PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

®depepanbHbIf 3aKkoH oT 12 anpens 2010 r. N 61-P3 "O6 o6paleHun nekapcTBEeHHbIX
cpencTtB" (C UIBMEHEHUSIMU U OONOSTHEHUSAMMU)

C u3MeHeHUSIMH U JOIMOJTHCHUSIMMU OT:

C U3MEHEHUSIMH U JOIOJIHEHUSIMH OT:

27 nrons, 11 oxtsa6ps, 29 Hosg0pst 2010 r., 6 gexadpst 2011 r., 25 urons, 25 nexadbps 2012 r., 2 utond, 25
Hosg0ps 2013 r., 12 mapra, 22 oxra0psa, 22 nekadpsa 2014 r., 8 mapra, 29 wurons, 13 wurons, 14, 29
nexaops 2015 r., 2 urons, 3 uroag 2016 r., 29 uroms, 28 nexaops 2017 r., 4 uronst, 28 Hos6pst, 27
nexabps 2018 r., 6 urons, 26 utoins, 2 aBrycra, 27 gekaops 2019 r., 26 mapra, 1, 3 anpens, 13 urons, 8,
22 nexadbps 2020 r., 11 urons, 2 uroins, 30 mexadps 2021 r., 8, 26 mapra, 14 uroins, 20 oxtsops, 5, 19,
29 nexabpsa 2022 r., 28 amnpens, 24 wuroist, 4 asrycra, 19 oxrssops 2023 r., 30 saBapst, 8 aBrycra, 26
nexaopst 2024 r., 23, 31 urons 2025 r.

MpuHaT NocyaapcTtBeHHon [lymon 24 mapTa 2010 ropga
Opo6peH Cosetom Pepgepaumnn 31 mapTta 2010 roga

T'APAHT: CM. KOMMEHTapum k HacrosimeMmy PeaepaabHOMY 3aKOHY

T'aasa 1. O01Me mojoKeHus

Cratba 1. HpC,E[MCT PEryjinpoBaHust HACTOAIICTO @eﬂepaﬂbHOFO 3aKOoHa

Hngopmayus 06 usmenenusx: Yacmo 1 uzmenena ¢ 30 saueaps 2024 2. - ®edeparsibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

1. Hacrosimuii denepanbHblil 3aKOH PEryJIMpyeT OTHOIICHUS, BOSHUKAIOIINUE B CBS3H C OOpAIICHUEM -
pa3paboTKOM, JOKIMHUYECKUMH  HWCCIICOBAHUSMHU, KJIMHUYCCKHUMH  HUCCIICOBAHUSMHU, OSKCIEPTU30H,
FOCYJapCTBEHHONW perucTpanueil B COOTBETCTBHHM C HacrosmmMm @DenepanbHbIM 3aKOHOM (faiee -
TOCYJapCTBEHHAS] PETHCTPAIUs) WM PETHUCTpaldeld B COOTBETCTBUM C MEXKIYHAPOJHBIMH JIOTOBOpaMH H
aKTaMH, COCTaBIIIONIMMH TpaBO EBpa3niickOro 3KOHOMHYECKOTO COI03a (Jajiee - perucrpanus), co
CTaHAAPTU3AIMEH U ¢ KOHTPOJIEM KadeCcTBa, IIPOU3BOJICTBOM, H3TOTOBICHHEM, XPAHCHHUEM, TTIEPEBO3KOMH, BBO3OM
B Poccuiickyto ®enepanuio, BbIBo3oM u3 Poccuiickoit ®denepaiuu, pekiiaMOM, OTIYCKOM, pealu3aluei,
rnepeaayvei, IpUMEHEHHEM, YHUUTOXEHUEM JICKAPCTBEHHBIX CPEACTB.

HUndopmayus 06 usmenenusax: ®edeparibHbIM 3aKOHOM om 25 uiona 2012 2. N 93-®@3 ¢ uacme 2 cmamou
1 nacmosiue2o @edepanbio2o 3aK0HA GHECEeHbl USMEHEHU
Cm. mekecm Yyacmu 8 npedbidyweli pedakyuu

2. Hacrosimuii ®denepainbHblil 3aKOH YCTaHABIMBAET MPUOPUTET TOCYJAPCTBEHHOI'O PETYIUPOBAHUS
6e3onacHoCTH, kKayecTBa u 3PIPEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB MpH MX 0OpaIleHHH.

IF'APAHT:  Cwm. KOMMeHTapuu k cratee 1 Hactosimero denepaibHOro 3aK0Ha

Cratbsa 2. Chepa npumenenns Hactosmero deneparsHOro 3aKoHa
Hacrosmuit denepanbHbIl 3aKOH NPUMEHSETCS K OTHOIICHHWSM, BO3HHKAIONIAM TIPH OOpaIieHUH
JIEKapCTBEHHBIX CpelcTB Ha Tepputopuun Poccuiickoit denepanum.

IF'APAHT:  Cwm. KOMMEHTapuu k crathe 2 Hactosmero denepaibHOro 3aKoHa

CtaTtbs 3. 3aK0HOAATENBECTBO 00 OOPAIEHNH JEKAPCTBEHHBIX CPEICTB
1. 3akoHOATEIBCTBO 00 OOpAIICHHH JICKAPCTBEHHBIX CPEACTB COCTOUT U3 HacTosIero deaepaibHOro
3aKoHa, Apyrux pefepanbHbiX 3aKOHOB 1 HHBIX HOPMATHBHBIX MPABOBBIX akTOB Poccuiickoi deaepanuu.

Hupopmayus 06 usmenenusx:  Yacmo 1.1 usmenena ¢ 1 cenmabops 2023 2. - @edeparibHbil 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

1.1. 3akoHOMATENBECTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOUICHHH IOPHIUYECKHUX IUI] U
VMHIVBUIYATHHBIX TPEANPUHUMATEICH, OCYIISCTBISIONINX ACATEIBHOCTh Ha TEPPUTOPHU MEXKIyHAPOTHOTO
MEIUIUHCKOTO KJIacTepa, MPUMEHSICTCS C yYeTOM OCOOCHHOCTEH, ycTaHOBICHHBIX PefeparnbHbiM 3aKOHOM
ot 29 urons 2015 roga N 160-®3 "O MexayHApOIHOM MEAMIIMHCKOM KJIAacTepe U BHECEHUH H3MEHEHUU B
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OTHEThHBIC 3aKOHOIATEIbHBIC aKThl Poccuiickoit denepammn’.

2. JlefictBue Hacrosimero PenepaqbHOTO 3aKOHA PacIpOCTpaHseTcs Ha oOpalieHHe HApKOTHYECKUX
JIEKapCTBEHHBIX CPEJCTB U MCUXOTPOITHBIX JIEKAPCTBEHHBIX CPENICTB C YIETOM 0COOEHHOCTEH, YCTaHOBIEHHBIX
3aKoHopaTenbCTBOM Poccmiickoit denepalin 0 HAPKOTHISCKUX CPEACTBAX, IICHXOTPOIHBIX BEIIECTBaX M 00
HX IPEKypcopax.

3. HeiictBue Hacrosmero @enepadbHOrO  3aKOHa  paclpoCTpaHsercs Ha  oOpalieHue
paauodapManeBTUYECKUX  JICKAPCTBEHHBIX  CPEACTB € Y4eTOM  OCOOEHHOCTEHW,  yCTaHOBIICHHBIX
3akoHoaTernbCcTBOM Poccutickoit @enepanyu B 001acT oOecTieueHNs paJualliOHHON 0€301MacHOCTH.

Hupopmavyus 06 usmenenusx: HYacmo 4 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. rpedbidywyro pedakuuro

4. Ecnn mexayHapoaHbeiM noroBopoM Poccwuiickoit deneparuu, MexXIyHAPOIHBIMU JIOTOBOPAaMHU H
AKTaMH, COCTaBJISIONIMMU TPaBo EBpa3uiickoro 3KOHOMHYECKOTO COr03a (Jajiee - aKThl, COCTABISIONINE MIPABO
Co103a), ycTaHOBIIEHBI MHbBIE IIPAaBUJIA, YEM T€, KOTOPBIE NPETyCMOTPEHbl HacTosKuM deaepanbHbIM 3aKOHOM,
MPUMEHSIOTCS TIPaBUIIa MEXKTYHAPOHOTO JOrOBOpa, MPaBUIIa, COACPIKAIIUECS B aKTaX, COCTABJISIONIUX MPABO
Coro3a.

Hupopmayus 06 usmenenusx:. Cmamos 3 dononnena wacmoio 4.1 ¢ 8 oexabps 2020 2. - @edepasibHbIl
3aKoH om 8 dexabpsa 2020 e. N 429-D3

4.1. PemeHust MEXTOCyIapCTBEHHBIX OPTaHOB, MPUHATHIC HA OCHOBAHUH MOJOKEHUN MEXKTyHAPOIHBIX
noroBopoB Poccuiickoit ®exepariin B UX HMCTOJKOBAaHUH, MpoTuBopedamieM KOHCTUTYLMU Poccuiickoii
Oenepanuy, HE TOJJICKAT HCMONHEHHWIO B Poccwmiickoit ®enepammm. Takoe HpOTHBOpEYHE MOXKET OBITh
YCTaHOBJICHO B MOPALKE, onpeAeieHHOM (eepaabHbIM KOHCTUTYITHOHHBIM 3aKOHOM.

5. B Poccuiickoii ®exnepaniii B COOTBETCTBUU C MEXIYyHApOJHBIMU JOoroBopamu Poccuiickoi
Qenepanny U (WIKM) HA OCHOBE MPUHIIMITA B3aNMHOCTH TPU3HAIOTCS PE3YIbTaThl KIMHHYECKUX HCCIEOBAHNN
JIEKapCTBEHHBIX MpenapaTroB I MEIULUUHCKOIO MPUMEHEHUs, MPOBEICHHBIX 3a MpeAciiaMU TEPPUTOPUU
Poccuiickoit ®enepanumn.

IF'APAHT:  Cwm. KOMMEHTapuu k cratse 3 Hactosmero denepaibHOro 3aKoHa

Ctatbs 4. OcHOBHEIE TMOHATHA, UCIIOJIB3YEMBIE B HACTOAIIEM q)eﬂepaJ'IBHOM 3aKOHC

I[J'IH ueneﬁ HacCTOAIICTO (De,uepam,Horo 3aKOHA UCIOJIb3YOTCA CICAYIOIINC OCHOBHBIC ITIOHATHA:

1) JNNeKapCTBeHHblIe cpeacTBa - BCIICCTBA MM HX KOM6I/IHaLU/II/I, BCTyHArOIMIUC B KOHTAKT C
OpraHu3MoOM 4YCJIOBCKA WJIN JKMBOTHOI'0, IPOHUKAIOIINEC B OpTaHbl, TKAHU OPraHu3Ma 4CJIOBCKA WJIN ) KUBOTHOTO,
OPUMCHACMBIC JIL HpO(l)I/IJ'IaKTI/IKI/I, JANAarHOCTUKH (33. HCKIIOYCHUEM BCIICCTB HWJIHM HX KOM6HH3L[I/II>'I, HE
KOHTAKTHPYIOIIHUX C OPraHu3MoOM 4YCJIOBCKa HIIN )KI/IBOTHOFO), JICUCHUA 3360H€BaHI/IH, pea6MJ11/1Taum/1, JIIA
COXpaHCHUs, NPCAOTBpAICHUA WM NPCPhIBAHUA 6€peM€HHOCTI/I " MOJIYUYCHHBIC U3 KPOBU, IJIa3Mbl KPOBH, H3
OpraHos, TKaHEH OopraHu3Ma 4YCJIOBEKa WJIH XHBOTHOTIO, paCTeHI/If/'I, MHHEPAJIOB METOJaMU CHHTE3a HJIU C
NPUMCHCHUEM Ooumosornyecknx TexHoyorui. K JICKAPCTBCHHBIM CpPCACTBaAM OTHOCATCA Q)apMaHeBTI/I‘IeCKI/Ie
CY6CTaHHI/II/I " JICKaPCTBCHHLIC ITPETIapaThI;

Hupopmayus 06 usmenenusx:  Cmamos 4 donoanena nynkmom 1.1 ¢ 1 cenmabps 2025 2. - @edepasibHbll
3aKoH om 23 utona 2025 2. N 268-D3

1.1) cTpaTernyeckm 3HauyMmble rieKapCcTBeHHble CpeacTBa - JIEKAPCTBEHHBIE CPEACTBA IS
MCIUIUHCKOT'O0 IMTPUMEHECHUA, KOTOPBIC 00€eCITeunBaroT IIPUOPUTETHBIC HOTpe6HOCTI/I 3ApaBOOXpPaHCHUA B LECIIAX
MPOPIIAKTUKA W JICUeHUS 3a00JIeBaHMI, B TOM 4HCIIC NPeoOIagaroIinX B CTPYKType 3a00JIeBaéMOCTH B
Poccutickoit ®eneparuu, 1 IPOU3BOICTBO KOTOPHIX MOJDKHO OBITH 0O€CIiedeHO Ha TEPPUTOPUH Poccuiickoi
Oenepanmu. [lepeyeHb cTpaTernyecky 3HAaYUMbIX JICKAPCTBEHHBIX CPEJICTB, a TAKIKE MOPSIOK U KPUTEPUU €ro
(hopmupoBanus yreepxkaarotcs [IpasurensctBoM Poccutickoit deneparum;

Undopmayus 06 usmenenusx: DedeparibHbiM 3aKoHOM om 22 oekabps 2014 2. N 429-®@3 nyuxkm 2
cmamou 4 nacmosiwe2o PedepanvbHoco 3aKOHA UNONCEH 8 HOBOU pedakyuu, 8CMynarouel 8 cuny ¢ 1 utons
2015 2.

Cm. mekecm riyHKma 8 rpedbidyuwiel pedakuyuu

2) hapmaueBTUYECKaA CYOCTaHLMA - JEKapCTBEHHOE CPEACTBO B BHIE OJHOTO HJIM HECKOJIBKHX
06naﬂaroumx (l)apMaKOJIOFI/ItIeCKOfI AKTUBHOCTBIO I[eflCTByIOHlHX BCHICCTB BHC 3aBUCHUMOCTH OT HOPHUPOJAbL
OPOUCXOXKACHUA, KOTOPOC MPCAHAZHAYCHO JIA MPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHLIX NPENApaToOB U
orpenensieT ux 3PPeKTUBHOCTD;

3) BcnomoraTtenbHble BellecTBa - BellecTBAa HEOPraHMYECKOTO WM  OpPraHu4ecKoro
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MPOUCXOXKICHU S, UCIOJB3YCMbIC B IPOLECCE NPOU3BOACTBA, M3TOTOBJICHUA JICKAPCTBCHHBIX IIPCIIapaToB IJId
MIPUIAHUS UM HEOOXOAMMBIX (PU3UKO-XHUMHUYECKIX CBOWCTB;

4) rnekapcTBeHHble npenapaTtbl - JICKapCTBEHHBIC CPEICTBA B BHIE JICKAPCTBEHHBIX (DOpM,
MIPUMEHsAEeMbIE sl MPO(PHUIAKTUKH, TUArHOCTUKH, JIEYeHHs 3a00JIeBaHWs, peaOWiIuTalvy, Ui COXpaHEHWHs,
MIPEeIOTBPAIICHUS WIN IPEePHhIBaHUS OEPEMEHHOCTH;

5) nekapcTBeHHasa hOpMa - COCTOSHUE JIEKAPCTBEHHOI'O Mpenapara, COOTBETCTBYIOIIEE Crocodam
€ro BBEJCHUS U MPUMEHEHHUS U 00ecIieunBaroliee JOCTIKEHHEe He00X01uMoro JiedeOHoro 3 dekra;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamvs 4
Hacmosiueco Pedepanviozo 3akona dononmnena nynkmom 5.1, ecmynarouum 6 cusny c I uroas 2015 a.

5.1) AO3NPOBKAa - coaep>kaHuEe OAHOTO WJIM HECKOJbKUX ACHCTBYIOIIMX BEILECTB B KOJMYECTBEHHOM
BBIPQ)KEHUH HA €IMHMILY J03bl, WM €AWHHUIY 00bEeMa, WM €JUHUIY MAacChl B COOTBETCTBHU C JIEKAPCTBECHHOM
(hopmoii Tnbo 17Is1 HEKOTOPHIX BHJIOB JIEKAPCTBEHHBIX (POPM KOJIMUECTBO BBICBOOOKAAEMOT0 U3 JIEKAPCTBEHHOM
(hopMEBI IEHCTBYIOIIETO BEIIECTBA 33 €NMHHILY BPEMEHH;

Hngopmayus 06 usmenenusx:  Ilynkm 6 usmenen ¢ 13 wons 2020 2. - @edeparibHbIl 3aKOH om 13 uions
2020 2. N 206-®D3
Cwm. npedbidywyro pedakuuro

6) nepeyvyeHb XU3HEHHO HEOOXOAMMBLIX M BaXHEWULIUX NeKapCTBEHHbLIX NpenapaToB -
yrBepknaeMbiil IIpaBurensctBoM Pocculickoit @epepanuu MNepeyeHb JIeKapCTBEHHBIX IIPENAapaToB I
MEIUIIMHCKOTO TMPHMEHEHHUs, 00ECIEeUnBAIOIINX MPUOPUTETHBIE TOTPEOHOCTH 3APABOOXPAaHEHUS B LEIAX
NpoQHUIAKTHKA W JIeYeHUs 3a00JieBaHMH, B TOM YHCIE MPeoONaNaloluX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit @enepaunu;

Hupopmayus 06 usmenenusx:  Ilynkm 6.1 uzmenen ¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

6.1) opthaHHbIe nekapCTBEeHHbIE NMpenapaTbl - JeKapCTBECHHbBIC MPernaparhl, IpeIHa3HauCHHbIC
HCKJIIOYUTEIBHO I JMAarHOCTUKH, 3THOMNATOTCHETHYECKOTO WJIM IaTOI'CHETHYECKOIo JIeYeHHs (JIeUeHMs,
HaIpaBJICHHOTO Ha MEXaHU3M Pa3BHUTH 3a00J1eBaHus) peaknux (ophaHHbIX) 3a00JIeBaHAN;

Hupopmayus 06 usmenenusx: Ilynkm 6.2 usmenen ¢ 1 anpens 2024 2. - @edeparibHbIl 3aKOH om 4
ageycma 2023 2. N 466-D3
Cwm. npedbidywyro pedakyuro

6.2) Guonoruyeckue feKkapCTBeHHbIe NMpenaparbl - JeKapCTBEHHEBIE MPenapaTs, JeHCTBYIOIIEEe
BCIIECTBO KOTOPHBIX ITPOU3BEACHO HUJIM BBIJACIICHO U3 OMOJIOrHYECKOI0 MICTOYHUKA U IJIA OIIPECACIICHUA CBOMCTB U
Ka4ge€CTBa KOTOPBIX HGOGXO,Z[I/IMa KOMGI/IHaLII/IH OMOJIOTHMYECKUX U (1)I/ISI/IKO—XI/IMI/I‘ICCKI/IX METOO0B. K
OHOJOrHYECKUM JICKApCTBCHHBIM IIpe€riapaTaM OTHOCATCHA I/IMMYHO6PIOJ'IOFI/I‘ICCKI/I6 JICKAPCTBCHHBIC NIpCHIapaThl,
JICKAPCTBCHHBIC NpCHapaThl, NOJYUYCHHBIC U3 KPOBHU, IIa3Mbl KPOBU YCJIOBCKA U JKUBOTHBIX (3a HCKIIIOYCHUEM
L[eJ'II:HofI KpOBI/I), OHMOTEXHOJIOTHYECKHUE JICKApCTBCHHBIC MpcrapaTbl, I'CHOTCPANICBTUYCCKUC JICKAPCTBCHHBLIC
npenapartsl, JJCKapCTBCHHBIC IMTPEIapaTbl HA OCHOBE COMAaTUYCCKUX KIICTOK;

Hngopmayus 06 usmenenusix:  Cmamosi 4 dononnena nynkmom 6.3 ¢ 30 saueaps 2024 2. - @edepasibHbIl
3aKoH om 30 sineaps 2024 2. N 1-D3

6.3) BbICOKOTEXHOJIOTMYHbLIN JFeKapCTBEHHbIW npenapaT - TIeHOTepaneBTHYECKHUI
JIEKapCTBEHHBIA MpenapaT uid MEIUIUHCKOTO NPHUMEHEHMs, WJIH JIEKapCTBEHHBIM IpenmapaT Ha OCHOBE
COMAaTHYECKHUX KJIETOK JUIsI MEIUIMHCKOTO NMPUMEHEHHUs, WIM TKaHEWH)KEHEPHBIN JIeKapCTBEHHBIN Ipernapar
(mpenapaT TKaHEBON MH)KEHEPUN);

Unpopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-D3 nyuxm 7
cmamvu 4 nacmosiye2o PedepanvbHoco 3aKOHA UBNIONCEH 8 HOBOU pedakyuu, cmyrnarowed 8 cusny c 1 wions
2015 2.

Cm. mekcm riyHKkma 8 rpeodbidyued pedakyuu

7) MMMYHOOMONOruyeckue rneKapCcTBEHHble MNpenapaTbl - JEKapCTBEHHBIE IIPEMAPaThI,
NpeaHa3HaYCHHbIC U1 (POPMUPOBAHUS aKTUBHOI'O WJIM IACCUBHOI'O MMMYHHUTETA JINOO AMArHOCTUKU HATUYHS
MMMYHHTETA WA JUATHOCTUKH CIICIU(PUIECKOrO MPHOOPETCHHOTO W3MEHEHHSI KMMYHOJOTHYECKOI'0 OTBETA Ha
alepru3upylonye Bemecrsa. K mMMyHOOMOIOTHYECKHM JIEKapCTBEHHBIM IperaparaM OTHOCATCS BaKIIWHBI,
AHATOKCHHBI, TOKCUHBI, CBIBOPOTKH, HMMYHOTJIOOYJIMHBI U aJlIIEpT €HBI,

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiueco Pedepanvbiozo 3aKona 0ononHena nynkmom 7.1, ecmynarouwum 6 cusny c I uroas 2015 e.
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7.1) OuoTexHornorv4yeckue rieKapcTBeHHble nMpenapaTtbl - JICKAPCTBEHHBIC IpemapaThl,
MIPOU3BOACTBO KOTOPBIX OCYHIECTBIIACTCA C HMCIOJIB30BAHUEM OHMOTEXHOJIOTHYECKUX ImpouecCoB U METOJ0B (B
toM uncie JHK-pekoMOMHAaHTHOW TEXHOJOTHH, TEXHOJOTHH KOHTPOJUPYEMOH OKCIIPECCHU TCHOB,
KOJMPYIOIMHNX OMOJOTHYECKH aKTUBHBIE OENKM B MPOKApPHOTaX M 3YKapHOTaX, BKIIOYAs M3MEHEHHBIC KIETKH
MJIEKOTIATAIOMINX ), THOPHIOMHOTO METO/Ia M METO/1a MOHOKJIOHATBHBIX aHTHUTEN,

Hupopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamovs 4
Hacmosiugeco PedepanbHo2o 3aKoHa 0ONOIHeHa nyHKmom 7.2, eCmyrnarouum 6 cusny c I uroas 2015 e.

7.2) reHoTepaneBTUYECKUE JeKapCTBEHHble TMpenapatbl - JEKApCTBEHHBIC IIPEIapaThl,
(hapmarieBTHYECKAst CyOCTaHITHS KOTOPBIX SBISAETCS PEKOMOMHAHTHOW HYKJIEHMHOBOW KHCIOTOH MM BKJITFOYAET B
ce0s peKOMOMHAHTHYIO HYKJIEWHOBYIO KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIISITH PETYJIHUpOBaHUE, peraparuio,
3aMeHy, JOOaBJICHUE WK YJalleHUe TeHETUYECKON TOCIIeI0BaTeIbHOCTH;

8) HapKkoTuU4YeCKue JieKapCTBeHHble CpeacTBa -  JIeKapCTBEHHbIE — Iperapatsl U
(apMmarieBTHUECKHEe CyOCTaHIMM, COJCpIKAIlie HAPKOTHUECKHE CpPEACTBA ¥ BKIIOYEHHBIE B [lepeyeHb
HapKOTHUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJICKAIINX KOHTPOIIO B Poccuiickoii
®enepanuu, B COOTBETCTBUHU € 3aKOHOAATENLCTBOM Poccuiickoit @enepannu, MeXIyHApOIHBIMUA JIOTOBOPAMU
Poccuiickoii denepaiuu, B ToM yucie EANHON KOHBEHLMEN 0 HApKOTHYECKUX cpeacTBax 1961 rona;

9) ncuxoTponHble JieKapCTBEeHHble CpeaAcTBa - JICKApPCTBCHHBIC Mpemaparbl |
(dapmarieBTHUYECKHE CyOCTaHIIMM, COJACpIKAlllie IICHUXOTPOITHBIC BEIIeCTBA W BKJIIOYEHHbIE B [lepeyeHb
HApKOTUYECKUX CPENICTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJUISKAIINX KOHTPOIO B Poccuiickoit
®depepanuu, B COOTBETCTBUU € 3aKOHOAATENbCTBOM Poccuiickoit denepanuu, MEXIyHAPOAHBIMU JOrOBOpaMU
Poccuiickoiit denepanuu, B ToM yrcie KOHBEHLMEN 0 ICHXOTPONHBIX BemecTBax 1971 roza;

10) papuModapmaueBTMYEeCKME JleKapCTBEHHble CpPeAcTBA - JIEKAPCTBEHHBIE CPENCTBA,
KOTOpBIE COJIEPKAT B TOTOBOM JUISl KCIIOJIB30BaHUs (hOpME OJIMH PaIMOHYKIIH]T UM HECKOJIBKO PaIHOHYKIIUIOB
(panInoakTUBHBIX U30TOIOB);

Hupopmayus 06 usmenenuax:  Cmamos 4 oonoanena nywkmom 10.1 ¢ 1 mapma 2020 2. - @edepasibHbll
3aKoH om 27 dexabps 2019 2. N 475-D3

10.1) opurMHanbHbIA JNeKapCTBEeHHbIW MnpenapaT - JeKapCTBEHHBIM Mpernapar ¢ HOBBIM
,E[ef/iCTByIOIJ_II/IM BEIIIECTBOM, KOT0p1>1171 IIEPBBIM  3apETUCTPUPOBAH B Poccuiickoii Qenepauun  WIA B
HUHOCTPAHHBIX TOCYAapCTBaxX Ha OCHOBAHUH PE3YJIbTATOB MOOKIMHUYCCKUX I/ICCJ‘ICI[OBaHI/II‘/'I JICKaPCTBCHHBIX
CpCACTB U KIMHUYCCKUX I/ICCJICILOBaHI/Iﬁ JICKApCTBCHHLIX IMpEeriapaToB, MNOATBEPKAAOMIUX €ro KadeCTBO,
3¢ (HeKTUBHOCTH U 0E€30MACHOCTH;

HUnupopmayus 06 uzmenenusix: Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepasibHbil 3aKOH om 27
oexabps 2019 . N 475-D3
Cwm. npedbidywyro pedakyuro

11) pecepeHTHbIAN neKapCcTBEHHbIA MpenapaT - JeKapCTBEHHBIN TMpemapar, KOTOPBIH
UCIIONIL3YETCSl JUIsi OLIEHKM OMOAKBHBAJIEHTHOCTH WM TEPAIEBTUUECKOW HSKBHUBAJICHTHOCTH, KavecTBa,
3G PEKTHBHOCTH W 0E30MaCHOCTH BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO IMpenapara Wi OWOaHAIIOTOBOTO
(buomomoOHOTO) JIEKapCTBEHHOTO Tmpemapara (Obwoanamora). B kadecTBe pedepeHTHOTO JIEKApPCTBEHHOTO
mperapara JUisi METUIIMHCKOTO MPHMEHEHHUS! MCIOIb3yeTCs OPWUTHHAIBHBIN JIEKApCTBEHHBIN Mpenapat Jmoo,
€CIIi OPWTHHAJIBHBIA JIEKAPCTBEHHBIH TIpenapaT HE 3apernucTPUpPOBaH WM HE HaxoAWTca B 000poTe B
Poccwmiickoit ®enepannn 1 He HaXOAWTCA B O0OpPOTE B HMHOCTPAHHBIX TOCYAApCTBaX, BOCIPOHM3BEICHHBIN
JIEKapCTBEHHBI TIpermapar Wid OHOoaHAIOTrOBBIH (OMOMONOOHBIN) JIEKApCTBEHHBIN Npemnapar (OwoaHamor),
KOTOPBI TEpBBIM 3aperHCTPUPOBAaH M3 4YHclIa Haxomsmuxcs B obopore B Poccmiickoit ®enepauuu,
OMO3KBHUBAJICHTHOCTh WJIM TEpareBTHUECKas SKBUBAJIEHTHOCTb, KadyecTBO, d((EKTHBHOCTh M 0O€30MaCHOCTD
KOTOPOTO OLIEHUBAJIUCH MO OTHOIICHUIO K OPUTHHAIBLHOMY JIEKAPCTBEHHOMY Ipenapary, a TakKe KauecTBO,
3G PEeKTHBHOCT, M 0E30MacHOCTh KOTOPOTO MOATBEPKAAIOTCS pe3yibTaTaMu (apMakoHaa30pa U MPOBEPOK
COOTBETCTBHSI JICKAPCTBEHHBIX CPE/ICTB, HAXOIAIIUXCS B TPAKAAHCKOM 000POTE, YCTAaHOBICHHBIM TPEOOBaHUSIM
K UX KadecTBy. B KkadecTBe pedepeHTHOro JIeKapCTBEHHOIO Iperapara Jjis BETEpUHAPHOTO MPUMEHEHHS
WCTONB3YyeTCsl JICKAPCTBEHHBIM TMpenapar Jjisl BETEPHHAPHOTO TPHMEHEHWs, 3aperuCTPUPOBAHHBIA B
Poccuiickoii @enepaliid Ha OCHOBAHUM PE3YJIbTATOB JOKIMHUYECKUX HCCIETOBAHUM JIEKAPCTBEHHBIX CPEJICTB
Y KIIMHUYECKHAX MCCIIE0OBAaHUH JIEKAPCTBEHHBIX MIPENapaToB, MOATBEPKAAIONINX €T0 KauecTBO, 3((HEeKTHBHOCTD
# 0€30I1aCHOCTb;

Hupopmayusn 06 usmenenusix:  Ilynkm 12 usmenen ¢ 1 mapma 2020 2. - @edeparibHbil 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyro pedakyuro

12) Bocnpou3BeOeHHbIM §neKapCTBEeHHbIA npenapaTr - JeKapCTBEHHBIA Ipermapar Uit
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MEIUIIMHCKOTO MPUMEHEHUS, KOTOPHIA WMEET IKBHBAJICHTHBIN pedepeHTHOMY JICKApCTBEHHOMY IIperapary
Ka4eCTBEHHBI COCTaB M KOJMYECTBEHHBIH COCTaB JICMCTBYIOIIMX BELIECTB B SKBUBAJICHTHOM JIEKAPCTBEHHOM
dhopme, OO JEKAPCTBEHHBIA TpemapaT IS BETEPUHAPHOTO MPUMEHEHHS, KOTOPBI UMEeT Takue JKe, 9TO U
pedepeHTHBIH JIeKapCTBEHHBIN TpenapaT, KadyeCTBEHHBI COCTaB W KOJMYECTBEHHBIH COCTaB JIEHCTBYIOIINX
BEIECTB B TaKOH ke JIEKApCTBEHHOH (opme, OMOIKBHUBAJICHTHOCTh WJIM TEpaleBTHYECKas SKBUBaJICHTHOCTH
KOTOPBIX COOTBETCTBYIOIIEMY pehepeHTHOMY JIEKAPCTBEHHOMY IIperapary MOATBEPKACHA COOTBETCTBYIOIIIMH
HCCIICIOBAHUSIMHU;

Hupopmayusn 06 usmenenusax: Ilynkm 12.1 usmenen ¢ 1 mapma 2020 2. - @edeparnbHbil 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

12.1) TepaneBTUYeCKasi 3KBUBANEHTHOCTb JIeKapCTBEHHbIX MpPenapaTtoB - IOCTHXCHHE
KITMHUYECKH COTIOCTABUMBIX TEPANEBTHUYCCKOTO dddekTa u nmokasatesnci 3h(HEeKTHBHOCTH U OE30MACHOCTH MPH
MPUMEHEHUH JICKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO TMPUMEHEHHSI, HMEIOIIMX OJHO MEKIYHAPOIHOES
HEMaTEHTOBAHHOE (MJIM XMMHUYECKOEe, WIIH IPYNITUPOBOYHOE) HAMMEHOBAHKE, B DKBUBAICHTHBIX JO3UPOBKAX I10
OJTHMM U TEM JK€ TIOKA3aHUsIM K IPUMEHEHHUIO M TIPU OJJMHAKOBOM CITOCOOE BBEACHUS Y OJHOM M TOH JKE TPYIIITBI
OOJIBHBIX;

Hudopmayua 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 cmamovsa 4
Hacmosiye2o PedepanvbHozo 3aKoHa donoanena nynkmom 12.2, ecmynarouyum 8 curny c 1 urons 2015 e.

12.2) ©uoaHanoroBbii (6uonoAoOHbIN) nekapcTBeHHbIN npenapaTt (6uoaHanor) -
OMOJIOTHUECKUI JIGKapCTBEHHBIH TIpernapar, CXOXHH [0 mapamerpaM KadecTBa, dS((EKTHBHOCTH H
Oe3omacHOCTH C pedepeHTHBIM OHMOJIOTHYECKHM JIEKaPCTBEHHBIM IIPETapaToM B TaKOW K€ JEKapCTBEHHON
(dhopme 1 UMY UIACHTUYHEIN CTIOCO0 BBEICHMS,;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
nacmosugeco Pedepanvroco 3akona oononnera nynkmom 12.3, ecmynarowum 8 cusy c 1 uona 2015 a.

12.3) B3anmo3aMeHsieMbI JeKapCTBEeHHbIA npenapaT - JeKapCTBEHHBIH mpemapar ¢
HOKa3aHHOﬁ TepaHeBTH‘IeCKOfI J3KBUBAJICHTHOCTHIO WJIHN 6H03KBI/IBaHeHTHOCTBIO B OTHOIIICHUH pe(bepeHTHoro
JICKapCTBCHHOI'O IIpfIiapara, I/IMCIOH.II/IFI OKBUBAJICHTHBIC EMY Ka4eCTBEHHBIN COCTAaB M KOIWYECTBEHHBIM COCTaB
JIEHCTBYIONINX BEIIECTB, COCTAB BCIIOMOTATENFHBIX BEIIECTB, JIEKAPCTBEHHYIO (popMy U cItocod BBElIEHUS;

Hupopmayusn 06 usmenenusix:  Cmamos 4 donoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edeparbHbil
3aKoH om 27 dexabps 2019 . N 475-D3

12.4) OMO3KBMBAaNeHTHOCTb JeKapCTBEHHbIX MpenaparoB - IOCTIKEHHE COMOCTABHMBIX
rokasareneil CKOpOCTH BCACHIBAHMUS, CTEIICHH MOCTYIUICHHUS K MECTY JCHCTBHS U CKOPOCTH BBIBEICHHS OJTHOTO
WM HECKOJNBKHUX 00NafaronuX (papMaKkoIOruuecKod aKTHBHOCTBIO JEHCTBYIONIMX BEIIECTB MPU MPUMEHEHUU
JICKApCTBEHHBIX  MPEMapaTtoB JUIS MEJAMIMHCKOTO MNPUMEHEHHS, MMEIOIUX OJHO MEXTyHAPOIHOE
HEMaTeHTOBaHHOE (MJIM XUMHYECKOE, WM TPYNIHPOBOYHOE) HANMEHOBAHNE, B SKBUBAICHTHBIX JIO3UPOBKAX H
IIPH OJIMHAKOBOM CITOCOOE BBEJICHMUS;

13) nekapcTBeHHOE pPacTUTESIbHOE CbIPbEe - CBeXKUE WU BBICYIICHHBIC PACTEHUS JINOO UX YaCTH,
HUCIIOJIb3YEMBIC JJIsA Ipou3BOJACTBA JICKaAPCTBCHHLIX CpCACTB OpraHuvs3anusamMu - MMPOU3BOJUTCIIAMUA
JICKAPCTBCHHLIX CPCACTB MM H3TOTOBJICHUA JICKAPCTBCHHBLIX IIPCIapaToB alTCYHbBIMU OpraHu3alusiMiu,
BCTCpHHAPHBIMU  AlITCYHHBIMHU  OpraHU3alluAMHU, HWHAUBUAYAJIBHBIMU MNPCANPHUHUMATCIAMU, HWMCIOIIUMHA
JUIICH3MI0 Ha DapMaLeBTUYECKYHO AeATelbHOCTb;

14) nekapCTBeHHbIN pacTUTESIbHbIA Mpenapar - JIeKapCTBEHHbIH Mpenapar, Mpou3BeICHHbIH
WM W3TOTOBJICHHBIA U3 OJTHOTO BUJIA JIEKAPCTBEHHOTO PACTHUTENHLHOTO CHIPhS MIIM HECKOJBKUX BUJIOB TaKOTO
CBIPBS M pealTu3yeMblil B pac)acOBaHHOM BHJIE BO BTOPUYHOM (TOTPeOUTENBCKOM) YIIAKOBKE;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 nyuxkm 15
cmamvu 4 nacmosiue2o PedepanvbHo2o 3aKOHA USNONCEH 8 HOBOU pedaryuu, Cmynarowel 8 cusny ¢ 1 uions
2015 a.

Cm. mekcm riyHkma 8 rpedbidyuiel pedakyuu

15) romeonaTuyecKui feKapcTBEHHbIM Npenapar - JeKapCTBeHHbIH MMpenapar, npou3BeICHHbIH
WM W3TOTOBJICHHBIN U3 (hapMalleBTUUECKON CyOCTaHIMK WK (HapMaleBTUYECKUX CyOCTaHIM B COOTBETCTBUH
¢ TpeOoBaHUAMH OOLIMX (hapMaKONEHHBIX CTaTell K TOMEONAaTHYECKUM JIEKapCTBEHHBIM IpenapaTaM WIA B
COOTBETCTBHU C TPeOOBAaHUAMH (PapMaKOIEH CTPaHbI IPOU3BOJUTENS TAKOTO JIEKAPCTBEHHOTO MIpenapara;

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ nynkm 16
cmamou 4 nacmosiueco DedepanbHo2o 3aKOHA 8Hecelbl uzMenenus, 6Cmyrarouue 8 cusy c 1 uwons 2015 2.

15.09.2025 Cucrema TAPAHT 5


https://internet.garant.ru/document/redirect/73355325/10103
https://internet.garant.ru/document/redirect/70826338/117
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/117
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/73355325/10104
https://internet.garant.ru/document/redirect/73355325/10104
https://internet.garant.ru/document/redirect/70826338/118
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/119
https://internet.garant.ru/document/redirect/70826338/41

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU
Cm. mekcm riyHkma 8 rpeodbidyued pedakyuu

16) mexayHapoaHoe HenaTeHToBaHHOe HaMMeHOBaHWe reKapCTBEHHOro cpencTesa -
HaMEHOBaHWE JEHUCTBYIOMIETO BelIecTBa (hapMalleBTHIECKON CyOCTaHIIMM, peKOMEHIoBaHHOe BceMupHO
OpraHu3anyel 3ApaBOOXPaHEeHHS,

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 17
cmamou 4 Hacmosiueco PedepanbHo20 3aKOHA 8Hecelbl uUzMeneHus, 6Cmyrarouwue 8 cusy c 1 uwons 2015 2.
Cm. mekcm riyHKkma 8 rpedbidyued pedakyuu

17) ToproBoe HaMMeHOBaHMuE JIeKAPCTBEHHOro CcpeAcTBa - HaMMEHOBAHHUE JICKAPCTBEHHOTO
Cpe€acTtBa, IMPUCBOCHHOE €ro pa3pa6OT‘-II/|KOM, ACpXKaATEeJIEM WKW  BJIAACIbLIEM  PETUCTPALIMOHHOTO
YAOCTOBEPCHUA JICKAPCTBCHHOI'O IIpCTiapara,

Undopmauus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiygeco Pedepanvioco 3akona dononnena nynkmom 17.1, ecmynarowum 8 cusy c I uons 2015 a.

17.1) rpynnupoBOYHOEe HauMeHOBaHWe JleKapCTBEHHOro rnpenaparta - HaWMCHOBAaHHE
JICKAPCTBCHHOI'0 Iperiapara, HE HWMCIOUICTO MCEXKAYHAPOAHOIO HCINATCHTOBAHHOIO HAWMMCHOBAHUA, WIA
KOM6I/IHaLII/II/I JICKAPCTBCHHBIX MPCHIapaToB, HMCIOJIbB3YEMOC B IHCIAX O6L€,I[I/IHCHI/I$[ HUX B I'pynmny nona ¢AWuHbIM
HaAanMMCHOBAHHUEM UCXOOd U3 OAMHAKOBOI'O COCTaBa ,[[efICTByIOH_IHX BCIICCTB,

Hupopmayus 06 usmenenusx: Ilynkm 18 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

18) obwasa capmakonerMHass cTaTbA - [OKYMEHT, YTBEPXICHHbBIH YMOJIHOMOUYCHHBIM
(denepa’abHBIM OPraHOM HMCIIOJIHUTEIBHOM BJIACTH M COIEpXAalllMii MepedeHb MoKa3aTeled KadecTBa W (MIIH)
METOAOB KOHTPOJISI KauecTBa KOHKPETHOW JIEKapCTBEHHOH (DOpMBI, JIEKapCTBEHHOTO PACTHTENBHOTO CHIPHS,
BCIIOMOTATENbHBIX ~ BEIECTB, OINWCAHUS  OWOJNOTHMYECKHX, OWOXMMHYECKHX, MHKPOOMOJIOTHYCCKHX,
(U3UKO-XUMHUYECKUX, (PU3NUECKUX, XUMHYECKUX U JPYTUX METOJOB aHAIW3a JIEKApCTBEHHOI'O CPENCTBA, a
Takke TpeOOBaHWS K HCHOJIB3YeMBIM B LEISIX MPOBEACHUS JAHHOTO aHAIM3a PEAKTHBAM, THTPOBAHHBIM
pacTBOpam, HHAUKATOPaM;

Hupopmayus 06 uzmenenusix:  Ilynkm 19 uzmenen ¢ 30 aneaps 2024 2. - @edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

19) dhapmakonerMHas cTaTbsl - JOKYMEHT, YTBEP)KICHHBIH YIIOJTHOMOUYCHHBIM (erepaibHbIM
OpPraHOM HCIOJHUTENIPHON BJIACTU M COAEP’KAIlUil IepedyeHb IOKas3aTeleld KauecTBa M METONOB KOHTPOJI
Ka4yecTBa JICKapPCTBEHHOTO CPE/ICTBA, JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbsI, BCIIOMOIaTEIbHBIX BELIECTB;

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiugeco Pedepanvroco 3akona oononnena nynkmom 19.1, ecmynarowum 8 cusy c 1 uons 2015 a.

19.1) ctaHAapTHbIe 0Opas3Lbl - BEMIECTBA, IIOCPEACTBOM CPABHEHUS ¢ KOTOPBIMHU OCYILECTBISETCS
KOHTPOJb KauecTBa HCCICIYEMBIX JIGKAPCTBEHHBIX CPEJCTB C TOMONIbIO  (DU3UKO-XHMMUYECKUX U
OHMOJIOTHYECKUX METOJIOB B IIETSAX TMOATBEPIKACHHUS COOTBETCTBHS JIGKAPCTBEHHBIX CPEJICTB TPEOOBaHUIM
HOPMATHUBHOW JTOKYMEHTAIMH, YCTAHOBICHHBIM TIPU OCYIICCTBICHHU TOCYJAPCTBCHHOW pPErHCTPaIliH, |
KOTOpBIC TPUMEHSIOTCS IS KaluOpPOBKH CTaHIAPTHBIX OOPa3IOB MPOU3BOIUTENS JICKAPCTBEHHBIX CPEJCTB,
HCIIONIb3YEMBIX JUIS KOHTPOJIIS Ka4eCTBa U MHBIX IeJIeH TIPpU 00paleHUH JICKApPCTBEHHBIX CPEIICTB;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oOexabpsa 2014 2. N 429-®D3 cmamovs 4
Hacmoswe2o PedepanvbrHoeo 3akoHa donoarnena nynkmom 19.2, ecmynarouwum 8 cusy c I urons 2015 .

19.2) dhapmakonenMHbIM CTaHOaApPTHbIA oOpasewl - craHmapTHBIA 00pasel], MPOU3BEICHHBIA B
COOTBETCTBHH C (hapMaKONEeHHOH cTaTbel;

20) HOpMaTUBHas OOKYMEHTaUMUA - JOKYMEHT, COJCpXKaIIWil IepeucHb OMpPEe/IIeMbIX II0
pe3yapTaTaM  COOTBETCTBYIOIIMX OKCIEPTU3 IMOKa3aTelell KadecTBa JIGKAPCTBEHHOTO CPEACTBA IS
MEUITTHCKOTO IPUMEHEHHSI, METOJ0B KOHTPOJIS €r0 KaueCTBa U YCTAHOBJICHHBIN €r0 MIPOU3BOIUTEIIEM;

21) HOpMaTUBHbIN OOKYMEHT - TOKYMEHT, COMEP KAl ITepedeHb OMPeaeIAEMBIX 0 pe3yabTaTaM
COOTBETCTBYIOIINX DKCIIEPTU3 IMOKa3aTeIed KadecTBa W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOU
dbopmpl, ommcanus ~OWOJOTHMYECKNX, OHOXUMHUYCCKUX, MHKPOOMOIOTHYECKAX, (PU3UKO-XUMHUICCKUX,
(m3nyecKnX, XUMHYECKHX W JPYTHX METOAOB aHajh3a JIeKapCTBEHHBIX CPEICTB Ul BETEPHHAPHOTO
MIPUMEHEHUs, TPEOOBAHUS K HCIIOJIb3YEMBIM B LIEJISX MPOBENEHUS JAaHHOTO aHajH3a PeakTHBaM, THTPOBAHHBIM
pacTBOpaM, MHAUKATOPaM U YCTAaHOBJICHHBIN €ro IPONU3BOIUTENEM;

Hugpopmayus 06 usmenenusix: DPedeparsibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-®@3 cmamos 4
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hacmosiygeco Pedepanvioco 3akona oononnena nynkmom 21.1, ecmynarowum 8 cusy c 1 uons 2015 a.

21.1) oOWMN TEXHUYECKUN OOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHAllOB, COCTOSIIMH W3
HECKOJIBKHX pa3felioB - JOKYMEHTAllnd aJIMUHUCTPATHBHOTO XapaKTepa, XUMHUYECKOH, (hapMareBTHIecCKOn H
OMOIOTMYECKOW JOKyMEHTalnH, (hapMaKoJIOTHIEeCKOH, TOKCHKOJOTHYECKON TOKYMEHTAINH, KIMHUYECKON
JMOKYMEHTAIlMH ¥ TPEJICTABIIEMbI OIHOBPEMEHHO C 3afBIEHHEM O TOCYIapCTBEHHOW pPETHUCTpaIiH
JIEKapCTBEHHOTO TIpenapara JJisi MEIUIIMHCKOTO MPUMEHEHUsI B popMare, YCTAHOBJICHHOM YITOJHOMOYEHHBIM
(henepanbHBIM OpPraHOM HCIIOJIHUTEIBHOM BIIACTH;

22) KayeCcTBO JeKapCTBEHHOro CpeAcCTBa - COOTBETCTBUE JICKAPCTBEHHOIO CPE/ICTBA
TpeOoBaHMsIM (hapMaKONECHHONH cTaThu JHOO0 B Cllydae €€ OTCYTCTBUS HOPMATHUBHOW JOKYMEHTAIlUH WIIH
HOPMAaTUBHOI'0 JOKYMEHTA,

23) 6e30nacHOCTb JIeKAPCTBEHHOr0 CPeAcTBa - XapaKTepHCTHKA JICKAPCTBEHHOTO CPEICTBA,
OCHOBaHHasA Ha CPABHUTCIIBHOM aHaJIU3€ €ro 3(1)(1)GKTI/IBHOCTI/I 1 pUCKa NPpUYUHCHUA BpE€aa 3/I0POBbIO,

24) achpeKTUBHOCTbL JIeKapCTBEHHOro npernapara - XxapakTepUCTHKa CTEIIEHHU MOJ0KHUTEIBLHOIO
BIUSHUS JIEKAPCTBEHHOTO TIIpenapara Ha TEYEeHHEe, INPONOJDKUTEIHHOCTh 3a00JeBaHHA WM  €r0
MIpeIoTBpaIleHne, peabuINTannio, Ha COXpaHeHne, MPEIOTBPaIlleHHe WIN IpephIBaHne 0epeMEeHHOCTH;

25) cepus neKkapcTBEeHHOro cpeacTBa - KOJHIECTBO JIEKAPCTBEHHOTO CPEIICTBA, MTPOU3BEACHHOE B
pe3yJbTaTe OJHOTO TEXHOJIOTHUECKOTO UKJIIA €TO MMPOU3BOAUTEIIEM;

Hupopmauusn 06 usmenenusx: Ilynkm 26 usmenen ¢ 1 ansaps 2025 2. - ®edeparnbHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

26) perucTpauuMoHHOe YAOCTOBEepeHue JieKapCTBEHHOro npenapara - 3amich B
rOCyJapCTBEHHOM DPEEcTpe JICKapCTBEHHBIX CPEICTB, MMOATBEpKAAromas (akT rocyJapCTBEHHONW PEerHCTpaliiy
JIEKapCTBEHHOTO Mpemnapara, W (WiIM) NOKYMEHT, HOATBEPKAAOUMK (DakT rocyJapCTBEHHOM pPErHcTpaliy
(peructpanmn) JeKapCcTBEHHOTO Mpemapara;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oOexabpsa 2014 2. N 429-®D3 cmamvs 4
Hacmoswe2o PedepanbHo2o 3aKoHa onoaHera nynkmom 26.1, ecmynarouum 8 cury c I urons 2015 .

26.1) pepxatenb WNu Brageney perucTpauMoHHOro yAOCTOBEPEHUS NleKapCTBEHHOro
npenaparta - pa3pa60T!{I/H< JICKApCTBCHHOT'O CPCEACTBA, MPOU3BOAUTECIIL JICKAPCTBCHHLIX CPCACTB WKW HWHOC
HOPpUIUYCCKOC MO, 06.]'[3)13.}011166 nOpaBOM BJIAJACHUSA PETHUCTPAIIMOHHBIM YIOCTOBCPECHUCM, KOTOPBLIC HECYT
OTBETCTBEHHOCTh 3a Ka4eCTBO, 3((EKTUBHOCTh U 0€30IaCHOCTh JICKAPCTBEHHOTO MPerapara;

Hupopmayus 06 uzmenenusix:  Ilynkm 27 uzmenen ¢ 30 aneaps 2024 2. - @edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

27) perucTpaunoHHbIN HOMEP - K0JJ0BOe 0003HAUCHHUE, TPUCBOCHHOE JICKAPCTBEHHOMY TIpenapary
IIPU €0 TOCYAapCTBEHHON PEerucTpaluy WK PETUCTPAIIHH;

Hupopmayus 06 uzmenenusix:  Ilynkm 28 uzmenen ¢ 30 aneaps 2024 2. - @edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

28) oOpalueHue rneKapCTBEHHbIX CpPencTB - pa3paboTka, IOKIMHHUYECKHE HCCISIOBAHUS,
KIIMHUYCCKUEC UCCIICIOBaHMs, SKCIICPTU3a, TOCYAapCTBECHHAA PErUCTpalsd Ui PErucTpanus, CtTangapTusansa 1
KOHTPOJIb KauecTBa, IIPOU3BOJICTBO, M3TOTOBJIEHUE, XpaHEHUE, NIEpeBO3Ka, BBO3 B Poccuiickyio denepanuio,
BbIBO3 U3 Poccuiickoit denepauun, pekiiama, OTIYCK, peajv3alnusd, Nepejada, NpPUMEHEHHUE, YHUUTOXXEHHUE
JIEKapCTBEHHBIX CPEJICTB;

29) cybbeKkTbl OOpalleHUA NeKapCTBEHHbIX CPeACTB - (GH3NUYECKHE JIHIA, B TOM YHCIIE
VHAVBUIYbHBIC TPEIIPUHAMATEIHN, H FOPUINYECKUE JTUIA, OCYIIECTBISIONINE JesITeTbHOCTh IPH 00paIleHIH
JIEKapCTBEHHBIX CPEJICTB;

Hnpopmayus 06 usmenenusx: PDeodeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 30
cmamou 4 nacmosiugeco DedepanbHo20 3aKOHA 8Hecelbl uzMenenus, 6Cmyrarouue 8 cusy c 1 uwons 2015 2.
Cm. mekcm riyHkma & rpedbidyuiel pedakyuu

30) pa3paboT4yMK IFeKapCTBEHHOro CpeAcTBa - opramusaius, oOIaarolias NpaBaMu Ha
PE3yJibTaTbl AJOKIMHUYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ JICKAPCTBCHHOTO CpCACTBA, KIMHHUYCCKUX I/ICCJ'IC}_'LOBaHI/Iﬁ
JICKapCTBCHHOI'O IIpeTiapara 1 (I/IJ'H/I) Ha TCXHOJIOTUIO ITPOU3BOJACTBA JICKAPCTBCHHOTO CPCACTBA,

31) NMPOnN3BOACTBO JIeKapCTBEHHbIX CPeAaAcCTB - ICATCIbHOCTD IO MMPOU3BOJACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHru3alusAMU - TPOU3BOJUTCIIAMU JICKAPCTBECHHBIX CPEACTB Ha OI[HOI\/'I CTaaun, HCCKOJBKHX HJIN BCEX
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CTaIMsIX TEXHOJOTHUYECKOTO MPOIECCa, a TAKIKE [0 XPAHEHUIO W PeaTM3alliK TPOU3BEACHHBIX JEKaPCTBEHHBIX
CPEICTB;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosugeco Pedepanvroco 3akona oononnena nynkmom 31.1, ecmynarowum 8 cusy c 1 uona 2015 a.

31.1) npousBoACTBEHHasi nMJowWagKka - TEPPUTOPHAIBHO 000COOJICHHBIA  KOMILIEKC
MPOU3BOAUTEIIA JICKAPCTBEHHBIX CPEACTB, HpeIIHaSHaT-IeHHHﬁ JJI BBITIOJTHEHUSA BCETO ITpOoIEcca Mpon3BOACTBA
JIEKapCTBEHHBIX CPEJICTB WIIH €T0 OIMPEIEICHHON CTaInu;

32) npon3BoAUTENb NTeKapCTBEHHbLIX CPEeACTB - OpraHu3aIns, OCYIIECTBIISIONAs TPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHU C TpeOOBaHUSIMH HacTosmIero degepanrbHOTO 3aK0HA;

Hupopmauus 06 usmenenusx:  Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - edeparibHbIl 3aKOH om 3 anpeist
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

33) dapmaueBTUYECKaA AeATENbHOCTb - JEATENLHOCTh, BKIIOYAMOMmas B ceOs ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMUA CPEACTBAMH, WX XpaHEHHe, IEePeBO3KYy M (WIM) PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU TIperapaTaMy, B TOM YWCIIEe JUCTAHIIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHEHHE, IMePEBO3KY,
W3TOTOBJICHUE JICKAPCTBEHHBIX MTPETIapaToB;

34) opraHu3auuMa ONTOBOM TOProBfIU FEKapCTBEHHbIMU CpPeACTBaMM - oOpraHusais,
OCYIICCTBJISIIONIAs ONTOBYIHO TOPIOBJIIO JICKAPCTBEHHBIMU CPEACTBAMHU, HMX XPaHCHUE, IMEPEBO3KY B
COOTBETCTBHU C TpeOOBaHUAMH HacTosiiero deaepaabHOTO 3aK0HA;

Unupopmayus 06 usmenenusix:  Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edeparsibHbIU 3aKOH om 3 anpens
2020 2. N 105-D3
Cm. npedbidywyro pedakyuro

35) anTeyHasA opraHuU3auus - opraHu3anus, CTPYKTYpHOE MojApa3fefieHue MEeTUIIMHCKON
OpraHHu3alyi, OCYUIECTBIISIONINE DPO3ZHUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU NpenaparaMd, B TOM 4YHCIE
JMCTAHIIMOHHBIM CIIOCO0OM, XpaHEeHHE, MePeBO3KY, N3TOTOBICHUE M OTITYCK JIEKAPCTBEHHBIX MPENapaToB JUIs
MEJIMITUTHCKOTO MTPHUMEHEHHUS B COOTBETCTBHH ¢ TpeOoBaHUsIMH HacTosmiero deaepalbHOro 3aKOHa;

Hupopmayus 06 usmenenusx:  I[lynkm 36 usmenen ¢ 3 anpens 2020 2. - @edeparsibHbIl 3aKOH om 3 anpens
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

36) BeTepuHapHasi anTe4yHas opraHu3auuA - opraHusanys, CTPYKTYpPHOE TOJpa3JeeHne
BETEPUHAPHON OpraHu3aluu, OCYIIECTBIISIONINE PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU MpenapaTaMu, B TOM
qUCJI€ AUCTAHIMOHHBIM CHOCO6OM, XpaHCHUEC, H3IOTOBJICHHUC U OTIIYCK JICKAPCTBEHHBLIX IIpe€riapaToB IjId
BETECPUHAPHOI'O NPUMEHCHUA B COOTBETCTBUU C TpGGOBaHI/IHMI/I HACTOSIIECTO CDez[epam,Horo 3aKOHa,

37) dpanbcudumpoBaHHoe reKapCcTBEHHOE CpPeACTBO - JICKapCTBEHHOE CPEJCTRBO,
COIMPOBOXAACMOC JIOKHOU I/IH(l)OpMaLII/IeI?'I O €Io COCTaBE U (I/IJ'II/I) IMPOU3BOJUTCIIC,

38) HepoOpokayeCTBEHHOE JeKapCTBEHHOEe CpeACTBO - JIEKapCTBEHHOE CPEICTBO, HE
COOTBCTCTBYIOILICC TpeGOBaHI/IHM q)apMaKOFIeVIHOVI cTaTtbM aubo B cjlydyac €€ OTCYTCTBHUA Tpe6OBaHI/I$1M
HOpMaTHBHOP'I JOKYMCHTAallMU WJIX HOPMATHUBHOT'O JOKYMCHTA,

39) KoHTpadhaKTHOEe NeKapCTBEHHOE CPEenCTBO - JIEKApCTBEHHOE CPEACTBO, Haxojsmieecs B
000poTe ¢ HapylIeHHeM IPaXJaHCKOro 3aKkoHo4aTerbCTBa;

40) Q[OOKMUHWYECKOoe uccriefoBaHue JIeKapCTBEHHOro cCpeacTtBa - OHMOJIOTMYECKHE,
MI/IKpO6I/IOHOFI/IT-IeCKI/Ie, HMMYHOJIOTUYCCKHUC, TOKCHKOJIOTHYCCKUC, (I)apMaKOJIOFI/I‘IeCKI/Ie, (I)I/I3I/IT-ICCKI/IE,
XUMHUYCCKHUE W OPYTUE€ HCCICOAOBAHUA JICKAPCTBEHHOI'O CPEACTBa IIYTEM IPHUMEHCHHUA HAY4YHBIX METOOAOB
OLCHOK B LEIAX IOJYUYCHUS IA0Ka3aTCIILCTB 6630HaCHOCTI/I, KadyeCcTBa H 3(1)(1)CKTI/IBHOCTI/I JICKapPCTBEHHOI'O
Cpe€acTBa,

41) KNMHNYECKoe uccriefoBaHMe NMeKapcTBEHHOro npenapara - u3ydeHue JUarHOCTHYECKUX,
J'Ie‘ie6HLIX, HpO(l)I/IJ'IaKTI/I‘IeCKI/IX, (bapMaKOJ'IOFI/I‘IeCKI/IX CBOWCTB JICKApCTBCHHOT'O IIpfliapaTa B IIPOLICCCC €ro
NOPUMCHCHUSA Y YCJIIOBCKA, JXUBOTHOTO, B TOM YHUCJIC IMPOLCECCOB BCACBIBAHHWA, paCHpCACIICHUA, USMCHCHHUA U
BBIBCJICHUS, ITYTEM MMPUMCHCHUSA HAYYHBIX MCTOJ0B OLCHOK B LCJIAX MOJYUCHHUA JOKA3aTCIILCTB 6630HaCHOCTI/I,
KadyecTBa U B(I)q)eKTI/IBHOCTI/I JICKAPCTBCHHOT'O IIpfIiapaTa, AAaHHBIX O HEXKCIATCIbHBIX PCAKIHUAX OpraHnu3Ma
YeNoBeKa, JKMBOTHOTO Ha NMPHMEHEHHE JIEKApCTBEHHOTO Mpemapara U 00 3QeKre ero B3auMOACUCTBHS C
JIPYTUMH JIEKApCTBEHHBIMHU TNperapaTaMy U (UJIH) MUIIEBBIMY [IPOIYKTaMHU, KOPMaMH;

42) MHOroueHTpPOBOE KIIMHUYEeCKOoe uccriegoBaHue reKapCTBeHHOro rnpenapara ans
MeaANUUHCKOro npPUMEeHEeHUsa - KINHUYECKOE HCCIENOBAaHUE JIEKapCTBEHHOI'O IIpemapara  Ijs
MEIUIIMHCKOTO TPUMEHEHHUS, IMPOBOIUMOE pPa3pabOTYMKOM JIEKApCTBEHHOTO Ipernapara B ABYX H Ooiee
MEAUIUMHCKHUX OpraHu3anydax 10 €AUHOMY IIPOTOKOJIY KIIMHHUYECKOTO HMCCICAOBaHUA JICKAPCTBEHHOT'O
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mpenapara,

43) MmexpyHapogoHoe MHOroueHTpPoBOe KIMHUYecKoe uccrieqoBaHue NeKapCTBEeHHOro
npenapaTa ana meguumnHCKoro npwmeHeva - KIIMHUYECKOE HUCCIICAOBAHUE JICKAPCTBEHHOI'O IIp€Iiapara
JUIST METUITMHCKOTO TPUMEHEHHS, IPOBOAMMOE pa3pabOTUYMKOM JIEKQpPCTBEHHOTO IIperapaTa B Pa3IHMYHBIX
CTpaHax Mo €ANHOMY ITPOTOKOITY KIIMHUYCCKOT'O UCCIICIOBAHUA J'IeKapCTBCHHOFO npenapaTa;

Hupopmauusn 06 usmenenusix:  Ilynkm 44 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKkoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

44) nocTperucTtpauuoHHoOe KIIMHUYEeCKOoe UuccrefoBaHMe NeKapCTBEHHOro npenapara
Ans MeAVUUUHCKOro NPUMEeHEeHUsl - KIMHUYECKOE HCCIEAOBaHHUE JIEKAPCTBEHHOIO IpemapaTta it
MEIUIIMHCKOTO PUMEHEHHSI, TPOBOAUMOE ITPOU3BOUTEIIEM JIEKAPCTBEHHOTO MpernapaTa, TpakIaHCKui 000poT
KOTOPOT'O  OCYIIECTBISIETCA MOCIAE€ TOCYAApCTBEHHOM  perucTpald WIM  PETUCTpAlMM, B  LEJIX
JIOTIOJTHUTENILHOTO cOOpa JaHHBIX O ero 0e30macHOCTH U 3(PQPEKTHUBHOCTH, PACIIUPEHUS TOKAa3aHHU K
NPUMCHCHHUIO JAHHOT'O JICKAPCTBCHHOI'O IIpCIiapaTra, a TaAKXKC BLIABJICHUA HCKCIIATCIbHBIX peaKuHﬁ MIaluCHTOB
Ha ero JCHCTBUE;

Unpopmayus 06 usmenenusix: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-@3 nynxm 45
cmamvu 4 nacmosiye2o PedepanvbHoco 3aKOHA UBNONCEH 8 HOBOU pedaryuu, cmyrnarowed 8 cusny c 1 wions
2015 2.

Cm. mekcm riyHKkma 8 rpeobidyued pedakyuu

45) nccnepoBaHue 6MO3KBUBANEHTHOCTU NIeKapCTBEHHOIO Npenaparta - BH KJIMHHYECKOTO
WCCIIEIOBAHNSA JIEKApCTBEHHOTO IIperapara, MpPOBEACHHE KOTOPOTO OCYIIECTBISIETCA Ui OINpeAeieHHs
CKOpPOCTH BCAaChIBaHHUS M BBIBEJICHHS OJHOTO MJIM HECKOJIBKUX 00aAaomux (papMaKoIoriaeckoil akTHBHOCTBIO
JNEUCTBYIOUIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOI'O Ipenapara, JOCTUIAIOLIEro CUCTEMHOIO KPOBOTOKA, U
pe3ynbpTaThl  KOTOPOrO  IO3BOJISIIOT — CHEJIaTh  BBIBOJ O  OHMOIKBHUBAIEHTHOCTH  BOCIPOM3BEIEHHOTO
JIEKapCTBEHHOT'0 IIpenapaTta B ONPEeNICHHBIX JIEKapCTBEHHOU (OopMe M JO3UPOBKE, COOTBETCTBYIOIIUX (opMe
1 103UPOBKE pehepeHTHOr0 JIEKapCTBEHHOIO IIpenapara;

46) nccnegoBsaHue TepaneBTqucxoﬁ SKBUBANeHTHOCTU JeKapCTBEeHHbIX npenapaTtoB -
BH/JI KIMHUYECKOTO HCCIEA0BAaHUS JIEKAPCTBEHHBIX NPENapaToB, MPOBEACHNE KOTOPOTO OCYLIECTBISAETCS IS
BBISIBIICHHS OJJMHAKOBBIX CBOICTB JIEKapCTBEHHBIX MPENapaToB ONpeAeICHHON JIeKapCTBEHHOH (POpMBI, a Takxke
HINYMS OJMHAKOBBIX TOKa3zaTeleil 0e30macHOCTH ©  IQQEKTUBHOCTH JICKAPCTBEHHBIX MpENapaTos,
OJIMHAKOBBIX KIIMHUYECKUX dPPEKTOB NP UX TPUMEHECHUH;

47) NPOTOKON KNMMHUYECKOro UccriefoBaHUA NeKapCTBEHHOro npenapara - JI0KyMEHT, B
KOTOPOM  ONpeAeIsIIoTCs  1eld, (opMbl OpraHu3allid W METOJOJOTHS MNPOBENCHHUS KIMHHYECKOTO
WCCIIEIOBAHNSA, CTATHCTHYECKHE METOABl OOpabOTKH pe3ynbTaTOB TAaKOTO FWCCIENOBAaHUS ¢ MEpHl IO
obecrieueHUI0 6€301acHOCTH (HU3MUECKUX JIML, YYaCTBYIOIIMX B KIMHUYECKOM HCCIEI0BAHUY JICKAPCTBEHHOTO
npenapara;

48) Opolwopa wuccnefoBaTens - CBOJHOC H3JIOKECHHE pE3yIbTaToB  JIOKIMHHYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOTO HCCIIENOBAaHUS JICKAPCTBEHHOI'O Ipernapara JUls
MEAUIUHCKOTO TPUMEHEHUS;

Hupopmayusn 06 usmenenusx: Ilynkm 49 usmenen ¢ 1 ansaps 2025 2. - ®edeparbHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

49) MHcbOPMALMOHHBIA JIMCTOK MaLMEHTa - JIOKYMEHT, B KOTOPOM COJAEP)KATCS B JOCTYITHOU
¢dopme cBeneHHUs, Kacarolecs MPOBOJUMOTO KIMHHUYECKOTO HCCIIE0BaHUs JIEKapCTBEHHOTO MpenapaTa, U B
(dbopMe DIEKTPOHHOIO JOKYMEHTAa, MOJANHMCAHHOTO NalWeHTOM (ero 3aKOHHBIM MPEACTaBUTENEM) C
HCTIONB30BaHUEM YCHWJIEHHOH KBaTH(UIMPOBAHHONW 3IIEKTPOHHOW MOAMUCY WM TPOCTOH AIIEKTPOHHOM
MOJIHCH MTOCPEACTBOM MPUMEHEHUS] €AMHOW CHCTEMbl WACHTH(UKAMK M ayTeHTU(UKAIMH, U TI0 YKEJTAHHIO
nanveHTa B MUCbMEHHOH GopMe 100pOBOIBLHOE coTacue MaleHTa Ha yJacTHe B KIIMHMYECKOM HCCIIeJOBaHUH
JIEKapCTBEHHOTO Ipernapara nocjae 03HaKOMJIEHHUS C OCOOEHHOCTSIMH KIIMHUYECKOTO MCCIIET0BAHMS, NMEIOITIMHA
3HAa4YEHHE I BBIPAKESHHS TAaKOTO COTIIACHS;

50) nob6o4yHOe [OEeNCTBME - peaknus OpraHu3Ma, BO3HHUKINAS B CBA3M C INPHUMEHEHHEM
JIEKapCTBEHHOTI'0 Iperapara B 033X, PEKOMEHIYEMbIX B MHCTPYKIHH 10 €r0 IPUMEHEHUIO, 1151 TPO(UIIAKTUKHY,
JUAarHOCTHKH, JICUEHHs 3a00JI€BaHMs WIN ATl peaOHIUTaLuHY;

Hupopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovsa 4
nacmosiygeco Pedepanvioco 3akona oononnena nyukmom 50.1, ecmynarowum 8 cusy c 1 uons 2015 a.

50.1) HexenaTenbHas peakUUA - HeMpeTHAMEPCHHAs HeOJaronpusaTHAs pPEakIus OpraHu3Ma,
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KOTOpasi MOXET OBITh CBSI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO TIpeTapara;

51) cepbe3Hasa HexenaTefbHas peakKUUA - HeXenaTenbHas peakius OpraHu3Ma, CBS3aHHAs C
MIpUMEHEHHEM JIEKApCTBEHHOTO TIperapara, MpUBEAias K CMEPTH, BPOXKICHHBIM aHOMAIHUSAM HIIH TOPOKaM
paszBuTusl IHOO TpeACTaBisAIoNmas co0oil yrpo3y JKWM3HH, TpeOyromas TOCHUTATN3aly WU TpUBEIIIas K
CTOWKOH yTpare TpyI0CIIOCOOHOCTH | (MIT) HHBATHIHOCTH;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nynxkm 52
cmamou 4 nacmosiue2o PedepanbHo2o 3aKOHA USLONCEH 8 HOBOU pedaryuu, Cmynarowel 8 cusy ¢ 1 uons
2015 a.

Cm. mekcm riyHKkma 8 rpedbidyuiel pedakyuu

52) HenpeaBuAeHHaa HexenaTerbHas peakuus - HexxerareabHasl peaklys OpraHu3Ma, KoTopas
CBS3aHa C TNPUMEHEHHEM JICKapCTBEHHOIO IMpenapara B JJ03aX, PEKOMEHOYEMBIX B HPOTOKOJE €ro
KIMHAYECKOTO HCCIeI0BaHus, OpOIIope HCCIeAoBaTeNsl, WK C IPUMEHEHHEM JIEKapCTBEHHOIo Mpenapara B
J033aX, PEKOMEHIYEMBbIX B MHCTPYKLHH MO €ro MPUMEHEHHIO A MPO(WIAKTUKH, JUATHOCTHUKHU, JICUCHHS
3a00J1€BaHUs WIM MEIUIMHCKOW peaOWINTaluy MalueHTa, W CYHIHOCTh, TSHKECTh WM HCXOA KOTOpOH He
COOTBETCTBYET MH(OPMAINH O JEKAPCTBEHHOM Iperapare, CoJepiKallelicsi B MPOTOKOJIE €r0 KIMHUYECKOTO
HCCIIeIOBaHUs, OpOIIIOpe MCCIIEA0BATENS WM B MHCTPYKIMY TI0 IPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa;

Hudopmayua 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 cmamovsa 4
Hacmosiyez2o PedepanvbHozo 3aKoHa donoanena nynkmom 52.1, ecmynarouwyum 8 curny ¢ 1 urons 2015 e.

52.1) chapmakoHaa30p - BUI JESTEIBHOCTH MO MOHUTOPUHTY 3()(EKTHBHOCTH M 0OE30MaCHOCTH
JICKapCTBEHHBIX IperapaToB, HANPABJICHHBIA Ha BBISBICHUE, OLIEHKY M MPEIOTBpPAIICHHE HEXKETaTelbHBIX
MOCJIE/ICTBUN PUMEHEHHS JICKAPCTBEHHBIX IPEIapaTos.;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamos 4
Hacmosugeco PedepanvbHoco 3aKoHa 0onoHera nyHkmom 52.2, ecmynarowum 8 cusy c 1 uona 2015 a.

52.2) nnaH ynpaBrieHMA pUCKaMM - noapoOHOe OmMHCaHHe MEpPONPHUATHH 1o (hapMaKOHAA30pY,
HaIlpaBJICHHBIX Ha BBIABJIICHUC, OLCHKY W MNPCAOTBpaliCHUEC WIW MHUHUMH3AlHUIO PUCKOB, CBA3AHHBIX C
JIeKapCTBEHHBIMH TIpenapaTaMu, BKIIto4Yas OleHKY 3(()EeKTHBHOCTH JaHHBIX MEPOTIPUSATHI;

Hupopmayus 06 usmenenusix: Ilynkm 53 usmenen ¢ 1 mapma 2025 2. - @edepasibHbil 3aKoOH om 30
oekabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus myukra 53 crateu 4 (B pemaxuuu PegepanbHoro 3akoHa or 29 urons 2017 r.
N 242-®3) B yactu, Kacaromieiics (HOPMHUPOBAHMS WM BBIJAYM DPELENTOB HA JIEKAPCTBEHHBIE IPEIapaThl,
coJiepiKalllie Ha3HAYCHHE HAPKOTHUYECKUX CPEACTB HIIM ICHUXOTPOIHBIX BEIIECTB, B (JOPME 3JIEKTPOHHBIX
JIOKYMEHTOB, NMpUMeHAtoTCA ¢ 1 auBaps 2019 .

53) peuenT Ha NeKapCcTBEHHbIN NMpenapar - MeIUIMHCKAN JOKYMEHT yYCTAaHOBJIEHHON (HOPMHEI,
CoJlepKallliii Ha3HA4YCHHWE JIEKAPCTBEHHOTO IMIpenapara s MEAWIHWHCKOTO MPUMEHEHUs, BbIIaHHBIN
MEAUIMHCKUM PaOOTHUKOM B LEIISX OTIIyCKa JIEKAPCTBEHHOTO IIperapaTa Uik ero W3roTOBJICHUS U OTILyCKa Ha
OyMa)KHOM HOCHTEJIE WM C COTJIacHs MAaIMEeHTa WM ero 3aKOHHOTO NPEACTaBUTENS B (popMe 3IEKTPOHHOTO
JOKYMEHTa, TIOAMHCAHHOTO C WCIIOJIBb30BAHUEM YCHIICHHOH KBanMMULIMPOBAHHOW 3IEKTPOHHOW MOANUCHU
MEAWIUHCKOTO paboTHUKA, JMOO JOKYMEHT YCTAHOBJICHHOW (OpMBI, COACp)KAIlMi  Ha3HAUYCHHUE
JICKapCTBEHHOTO TMpenapara Ui BETEPUHAPHOTO TNPUMEHEHHS, BBIJAHHBIH CHEIHANUCTOM B 001acTH
BETEpUHAPHH B LIENAX OTIYCKa JIEKAPCTBEHHOTO IpenapaTta WM €ro W3TOTOBJICHUS M OTIyCKa Ha OyMaKHOM
HOCHUTEJIE MU C COTJacusl BIAJAENbLA XKUBOTHOTO WIHM 3aKOHHOIO IIPEJACTaBUTENS BJaJeiblid XHUBOTHOTO,
odopMITeHHBIN B 3JEKTPOHHON QopMe C MCIOIb30BaHHEM (eepalbHON roCyJapCTBEHHONH MH()OPMAIIMOHHOM
CHCTEMBI B 00J1aCTH BeTepUHAPHH;

Hupopmayus 06 usmenenusix: Ilynkm 54 usmenen c¢ 1 mapma 2025 2. - @edeparibHbil 3aKoH om 30
oexabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

54) TpeboBaHMEe MeAOULMHCKOW oOpraHuM3sauum, BeTEepuHapHOW oOpraHuM3auum unm
opraHusauum (wvHamMBUAayanbHoro npeanpuvHumarens), ocyliecTBnAoLen
(ocywecTBnsowWwero) pasBefeHue, BblpallMBaHWe U coAdepXaHWe XWUBOTHbLIX, - JTOKYMEHT
YCTaHOBJICHHON (DOPMBI, KOTOPHI BBIMHCAH MEIWIIMHCKUM pPaOOTHUKOM WIIM CIICIIHAIMCTOM B O0JacTH
BETEpPHHAPHH, UMEIONIMH Ha 3TO TIPaBO, ¥ COJAEPKUT B MUCHMEHHOH (hopMe yKazaHUe alTeYHOW OpraHu3alliH
501051 BCTepHHapHOﬁ anTeyHoi OopraHu3anunu 00 OTITYCKE JICKaApCTBEHHOTI'O MpEriapaTa Uik O €ro U3TOTOBJICHUU U
00 OTIIYCKEC IUIA oOecrieueHns J1e4e0HOro mnpomnecca B MGHHHHHCKOﬁ OpraHu3aliuu, BeTepHHapHOfI OopraHu3anuu
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

WIK B OpraHu3anuu (MHAWBHIYaJbHBIM NPEANPUHUMATENEM), OCYIIECTBILIOMEH (OCYIIECTBIISIONIIM)
pa3BeacHNE, BEIPAIMBAHNUE U COIEPKAHUE )KUBOTHBIX;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 4
Hacmosiugeco PedepanvbHo2o 3aKoHa 0ONONHeHa nyHKmom 55, ecmynarouum 8 cusny c I uioaa 2015 e.

55) KOMIUTIEKCHAs OIIeHKA JIEKAPCTBEHHOTO Ipemnapara - OIleHKa 3aperuCTPHPOBAHHOTO JIEKAPCTBEHHOTO
mpenapara, BKIIodaromas B ce0s aHaim3 WHPOpPMAIMH O CPAaBHUTEITHHOW KIMHUYECKON 3(DPEKTHBHOCTH H
0e301acHOCTH JIEKAPCTBEHHOTO Tperapara, OleHKy SKOHOMUYECKHX TOCIIEACTBHIA €r0 MPUMEHEHHs, N3y4IeHHe
JIOTIOJTHUTENbHBIX TIOCIIEACTBHNA TPUMEHEHHS JIGKAPCTBEHHOTO IIperapara B HEeJSX NPUHATHS PEIIeHHd O
BO3MOXKHOCTH BKJIFOUEHHS JIEKAPCTBEHHOTO TIpemnapara B MNepeyveHb KM3HEHHO HEOOXOIUMBIX W BaYKHEHUIITNX
JIEKapCTBEHHBIX TpEeNapaToB, HOPMATUBHBIE MPABOBBIE AKThl M HHBIE JOKYMEHTHI, OIMpPEIEISIONUe MOPII0K
OKa3aHMSI MEIULUHCKOU MTOMOILY, UJIM UCKIIIOUEHUS €r0 U3 YKa3aHHBIX MEePEYHs, aKTOB U IOKyMEHTOB;

Hupopmayusn 06 usmenenusx: Cmamos 4 oononnena nynkmom 56 ¢ 1 aneaps 2018 2. - ®edepasnbHbil
3aKoH om 28 dexabps 2017 2. N 425-D3

56) cucTemMa MOHUTOPUHra ABWXEHUS NeKapCTBEeHHbIX NpenapaToB Ans MeAVULMHCKOro
npuMmeHeHusa - denepanbHas TrocylapcTBeHHass WHGOpPMAIMOHHAs CHCTEMa MOHUTOPHHTA JIBIDKEHUS
JICKApCTBEHHBIX TPENapaTOB JIS MEIUIIMHCKOTO MPUMEHEHUS OT MMPOU3BOAMUTENS 10 KOHEUHOT'O MOTPEOUTENS C
WCIOJb30BAaHUEM B OTHOIICHWHW JIGKAPCTBCHHBIX MPENapaToB s MEIUIIMHCKOIO MPUMEHEHHUS CPEJICTB
uneHTUGUKaIMY.

T'APAHT: CM. KOMMeHTapum k cratbe 4 Hactosiiero denepanbHOro 3aKOHA

Hupopmayus 06 usmenenusax:  Haumenosanue usmeneno ¢ 19 aseycma 2024 2. - @edepasibHbil 3aKOH om
8 aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

I'nasa 2. [lotHOMOYMs (peaepabLHBIX OPTraHOB HCIMOJTHUTEIbHOMN BJIACTH, HCIIOJHUTEIbHBIX OPraHOB
cyobexToB Poccuiickoii @egepanum npu odpaieHuu JJeKApCTBEHHBIX CPeICTB

Cratba 5. IlomHomouusi ¢eaepanbHbIX OpPraHOB WCIOJHUTEIBHON BJIACTH TIPH  OOpallIeHHN
JIEKAPCTBEHHBIX CPEJICTB
K monHomouusiM peepanbHbIX OPraHOB UCTIOJHHUTEIBHOM BIacTH mpu 0OpaLLeHnn ekapCTBEHHbIX
CPe/CTB OTHOCATCS:

Hudopmayua 06 uzmenenusx: DedeparbHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nynxkm 1
cmamou 5 Hacmosuieco PedepanbHo2o 3aKOHA 8Hecelbl usMeneHus, 8Cmyrnarouwue e cusy c 1 uwons 2015 2.
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

1) mposenmenme B Poccuiickoir denepanuu eanHON TOCYJAapCTBEHHOW TMONWTHKA B 0oO01acTu
obecrieueHus JIeKapCTBEHHBIMH TIpeTniapaTaMu Tpakaad B Poccuiickoit denepannm;

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 g nynxm 2
cmambou 5 Hacmosuieco PedepanbHo20 3aKOHA 8Hecelbl usMeneHus, 8Cmyrnarouwue 8 cusy c 1 uwons 2015 2.
Cm. mekecm riyHKkma 8 rpedbidyued pedakyuu

2) yrBepkaeHne OOLIMX papMakonenHblx cTaTten, GapMakonenHblXx CcTaTen, u3gaHue
roCcyIapcTBEHHOU (papmaxorien, co3aHue U BeIeHne peecTpa GpapMaKONeHHBIX CTaHIAPTHBIX 00Pa3IoB;

Hupopmayusn 06 usmenenusx:  Ilynkm 3 usmenen ¢ 1 urona 2021 2. - @edeparnbHbil 3aKoH om 11 uions
2021 2. N 170-D3
Cwm. npedbidywyto pedakyuro

3) ocymecTBieHue (enepatbHOTO TOCYAapCTBEHHOTO KOHTpONA (Hag3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB;

Hupopmauusn 06 usmenenusx:  Ilynkm 4 usmenen ¢ 1 urona 2021 2. - @edeparnbHbil 3aKoH om 11 uions
2021 2. N 170-D3
Cwm. npedbidywyto pedakyuro

4) nUUEH3UPOBaHHWE NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM 4ucie (eaepaabHbIHA
rOCYJapCTBEHHBIH JIMIIEH3UOHHBIH KOHTPOJIb JAEATEIBHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB,
MIEPUOANYECKOE TIOATBEPAKACHUE COOTBETCTBMS JIMLEH3MATa, HMEIOINIEro JIMIEH3UI0 Ha IPOU3BOJCTBO
JICKapCTBEHHBIX CPEACTB, M (apMaleBTUUECKONW AEATEIFHOCTH B COOTBETCTBUH C 3aKOHOAATENbCTBOM
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Poccuiickoit ®enepaunu;

T'APAHT: Cwm. NonoxeHve o JTHIEeH3UPOBAHUN MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB, YTBEPKIACHHOE
noctaHosneHnem IlpasurensctBa PO ot 6 urons 2012 r. N 686

Hupopmayus 06 usmenenusix: Ilynkm 5 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

5) opraHuzanus JKCHEPTH3Bl JICKAPCTBEHHBIX CPEJCTB, OJTUYECKOM OSKCHEPTU3BI BO3MOXKXHOCTH
MPOBENCHUS KIMHUYECKOTO HCCIIECMOBAHUS JIEKAPCTBEHHOTO IMIpemapara s MEIUIIMHCKOTO TPUMEHEHHUS,
AKCIIEPTU3Hl TOKYMEHTOB, MIPEICTABICHHBIX IJISI OMPEACIICHUS BO3MOXKHOCTH PacCMaTpHUBATh JICKAPCTBECHHBIN
Tpenapar Jyisi METAIIMHCKOTO PUMEHEHUS B KauecTBE Op(haHHOTO JICKaPCTBEHHOTO Mperapara;

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamoes 5
Hacmosiugeco PedepanvHozo 3aKona 0ononHena nynkmom 5.1, ecmynarouum 6 cusny c I uroas 2015 e.

5.1) opraHu3amys IpoOBEACHNS KOMIUIEKCHON OIIEHKH JIEKAPCTBEHHOTO Iperapara B IEAX HMPUHATHS
peleHnit 0 BO3MOXXKHOCTH BKITIOUEHHS JIEKAPCTBEHHOTO TIpemnapaTta B NepeyeHb KU3HEHHO HeOOXOAWMBIX H
BAKHEHMIINX JICKAPCTBEHHBIX IPENapaToB, HOPMATUBHEIE IIPABOBBIEC AKTHI M MHBIE JOKYMEHTHI, ONPEAEIAIONINE
MOPANOK OKa3aHUSI MENULIIUHCKOW TOMOIIY WM UCKIIIOYEHHUS €T0 U3 YKa3aHHBIX IIEPEYHsl, aKTOB H JJOKYMEHTOB;

6) BbIAYa pa3pelleHUil Ha NPOBEACHHE KIMHMYECKHX HCCIIEIOBAHUI JIEKapCTBEHHBIX IPENapaToB,
BEJICHUE pEecTpa BBIAAHHBIX pa3pellicHMH Ha TMPOBEACHUE KIMHHYECKHX HCCIEAOBAHUM JIEKapCTBEHHBIX
IIpenaparos;

7) rocydapCTBeHHas perucTpauusa JeKapcTBEHHBIX NpenapaTroB, BEACHHE T'OCYJapCTBEHHOI'O
peecTpa JIeKapCTBEHHBIX CPENCTB;

Hngopmayusn 06 usmenenusix:  Cmamosi 5 dononnena nynkmom 7.1 ¢ 30 sausaps 2024 2. - @edepasibHbIl
3aKoH om 30 sineaps 2024 2. N 1-D3

7.1) perucrpanus, TOITBEPKIACHUE PETUCTpAIUN (TIEPEpEerucTpanus), BHECCHHE W3MCHCHUH B
PETUCTPALIMOHHOE JO0ChE, a TAKXKE NPOBEACHUE NPOLENYDP, CBA3AHHBIX C PETHCTPALMEN, B COOTBETCTBHUH C
YTBEPKIACHHBIMA EBpa3uilcKOl 3KOHOMUYECKOW KOMHCCHEN [PaBUIlaMM pErucTpauvd M SKCIEPTU3bI
JICKapCTBEHHBIX CPEJCTB [JII MEIUIIMHCKOTO TPUMEHEHHUS U [PaBUNaMW peryaupoBaHus oOpalieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TAMOKEHHOW TeppUTOpUM EBpa3nuiicKOro 3SKOHOMHUYECKOTO COI03a;

Hupopmayus 06 usmenenusx:  Cmamos 5 donoanena nynkmom 7.2 ¢ 30 ausaps 2024 2. - @edepasibHbll
3aKkoH om 30 aueaps 2024 2. N I-D3

7.2) npencrapnenre HHHOPMALIMU O PETUCTPALIMH, TOATBEPKACHUH PErHCTpaluy (TlepeperucTpainm),
BHECEHWU W3MEHEHMM B PETHCTPALMOHHOE JOChE, a TAKXKE O IPOLENypaX, CBSA3AHHBIX C PETUCTpALMEH, B
EBpasuiickyto SJKOHOMUYECKYI0 KOMHCCHIO C MCTIOJIb30BAaHHEM HHTETPUPOBAHHON WH(POPMAIMOHHON CHCTEMBI
EBpazuiickoro 3K0OHOMHYECKOIO COK03a B COOTBETCTBHM C YTBEP)KICHHbIMU EBpa3uiickoil 3KOHOMHYECKOU
KOMHCCHEH MOPSAAKOM (opMHUPOBaHMS M BEACHHUsS €IMHOIO PEECTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB EBpa3uiickoro 3KOHOMHYECKOTO COI03a U MPaBuilaMyl peryaupoBaHusl OOpallleHHsl BETEpUHApPHBIX
JIEKapCTBEHHBIX CPEICTB Ha TAMOKEHHON TeppUTOpHUN EBpa3HiiCKOro 3KOHOMHUYECKOTO COI03a;

Hudopmayus 06 uzmenenusx: Cmames 5 oononnena nynkmom 7.3 ¢ 1 cenmsabpsa 2024 2. - ®edeparibHbIl
3aKoH om 30 sineaps 2024 2. N 1-D3

7.3) yTBepXIeHHE IOpsIKAa NPUOCTAHOBICHHUS JACHCTBHA PETMCTPALMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOT'0 Ipernapara WM OrpaHHYEHMs MPUMEHEHUs JISKapCTBEHHOI'O Mpernapara Ijisl MEAUIUHCKOTO
MPUMEHEHUS! B CIy4asX, NPEAyCMOTPEHHBIX YTBEpXIEHHbIMH EBpasuilckoii 3KOHOMHUYECKOHW KOMHCCHEH
npaBuiamMmy perucTpalud M SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB A MEIUIMHCKOTO TNPUMEHEHUs, M
BO300OHOBJICHUS] ACUCTBHS PErHCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOrO TIpernapara WM CHATHA
OTrpaHUYEHHs IPUMEHEHUS JIEKapCTBEHHOT 0 NpenapaTa il MEAUIUHCKOTO IPUMEHEHNUS;

Hngopmayus 06 usmenenusx: Ilynkm 8 usmenen ¢ 30 smsaps 2024 2. - ®edeparsibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

8) opraHmzanus W (WIKM) TPOBEACHUE WHCICKTHPOBAHUS CYyOBEKTOB OOpAIlCHUS JICKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBHME YTBEPKACHHBIM EBpa3suiicKoil 5KOHOMHUYECKOW KOMHUCCHUEN IMpaBHIIaM HaJlexalllei
1abopaTOpHOM TIPAKTHUKH, TpaBUIaM HaJJIeKallel KIMHUYECKONW TMPaKTUKH, MpaBWIaM HaJJIexalien
JUCTPUOBIOTOPCKON MPAKTHUKH, MPaBHIaM HaJJICKaIIeH MPaKTHUKH (papMaKkoHAI30pa, a TAKXKE YTBEPKIACHHBIM
YIIOJTHOMOYEHHBIMH (peIepaIbHBIMA OpTaHaMU WCIIOJHUTEIHFHOW BIIACTH NPAaBUSIaM HaJIeXKaIled arnTedHON
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

IIPAKTHUKH, NPaBUITaM XpaHCHU JICKAPCTBCHHBIX CPEJICTB,;

Hnupopmayus 06 usmenenusix:  Ilynkm 8.1 usmenen ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-@3
Cwm. 6ydywiyto pedakyuro
®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamobs 5 nacmoswezo PedepanibHo20 3aKOHA
Odononnena nynkmom 8.1, ecmyrnarowum 8 cusy c 1 urons 2015 2.

8.1) oprammzamus W (WIM) MPOBEACHHE WHCIEKTHPOBAHHS CyOBEKTOB OOpaIeHUs JEKAPCTBEHHBIX
CPE/IICTB Ha COOTBETCTBUE TpeOOBaHHAM [PABUI HaIUIekKamed MPOU3BOJACTBEHHOW NPAKTHKH, BblJadva
3aKITIOYECHU O COOTBETCTBUH MPOM3BOIMTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWSM TMPABHUI HaJJICkKaIIeH
MPOU3BOJICTBEHHOMN NMPAKTUKU;

Hupopmayusn 06 usmenenusx:  Cmamos 5 oonoanena nynkmom 8.1-1 ¢ 1 mapma 2026 2. - @edeparnbHbil
3aKoH om 31 urons 2025 2. N 304-D3
Cwm. 6ydywiyto pedakyuro

Hupopmauus 06 usmenenusx:  Ilynkm 8.2 usmenen ¢ 1 mapma 2026 2. - @edepasibHbil 3aKOH om 31 uions
2025 2. N 304-D3
CmMm. bydywyro pedakyuro
®edeparibHbIM 3aKOHOM om 22 dekabps 2014 2. N 429-D3 cmamos 5 nacmoswezo PedepanbHo2o 3aKOHA
Odonosinena nynkmom 8.2, ecmyrnarowum 6 cusy c 1 urons 2015 e.

82) YCTaHOBJICHHEC MMOpPAAKa BEACHHA M BEIACHHC TIOCYJapCTBCHHOIO peecTpa 3aKJIIOUYCHUH O
COOTBCTCTBUH MPOU3BOAUTEIIA JICKAPCTBCHHBIX CPCACTB TpC6OBaHI/I$IM ImpaBUJI Ha,I[J'IC)Ka]J.ICfI HpOI/I3BOI[CTBCHHOI71
MOPAaKTHUKU,

Hngopmayus 06 usmenenusix:  Ilynkm 9 usmenen ¢ 7 uons 2019 2. - @edeparibHbIl 3aKOH om 6 utonst
2019 2. N 134-D3
Cwm. npedbidywyro pedakyuro

9) rocynapcTBeHHasl PErHCTpalHs MPEAENbHBIX OTHYCKHBIX IIEH MPOW3BOAUTENICH Ha JIEKapCTBEHHBIE
mpemnapaTsl, BKIIOYCHHBIE B NMEePEeYeHb KU3HEHHO HEOOXOJUMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB, U
BeJleHUue OCY[apCTBEHHOIO PeecTpa NpeAeNbHBIX OTIYCKHBIX LIEH MPOU3BOAMTENECH Ha JIEKapCTBEHHbIE
npenaparsl, BKIIOUYEHHBIE B NePeYeHb )KU3HEHHO He0OXOIUMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX IPENapaToB;

Hupopmayus 06 usmenenusx:  Ilynkm 9.1 uzmenen ¢ 19 aseycma 2024 2. - @edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

9.1) cornacoBaHue MPOEKTOB PEIICHUN HCTIONHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit deneparmn
00 ycTaHOBIICHHH W (WJIM) U3MCHEHHH NpEICIbHBIX pa3MEpOB ONTOBBIX HAJ0aBOK W TPEACIBHBIX pa3MepoB
PO3HUYHBIX HaZI6aBOK K (baKTI/IT-IeCKI/IM OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM IIPONU3BOANUTEIIAMU JICKAPCTBEHHBIX
IPenapaToB, Ha JIEKApCTBEHHBIE IIpeNaparsl, BKIIOYCHHBIE B [E€PEYEeHb JKU3HEHHO HEOOXOAWMBIX U
B)KHEHIIINX JIEKAPCTBEHHBIX MIPEIapaToB;

Hugpopmayusn 06 usmenenusx:  Ilynkm 10 usmenen ¢ 13 aseycma 2019 2. - ®edeparibHbIU 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

10) Bblmaua, yCTAaHOBIEHHE MOpPSAAKA BbIAYM pa3pelieHnss Ha BBO3 KOHKPETHOHW MapTUU
JIEKapCTBEHHOTO cpencTBa B Poccuiickyro denepanuio;

Hupopmauusn 06 usmenenusx:  Ilynkm 10.1 usmenen ¢ 13 aszycma 2019 2. - ®edeparsibHbIU 3aKOH om 2
aszycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

10.1) BBIAaya, ycraHOBJIECHUE MOPSAAKA BbIaYd U (POPMbl TOKYMEHTA, KOTOPBIN MOATBEPIKAACT, YTO
IIPOM3BOICTBO JIEKAPCTBEHHOTO TpemnapaTa JUisi MEAUIIMHCKOTO PUMEHEHHST OCYIIECTBICHO B COOTBETCTBUH C
TpeOoBaHUSAMH PABWI HAJIEXKAIEH MPOU3BOJACTBEHHOM MPAKTUKU WM YTO JIGKAPCTBEHHBIN Ipemapar it
BETEPHHAPHOTO MTPUMEHEHHS IOMYIICH K oOparnienuto B Poccuiickoii Denepanyu, U MOUICKUT MPEACTABICHUIO
10 TPpeOOBAHMIO YIIOJTHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN MIPETapar;

T'APAHT: CM. AAMUHUCTPATUBHbIN pernameHT denepaibHONM CIIY)KOBI IO BETEPUHAPHOMY U
(buTOCAaHUTAPHOMY HAA30PY MO IIPEIOCTABICHHUIO TOCYIapCTBEHHOM YCIIYTH 10 BhIJaYe JOKYMEHTA, KOTOPBIN
IMOATBEPIKIAAET, YTO JEKAPCTBEHHBIM Iperapar sl BETEPUHAPHOIO IIPUMEHEHHUS IOMYIIEH K OOpaIleHHUIO B
Poccuiickoiit denepaiuu, u MOAISKUAT MPEICTABICHUIO TI0 TPEOOBAHUIO YIIOJIHOMOYEHHOTO OpraHa CTPaHEbI, B
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KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN MIPENapat, yTBEPKIACHHBIN MPUKa3oM Poccenpxo3Ham3opa oT 28 nexadpst
2020 r. N 1402

CM. AOMUHUCTPATUBHbBIA PErNMaMeHT o MNPEACTaBICHUIO MUHIPOMTOProM Poccuu rocynapcTBEHHON
YCIIYTH TI0 BBIAa4Ye JOKYMEHTA, KOTOPBIA MOATBEPIKAAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOTO TIperapara Jiist
MEIHWIIMHCKOTO TPUMEHEHHUSI OCYIIECTBIEHO B COOTBETCTBHH C TPEOOBAaHWSIMH TIPAaBHJI HaJJIeKAIIeH
MTPOU3BOACTBEHHOW MPAKTUKU, W IOJISKHAT MPEICTABICHUIO IO TPEOOBAHHWIO YIOJHOMOYEHHOTO OpraHa
CTpPaHBbI, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Iperapar, yTBep KIeHHbIN MPMKa3oM Munmnpomropra Poccun
ot 31 nexadpst 2015 r. N 4369

Hngopmayus 06 usmenenusx: @DedepasribHbIM 3akoHOM om 13 uwns 2015 2. N 241-®@3 ¢ nynkm 10.2
cmamou 5 nacmosiue2o Pedepanvbro2o 3aK0HA 6HeCeHbl U3MEHEeHUs
Cm. mekcm riyHKma 8 rpedbidyuwieli pedakuyuu

10.2) BblOaya, ycTaHOBIECHHE MOPsIKa BbIAAYM U (POPMBI OKYMEHTA, COAEPIKAILEro CBEICHHS O
CTaAUSAX TEXHOJIOTMYECKOro IIpolecca IPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA Uil  MEIULUHCKOIO
IIPUMEHEHUS, OCYLIECTBIIIEMbIX Ha TEPPUTOPUH EBpazHiiCKOro 3KOHOMUYECKOTO COK3a;

T'APAHT: CMm. AOMUHUCTPATUBHBIM  pernameHT Murnpomropra Poccum 10  MIPenoOCTaBICHUIO
TOCYJIapCTBEHHOM YCJIYTH IO BBIJIaYe JOKYMEHTA, COJIEPIKAIIETO CBEACHHSA O CTaAUSIX TCXHOJIOTHYECKOTO
IpoIiecca IMPOU3BOJCTBA JIEKAPCTBEHHOI'O CPEJACTBA JUIS MEIUIIMHCKOTO IPUMEHEHHs, OCYIIECTBISIEMBIX Ha
TeppuTOpur EBpa3uilckoro 3KOHOMHUYECKOTO COKO3a, YTBEPKIAECHHBIM NPUKa3oM Munnpomropra Poccun ot
31 nexabpst 2015 r. N 4368

11) co3ganme cOBETOB IO BOIIPOCaM, CBSI3aHHBIM C 0OpaIlicHIEM JIEKAPCTBEHHBIX CPE/ICTB;
12) aTtectanus u cepTU(GUKALUS CIICIIHATNCTOB;
13) ytpatun cuny;

Hngopmayus 06 usmenenusx:  Cm. mexcm rnyHkma 13 cmamsu 5

Hudopmayua 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexkabpsa 2014 2. N 429-D3 nyuxkm 14

cmamvu 5 nacmosie2o DedepanvbHoco 3aKOHA UBNONCEH 8 HOBOU pedaKyuu, cmyrnarowel 8 cusny c 1 wions
2015 .
Cm. mekcm riyHKkma 8 rpeodbidyujel pedakyuu

14) ocymiecTBiieHue hapMaKoHaI30pa;
15) ygactue B MEXIYHAPOIHOM COTPYIHUIECTBE;

Hupopmayus 06 usmenenusix:  Ilynkm 16 usmenen ¢ 19 aseycma 2024 2. - @edepasibHbil 3aKOH om 8
ageycma 2024 2. N 232-@D3
Cwm. npedbidywyro pedakyuro

16) monydeHue MO 3ampocaM YIHOJIHOMOUYEHHOTO ()eAepaibHOr0 OpraHa HMCIOJHUTEILHOW BJIACTH OT
HCTIOTHATENFHBIX OpPTraHoOB CyObekTOoB Poccuiickoit @Demeparni, a Takke OT CyOBEKTOB oOOparieHus
JICKapCTBEHHBIX CPEACTB [UI1 MEAMIMHCKOTO NPHMEHEHHMS HHGPOpPMAIMM II0 BOIPOCAM YCTaHOBJIECHUS H
IIPUMEHEHUS LIEH Ha JIEKApCTBEHHBIE IpenapaThl U HaJ0aBOK K HUM;

17) npuMeHeHnEe Mep OTBETCTBEHHOCTH 3a HapyIlIeHne 3aKkoHoaTenscTBa Poccuiickoit denepanuu;

Hupopmauusn 06 usmenenusx:  Ilynkm 18 usmenen ¢ 1 cenmaops 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

18) yTBepxneHue NPaBWUM HaJIeXalleld anTeYHOW MPAaKTUKH, MPABWI XpaHEHUS JIEKapCTBEHHBIX
CPEACTB;

Hupopmayusn 06 usmenenusx:  Ilynkm 19 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

19) ycranoBnenue rnopsgka GpopMUpOBaHUS PETUCTPALMOHHOIO NOCHE Ha JIGKAPCTBEHHBIM Ipemapar
IUIsl BETEPUHAPHOTO IPUMEHEHHSI U TpeOOBaHMUil K JOKYMEHTaM B €r0 COCTaBe;
20) yrpatun cuiy ¢ 30 ssaBapst 2024 . - PefeparnsHbii 3akoH ot 30 ssaBaps 2024 r. N 1-03

Hngpopmayus 06 usmenenusx:  CM. npedbiOywyro pedakyuro

21) yrpatun cuiy ¢ 30 saBapst 2024 1. - PefepansHbi 3akoH ot 30 ssaBaps 2024 . N 1-03
Hugpopmayus 06 usmenenusx: — CM. npedbiOyLuyyo pedakyuro
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22) yrpatun cuiy ¢ 1 mapra 2020 r. - PefeparbHbii 3akoH ot 27 aekadpst 2019 r. N 475-03
Hupopmayus 06 usmenenusix:  CM. npedsidywlyro pedakyuro

Hngopmayus 06 usmenenusx: Ilynkm 23 usmenen ¢ 30 suneaps 2024 2. - ®edeparsibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

23) yrtBepxkaeHue TPeOOBAHWA K MHCTPYKIMH 10 BETEPUHAPHOMY IPUMEHEHHUIO JICKAPCTBEHHBIX
IIpenaparos;
Hupopmayus 06 usmenenusix:  I[lynkm 24 uzmenen ¢ 3 anpens 2020 2. - DedeparsibHbIl 3aKOH om 3 anpens
2020 2. N 105-D3
Cm. npedbidywyro pedakyuro

24) TpUHATHE pEUICHUH, SBISIFONIMXCS OCHOBAHUSMHU IS BKJIIOYCHHS] JIOMEHHBIX HUMEH M (WJIH)
yKasareyel CTpaHMIl CAliTOB B MH(POPMAIIMOHHO-TSIEKOMMYHHUKAIIMOHHOM ceTn "MHTepHeT", a TakXKe CETEeBBIX
aJpecoB B €IWHYIO aBTOMATHU3WPOBAHHYIO WH(GOPMAIMOHHYIO cucTeMy "EIWHBIA peecTp IOMEHHBIX HMEH,
yKazaTelleld CTpaHWIl CaWTOB B HMH(POPMAIMOHHO-TEICKOMMYHUKAITMOHHON cetn "MHTepHET" W CeTeBBHIX
aJPEecoB, TO3BOJSIIOIINX HWACHTU(GUIMPOBATh CAWTHl B HH(POPMANNOHHO-TEIEKOMMYHHUKAIIHOHHOW CETH
"WuTepHet", comeprkamue WHGOPMAIIHIO, pacrpocTpaHeHne Kotopoid B Poccuiickoit denepanum 3anpemnieHo",
B OTHOIIEHHH WH(MOpMAIUK, COAEp)Kalled TpeaiokeHNe O PO3HHYHOW TOProBje JIeKapCTBEHHBIMH
IperaparaMy, B TOM YHCII€ TUCTAHIIMOHHBIM CHOCOOOM, PO3HUYHAS TOPTOBIS KOTOPBIMHA OTpaHMYEHA WIIH
3ampelieHa B COOTBETCTBUU ¢ HacrosmuM DefepanbHBIM 3aKOHOM, W (WIM) WH(QOPMAIMU, COAEpKaIle
NPEAJIOKEHHE O PO3HUYHOM TOProBi€ JICKAPCTBEHHBIMHU IpenaparaMyd, B TOM YHUCJE IUCTAHUUOHHBIM
Croco0oM, JIMIIaMH, HE MMEIOIUMHU JIUIEH3UU U Pa3pelICHUs Ha OCYIIECTBICHUE TaKOW JEATENLHOCTH, SCIIU
MOJYyYCHUE JMLEH3UM W pa3pelieHus] MPedyCMOTPEHO 3aKOHOJATEIbCTBOM 00 OOpalleHWH JIeKapCTBEHHBIX
CPEJCTB;

Hnupopmayus 06 usmenenusx:  Cmamos 5 dononnena nynkmom 25 ¢ 29 nosops 2019 . - @edeparibHbll
3aKoH om 28 nosiops 2018 2. N 449-D3

25) BBlAaya paspelieHuil Ha BBOA B TPaXAAHCKHH 0OOPOT MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX
IIpenaparos;

Hnupopmayus 06 usmenenusix:  Cmamovs 5 dononnena nynkmom 26 c¢ 1 ausapsa 2024 2. - @edepasibHbll
3aKoH om 19 oxmsabpsa 2023 2. N 503-D3

26) peryjaupoBaHKHE BOIPOCOB, CBSA3aHHBIX C B3aUMO3aMEHSEMOCThIO JICKAPCTBEHHBIX MPEHapaToB IS
MEJIULIMHCKOTO MIPUMEHEHUS.

Hupopmayus 06 usmenenusix:  Cmamovs 5 dononnena nynkmom 27 ¢ 1 mapma 2026 2. - @edepasibHbll
3aKkoH om 31 urons 2025 2. N 304-D3
Cm. 6ydywyro pedakyuro

T'APAHT: CM. KOMMEHTapUK k cratbe 5 Hactosiiero denepanbHOro 3aKOHA

Hupopmavus 06 usmenenuax:  Cmamos 5.1 usmenena ¢ 19 aseycma 2024 2. - @edeparibHbil 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

T"'APAHT: IMonmoxenus crareu 5.1 pPaAcCnNpPOCTPAHANTCA Ha IMOJHOMOYMSI (eaepalbHBIX OpPraHoOB
HCIIOJIHUTEJIBHON BJIACTH, KOTOPBLIE HE IepedaHbl JJisd OCYIIECTBIEHHS OpraHaM I'OCYJIapCTBEHHOM BJIACTH
cy0BrexToB PD 1 opraHam MECTHOTO CaMOYTIPABJICHUS COOTBETCTBYIOMIMMH (heZiepaTbHBIMH 3aKOHAMHU

Cratbsa 5.1. [lepenaua ocymiecTBICHHS TIOJTHOMOYMH (heliepaTbHbIX OPraHOB HCIIOJIHUTENILHOM BIIaCTH
npu  oOpalleHuH JICKApCTBEHHBIX CPEICTB  HCIOJHHUTEIBHBIM  OpraHaM CyOBEeKTOB
Poccuiickoi @enepanuu
[MonmHOMOUMS QenepanbHBIX OPTraHOB HMCIOJHHUTEIFHONW BJACTH MpPU OOpAallleHHH JIeKapCTBEHHBIX
CPEICTB, IMpelyCMOTpEeHHbIe HacTosSmKUM DenepasbHbIM 3aKOHOM, MOTYT TepeAaBaTbCs AJIS OCYIIECTBICHUS
UCTIOJHUTEIbHBIM oOpraHaM cyObekToB Poccuiickoit ®exepanuu mnoctaHoBieHusMH llpaBurtenbcTBa
Poccuiickoit @enepanuu B mopsiike, ycranoBienHoMm PefepanbHbiv 3akoHOM ot 21 aekadpst 2021 roaa
N 414-®3 "O6 oOmmx IpUHIUIIAX OpTaHU3aIUH MyOIUIHOM BiacTH B cyObekTax Poccuiickoit ®eneparmm’.

T'APAHT: CM. KOMMeHTapuu k cratbe 5.1 HacTosmero deaepanbHOTO 3aKOHA
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Hupopmayus 06 usmenenusx:  Cmamos 6 usmenena c¢ 19 aseyema 2024 2. - @edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

Cratbs 6. IlomHOMOYMsI HCIOJHUTEIBHBIX OPraHoB cyObekTa Poccuiickoit ®expeparmu mpu

oOparieHnn JIeKapCTBEHHBIX CPEIICTB

K momHOMOYMSIM HCIIONTHHUTENBHBIX OpraHoB cyObekra Poccuiickoit demepamum mpu 0OparieHUN
neKapcTBEHHbIX CPELCTB OTHOCSTCS:

1) paspaboTka W peanm3anys PETHOHANBHBIX TPOTPAMM OOECTICUSHHs] HACENIEHUS JIeKapCTBEHHBIMU
npenapaTamu;

2) yCTaHOBIICHHE IpEIeNbHBIX Pa3MEpOB ONTOBBIX HAal0aBOK M MPENCIbHBIX Pa3MEPOB PO3HHUYHBIX
Haj0aBOK K (aKTHYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM HPOM3BOAMTEIISIMU JIEKAPCTBEHHBIX
mpenapaToB, Ha JIEKApPCTBEHHBIE TMpEMapaTrhl, BKIIOYEHHBIE B [E€PEYEHb JKU3HEHHO HEOOXOOUMBIX H
BaKHEHIINX JIEKapCTBEHHBIX NPENapaToB;

Hngopmayus 06 usmenenusx: Ilynkm 3 uzmenen ¢ 1 cenmsabps 2024 2. - @edeparibHbili 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyro pedakyuro

3) OCYUIECTBICHHE PETHOHAIBHOTO TOCYAApPCTBEHHOTO KOHTPOJS 3a MPUMEHEHHEM IIeH Ha
JICKApCTBEHHBIC TMpernapaThl, BKIIOUCHHBIE B [EpPeYeHb IKU3HECHHO HEOOXOMUMBIX U  BaXKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, OpraHU3AUSIMHA ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMHU CPEACTBAMU, AlITCYHBIMU
OpraHU3alUsIMU, WHIUBUAYAIbHBIMH TMPEANPUHUMATSIIMUA, UMCIOIIMMHU JIMIECH3UI0 Ha (hapMaleBTHUCCKYIO
JIEATENHHOCTD, METUITMHCKIUMHE OPTaHU3AIUIMA, UMCIOIIUMH JIUIICH3WIO Ha (PapMaIieBTUIECKYIO NEATCILHOCTD,
1 uX 000COOJIEHHBIMU TIOJpPAa3IEIeHNUSIMH, PACTIOJIOKEHHBIMH B CEIBCKUX HACENIEHHBIX MYyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEUHbIC OpraHU3aLUU;

Hupopmauusn 06 usmenenusx: Cmamos 6 oononanena nynkmom 4 ¢ 1 sneaps 2018 2. - ®edeparbHbIl
3aKkoH om 29 uiona 2017 e. N 242-D3

T'APAHT: IMonoxenus nyukra 4 crareu 6 (B pemaxkuuu PegepanbHoOro 3akoHa or 29 wurons 2017 1.
N 242-®3) B yactu, Kacarouieiics (HOPMHUPOBAHMSA WM BBIJAYM DPELENTOB HA JIEKAPCTBEHHBIE IIPENapaThl,
coepKalme HazHAYeHHE HAPKOTHYECKUX CPENCTB WM TICUXOTPOIMHBIX BEIIECTB, B (hOpME DIEKTPOHHBIX
JIOKYMEHTOB, NMPUMeHAoTCA ¢ 1 aaBaps 2019 r.

4) mpuHATHE penieHus 00 NCIOIR30BaHNN Ha TeppUTOpHH CyOnhekTa Poccutickoit Denepannn HapsIy C
pelenTaMd Ha JICKAPCTBEHHBIC TIpernaparbl, O(QOpMIICHHHIMH Ha OyMa)XHOM HOCHTENE, PEIeNTOB Ha
JIEKapCTBEHHbIE MpenapaThl, cHOPMHUPOBAHHBIX B (OPME SIEKTPOHHBIX JOKYMEHTOB.

I'APAHT: CM. KOMMEHTapumn k crathbe 6 HacTosmero deneparbHOro 3aK0HA

I'naBa 3. 'ocynapcrBennasi papmaxonest

CrtaTtbA 7. PazpaboTka u n3aHue rocy1apcTBeHHOU (papMakorien, pa3MelieHne TaHHbIX O Heil
1. Tloxg rocymapcTBeHHOI (hapMakoreeil MOHUMaeTCst CBOA OOLMX hapMakonenHblX cTaTen u
dapmakonernHbiX cTaTen.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmo 2
cmamou 7 Hacmosiueco PedepanbHo2o 3aKOHA 8Hecelbl uzmenenus, 6Cmyrarouue 8 cusy c 1 uwons 2015 2.
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

2. Pazpabotka oOmmx QapMakonelHslx craTed W (apMakoNmeHHBIX CTaTe, B TOM 4YHCIE
(apMakomneiHbIX cTaTeil Ha (hapMakoneiHble CTaHIapTHHIE 00paslbl, U BKIIOUYEHHE UX B TOCYIapCTBEHHYIO
(apMakorneo OCyLIECTBISIOTCS B MOPSAAKE, YCTAaHOBICHHOM YIIOJHOMOYEHHBIM (ellepalbHbIM OpraHOM
UCIIOJIHUTEIIbHOU BJIACTH.

Ungopmayus 06 usmenenusax: DedeparibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmo 3
cmamou 7 Hacmosiugeco PedepanbHo2o 3aKOHA 8Hecenbl uzMeneHust, cmyrarouue 8 cusy c 1 uons 2015 2.
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

3. Pa3pabotka (apMakoneitHoil ctarb Ha PpePepPeHTHbIV NIEKAPCTBEHHbIV Npenapar u BKIYCHUS
€ B TOCYJapCTBeHHYIO (hapMakKoIlel0 B TEUSHHE CpOKa JCWUCTBUS 3alUThl HCKJIFOYUTEIBHOTO IIpaBa,
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YJIOCTOBEPEHHOT'O TaTCHTOM Ha pe(epeHTHBIN JICKAPCTBEHHBIN IMperapar, OCYIICCTBISIOTCS C COIJIaCHs €ro
pa3paboTunka.

4. TocymapctBeHHast (apmakormes H3gaercs YMNOJHOMOYEeHHbIM  doefepalibHbIM - OpraHom
HCIIOTHATENIFHOM BIACTH 3a CUYET CPEACTB (helepalbHOTO OI0KEeTa M MOUICKAT MEePEU3IaHusIM HE peke deM
OJUH pa3 B IIATH JIET, B MEPUOA MEXKAY KOTOPBIMH U3IAIOTCA MPUIIOKCHUA K FOCYHapCTBeHHOﬁ (bapMaKOHee,
coJieprkarye ooure gpapMakoneHble cTaThi U (WiK) papMaKoIeHbIe CTaThH, YTBEPKICHHBIE TIOCTE H3/TaHus
WJIN TICPCU3AaHUA rocy;[apCTBeHHoﬁ q)apMaKOHeI/I.

5. YHomaHOMOYEHHBIH q)eﬂepaJ'IBHLIf/'I Oopran HCITOJIHUTENHLHON  BJIACTH pasMeacT AdaHHBIC O
roCy/IapCTBEHHOU (hapMakoriee U MPHUIIOKCHUSX K HeW Ha cBoeM Oo(UIMaIbHOM caiite B cetd "MHTepHer" B
YCTaHOBJICHHOM UM MOpPAOKeE.

T'APAHT: CM. KOMMEHTapuK k cratbe 7 HacTosiiero denepanbHOro 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 1 wons 2021 2. - @edeparsbHbil 3aKoH om 11
uronss 2021 2. N 170-D3
Cwm. npedbidywyto pedakyuro

I'nasa 4. JInneHsupoBaHue NpPoOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U apMaleBTHYECKOM
JAesITeIbHOCTH, FOCYIapCTBEHHBII KOHTPOJb (Haa30p) B cepe o0paiieHust JIeKapCTBEHHbIX CPeACTB

Cratba 8. JluueHsupoBaHue TMPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB W  (papMaleBTHYECKON
ESITENNLHOCTH
1. JluneH3upoBaHWe NPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB M (hapMaleBTUUECKON JESTEIHLHOCTH
OCYIIIECTBIISIETCA B COOTBETCTBUU ¢ 3aKOHOAATENTbCTBOM Poccuiickoi denepanuu.

HUudopmayus 06 uzmenenusx: Yacmo 2 usmenena ¢ 1 mapma 2026 2. - @edepasibHbll 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywyto pedakyuro

2. OOGs3aTeNbHBIM YCIOBHEM MPEAOCTABICHUS JINIIEH3WN Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB
SBIIACTCS TIPHIOKEHNE K 3asBIICHHUIO COMCKATENs JIMIIEH3UH IEepedHs JICKApCTBEHHBIX (OpPM M (WIM) BUIOB
hapmaLeBTU4ecknx cybcTaHLmMn, KOTOpble MPOU3BOAUTEIb JIEKAPCTBECHHBIX CPEICTB HAMEPEH IIPOM3BO/IHUTh.

Huopmayusa 06 usmenenusx: Yacmo 3 usmenena ¢ 1 mapma 2022 2. - edeparibHbil 3aKOH om 11 uions
2021 2. N 170-D3
Cwm. npedbidywyro pedakyuro

3. B ciyuae HeoOXOOMMOCTH pacUIMpEeHHsl NMPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB 3a CUET HOBBIX
JeKapCTBEHHBIX (hopM M BHIOB (hapMareBTHYECKUX CyOCTaHLUI NPOU3BOIUTENb JICKAPCTBEHHBIX CPEICTB
JOJDKEH IoJaTh B JIMLCH3UPYIOUIMHA OpraH 3asBlICHHE O BHECEHHMM W3MEHEHUII B peecTp JMLEH3WHA Ha
IIPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB.

Hupopmayusn 06 usmenenusx: Cmamos 8 oononnena uacmoio 4 ¢ 29 dexaops 2020 2. - ®edepasnbHbil
3aKoH om 27 dexabps 2019 2. N 481-D3

4. JluneH3us Ha TPOW3BOJACTBO JIEKAPCTBEHHBIX CPEICTB ((papMalleBTHUECKOW CyOCTaHIMHM CIUpPTa
STUIIOBOTO (9TaHONA) BBIJACTCS NPU YCIOBUM HaJW4YUsl y OpraHW3allii Ha T[paBe COOCTBEHHOCTH,
XO3SIICTBEHHOTO BEACHHS MM ONEPATUBHOIO YIPABICHUS OCHOBHOTO TEXHOJOTHYECKOTO OOOpYAOBaHUS IS
MPOM3BOJICTBA ATHIOBOTO CITHPTA, 3aPETHCTPUPOBAHHOTO B COOTBETCTBUH cO CTaTbel 14.1 demepanbHOTO
3akoHa OT 22 HOos0ps 1995 roma N 171-®3 "O rocynapCTBEHHOM PEryJIMPOBaHUU MPOU3BOICTBA M 000pOTa
STUJIOBOTO CITUPTa, AJKOTOJIBHOM M CHUPTOCOACpXKAIICH NPOAYKIMK U 00 OrpaHWYCHHU MOTPEOICHUS
(pacnuTHsA) ATKOTOIBHON MIPOIYKITUH".

T'APAHT: CM. KOMMEHTapuK k ctatbe 8 HacTosiero denepanibHOro 3aKOHA

Undhopmayus 06 usmenenusx: Dedepanvuvili 3akoH Odonoinen cmamvei 8.1 ¢ 29 oexabps 2020 e. -
®edeparibHbIl 3aKOH om 27 doexabps 2019 e. N 481-D3

Cratbss 8.1. OcoOCHHOCTHM  JIMICH3UPOBAHHWS  TNPOM3BOACTBA  JICKAPCTBEHHBIX  CPEICTB
(papmaneBTHUECKOH CyOCTaHIIUK CIMPTa STHIOBOTO (3TAaHOJNA)

1. [JleiicTBue nHIIEH3UH Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((papmaieBTHUECKOH CyOCTaHIMN

CIHPTa 3TUIOBOTO (3TaHONA) MPUOCTAHABIMBAETCS B YAacTH MpaBa Ha IMPOM3BOJACTBO (hapMaleBTUYECKOM
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CyOCTaHIIMK CIMPTA STHUIIOBOTO (3TaHOJIA) JUIICH3UPYIOIIUM OPraHOM B CIIy4asx, Onpeae/ieHHbIX CTaTben 20
®enepanpHoro 3akoHa oT 4 mMast 2011 roga N 99-03 "O nuneH3upoBaHUN OTAEIHHBIX BHIOB JESITEILHOCTH', a
TaK)Ke Ha CPOK MPUOCTAHOBJIICHUS ACHCTBUS JIMIIEH3UH HA MMPOU3BOJCTBO STHIIOBOTO CIIHPTA JJIS MTPOU3BOICTBA
(hapMarieBTHUECKOW CyOCTaHIMK CIUPTA STHIOBOTO (3TaHOJA), BBIIAHHOW B cooTBercTBHU ¢ PefeparnbHbiM
3aKkoHOM ot 22 Hosops 1995 roga N 171-D3 "O rocymapcTBeHHOM PETyJIMPOBAaHUH TPOU3BOJICTBA H 000pOTa
STUIIOBOTO CITUPTA, AalKOTOJBHOM W CHUPTOCOAEpKAllell MpOAyKIMH W 00 OrpaHWYCHHH NOTpeOIeHUS
(pactiuTHsl) aNKOTOJIBHOM MpoayKIHUK" .

2. JleficTBHe NHMILIEH3UM Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ((papManeBTHUECKOH CyOCTaHIIUH
CIHMpTa 3TWIOBOTO (dTaHOJA) B YacTH IpaBa Ha NPOU3BOACTBO (apMaleBTHUECKONH CyOCTaHIUHM CIHPTa
STUJIOBOTO (3TaHOJA) MPEKpallaeTCs JIHUICH3UPYIOUIMM OpPraHOM B CIydYasX, ONpeaelieHHbx cTaTben 20
OenepanpHoro 3akona oT 4 Masg 2011 romga N 99-03 "O nurieH3UpOBaHUU OTACTBHBIX BUAOB ICATEILHOCTH", a
TaKKe C aThl IPEeKpaIleHHs WM aHHYJIUPOBAHUS JEHCTBUS JUIIEH3UHN HA MPOU3BOJICTBO 3TUIIOBOTO CIIUPTA JUIS
MIPOM3BOJCTBAa (DapMalleBTUYECKON CYyOCTaHIIMK CHHMpTa 3THUJIOBOTO (3TaHONA), BBIJAHHOH B COOTBETCTBUH C
depepanbHbiM 3akOHOM ot 22 HosOpst 1995 roma N 171-®3 "O rocymapCTBEHHOM pPETYIHPOBaHUH
MMPOM3BOACTBA M 000pOTa 3THUJIIOBOTO CIUPTA, AJIKOTONBHOW W CHHPTOCOAEPIKAIIed NPORYKIUH U 00
OTrpaHWYeHUH NOTpeOIeHNs (PaCUTHsI) ATKOTOJIHHON MPOIYKITUH'".

Hugopmayus 06 uzmenenusx: Dedepanvholil 3axkon oonoinen cmamvei 8.2 ¢ 1 cemmsops 2023 o. -
®edeparibHbIl 3aKoH om 4 aszycma 2023 2. N 428-D3

T'APAHT: [Monoxxenust cratbu 8.2 Ha Teppuropusx JIHP, JIHP, 3amoposxckoii o0nactu, XepCOHCKOM
obmactu NPUMeEHATCA ¢ 1 cenTsaops 2024 r.

Cratbs 8.2. OcoOeHHOCTH JHIICH3UPOBaHUS  (HApMALCBTUYECKON JCATEIBHOCTH B  YacTd
OCYILIECTBJICHUS OITOBOH TOPIOBJIM JIEKAPCTBEHHBIMH CPEACTBAMU

1. JletictBue nuieH3uu Ha (PapMaIeBTHUECKYIO MEeSATEIFHOCTh B YaCTH OCYIIECTBICHHS OITOBOMN
TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMHU U MEOULMHCKOTO MPUMEHEHHUS MPEKpallaeTcsl JULEH3UPYIOLINM
OpraHoM B ciy4asx, omnpezencHHbIx cTaTber 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O
JMLEH3UPOBAHUU OTHENBHBIX BHIOB AEATEIFHOCTH", a TaKkKe [0 PELICHUIO JHUIEH3UPYIOIIEro OpraHa,
MPUHSATOMY B COOTBETCTBHMHU C HACTOSILEH yacThio. B ciydae BIABIEHUS MPHU OCYIIECTBICHHH (eaepaIbHOTO
rOCYJapCTBEHHOTO KOHTpons (Ham3opa) B cdepe oOpaimieHHss JIEKapCTBEHHBIX CPEIACTB HapyIICHHS
OpraHu3alyeil ONTOBOW TOPrOBIIM JICKAPCTBEHHBIMH CpEACTBaMHU TpeOoBanuii Yacten 1 - 3 cratem 53
Hacrosmero DeniepanbHOrO 3aKOHA JEHCTBUE JHMICH3UM Ha (apMaleBTHUECKYI0 NESITENbHOCTh B YAaCTH
OCYIIECTBJICHHUA OINTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMH JJIS MEIUIIMHCKOTO TNPHUMEHEHUS
MIPHOCTAHABINBAETCS B TEUEHUE JNECITH PabOYMX AHEW CO JHS BBIABICHUS YKa3aHHOTO HapymieHus. [leiicTBue
JUIEH3UH Ha (DapMareBTUYECKYIO IEATEIbHOCTD B YACTH OCYIIECTBIICHHUS ONITOBOW TOPTOBJIH JIEKAPCTBEHHBIMH
CpeAcTBaMM JJI1 MEIULMHCKOIO NPHMEHEHHS IPUOCTAHABIMBAETCS Ha CPOK, KOTOPBIM ompenensercs
JMLEH3UPYIOUMM OPraHOM (HO HE MEHEe 4eM Ha OAMH MECsl), 0 MCTEeUYCHHH KOTOPOro JeiCTBUE NaHHOU
JMLEH3UN MOUICKUT NPEKPAILEHUI0O HAa OCHOBAHMH PELICHUS JIMICH3MPYIOIIEro OpraHa, 3a HCKIIOYEHUEM
Clly4asi, yKa3aHHOTO B YaCTV 2 HACTOSIIIEH CTaThH.

2. JleiictBue nuueH3uM Ha (apMaleBTUYECKYI0 AEATEIHOCTh B YacTH OCYIIECTBIICHHS OITOBOM
TOPTOBJIH JIEKAPCTBEHHBIMH CPEICTBAMH JJIs1 MEIUIIMHCKOTO TPUMEHEHUS, IEHCTBUE KOTOPOI MPHOCTAHOBIEHO
B COOTBETCTBMM C YacTbi 1 HacTosieidl CTaThH, MOAJCKHUT BO30OHOBICHUIO B CJydae, €CIH B HEPHO.
MIPUOCTAHOBJICHUS ACUCTBUS JaHHOH JMLEH3UH B PaMKax J0CYAeOHOTO 00)KaloBaHMS pelIeHHE KOHTPOJILHOTO
(Ha/JI30pHOT0) OpraHa B YacTH BBISBICHHOTO HapylleHus TpeboBanuii Yacten 1 - 3 cratbn 53 Hacrosiero
®denepanbHOrO 3aKOHa OTMEHEHO. B ykazaHHOM ciydae JAeWCTBHE IHMIEH3MH Ha (apMameBTHUECKYIO
JESITETFHOCTh B YaCTH OCYIIECTBIICHHS ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMH ISl MEIUIIMHCKOTO
MIPIMEHEHHUSI BO30OHOBIISIETCS HE TO3[IHEE OJHOTO pabouero MHS CO JHS OTMEHBI PEUIeHHS KOHTPOJIHHOTO
(Ham3opHOTO) Oprana.

Huopmayusa 06 usmenenusx: Cmamus 9 usmenena ¢ 1 uons 2021 2. - @edeparibHbIl 3aKoH om 11 uions
2021 2. N 170-D3
Cwm. npedbidywyto pedakyuro

CraTbsa 9. 'ocymapcTBeHHBINH KOHTPOIB (HAA30p) B chepe oOpalleHus JIeKapCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBIH KOHTpoJib (Ham3op) B cdepe oOpalieHHs JEKapCTBEHHBIX CPEICTB
OCYIIECTBISIETCS] TIOCPEACTBOM (PeepallbHOrO TOCYJAapCTBEHHOTO KOHTpONs (Ham3opa) B cdepe oOpalieHUs
JIEKApCTBEHHBIX CPEACTB W (eAepallbHOT0 TOCYAaPCTBEHHOTO IJIMIIEH3MOHHOTO KOHTPOJS JIESATENLHOCTH IO
MPOM3BOJICTBY JIEKAPCTBEHHBIX CPECTB, OCYIIECTBISIEMbIX (pefepanbHbiMU OpraHaMU HCTIOIHUTETBHOM

15.09.2025 Cucrema TAPAHT 18


https://internet.garant.ru/document/redirect/12185475/20
https://internet.garant.ru/document/redirect/10105489/19
https://internet.garant.ru/document/redirect/10105489/19
https://internet.garant.ru/document/redirect/12185475/20
https://internet.garant.ru/document/redirect/10105489/19
https://internet.garant.ru/document/redirect/407483231/12
https://internet.garant.ru/document/redirect/407483231/33
https://internet.garant.ru/document/redirect/12185475/20
https://internet.garant.ru/document/redirect/400889843/90010

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BJIaCTH, yrosiHoMo4ueHHbIMU [IpaButenscTBOM Poccuiickoit @enepanuu.

2. TlpenmeroM (oefeparnibHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpaimeHwvs
JIEKapCTBEHHBIX CPEJICTB SBIISIOTCS:

1) coOmonenne 00sM3aTeIBHBIX TpPeOOBaHWK B cdepe 0oOpameHUs JEKAPCTBEHHBIX CPEICTB, B TOM
quCcIe:

a) TpeOOBaHWI K MOKIMHUYECKHUM HWCCJICIOBAaHMSIM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
HCCIIEIOBAHUSAM JIEKaPCTBEHHBIX IPEIapaToB, M3TOTOBJICHUIO, XPAaHEHUIO, MEpeBo3Ke, BBO3y B Poccwuiickyro
Oenepanuio, OTMYCKYy, pealM3allid, Iepelnave, MpPOJaXe JICKApCTBEHHBIX CPEJCTB, MPUMEHEHUIO
JICKApCTBEHHBIX IIPEMapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHHUIO MPOU3BOAUTEISIMH
JICKAPCTBCHHLIX MpCHapaToB IIE€H Ha JICKAPCTBCHHLIC IIpCriaparbl, BKJIIOYCHHBLIC B IMCPCUYCHL KU3HCHHO
HEOOXOMMBIX M Ba)KHEHIIINX JIEKapCTBEHHBIX TPENapaToB;

0) TpeOOBaHMIT K COOTBETCTBHUIO JICKAPCTBEHHBIX CPEJCTB, HAXOSIIUXCS B OOPAILICHUH, MTOKA3aTEIAM
kadecTBa, 3Q(GEKTUBHOCTH M 0E30IACHOCTH, YCTAHOBJIICHHBIM B COOTBETCTBHMHU C HacTosiuM DenepalibHbIM
3aKOHOM;

B) TpeOOBaHMIT K COOMIONCHIIO CYOBEKTaMHU OOpaIieHs JIEKapCTBEHHBIX CPEACTB, YKA3aHHBIX B YaACTU
1 ctatbn 67.1 nHacrosiumero demepaabHOr0 3aKOHA, OrpAHHYEHHUH, HajgaraeMelx CTaTtbsaMu 67.1 u 67.2
HacTosmiero dexeparbHOTO 3aKOHA;

2) cobroieHre IMIEH3NOHHBIX TPeOOBaHUH K OCYIIECTBICHUIO (hapMalleBTHIECKOM e TeIbHOCTH;

Hupopmauusn 06 usmenenusx: Ilynkm 3 usmenen c¢ 30 ansaps 2024 2. - ®edeparnbHbIl 3akoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

3) cobmromenne TpeOOBaHHMN K TMPEIOCTABICHHIO CyObEeKTaMH OOpAIICHHUS JIEKAPCTBEHHBIX CPEICTB
HHPOPMAITUH O JIEKAPCTBEHHBIX CPEICTBAX U (MIJIM) JIGKAPCTBEHHBIX Mpernaparax, mpeayCMOTPEHHOH CTaTbsIMMN
9.1, 52.1, 52.2 u 64 nacrosiiero deaepanbHOTo 3aK0Ha;

Hupopmayus 06 usmenenusx:  Yacmo 2 oononnena nynkmom 4 ¢ 1 mapma 2023 2. - @edeparibHbil 3aKOH
om 20 oxmsaops 2022 2. N 405-D3

I'APAHT: [Tonoxenus myHkTa 4 NPUMeEHAITCA 1o 1 mapta 2026 1.

4) cobmofieHre TIPETyCMOTPEHHBIX CTaTbe 55.1 Hacrosmiero denepaibHOro 3aKoHa TPeOOBAHHNA K
MPOBEJICHUIO KCIEPUMEHTA 10 OCYIIECTBICHUIO PO3HHYHOW TOPTOBIH JICKAPCTBCHHBIMHU TIperapaTtamMu Juis
MEIUIUHCKOTO TPHUMEHEHHS, OTIMYCKAEMBIMH IO PEIEeNTy Ha JIGKAPCTBEHHBIM Mpenapat, JUCTAHIIMOHHBIM
crocodom.

Hupopmayusn 06 usmenenusax: Cmamos 9 donoanena uacmoio 2.1 ¢ 30 aneaps 2024 2. - ®edeparnbHbil
3aKoH om 30 aueaps 2024 2. N [-D3

2.1. B memsax ofecreyeHnss TOCYIAapCTBEHHOTO KOHTpOINsA (Ham3opa) B cdepe oOpamieHus
JICKapCTBEHHBIX CPEACTB (heaepalbHblil OpraH UCIONHUTEILHOM BIAaCTH, OCYLIECTBISIOUINNA IOCYy1apCTBEHHYIO
pETUCTpanuio JIEKapCTBEHHBIX NPENapaToB, NpeaocTaBisieT (eaepaabHOMy OpraHy HCIIOJHHUTENbHOW BIACTH,
OCYILIECTBIISIOMEMY (YHKIMH IO KOHTPOJIO M HaI30py B cepe 31paBOOXpaHEHHs], IO €ro 3alIpocy B paMKax
MEXBEJOMCTBEHHOTO HMH(OPMAIIMOHHOTO B3aMMOJAEHCTBUS B [OPSAAKE, YCTaHOBICHHOM YKa3aHHBIMH
(denepaabHBIMUA OpraHaMHu MCIIOJHUTEILHON BIACTH, CIEIYIOIIIE CBEICHHS O JIEKApCTBEHHBIX CPEACTBAX, B TOM
Yucye B Cllydyae, €Clii TaKUe CBEICHUS COCTABIISIIOT KOMMEPYECKYIO TalHYy:

1) cBenenus o apMareBTUIECKON CyOCTaHIINY:

a) HanMeHOBaHuEe (papMareBTHIECKOH CyOCTaHITHH, €€ CTPYKTYypa, OOIIHE CBOWCTBA;

0) HanMEHOBaHWE U aJAPeC IPON3BOIUTEI;

B) CBOICTBA M CTPYKTYpa ACUCTBYIOIINX BEIIECTB;

I') XapaKTEePUCTHKA ITPUMECEH;

I) crienuduKanys Ha (apMaleBTHIeCKyIo CyOCTaHIINIO U ee 000CHOBaHUE;

€) AaHaIWTHYECKHE METOOUKH, MWCHOJb3yeMble NPU  OCYIIECTBICHHM KOHTPOJIS  KauecTBa
(hapManeBTH4ECKOH CyOCTaHIINY;

) pe3yJIbTaThl aHATU30B cepuil (papMareBTHIECKOH CyOCTaHIINM;

3) mepevyeHb CTaHJApTHHIX 00pa3llOB WIIM BELIECTB, MCIOIB3yEMBIX NPU OCYIIECTBICHUH KOHTPOJIS
KavyecTBa (papManeBTUIECKOH CyOCTaHIINM;

1) ONMCAaHNE XapaKTEePUCTHUK U CBOMCTB YIIaKOBOYHBIX MAaTEPHAJIOB M YKYIIOPOYHBIX CPE/ICTB;

K) JIaHHbBIE O CTAaOWIIBHOCTH (DapManeBTUIECKOH CyOCTaHINM;

JI) CPOK TOJHOCTH;

2) cBeneHHs O JIEKapCTBEHHOM IIpenapaTe Uil MEAUIUHCKOIO IPUMEHEHHS:

a) ONMCAaHKE U COCTaB JIEKAPCTBEHHOI'O Mpernapara Ul MeIULMHCKOTO IPUMEHEHUS;
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0) onncanue GapmarieBTHUCCKOM pa3paboTku (000CHOBaHKE BHIOOPA COCTaBa, IEPBUYHOMN YIIAKOBKH);

B) HaWMMCHOBAHHE W aJ[peCc MecTa OCYIICCTBICHUS TMPOWU3BOJICTBA JICKAPCTBCHHOIO Mpenapara Juis
MEIUIIMHCKOTO TIpUMEHEHWs (B Clydae HaIWYAS HECKOJIBKMX YYaCTHUKOB TIpoIecca MPOU3BOJCTBA
HE00XO0MMO yKa3aTh HAMMEHOBAaHUE U aJpec KaXKI0TO U3 HUX);

T') MUKPOOHOJIOTHIECKHE XapaKTePUCTHKH;

1) OIIFICaHNE XapaKTEPUCTHK M CBOMCTB YIIAKOBOYHBIX MAaTEPHUAIOB M YKYIIOPOYHBIX CPEJICTB;

€) TpeOOBaHMSI K KAUeCTBY BCIIOMOTATEIbHBIX BEIIECTB;

) AaHATUTHYECKUE METOAMKH, HCIIONb3YeMble TMpPH  OCYIISCTBICHHM KOHTPOJS  KadecTBa
BCIIOMOTaTeIbHBIX BEIICCTB;

3) cBeaeHUS OO0 WCMONB30BAHUM BCIIOMOTATENBHBIX BEIIECTB YEIOBEYECKOTO U YKUBOTHOTO
MPOUCXOXKICHHUS;

1) cBe/ieHNsI 00 MCIIOJIb30BAHUH HOBBIX BCIIOMOTATENILHBIX BEIIECTB;

K) TpeOOBaHMsI K KauecTBY JICKAPCTBEHHOTO TIperapara Juisi MEAUIUHCKOTO MpUMeHeHus (cepTudukar,
crienuUKaIys Ha JIeKapCTBEHHBIH MpenapaT U X 000CHOBaHHE);

J) aHATUTHYECKWE METOAWKH, WCIONb3yeMble IPH  OCYIIECTBICHWHW KOHTPONS KadecTBa
JIEKapCTBEHHOTO TIperapara il MeIUIITHCKOTO MTPUMEHEHUS;

M) pe3yJbTaThl aHAIM30B CEpHUil IEKAPCTBEHHOTO TIperapaTa Uil MeAUIINHCKOTO TPUMEHEHNUS;

H) XapaKTepUCTHUKA MTPUMECeH;

0) TEepeyYeHb CTaHAAPTHBIX O0OpPa3IOB, WUCIOJB3YyeMBIX NpPHU OCYIIECTBICHUM KOHTPOJS KadyecTBa
JICKapCTBEHHOTO TIperapara il MeIUIIUHCKOTO MTPUMEHEHUS;

I1) JaHHBIC O CTAOMIBHOCTH JICKAPCTBEHHOTO Iperapara ik MEJUIUHCKOTO IPUMEHCHUS;

3) oT4ETHI O JOKIMHUYECKUX UCCICTOBAHUSX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHUSX;

5) macrep-daiin cuctemsl hapMaKkoHaA30pa;

6) 1aH yrpaBiIeHHUS pUCKaMH.

3. Ilpu ocymecTBiaeHNN (PeneparbHOr0 TOCYAapCTBEHHOTO KOHTpost (Hama3opa) B cdepe oOparmieHus
JIEKapCTBEHHBIX CPEICTB MPOBOISATCS CIEAYIONINE BUIBI KOHTPOJIBHBIX (HAA30PHBIX) MEPOTIPUSATHI:

1) nokymeHTapHast MPOBEPKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BEIOOPOYHBIN KOHTPOIh KaYeCTBa;

4) KOHTPOJIbHAS 3aKYTIKA;

5) MHCTICKIIMOHHBIN BU3UT;

6) wHaOmiofeHHWE 3a COONOJICHHEM 00s3aTelbHBIX TpeOOBaHUN (MOHUTOPHHT O€30TaCHOCTH)
(papmaxoHanzop).

4. Opranmzanusi ¥ ocylIecTBIIeHHE (heaepabHOTO ToCyNapCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe
oOpaleHus: JIeKapCTBEHHBIX CpeAcTB perynupytores PefepansbHblM 3akoHOM ot 31 wmions 2020 roxa
N 248-®3 "O rocymapcTBEeHHOM KOHTpoJie (Hag30pe) W MYyHHIMIIAIHbHOM KOHTpoje B Poccuiickoi
Oenepanun'.

5. BuHemmaHoBBINT BBIOOPOYHBIN KOHTPOJIL KAadyecTBa IPOBOAWUTCS B TOM YHCIE HAa OCHOBaHWUHU
IIPOTPaMMBI TTPOBEPOK.

6. [1maHOBBIN BEIOOPOUYHBINA KOHTPOJH KA4eCTBA HE MPOBOIMUTCS.

Hupopmayus 06 uzmenenusx:  Qacmo 7 usmenena ¢ 1 cenmabps 2024 2. - @edeparsnbHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

7. Tlo pesympTaTam (eaeparbHOTO TOCYIapCTBEHHOTO KOHTpOMNs (Ham3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB HApsAy C PELICHUSMH, MpeaycMoTpeHHbIMU PefeparnbHbiM 3aKOHOM oT 31 urons
2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoJIe (HAaA30pe) U MYyHULMINAIBHOM KOHTpose B Poccuiickoit
Oenepanmn', ¢deneparbHBIMA OpraHaMy HCIOJHHUTEILHONW BIIACTH, YMOJHOMOYEHHBIMH Ha OCYLIECTBICHHE
(denepa’abHOr0 TrOCYIAapCTBEHHOTO KOHTpoJis (Ham3opa) B cdepe oOpaieHusi JEKapCTBEHHBIX CPEICTB,
MIPUHUMAIOTCS CJICAYIOLIUE PEIICHU:

1) o nampHeHIIEM TIpaxIaHCKOM O0OpOTE CepUH, MApPTUH COOTBETCTBYIOILETO JIEKAPCTBEHHOT'O
CPEeICTBa B cCiyyae TMOATBEPXKACHUS IO pe3yJbTaTaM IPOBEJEHHBIX HCIBITAHUN COOTBETCTBUS KadecTBa
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBaHUSIM;

2) 00 W3BATHM W3 TPAKIAHCKOTO 000pOTa CEepHH, MApPTUH COOTBETCTBYIOWIETO JIEKAPCTBEHHOIO
CpeAcTBa B Cllyyae BBIIBJICHHMsS II0 pe3yJbTaTaM IPOBEICHHBIX MCIBITAHUNA HECOOTBETCTBHUS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAaHOBJIEHHBIM TPEOOBAHMSIM;

3) o mepeBole JEKAPCTBEHHOI'O CpEACTBA HA IOCEPUHHBIH BHIOOPOUYHBIN KOHTPOJIb KauecTBa
JICKapCTBEHHBIX CPEACTB B Clydae IOBTOPHOTO BBIBICHHS HECOOTBETCTBUSl KauyecTBa JIEKaPCTBEHHOTO
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CPEICTBa YCTAHOBIEHHBIM TpeOOBaHMAM H (TIpM HEOOXOJUMOCTH) O TIPOBEpPKE CcyOBeKTa oOparieHus
JIEKapCTBEHHBIX CPEACTB. Pacxonbl, CBA3aHHBIE C TPOBEACHHEM IIOCEPUHHOTO BBHIOOPOYHOTO KOHTPOIIS,
OIIAYMBAIOTCS  NPOU3BOJUTEIEM JIEKAPCTBEHHOTO CpeAcTBa JHOO JAepKaTeleM MIM  BJaJelblLeM
PETUCTPALOHHOTO YJOCTOBEPEHH JIEKAPCTBEHHOI'O IIPenapara;

Hupopmayus 06 usmenenusx: Yacmo 7 donoanena nynkmom 4 ¢ 1 cenmabps 2024 2. - ®edepasnbHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

4) O CHATHH JIEKAPCTBEHHOTO CpPEICTBA C TIOCEPHUHHOTO BBIOOPOYHOTO KOHTPOJSI KadecTBa
JIEKapCTBEHHBIX CPEICTB HA OCHOBAHUU IIOJIOKUTEIBHBIX IKCIEPTHBIX 3aKJIIOYCHUH, BBIIAHHBIX (eaepaIbHbIM
rOCyJapCTBEHHBIM OIOPKETHBIM YUPEXKIEHHEM, ITOJBEIOMCTBEHHBIM (pefiepasbHOMY OpraHy MCIIOJIHUTEIBHOU
BJIACTH, OCYILECTBIISIOIEMY (YHKLIUH 10 KOHTPOJIIO U HaA30py B cepe 31paBoOXpaHeHus, Win (enepatbHOMy
OpraHy MCIOJHUTENIFHON BIACTH, OCYLIECTBIIONIEMY (QYHKINH MO0 KOHTPOJIO U HAaA30py B cdepe oOpalueHus
JIEKapCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO TNPUMEHEHHA, HA OCHOBAaHMM IPOTOKOJNA HCHBITAaHUH
JIEKapCTBEHHOTO CPEJCTBA, MPOBEACHHBIX MO BCEM IMOKA3aTEeNsIM yTBEPKIAEHHOW HOPMATUBHOM TOKYMEHTAIUH
(HOPMAaTHBHOTO IOKYMEHTA) B OTHOIIEHUH TPEX CEpUil JIEKAPCTBEHHOT'O CPEACTRA.

8. @enepanbHBIH TOCYIAPCTBEHHBIH JIMIIEH3MOHHBIA KOHTPOJb MAESTEIBHOCTH 10 IPOU3BOJICTBY
JIEKapCTBEHHBIX CPENICTB OCYILECTBISETCS B COOTBETCTBUHM ¢ 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

I'APAHT: CM. KOMMeHTapuu k ctatbe 9 Hactosmiero OenepanibHOro 3aKOHA

HUndhopmavus 06 usmenenusx:  Inasa 4 dononnena cmamoeti 9.1 ¢ 1 urons 2021 2. - @edeparibHbIl 3aKOH
om 11 urons 2021 2. N 170-D3

Cratbsa 9.1. [Iporpamma npoBepok

1. B mensix opraHu3anuu BHIOOPOYHOTO KOHTPOJSI KayecTBa JIGKAPCTBEHHBIX CPEACTB (OpPMHUpPYETCS
nporpaMmma MmpoBepoK.

2. Jnsa ueneil peanuzaluyd OPOTrpaMMbl IPOBEPOK TMPOU3BOIUTENH JIEKAPCTBEHHBIX CPEICTB H
OpraHH3aIllH, OCYIICCTRISIONINE BBO3 JICKAPCTBEHHBIX cpe/icTB B Poccuiickyto denepaiiuio, mperocTaBisioT B
OTHOIICHUH JICKAPCTBEHHBIX CPEJCTB JUII MEIUIIMHCKOTO MPUMEHEHHS B YIIOJIHOMOYCHHBIH (hemaepanbHbIH
OpraH MHCIOJHMUTEIBHON BJIACTH, OCYLIECTBISIIONMHE (YHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3IpPaBOOXPAHEHUs, B OTHOLICHUU JICKAPCTBEHHBIX CPEACTB [UI1 BETEPUHAPHOIO IPUMEHEHHS B
YIIOJIHOMOUYCHHBIN (herepaIbHbIi OpraH UCIIOIHUTEIBHON BIACTH, OCYLIECTBISIOMMHA (YHKIUH 110 KOHTPOJIIO U
Ha/a30py B cdepe oOpalieHns JIEKaPCTBEHHBIX CPEICTB Ul BETEPUHAPHOTO NPUMEHEHHs, CBEICHHUS O CepHsIX,
MapTUsX JIEKAPCTBEHHBIX CPEACTB, MOCTYNAIOIIMX B rpaxiaaHckuil obopor B Poccuiickoit ®enepaunu, B
nopsiake, cocraBe M 0o0ObEMe, YCTAHOBICHHBIX YKa3aHHBIMH (eAepajbHBIMU OpraHaMy HCIIOJHUTEIbHON
BJIACTH B OTHOIICHUH JIEKAPCTBEHHBIX CPEACTB M MEAWLUHCKOTO NPUMEHEHHs U B OTHOIICHUH
JIEKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO MPUMEHEHHUSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok QopMmupyeTcs Ha KajJeHIapHbIi rox B cpok jgo 30 gekabps roja,
NPEANIECTBYIOMIETO TOAY MPOBEACHUS BEIOOPOYHOTO KOHTPOJISL.

4. B ciydae HacTyIUIeHHs COOBITHH, yKa3aHHBbIX B MOAMyHKTax "6" um "B" nyHkta 2 4vactm 6
HACTOSIIIEH CTaThu, (elepadbHBIM OPraHOM HCHOJHUTENHFHON BIACTH, OCYIIECTBISIOMUM (QYHKIIUU TI0
KOHTPOJIIO M Haa3opy B cdepe 3apaBoOXpaHeHMs, (elaepasbHBIM OpPraHOM HCIOJIHMTEIBHON BIIACTH,
OCYILLIECTBIIIOIUM (YHKIUU 10 KOHTPONIO M HAaA30py B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO IMPHUMEHEHUs, NPU HEOOXOIMMOCTH BHOCSTCS COOTBETCTBYIOLIME H3MEHEHHUS B IPOTPaMMy
MIPOBEPOK.

5. B nporpammy mpoBepoK MOTYT BKIIOYATHCS MEPONPHSTHS C YUETOM HapyLICHHH, BBHIIBICHHBIX B
paMKax KOHTPOJBHBIX (HaA30PHBIX) MEPONPHSITUH 3a NPEbIAYILNI KaJeHIapHbIi rof.

6. IIporpamma npoBEpOK COAEPIKUT:

1) mepedeHb JIEKapCTBEHHBIX CPEICTB, OTOOP 0Opa3loB KOTOPHIX OyAET OCYLIECTBIATHCS B paMKax
BBIOOPOYHOTO KOHTPOJIS, (POPMHUPYEMBI C yYETOM pPE3yJIbTaTOB TOCYIApCTBEHHOTO KOHTpOJNA (Haa30pa) B
chepe oOpaleHHs] JIEKAPCTBEHHBIX CPEICTB 3a KaJCHAAPHBIA TOJ, NPEANISCTBYIOUIMH TOMY MpPOBEICHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHWe Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SBJISIETCS OCHOBAaHWEM ISl OCYIIICCTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

Hupopmayus 06 usmenenusx:  Iloonynxkm "a" usmenen ¢ 30 ausapsa 2024 2. - @edepasibHbil 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

a) TIONIy9E€HHE CBENEHHH, MPEACTaBIIEMBIX B COCTaBe W OOBEMe, yCTaHOBIIEHHBIX (enepaabHbIM
OpraHOM HCITONTHUTENFHOW BJACTH, OCYIIECTBIIONMM (PYHKIMK 10 KOHTPOJIO W HAA30py B cdepe
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3lpaBOOXpaHeHus], (elepaJbHbBIM OpPraHOM HCIIOJHHUTENBHOW BIIACTH, OCYNICCTBISIIOMMM (YHKIUU TI0
KOHTPOJIIO M HAaa30py B cdepe oOpamieHus JEKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO NMPHUMEHEHHUs, O
CepHsIX, MapTHUSIX JICKAPCTBEHHBIX CPEACTB, ITOCTYIAIOIINX B TpakIaHCKui 000poT B Poccuiickoit denepamnmm,
yKa3aHHbIX B [MYHKTEe 1 HacTosmed 4YacTH, OpraHu3alisIM{, OCYIICCTBISIONIUMH POU3BOJICTBO
JIEKapCTBEHHBIX cpeAcTB B Poccuiickoit ®enepauun U BBO3 JIEKapCTBEHHBIX CpeACTB B Poccuiickyro
denepalinio, 32 HCKITIOUSCHUEM CEPHI MM MAPTUH JIGKAPCTBEHHBIX MPENapaToB, YKa3aHHbIX B YacTu 4 cTaTbu
52.1 myacTtun 6 ctatbm 52.2 nactosiero deepaabHOTO 3aKOHA;

0) mosydeHWe MOCTYMAIOIIeH B MOpPS/IKE, YCTaHOBJICHHOM CTaTbel 64 Hacrosmero denepaibHOro
3aKkoHa, MH(GOpPMALUU O TOOOYHBIX JEHCTBUSIX, HEKENATENbHBIX PEAaKIMAX, CEPbE3HBIX HEXKEeNIaTeIbHBIX
peaKkuusx, HENPEABUICHHBIX HEKENIATCIbHBIX PEaKUUsAX NPH NPUMEHEHHH JICKapCTBEHHBIX IpenaparoB, 00
WUHIMBUIYaJbHON HENIEPEHOCHMOCTH, OTCYTCTBHH 3(PQEKTUBHOCTH JICKAPCTBEHHBIX MpENapaTtoB, a TaKke 00
UHBIX (pakTax U 0OCTOATENBCTBAX, MPEICTABISIONINX YTrPO3y KU3HH HIIH 30POBBIO YEIOBEKA JINOO )KUBOTHOTO
IIpH TPUMEHEHNH JIEKApCTBEHHBIX IIPETapaToB M BBIABICHHBIX Ha BCEX JTalax OoOpalleHus JEeKapCTBEHHBIX
npenaparoB B Pocculickoii @enepanuu u Ipyrux rocy1apcraax;

B) moiyueHue B coorBerctBuu ¢ PegepanbHbiM 3akoHOM ot 31 wmroas 2020 roga N 248-d3 "O
roCy/IapCcTBEHHOM KOHTpOJIE (HaI30pe) U MyHHUIMIIAIFHOM KOHTpoiie B Poccuiickoit Meaepanuu’ cBepeHni 0
MIPUYMHEHUH Bpeia WK 00 yrpo3e IPUIMHEHUS Bpe/a )KU3HH, 3A0POBBIO IPaX/1aH WA )KUBOTHBIX.

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 19 aszycma 2024 2. - @edepasibHbll 3aKOH om
8 aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

Cratbsa 9.2. ['ocyqapcTBeHHBII KOHTPOJIb (HAa30p) 32 peaiu3anieil MCIOJHUTEIBHBIMUA OpraHaMu
cyobektoB Poccuiickoii ®enepanun momHoMounid B cdepe oOparieHus: JeKapCTBEHHBIX
CPEACTB JUIsl MEAUIIMHCKOTO IPUMEHEHMUS

Unupopmayus 06 uzmenenusx: Yacme 1 uzmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

1. TocynapcTBeHHBIH KOHTPOIb (HAA30p) 3a pealu3allueil HCIONHUTEIBHBIMA OpPraHaMH CYOBEKTOB
Poccuiickoii ®exneparu NOIHOMOYMN B cdepe oOpallleHUs JEKApCTBEHHBIX CPEICTB JUIS MEIUIIMHCKOTO
MPUMEHEHUS] OCYLIECTBIISIETCSl  YIIOIHOMO4YEHHBIM IIpaButensctBom Poccuiickor ®enepanuu OpraHom
HUCIIOJTHUTEIILHOM BIIACTH.

Hupopmayus 06 uzmenenusix: Yacme 2 usmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

2. IIpenmeToM rocy1apcTBEHHOTO KOHTpoJIA (Hax30pa) 3a peanu3anueid UCTIOTHUTEIbHBIME OpraHaMH
cyonrexToB Poccuiickoii ®Penepanny moinHOMOUYMil B cdepe OOpalleHrs JIEKapCTBEHHBIX CPEACTB s
MCIUIUHCKOI'0 TPUMEHCHUA SABJIACTCA CO6JHOIICHI/IG YIIOJIHOMOYECHHBIMHA HUCIOJHUTCIIBHBIMU  OpraHaMu
cyowsektoB Poccuiickoit denmeparin METOLAMKN YCTAaHOBJICHHS TPEACIBHBIX Pa3MEpOB ONTOBBIX HAI0ABOK U
MIpEeNeNbHBIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (DaKTHYECKHM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MTPOM3BOIUTESIMH JIEKAPCTBEHHBIX TpPENapaToB, HA JIEKapCTBEHHBIE TPENaparthl, BKIIOYEHHBIE B TIEPEYCHb
YKU3HEHHO HEOOXOJUMBIX M BOKHEHIIINX JIEKApPCTBEHHBIX MPETapaToB.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

3. Ilpu ocymecTBIEHHH TOCYIapCTBEHHOTO KOHTPOIS (HAA30pa) 3a peain3anuell NCIOTHUTEITbHBIMU
opranamu cyonrekToB Poccuiickoit denepanuu momrHoMounii B cepe oOpalieHus JeKapCTBEHHBIX CPEJCTB s
MEIUIUHCKOTO MIPUMEHEHUS IPOBOASTCS CICAYIOIINE BUIBI MEPOIIPUSITHIA:

1) noKyMEeHTapHbIE POBEPKU;

2) BBIC3IHBIC TIPOBEPKHU.

Hupopmayus 06 uzmenenusx: Yacme 4 uzmenena c 19 aseycma 2024 2. - ®edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

4. Opra#m3anus ¥ OCYIIECTBICHHE TOCYJApPCTBEHHOTO KOHTPOJNSA (Haa30pa) 3a pealu3alueit
UCTIOJIHUTEIBHBIMUA OpraHaMu cyObekToB Poccuiickoii ®@enepanuu monHoMounit B cdepe oOpaieHus
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JIEKapCTBEHHBIX CPEACTB IS MEIWIIMHCKOTO MpHUMEHEHHUs perynupyiorcs PefepanbHbiM 3akoHOM ot 21
nexadbps 2021 roga N 414-03 "OO6 o0mmMX NPHUHIMIIAX OPTaHHW3AIUK IyOJMYIHONH BIACTH B CYOBEKTaxX
Poccutickoit @eneparun’.

Hupopmayus 06 usmenenusx:  Yacmo 5 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
ageycma 2024 2. N 232-@3
Cwm. npedbidywyro pedakyuro

5. TlonoxeHne o rocyaapCTBEHHOM KOHTposie (Haa30pe) 3a peanu3aluedl HCHOIHUTEIbHBIMHU
opranamu cyOwsekToB Poccuiickoit denepannu mosrHoMOUnl B cepe oOpalieHus JeKapCTBEHHBIX CPECTB IS
MEIULUHCKOTrO MpuMeHeHus yTBepxaaercs [IpaBurensctBoM Poccuiickoit denepanun.

Hupopmayus 06 usmenenusx:  Inasa 4 donoanena cmamveii 9.3 ¢ 1 wions 2021 2. - @edeparibHbil 3aKOH
om 11 urons 2021 2. N 170-D3

Cratba 9.3. PervoHanbpHBI TOCYJapCTBEHHBIH KOHTPONb (HAA30p) 3a MNPHMEHEHHEM LIeH Ha
JICKapCTBEHHBIE TIpemaparhl, BKJIIOUYEHHbIE B MEpeYeHb >KU3HEHHO HEOOXOOUMBIX U
Ba)XKHEHILINX JIEKaPCTBEHHBIX IPEIapaToB

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

1. PernoHanbHBIA TOCYJapCTBEHHBIH KOHTPOIb (HAI30p) 3a MPUMEHEHHEM IIeH Ha JIeKapCTBEHHBIC
Iperaparkl, BKIFOYCHHBIE B TIEPEYCHb JKU3HCHHO HEOOXOAMMBIX M Ba)KHEWIMX JIEKAPCTBEHHBIX MPENapaToB,
OCYIIECTBIISICTCS HMCIIOJNIHUTEILHBIM OpraHoM cyObekra Poccuiickoii Deneparyiu, ynoJHOMOUYEHHBIM BBICIIAM
HCIIOJTHUTEIILHBIM OpraHoM cyonekrta Poccutickoii @eneparmu.

Hngopmayus 06 uzmenenusx: Yacmo 2 usmenena ¢ 1 cenmaops 2024 2. - @edeparibHbll 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyro pedakyuro

2. TlpenMeToM pPErHoHaJbHOTO TOCYAAapCTBEHHOTO KOHTpONs (Haa30pa) 3a MPUMEHEHHWEM IICH Ha
JIeKapCTBEHHbIE MPENapaThl, BKIIOYCHHBIE B TIepeUeHb KU3HEHHO HEOOXOJUMBIX M BaKHEUIINX JIEKApCTBEHHBIX
npenaparoB, SBISETCS COONIOJCHUE OPraHMU3alUsIMH ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBaAMH,
anTEeYHbIMUA OpPTaHW3AlNUsMH, WHAWBUAYAIBHBIME TPESINPUHAMATEISIMA, HWMCIONMMU JIMLIEH3UIO Ha
(dapMarieBTHYECKyI0  JIeSITeTbHOCTh, MEIUIIMHCKUMH  OpTaHW3alliisIMHA, WMCIONIMMH  JIMIEH3WI0  Ha
(apMareBTHUECKYIO AEATEIbHOCTh, M UX 000COOIEHHBIMU MOAPA3ACICHUSIMH, PACIIOI0KEHHBIMI B CEITbCKUX
HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIE OPraHHM3ALMH, IPH pPeaTH3aliy JEKapCTBEHHBIX
IpernapaToB TpeOOBaHUH K MPUMEHEHHUIO LIeH, YPOBEHb KOTOPBIX HE JOJDKEH MPEBHIMIATh CyMMY (hakTHdecKkon
OTITYCKHOW IEHBI, YCTAaHOBJICHHOW MPOU3BOJMUTENEM JIEKAPCTBEHHBIX MPENapaToB, ¥ KOTOPbIC HE MPEBBIIIAIOT
3apEeTUCTPUPOBAHHBIX INPEAEIbHBIX OTIYCKHBIX IIEH, W Pa3MEpOB ONTOBBIX HaI0aBOK M (MJIHM) pa3MEpoB
PO3HUYHBIX Ha/I0aBOK, HE MPEBBIIAIOMINX COOTBETCTBEHHO Pa3MEPOB MpPEAETIbHBIX ONTOBBIX HAJA0ABOK U (MIIN)
pa3MepoB NpeAebHBIX PO3HUYHBIX HaJ0aBOK, yCTAaHOBIEHHBIX B cyObekTe Poccuiickoit denepanui.

3. OpraHuzanysi M OCYIIECTBIICHHE PErHMOHAIBHOTO T'OCYJapCTBEHHOIO KOHTpossi (Hajg3opa) 3a
NpUMEHEHHEM [IeH Ha JIeKapCTBEHHBbIC Mpenaparbl, BKIIOYECHHBIC B MEPEYCHb KM3HEHHO HEOOXOAMMBIX H
BaKHEHIINX JICKAPCTBEHHBIX IMpenaparoB, perynupytorces PefepansHbiM 3akoHOM ot 31 utons 2020 roxa
N 248-®3 "O rocymapcTBEHHOM KOHTpojie (Hag30pe) W MYyHHIMIIAJIHbHOM KOHTpoje B Poccuiickoii
Oenepanun’.

Hupopmayus 06 usmenenusix: Hacmo 4 usmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8

aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

4. TlonoxkxeHne O PETMOHAJIHHOM TOCYJApCTBEHHOM KOHTpoJie (Haa30ope) 3a NMPUMEHEHHEM IIeH Ha
JIeKapCTBEHHBIE TIPETIapaThl, BKIIIOUEHHBIE B IEPEYCHD KU3HEHHO HEOOXOAMMBIX W BAYKHEUIIIHX JIEKApCTBEHHBIX
MIperapaToB, YTBEPKIAEeTCS BBICIITUM HCIIOIHUTENLHBIM OpraHoM cyOobekTa Poccuiickoit deneparum.

Hudopmayus 06 usmenenusax:  Inasa 4 donoanena cmamvetl 9.4 ¢ 1 wions 2021 2. - @edeparibHbil 3aKOH

om 11 urons 2021 2. N 170-D3

Cratba 9.4. ®exmepaibHblii TOCYJAPCTBEHHBIA JIMIIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTH IO
MIPOM3BOICTBY JIEKAPCTBEHHBIX CPEJCTB
1. ®enepanbHBIl TOCYAapCTBEHHBIH JUIEH3UOHHBIA KOHTPOJIb JESATENFHOCTH IO IPOU3BOICTBY
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JICKApPCTBEHHBIX  CPEJCTB  OCYHISCTBIIACTCS  (eACpaibHBIMM  OpraHaMH  MCIIOJHUTCILHOW  BIIACTH,
ynossHoMoueHHbIMU [IpaBuTensctBoM Poccuiickoii ®enepanuu.

2. @enmepanbHBIA TOCYIAPCTBEHHBIA JUIEH3MOHHBIM KOHTPOJIH JAESITEILHOCTH IO TIPOU3BOJICTBY
JICKapCTBEHHBIX CPEJICTB OCYyIIeCTBIsIeTcs B cooTBeTcTBUM ¢ PefeparbHbiM 3akoHOM ot 4 mas 2011 rona
N 99-®3 "O nuieH3upoBaHUH OTACTBHBIX BHIOB JesrenbHocTH" 1 PefeparibHblM 3akOHOM ot 31 wrons
2020 roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoIle (Haa30pe) W MyHHUIIMIIAIbHOM KOHTpoJie B Poccuiickoii
Oenepanun”". B pamkax ¢eneparbHOT0 TOCYJApCTBEHHOTO JIMIEH3MOHHOTO KOHTPOIS NEATEIBEHOCTU I10
MIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJCTB TUIAHOBBIC KOHTPOJIBHBIC (HAJ[30PHBIC) MEPOIPHUSITUS HE TPOBOJISATCS,
Ipd OSTOM TPOBOAUTCS TNEPUOIUYECKOE TMOATBEPKICHUE COOTBETCTBHUS JIHUIICH3UATOB JIHUIICH3UOHHBIM
TpeOoBaHusIM B COOTBeTCTBUU ¢ DenepanbHbiM 3akoHOM 0T 4 Mast 2011 roga N 99-®@3 "O nurieH3upoBaHUH
OT/IENILHBIX BUJIOB JIESTEILHOCTH" .

I'maBa 5. Pa3padoTka, TOKJINHHYECKHE UCCIE0BAHUS JeKAPCTBEHHBIX CPEACTB, a TAKKe KIHHUIECKHE
HCCJIeI0BAHUS JIEKAPCTBEHHBIX MPENapaToB /Ul BeTePHHAPHOT0 MPUMEHEeHUs

Cratbsa 10. Pa3paboTKa JeKapCTBEHHEBIX CPENCTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEJICTB BKIIFOYAET B C€0s IMOMCK HOBBIX ()apMaKOJIOTHYECKH aKTHBHBIX
BEIECTB, MOCIENyIolIee H3yUeHe UX JICKAPCTBEHHBIX CBOWMCTB, JNOKIMHUYECKHE WCCIENOBAaHUSA, pa3paboTKy
TEXHOJIOTUH IPOW3BOJACTBA (papMaIeBTHUECKUX CyOCTaHIUi, pa3paboTKy COCTaBOB ¥  TEXHOJOTHIMA
NpPOW3BOACTBA JIEKAaPCTBEHHbIX MNpenapaTos.

2. ®uHaHcoBOE oOecrieueHne pa3paboTKH JIEKAPCTBEHHBIX CPEJICTB OCYIICCTBISETCS 3a CUET:

1) cpencte denepanbHOro OHOIKETA,

2) cpelcTB pa3pabOTUNKOB JICKAPCTBEHHBIX CPE/ICTB;

3) cpencTB MPOU3BOAMUTENCH JIEKAPCTBEHHBIX CPENCTB IMPH BBITOJHEHUH HAYYHO-HCCIEI0BATEIbCKIX
paboT 1O JOTrOBOPY MEXAy pPa3paOdOTUMKOM JICKApPCTBEHHBIX CPEACTB M IMPOM3BOJIUTENIEM JICKAPCTBEHHBIX
CPEICTB;

4) MHBIX HE 3aMpenIeHHBIX 3aKOHOAATeLCTBOM Poccmiickoit denepanuy HCTOYHHKOB.

3. Ilpaa paspaboTyMka  JIEKapCTBEHHOrO  CPEeACTBa  OXPaHAIOTCA  PaXKOAHCKAM
3aKoHo4aTernbCTBOM.

I'APAHT: CMm. KOMMeHTapum k cratbe 10 HacTosmero denepaaTbHOTO 3aKOHA

Cratba 11. JlokmuHMYecKOe WCCIEIOBAHHE JIEKAPCTBEHHOIO CPENCTBA JUIA MEIHMIIUHCKOIO
MIPUMEHEHUS
1. D,OKJ'IVIHVI‘-IGCKOG nccriegosaHme nekapcTtBeHHOro cpeactBa ainsd MEIUIHMHCKOIO IIPUMCHCHUS
IIPOBOJIUTCS ITyTE€M NMPUMEHEHHUS HAYYHBIX METOJIOB OIEHOK B IENAX MOJYUYeHHs JOKa3aTelnbCTB 0€30IacHOCTH,
KadecTBa U A(PHEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA.

Hupopmavyus 06 usmenenusx: HYacmo 2 uzmenena c¢ 30 saneapsa 2024 2. - ®edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. JloKIMHUYECKOE HCCIEe0BaHUE JIEKapCTBEHHOIO CPEACTBA JUIsl MEIOUIIMHCKOTO TPUMEHEHHS
MPOBOJUTCS B COOTBETCTBUM C TMpaBWJaMH HaJUleXamled J1a0opaTOpHON NPaKTHKH, YTBEPKACHHBIMH
EBpazuiickoil 5KOHOMUYECKON KOMUCCHEM.

Hniopmayus 06 usmenenusx: Yacmo 3 uzmenena ¢ 30 smeaps 2024 2. - ®edeparsibHbil 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

3. IIJ'IH OpFaHI/I3aLII/II/I n HpOBe}:[CHI/ISI JOKIIMHHUYECKOT'O HCCIIEA0OBAHUA HeKapCTBCHHOFO CpCIlCTBa JJIA
MCEAUIINHCKOI'O HpI/IMCHeHI/IH paSpa6OT‘-II/IKI/I HCKapCTBCHHI)IX CpCIICTB BHpaBC HpI/IBJ'IeKaTI) Haqume
OpraHu3anuy, 00pa3oBaTebHbIC OpPraHMW3AIMU BBICIIETO OOpPa30BaHUS W WHBIC OPraHU3alluh, HMEIOIINE
HEOOXOIUMYIO MaTepHaIbHO-TEXHHUECKYI0 0a3y U KBaJTH(PUIMPOBAHHBIX CIICIHAIMCTOB B COOTBETCTBYIOIICH
00J1aCTH MCCIIENOBAHUS.

4. JIOKIIMHUYECKOE HMCCACIOBAaHME JICKAPCTBEHHOIO CPEACTBA [UISI MEIHIIMHCKOIO IPUMCHCHHS
MPOBOJIUTCS IO YTBEPIKICHHOMY pa3pabOTUMKOM JICKAPCTBEHHOTO CPENCTBA IUIAHY C BEJICHHEM MPOTOKOJA
3TOTO UCCICIOBAHUS M COCTABJICHHUEM OTYETa, B KOTOPOM COJCPIKATCS Pe3yJbTaThl 3TOTO HCCICIOBAHUS U
3aKIIOYEHUE O BO3MOXKHOCTH MPOBEICHHS KIMHUYECKOTO HCCIEOBaHMs JICKAPCTBEHHOTO Mpernapara Juis
MEIUIIMHCKOTO IPUMEHEHHSL.

Hupopmayusa 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 dekabps 2014 2. N 429-D3 ¢ uacmo 5
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cmamou 11 HacmoAuezo (De()epaﬂbyoeo 3dKOHA 6HEeCEeHbl USMEHEHUA, ecmynafouwe 8 CUJ'Iy c 1 urons
2015 2.
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

5. IIpoBeneHne MPOBEPOK COONIOACHHS MPaBHJ HaJIekKaIeH JTa0opaTOPHON MPAKTHUKHA W MPABOBBIX
HOPM HCHOJIBb30BAaHHUS JXUBOTHBIX NPU MPOBEIACHUU IOKIMHUYECKUX HCCICIOBAaHHN JIEKAPCTBEHHBIX CPEJICTB
JUTSE MEIMIIMHCKOTO TIPUMEHEHHS OCYIIECTBISAETCS YIIOTHOMOUYEHHBIM (heiepalbHbIM OPraHOM HCITOTHUTEIEHOM
BJIACTH.

Hupopmavyus 06 usmenenusx: HYacme 6 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

6. PeBy.]'IBTaTBI JAOKIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'0 CpCACTBa I MCAULUHCKOI'O
NOPUMCHCHUSA MOTYT OBITh MMpeaACTaBJICHBI B yHOJIHOMO‘ICHHLIﬁ (I)C,HepaJ'ILHLIf/'I opra”n HUCIIOJIHUTEIILHOM BJIACTHU B
YCTAHOBJICHHOM IMOPAAKE B LE/IAX PETUCTPAIIMU JICKAPCTBECHHOT'O Ipcrapara.

T'APAHT: Cm. KOMMeHTapuu k cratbe 11 Hactosmero dexepanbHOro 3aKOHA

CraTtbs 12. JlokMHIYECKOE UCCIICTOBAHUE JICKAPCTBEHHOTO CPEICTBA M KIIMHUYECKOE UCCIIEIOBAHNE
JIEKApCTBEHHOTO TIperapaTa Ajisi BETepUHAPHOTO TPUMEHEHUS
1. JloknauHHYEeCcKOe HCCIeoBaHNE JIEKapCTBEHHOIO CpEACTBA JUIsl BETEPUHAPHOTO IPHUMEHEHUs
NPOBOAMTCS MyTeM NMPUMEHEHUSI HAYYHBIX METOJIOB OLICHOK B LIENAX TOJYyYEHHS JI0Ka3aTelbCTB 0€30MacHOCTH,
KadyecTBa U 3PPEKTMBHOCTY IIEKAPCTBEHHOIO CPEACTBAa, B TOM YHCIE ONpPEICICHUs] CPOKa €r0 BBIBEICHUS
13 OpraHu3Ma KMBOTHOTO, B IIEJIsIX oOecniedeHus1 6€30MacHOCTH MPOIYKIIMH KUBOTHOTO MPOUCXOXKACHUS TIOCIIE
IIPUMEHEHUSI COOTBETCTBYIOLLEIO JIEKAPCTBEHHOIO Mpernapara.

HUndopmayus 06 usmenenusx: Yacmo 2 usmenena ¢ 1 mapma 2026 2. - @edepasibHbll 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywyto pedakyuro

2. JIOKIMHHYECKOE WCCIIEeIOBaHWE JIEKAPCTBEHHOTO CPEACTBA M KIMHHYECKOE HCCIIEeIOBaHME
JIEKapCTBEHHOTO TIperapara Ui BETEPHHAPHOTO TPHUMEHEHHs, WCCrefoBaHne OUO3KBMBANEHTHOCTY
YKa3aHHOTO JIEKapPCTBEHHOTO IIperapara MPOBOAATCS B COOTBETCTBUM C TPaBUIIaMU, YTBEPKACHHBIMH
YIOJIHOMOYEHHBIM (heiepallbHbIM OPraHOM HCITOJIHUTENLHON BIACTH.

T'APAHT: CwM. MeTtoaunyeckue yKasaHus "TIpoBeaenue Ka4eCTBECHHBIX HCCIIEIOBAHNN
OMODKBMBAJICHTHOCTH JIEKAPCTBEHHBIX CpEACTB", yTBepkAeHHble MmuH3npascompa3suTtus Poccuu ot 30
aprycra 2004 r.

3. JIOKJIMHUYECKOE WCCICIOBAHNE JICKAPCTBEHHOTO CPEACTBA U KIMHUYECKOE HCCIICIOBAHUC
JICKapCTBEHHOTO Tpernapara il BETCPHHAPHOTO MPUMEHEHHUS MTPOBOISITCS MO YTBEPIKICHHOMY Pa3padOTINKOM
JIEKapCTBEHHOTO CPEJCTBA IUIAHY C BEACHHWEM MPOTOKOJIOB 3TUX UCCIEAOBAHUN M COCTaBICHHWEM OTYETOB, B
KOTOPBIX COAEPIKATCS PE3ybTaThl THUX UCCICIOBAHUM.

4. Jlns opraHu3anuu ¥ TPOBEACHUS JOKIMHUYECKOTO MCCICAOBAHUS JIGKAPCTBEHHOTO CPEICTBA H
KJIIMHUYECKOTO HMCCJICIOBaHMs JICKQpPCTBEHHOrO TMperapara Ui BETEPUHAPHOTO MPUMEHEHHUS pa3paboTyuK
JIEKapCTBEHHOT'O cpencTaa MOXET MIPUBJICKATh OpraHM3aIlNH, HUMEIOIIHEC HEOOXOUMYIO
MaTepUAIbHO-TEXHUYECKYI0 0a3y M KBaIU(UIMPOBAHHBIX CICIHMAIMCTOB B COOTBETCTBYMOIIEH 001acTu
HCCIIETIOBAHUSI.

5. KnuHuyeckne vccrnenoBaHus NeKapcTBEHHbIX MPenapaToB il BeTEPHHAPHOTO NPHMEHEHHS
MIPOBOJISITCS B BETEPUHAPHBIX OPTaHU3AIMAX M B OPTaHU3aIUAIX, OCYIIECTBISIFONNX PAa3BEICHUE, BRIPAIIIHBAHUC
U COZIepKaHHe )KUBOTHBIX, B T[EIIAX:

1) ycTaHOBIIEHHS TIEPEHOCUMOCTH JIEKAPCTBEHHBIX MPEMAPATOB 37J0POBBIMU KUBOTHBIMU;

2) momdopa ONTUMATBHBIX JO3UPOBOK JIEKAPCTBCHHBIX MPEMAapaToB M Kypca JICUCHHsS HAa KOHKPETHOM
TpYyIIIe )XHUBOTHBIX C OTPEACIICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHHsS 0e30MacHOCTH M 3(PQPEKTUBHOCTU JICKAPCTBEHHOIO Mpernapara, MpeaHa3HauYeHHOTO
JUTSL JICYCHHSI OIPENICIICHHBIX 3a00JICBaHU KUBOTHBIX, WIH 3PQPEKTUBHOCTU JICKAPCTBEHHOTO Tpenapara Jyis
po(UIAKTUKY 3a00JIeBaHUH 3710POBBIX )KHUBOTHBIX;

4) wu3y4YeHHS BO3MOXKHOCTCH paCIIMPCHHUS [IOKa3aHUH K NPUMEHEHHIO 3apEeruCTPUPOBAHHOIO
JIEKapCTBEHHOTO Mperapara M BeIABICHUS paHee HEU3BECTHBIX NOOOYHbBIX JENCTBUN.

6. KimHMYeckoe WCCleOBaHUE JIEKAPCTBEHHOrO IIperaparta Uil BETCPUHAPHOTO TMPUMCEHEHUS
OCYIIECTBIISIETCS 32 CUET CPEJICTB Pa3paboTUNKa JICKAPCTBEHHOI'O CPEJICTRA.

7. OT4eThl 0 pe3yNbTaTax JOKIMHUYECKOTO UCCIICAOBAHUS JICKAPCTBEHHOTO CPEJICTBA M KIIMHHYECKOTO
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WCCIIEIOBAHMUS JICKAPCTBEHHOTO Tperapara JUisi BETEPUHAPHOTO NPUMEHEHHS COCTAaBIISIIOTCS pa3padOTINKOM
JIEKapCTBEHHOTO CPEACTBA C YUYETOM 3aKNIIOYEHHUH OpTraHW3alliii, IPUHUMABIINX yYacTHE B OpPTaHM3alUHA H
IIPOBEIEHUH 3TUX UCCIIEIOBAHUI.

8. KoHTposb 3a IpoBeieHnEM JTOKIMHUYECKUX UCCIICAOBAaHUHN JIEKaPCTBEHHBIX CPEACTB M KIMHUYECKUX
HCCIICIOBAHUN  JIEKApPCTBEHHBIX  IPENapaTroB Uil  BETEPHUHAPHOTO  MPHUMEHEHHUS  OCYLIECTBIISETCS
YIOJIHOMOUYEHHBIM (eiepaIbHbIM OPTaHOM HCIIOTHUTEIBHON BIACTH.

IF'APAHT:  Cwm. KOMMeHTapun k cratee 12 HacTosmero deaeparbHOTO 3aKOHA

Hupopmayusn 06 usmenenusx:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparsibHbIl 3aKOH om
30 ausaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'xaBa 6. OcleIeCTBJIeHHe l"OC}’I[apCTBeHHOﬁ Perucrpanuu, peruCTpainuu JeKapCTBEHHBIX MMpenapaToB

Hupopmayusn 06 usmenenusx:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparibHbIl 3aKOH om
30 ausaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

Cratba 13. ['ocynapcTBeHHas! perucTpanusi, perucTpalys JICKapCTBEHHBIX PENapaToB

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 30 ausaps 2024 2. - @edepasribHbili 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. B Poccuiickoii @eneparyu 10MyCKalOTCs POU3BOJICTBO, XpaHEHHE, MEPEBO3Ka, BBO3 B Poccuiickyro
®enepanmio, BbIBO3 U3 Poccuiickoit Penmepanuu, peknama, OTIYCK, peanu3alusi, Iepelnada, NPUMEHEHHE
JICKapCTBEHHBIX IIPENapaTroB, €CIM OHH 3apErHCTPUPOBAHBI YIIOJIHOMOUYCHHBIM (ellepalbHbIM OpPraHOM
HCTIONIHUTENLHON BIACTH B COOTBETCTBHHM € HacTosAmuM DexepanbHBIM 3aKOHOM JTHOO B COOTBETCTBHHU C
aKTaMH, COCTaBISAIOIMMHU ITpaBo Coro3a.

2. l'ocynapcTBEHHOW peruCTpariy MOIJIeKaT:

1) Bce nekapcTBEHHBIC MpenapaThl, BIEPBBIE MOAJEKAllMe BBOAY B oOpameHne B Poccuiickoit
®denepauny;

2) IleKapCTBEHHbIE TIpenapaTrhl, 3aperuCTPUpPOBAHHBIE paHee, HO TMPOU3BEACHHBIE B JAPYTUX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBaHUIl JIEKapCTBEHHBIX (OpM, B HOBOH
JO3UPOBKE IPH JOKA3aTEIIbCTBE €€ KIMHUYECKOH 3HaYMMOCTH U 3(PPEKTUBHOCTH;

3) HOBbIE KOMOMHAIIMK 3aPETUCTPUPOBAHHBIX PaHEe JIEKAPCTBEHHBIX MIPETapaToB.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

3. T'ocymapcTBeHHasl pEerucTpanus JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISIETCS MO pe3yJbTaTaM
9KCIIEPTU3HI IEKAPCTBEHHBIX CPEIICTB.

Huopmanyusa 06 uzmenenusx: Yacme 4 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
Yacmo 4 usmenena c 30 saneaps 2024 2. - ®edeparsbHbili 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

4. TocymapcTBeHHasi pervcTpalys JEKapCTBEHHOTO MperapaTta OCYIIECTBISAETCS COOTBETCTBYIOLINM
YIIOJTHOMOUYCHHBIM ~ (pe/IepalibHBIM OpPTaHOM HCHOJHUTENBHOM BIIACTH B CPOK, HE NPEBBILAIONIMN CTa
HIECTUACCATH pabOyMX THEW CO JHS MPHUHATHUS 3asBICHUS O TOCYJaPCTBCHHOW PErMCTPAIMU JICKAPCTBEHHOTO
rperapara Juisl MEIUIUHCKOTO TIPUMEHEHHS, ¥ B CPOK, HE TIPEBBIIIAIONINI CTa BaJIaTh pabodux JHEU CO JHS
IPUHATHS 3asBJICHUS O TOCYJapPCTBCHHOM PETHCTpAIlMU JICKAPCTBEHHOTO Mperapara Ui BETEPUHAPHOTO
npuMeHeHHs. B yka3aHHBIN CpOK BKITIOYAETCs BpeMsi, HEOOXOAUMOE ISl TIOBTOPHOTO MPOBEACHUS IKCIIEPTU3BI
JICKApCTBEHHOTO CpPEACTBA B COOTBETCTBMH co CTatbel 25 Hactosimero ®enepansHoro 3akona. Cpok
I‘OCYIIapCTBeHHOﬁ perucTpanru JCKapCTBEHHOI'O Iperapara HCHUCTIACTCA CO AHA IMPUHATHA COOTBETCTBYIOIIUM
YIIOJTHOMOUYCHHBIM ~ (peiepaibHbIM  OpPraHOM HCHOJIHHUTEIBHON BIIACTH COOTBETCTBYIOIIETO 3asBICHUS O
roCyJapCTBEHHOW PEruCTpaliyl JICKAPCTBEHHOTO Iperapara ¢ NPHIOKEHHEM HEOOXOIMMBIX IOKYMEHTOB IO
JIeHb BBIJaYd PETUCTPAMOHHOTO YAOCTOBEPEHHMS JICKAPCTBEHHOrO Tpemaparta. Bpems, HeoOXxomumoe s
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HaTpaBJICHUs YIIOJIHOMOYEHHBIM (efiepaibHBIM OpPraHOM HCTIOJHUTEIBHOM BIIACTH 3alpoca O MpPeACTaBICHUH
HEOOXOJUMBIX MATEpUANIOB W MPEJCTABICHUS 3asBHTEIIEM OTBETa HAa JAHHBIA 3alpoCc B COOTBETCTBHH CO
cratbamm 16, 19 u 23 Hactosmiero ®enepalbHOr0 3aKOHA, HE YUYUTHIBACTCS IMPH HCUYHMCICHHH CPOKa
rOCYJJApCTBEHHON PETUCTPAIINH JICKAPCTBEHHOTO Tpernapara.

5. 'ocynapCTBEHHOM perucTpaluy He MOJIexKaT:

Hupopmauus 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 mapma 2025 2. - ®edeparibHbil 3akoH om 30
oekabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

1) nmexkapcTBeHHBIE TIpemapaThl, H3TOTOBJICHHBIE allTeYHBIMH OPTaHM3ANHSAMH, BETEPUHAPHBIMU
anTEeYHbIMU OpTaHU3AlUsIMHU, WHIUBUAYAJIBHBIMH MPEANPUHUMATEISIMU, KOTOPHIE HMEIOT JIMUEH3HIO Ha
(hapMareBTHYECKYIO JeSTENLHOCTD, 0 PEelenTaM Ha JIEKapCTBEHHBIC MPeraparhl 1 TPeOOBaHUSIM METUITTHCKIX
OpraHu3anvii, BeTEpUHAPHBIX OpraHU3alWM{ WM OpraHu3alui (MHAMBUAYAIBHBIX MNpPEANPHUHAMATENCH),
OCYIIECTBIISIONIUX Pa3BEICHUE, BBIPALIUBAHUE U COJAEPKAHNUE KUBOTHBIX;

2) neKapCTBEHHBIC TMpenapaTthl, NPUOOpETEeHHbIE (HU3MYECKHMMHU JHLAMH 3a Impenenamu Poccuiickoi
depepanu U IpeHA3HAUYECHHBIE JUIS JIMYHOT'O UCIOJIb30BaHNUS;

3) ;mekapCTBEHHBIE IpemapaThl, BBO3UMEIE B Poccuiickyto demeparnuio st OKa3aHUsS MEIUIIMHCKOU
IIOMOIIM IO >KU3HEHHBIM IIOKA3aHMSIM KOHKPETHOI'O MAlMEHTa Ha OCHOBAaHUM pPa3pelICHMs], BBIIAHHOIO
YIOJTHOMOYEHHBIM (peiepabHBIM OPTaHOM UCITOTHUTENFHON BIACTH;

4) nexapcTBeHHBIC CpEACTBa, BBO3WMBIC B Poccuiickyio demepamuio Ha OCHOBAaHWH BBIJAHHOTO
YIOJTHOMOYEHHBIM (pefiepaabHpIM OpraHOM HCIONHUTENHHOW BIIACTH Pa3pelIeHUs W TpeAHa3HadeHHbBIE I
MIPOBEJICHHST KIMHUYECKUX WCCIECIOBAHUNA JIEKAPCTBEHHBIX IMpermapatoB W (WJIHM) TPOBEACHUS JKCIEPTH3BI
JIEKapCTBEHHBIX CPEICTB ISl OCYIIECTBICHUS FOCYAAPCTBEHHON PETUCTPALIMH JIEKAPCTBEHHBIX MIPENapaToB;

5) dpapmarnieBTHYECKHE CYOCTaHIINY;

6) panmodapManeBTUUYECKUE JICKAPCTBEHHBIC MpenapaThl, H3TOTOBICHHBIE HEMOCPEACTBEHHO B
MEIMIUHCKAX OpraHu3alusx B TMOPSAAKE, YCTaHOBIEHHOM YIOJIHOMOYEHHBIM (eaepanbHbBIM  OpraHoM
HCIIOJTHUTENbHON BIACTH;

7) nexapcTBEHHBIE MpenapaTsl, MPOU3BOIUMBIE JJIS SKCIIOPTA;

Hnupopmayus 06 usmenenusix: Yacme 5 donoanena nynkmom 8 ¢ 1 cenmsabps 2024 2. - @edepasibHbll
3aKkoH om 30 aueaps 2024 2. N 1-D3

8) OHMOTEXHOJIOTMYECKHE JICKAPCTBCHHBIC IIpenapaThl, MPEIHA3HAYCHHBIC JUIS TPUMCHCHHS B
COOTBETCTBHM C WHIUBUIAYaTbHBIM MEIUIMHCKUM HAa3HAYCHHEM M CICIMAIbHO W3TOTOBJICHHBIC IS
KOHKPETHOTO TMAIlMEeHTa HEMOCPEICTBEHHO B MEIUIIMHCKOW OpraHM3aliy, B KOTOPON MPUMEHSETCS TaKOH
OMOTEXHOJIOTUYSCKHAN JICKAPCTBECHHBIN Mpenapar, UMEIOIMNE B CBOEM COCTaBE COCTUHCHUS, CHHTC3UPOBAHHbBIC
10 pe3yibTaTaM TEHETHYSCKUX WCCICAOBAHWNA MaTeprajia, IOJNYYCHHOTO OT IIalMeHTa, I KOTOPOTO
M3rOTOBJIEH TaKOH OMOTEXHOJOTHYECKHI JIEKAPCTBEHHBIH mpemnapart. [lepeyeHb MeIUIMHCKUX OpraHu3alluii,
AMEIONINX TPaBO HW3rOTaBIMBATH W MPHUMEHATh Takue OMOTEXHOJOTHYECKHE JIEKapCTBEHHBIE MpPEnaparsl,
yrBepxknaercs IlpaButensctBom  Poccuiickoir  ®enepaumu. PaspemieHne Ha  OpUMEHEHHME  TaKUX
OMOTEXHOJIIOTHYECKUX JIGKAPCTBEHHBIX MPENapaToB BBHINAETCS YHOTHOMOUYEHHBIM (hefepallbHBIM OpraHOM
HCTIONIHUTENBHOM BIacTH B NOPSAAKe, ycraHaBmuBacMoM [IpaBurensctBoM Poccuiickoit deneparmu. [opagok
oOpaileHusl TakKux OMOTEXHOJOTHYSCKUX JIEKaPCTBEHHBIX MPENapaToB, BKIIOYAs MOPSAOK WX HU3TOTOBJICHUS,
MIPOBEJICHHS 3KCIIEPTHU3bI, OCYIIECCTBICHHUS KOHTPOJIS KayeCTBa TAKUX OMOTEXHOJOTHYECKHUX JICKAPCTBEHHBIX
MpernapaToB, NPUMEHCHHS, XPaHCHUs, TPAHCIIOPTUPOBKA U YTWIM3AIMH TaKUX OHUOTEXHOJIOTHMYECKUX
JIEKapCTBEHHBIX IMperapaToB, a Takke TPeOOBaHUS K TakuM OHOTEXHOJOTMYECKUM JIEKAPCTBEHHBIM
mpemnaparaM W METUIIMHCKUM OPTaHHU3AIUsIM, MX HM3TOTABIMBAIOIIUM U TMPUMEHSIONINM, yCTAHABIMBAIOTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusix:  Cmamos 13 dononnena wacmoio 5.1 ¢ 1 cenmsnbps 2024 2. - @edepasibHbll
3aKoH om 30 sineaps 2024 2. N 1-D3

5.1. 3agBreHHe O PErHCTPALMU BOCIPOM3BEJIEHHOIO JIEKAPCTBEHHOI'O Ipemnapara JUIsi MEIUIIMHCKOTO
MPUMEHEHUS MOXET OBITh MOJAaHO B YIOJHOMOYECHHBIH (efepanbHblii OpraH HCIONHHUTEILHONW BIACTH,
OCYIIECTBIISIONTNI TOCYIapCTBEHHYIO PETUCTPAIIHIO JICKAPCTBEHHBIX MPENapaToB, M0 HCTCUCHUH YETHIPEX JIET C
JIaThl TOCYNAapCTBEHHOW PErucTpaluyd WM pPerucTpanuu pedepeHTHOro JIEKapCTBEHHOTO Nperapara i
MEIMIIMHCKOTO IpuMeHeHus B Poccuiickoit denepariuu.

Hudopmayus 06 uzmenenusx: Cmamos 13 oononnena uacmoio 5.2 ¢ 1 cenmsabpsa 2024 2. - ®edeparibHbIl
3aKoH om 30 saneaps 2024 2. N 1-D3

5.2. 3asgBieHHE O pPETHCTpPAIMU OMOAHAJIOTOBOTO (OMOMOMOOHOr0) JIEKApCTBEHHOTO IIperapara
(6bnoananora) s MEIUIIMHCKOTO MMPHUMEHEHUSI MOXKET OBITh TIOZJAHO B YIIOJIHOMOYEHHBIN (hefepallbHbIi OpTraH
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HCTIOTHATENFHOM BJIACTH, OCYIIECTBIIIOIINI rOCYIapCTBEHHYIO PETUCTPAIINIO JIEKAPCTBEHHBIX MTPETapaToB IS
MEJIULUHCKOIO IPUMEHEHUS, II0 UCTEUEHUH TPEX JIET C 1aThl TOCYIAPCTBEHHOW PEruCTpallii WU PETUCTPALINA
pedepeHTHOTO JIeKapCTBEHHOTO TpemnapaTa B Poccutickoit Deaepanun.

Hupopmayus 06 usmenenusx:  Cmamos 13 donoanena uacmoto 5.3 ¢ 1 cenmabps 2024 2. - DedeparbHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

5.3. He pnomyckaercs WCHOJB30BAaHHE B KOMMEpPYECKHMX IENIX HHPOPMAIUKU O pe3yibTarax
JOKJIMHUYECKUX MCCIICAOBAaHUN JIEKAPCTBEHHBIX CPEINCTB M KIMHMYECKUX MCCIEIOBAaHUN JIEKapCTBEHHBIX
[penapaToB Al MEIMLMHCKOIO INPUMEHEHHMS, IPEICTABICHHOW 3asiBUTENEM Uil TOCYNapCTBEHHOU
perucTpanyy Wi PEerucTpalyy JEKapcTBEHHOIo Ipemnapara, 0e3 ero corjacus B T€YEHHE LIECTH JIET C JaThl
rOCYJapCTBEHHON PETUCTpPalud WIHM PETUCTpalru pedepeHTHOro JIEKapCTBEHHOIo mpemnapara B Poccuiickoit
depepanuu.

6. He nomyckaeTcst rocyAapCTBEHHAs pETUCTPALUS:

1) JexkapCTBEHHBIX MpENaparoB, OTIMYAIOUIMXCS APYyr OT Jpyra KadyeCTBEHHBIM COCTaBOM
ILCIZCTBYIOHIHX BCUIIECTB, IO OJUHAKOBBIM TOPIrOBBIM HAMMCHOBAHUCM;,

Hupopmayus 06 usmenenusx:  I[lynkm 2 uzmenen ¢ 15 wiona 2018 2. - @edeparsibHbIU 3aKOH om 4 utons
2018 2. N 140-D3
Cwm. npedbidywyro pedakyuro

2) OIHOTO JEKApCTBEHHOTO IIpemnapara, MPEACTABICHHOTO Ha TOCYJAapCTBEHHYIO PETHUCTPAIUIO B
OTHOIIECHUH OJHOTO U TOTO XK€ JCP>KaTeNsl WK BJIaJIebIla PETUCTPAIIMOHHOTO yIOCTOBEPEHHUS JICKAPCTBEHHOT'O
mpenapara B BUJE ABYX U 00Jiee IeKapCTBEHHBIX MIPENapaToB MO Pa3IMYHBIMU TOPTOBEIMU HATMEHOBAHUSIMHU.

Hupopmayus 06 uzmenenusix: Yacme 7 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

7. Tlo 3ampocy B 2iekTpoHHOW (opMe CcyObekTa OOpalleHus JICKAPCTBEHHBIX CPEICTB
COOTBCTCTBYIOIIMM YIIOJTHOMOYCHHBIM @eﬂepaﬂbHIﬂM Opranom HUCIIOTHUTEILHON BJIaCTH, OCYIICCTBJIAIOIINM
TOCYy/IapCTBEHHYIO  PETrHCTPaldi0  JIEKApCTBEHHBIX  IpErmapaTtoB, B YCTaHOBIEHHOM WM  MOPSAAKE
OCYLUECTBIISIETCSI Hay4YHOE KOHCYJIBTHUPOBAaHHE MO BONPOCAM, CBS3aHHBIM C IMPOBEACHUEM JOKIMHHYECKHX
HCCIEAOBAHUM, KIMHUYECKUX  HUCCIEIOBAHUM  JICKAPCTBEHHBIX IPEMapaToB, SKCIEPTHU3bl  KadyecTBa
JIEKapCTBEHHBIX  CPelnCcTB, J((EeKTHBHOCTH ¥ 0E30MacHOCTH, C OCYIIECTBIEHHEM TOCYIapCTBEHHOW
perucTpalyy JEKapCTBEHHBIX MpenapartoB. KOHCYNbTHpPOBaHHE OCYIIECTBISETCS C MPUBICYCHUEM
(henepanbHBIX TOCYJApCTBEHHBIX OIO/PKETHBIX YUPEKICHHUH, IMOIBEIOMCTBEHHBIX IaHHOMY (elepallbHOMY
OpraHy HCIOJIHMTEIbHOM BIAacTH M HE YYAaCTBYIOIIMX B OpraHU3alMM IMPOBENEHUS IKCIEPTU3bl KadyecTBa
JIEKapCTBEHHBIX CPEJCTB B LEIAX OCYIIECTBIECHUS HMX TOCYJApCTBEHHOM PEruCTpallid B COOTBETCTBHH CO
crateen 16 macrosimero ®depepaabHOTO 3aKOHA, B BHJC OTBETa B MHUCHMEHHOH (OpME YMOTHOMOYCHHOTO
(denepanabHOr0 OpraHa HCIOJHHUTENLHONW BIAacTH Ha 3ampoc. PasMep B3uMmaeMoll ¢ 3asBHTENS IJIaThI
OIpeNeNsieTcss B COOTBETCTBUH C 3aKoHOOATerbCTBOM Poccuiickoit ®@enepanuu 00 opraHuzaiuu
[IPEeIOCTABICHHSI TOCYJapCTBEHHBIX M MYHHIMNANBHBIX yciuyT. MH}opMaius 06 OCymecTBIEHHH HAyYHOTO
KOHCYJIbTUPOBaHUA, B TOM YHUCIIC CTaTbH, 0630pBI, CIIPAaBOYHBIC MAaTCpUaJIbl W HHaAA I/IH(I)OpMaHI/ISI 00
OCYIIECTBICHHN HAYYHOTO KOHCYJIBTHPOBAHWS, pa3Meliaercs Ha OQHUIMAT-HOM CaiiTe yIOJTHOMOYEHHOTO
(hemepaTbHOTO oOpraHa WCIOJIHUTETbHOW BiacTm B cetu "MHTEepHeT" C COOMIOACHHEM OTpaHUYCHHA,
YCTaHOBJICHHBIX 3aKOHOLATENbLCTBOM O MEPCOHANBHBIX JAHHBIX, KOMMEPYECKOH W (WIH) TOCYIapCTBEHHOW
TalHe.

Undopmayus 06 usmenenusx: Yacme 8 usmenena ¢ 8 mapma 2022 2. - ®edeparsibHbIU 3aKOH om 8 mapma
2022 2. N 46-D3
Cwm. npedbidywyto pedakyuro

8. T'ocymapcTBeHHas perucTpanus JEKapCTBEHHBIX IpENapaToB, KOTOPBIE MpEAHA3HAYEHBl IS
NIPUMEHEHHUS B YCIOBMSX BOEHHBIX JEHCTBHMH, UpE3BBIYAMHBIX CUTyalMH, MPEAyNpPEXACHUS UYpe3BbIUAHBIX
cUTyauuid, NpoQUIaKTUKW W JiedyeHHs 3a00JieBaHUM, NPEACTABISIOMIMX OMACHOCTh Ul OKPY)KaIOIIMX,
3a00J€BaHU M TOpPaKCHWH, IOJyYSHHBIX B pe3yJibTare BO3IEHCTBUS HEONAarONpUSATHBIX XUMHUYECKHX,
OMOJIOTHUECKHX, PaTUallMOHHBIX (DAKTOPOB, H KOTOpPBIE pa3padOTaHbl B TOM YHCIE MO 3aaHuI0 (QeaepalbHbIX
OpPTraHOB HCIIOJIHUTEIBHOM BJACTH, YIOJHOMOYEHHBIX B 00JacTH OOOPOHBI CTpaHbl W 0OE30MacCHOCTH
rOCyJapCTBa, a TAaKXKe JIEKAPCTBEHHBIX CPEJICTB B CiIydae uX Ne(PEeKTYphl WIH PUCKA BOSHUKHOBEHUS EPEKTYPHI
B CBSI3M C BBelAeHUEM B oOTHoueHHH Poccuiickoii denepanuy OrpaHUUYUTENBHBIX MEpP 3KOHOMHUYECKOIO
XapakTepa OCyIlIecTBIsieTcs B MOPAAKe, yeranoBieHHOM [IpaBurensctBom Poccutickoit denepaiuu.

T'APAHT: CM. KOMMeHTapum k cratbe 13 HacTosmero denepanibHOTO 3aKOHA
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Hudopmayua 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-@3 cmamova 14
nHacmosiye2o PedepanbHo20 3aKOHA U3LONCEHA 8 HOBOU pedakyuu, scmynarowed e cuny ¢ 1 uions 2015 2.
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratbs 14. [IpuHIMIIBI SKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB

1. DkcnepTr3a JeKapCTBEHHBIX CPEICTB OCHOBBIBACTCS Ha MPUHIIUIIAX 3aKOHHOCTH, COOJIOCHHS TPaB
U CcBOOOJ 4eNOBeKa M TpaKIaHWHA, MPAB IOPUANYECKOrO JIMIA, HE3aBHCHMOCTH JKCIEpTa, 0OBEKTHBHOCTH,
BCECTOPOHHOCTH M TIOJHOTBI MCCJCAOBAHHM, MPOBOAUMBIX C HCIIOJIb30BAHHEM COBPEMEHHBIX OCTHIKCHHM
HayKH W TEXHHKH, OTBETCTBEHHOCTH ()eepajbHOr0 TOCYIapCTBEHHOTO OFO/DKETHOTO YUPEKICHHUS 110
MPOBEICHUIO KCIIEPTH3bI JIEKAPCTBEHHBIX CPEICTB U SKCIIEPTOB 3a MPOBEACHNE U KaUeCTBO IKCIIEPTU3BI.

2. DKCIIepTH3a JIGKapCTBEHHBIX MTPENapaToB IS MEJUIUHCKOTO IIPUMEHEHHS BKIIIOYACT B CEOsL:

Hupopmayusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 ansaps 2024 2. - ®edeparsibHbil 3aKkoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

1) oskcmepTH3y ITOKYMEHTOB, IIPEACTaBICHHBIX IS OINPEACICHHS BO3MOXHOCTH pPacCMaTpUBAaTh
JICKApCTBEHHBI TMpemapaTr s MEAWIUHCKOTO TPUMEHEHHs B KadecTBe OpPQaHHOTO JICKapCTBEHHOTO
npenapara;

Hngopmayus 06 usmenenusx: Ilynkm 2 usmenen ¢ 30 smseaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakuuro

2) JKCHepPTHU3y MPEIOKEHHBIX METOMOB KOHTPOJS KayecTBa JIEKAPCTBCHHOTO CpeAcTBa ¥ (HUIH)
Ka4yecTBa MPEACTABICHHBIX OOPA3IOB JIEKAPCTBEHHOTO CPEJCTBA C HCIOIB30BAaHMEM 3THX METOMOB (aanee -
IKCIIEPTH3a KauecTBa JICKAPCTBEHHOTO CPE/ICTBA);

3) 9KCHepTH3y OTHOIICHUS OKHAAEMOM MMOJB3BI K BO3MOKHOMY PHCKY NMPUMEHEHHS JEKapCTBEHHOTO
npernapara;

Hupopmayus 06 usmenenusx:  Yacmo 2 dononnena nynkmom 4 ¢ 1 mapma 2020 2. - DedeparsribHbIl 3aKOH
om 27 oexabps 2019 2. N 475-D3

4) sKcmepTU3y pPETUCTPAIMOHHOTO JIOChe Ha JIEKapCTBEHHBINH IIpernapar B LENSIX ONpeAeTeHHs
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENapaToB ISl MEJUIIMHCKOTO IPUMEHEHHS.

3. DkcmnepTu3a JIEKapCTBEHHBIX MpPEmapaTroB IJisi BETEPUHAPHOTO NPUMEHEHHS BKIIOYAeT B ceOs
SKCIEPTU3Y KAUECTBa JIEKAPCTBEHHOI'O CPEJICTBA U SKCIIEPTU3Y OTHOLIECHUS O’KUIAEMOM MOJIb3bl K BO3MOKHOMY
PUCKY IPUMEHEHMS JIEKAPCTBEHHOI'O IIpenapara.

T'APAHT: CMm. [lonoXeHume o nopsake OSKCIEPTU3bl, HCOBITAHWS W DPETHCTPALMd  BETEPUHAPHBIX
npenapatoB B PO, yrBepxkaenHoe [ TaBHBIM rocy1apcTBEHHBIM BETEpUHAPHBIM WHCTIEKTOPOM P®D 3 okTs0Ops
1995 r.

CM. KOMMeHTapuu k cratbe 14 Hactosmiero deaepaabHOTO 3aKOHA

Hupopmayusn 06 usmenenusx:  Cmamos 15 usmenena ¢ 30 ansaps 2024 2. - @edeparibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

Cratba 15. ®enepanpHoe rocyJapcTBEHHOE OIOKETHOE YUPEKICHHE MO MPOBEICHHIO IKCIEPTU3BI
JIEKaPCTBEHHBIX CPECTB
OKkcnepTh3a JICKapCTBEHHBIX CPEICTB NPOBOAUTCS (pelepaqbHbIM TOCYHAPCTBEHHBIM OIOKETHBIM
YUpEXIEHHEM COOTBETCTBYIOIETO YIOJIHOMOYEHHOIO (QeaepasbHOr0 OpraHa HCIOJHUTENIBHON BlacTw,
CO3JIaHHBIM UL OOecieueH s HCIIOTHEHUS TOJTHOMOYHHI 3TOro (heaepalbHOTO OpraHa o Bblave pa3pelieHui
Ha TpPOBEACHHE KIMHUYECKUX MCCIEJOBAaHUI JIGKAPCTBEHHBIX MpenapaTtoB W (WJIM) MO TOCYAapCTBEHHOM
perucTpannu (perucTpalum) JeKapcTBEHHBIX MpenapaToB (Aajee - SKCIEepTHOE YUPEKIACHHUE).

I'APAHT: CM. KOMMEHTapuu k crathbe 15 HacTosmero PenepaabHOro 3aK0Ha

Undopmayus 06 usmenenuax:  DedeparibHbIM 3aKOHOM om 22 dexkabps 2014 2. N 429-D3 naumenosanue

cmamvu 16 Hacmosiyeco PedepanvbHoeo 3aKOHA U3LONCEHO 8 HOBOU pedaxyuu, ecmyrnarowel 8 cuny c 1
urons 2015 2.
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CM. mekcm HauMeHogaHUs 8 rpedbidyuwiel pedakuyuu

Ctatbs 16. Opranuzaiys IpoBeIcHHUS SKCIIEPTHU3BI JIEKAPCTBEHHEBIX CPEICTB

1. DkcniepTH3a IEKApCTBEHHBIX CPEJICTB MPOBOIUTCS KOMUCCUEH SKCTIEPTOB IKCIIEPTHOTO YUPEKICHHS,
HA3HAYCHHOM €ro pyKOBOJWTENICM, Ha OCHOBAaHHMU 3aJlaHHs Ha MPOBEACHUE DKCIEPTU3bI JIEKAPCTBEHHOTO
Cpe/ICTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (efepaTbHbIM OPraHOM HCIONHHUTEIBHOW BIACTH. PYKOBOIUTEND
9KCIEPTHOTO YUPESKICHUS OOCSCIeUnBacT HaJICKaIlee MPOBEICHUE SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBHH C 33JJaHHEM, BBIJJAHHBIM YIIOJTHOMOUYEHHBIM (pefiepaibHbBIM OpraHOM HCIIOIHUTEILHONW BIIACTH, U
OpraHMU3yeT MOATOTOBKY CBOJHOIO 3aKITFOUCHHs 3TOW KOMHUCCHH. B cocTaB 3TOW KOMHCCHU TIO PEIICHUIO
PYKOBOAMTENS 3KCIIEPTHOTO YUPESIKIACHUS MOTYT ObITh BKJIFOUEHBI B KAUECTBE IKCIIEPTOB JIUIIA, HE Pa0OTaIOIIHEe
B JIAHHOM SKCIIEPTHOM YYPEXKICHUH, €CIIH UX CICIUAIbHBIC 3HAHUS HEOOXOAUMBI JUIsl IIPOBEICHUS IKCIICPTH3BI
U TaKUE SKCIICPTHI OTCYTCTBYIOT B JJAHHOM 3KCIICPTHOM YUPEKICHUHU.

2. DKCHepTOM IO TMPOBEACHUIO JKCHEPTU3bl JICKAPCTBEHHBIX CPEJICTB SBISETCA AaTTECTOBAHHBIM
PabOTHUK 3KCIEPTHOTO YYPEXKACHHUSA, KOTOPBIH HMEET BBICIICC MEIUIMHCKOE, (apMaleBTHIYECKOE,
OHMOJIOrMYECKOe, BETEPHHAPHOE I XUMHUYECKOE O0pa30BaHHWE M IPOBOJUT IKCIEPTH3Y JIEKAPCTBEHHBIX
CPEIICTB B MOPSAKE UCTIOTHEHHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (1aee - SKCIepT).

3. Ilpm npoBeleHUH OKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB OJKCIEPT HE MOXKET HaXOJUThCS B
KakoW-TM00 3aBHCHMOCTH OT JIMI[A, HA3HAYMBIIETO 3Ty OKCIEPTH3y, Pa3paboTymka rnekapCTBEHHOro
CpefCcTBa WK APYTHX 3aMHTEPECOBAHHBIX B Pe3yIbTaTaX 3KCIEPTU3bI JIUII.

Hupopmayusn 06 usmenenusx: Hacmo 4 usmenena ¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenust yactu 4 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarollhecsl IPEAOCTaBJIEHUs] TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeactsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 gasaps 2026 r.
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX IpPENapaToB IS MEIULMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIHKaThI
PETUCTPAIMOHHBIX YOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxenus yactu 4 (B pemakuuu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacarommecs
IIPEIOCTABIECHUSI TOCYAAPCTBEHHBIX YCIAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 sgaBaps 2026 r. JIyOnuKaTtsl PErMCTPALMOHHBIX
YAOCTOBEPEHHUH JIEKAaPCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAFOTCS

4. Ilpn mpoBeeHNN YKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB HE JOITyCKaeTCs NCTPeOOBaHNE HKCIIEPTOM Y
3agBUTEN JMOO HMHBIX JMII MAaTepUaloB, HEOOXOOUMBIX MJIsI IPOBENEHHS OKCIEepPTHU3bl. B  ciyuae
HEIOCTaTOYHOCTH IIPEACTABICHHBIX OSKCIEPTY MAaTepHalioB B JHUYHBIA KaOWHET 3asBUTENsl B EOUHOU
rocyJapcTBeHHONH MH(POPMAaLMOHHONW cucTeMe B cdepe 3IpaBoOXpaHeHUs (manee - €OuHAs CHCTEMa)
9KCHEPTHBIM yUPEXIECHHEM HAIIPABISIETCS 3aPOC O NPEACTaBIEHHNH HEOOXOJUMbIX MaTE€pPUaAJIOB, OAIHCAHHbIN
pykoBoauTeneM (YIMOJTHOMOYEHHBIM JIMIIOM) SKCIEPTHOTO YUPEXIEHHS C HCIOIb30BAHUEM YCHIICHHOMN
KBaJTH(UIUPOBAHHON 3NIEKTPOHHO NOAMNUCH.

Hupopmayus 06 usmenenusx:  Yacmo 4.1 usmenena ¢ 30 ansapsa 2024 2. - ®edeparbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa yactu 4.1 (B pemaxkunu PepgepanbHoro 3akoHa ot 30 susaps 2024 r. N 1-D3),
KacarolIecsl IPENOCTaBJIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENTY, npumensatoTca ¢ 1 saBaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM pEerucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PErUCTPALMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 T. He BBIIAIOTCS
IMonoxenust yactu 4.1 (B pepaxuun PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABICHUSI IOCYAAapPCTBEHHBIX YCIYI IPH OOpalll€HUM JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoM EMNTY, npumensaoTesa ¢ 1 sgaBaps 2026 r. JyOmuKaTbl pervMcTpaliOHHBIX
YIOCTOBEPEHMI JIEKAaPCTBEHHBIX IpErnapaToB Jjs BEeTEpHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

4.1. 3asgBuTens 00s3aH HANPABUTH B JIMYHBIA KaOWHET HKCIEPTHOTO YUYPEKACHUS B €IUHON CHCTEMe
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MOJITMCAHHBIN YCHJICHHOW KBANM(UIIMPOBAHHON 3IIEKTPOHHOW MOLMUCHLIO OTBET Ha 3alpoc SKCHEPTHOTO
VApPEXICHUsI B CPOK, HE TPEBBIAIOIINNA JEBSHOCTA DPAa0OYMX THEH €O MAHS TONYYEeHHS OKCIEPTHBIM
YUPEXKICHUEM DJIEKTPOHHOTO YBEIOMIICHHS O MOJyYEHWM 3asBHTENEM 3ampoca. Bpems co AHA HamnpaBiIcHHA
9KCIEPTHBIM YUYPEXKICHHEM B JIMYHBIA KaOWHET 3asfBUTEIs B €AMHOW CHCTEME 3alpoca O MpPEACTaBICHUH
JOTOJTHUTENIFHBIX MAaTepHalIoB O JHS HAIPABICHUS 3asBUTEIEM B JIMYHbBIM KaOMHET IKCIIEPTHOTO YUPEKICHUS
B €IUMHOM CHCTEME OTBETa Ha 3alpoC HE YUMUTHIBAETCA NPH HMCUUCIECHUH CpOKa INPOBENEHUS JKCIEPTH3BI
JIEKapCTBEHHOI'O CPEJCTBA.

Hupopmayusn 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 4.2 (B pemaknuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacarolMecsl IPEIOCTABICHNs TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAIIEHMH JIEKAPCTBEHHBIX CPENCTB JUIS
MeauUMHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENTY, npumensatoTca ¢ 1 sasaps 2026 r.
PerucrpalioHHbIle  YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENApaToB JUII MEIUIMHCKOIO IIPHMEHEHHS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 r. He BBIIAIOTCS
IMonoxenus yactu 4.2 (B pegaxuun PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPENOCTABIEHUSI TOCYIAPCTBEHHBIX YCIYTI MIPH OOpAIlEHUH JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YJOCTOBEPEHHUI JIEKAPCTBEHHBIX IpernapaToB Jjs BeTepUHApHOro mnpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIJIAFOTCST

4.2. Ecnm 3asButeneM B cooTBeTcTBUHM ¢ 4YacTbto 1.1 ctatbm 30 wmm 4acteio 2 cratbu 34
Hacrosimero dexepanabHOro 3aKOHA MPEACTABICHA KOIMS PELICHHS YIOJIHOMOUYCHHOro (peepalibHOrO opraHa
HCTONHUTENIBHON BIAacTH O MpOBeACHHHM (apMalleBTUUECKOW HHCIEKIMH IPOU3BOACTBA JIEKAPCTBEHHBIX
CpeACTB Ui MEOULMHCKOIO IPUMEHEHUS Ha COOTBETCTBHE TpeOOBaHUSAM MPaBUIT  Haajexalen
MIPOM3BOJCTBEHHON MPAKTUKU EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, SKCHEPTY OO0 0GOPMIICHHUS PE3yJbTaTOB
3KCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA MPEJCTABIACTCS KOMUS 3aKIIOUEHHUS O COOTBETCTBHM IPOM3BOAUTEINS
JICKapCTBEHHBIX CpPEACTB TPeOOBAaHMSAM MpPaBUJI HaJIeXallel NpPOM3BOACTBEHHON MPAaKTUKH, BBIIAHHOTO
YHIOJIHOMOYCHHBIM (beI[epaJ'H:HI)IM Opranom HUCIIOJTHUTEILHON BJIaCTH, WIHN KOIIUA CCpTI/I(bI/IKaTa COOTBETCTBHUA
IMPOU3BOAUTECIIA JICKAPCTBCHHBIX CPEACTB MJIA MCAUIUHCKOI0 MPUMCHCHUS TpC6OBaHI/I5{M ImpaBUJI Hannemameﬁ
IIPOU3BOICTBEHHON IPAKTUKU EBpa3uiicCKOro 3KOHOMUYECKOr0 COI03a.

Hupopmayus 06 usmenenusix:  Yacmo 4.3 uzmenena ¢ 30 sausaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4.3. 3asBuTenb 0053aH HANPABHUTH B JIMYHBIA KaOMHET HKCIEPTHOTO YUPEKICHUS B €IUHOH cHCTEME
KOIMIO 3aKIIOYCHUS] WM KOIHIO CepTHU(HKATA, YKa3aHHBIX B 4acTu 4.2 HacTosmed craTbd, B CPOK, HE
MPEBBIIAIOMIMNA CTa BOCBMHAECATH pabo4YnxX MJHEW CO JHS TIOIYYCHHS DOKCIEPTHBIM YUPEKICHHEM
UIEKTPOHHOIO0 YBEJOMJIEHHS O IOJIY4YE€HHM 3asSBUTEIEM IIOANMCAHHOTO PYKOBOIUTENEM (YIOJIHOMOYEHHBIM
JMIIOM) OSKCIIEPTHOTO YUYPESKACHHS C HCIOJIB30BAaHHEM YCWICHHOW KBaIM(HUIUPOBAHHOW 3IEKTPOHHOM
noAanucK 3ampoca O MPEJOCTaBICHUN AOKyMEHTa. Bpemsl co NHA HampaBICHHs SKCIIEPTHBIM YUPEKICHUEM
3arpoca B JMYHbII KaOMHET 3asBUTENSI B €MHOW CUCTEME 10 JHS HAIPABJICHUS 3asiBUTENIEM B IMUHBIA KaOWHET
9KCIEPTHOTO YUPEKICHHS B €ANHON CUCTEME KOIIMH 3aKJII0YEHUS UM KOIMU CepTU(UKATA, YKa3aHHBIX B YaCTH
4.2 HacTosIIel CTaTbM, HE YUYHUTHIBAETCS NPH HCUUCIECHUHM CpPOKa MPOBEIEHUS 3KCIEPTH3Bl JEKAPCTBEHHOIO
CpeICTBa.

5. DKcnepT npu MPOBEACHUH NMOPYUEHHOM eMy PYKOBOJIUTENIEM SKCIEPTHOTO YUPEKACHUS SKCIEPTU3BI
JIEKapCTBEHHOTO CpeJICTBa 00s13aH:

1) mpoBecTH MOJTHOE MCCIeOBaHKEe MPEICTABICHHBIX €My 00BbEKTOB, MaTEepHAIIOB, JaTh 000CHOBAHHOE
1 OOBEKTHBHOE 3aKJIIOUEHHE 110 IMOCTABJICHHBIM IEpe] HUM BOIPOCAM HIIM MOTUBHPOBAHHOE 3aKIIIOYCHUE O
HEBO3MOKHOCTH TIPOBEJICHUSI WM OKCIEPTH3BI JIEKApCTBEHHOT'O CPEACTBA, €CIIH TIOCTABJICHHBIE BOIPOCHI
BBIXOJST 3a IPEebl CIIeLUaIbHbIX 3HAaHUN SKCIEPTa, 0OBEKTHl UCCIEAOBAaHUN U MaTe€pUalbl HEIIPUTOAHbI HIIH
HEIOCTATOYHbI IJIs1 MIPOBEACHUS MCCICNOBAHUI M auyd 3aKIIOYEHHsS JIMOO COBPEMEHHBIH YPOBEHb Pa3BUTHS
HayKH HE MO3BOJISIET OTBETUTH HA MIOCTABJICHHBIE BOIIPOCHI;

2) He pasrjamarb CBEICHHS, KOTOPbIE CTAlIM €My H3BECTHBI B CBS3M C IPOBEICHUEM 3KCIIEPTU3BI
JIEKapCTBEHHOTO CPENCTBA, a TAK)KE CBEJCHMSI, COCTABIAIOUINE FOCYAAPCTBEHHYIO, KOMMEPUYECKYIO MIIH MHYIO
OXpaHAEMYIO 3aKOHOM TailiHYy;
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3) o0ecneunTh COXPaHHOCTh MPEACTABICHHBIX 00BEKTOB UCCIICOBAHUI ¥ MaTEPUAIOB.

6. DKCIIepT HE BIIpaBe:

1) mpoBOAWTH SKCHEPTH3Y JIEKAPCTBEHHOTO CPEJICTBA IO OOpAIIeHUI0 HEMOCPEJCTBEHHO K HEMY
opranu3anui uiu GU3NIeCKUX JIHIL;

2) caMOCTOSITEBHO COOMpATh MaTepPHANbl TS MPOBECHUS SKCIICPTU3bI JICKAPCTBEHHOTO CPEJICTBA;

3) IPOBOAUTH SKCIEPTHU3Y JIEKAPCTBEHHOTO CPEZICTBA B KAYECTBE HETOCYIAPCTBEHHOTO SKCIIEPTA.

7. B cnyuae HEOOXOAMMOCTH 3KCIEPT BIIPaBE XOJaTaliCTBOBATh Mepe]] PYKOBOAUTEIEM 3KCIIEPTHOTO
YUPEXKICHHSI O TIPUBJICUSHUH K ITPOBEJCHHUIO SKCIICPTHU3HI JIEKAPCTBEHHOIO CPeCTBa APYTUX IKCIEPTOB.

8. Kaxnprii 3kcnepT, BXOASANIMA B COCTaB KOMHCCHUH DKCIIEPTOB, KOTOPOW MOPYYEHO MPOBEICHUC
OKCHEPTU3BI JICKAPCTBCHHOI'O CpCACTBA, HE3aBUCUMO U CaAMOCTOATCIBHO NPOBOAUT MCCJIICAOBAHMUA, OLICHUBACT
pe3yabTaThl, MOJyYEHHbIE WM JIMYHO M JPYTUMH OKCIepTaMu, W (OPMYIHPYET BBIBOJBI OTHOCHTEIHHO
IMMOCTAaBJICHHLIX BOIIPOCOB B MPEACIaX CBOMX CICHUAIbHBIX 3HAHUH.

9. PesynbTarThl 3KCIEPTU3bI JICKAPCTBEHHOTO CPEICTBA OQOPMILIOTCS 3aKIIOYCHUEM KOMHCCHU
OKCIICPTOB. B 3akmroueHnn KOMUCCHU OKCIIEPTOB YKa3bIBAOTCA IMEPECUCHDb HCCHCHOBaHHﬁ, 00BeEM MIPOBEACHHBIX
KaXJIbIM DKCIIEPTOM HCCIIEIOBAHNM, YCTAHOBJICHHBIE KKABIM W3 HUX (AKThl W CJCTaHHBIE B Pe3yJbTaTe
HCCIIEIOBAHNH BBIBOJBI. DKCIEPT, MHEHHE KOTOPOT'O HE COBIAJAET C PEIICHHEM KOMHCCHH 3KCIIEPTOB, BIIPaBe
BBIPa3UTh CBOC MHEHUE B TUCEMEHHOM (hopMe, KOTOpoe NMPUOOIIACTCS K 3aKITIOYCHU0 KOMUCCHU 3KCIIEPTOB.

10. DkcmepTsl, BXOIAIIME B COCTAB KOMHCCHH, TMPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBMH C 3aKOHOOAaTelNbCTBOM Poccuiickort @denmepanuu 3a gady 3aKIOYEHHS, COJCPXKAIIETO
HEe00OCHOBaHHbBIE WK (allbCU(DUITUPOBAHHBIE BHIBOJIBI, O UEM OHU JAIOT TOIHCKY.

11. Omnpenenenue ypoBHS NPOQECCHOHAILHOW MOJITOTOBKU JKCIIEPTOB M aTTECTallUsl MX HA IPaBO
OPpOBCACHUA OKCHEPTU3BlI JICKAPCTBCHHBLIX CPEACTB OCYHICCTBIIAIOTCA 3KCHCpTHO-KBaJ’II/Iq)I/IKaHI/IOHHI)IMI/I
KOMHCCUSIMU B I'Iopﬂ,El,Ke, YCTAHOBJICHHOM COOTBCTCTBYIOIIMUM YIIOJHOMOYCHHBIM q)e[[epaﬂbHI)IM Opranom
UCIIOJIHUTEIBHOW BJACTH. YPOBEHb NPO(PECCHOHATBHON IOATOTOBKH JKCIEPTOB IOAJICKHUT MEPECMOTPY
YKa3zaHHBIMU KOMUCCUAMU HE PEIKE YEM OJIUH pa3 B IIATH JICT.

Hudopmauua 06 uzmenenusx: PDedeparnbHbIM 3aKoHOM om 22 oexkabpsa 2014 2. N 429-D3 yacme 12
cmamvu 16 nHacmosiueco PedepanvbHo2o 3aKOHA U3LONCEHA 8 HOBOU pedaxyuu, ecmyrnarowel 8 cuny c 1
urons 2015 2.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

12. lMpaBuna mnpoBeacHUS SKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH OSKCIICPTHU3BI
OTJCTBHBIX  BUJIOB  JICKAPCTBEHHBIX  mpenapatoB  (pedepeHTHBIX  JIGKAPCTBEHHBIX  IPEMaparos,
BOCIIPOU3BEACHHBIX  JIGKAPCTBEHHBIX  IPEMapaTtoB,  OWOJNOTMYECKMX  JICKAPCTBEHHBIX  MpENapaTos,
OmoaHamoroBeix  (OMOMOMOOHBIX)  JIEKAPCTBEHHBIX  TpemaparoB  (OMOAaHANIOTOB), TOMEOMATHYECKHX
JICKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MpPENapaToB, KOMOWHAIMHA JEKapCTBEHHBIX
mpenapaToB), (OOPMbl  3aKIIOYEHHH KOMHCCHH  OJKCICPTOB  YCTAHABIMBAIOTCS  COOTBETCTBYION[HUM
YIOJTHOMOYEHHBIM (heiepalibHbIM OPraHOM HCITOJIHUTEIILHOW BIACTH.

T'APAHT: CmM. KOMMeHTapuu k cratbe 16 Hactosiero dexaepanbHOro 3aKOHA

Undopmauus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 22 dexabpsa 2014 2. N 429-D3 cmamwvs 17
Hacmosie2o DedepanbHo2o 3aKOHA UZNI0ANCEHA 8 HOBOU pedakyuu, ecmyrarowed e cury ¢ 1 uons 2015 2.
Cm. mekcm cmambu 8 npedbidywel pedakyuu

T'APAHT: Jlo 31 mexabps 2025 r. mis JIEKapCTBEHHBIX IIPENApaTOB JUISI BETEPHUHAPHOIO IIPUMEHEHHUS,
MIPOM3BEACHHBIX Ha Teppuropur P® B MHensx HMIOPTO3aMEIIEHHs,, B TOM 4YHCJIE OPHUIHHAJIBHBIX
JIEKapCTBEHHBIX TIPEIMapaToB, YCTAHABMMBAETCHA pPEKHM YCKOPEHHOH MPOIEAYPHl TOCYIapCTBEHHOM
pEeTHCTpaIiy, He MpeBhImarommi 60 padounx mHekH

Cratba 17. [logaua U pacCMOTpEHHE 3asBJICHUS O TOCYAAPCTBEHHON PErHCTPALMU JICKAPCTBEHHOTO
npenapata IJisl BETepUHApHOTO IPUMEHEHHS

Uuopmayus 06 usmenenusx: Yacme 1 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbil 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakuyuro
Yacme 1 usmenena c 30 ausaps 2024 2. - @edeparibHbili 3akoH om 30 aneaps 2024 2. N -3
Cwm. npedbidywyro pedakuuro

T'APAHT: ITonoxenusa vactu 1 (B pemakumu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacaroluecs MPEJOCTaBICHNsI T'OCYAApPCTBEHHBIX YCIYr MpPHU OOpAaIlEHUH JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MpuMeHeHus: mocpenctBom ENMMY, npumeHsawoTca ¢ 1 suBaps 2026 1. JlyOnukats
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

PETHCTPAITMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX MPEMAPaTOB IS BETCPUHAPHOTO IPUMEHEHHSI C 1 sTHBapSI
2026 r. He BBIIAIOTCS

1. Ins rocymapCTBEHHOM perHcTpalyy JISKapCTBEHHOTO TperapaTa Uil BETepHHAPHOTO MPHUMEHEHUS
pa3pabOTIMK TAKOTO JIEKAPCTBEHHOT'O TperapaTa Wik YIOJIHOMOYEHHOE UM APYTroe IOpHIHYecKoe JIHIO0 (anee
B HACTOSIIEH CTaTbe - 3asABHTENb) HANpABISET IOCPEICTBOM  (peIepalbHOW  TOCyIapCTBEHHOU
nHpopmamonHoi cuctemMbl "EAMHBIA MOPTan TocylapCTBEHHBIX M MYHUIMIAIBHBIX ycuyr ((QyHKIwii)"
(manmee - eAMHBII MOPTaN) B YIOJHOMOYCHHBIH (elepaibHBI OpraH HCIOJHHUTEIBHON BIACTH 3asBICHHUE O
rOCYJapCTBEHHON pErucTpauuy JIEKapCTBEHHOIO IMpenapaTta IJisi BETEpUHAPHOTO MPUMEHEHUS, MOAIMHCAHHOE
YCUJICHHOW KBaJH(DUIIMPOBAHHON 3IEKTPOHHOW MOAMNUCHLIO, a TaKkKe JOKYMEHTBI, U3 KOTOPBIX (POpPMHUpYETCs
PETUCTPaLMOHHOE I0Che Ha JIEKapCTBEHHBIH MpenapaT il BETEPHHAPHOTO PUMEHEHHSL.

2. B 3asBieHuH 0 rocyJapCTBEHHOW pPETHCTpalliy JIEKApPCTBEHHOTO Mperapara A BETEPHHAPHOTO
IIPUMEHEHUS YKa3bIBAIOTCS:

1) HauMeHOBaHKeE U aJpec 3asBUTENS, Pa3pabOTUHKA U TIPOU3BOIUTENS JIEKAPCTBEHHOTO MpenapaTa Juis
BETEPUHAPHOTO NPHMEHEHHS M aJpec MeCTa OCYIIECTBICHHS MPOM3BOJICTBA JEKAPCTBEHHOTO IperapaTa Jyisi
BETEPUHAPHOTO TIPUMEHEHHS (B CIydae HaJIW4YMsi HECKOIBKMX YYaCTHHKOB IIpoIecca IPOHM3BOJCTBA
HE00XO0MMO yKa3aTh K&KIOTO U3 HUX);

2) HaMMEHOBaHHE JIEKAPCTBEHHOT'O IIpenapara Uil BETEPUHAPHOTO IMPUMEHEHHUsS (MEKTyHapOIHOE
HETaTeHTOBAHHOE, WM IPYNIIHPOBOYHOE, MIIM XMMHUYECKOE U TOPrOBOe HANMEHOBAHH);

3) mepedyeHp OEHCTBYIOUIMX W BCIIOMOTATEIbHBIX BELIECTB, BXOASAIIMX B COCTaB JIEKAPCTBEHHOI'O
npenapara JJisi BETepMHAPHOTO0 IPUMEHEHUS], C yKa3aHHEM KOJIMYECTBA KaXKI0T0 U3 HHX;

4) nexapcTBeHHas QopMa, JO3UPOBKA, CHOCOOBI BBEAEHHS W TPHMEHEHHUS, CPOK TOTHOCTH
JIEKapCTBEHHOTO Tperapara JUis BETCPHHAPHOTO MTPUMEHEHUS;

5) papmakoTepaneBTHUECKAs TPYIINA;

6) HEoOXOTUMOCTh TMPHUMEHEHHUS YCKOPEHHON MpOIEAyphl IKCIEPTU3bI JIEKAapCTBEHHBIX CPEACTB B
LEJIX TOCYJAPCTBEHHON PETUCTPAINH JIEKAPCTBEHHOTO Mpenapara;

7) KOIMU TOKyMEHTOB, IIOATBEPKAAIOIINX YIUIATy TOCY1apCTBEHHOM HOILINHBL:

a) 3a TPOBEICHHE ODKCIEPTH3bl KadecTBa JICKAPCTBEHHOTO CPEACTBA M OSKCHEPTHU3Bl OTHOLICHUS
OXHIAaeMOIl TONb3Bl K BO3MOXXHOMY PHCKY INPHMEHEHHS JIEKapCTBEHHOTO MperapaTta Uil BETEPHHAPHOTO
MPUMEHEHUS IIPU €T0 TOCYAApPCTBEHHON PErHCTpanuy;

0) 3a BBIIa4y PETHCTPAIMOHHOTO yJOCTOBEPEHUS JIEKAPCTBEHHOTO TIperapaTa;

Undopmayus 06 usmenenusx: ®edeparibHbiM 3aKOHOM om 13 urona 2015 2. N 241-D3 6 nynkm 8 uacmu 2
cmamou 17 nacmosiue2o PedepaibHo20 3aK0HA 6HEeCeHbl USMEHEHUS
Cm. mekcm riyHkma 8 rpedbidyuiel pedakyuu

8) HaJIM4YMUE COorjlacusa, NOpeaAyCMOTPCHHOro YacCTblO 7 HaCTOSIH.IefI cTatbH, €CJIM C MOMCHTa
peructpanuun peq)epeHTHor 0 JICKapCTBCHHOTI'O IIpfIiaparta AJjid BETCPUHAPHOIO NPUMCHCHHA MPOLIIJIO MCHEC UCM
mIEeCTh JICT.

Hupopmavyus 06 usmenenusx: HYacme 3 usmenena ¢ 1 ansapsa 2021 2. - ®edeparbHbili 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyro pedakuuro

3. PerucrpanmonHoe A0Cke B ILENAX 3KCIEPTHU3B! JEKApCTBEHHOIO IIpenapara il BETEPUHAPHOIO
pUMEHEHUs! POPMUPYETCS U3 CIEAYIOMINX JOKYMEHTOB U CBEICHUI:

Hnupopmayus 06 usmenenusix: Ilynkm 1 uzmenen ¢ 1 smeaps 2021 2. - @edeparsibHbIU 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyro pedakyuro

1) cBemeHus o JaTe NPENOCTaBIEHHS W PErHCTPALlMOHHOM HOMEpPE JIMLEH3WHM Ha IMPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEJOCTaBICHHON MPOM3BOAUTENIO PETUCTPUPYEMOIO JIEKAPCTBEHHOrO Iperapara
JUTS. BETEPUHAPHOTO IIPUMEHEHHUS, ISl POCCUMCKUX MPOU3BOIUTENEH;

Hnupopmayus 06 usmenenusix: Ilynkm 2 uzmenen ¢ 1 smeaps 2021 2. - @edeparsibHbIU 3aKoH om 27
oexabpsa 2019 . N 478-D3
Cwm. npedbidywyto pedakyuro

2) cBelmeHHMS O JaTre MPEAOCTaBICHUS W PETUCTPAIMOHHOM HOMEpE JIMIICH3WH Ha MPOU3BOJICTBO
JICKApPCTBEHHBIX CPEJCTB, MPEAOCTABICHHOW MPOM3BOIUTEINO (GapMaIleBTHUECKON CYOCTAaHIIUU, BXOSIICH B
COCTaB PETHCTPUPYEMOIO JIEKAPCTBEHHOTO Mpenapara Jjisi BETEPUHAPHOTO MNPUMEHEHHUS], JUIsi POCCHUUCKUX
MPOU3BOIUTEIIEH;

Hupopmayus 06 usmenenusix: Yacmo 3 donoanena nynkmom 2.1 ¢ 15 wiona 2018 2. - ®edeparbHbil
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

3aKoH om 4 urons 2018 2. N 140-D3

2.1) xomua TOKyMEHTa, BBIJAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTPAaHBI MPOM3BOAUTENS U KaXKIOH
MIPOM3BOCTBEHHO! IJIOMIAIKA PETUCTPHUPYEMOTO JIEKapCTBEHHOTO TIperapara Uil BETEpUHAPHOTO TPUMEHEHHS
W TIOATBEP)KAAMOMIETO COOTBETCTBHE IIPOM3BOIMUTEINS JIEKAPCTBEHHOTO TIpernapara TpeOOBaHUSAM MpPaBuIl
HaJJIeXKaIleil MpOn3BOJACTBEHHON MPAKTHKH, U €T0 MEPEeBO Ha PYCCKHUIU S3bIK, 3aBEpPEHHBIE B YCTAHOBICHHOM
rnopsaKe, a Takke KOMHS 3aKIF0UYEHUS O COOTBETCTBUU MTPOU3BOIUTES JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
MpaBUJI HAJJIKAIIEH MPOU3BOJCTBEHHON IMPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (heAepallbHBIM OpPraHOM
WCIIOJIHUTENFHON BIACTH JJIA KaXJAOW MNPOU3BOACTBEHHOW IUIOIIAIKU PETUCTPUPYEMOIrO JIEKAPCTBEHHOIO
mperapara Jyis BETCPHUHAPHOTO MPUMEHEHHS, JTHUOO KOMHS PEIICHUS O MPOBEJACHUHM WHCICKTHPOBAHHS
OPOU3BOAUTEIIA JICKApCTBCHHBIX CpCACTB, IMPUHATOT'O YIOOJIHOMOYCHHBIM q)ellepaﬂbHI)IM Opranom
WCIIOJHUTEIbHOM BJIACTH [JJI KaXJOW MPOU3BOJICTBEHHON IUIOMIAJAKA PETUCTPUPYEMOTO JIEKAPCTBEHHOIO
mpemapara It BETCpUHAPHOTO TPHUMCHEHHs. YKa3aHHBIC ITOKYMEHTHI NPEICTABISIOTCS B clydae, €Cld
MPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara OCylIECTBIAETCS 3a npeaenamu Poccuiickoit denepanuu;

Hupopmayus 06 usmenenusix: HYacme 3 oonoanena nynkmom 2.2 ¢ 15 wons 2018 2. - @edepasibHbll
3aKoH om 4 urons 2018 . N 140-D3

2.2) xomusi JOKYMEHTa, BBIJAHHOTO YIIOJTHOMOYECHHBIM OPTaHOM CTPaHBl  TPOU3BOUTEIS
(apMalieBTHYECKONH CYOCTaHIIMKM U TOATBEPKAAIONIETO COOTBETCTBUE MPOM3BOIUTEINS (hapMaleBTUYECKON
cyOCTaHIINM, BXOMSIIEH B COCTaB PETUCTPHPYEMOTO JIGKAPCTBEHHOTO IIpemapara il BETePHHAPHOTO
TIpUMEHEHUS, TPeOOBaHUAM MPAaBUST HaIIeKaIIeH TPON3BOICTBEHHON MPAKTHUKY, M €r0 MEePeBOa Ha PYCCKHMA
SI3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM MOPSAAKE, B CITydae, €CIi IPOU3BOJICTBO (papMaIleBTHUECKONH CyOCTaHITHH
OCYLUECTBIISIETCS 3a npenenamu Poccuiickoit @enepannu;

3) IpPOEeKT HOPMATHBHOTO JOKYMEHTA Ha JICKAPCTBEHHBIH Mpernapar Jisi BETEPUHAPHOTO IPUMEHEHHS,

4) JOKyMEHT, CoJepXamuil clenyromny wHpopManuio o (apMalneBTHYECKOH CyOCTaHIIUN WIIH
(hapmarieBTHYECKNX CyOCTaHIMSX, BXOJSIIMX B COCTaB JICKAPCTBEHHOIO IpermapaTa i BETEPUHAPHOTO
MIPUMEHCHUSI:

Hnupopmayus 06 usmenenusx:  Iloonynkm "a” usmenen ¢ 13 aseycma 2019 2. - @edeparibHbIl 3aKOH om 2
ascycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

a) HauMeHOBaHHME (apMaleBTUYECKOW CyOcTaHIMM, €€ CTPyKTypa, oOIuue cBoicTBa (mpu
FOCYI[apCTBCHHOI‘/'I perucrpanmun I/IMMYHO6I/IOHOI‘I/I‘ICCKI/IX JICKAPCTBCHHLIX IIp€rapaToB Ajid BETCPUHAPHOIO
IMPUMCEHCHUA MNPCACTABIAIOTCA CBCACHHA O IITaMME, BKJIOYad C€ro HanMCHOBAHMHC, I/IH(I)OpMaHI/IIO (6]
MIPOUCXOXKCHHUH, €T0 CBOHCTBAaX, XapaKTePUCTHKaX U MECTE IETTOHUPOBAHNA);

0) HaMMEHOBaHME U a/IPEC MPOU3BOJUTETIS;

B) TEXHOJIOTHS NPOU3BOJCTBA C OIMCAHUEM CTaIuil IIPOM3BOJACTBA M METOJOB KOHTPOJIA Ha BCEX
CTaJMsIX POU3BOJICTBA;

Hupopmayus 06 usmenenusx:  Iloonynkm "2" usmenen ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

r) wHbOpMAINUA O TpUMecsx (HE TPEACTaBISACTCS TPH TOCYJApCTBEHHONW  PETHCTpaIiu
AMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB /Ui BETEPHHAPHOTO PUMEHEHHS);

Hupopmauus 06 usmenenusx:  Iloonynkm "0" usmenen ¢ 13 ascycma 2019 2. - ®edeparibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

n) cunenndukanysg Ha (QapManeBTHUECKyI0 CyOCTaHIHIO (HE MPEACTaBISAeTCA TPHU TOCYIapCTBEHHOW
perucTpanud IMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB I BETCPUHAPHOTO IPUMECHEHHS);
€) OMHCAaHNEe METOIUK KOHTPOJISI KAUeCTBa;

Hupopmayus 06 usmenenusx:  Iloonyuxkm "o usmenen ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om
2 aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

) pe3yabTaThl aHauu3a Cepuil (QapMmaueBTHUECKOH CyOcTaHIMU (HE TPENCTaBISIIOTCA —IIpH
rOCYJapCTBEHHON PpErucTpalud HMMMYHOOMOJOTHUECKHX JIEKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO
NIPUMEHEHU);

3) MepevyeHb CTaHJApTHHIX 00pa3lOB WIIM BELIECTB, MCIOIB3yEMBIX NPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa;
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

1) OMTUCAHNE XapaKTEPUCTHK M CBOMCTB YIAKOBOYHBIX MAaTEPHAIOB U YKYIIOPOUHBIX CPENICTB;

Hupopmayus 06 usmenenusx:  Iloonynkm "k" usmenen ¢ 13 aseycma 2019 2. - @edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

K) JaHHblE O CTa0WIbHOCTH (HE TPEACTABIAIOTCA TPU TOCYJApCTBEHHOW  pPETHCTpaIliH
MMMYHOOHMOJIOTHYECKUX JIEKApPCTBEHHBIX MTPETapaToB AJIsl BETEPUHAPHOTO MPUMEHEHN);
J) CPOK TOJJHOCTH, YCIIOBUS XPAHEHMUST,;

Hupopmayusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

5) oTueT 0 pe3ynbTaTax JOKIMHUYECKOTO UCCIIEAOBaHUS JIEKAPCTBEHHOTO CPECTBA sl BETEPUHAPHOTO
[IPUMEHEHUS, BKJIIOYAIOIIMN ONMCAaHUE METOJOB OIPENCICHUsI OCTATOYHBIX KOJMYECTB JEHCTBYIOILETO
BellecTBa (ZEHCTBYIOIIMX BEIIECTB), AOCTUTAIOLIETO (JIOCTUTAIOIINMX) CHCTEMHOTO KPOBOTOKA, B NMPOAYKIMH
XKHUBOTHOTO MPOMCXOXKICHHS TOCIIE TPUMEHEHUS! TAKOro JIEKAPCTBEHHOTO CPEACTBA, 4 TAKXKE JOKYMEHTAJIbHOE
MOATBEPXKACHKE (BaTUaLNs) YKa3aHHBIX METO/IOB;

6) oTYeT 0 pe3yNbTaTax KIMHUYECKOTO HCCIIE0BaHMUs JEKapCTBEHHOTO Mpenapara Uil BeTepUHApHOT0
MPUMEHEHUS Y K&KIO0TO BUJA KUBOTHBIX, YKa3aHHBIX B HHCTPYKLIUH 110 BETEpUHAPHOMY IPUMEHEHHIO;

7) MpOEKT MHCTPYKIMU IO BETEPUHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHOTO IIperapaTta, cojeprKalien
CIIEYIOIUE CBEICHUS:

a) HaNMEHOBAHHE JIEKAPCTBEHHOTO IIperapara Ajs BETEPUHAPHOTO IMPHMEHEHUs (MeXIyHapoIHOe
HENaTEeHTOBAHHOE, WIIH IPYNITUPOBOYHOE, MITH XUMUIECKOE U TOPIrOBOE HAMMEHOBAHMS);

0) sekapcTBeHHAss (opMa C yKa3aHWEM HAMMECHOBAHHMHA M KOJMYECTBEHHOTO COCTaBa JEHCTBYIOITUX
BEIIECTB U KAYECTBEHHOI'0 COCTaBa BCIIOMOI'aTENIbHBIX BELIECTB;

B) OIIMICAaHHE BHEIIHETO BUAA JIEKAPCTBEHHOTO IIperapaTa IJis BETEPUHAPHOIO IPUMEHEHHS;

r) apMakoTepaneBTUYECKas TPyIIa JEKapCTBEHHOT O Mpenapara Ui BETCPUHAPHOTO IPUMEHEHUS HIIH
yKa3aHHue "TOMEONaTUYeCKUl JIeKapCTBEHHbIN Ipenapart”;

) dapMakonuHaMuKa U (papMaKOKMHETHKA (32 MCKIIOYEHHEM (apMaKOKHHETHKH IOMEONaTHYeCcKUuX
JCKapCTBEHHBIX ~ MpEnapaToB M  pAacTUTENBbHBIX  JIGKAPCTBEHHBIX  IpEMapaTroB) WJIH  OINHUCAHHUE
HMMYHOOHOJIOTHYECKUX CBOMUCTB JIEKAPCTBEHHOTO Mpenapara;

€) TIOKa3aHus I NPUMECHEHMUS,;

) IPOTHUBOTIOKA3aHHUsI IJIsl IPUMEHEHUS;

3) MepBbI IPEIOCTOPOKHOCTH TIPU IPUMEHEHNUH;

1) yKa3aHue BO3MOXKHOCTH M O0COOCHHOCTEH NMPUMEHEHHsI Y OEpEMEHHBIX JKUBOTHBIX, Y KHBOTHBIX B
TIEPUO/T JIAKTAIIMH, y TTIOTOMCTBA KHBOTHBIX;

K) PSXUM [O3MPOBaHMA, CHOCOO BBEACHHUS M IPUMEHEHHs, NPH HEOOXOOMMOCTH BpeMs IpHeMa
JIEKapCTBEHHOT'0 Ipernapara Uil BETEPUHAPHOIO IPUMEHEHUs], IPOIOJDKUTEILHOCTD JICUCHUS;

J) BO3MOXXHBIE NMOOOYHbIE ICHUCTBHS, HEKEJATENbHbIE PEAKUUU NPH NPHUMEHEHUH JIEKApCTBEHHOTO
mpemnapara 11l BEeTEpUHApHOTO IPUMEHEHHUS;

M) CUMIITOMBI [IEPEA03UPOBKH, MEPHI MO OKA3aHUIO IIOMOIIX TP NEPEIO03UPOBKE;

H) B3aMMOJICHCTBHUE C APYTHMH JICKApPCTBEHHBIMH MpenapaTamMy U (WJIN) KOpMaMH;

0) OPMEI BBIITyCKa JEKapCTBEHHOT'O Mpemnapara i BETEPHHAPHOTO IPUMEHEHHUS;

M) ykasaHue (IpM HEOOXOJMMOCTH) OCOOEHHOCTEH JEeWCTBHUs JIEKapCTBEHHOTO Mpenapara Juis
BETCPUHAPHOTO MIPUMEHEHUS TP NIEPBOM IpUEME HITH TIPH €r0 OTMEHE;

.

Hnupopmayus 06 usmenenusx:  Iloonynkm "p" usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

p) omucanue (Mpu HEOOXOAMMOCTH) IEHCTBUI CIENUAIMCTAa B O0JIACTH BETEPUHAPHHU, BIaJCibIla
)KHBOTHOTO TIPM TPOIYCKE TIpHEeMa OJHOM WM HECKOJBKHX J03 JICKapCTBEHHOTO TIpemapaTra jis
BETEPUHAPHOTO IPUMECHECHIS;

C) CPOK TOJTHOCTH M YKa3aHHE Ha 3alpeT IPUMEHECHHS JICKapCTBEHHOTO Ipermapara Jijlsl BETepPHHAPHOTO
MIPUMEHEHUS 110 UICTEYSHUH CPOKa TOAHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHWe Ha HEOOXOAWMOCTh XpaHeHHsS JIeKapCTBEHHOTO TIperapara i BETePHUHAPHOTO
MIPUMEHEHUS B MECTaX, HEOCTYITHBIX JUIS JIETEH;

¢) ykazanme (mpu HEOOXOIUMOCTH) CIIEMUAIBHBIX Mep MPEJOCTOPOKHOCTH TPU YHUUTOKCHUU
HEUCIIONIb30BAaHHBIX JICKAPCTBEHHBIX MPENApaToB JJIsl BETEPUHAPHOTO MPUMEHEHNUS;
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X) CPOKH BO3MOXKHOI'O HMCIIOJIB30BaHUA MPOAYKIUH KXHUBOTHOI'O IIPOHUCXOXKIACHUA I10CJIE BBCIACHUA
JKUBOTHOMY JIEKAPCTBEHHOT'O IIpEIapara Jyisi BETEpUHAPHOIO IPUMEHEHUS;

II) YCIIOBUS OTITYCKa,

4) HAMMEHOBAHUS U aJipeca MPOU3BOJICTBCHHBIX IUIOIIAI0K TPOU3BOIUTENS JIEKAPCTBEHHOTO Mpenapara
JUTS BETEPUHAPHOTO IPUMCHEHHUSI,

1) HauMEHOBaHWE, aJpec OpraHu3allH, YIOJHOMOYCHHOW Jep)KareneM WM  BIaJelbleM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara Ha MPUHATHE TPETEH3UH OT OTPEOUTENS;

8) MPOEKThI MaKETOB MEPBUYHOW YMAKOBKHA W BTOPHUYHOW YHMAKOBKU JICKAPCTBEHHOTO Mpenapata s
BETEPUHAPHOTO MPUMEHEHUS;

9) crnenyromre CBEACHHS O JICKAPCTBEHHOM TIperapare sk BETEPHHAPHOTO MPUMEHEHUS:

a) OMHCAaHNE W COCTAB JIEKAPCTBEHHOTO Mpenapara /s BETEPUHAPHOTO IPUMEHEHHUS;

0) onrcanue GapMarieBTHUECKON pa3paboTKH;

Unpopmayus 06 usmenenusx:  Iloonynkm "8" usmenen ¢ 13 aseycma 2019 2. - DedeparibHbIl 3aKOH om 2
ascycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

B) OIMCAHME MPOIECCca MPOU3BOJACTBA M €0 KOHTPOJIA, MOANUCAHHOE B TOPSJIKE, YCTAHOBICHHOM B
COOTBETCTBHMHM C YACThbIO 1 HacTOsIIEH CTaThU;

Hupopmayus 06 usmenenusix:  Iloonynkm "2" usmenen ¢ 13 aseycma 2019 2. - @edeparsibHbIU 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywyro pedakyuro

I) ONWCaHWE KOHTPOJS KPUTHYECKUX CTaAWi TPOW3BOACTBA M MPOMEXKYTOYHOH TPOTYKIIHH,
MOJITMCAaHHOE B MOPSIJIKE, YCTAHOBICHHOM B COOTBETCTBUU € HACTbIO 1 HacTOsIIEH CTaThy;

Hupopmayus 06 usmenenusx:  DedepasibHbIM 3aKOHOM om 13 wions 2015 . N 241-®D3 ¢ noonynkm "0"
nyuxkma 9 vacmu 3 cmamou 17 nacmosue2o @edepanrbHo2o 3aKOHA 6HEeCeHbl U3MEHCHUS.
Cm. mekcm rodnyHkma 8 rpedbidyuel pedakyuu

) HauMEHOBAaHUS U ajapeca pa3paboTyMKa, JeprkKaTels WIM BJIaJelblla PETUCTPALlMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara, POM3BOJACTBEHHBIX IJIOIIAOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
mpenapata sl BETEPUHApHOIO MPHMEHEHHS C YKa3aHMEM CTaJudil TEXHOJIOTMYECKOro Ipolecca,
OCYLIECTBISIEMBIX Ha MPOM3BOJACTBEHHBIX IIIONIAJKaX IPOU3BOMUTENS JIEKAPCTBEHHOTO Ipenapara Juls
BETEPUHAPHOTO IPUMEHEHUS;

e) hapManeBTHUECKasi COBMECTUMOCTD;

) MUKPOOMOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepuanbHbIi OanaHC Ui IPOU3BOACTBA CEPUU TOTOBOTO MPOAYKTA;

1) ONUCAaHNUE XapaKTEPUCTUK M CBOMCTB YIaKOBOYHBIX MAaTEPHAIOB U YKYIIOPOUHBIX CPENICTB;

K) IOKyMEHTaJIbHOE MOATBEp:K/IeHNE (BaIHJIaIHsl) TPOLECCOB U (M) UX OLIEHKA;

Jq) TpeOOBaHWsI K KadecTBY BCIIOMOTaTeNbHBIX BeliecTB (ceprudukar, crenudukanus Ha
BCIIOMOTaTeNbHBIC BEIIECTBA M UX 000CHOBaHMHE);

M) aQHAJIWTHYECKHE METOJIWKH, WCIHOJb3yeMble TIPHU  OCYIIECTBICHHMHM KOHTPOJIS  KadecTBa
BCIIOMOTATEJIbHBIX BEILECTB;

H) [OKYMEHTAJIbHOE HOATBEP)KICHUE (BalMiauys) AHAINTHYECKUX METOIUK, HCIHOJIb3YEMBIX IIPH
OCYILIECTBIICHUU KOHTPOJISI KAUeCTBA BCIIOMOTaTENIbHBIX BEILECTB;

0) uHpopManus 00 HCHONB30BAHMHM BCIOMOTATEIbHBIX BEIECTB YEJIOBEYECKOIO M JKUBOTHOI'O
MIPOUCXOKICHHS;

) yrpatui cuiy ¢ 13 aBrycra 2019 r. - @efjepansHbii 3aKoH ot 2 aBrycra 2019 1. N 297-03

Hupopmayus 06 usmenenusx:  CM. npedbidywyto pedakyuro

p) TpeOOBaHUs K Ka4eCTBY JCKAPCTBEHHOIO Mpenapara Juis BETepUHAPHOTO TPUMEHeHHs (cepTHdHUKAT,
cnenuduKanys Ha JISKAPCTBEHHBIH Mpernapar 1 uX 000CHOBaHHUE);

C) AHAINTUYECKHE METOAWKH, WCIOJNb3yeMble TIPU  OCYIISCTBICHUH KOHTPOJIA  KadyecTBa
JICKapCTBEHHOTO Tpernapara JJis BETepUHAPHOTO MPUMECHEHUS;

T) JOKYMEHTAJIbHOE IOATBEP)KICHHE (BaJUAalUs) aHATUTHUECKUX METOAMK, HCIOJIb3YEMBIX MpH
OCYIIECTBJICHUN KOHTPOJISl KAUeCTBa JICKAPCTBCHHOTO Mpernapata Jiisi BETEPUHAPHOTO PUMEHCHHS,

y) AOKYMEHT, MOATBEPKIAIONINI KaueCcTBO JEKapCTBEHHOIO Mpenapara TPeX MPOMBIIUICHHBIX CEepHi
(mpoTokoN aHaNM3a WM cepTU(UKAT aHaIM3a), OJJHA CEpPHs KOTOPOro JOJDKHA COBIANATh C cepuel oOpasia
JIEKapCTBEHHOTO Tperapara, MoJAHHOTO Ha PETUCTPAIINIO;

() xapakTeprucTHKa MPUMECEIi;

X) TepeueHb CTAaHJAPTHBIX OOpAa3lOB, HCIOJB3YEMbIX MPU OCYIICCTBICHHH KOHTPOJS KadecTBa
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JIEKapCTBEHHOTO Tperapara JUisi BETCPHHAPHOTO MTPUMEHEHUS;
I1) JAaHHBIC O CTA0MIILHOCTH JIEKAPCTBEHHOTO IpernapaTa Jjisi BETEpUHAPHOTO TIPUMEHEHHS;
10) xommsi JOKYMEHTa, COIEpIKaIlero HWHPOpPMAIUI0O O HAIMYHHA WIH 00 OTCYTCTBHH (HhaKTOB
perucTpanvy JIeKapCcTBEHHOTO IIperapara i BeTepHHApHOTO MpPHMEHEHHWs 3a mpenenaMu Poccuiickoid
denepanuu;

Hudopmayus 06 usmenenusx. ®edeparibHbiM 3aKOHOM om 13 urons 2015 2. N 241-D3 ¢ nynxkm 11 uacmu
3 cmamou 17 nacmosiuezo PedepaibHo20 3aK0HA 6HECeHbl USMEHEHUS.
Cm. mekcm riyHKkma 8 rpedbidyuiel pedakyuu

11) cornacue B mucbMeHHOW (opMme, TPEAyCMOTPEHHOE YaCTbi0 7 HACTOSIICH CTaThH, B Clydae
perucTpaunry BOCIPOU3BEIEHHOTO JIEKapCTBEHHOTO MIperapaTa;

12) xomms [OOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTaHOBICHHOM [OPAOKE u
MIOATBEPKJAIOIIET0 TPABOMOYHOCTD 3asBJICHUS O TOCYJapCTBEHHON PErucTpalyy JeKapCTBEHHOIO Mpenapara
U1l BETEPUHAPHOTO IPUMEHEHHS (I0BEPEHHOCTH);

Hngopmayus 06 usmenenusx:  Yacmo 3 oonoanena nynkmom 13 ¢ 13 aseycma 2019 2. - @edepasibHbIl
3aKoH om 2 ageycma 2019 2. N 297-D3

T'APAHT: PoccuiickuM  MPOM3BOIMUTENSIM  MMMYHOOHMOJIOTHYECKMX  JIEKAPCTBEHHBIX  IIPENapaToB
pa3pewaetcad mo 31 mexadbpst 2030 r. He IPEACTaBIATE B COOTBETCTBUH C IIYHKTOM 13 CBEIEHUS O
rOCyJapCTBEHHOM PErMCTpalid I'e€HHO-HHKEHEPHO-MOIU(MHUIIMPOBAHHBIX OPraHM3MOB, IIPEAHA3HAYEHHBIX
JUIS BBIIYCKA B OKPYXKAIOIIYI0 CPEOy, IPpH TOCYJIapCTBEHHOM PETHCTPAlMM HMMMYHOOHOJOIHYECKUX
JIEKapCTBEHHBIX ~ MPEMapaTtoB Ui BETEPUHAPHOTO TPUMEHEHHS, IIOJIYYCHHBIX C [PUMEHEHUEM
TeHHO-HHXCHEPHO-MOIU(DUITUPOBAHHBIX OPIraHU3MOB WIIH COJICPIKAIINX TAKHE OPTaHU3MBI

13) cBeneHust 0 TOCYAapCTBEHHOH pPEervcTpaluyl TeHHO-MHKEHEPHO-MOIU(PHUINPOBAHHBIX OPTaHU3MOB,
NpeAHa3HAuYEeHHBIX JUTS BBITYCKa B OKPYKAIOIIYIO CpeAy (IpH roCyJapCTBEHHOW PETUCTPAIHU JIEKapCTBEHHBIX
npenapaTroB IOIE BETEPUHAPHOTO MpUMEHEHUS, MOTYYEeHHBIX c NpUMEHEHUEM
TeHHO-UH)KEHEPHO-MOIM(UIIMPOBAHHBIX OPTaHU3MOB HJIH COJIEPIKAIINX TAKUE OPTaHU3MBI).

Hupopmayus 06 usmenenusix:  Yacmo 4 usmenena ¢ 1 cenmsabps 2023 2. - @edepasibHbIl 3aKOH om 28
anpens 2023 2. N 171-D3
Cwm. npedbidywyto pedakyuro

4. Ilpm TpoBEeAEHWH YCKOPEHHOH TPOLEAYpHl OSKCIEPTHU3Bl JIEKAPCTBEHHOTO IIpermapara i
BETEPUHAPHOTO MMPUMEHEHHUS (32 MCKIIOYSHUEM JIEKapCTBEHHOTO TIperapara JJisi BEeTepPHHAPHOTO PUMEHEHHS,
yKa3aHHOTOo B 4acT 4.1 Hacrosied cTaTbh) B IENSAX €ro TOCYJapCTBEHHOH pPErucTpald BMECTO OTYETa
paspaboTunka 0 pe3yibTarax JOKIMHHYECKOTO HCCIEOBAHMS JIEKAPCTBEHHOTO CPECTBA IS BETEPUHAPHOTO
MIPIMEHEHHUST MOXKET OBITH MpeACTaBIeH 0030p HAYYHBIX padOT O pe3ylbTaTax JOKIMHUYECKOTO HCCIIEIOBAHUS
pedepeHTHOTrO JIeKapCTBEHHOTO Mpernapara I BETePHHAPHOTO MPUMEHEHHsI, 3 BMECTO OTYETa O pe3ysbTarax
KIIMHUYECKOTO HCCIICJIOBaHUSl JICKApPCTBEHHOTO TMpemnapara s BETEPHHAPHOTO IMPHUMEHEHUS OTYEeT O
pe3yabTaTax MCCIICAOBAaHUNH OMOIKBUBAJICHTHOCTH BOCIPOU3BEACHHOIO JIGKAPCTBEHHOTO IperapaTta i
BETEPUHAPHOIO IPUMEHEHMS.

Hupopmayus 06 usmenenusx:  Cmamos 17 oonoanena wacmoio 4.1 ¢ 1 cenmaops 2023 2. - ®edeparibHbll
3aKoH om 28 anpens 2023 2. N 171-D3

4.1. Ilpu mnpoBeaeHMH YCKOPEHHOM MPOLEAYpPHl SKCHEPTU3Bl JEKAPCTBEHHOTO Ipemapara Jjist
BETEPUHAPHOIO0 MPUMEHEHUS, MPEAHA3HAYCHHOTO JMJIs JICUEHUS JOMAIIHUX KUBOTHBIX, OMPEICICHHBIX
DdepepanbHbiM 3akoHOM oT 27 nexabpst 2018 roga N 498-®3 "O06 0TBETCTBEHHOM OOpAIEHUHN C )KHUBOTHBIMH
U O BHECEHMHM W3MCHCHUN B OTACNbHBIE 3aKOHOJATENbHBIE akThl Poccwiickoit ®@epepanuu", u
3apETUCTPUPOBAHHOTO B KaY€CTBE JIEKAPCTBEHHOTO Mpernapara il MEJUIUHCKOTO MPUMEHEHHUS, B LIENIAX €ro
TOCYJapCTBEHHON PETHCTPAITMM BMECTO OTYETa pa3pabOTUHKa O Pe3ysbTaTax JOKIMHUYECKOTO HCCIICIOBaHUS
JIEKapCTBEHHOTO CPEICTBA I BETCPUHAPHOIO TPUMEHEHHUS MOTYT OBITh TIPEICTaBICHBI PE3YIbTATHI
JIOKJIMHUYECKOTO  MCCJIEIOBAaHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CpPEACTBA JUJII  MEIAUIIMHCKOrO
MIPUMEHEHUS, a BMECTO OTYETa O PE3yJbTaTaX KIMHUYECKOIO MCCIENOBAaHUA JIEKAPCTBEHHOIO Mpenapara AJisd
BETEPHHAPHOTO TIPUMEHEHHS - 0030p HaydHBIX paboT o0 pe3ynpTaTax KIMHUYECKUX HCCIeIOBaHIHA
JIEKapCTBEHHOTO IMpenapara Jisi MEAUIUHCKOTO IPUMEHEHUS Ha BUAAX KUBOTHBIX, KOTOPBIM MPEAHA3HAYAETCA
HCCIeAyEMBbIi IEKapCTBEHHBIN Npernapart.

Hupopmayusn 06 usmenenusx: Yacmo 5 usmenena ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro
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5. Ha skcnepTH3y pa3lIM4HBIX JIGKAPCTBEHHBIX (POPM OJHOTO M TOTO K€ JISKAPCTBEHHOTO IIperapara
JUTST BETEPUHAPHOTO MPUMEHEHUS 3asBUTENb MPEACTABISET OTACIbHBIC 3asBJICHHUS M PETUCTPALMOHHBIE TOCHE
Ha KaxIylo JieKkapcTBeHHyIO0 ¢opmy. Ilpm ycnmoBum OmHOBpeMEHHOW TOJA4Yd HA OSKCIEPTH3Y OJHOW
JIeKapCTBEHHOW (POPMBI C pa3IMIHBIMU JO3UPOBKOM, KOHIIEHTPAIEH, 00bEMOM 3asBUTENb MPEACTABISET OTHO
3as1BJICHUE U PETUCTPALMOHHOE JOChE C MPUIIOKEHUEM MAKETOB IIEPBUYHOM YIIaKOBKU U BTOPUUYHOM YIIAKOBKH.
Ha makerax mepBHYHON yMakOBKM W BTOPUYHOM YMAKOBKH YKa3bIBAalOTCA BCE MPOU3BOAUMBIEC IO3UPOBKH,
KOHIIEHTpalK, 00bEMBl M KOJIMYECTBO 103 B YNAaKOBKE JIEKAPCTBEHHOTO INpemnapara il BETEPUHAPHOTO
NIPUMEHEHUS.

Hupopmavyus 06 usmenenusx: HYacme 6 usmenena ¢ 1 ansapsa 2021 2. - ®edeparibHbil 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

6. B cimyuae HempencTaBlIeHHs C 3asABICHHEM O TOCYJAapCTBEHHOM pPETHCTpalyM JIEKAPCTBEHHOTO
mnpenapara Juisi BETEPUHAPHOIO IPUMEHEHUs JOKYMEHTOB, IOATBEPXKAAOIIMX YIUIATy TOCYJapCTBEHHOU
NOUUIMHBl U YKa3aHHBIX B MYHKTE 7 4acTW 2 HACTOSINECH CTaThd, CBEICHUH O JIMICH3USX, YKA3aHHBIX B
nyHkTax 1 m 2 YyacTu 3 HacTOsIICH CTaThH, a TAKXKE BHIIABAEMBIX (MIPEIOCTABIISCMBIX) YIIOJTHOMOUYCHHBIMH
(benepanbHBIMU OpraHaMH UCTIOJHHUTEIBHOW BJIACTH JOKYMEHTOB (CBEICHHIT), YKa3aHHBIX B MyHKTE 2.1 YyacTtu
3 Hacrosed CcTaThH, YIIOJIHOMOYCHHBIH (QenepalbHbli OpraH HWCIOJHUTEIbHON BIIACTH 3alpamiiBacT
yKa3zaHHBIE JOKYMEHTHI (CBEJICHHS) B TIOPSIKE MEXKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBHSL.

7. He pnomyckaercss HCIOAb30BAaHME B KOMMEpPYECKHX LeIIX HHQOpManmuu o pe3yibTarax
JOKIIMHUYECKHX HCCIICIOBAHUN JIEKapCTBEHHBIX CPEICTB M KIMHMYECKHX HCCIECHOBAaHUI JIEKAPCTBEHHBIX
MpernapaToB A BETEPUHAPHOTO MPHMEHEHUs, TMPENCTaBICHHON 3asBUTENEM JUId TOCYIapCTBEHHOM
perucTpaunny JIEKapCTBEHHBIX MPENnaparoB, 0€3 ero corjacusi B TEUCHUE LIECTH JIET ¢ AaThl TOCYAapCTBEHHOMN
peructpaunu peepeHTHOro JIEKapCTBEHHOro npenapara B Poccuiickoii @enepanmu.

Hupopmayusn 06 usmenenuax: Cmamos 17 oononnena wacmoio 8 ¢ 13 aseycma 2019 2. - ®edepasnbHbil
3aKoH om 2 aseycma 2019 e. N 297-D3

8. I[epmaTeJH; WM BJIAACJICH PETUCTPALIMOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOTO IIperiapaTta i
BCTCPUHAPHOI'O MPUMCHCHUS IIPECACTABIIACT B yHOHHOMO‘IeHHLIfI q)eﬂepaﬂBHLIfI Oopran HCIIOJIHUTEIIFHON BIacTH
OTUYCT 1O Ppe3yJibTaTaM (bapMaKOHazBopa OIWH pa3 B MHISCTb MCCAIICB B TCUCHUC MOBYX JICT IIOCJIC
FOCy,[[apCTBGHHOfI peructpanuu JCKAapCTBCHHOTO IIpfrapara B Poccuiickoit (I)e):[epauI/H/I, 3aT€M CXCIrOoJHO B
TCUCHUC MOCIICAYIOMUX TPEX JICT U B I[EUII:HCfIHIGM OJWH pa3 B TpU roja.

T'APAHT: CM. KOMMeHTapum k cratbe 17 HacTosmero deaepanbHOTO 3aKOHA

Cratbsa 18. Yrparuna cuny ¢ 1 cenrsiops 2024 r. - PefeparnsHbiil 3akoH ot 30 suBaps 2024 1. N
1-®3

Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

Undopmayus 06 usmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-®3 cmamovs 19
Hacmosie2o PedepanbHo20 3aKOHA U3N0AICEHA 8 HOBOU pedakyuu, ecmynarouwled 8 cuny c 1 uions 2015 2.
Cm. mekcm cmambu 8 npedbidywel pedakuyuu

Cratba 19. IlpunsaTue pemieHUs O BbIJaye IKCIICPTHOMY YUPEKICHHUIO 33JaHHs Ha NpPOBEACHHE
9KCIEPTU3HI JIEKAPCTBEHHOT'O CPENICTBA

HUupopmayus 06 uzmenenusx: Yacme 1 usmenena ¢ 1 mapma 2026 2. - @edeparnbHbil 3aKoH om 31 uions
2025 2. N 304-D3
Cwm. byoywyto pedakuyuro
Yacme 1 usmenena ¢ 30 sneapsa 2024 2. - @edeparibHbll 3aKoH om 30 sneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus vactu 1 (B pemakumu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolluecss IPEeNOCTaBIEHNs TOCYIapCTBEHHBIX YCIYrT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpexcrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanmoHHbple  YIOCTOBEPEHHUS JIEKAPCTBEHHBIX MPENapaToB JUIS MEIMIIMHCKOrO MPHUMEHEHUS,
oATBepXkaaomme (akT TOCYAApCTBEHHOM pErucTpandv, Ha OYMaXHOM HOCUTENE U JIyOJIMKaTh
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPEMApaTOB sl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

IMonoxenus yactu 1 (B pepaxkumu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-d3), kacaromuecs
IIPEIOCTABIIEHUS T'OCYIApCTBEHHBIX VCIIYTI IIPH OOpAaIleHHUH JEKAPCTBEHHBIX CPEICTB UL BETEPUHAPHOTO
npuMeHenuss mocpeacrsom EMMY, npumeHsaoTcs ¢ 1 sasaps 2026 1. JlyOmmKaTel PETMCTPAMOHHBIX
YJIOCTOBEPEHUHN JICKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NnpuMeHeHus c¢ 1 suBaps 2026 r. He
BBIIAIOTCS

1. B teuenue JACCATHU pa60qnx ,Z[Heﬁ CO OHA MPUHATHA 3asBJICHUSA O FOCYILapCTBeHHOﬁ peructpanuun
JICKAPCTBCHHOI'0 IIpfrapara WK 3adBJICHUA O TMPU3HAHUU JICKAPCTBCHHOI'O IIpcrapara Op(i)aHHBIM
JICKAPCTBCHHBIM IIpCNapaToM COOTBGTCTBYIOH.[I/Iﬁ ynOJIHOMO‘ieHHLIﬁ (bez[epaﬂbﬂmﬁ Oopran HCIOJIHUTEIIBHOM
BJIAaCTU MPOBOAUT MNPOBEPKY MNOJHOTHI, AJOCTOBEPHOCTU U MNPAaBUIBHOCTH 0(1)OpMJ'IeHI/I$[ MMpeaACTaBJICHHBIX
JOKYMCHTOB PETUCTPALIMOHHOI'O JOCHE Ha HeKapCTBCHHLIﬁ npenapar 1 IpuHUMACT PCUICHUE O BbIJA4Y€C 3aJaHUA
Ha ONpOBCACHHC!:

Hupopmayus 06 uzmenenusx: Ilynkm 1 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus nynkra 1 (B pemaxkmuun PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEeNOCTaBIEHNs TOCYJapCTBEHHBIX YCIYrT HOPH OOpaIlleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PeruncrpanmoHabsle  YIOCTOBEPEHHUS JIEKAPCTBEHHBIX MPENapaToB JUIS MEIMIIMHCKOrO MPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYNAapCTBEHHOM perucrpanudd, Ha OyMaXHOM HOCHUTENE U IyOJIHMKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS

1) skcmepTH3bl JAOKYMEHTOB, NPEACTABICHHBIX IS ONPEICIICHUS BO3MOYKHOCTH PacCMaTPUBATh
JICKapCTBEHHBIN Tpemapar il MEIUIIMHCKOrO0 TPHMEHEHHsT B KadecTBe OP(AHHOTO JIEKapCTBEHHOTO
npernapara;

Hugpopmayus 06 usmenenusx:  PedepasibHbiM 3aKOHOM om 30 ausaps 2024 2. N 1-D3 nynkm 2 npusnan
ympamuewum cuny ¢ 1 aneaps 2026 2.

2) 3KCIEepTU3HI JIEKAPCTBEHHOTO CPEICTBA B YAaCTH DKCIIEPTH3BI KauecTBa JIEKAPCTBEHHOTO CPENCTBA H
9KCIIEPTU3bl OTHOIIEHUS OXKHIAEMON TOJB3bI K BO3SMOXXHOMY PHCKY MPUMEHEHHUS JEKapCTBEHHOTO Iperapara
JUTSE MEAUIIMHCKOTO TIPUMEHEHNS;

Hupopmauus 06 usmenenuax:  PedepasibHbiM 3aKOHOM om 30 ausaps 2024 2. N 1-D3 nynkm 3 npusnan
ympamuewum cuny ¢ 1 aneaps 2026 2.

3) sKCHepTu3bl JEKaPCTBEHHOTO CPENICTBA B YACTH DKCIIEPTHU3Bl KA4eCTBA JIEKAPCTBEHHOTO CPEACTBA U
AKCIIEPTH3bl OTHOIIEHUS OXHIAEMON TOJB3bI K BO3MOXXHOMY PHUCKY MPUMEHEHHUS JEKapCTBEHHOTO Iperapara
JUTST METUITMHCKOTO MPUMEHEHUS B MOPSIKE YCKOPEHHON MPOIEAYyPhl SKCIEPTU3HI JIEKAPCTBEHHBIX CPENICTB B
COOTBETCTBUH O CTaTbel 26 Hacrosiero deaepaibHOr0 3aKOHA;

4) oKcrmepTH3bl JICKApPCTBEHHOTO CPEJICTBA B OTHOIICHWW JIGKAPCTBEHHOTO IIperapara Jyis
BETEPUHAPHOIO IPUMEHEHUSI.

Hngopmayus 06 usmenenusx: Yacmo 2 usmenena ¢ 30 smeaps 2024 2. - ®edeparsibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa vactu 2 (B pemakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolliecsl IPENOCTaBIIEHNs IOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MenuIuHcKoro npumenenus mocpexcrsoM EI'MC3 u (wmm) ENMIY, npumeHsatoTcs ¢ 1 sasaps 2026 r.
PerucrpaliMoOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldyd, Ha OyMa)XKHOM HOCHUTENIE U JIyOJIHKATHI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JISKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus yactu 2 (B pepaxkumu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHNS TOCYIapCTBEHHELIX YCIAYT MPH OOpalleHHH JIEKAaPCTBEHHBIX CPENCTB IS BETEPHUHAPHOTO
npumernenusa nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPCHUH JICKAPCTBEHHBIX IIPEMapaToB IS BETEPUHAPHOTO TpUMeHeHHs ¢ 1 saBaps 2026 1. He
BBIIAIOTCS

2. YTIOTHOMOYEHHBIN (hefiepanbHbIil OpraH HCIIOJHUTENBHON BIACTH HAIPABISET B JIMYHBINA KaOWHET
9KCIIEPTHOTO YYPEXKICHUS B €IUHOW CHUCTEME IOJIMCAHHOE YCHJICHHOH KBaTM(DUIIMPOBAHHON 3I1EKTPOHHOM
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NMOAMUCKLIO 3aaHKe Ha MPOBEAECHUE DKCIEPTH3, MPEAYCMOTPEHHBIX YACTb0 1 HACTOsIIEH CTaThH, B JIMUHBIH
KaOWHET 3asgBUTENII B CAWHOW CHCTEME - TIOAIMUCAHHOE YCWJICHHON KBaTU(UIMPOBAHHONW JIICKTPOHHOU
NOANUCHID YBEAOMJIEHME O MPHUHITOM PEIIEHHWH O BbIJAYE 3aJaHUsl HAa MPOBEACHHE SKCIEPTU3,
IIPeyCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH, U B CIydae HEOOXOAWMOCTH O BbIIa4ye pa3pelieHus Ha BBO3 B
Poccwiickyto Denepanuio KOHKPETHOU MApTHUH, CEPUH 3apPETUCTPUPOBAHHBIX M (W) He3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB WK 00 OTKa3e B IMMPOBEJCHUH TaKUX HKCIIEPTU3 C YKa3aHHEM MPUYNH OTKa3a.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 3 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecsl IPEJOCTaBIIEHUs] TIOCYJapCTBEHHBIX YCIYI HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUMHCKOro npumenenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpENapaToB IS MEIULMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Uil METUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxenus yactu 3 (B pemakunu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacarommecs
IIPEIOCTABIECHUSI TOCYIAPCTBEHHBIX YCAYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHstoTcs ¢ 1 sgaBaps 2026 r. JIyOnuKaTtsl PErMCTPALMOHHBIX
YJOCTOBEPEHHUH JIEKAPCTBEHHBIX IpernapaToB Jjs BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAIOTCS

3. B ciywae BBbISABIEHHS OTCYTCTBHS WJIM HEIOCTOBEPHOCTH WH(GOPMAIMH, COJiepKalencs B
IIPEICTABICHHBIX 3asBUTEJIEM IOKYMEHTAX, YIOJIHOMOYEHHBIN (enepanbHblii OpraH UCIONIHUTEIbHON BIACTH
HampaBJIseT 3asABUTEII0 IOCPEACTBOM E€4WHOrO MnopTara Wik B ero JWYHbIM KaOWHET B eIUHOH cucTeMe
3anpoc 00 YTOYHEHHMH 3TOW MH(OPMAIMH, MOINUCAHHBIA YCHJICHHON KBATM(HUINPOBAHHOH 3MEKTPOHHOM
NMOAMNUCHIO (Jajee - 3aIpoc YIOJIHOMOYEHHOTO (hefepabHOro OpraHa HCIOJHUTEIBHON BIIACTH).

Uuopmayus 06 usmenenusx: Yacme 4 usmenena ¢ 1 mapma 2026 2. - edeparibHbil 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
Yacme 4 usmenena ¢ 30 sansaps 2024 2. - PedeparibHbll 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa vactu 4 (B pemakumun PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHHH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 saBaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PETUCTPALMOHHBIX YIOCTOBEPCHHN JIEKAPCTBEHHBIX MPEIapaToB Ui MEIUIIMHCKOTO MPUMEHEHUs ¢ | sHBaps
2026 T. He BBIIAIOTCS
[Tonoxenus yactu 4 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-@3), kacarommecs
IIPEIOCTAaBICHUSI IOCYAAapPCTBEHHBIX YCIYI IPH OOpallleHUM JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoM EMNTY, npumensaoTesa ¢ 1 sgaBaps 2026 r. JyOmukaTbl pervMcTpaliOHHBIX
YIOCTOBEPEHHI JIEKAaPCTBEHHBIX IpErnapaToB Jjs BeTEepHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

4. 3asBuTens 00s13aH HAIIPABUTH MOCPEICTBOM €4MHOIO rnopTtaria B ynoJHOMOYEHHBIH (eaepabHbIH
OpraH UCIOJHUTEIbHOW BJIACTH WJIM B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (elepanbHOro OpraHa
HCTIOJIHUTENHHOM BIACTH B €IMHOW CHUCTEME MOMMUCAHHBIN YCHICHHOW KBAIMGHUIIMPOBAHHON 3IIEKTPOHHOWN
MOAMUCHLIO OTBET Ha 3alpOC YIMOJTHOMOYEHHOTO (pelepalbHOTO OpraHa HCIIOJHUTEIBHON BIACTH B CPOK, HE
MIPEBBIIAOIINN JIeBTHOCTAa PabOYuX IHEH CO JHS IONyYEHUsS YIOJIHOMOYCHHBIM (eAepalbHBIM OpPraHOM
WCTIOJTHUTENILHON BJACTU 3JIEKTPOHHOI'O YBEIOMIICHUS O TOJYYCHHM 3asBHTENEM JaHHOTO 3ampoca. Cpok,
yKaSaHHBIﬁ B 4acCTu 1 HaCTOHHICfI CTaTbH, NPHUOCTAHABJIMBACTCA CO AHA HAIIPABJICHUA IOCPCACTBOM CAMWHOIO
ropTajia Wik B JMYHBIA KaOWHET 3asABUTEINS B CIUHOW CHUCTEME 3alpoca YIMOJHOMOUYCHHOTO (enepabHOro
opraHa HUCIIOJTHUTENHFHON BJIACTH A0 JHS HalpaBJICHUA 3adBUTCIIEM IMOCPEACTBOM CIWHOIO IopTajla HUIU B
JWYHBI KaOWHET YIMOJHOMOYEHHOTro (ejepalbHOr0 OpraHa WCIONHHUTENBHOW BIACTH B CIUHOM CHCTEME
OTBETA.

5. OcHoBaHMeM JUIsl OTKa3a B OpPraHU3allMU 3KCIEPTU3, MPEAyCMOTPEHHBIX YacTblo 1 HacTosiel
CTaThH, SBISICTCS MPEACTABIICHHE HEOOXOUMBIX JIJIsl TIPOBEJICHUS IPEAYCMOTPEHHBIX KCIIEPTU3 JJOKYMEHTOB B
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

HEMOJHOM O0beME WM HENPEACTABICHHE 3asBUTEIIEM B YCTAHOBJICHHBIH CpPOK OTBETa Ha 3ampoc
YIIOJTHOMOYEHHOTO (heZIepalibHOTO OpraHa MCIIOTHUTEIILHON BIACTH, a TAK)KE MPEACTABICHUE TOKyMEHTOB, HE
coJiep KaIux UCUEPITBIBAIOIIETO TepeyHs HeOOXOIMMBIX CBEICHHU.

HUudopmayus 06 uzmenenusx: Yacms 6 usmenena ¢ 1 mapma 2026 2. - edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywiyto pedaKkyuro
Yacmo 6 usmenena c 30 sneaps 2024 2. - ®edeparsnbHbili 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus ydactu 6 (B pemakuuu PepeparnbHoro 3akoHa or 30 susaps 2024 r. N 1-D3),
KacarolIMecs: IPENOCTaBJIEHUs] TI'OCYJapCTBEHHBIX YCIYr NPH OOpalleHWuH JIEKAPCTBEHHBLIX CPEICTB IS
MenumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (mmm) EMTNY, npumeHsatoTcs ¢ 1 sasaps 2026 T.
PerucrpaloHHble  YIOCTOBEPEHMS] JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui MEIUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxenus yactu 6 (B pemakunu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacarommecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MIPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YJAOCTOBEPEHMI JIEKapCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

6. Ilpu oTkaze B OpraHu3alidl SKCHEPTH3BI, MPEIYCMOTPEHHON MyHKTOM 4 4Yactu 1 Hacrosmen
CTaThH, JIOKYMEHTBI, BXOJSIIME B COCTAB PETUCTPAIIMOHHOI'O JIOChE Ha JIEKAPCTBEHHBIM Tpemapar Juis
BETEPUHAPHOTO MTPUMEHEHHS, MOTYT OBITh BO3BPAIIECHHI 3asIBUTEII0O HA OCHOBAaHMH €0 3aIpoca, HOAINCAHHOTO
YCWICHHOW KBAIM(HUIMPOBAHHOW 3NIEKTPOHHOW TMOAMMCHI | HANpaBJIEHHOTO IIOCPEICTBOM E4UHOro
noprana B YHOJHOMOYEHHBIH (QeaepanbHblii OpraH WCHOJHUTENBHON BIACTH WIM JIMYHBIA KaOMHET
YIIOJTHOMOUYCHHOTO (helIepaibHOTO OpraHa MCIOJHHUTENBHOM BIACTH B €IMHOW CHCTEME, B TEUCHHE TPUALATU
pabouux AHEH CO AHS NPUHATHS YIIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM UCIOJIHUTEIBHOM BIIACTH PELICHUS
00 OTKa3e B OpraHU3alld{ TaKOW SKCHEPTH3bl. YTIOJHOMOYECHHBIH (eepanbHbIi OpraH HCIOJHUTEIbHOM
BJIACTH BO3BpAILACT 3asBUTENIO0 YKA3aHHBIC TOKYMEHTHI B TEUCHHE ACCATH pabouux JHEW CO THS TOITyYeHHS
COOTBETCTBYIOLIETO 3alIPOCa 3asIBUTEIIS.

T'APAHT: CM. KOMMeHTapum k cratbe 19 Hactosimero deaepanbHOTO 3aKOHA

Hnupopmayus 06 uzmenenusx: Cmames 20 usmenena ¢ 1 cenmaopsa 2024 2. - ®edeparsbHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa crareu 20 (B pemakuuun PepepanbHoro 3akoHa ot 30 sasapg 2024 r. N 1-D3),
KacarolIecsl IPEeNOCTaBJIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeQUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 saBaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO INPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM pEerucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PErUCTPALMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 r. He BBIIAIOTCS

Cratbs 20. DOkcnepru3a JOKYMEHTOB, MpPEACTABICHHBIX JUIS ONPEICICHUS BO3MOXKHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIN MNpermapaTr Ui MEAWIMHCKOrO MPUMEHEHHS B KauecTBE
op(haHHOTO JICKAPCTBEHHOTO ITpernapara

1. Tlpouenypa ompeneiacHUs: BO3MOXHOCTH pacCMaTpUBATh JICKAPCTBEHHBIA Mpermapar s

MEJMIIMHCKOTO MPUMEHEHHsI B KadecTBe Op(aHHOro JICKAPCTBEHHOIO Mperapara MOXKET MPOBOJUTHCS KakK B
OTHOLICHHH JICKAPCTBEHHOT'O TpenapaTa, 3aperucTpUPOBAHHOTO B COOTBETCTBHHU ¢ HacTosiuM DenepanbHbIM
3aKOHOM JMOO B COOTBETCTBHH C aKTaMH, COCTaBJsOIMMH mpaBo Coro3a, Tak W B OTHOIICHHH
HE3aperuCTPHUPOBAHHOIO JIEKApCTBEHHOTO Mpenapara. JKCIepTH3a JJIOKYMEHTOB, MPEACTABICHHBIX IS
OlIpe/IeNIeHHsT BO3MOXKHOCTH PAacCMaTPHBATh JICKAPCTBEHHBIN Mpenapar Uil MEIHLIUHCKOrO NPHUMCHEHHS B
KayecTBe Op(aHHOTO JICKAPCTBEHHOTO IIperiapara, COCTaBJICHHUE KOMHCCHEH OSKCHEpPTOB 3aKIIOUCHHS O
BO3MO>KHOCTH MJIM HEBO3MOKHOCTH PacCMaTpPUBATh JICKAPCTBEHHBIH Mpenapar Ui MEAUIHHCKOTO IPUMEHEHHS
B KayecTBe Op(aHHOro JEKapCTBEHHOIO Iperapara M HalpaBiCHUE B JMYHBIA KaOWHET YIHOJIHOMOYEHHOTO
(benepanbHOr0 OpraHa WCHOJHUTEIBHONW BJIACTH B CIMHOW CHUCTEME JAHHOTO 3aKiIioYeHus B (dopme
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

AJIEKTPOHHOTO JIOKYMEHTa, MOJIHCAHHOTO YCWIICHHOH KBaNMU(UIMPOBAHHON SIIEKTPOHHOM MOAMUCHIO,
OCYIIECTBISIFOTCS. B CPOK, HE TPEBBIIIAIONINN TPUALATH PAOOYHX JTHEH CO JTHS HANPABJICHUS B IMYHBINA KaOWHET
IKCIEPTHOTO YUPEKACHUs B €OUHOM CUCTeME 3aJaHus YIOJIHOMOYEHHOTO (peIepalbHOIO OpraHa
HCIOJIHUTEIBHOH BJIACTH M CIIEAYIOIINX JOKYMEHTOB U CBEICHHIA:

1) 3asBieHME O NPU3HAHMM JIEKAPCTBEHHOIo mpemapara opdaHHBIM JEKAPCTBEHHBIM IIPEIapaToM,
COCTaBJIIEHHOE 10 (DOPME, YTBEP)KACHHOH YHOJIHOMOYEHHBIM (eaepaJbHbIM OpPraHOM HCIIOJHUTEIBHOU
BJIACTH, IIOJNHCAHHOE YCHJICHHOW KBAIU(DHUIMPOBAHHOW SJIEKTPOHHOM MOAMUCHIO  YIOJIHOMOYEHHOTO
MPECTAaBUTENS] IOPUAMYECKOrO JIUIA, JEHCTBYIOMIET0O B COOCTBEHHBIX HHTEpPECaXx WM YIOIHOMOYEHHOTO
MPEICTaBIATH HHTEPECH! IPYTrOro I0PHINYECKOro JINIIA;

2) Komusi JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEPEHHOrO B YCTAaHOBICHHOM TMOpSAKE H
MOJTBEPKAAIOUIETO PABOMOYHOCTD 3asIBUTEINS 110/1aBaTh 3asBICHUE O MPU3HAHWH JIEKAPCTBEHHOTO Mpenapara
op¢aHHBIM JIEKaPCTBEHHBIM MpenapaToM (Ipyu He0OOXOAUMOCTH);

3) ob6ocHoBanme op(haHHOCTH 3a0O0JIEBaHMs, HE OTHECEHHOTO B coOoTBeTcTBHH ¢ PefeparnbHbiM
3akoHoM ot 21 mosi6ps 2011 roma N 323-®3 "OO6 ocHOBax OXpaHBI 3A0POBbA TrpaxaaH B Poccuiickoit
Oenepanuu” K penkuM (oppaHHBIM) 3a00JICBaHHUSIM, B TOM 4HCIe TToApoOHas WH(OpMAIUS O TUATHOCTHKE,
MPOQMITAKTHKE HITH JICICHUH TaKOTO 3a00JICBaHU;

4) yTBepKIOCHHAs HWHCTPYKLUUS IO MEAMLMHCKOMY IPHUMEHEHHIO JICKapCTBEHHOIO IIpenapara,
3apEeTUCTPUPOBAHHOTO B COOTBETCTBUM C HacTosiuM DenepanbHbIM 3aKOHOM, WM O0IIas XapaKTepPUCTHKa
JICKapCTBEHHOT'O IIperiapaTa, 3aperuCTpUPOBAHHOIO B COOTBETCTBHHU C aKTaMH, COCTaBIIOIIMME npaBo Coro3a
(pn HaNTM4MN);

5) HMHCTpYKIMS TO MEIUIMHCKOMY TNPHUMEHEHHIO WIIM KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOTO
mpernapara, yTBEpXKICHHbIC B CTPaHe POU3BOAUTEIS (IIPH HATUYUH);

6) KomMH JOKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM TMOpSAKE M MOATBEpKIArOmuX (akt
perucTpanuy  JIeKapcTBEHHOTO TIpernapara B HHOCTPAaHHBIX TIOCyNapcTBax B KadecTBe Op(haHHOTO
JIEKapCTBEHHOTO Tpemnapara (TIpy HaJTU4HN );

7) TpOEKT XapaKTepPHCTUKH HE3apETHCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIperapara, CoJepKaliero
CJIEAYIOIINE MHHUMAJbHBIE CBEICHHUS O HE3apETHCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare (IOoIycKaeTcs
IIPEICTABICHUE  TIPOEKTAa  XapaKTEPUCTHKH  HE3aPETUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  IIperapara,
COCTABJICHHOTO B COOTBETCTBUHU C JOCTYIIHBIMH JAHHBIMH II0 NPOBEICHHBIM KIMHUYECKUM HCCIECIOBAHUIM
JIEKapCTBEHHOT'0 IIpernapaTa U JOKIMHUYECKUM HCCIIEAOBAaHMAM JICKAPCTBEHHOI'O CPEICTBA HA MOMEHT HOAAYH
3asBJICHUS O IPU3HAHUH JICKAPCTBEHHOIO Ipenapara op(aHHbIM JIEKapCTBEHHBIM MIPETapaToM):

a) HaMMCHOBAaHUE JIGKAPCTBEHHOTO Ipemapara (MEXIyHAapOAHOE HEMaTeHTOBaHHOE, WU
IPYNIUPOBOYHOE, MM XUMUIECKOE U TOPIOBOE€ HAMMEHOBAHMS);

0) nekapcTBeHHas (opma C ykazaHHEM HAaMMEHOBAaHMH M KOJMYECTBEHHOTO COCTaBa JIEHCTBYIOIIUX
BEIIECTB W KAYECTBEHHOI'O COCTaBa BCIIOMOTATENILHBIX BEHICCTB (NP HEOOXOAWMOCTH KOJWYECTBEHHOTO
cocTaBa BCIIOMOTATENIbHBIX BEILIECTB);

B) (papmakosmHaMHKa U (papMaKOKUHETHKA;

I') IOKa3aHusl Il IPUMCHEHHS;

1) IPOTHBOIIOKAa3aHMs AJIsl IPUMEHEHNS;

€) BO3MOXHbIE ITOOOYHBIE IEHCTBUS M HEXKEJIAaTeJbHbIE PEaKLUM MPU NPUMEHEHUH JIEKapCTBEHHOI'O
npemnapara s MEJULUHCKOTO IPUMEHEHHUS;

) HAUMEHOBaHMSA M ajapeca IPOU3BOJACTBEHHBIX IUIOLIAIOK MPOM3BOAMTENS JIEKAPCTBEHHOTO
npenapara;

3) cBegeHHMSA O pa3pabdoT4MKe JIEKApCTBEHHOI'O CpeICTBa  (lepXarene  PperucTparoOHHOTO
yIIOCTOBEPEHU);

8) cBenmeHMsT O TEKYILIEM cTaTyce pa3pabOTKH HE3aperHCTPUPOBAHHOTO JICKAPCTBEHHOTO IMpernapara, a
TaKke IIIaH ero pa3padoTKy;

9) 0030pBI MOKIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEIOBAHUN
HE3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOTO MperiapaTa, JOCTYITHbIC Ha JICHb TI01a4y 3asBJICHUS;

10) oT4eTsl O TPOBEJCHHBIX JIOKIMHUYECKMX HWCCIENOBAHUSIX JIEKAPCTBEHHOT'O CpelCTBa U
KJIMHUYECKHUX HUCCIIEI0BAHUAX HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIpenapaTa (Ipy HaJIN4Kn);

11) pekBU3UTHI JOKyMEHTA, IOATBEPKAAIOLIETO YIUIATy TOCYAapPCTBEHHOM MOLUINHBI.

2. B ciay4ae HEZOCTaTOYHOCTH NPEACTABICHHBIX MAaTepHalOB B LEIAX MPOBEACHUS IKCIEPTHU3bI IS
OTIpeleNiCHHs BO3MOXXHOCTU PAacCMaTpUBaTh JIEKAPCTBEHHBIH Ipemapar A MEOULWHCKOrO NPUMEHEHHS B
KadyecTBe Op(aHHOIrO JIEKAPCTBEHHOI'O IpenapaTta SKCIEPTHOE YUPEKICHHUE HANPABIAET B JIMUHBIA KaOWHET
3agBUTENS B E€AMHOW CHCTEME 3ampoc O TMPEACTAaBICHUH HEOOXOAWMBIX MaTepHaloB, MOAINHCAHHBIA
pyKoBoauTeneM (yIMOJTHOMOYEHHBIM JIMIIOM) SKCIEPTHOTO YUPeXIEHHS C HCIOIb30BAHUEM YCHIICHHOH
KBaJTM(PULIUPOBAHHON 3IEKTPOHHOW MOLNUCH. 3asBUTENb 00sI3aH HAIIPABUTD B JIMUHBIA KAOWHET SKCIEPTHOTO
YUpeXIEHHUsT B €AMHOW CHCTEME MOJNHCAHHBIA YCHJICHHOW KBaTM(DUIIMPOBAHHOW 3JCKTPOHHOW MOAIUCHIO
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

OTBET Ha 3alpoc B CPOK, HE MPEBBIMIAIOMINNA MIECTUACCATH PaOOYUX THEH CO JHA IMOJyYEHHUS IKCIEPTHBIM
YUpEeXJICHHEM DIIEKTPOHHOTO YBEJOMJICHHUS O MOJYYeHUH 3asBuTeseM 3amnpoca. Cpok, yKkazaHHbBIH B YacTy 1
HACTOAIIEH CTaThW, IPUOCTAHABIMBACTCA CO JHS HANPABICHUS 3asBUTEIIO B €T0 JIMYHBIN KaOMHET B eIWHOW
CHCTEME 3aIpoca YKCIEPTHOTO YUPEKISHH 10 JHSA HAMPABICHUS 3asSBUTEIIEM B JTUYHBIA KaOWHET SKCIIEPTHOTO
YUpEXKACHUS B €AUHONM CHUCTEME OTBETA HA 3aIPOC M HE YUUTHIBACTCS NPU HCUUCICHUM CPOKA IMPOBEICHUSA
SKCIEPTU3bl TOKYMEHTOB, IIPEICTABICHHBIX IJISl ONMpPENETICHUSI BO3MOXKHOCTH pacCcMaTpUBaTh JEKAPCTBEHHBIN
npenapar Ui MEIUIMHCKOTO IPUMEHEHHSI B KaueCTBE Op(aHHOTrO JIEKapCTBEHHOI'O Mpernapara.

3. B cpok, He mpeBBIIAIOUIMKA TATH padOYMX [THEH cO JHS HANpaBiCHUs B JUYHBIA KaOWHET
YIIOJIHOMOYEHHOT0  (pefiepalibHOrO OpraHa HCIHOJHUTENBHONH BIACTH B EAMHOW CHCTEME 3aK/IIOYCHUS,
yKa3aHHOTO B YacCTW 1 HACTOsIIEeW CTaThU, YHOJIHOMOYEHHBIN (eliepaibHblii OpraH UCIIOJHUTEIBHOW BIACTH
OCYILECTBIISIET OLICHKY 3aKJIFOUEHHUS JJISL ONPENEIICHUSI €r0 COOTBETCTBHS 3aJJaHUI0 HAa IIPOBEJICHUE dKCIIEPTU3HI
Y HaNpapJsieT B JINYHBIA KAOMHET 3asBUTEIIS B €MHON CUCTEME MOAMUCAHHOE YCUIICHHOM KBATU(UITUPOBAHHOMN
3NEeKTPOHHOW MOAMUCLIO YBEJIOMIIEHHE O pe3ylibTaraX MPOBEJACHHON JKCIEPTHU3bl C MPHIIOKEHUEM KOIHH
SKCIIEPTHOTO 3aKITIOUeHUs (C COXpaHCHHEM KOHOPUACHIMAILHOCTH HWH(POPMAIMU O COCTaBe KOMHCCHH
9KCIIEPTOB) M BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN Tpemapar i
MEIUIIMHCKOTO IPUMEHEHHS B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO Tperapara.

I'APAHT: CM. KOMMeHTapum k cratbe 20 HacTosmero deneparbHOTO 3aKOHA

CraTtbsa 21. Vrparuna cuiy ¢ 1 cenrsops 2024 r. - PegepanbHblil 3akoH ot 30 saBaps 2024 1. N
1-®3

Hugpopmayus 06 usmenenusx: — CM. rpedblOyuyyo pedakyuro

CraTbsa 22. YTpatuna cuny ¢ 1 urons 2015 .

Hnghopmayus 06 usmenenusx:  Cm. mexem cmamsu 22

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKoHOM om 22 oexkabpsa 2014 2. N 429-D3 cmamova 23
nHacmosiye2o PedepanbHo20 3aKOHA U3LOHCEHA 8 HOBOU pedakyuu, scmynarowed e cuny ¢ 1 uions 2015 2.
Cm. mekcm cmambu 8 npedbidywel pedakyuu

Cratbsa 23. Dkcrnepru3a KayecTBa JIGKApCTBEHHOTO CPEICTBA M SKCIEPTH3a OTHOIICHUS 0XKUIACMON
MOJTB3bI K BOBMOXXHOMY PUCKY TMPUMEHEHHS JICKAPCTBEHHOTO Tpernapara Ui MEAUIIMHCKOTO
HNPUMEHEHUSI

Hupopmayusn 06 usmenenusix:  Yacmo 1 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus yvactu 1 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAPCTBEHHBIX YCIYT MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeactsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 aasBaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAroNMe (aKT TIOCYyJIapCTBEHHOM perucrpalydd, Ha OyMa)KHOM HOCHTENIE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 r. HE BBIIAIOTCS

1. DkcneprTr3a KayecTBa JIEKAPCTBEHHOT'O CPEACTBA U 3KCIEPTH3a OTHOLICHUS OKUAAEMOM IONb3bI K
BO3MOXXHOMY PUCKY NPHUMEHEHHU JIEKAPCTBEHHOIr'O Ipernapara sl MEAULUMHCKOrO NMPUMEHEHUS, COCTABICHUE
KOMHCCHUSIMH 3KCIIEPTOB 3aKJIIOUCHUN IO pe3ylbTaTaM MPOBEACHHBIX HKCIEPTHU3 U HAMpaBICHUE ATHUX
3aKJIFOUEHUH, TMOAMUCAHHBIX YCHWICHHBIMA KBATA(DUIIMPOBAHHBIMU 3JIEKTPOHHLIMU MOAMUCAMU, B JTUYHBIH
KaOWHET YIOJIHOMOYEHHOro ()eACpaIbHOTO OpraHa WCIOJHUTEIBHOW BJIAaCTU B CIUHOW  CUCTEME
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIMIAIONIUN CTa JECATH pabOuMX JHEU CO JTHS HANPABJICHUS B JIUYHBIN
KaOMHET 3KCIIEPTHOIO YYPEXKJCHUS B EIMHOH CHUCTEME COOTBETCTBYIOIIETO 3aJaHMs YIIOJIHOMOYCHHOI'O
(denepanbHOTO OpraHa MCIOJHUTEILHON BJIACTH U HEOOXOIUMBIX IOKYMEHTOB.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: [Monoxxenust wactu 2 (B pemakumu PegeparnbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

KacarolUecss IPENOCTaBIEHNUs TIOCYIAPCTBEHHBIX YCIIYIT MIPH OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui METUIIMTHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

2. B TeueHue paeBsHOCTAa OHEH CO JHS MONYYEHHs] YINOJTHOMOYEHHBIM (eaepalbHBIM OpPraHOM
WCTIONIHUTENILHON BIAacTH YBEIOMJICHUS B DIJIEKTPOHHOM (OpME O TONY4YEHHH 3asBUTEIEM pEHICHUS O
MPOBEICHUH SKCIEPTU3, MPEIYCMOTPEHHBIX YacTbi) 1 HACTOSIICH CTaThbd, 3asBUTEIb IPEICTABISCT B
9KCHEPTHOE YUYpEXKICHHE [UIS TIPOBEICHUS OKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA 00pa3Lbl
JIEKapCTBEHHOTO TIperapara i MEIUIMHCKOrO0 MPHUMEHEHHs, IPOU3BEJCHHOIO B COOTBETCTBUH C
TpeOOBaHUSMH  OIBITHO-TIPOMBIIIJIEHHOTO Y (MJIM) MPOMBIIUIEHHOTO PETJIaMEHTOB,  YTBEP)KICHHBIX
PYKOBOJHUTEIEM IMTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBYIOUIMX CIIydasx oOpa3iibl
(apmaneBTH4ECKOW CyOCTaHLMM, TECT-LITaMMa MHKpPOOPIaHU3MOB, KYJIbTYphl KJIETOK, OOpa3lbl BEILECTB,
MIPUMEHAEMBIX sl KOHTPOJSI KadecTBa JIEKAPCTBEHHOI'O CPENICTBA IyTEM CPABHEHHSA C HHUMH HCCIEAYEMOTO
JIEKapCTBEHHOT'0 CPEACTBA, CIEHU(PUUECKUE PEareHThl, HEOOXOAUMBIE Ul MIPOBEAEHHS MCIBITAaHUNH 00pa3LoB
JICKapCTBEHHBIX IPENapaTroB, B KOJIMYECTBAX, HEOOXOIMMBIX MAJsl BOCIPOU3BEACHHS METOAOB KOHTPOJII
KauecTBa.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxxenus yvactu 3 (B pemakuuu PepeparnbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3),
KacCarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIlEeHMHM JEKAPCTBEHHBIX CPENCTB JUIST
MeauUUHCKOro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensaoTca ¢ 1 gasapa 2026 r.
PerncrpanioHHBIE  VIOCTOBEPEHUS JEKAPCTBEHHBIX IPENApaToB I  MEOUIIMHCKOTO IIPUMEHEHHS,
MOATBEPXKAAOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAIMOHHBIX YOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAPATOB JIJIsl MEIUIIMHCKOTO MMPUMEHEHUs ¢ | stHBaps
2026 T. He BBIIAIOTCSA

3. Ilpu momyueHun oOpa3lOB JIGKAPCTBEHHOTO TMpenapata u (apMareBTUYeCKod CyOCTaHIIUU
SKCIIEPTHOE YYPEXKICHUEC HAMpaBISICT B JIMYHBIA KAaOMHET 3asBHTEIS B €IAMHOM CHCTEME YBEIOMIICHHE,
NOJATBEPIKAAtolIee OTyYeHIE YKa3aHHBIX 00pa3IoB.

Hnupopmayus 06 usmenenusix: Yacme 4 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 4 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHMecs] IPENOCTABICHUS T'OCYLAPCTBEHHBIX VCIAYD IPU OOpAILEHMHM JIEKAPCTBEHHBIX CPENCTB I
MeauIuHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanyoHHBIE YOOCTOBEPEHUSA JIEKAPCTBEHHBIX IMPENAparoB I  MEOUIUHCKOIO IIPUMEHEHUS,
MIOATBEPXKAAOIKUE (DAKT TIOCYIApCTBEHHOM pErUCTpalldd, HAa OyMaKHOM HOCHUTEINE U JIyOJIMKATHI
PETUCTPAIMOHHBIX VAOCTOBEPEHHIA JIEKAPCTBEHHBIX TPETApaToB ISk MEIUIIMHCKOTO MTPUMEHEHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

4. YkasaHHbIH B 4acTW 2 HACTOsAIICH CTaThbM CPOK IS MPEACTaBICHMs 3asBUTEIEM 00pas3IioB
JIEKapCTBEHHOTO TpenapaTa U (apManeBTHIecKoi cyOCTaHIIMK HE BKIFOYAETCS B CPOK MPOBEACHUS DKCIIEPTH3,
MPEIyCMOTPEHHBIX YaCTbIO 1 HacTosIIeH CTaThH.

5. Vrparuna cuiy ¢ 30 staBapst 2024 r. - PefepanbHbin 3akoH ot 30 suBaps 2024 r. N 1-03

Hugpopmayus 06 usmenenusx: — CM. npedblOyyyo pedakyuro

T'APAHT: CM. KOMMeHTapuu k cratbe 23 HacTosmero deaepaabHOTO 3aKOHA

CtaTtbs 24. DKcrnepTr3a KauecTBa JEKapCTBEHHOTO CPEACTBA M IKCIIEPTH3a OTHOIIEHHS O0KHAIaeMOH
MOJIB3BI K BO3MOYKHOMY PHCKY ITPHMEHEHHS JEKapCTBEHHOTO MpenapaTa JJIs BETEPUHAPHOTO
MIPUMEHEHHUS

HUudopmayus 06 uzmenenusx: Yacme 1 usmenena c 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
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Cwm. 6ydywyto pedakyutro
Yacmo 1 usmenena c 30 sneaps 2024 2. - ®edeparnbHbili 3aKoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus vactu 1 (B pemakuuu PepepanbHoro 3akoHa or 30 suaBaps 2024 r. N 1-D3),
Kacarolnuecss MIPENOCTaBIEHNUs TOCYIAapPCTBEHHBIX VCIYD MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB I
BerepuHapHoro npumenenus nocpeactsoM ENMTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOmukarsl
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JICKAPCTBECHHBIX MPEapaToB Il BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 T. He BBIIAIOTCSA

1. DKcriepTh3a KavyecTBa JICKAPCTBEHHOTO CPEACTBA M IKCIEPTH3a OTHOIICHUS OXKUIAEMO MOJNb3bI K
BO3MOXKHOMY PHCKY NMPUMEHEHHs JICKapCTBEHHOTO Mpernapara JJisi BETepHHAPHOTO MPUMEHEHHs, COCTABICHHE
KOMHUCCHSIMH OKCIEPTOB 3aKIIOYEHHH 110 pe3yJbTaTaM yKa3aHHBIX OKCIIEPTH3 W HAlpaBieHHE TaKuX
3aKJTIOYCHUH B AJICKTPOHHOH (OpME B YIOJHOMOYEHHBIH (peaepanbHblii OpraH HMCHOJHUTEIBFHON BIACTH
OCYIIECTBIISIFOTCSl B CPOK, HE TNPEBBIMIAIONINN CTa JecATH paboyMx IHEH CO THS TOJIyYeHUs DKCIEPTHBIM
yUpeXIEHHEM B DIICKTPOHHOW (opMe 3aJaHHs YIOJIHOMOYEHHOTo (eAepalbHOTO OpraHa HWCIOJHUTEIbHOM
BJIACTH C JIOKYMEHTaMH, YKa3aHHbIMU B 4acTV 3 cTatby 17 Hacrosiaiero denepanbHOTo 3aKOHA.

Hupopmayus 06 usmenenusix: Yacme 2 uzmenena c¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus vactu 2 (B pemakumu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarollhecss IPEeNOCTaBIEHNsS TIOCYJAapCTBEHHBIX YCIYr HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEpUHAPHOro IpuMeHeHus mnocpeactsoM E[TY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOnuKarsbl
PErUCTPAIMOHHBIX YIOCTOBEPEHUHN JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHUS ¢ 1 stHBapst
2026 1. HE BBIOAIOTCS

2. B Teuenne tpunnatu pabodnx AHEH cO THS MOMYYECHHUS YHIOJHOMOYEHHBIM (pelepaibHbIM OpraHoM
WCTIOJIHUTENILHOM BJACTH YBEIOMJICHHS B DJJIEKTPOHHOW (opMe O TIONYYEHHH 3asBUTEICM pEHICHUS O
MPOBEICHIH YKa3aHHBIX B YaCTW 1 HacTOsIIEH CTaThbW JKCIEPTHU3 3asBUTENb MPEACTABISECT B IKCIEPTHOE
YApEeXXIEHUE ISl TPOBENCHUS SKCHEPTU3bl KauecTBa JIEKApCTBEHHOTO CpencTBa O0pasIpl JIEKapCTBEHHOTO
mperapara s BETEPUHAPHOTO MPUMEHEHUS, NPOU3BEICHHOTO B COOTBETCTBUH C TpeOOBaHHUSIMH
TEXHOJIOTUYECKUX PErIAMEHTOB, YTBEP)KICHHBIX PYKOBOIUTENIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a
TAaKKE€ B COOTBETCTBYIOIIMX CIyYasX TECT-IITAMMBl MHKPOOPTAaHU3MOB, KYyIbTYpHl KJIETOK, OOpa3Ilbl
(apmareBTHUecKol cyOcTaHIMM, 00pa3Lbl BELUIECTB, IPUMEHSIEMbIC AJIsl KOHTPOJISI KauecTBa JIEKAPCTBEHHOTO
CpeACTBa, B KOJMYECTBAX, HEOOXOJUMBIX ISl BOCIIPOM3BEICHUSI METOLOB KOHTPOJISI KauecTBa.

Hupopmayus 06 usmenenusx: HYacmo 3 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa yactu 3 (B pemakumu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolIecsl IPEeNOCTaBJIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
BETEPUHAPHOTO npuMeHeHus mnocpeactsoMm ENTY, npumeHsaoTcs ¢ 1 sgasaps 2026 1. JIyOnukarsl
PETUCTPAIMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX MPETapaToB /I BETEPHHAPHOTO MTPUMEHEHHs ¢ 1 sHBaps
2026 T. He BBIIAIOTCS

3. Ilpu mnonmydeHuu oOpa3loOB JIEKApCTBEHHOro INpenapara H (apMaleBTUYeCKOH CyOcTaHIMU
9KCHEPTHOE YUPEKACHHUE B JACHb NOIYyYCHHs OO0pa3loB HANpaBIiACT B DIIEKTPOHHOW (opMe 3asiBUTENIO
yBEIOMJICHUE, TIOATBEPIKAAIOIIee MOTyUeHNE yKa3aHHbIX 00pa31oB.

Hupopmayus 06 usmenenusix: Yacme 4 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus vactu 4 (B penakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolluecss IPEeNOCTaBIEHNs TOCYIapCTBEHHBIX YCIYrT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
BeTEpUHApPHOro IpuMeHeHus mnocpeactsoM E[TY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOnuKarsbl
PErUCTPAIMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHUS ¢ 1 stHBapst
2026 1. HE BBIOAIOTCS

4. VkazaHHbIi B YacCTV 2 HaCTOSIICH CTaTbU CPOK JUIS TPEICTABICHHS 3asiBUTENIEM 00paslioB
JIEKapCTBEHHOTO Tipernapara u papMaleBTHIECKOi CyOCTaHIIMU He BKIIIOYACTCS B CPOK MPOBEICHHSI SKCIIEPTH3,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MPEAYCMOTPEHHBIX YaCTb0 1 HacTOSIIEH CTaThH.
5. Yrpartuna cuny ¢ 30 suBaps 2024 r. - DegepanbHblii 3akoH ot 30 sasaps 2024 1. N 1-03

Hupopmayus 06 usmenenusix:  CM. npedsidywyro pedakyuro

T'APAHT: CM. KOMMeHTapuu k cratbe 24 HacTosero deaepanbHOTO 3aKOHA

HUndopmayus 06 usmenenuax:  DedeparibHbIM 3aKOHOM om 22 dexkabps 2014 2. N 429-D3 naumenosanue
cmamvu 25 Hacmosiyeco PedepanvbHoe0 3aKOHA U3LONCEHO 8 HOBOU pedaxyuu, ecmynarowel 8 cuny c 1
uronsa 2015 e.

CmM. mekcm HauMeHogaHUs 8 rpedbiOywel pedakyuu

Cratba 25. [ToBTOpHOE MPOBEICHHE IKCIICPTHU3bI JIEKAPCTBEHHBIX CPEICTB

Unpopmayus 06 usmenenuax: PDedeparibHbIM 3aKOHOM om 22 Oexabps 2014 2. N 429-D3 ¢ uacmo 1
cmamou 25 HacmoAueco d)edepaﬂbHoeo 3AKOHA 6HECEHbl U3MEHEHUA, Gcmyrlal'ou.(ue 8 CUﬂy c 1 urona
2015 e.

CmM. mekcm Yacmu 8 npedbidywel pedakyuu

1. B cny4asx HemocTaTOYHOH OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOYCHUS! KOMHUCCHUU JKCIIEPTOB,
HAJIMYUSl B HEM MMPOTHBOPEUYMBLIX JAHHBIX, (pagbcu(UKaMK BBIBOIOB SKCIEPTH3HI JICKAPCTBEHHOTO CPE/ICTBA,
COKPBITHSI OT YIOJHOMOYEHHOTO (elepalbHOr0 OpraHa HUCIOJNHHUTEIBHOW BIACTH OCHOBaHWH JUIS OTBOJA
JKCIIepTa BCIIEACTBHE €r0 3aWHTEPECOBAHHOCTH B PE3yJbTaTax COOTBETCTBYIOIIEH OSKCIEPTH3BI, HATWUHA
JAHHBIX O TPSAMOM JIMOO KOCBEHHOM BMEIIATENILCTBE B IPOLIECC COOTBETCTBYIOLIEH SKCHEPTHU3BI JIUI, HE
yYacTBYIOIIUX B €€ IPOBEJCHHMHM, HO OKAa3aBIIMX BIHUSHHME Ha IPOLECC M Pe3yldbTaThl €€ IPOBEICHUS,
YIIOJIHOMOUYCHHBIM (peiepalbHbIM OpPraHOM HCIOJHUTEIBHON BIAacTH HA3HAYaeTcsl IMOBTOPHAS SKCHEPTH3a
JIEKapCTBEHHOT'O CPENICTBA U (WJIN) STHYECKast HKCIIEPTH3A.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 2 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecsl IPEJOCTaBJIEHUsS] TIOCYJapCTBEHHBIX YCIYIT HIPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUMHCKOro npumenenus mnocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS] JEKAPCTBEHHBIX MpENapaToB Ui MEIULMHCKOTO INPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENE M JyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Uil METUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxenus yactu 2 (B pemakuuu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacaromuecs
IIPENIOCTABIECHUSI TOCYIAPCTBEHHBIX YCIAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 sgaBaps 2026 r. JlyOnuKaTtsl pPErHMCTPALMOHHBIX
YJAOCTOBEPEHHUH JIEKAPCTBEHHBIX IpernapaToB Jjs BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAFOTCS

2. IloBTOpHas 3KcmepTH3a fEKAPCTBEHHOrO CPEeACTBa MPOBOAUTCS C YYETOM pe3yJbTaToB paHee
MPOBEJIEHHON OKCIIEPTH3Bl B  CPOK, YCTAaHOBIEHHBIH  YHOJHOMOYEHHBIM (enepaqbHbIM  OpPraHoM
WCTIONTHUTENFHONW BJIACTH M HE MPEBBINAIONINN TpUANATH pabodnx THEH co IHSA TOJY4YeHHS DKCIEPTHBIM
VUpEeXIEHHNEM B JIMYHOM KaOWHETe B €QUHOW CHUCTeMe 3aJaHvs Ha TMPOBEIEHHE TOBTOPHOW JKCIEPTH3BI
JIEKApCTBEHHOTO CPEJICTBA, TIOAMMUCAHHOTO YCUIICHHON KBATU(DHUIIMPOBAHHON 3NIEKTPOHHOW MOAMUCHIO.

Undopmauyus 06 usmenenusx: DedeparibHbIM 3aKoHOM om 22 oexabps 2014 2. N 429-d3 6 yacms 3

cmamvu 25 HacmoAuezco (Deaepaﬂbnoeo 3AKOHA 6HEeCEHbl U3MEHEHUA, ecmyrlafou(ue 8 CU!'ly c 1 uronsa
2015 a.
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3. ®duHaHCOBOE O00CCIEUECHHE BBITOIHCHUS 3alaHrid Ha MPOBCACHUC HOBTOpHOﬁ OKCIICPTU3BI
JICKaAPCTBCHHOI'O CPEACTBA HE OCYIICCTBIIACTCS.

T'APAHT: CM. KOMMEHTapuu k cratbe 25 Hactosiiero degaepanbHOro 3aKoHa

Cratbf 26. YcKkopeHHas MpoLeypa SKCIEPTH3bI JISKAPCTBEHHBIX CPEICTB
Hngpopmayus 06 usmenenusx:  Yacmo 1 usmenena ¢ 1 cenmsaops 2023 2. - @edeparibHbil 3aKOH om 28
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

anpens 2023 2. N 171-D3
Cwm. npedbidywyto pedakyuro

1. VYckopeHHas TmpoleAypa OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B I1ENSAX TOCYyJapCTBEHHOU
peTHCTpallid  JIEKAPCTBEHHBIX IIPErapaToB IPUMEHSAETCS B OTHOINCHWHM OpP(AHHBIX JIEKApPCTBEHHBIX
NpenaparoB, IMEPBbIX TPEX JIEKApPCTBEHHBIX IPEMapaToB, peructpupyembix B Poccuiickoit denepanuu B
KauecTBE BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB, OYEPEAHOCTh KOTOPBIX OIpEHesseTcss B
COOTBETCTBHM C HOMEPOM M JIaTOM BXOASIIMX 3asBJICHUN O TFOCYJApCTBEHHOM PETUCTPALMU JIEKAPCTBEHHBIX
MpENnapaToB B paMKaxX OJHOTO MEXKAYHAapOAHOIO HEMAaTEeHTOBAaHHOTO HAMMEHOBAaHUS JIEKAPCTBEHHOI'O
Mpernapara Wik TpyHNIHUPOBOYHOTO HAaMMEHOBAHMS JIEKAPCTBEHHOI'O Mpenapara, JEKAPCTBEHHBIX IpenapaToB
Il BETEPUHAPHOTO NPUMEHEHHUS, MPEIHAa3HAYEHHBIX [Jis JICYEHUs NOMAIIHUX >KUBOTHBIX, OMPEAECICHHBIX
DdegepanbHbiM 3akoHOM oT 27 nekabps 2018 roga N 498-d3 "O6 0TBETCTBEHHOM OOpAIEHUH C )KUBOTHBIMU
U O BHECEHMHM W3MCHCHUN B OTACNBHBIC 3aKOHOJATENbHBIC akThl Poccwiickoit @epepanuu", u
3apETUCTPUPOBAHHBIX B KayeCTBE JIEKAPCTBEHHBIX TMPENapaToB Uil MEAMIIMHCKOTO TPUMEHEHUd, U
JIEKApCTBEHHBIX MPENnaparoB, MpPeJHa3HAYEHHBIX HMCKIIOUYUTENbHO JUISI NPUMEHEHUS HECOBEPIICHHOJIETHUMU
rpakJaHamu.

Undopmayus 06 uzmenenusx: DedeparibHbiM 3aKoHOM om 22 odexabpsa 2014 2. N 429-@3 yacme 2
cmamou 26 nacmoswe2o PedepanvbHo20 3aKOHA USLONCEHA 6 HOBOU pedakyuu, ecmynarowel 8 cumy c 1
urona 20135 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. VYckopeHHas TMpoleaypa OSKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB B IENAX TOCYIapCTBEHHOM
pErUCTpaIvH JICKAPCTBEHHBIX MPENapaToB HE MPUMEHSIETCS B OTHOIICHUU:

1) 6broaHamoroBsIX (OMOMOIOOHBIX) JTEKAPCTBEHHBIX MpenapaToB (010aHaIoroB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX NpPENapaTroB (32 HCKIIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
pernapaToB);

Hupopmavyus 06 usmenenusx: Ilynkm 3 uzmenen ¢ 1 cemnmsabops 2023 2. - @edeparbHbil 3aKOH om 28
anpens 2023 2. N 171-D3
Cwm. npedbidywyro pedakuuro

T'APAHT: Jlo 31 pexaOpst 2025 1. pOCCHMCKHMM IPOU3BOIMUTEISIM JIEKAPCTBEHHBIX IIPENApPaTOB JUIS
BETEPUHAPHOIO NPUMEHEHUS PA3PELLAETCS MogaBaTh PETMCTPALIMOHHOE JTOChE 110 YCKOPEHHOM MPOILEAYPE
0e3 vyuera TpecOoBaHmii MyHKTa 3 4actu 2 crtatbu 26 DenepansHoro 3akoHa "OO oOpaicHHH
JICKAPCTBEHHBIX CPEJICTB

3) BOCIIPOM3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB (3a UCKIIIOUEHUEM IEPBBIX TPEX PErHCTPHUPYEMBIX
B Poccuiickoii @enepaunn B KayeCTBE BOCHPOW3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB M JIEKAPCTBEHHBIX
MPENapaToB, MPEJHA3HAYEHHbIX HMCKIIOUUTENIBbHO IS MPUMEHEHHS HECOBEPUIEHHOJETHUMHU Tpa)kaaHaMu, a
TaKX€E JICKAPCTBEHHBIX IPENapaToB, MPEJIHA3HAYEHHBIX ISl JICUCHHS JIOMAILHUX *KUBOTHBIX, ONPEAECICHHBIX
degepanbHbiM 3akoHOM ot 27 nekabpst 2018 roga N 498-®3 "O6 0TBETCTBEHHOM OOpAIEHUH C )KHUBOTHBIMU
U O BHECCHWHM W3MCHCHHWU B OTACIBHBIE 3aKOHONATeNbHBIC akThl Poccuiickoit ®denepanmu’, wu
3apETUCTPUPOBAHHBIX B KAUECTBE JICKAPCTBECHHBIX IPEIIapaToB ISl MEAUIIMHCKOTO TIPUMEHEHNS);

4) HOBBIX KOMOWHAITNN 3aperUCTPUPOBAHHBIX paHEee JICKaPCTBEHHBIX MPEIapaToB;

5) ImeKkapCTBEHHBIX TIPENapaToB, 3apETUCTPUPOBAHHBIX paHEe, HO TPOM3BEACHHBIX B IPYTHUX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBHH C EPEYHEM HAWMMEHOBAHHMN JIEKApCTBEHHBIX (JOPM M B HOBOWM
JIO3UPOBKE;

Hupopmayusn 06 usmenenusx: Yacmo 2 donoanena nymkmom 6 ¢ 1 cenmsabops 2023 2. - ®edeparbHbil
3aKoH om 28 anpens 2023 . N 171-®D3

6) JICKAPCTBCHHBIX IIp€rnapaToB A4 MCAUIMUHCKOIO HNPHUMCEHCHHA, TOCYAAapCTBCHHAA PErucTpanus
KOTOPBIX OTMCHCHA, IPpU HUX PETUCTpallMUd B Ka4YCCTBC JICKAPCTBCHHBLIX MPCHIapaToB IAJisi BCTCPHHAPHOIO
OPUMCHCHHUH.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oOexabps 2014 2. N 429-®D3 uyacmo 3
cmamou 26 nacmosiueco Dedepanvio2o 3aKOHA U3N0JCeHA 6 HOB80U pedakyuu, ecmyrarouwed 6 cuny ¢ 1
urwona 2015 2.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

3. VYckopeHHass MpolLeaypa OHKCHEPTU3bl JIEKApCTBEHHBIX CPEICTB IPOBOJUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO (pellepalbHOr0 OpraHa MCHOJIHUTENBHONM BJIacTH Ha OCHOBaHUH
3asgBJICHUSl 3asBHTENII B CPOK, HE NPEBBIMIAIONIMKA BOChMHAECATH padoumx nued. Ilpm sToM skcmepTusa
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JIOKYMEHTOB, COJIEPIKAIINXCS B PETUCTPALMOHHOM JOChE Ha JIEKapCTBEHHBIN Mperapar, MPOBOJAUTCS B CPOK, HE
MIPEBBIIAIOIMINN JIeCATH padoumX MAHEW, OJKCIepTH3a KayecTBa JIEKAPCTBEHHOTO CPEACTBA M OKCIEPTH3a
OTHOUICHUS OXKHJAEMOM MOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHUs JISKApCTBEHHOTO IIpenapaTa MpoBOIsITCA B
CPOK, HE TIPEBBIMIAIONINN MIECTHICCATH PAaOOIHNX JHEH.

3.1. Vrparuna cuny ¢ 30 ssuBapst 2024 r. - ®egepanbHbli 3akoH ot 30 suBaps 2024 1. N 1-D3

Hupopmayus 06 usmenenusx: — CM. npedbiOyLuyyo pedakyuro

Hupopmayus 06 usmenenusx: Hacmo 4 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4. VckopeHHas TpOIEAypa OKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB MPOBOAUTCS B  TIOPSIKE,
ycranoBinenHom ctatbsmmn 17, 19, 20, 23 u 24 nactosmiero deaepanbHOro 3aKoHa, M HE 03HAYACT CHUKCHHS
TpeOoBaHMIA K O€30MMaCHOCTH, Ka4eCTBY U I(PPEKTUBHOCTH JIEKAPCTBEHHBIX TIPEapaToB.

I'APAHT: CM. KOMMEHTapUK k cratbe 26 HacTosmero denepaaTbHOTO 3aKOHA

Cratba 27. Penienre 0 rocyJapcTBEHHON PETHCTPAIIMH JIEKAPCTBEHHOTO Mpernapara

Hupopmayus 06 uzmenenusix: Yacme 1 usmenena c 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uionsn
2025 2. N 304-D3
Cwm. 6ydywiyro pedakyuro
®edeparnbHbIM 3aKoOHOM om 22 oekabps 2014 2. N 429-@3 ¢ uacme 1 cmamvu 27 nacmosiyezo
Dedepanvrozo 3aKoHa 8HeceHbl UsMeHenuss, cmynarowjue 8 cuny c I uioas 2015 e.
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

1. B CpOK, HEC HpeBBIH.IaIOH_II/Iﬁ JACCATHU pa6oqnx Z[Heﬁ CO AHA TOJYYCHUS 3aKJIIOUYCHUH KOMHCCHU
OKCICPTOB IO PpE3yJIbTaTaM 3KCIICPTU3bl Ka4uCCTBAa JICKAPCTBCHHOI'O CPCACTBA U IKCHCPTHU3bl OTHOILICHUS
O)I(I/I,[[aCMOf/’I IMMOJIb3bl K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O IIpCIiapara, COOTBeTCTByIOI]_II/Iﬁ
yHOHHOMO‘IeHHBIfI q)e):[epanLHHﬁ Oopran HCIIOJHUTEIILHOM BJIACTHU:

Hngopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 smsaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa nyakra 1 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarollecsl IPENOCTaBIIEHNsS IOCYJapCTBEHHBIX YCIYr HPH OOpaIleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MenuIuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMY, npumeHsatoTcsa ¢ 1 sasaps 2026 T.
PerucrpaliMoHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaludyd, Ha OyMa)XKHOM HOCHUTENE U JIyOJIHKATHI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JISKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus nynkra 1 (B penakinuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHNS TOCYIapCTBEHHELIX YCIYT MPH OOpaIlleHHH JIEKAaPCTBEHHBIX CPENCTB IS BETEPHUHAPHOTO
npumernenusa nocpeactsoM EMNTY, npumensaoTea ¢ 1 gaBaps 2026 r. JyOmukaTbl perMcTpaliOHHBIX
VIOCTOBEPCHUH JICKAPCTBEHHBIX IIPENapaToB IS BETCPUHAPHOTO TpuMeHeHHs ¢ 1 saBaps 2026 1. He
BBIIAIOTCS

1) OCYHICCTBJISACT OLICHKY 3aKIIOYCHUNA KOMHCCHH OKCIEPTOB 1A ONPEACTICHUA COOTBETCTBUA 3alaHUTO
Ha NPOBCACHHUC 3TUX IKCIICPTU3;

2) MMPUHUMACT PCUHICHUC O FOCYI[apCTBCHHOﬁ perucTpanuu JCKAapCTBCHHOTO IIpcapara Uin 00 oTKaze B
FOCY,[[apCTBCHHOﬁ perucTpanuu JCKapCTBECHHOI'O Mperiapara,

Hngopmayus 06 usmenenusx:  Ilynkm 3 usmenen ¢ 1 mapma 2026 2. - @edeparibHbil 3aKOH om 31 uions
2025 2. N 304-D3
CmMm. bydywyro pedakuyuro
Ilynxkm 3 usmenen c 1 sneaps 2025 2. - ®edeparsibHbil 3aKOH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa nyakra 3 (B pepakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolliecsl IPeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMY, npumeHstoTcs ¢ 1 sausaps 2026 r.
Peructpannonneie  yIOCTOBEpPEHHs] JIEKAPCTBEHHBIX MPENapaTtoB i MEIUIMHCKOrO IMPUMEHEHHUS,
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MOJATBEPKAAoNMe (GaKT TOCYyHapCTBEHHOM perucrpaludyd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPEHUN JIGKAPCTBEHHBIX MPEMAapaToB TSI MEAUIIMHCKOTO IPUMEHEHUS ¢ 1 stHBAps
2026 r. HE BBIIAIOTCS

[Tonoxxenus nyskra 3 (B pemakunu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABIECHUSI TOCYAaPCTBEHHBIX YCIAYTI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEnapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

3) BHOCUT IpH TMPUHATUU PEIICHUS O TOCYIApCTBEHHOM pErucTpanuy JEKapCTBEHHOTO Ipernapara
JIAaHHBIC O 3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IpernapaTe, B TOM YUCie O (apMaleBTHUECKON CyOCTaHIUH,
BXOJSUIEH B COCTaB JIEKAPCTBEHHOI'O IIpemnapara, B T'OCYJAapCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB U
BBIJIAET 3ad4BUTENIO0 PETUCTPALIMOHHOE YJIOCTOBEPEHHME JIEKAPCTBEHHOTO IIpernapara IyTeM HaIlpaBICHUS
3asBUTENIO TIOCPEACTBOM €MHOI0 rnopTara wid B JUYHBIN KaOWMHET 3asSBUTENS B €IMHON CHCTEME BbIMUCKN
U3 TOCYIAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB, IMOANMCAHHOW YCHJICHHON KBaTH(DHUIIMPOBAHHON
3NIEKTPOHHOW MOAMNUCHI0, hOpPMa KOTOPO# YTBEP)KIAACTCS YIIOJTHOMOYCHHBIM (eepalbHbIM OpraHOM
HCIONHUTEIBHOM BJIACTH, COIVIACOBAHHBIE HOPMAaTUBHYK [JOKYMEHTaLMI0, HOPMAaTHUBHBIA JOKYMEHT,
WHCTPYKLUIO MO MPUMEHEHUIO JIEKAPCTBEHHOrO Mpernapara U MakeTbl NEPBUYHOM YIAaKOBKM U BTOPUYHOU
(MOTpeOUTENBCKOM) YIMAKOBKM C yKa3aHUEM Ha HUX HOMeEpa pPErHCTPAllMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO Tperapara U JIaThl €r0 TOCYAapCTBEHHON PETUCTPAllMU WU B Cly4yae MPUHSTUS PEelIeHus 00
OTKa3e B TOCYIJApCTBEHHOW PErucTpaldy JICKApCTBEHHOTO Ipenapara HAmpaBIseT 3asBUTEII0 MOCPEICTBOM
€JIMHOTO TIOPTajia WM B JMYHBIA KaOWHET 3asABUTEIS B €IMHON CHCTEME YBEIOMIICHHE 00 3TOM C YKa3aHHUEM
MPUYHMH TAaKOTO O0TKa3a. 3a BIIaYy PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO MpermapaTa B3UMaeTCs
roCyIapCTBEHHas MOLUIMHA B COOTBETCTBUMU C 3aKOHOAATESNIbCTBOM Poccuiickoil denepaliu o Hajlorax u
coopax.

Hnchopmayus 06 usmenenusx:  Yacmo 2 usmenena ¢ 15 wons 2018 2. - @edeparibHbIl 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

2. OcHoBaHWEeM s OTKa3a B TOCYJapCTBEHHOM pPETHCTpAllMM JIGKAPCTBEHHOTO TMpenapara Juis
MEIMIIMHCKOIO TMPUMEHEHUS SBJSCTCS 3aKJII0YCHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOIO (eaepajbHOro
opraHa WCITOJIHUTEIFHOM BIACTH O TOM, 4YTO KadecTBO M (Wwin) 3(PPEKTUBHOCTH PETHUCTPUPYEMOTO
JIEKapCTBEHHOTO IpernapaTa JJisi MEJIUIIMHCKOTO PUMEHEHHSI HEe TIOATBEPIKICHBI MMOJyYCHHBIMU JTAHHBIMU HITH
YTO PHCK TPUYHMHEHHS BpeAa 370POBbIO YeNOBEKa BCIEACTBHE TMpUEMa JICKApCTBEHHOrO Npernapara Juis
MEUIIUHCKOTO MMPUMEHEHUS MPEBbIINACT 3PPEKTUBHOCTh €0 PUMCHEHHUS.

Hnpopmayus 06 uzmenenusx: PDeodeparibHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-®3 uacme 3
cmamou 27 nHacmosueco Dedepanvioco 3aKOHA U30JCeHA 6 HOB80U pedakyuu, ecmyrnarouwed 6 cuny ¢ 1
urwnsa 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3. ITloBropHOe mpexacTaBieHHE B COOTBETCTBYIOIIMH YIOJHOMOYECHHBIH (enepaibHbli  OpraH
HCIIOJTHUTENBHOM BJIACTH JIEKAPCTBEHHOrO IIpemapara, B OTHOIIEHWH KOTOPOTO TIIOJIy4€H OTKa3 B
roCy/IapCTBEHHOM pErucTpanyi M KOTOPBIM BIIOCIEACTBUM IOJBEPICsl M3MEHEHHUIO B 4YacTH €ro COCTaBa,
paccMmaTpuBaeTcd Kak IpeJICTaBI€HHE HOBOIO JIEKAPCTBEHHOrO TIpenapaTa Ha €ro ToCyJapCTBEHHYIO
PEerucTpalrio HE3aBUCUMO OT COXPAHEHUs ero MepBUYHOT0 HAMMEHOBAHN.

HUnchopmavyus 06 usmenenusx: Cmamos 27 O0onoanena yacmoio 4 ¢ 15 wons 2018 2. - @edepasibHbIl
3aKoH om 4 urons 2018 2. N 140-D3

4. Ilpu npeaocTaBiIeHUH 3aIBUTEIIEM B COCTABE PETUCTPAIMOHHOTO TOChE Ha JIEKAPCTBEHHBIN IpenapaT
AJId BETCPUHAPHOI'O IMPUMCHCHUA KOIMUH PCUHICHUA YIIOJTHOMOYCHHOT'O (beaepaﬂbﬂoro oprana HUCITOJTHUTEILHON
BJIaCTHU O IMPOBCACHUHN MHCICKTHUPOBAHUA MIPOU3SBOAUTEIA JICKAPCTBCHHBIX CPCACTB CPOK MPUHATUA PCIICHUA O
TOCYJapCTBEHHONW  PEruCTpalid  JICKAPCTBEHHOTO  Mpemapara Il  BETEPUHAPHOTO  MPUMEHEHUS
NMPUOCTAHABIIMBACTCA CO IHA IIOJYUCHHSA SaKHIOHeHHﬁ, YKa3aHHbIX B 4acTu 1 HaCTOHIIIeﬁ CTaTbH, A0 IHA
MIPUHSATHAS YIOJTHOMOYEHHBIM (heZepabHbBIM OPraHOM HCIIOJHUTENHHOW BIIACTH PEIICHUS O BbIAade WA 00
OTKa3e B BbIIaue 3aKII0YCHNS O COOTBETCTBHHU ITPOU3BOIHTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSM MPaBUIT
HaJIeKaIIeH TIPON3BOICTBEHHOM MPAKTHKH, HO He 00JIee 4eM Ha CTO BOCEMBICCAT pabodnX ITHEH.

Hudopmayus 06 usmenenusx: Cmamoes 27 Oononnena wacmoio 5 ¢ 15 uions 2018 2. - ®edeparnbHbil
3aKoH om 4 urons 2018 2. N 140-D3

5. OcHoBaHWeM Ml OTKa3a B TOCYIOAPCTBEHHON pETHUCTPAllié JIEKapCTBEHHOTO TIperapara st
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BETCPUHAPHOTO  TNPUMEHCHUS  SBIACTCA  3aKIIOYCHHE  YIIOJTHOMOYEHHOTO  (pemepasbHOTO  opraHa
HCTIOTHATENFHON BJIACTH O TOM, YTO KadecTBO U (Win) 3()(PEKTUBHOCTH PETUCTPHPYEMOTO JICKAPCTBEHHOTO
mperapara JJisi BEeTePHHAPHOTO NPUMEHEHHs HE IMOATBEP)KICHBI IONYYeHHBIMA MaHHBIMHA WM YTO PHUCK
MIPUYMHEHHSI Bpea 30POBbI0 JKHBOTHOTO BCIIEJCTBHE MIPHEMa JIEKapCTBEHHOTO TIperapaTa Jiisi BETEPHHAPHOTO
MIPUMEHEHUS TPeBBIIaeT dPPEKTUBHOCTh €r0 MPUMEHEHHs, 0TKa3 YIOJTHOMOUYEHHOTO (eepalbHOT0 OpraHa
WCTIOTHUTENFHON BJIACTH B BBIJaye 3aKIIOYEHHS O COOTBETCTBHU TMPOHM3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB
TpeOoBaHMAM MPAaBUIT HaJUIekKAIEH MTPON3BOACTBEHHOM MPAKTUKU JUTSl KaXKI0H MPOU3BOICTBEHHON IO IKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O Mpernapara AJi1 BETEPUHAPHOTO MPUMEHEHHS B ClIydae, eclid IPOU3BOJCTBO
JIEKapCTBEHHOTO MperapaTa il BETEPUHAPHOTO MPUMEHEHHUS OCYILIECTBISETCS 3a mpeneiramu Poccuiickoii
Oepepanuu, WK OTCYTCTBUE TAKOTO 3aKIIOUCHHUSI.

T'APAHT: CM. KOMMeHTapum k cratbe 27 HacTosimero deaepanbHOTrO 3aKOHA

Hupopmayus 06 usmenenusx:  Cmamos 27.1 usmenena ¢ 1 mapma 2020 2. - @edepasibHbll 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyro pedakuuro

T"'APAHT: V1o1HOMOYEHHBIA (enepaibHblii OpraH MCIIOJHHUTENRHON Biacth no 1 saBaps 2021 roma
onpeaenseT B3auM03aMeHsIEMOCTh JIEKAPCTBEHHBIX IIPENAapaToB IJISI MEIUIIMHCKOIO MPUMEHEHHUS, KOTOPBIE
3apErMCTPUPOBAHEL 40 AHA BCTYNNEHusa B cuny ®denepanpaoro 3akoHa or 27 nexadpst 2019 r. N 475-d3 u
B3aMMO3aMEHIEMOCTh KOTOPBIX paHee He OblIa ONpeIeNieHa, B OPSAKE, YCTAHOBIEHHOM HACTOSIIEN CTaThEMH,
3a UCKJIFOYCHUEM JICKApPCTBEHHBIX MPEMapaToB, yKa3aHHBIX B YaCTN 4 cTaTtbh 3 denepanbHOro 3akoHa ot 27
nexadps 2019 r. N 475-D3

Cratbsa 27.1. B3aumMo3aMeHsIeMOCTb JIGKaPCTBEHHBIX MPENapaToB sl MEIUIMHCKOTO IPUMEHEHUSI

Hupopmayus 06 uzmenenusix: Yacme 1 uzmenena ¢ 1 ameaps 2024 2. - ®edepasibHbIl 3aKOH om 19
okmsops 2023 2. N 503-D3
Cwm. npedbidywyro pedakyuro

1. B3aumo3zaMeHsIeMOCTh JISKAPCTBEHHBIX MPENapaToB A MEAMLIMHCKOTO MPUMEHEHHS OIpeessieTcs
YIIOJIHOMOUYEHHBIM (pelepaibHbIM OPraHOM HWCIIOJIHUTEIBHON BIIACTH, OCYHIECTBISIOUIMM TOCYIAPCTBECHHYIO
pETUCTpalMIO  JIEKAPCTBEHHBIX MpenapaToB s MEOUIMHCKOTO MNPUMEHEHHWsS, B paMKax OJHOTO
MEXYHApOTHOTO HEMAaTEHTOBAHHOTO (MJIM XMMHUYECKOTO, WM TPYNIIMPOBOYHOr0) HAMMEHOBAHUS Ha OCHOBE
3aKITFOYCHUSI KOMHCCHU OKCIIEPTOB JKCIIEPTHOTO YUYPEKICHUS O B3aWMO3aMEHICMOCTH JIEKAPCTBEHHOTO
mpemnapara Jisl MEITUIIMHCKOTO TPUMEHEHHS MO0 O TOM, YTO JISKAPCTBEHHBIN MpenapaT JJisi MEJIUIUHCKOTO
MIPUMEHEHUS He SIBJIAETCS B3aMMO3aMeHseMbIM. [TOPS0K onpe/ielieHus B3auMO3aMEHIEMOCTH JICKAPCTBEHHBIX
MpenapaToB Ui MEAWIUHCKOTO TPUMEHEHHs ¥ (DOPMa 3aKIIOYEeHHUs] KOMUCCHH DSKCIEPTOB JKCHEPTHOTO
YUPEKICHHS O B3aHMO3aMEHSEMOCTH JICKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOTO MPUMEHEHUs 00 O
TOM, YTO JIGKAPCTBEHHBIH Tpenapar Ajs MEIUIUHCKOTO IPHMEHEHUs He SBIIETCS B3aUMO3aMEHSIEMBIM,
yCTaHaBIUBAIOTCA (eAepalbHBIM OPraHOM HCIOJHUTENBHOM BJIACTH, OCYILECTBISIOMNM (YHKIUH 10
BbIpabOTKEe M peaju3alud TOCYJapCTBEHHON MOJUTHKH M HOPMAaTHUBHO-IPABOBOMY PETYJIMPOBAaHHUIO B cdepe
3[IpaBOOXPAHEHUsI, 110 COTIACOBAHUIO C (helepalbHbIM OPraHOM HCIONHUTEIBHOMN BIIACTH, OCYIIECTBIISIFOIIIM
(YHKLIWY 110 JUIEH3UPOBAHUIO MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

2. Kommccusi 3KCIEpTOB 3KCIIEPTHOTO YUPEXKICHHS JaeT 3akiioueHre O B3aNMO3aMEHSEMOCTH
JICKapCTBEHHOTO TIperapara JUisi MEAUIIMHCKOTO MTPUMEHEHHUs MO0 O TOM, 4TO JICKApCTBEHHBIH Mpernapat Juis
MEJIMIIUHCKOTO TIPUMEHEHUsT HE SBISETCS B3aUMO3aMEHSIEMBIM, Ha OCHOBAHUHM CJCIYIOUIMX KPUTEPUCB
(XapakTepuCTHK):

1) SKBUBaJICHTHOCTD (JIJI1 OMOAHAJIOTOBBIX (OMOIOMOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OHOaHAIOTOB)
- COMOCTAaBUMOCTH) KAUECTBEHHBIX U KOJIMYCCTBEHHBIX XapaKTEPUCTUK (apMalleBTUUCCKUX CYOCTaHIMN WIIH
COIMOCTAaBMUMOCTh AHTUTEHHOI'O COCTaBa BAaKIWH. VICMONB30BaHHME pa3IMYHBIX COJIEH, 3(PHPOB, KOMILICKCOB,
HM30MEPOB, KPUCTAUINYECKUX (OpM M APYIHX MPOU3BOAHBIX OAHOTO M TOTO XK€ IEHCTBYIOLIETO BELIeCTBA HE
SIBIISIETCSL TIPETIAITCTBHEM [UISl ONPE/ACICHUS] B3aWMO3aMEHSIEMOCTH JIEKapCTBEHHBIX NPENaparoB, €CIH IpPH
MPOBENEHUH HCCIEeIOBaHUS OMOPKBMBAJIEHTHOCTH JICKAPCTBEHHOTO Mpenapara WIM  HCCIeJOBAHUS
TepaneBTUYECKOH SKBHBAJICHTHOCTH JICKAPCTBEHHOTO MpenapaTa JOKa3aHO OTCYTCTBUE KIMHUYECKH 3HAUMMBIX
pasnuuuii GpapMakoKMHETHKH M (i) S((EKTUBHOCTH M OE30TAaCHOCTH JIGKAPCTBEHHOTO IMpernapara s
MEIUIIMHCKOTO MTPUMEHEHUS;

2) DKBUBAJIECHTHOCThH JIKapcTBEHHOH (opmbl. [log SKBHBalEHTHBIMH JIEKapCTBEHHBIMH (opMamu
MMOHUMAIOTCSl pa3Hble JICKAPCTBEHHBIC (OPMBI, HMEIOIIUE OJMHAKOBBIE CHOCOO BBEACGHUS U CHOCOD
MpPUMEHEHUs,  O0NaJaloNiie  COMOCTAaBUMBIMH  (apMakOKMHETHYECKUMH  XapaKTepUCTUKAMH |
(hapMaKoIOTHYECKHM JICHCTBHEM W OO0CCICUYMBAIOIINE TAKKE JIOCTHIKEHUE HEO0OXOJUMOT0 KIMHUYECKOrO
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apdexra. Paznmuuns  JIeKapCTBEHHBIX  (GOpPM  HE  SIBJISIFOTCS  TPEMATCTBHEM  JUISL  ONpEJeNICHUS
B3aMMO3aMEHICMOCTH  JICKAPCTBCHHBIX  MpEnaparoB,  €CIM  TNPH  NPOBENCHHH  KCCIEJOBaHUS
OMOSKBUBAJICHTHOCTH JICKApPCTBEHHOTO IIpenapara WM HCCIENOBAHUS TEPaNeBTUUECKOH 3KBHBAICHTHOCTH
JIEKapCTBEHHOTO MperapaTa JO0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAUMMBIX Pa3luuvil (hapMaKOKHHETHKH U
(nn) 3G dekTHBHOCTH 1 6e30I1aCHOCTH JIEKaPCTBEHHOTO Ipenapara Uil MEAUIIMHCKOTO TPUMEHEeHNS;

3) SKBHMBAICHTHOCTH WJIM COIIOCTaBHMOCTH COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapata Uil MEIULMHCKOTO NpUMEHEHUs. Pa3nuuus coctaBa BCIIOMOraTeNbHBIX BEIIECTB JIEKAPCTBEHHOTO
npemnapaTa He SBJSIFOTCS MPETMATCTBUEM ISl ONIpeesiCeHHs B3aUMO3aMEHIEMOCTH JIEKapCTBEHHBIX NpEnaparos,
€CITM TP TPOBEACHUH HCCIIEAOBaHUs OMOIKBHBAJCHTHOCTH JEKAPCTBEHHOTO Ipernapara WU HCCIeIOBAHUS
TepaneBTUYECKON SKBHBAJICHTHOCTH JICKAPCTBEHHOTO MpenapaTa JOKa3aHO OTCYTCTBUE KIMHUYECKH 3HAUMMBIX
pasnuuuii GpapMakoKMHETHKH M (i) S((EKTUBHOCTH M OE30MAaCHOCTH JIGKAPCTBEHHOTO IMpernapara s
MEIUIIMHCKOTO0 TpUMEHEHUs. [Ipy HaIMYMW KIMHAYECKH 3HAYMMBIX pPazivuiii (papMakOKHHETHKH M (WITH)
3GGEeKTHBHOCTH W  0E30IaCHOCTH  JIGKAPCTBEHHOTO  Tpermapara Uil  MEAWIUHCKOTO  TPUMCHEHHS
B3aMMO3aMEHIEMOCTh OIPEICIISIETCS C YKa3aHWEM Ha MCKITFOUEHHE OTACIBHBIX TPYIIT MAIlHEHTOB;

4) HIEHTUIHOCTD CITOCO0a BBEIIEHUS 1 CIIOCO0a MPUMEHEHNS,

5) COOTBETCTBHE MPOM3BOIUTENS JICKAPCTBEHHOTO CpPEACTBA TPEOOBAaHMSAM TNPaBHI HaJUIeKamen
MIPON3BOJICTBEHHOW TPAKTUKH.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbili 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

3. be3 HeoOxomuMocTH OOKa3aTeNbCTBA OHOIKBUBAJICHTHOCTH OCYILIECTBISIETCSl OINpEIeSICHHE
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPENapaToB, KOTOPHIE:

1) mpenHasHayeHbl A HapeHTEPATbHOrO (IIOJKOKHOTO, BHYTPHUMBILIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO, BHYTPHIIOJOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPMKOPOHAPHOTO) BBEICHUS U TPEICTABISIOT
co00# BOAHBIE PACTBOPEI,

2) peACTaBISAIOT cO00i PacTBOPHI I IEPOPATLHOTO IPUMEHEHUS;

3) mpou3sBeicHHI B (hOpMe TOPOIIKOB WITH JTHOGUIU3ATOB sl IPUTOTOBJIICHHUS pACTBOPOB;

4) ABNAIOTCS Ta3aMU;

5) sABNSFOTCS YINHBIMH WJIM TJa3HBIMH JICKAPCTBCHHBIMH MpenaparaMu, IPOU3BEICHHBIMU B (opme
BOJIHBIX PacTBOPOB;

6) pemHa3sHavYeHBI AT MECTHOTO M (WIIH) Hapy>KHOTO TIPUMEHEHHUS M MIPUTOTOBJICHEI B ()OpME BOJIHBIX
pacTBOpOB;

7) mpencTaBiAOT coOOW BOAHBIE PAcTBOPHI [UIS HMCHOJIB30BAaHHUS B ()OPME MHTASIIMHA C ITOMOILIBIO
HeOynaiisepa WM B KauyecTBE HAa3aJbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOOHBIX (TIOXOXKHX,
aHaJIOTMYHBIX) YCTPOUCTB (IpUOOPOB, anmaparos).

Hupopmayusn 06 usmenenusx: Yacmo 4 usmenena ¢ 1 aunsapa 2024 2. - ®edeparibHbIl 3aKoH om 19
oxkmabops 2023 2. N 503-D3
Cwm. npedbidywyro pedakyuro

4. OcoGEHHOCTH OIPEICIICHUS B3aHMO3aMEHSIeMOCTH DMONOrMYecknx fekapCTBEHHbIX Npenapartos,
KOMOUHMPOBAHHLIX NEKapCTBEHHbIX MpPenapaToB (coaepKalux KOMOMHALMIO ABYX U 6ojiee NEHCTBYIONIMX
Bemecm), JIEKAPCTBEHHbLIX TMpenapaTtoB AOJid napeHTeparibHoro nutaHnAad um HeOOo3NPOBaAHHbLIX
NeKkapCcTBEHHbIX TpenapaTroB YCTaHABIMBAIOTCA (elepalibHbIM OpPraHoM HCIOJHUTEIBHOM — BIAcTH,
OCYWIECTBISIIOIIUM ~ (QYHKIMM 1O  BBIpa0OTKE W peanu3allid  TOCYAAapCTBEHHOM  MOJUTUKUH |
HOPMAaTHBHO-TIPABOBOMY DETYJIMPOBAaHHIO B cdepe 3IpaBOOXpaHEHUs, 10 COTJIACOBAaHHIO C (eaepaTbHbIM
OpraHOM HWCIHOJHHUTENHHOW BIIACTH, OCYIIECTBISIIOIINM (DYHKIMH 10 JHUIICH3WPOBAHUIO MPOM3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB.

5. OmpeneneHne B3aWMO3aMEHSIEMOCTH HE OCYIIECTBIIACTCS B OTHOIICHWH JIEKAPCTBEHHBIX
pacTUTENbHBIX NPENapaToB, FOMEONATUYECKUX JIEKAPCTBEHHBIX MIPENapaToB.

6. ®opMHpOBaHUE NEPEYHS B3aUMO3AMEHSEMBIX JIEKAPCTBEHHBIX MpEnapaTroB AJI1 MEIULIUHCKOIO
MIPUMEHEHHUSI OCYIIECTBISIETCS OKCIEPTHBIM YYpPEXKIEHHEM IOCPEICTBOM OOBEAMHEHUS JIEKapCTBEHHBIX
NpenapaTtoB B OTACNIbHbIE TPYNNbl, B KAKIOM M3 KOTOPHIX JEKAPCTBEHHBIC MpEHapaThl SBISIOTCA
B3alMO3aMEHAEMBIMHU.

7. B ciy4ae BKIIOYEHHS B MHCTPYKIHIO 110 MEIUIMHCKOMY IPUMEHEHHIO JIEKApCTBEHHOIO IMpernapara
Ha OCHOBAaHUHU pE3yJbTaTOB COOTBETCTBYIOIIMX HCCIEAOBAaHUN MOKa3aHUM i1 NPUMEHEHHs, KOTOphIe
OTJIMYAIOTCS OT [IOKa3aHWUM [ TpPUMEHEHMS JpPYIMX JIEKAPCTBEHHBIX IIpernapaToB W3  TPYIMIBI
B3aMMO3aMEHIEMBIX JIEKAPCTBEHHBIX MPENapaToB, B MepeuHe B3aMMO3aMEHIEMBIX JIEKapCTBEHHBIX MPErapaToB
JUIS. METUIIMHCKOTO IPUMEHEHHSI JIOJDKHA OBITh yKa3aHa COOTBETCTBYIOIIAS HH(pOpMAIIHSI.
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8. lNepeyeHb B3amMo3aMeHSIEMBIX JIEKAPCTBEHHBIX IPEMapaToB Uil MEIUIIMHCKOTO IMPUMEHEHUS
pa3Meraercs YIOJTHOMOYCHHBIM (eaepaTbHbIM OpPraHOM HCHOJHUTEIHHOW BJIACTH, OCYIICCTBISIFOIIIIM
TOCYy/IapCTBEHHYIO PErHCTPAlHI0 JIEKApCTBEHHBIX TPErnapaToB Ui MEAWLIHWHCKOTO NPHUMEHEHHUS, Ha CBOEM
otomumnaneHom cante B ceru "HutepHer". MubopMaius B IepedyHe B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
MpermapaToB  UIi  METUIIMHCKOTO TPHMEHEHUS OOHOBIIAETCS  yKa3aHHBIM  (hefepanbHBIM  OpPraHOM
WCTIONTHUTENFHOW BIIACTH C YYE€TOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB IS
MEIULIUHCKOTO IMPUMEHEHUS] U BHECEHHBIX U3MEHEHHUH B JOKYMEHTBI, COAEpallhecs B PErUCTPALIMOHHBIX
JIOChE HA 3apEeTUCTPUPOBAHHBIC JICKAPCTBEHHBIC MPENapaThl A1 MEAUIIMHCKOTO TPUMECHECHHUSI.

Hupopmavyus 06 usmenenusx: HYacmo 9 usmenena ¢ 1 aneaps 2024 2. - ®edeparibHbIl 3aKOH om 19
okmabps 2023 2. N 503-D3
Cwm. npedbidywyto pedakyuro

9. MNopsaoK ucmonp30BaHKus MHPOPMALUK O B3aWMO3aMEHSEMBIX JICKAPCTBEHHBIX MperapaTax Juls
MEIULUHCKOIO IPUMEHEHUS U INOpPAJOK Jauyd Pa3bsiCHEHUH [0 BONpPOCaM  B3aMMO3AMEHIEMOCTH
JICKapCTBEHHBIX MpenapaToB IS MEIUIMHCKOIO NPUMEHEHHs YCTaHABIMBAIOTCA (eaepajbHBIM OpraHOM
UCTIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOMNM (YHKIMH MO BBIPAaOOTKE M pealu3alid TOCYAapCTBEHHOM
NOJUTUKA ¥ HOPMATHBHO-TIPAaBOBOMY PETYJIHPOBaHUIO B cdepe 3APaBOOXPaHEHUs, IO COIVIACOBAHHIO C
(denepa’dbHBIM OPraHOM HCIOJHHUTEILHONW BJACTH, OCYHISCTBILTIONIMM (YHKIHMH 1O JIUIIEH3UPOBAHHIO
MIPOU3BOJCTBA JICKAPCTBEHHBIX CPECTB.

T'APAHT: CMm. KOMMeHTapuu k cratee 27.1 Hacrosmero denepaibHOrO 3aKOHA

Crtatbs 28. PeructpaiinoHHOE YJ0CTOBEPEHHE JISKAPCTBEHHOTO Mperapara

1. PeructpanmonHoe y/10cTOBEpEHNUE JIEKAPCTBEHHOTO TIpernapaTa ¢ yKa3aHneM JIEKapCTBEHHBIX (hopM u
JIO3MPOBOK BBIIAETCSl OECCPOYHO, 3a HCKIIOYEHHEM PErHCTPAlMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
mpenapara, BbIIABAEMOTO CO CPOKOM JCHCTBUSL ISATh JIET, HAa BIEPBBIE perucTpupyeMeie B Poccuiickoin
®denepanuy IeKapCTBEHHBIE IIPETIapaThl.

T'APAHT: PerucrpanroHHbple  YIOCTOBEPEHHUS  JIEKAPCTBEHHBLIX  IIpEHaparoB Ui  MEQUIIMHCKOTO
MIPUMEHEHUs], CPOKH JEHCTBHA KOTOPHIX ncTekatoT B 2025 r., npoanesaroTcs ao 31 nexadbps 2025 .

l'ocymapcTBeHHasi perucTpanus JIGKapCTBEHHBIX NPENaparoB Ui BETEPUHAPHOTO NPUMEHEHUs, JEHCTBHUE
Kotopoi uctekaet B 2025 r. npoasieBaeTcA Ha 12 MecsiieB

2. Tlo wucreyeHumm yka3aHHOro B 4YacTh 1 Hacrosmiedl craTbu CpoKa BbITAeTCs OeccpouHOe
PETUCTPALIMOHHOE  YIOCTOBEPEHHE JIEKAPCTBEHHOIO IIpernapara IpU  YCJIOBUU TOATBEPXKIEHUS €TI0
roCyIapCTBEHHOM perucTparuu.

Undopmayus 06 usmenenusx: DedeparsibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamovs 28
Hacmosiyeco PedepanbHo2o 3aKoHa donoaHena yacmoio 3, gcmynarouled e cusy c 1 uions 2015 e.

3. B ciyuyae BHeceHus B coorBercTBHM co CTaThsaAMy 30 u 31 Hacrosmero denepanbHOro 3aKoHa
A3MEHEHUHN B COIEPIKALIUECS B PErUCTPALIMOHHOM JOChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JIOKyMEHTBI, 3aTParuBarOlUX CBEACHUS, OTPAXKECHHBIE B PETMCTPALMOHHOM YIOCTOBEPEHUM JIEKAPCTBEHHOIO
npenapara, yrmoJIHOMOYCHHBIN (eepalbHbIi OpTaH UCTIOJIHUTEIBHON BIACTH BBIIAET HOBOE PETUCTPAIIMOHHOE
YAOCTOBEPEHUE JIEKAPCTBEHHOTO TIperapaTa, COAEpKallee BHECCHHBIE B HEIO U3MEHEHHS.

Hupopmayus 06 uszmenenusx: ®edeparibHbiM 3aKoOHOM om 30 ausaps 2024 2. N 1-@3 uacms 4 npusnana
ympamueuwiel cuny ¢ 1 asneaps 2026 .
®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamops 28 nacmosueco @edepaivhoco 3aKona
oononnena uacmoto 4, ecmynaroweli 8 cusy ¢ 1 uons 2015 2.

4. B cimyyae yTpaThl WM MOBPEKACHNS PETUCTPALIIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO MIperapara
[0 3asBICHUIO B THChMEHHOW (opMe nepikaTens WM BJIaAeiblla PErHCTPAlMOHHOTO YAOCTOBEPEHHS
JIEKapCTBEHHOI'0 Ipenapara Wid YIOJIHOMOYEHHOTO MMHU JPYroro IOPHIMYECKOro JHLa O Bblade TyOiukaTta
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JICKAPCTBEHHOI'O Ipenapara yYIOJIHOMOYEHHbIM QenepaibHbIl OpraH
HCTIOJIHUTENIBHOI BIIACTH B CPOK, HE MPEBBILIAIOMINN JecITH pabounx IHEH co IHs MOCTYIJICHUS 3asBJICHUS,
BbIAeT OyOJIMKAT PErucTPallMOHHOIO YAOCTOBEPEHHMS JIEKapCTBEHHOIo Ipemapara. 3a Belgauy IyOsimkaTa
PETUCTPALIMOHHOTO YIOCTOBEPEHHs JICKApPCTBEHHOI'O Ipernapara B3UMAeTcsl roCylapCTBEHHAs IOLUIMHA B
COOTBETCTBHH C 3aKOHOAaTernbCTBOM Poccuiickoit @eneparyn o Hamorax u coopax.

T'APAHT: CM. KOMMeHTapuu k cratbe 28 Hactosilero degaepanbHOro 3aKOHA
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Hudopmayua 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 cmamova 29
Hacmosue2o PedepaibHO20 3aKOHA U3NL0JCEHA 8 HOBOUL pedaryuu, 8cmyrnarouwed 8 cury c 1 sueaps 2017 .
CmM. mekcm cmambu 8 npedbidyuwelt pedakyuu

Cratbs 29. IToaTBepKeHIEe TOCYAaPCTBEHHON PETUCTPAIINH JIEKAPCTBEHHOTO TIpernapara

HUudopmayus 06 uzmenenusx: Yacmo 1 usmenena c¢ 1 mapma 2026 2. - @edepasibHbll 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywiyto pedaKkyuro
Yacmo 1 usmenena c 30 sneaps 2024 2. - ®edeparibHbil 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus vactu 1 (B pemakunuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYI HPU OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpexncrsoM ETMC3 u (wm) ElMNTY, npumeHsioTes ¢ 1 susaps 2026 r.
PerucrpallMoHHBIE  YJIOCTOBEPEHMS JIEKAPCTBEHHBIX IpelapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAoNMe (GaKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS
ITonoxenus yactu 1 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NHPH OOpalll€HWH JIEKAPCTBEHHBIX CPEACTB JJII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpHHApPHOro mnpuMeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

1. [ToaTBepkaeHUE TOCYNaPCTBEHHOW PErUCTPAIlMU JICKAPCTBECHHOTO TIpenapaTta OCyIIECTBISICTCS pU
BbIJJaue OECCPOUYHOTO PErHCTPAIIOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara B cllyyae, YKa3aHHOM B
yacTtu 2 ctatbm 28 Hacrosiiero PemepanbHOTO 3aKOHA, B CPOK, HE MPEBBIINAIOIINN COPOKa paboumx AHEH cOo
JHS ~ HalpaBJICHUS T[OCPEACTBOM €4MHOro ropTara B  YIOJHOMOYCHHBIH (efepalbHbIi  OpraH
HCTIOTHATENFHON BIACTH WJIM JUYHBIA KaOWHET YIOJHOMOYEHHOTO (eaepalbHOTO OpraHa WCIOJHUTEIHHOU
BIIACTH B €AWHOHN CHCTEMe 3asBJIEHHS O MOITBEPKIACHHM TOCYJApCTBEHHOW PETHCTpAINH JIEKapCTBEHHOTO
npemnapara, MoJIHCAHHOTO YCHIICHHOW KBAM(pHUIIMPOBAHHON 3I1IEKTPOHHOW Moanuceto. He ocymiecTrisercs
MTOATBEPIKCHIE TOCYIAPCTBEHHOW PETUCTPAIIMH B OTHOIICHHH JICKAPCTBEHHOTO Tpenapara JijIsl BETepPHHAPHOTO
MIPUMEHEHUs, He HaxonauBiierocss B oOpameHun B Poccuiickoii denepamum B TeueHue Tpex u Ooiee IieT, a
TaKkK€ B OTHONICHWH JIEKAPCTBEHHOTO CPEJCTBA, NPOM3BEACHHOTO C HapylIeHHeM TpeOoBaHMS,
YyCTaHOBJICHHOTO YacTbio 3.7 cTaTb 71 Hacrosmiero deaepaibHOrO 3aKOHA.

Hupopmayus 06 usmenenusx: HYacmo 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenusa yactu 2 (B pemakumu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
KacarolIecsl IPEeNOCTaBJIIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeQUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 saBaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO INPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM pEerucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PETUCTPALMOHHBIX YIOCTOBEPCHHN JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHUs ¢ | sHBaps
2026 T. He BBIIAIOTCS
[Tonoxenus yactu 2 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-@3), kacarommecs
IIPEIOCTAaBICHUSI IOCYAapPCTBEHHBIX YCIYI IPH OOpalll€HUM JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 sgaBaps 2026 r. JyOmuKaTbl pervMcTpaliOHHBIX
YIOCTOBEPEHHI JIEKaPCTBEHHBIX IpErnapaToB Jjs BeTEpHHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCS

2. 3asgBieHHE O TOATBEPXKICHUN TOCYJapCTBEHHOW PETrUCTpaluy JIEKapCTBEHHOIO Ipenapara
HanpasJseTcs HOCPEACTBOM €[MHOro nopTaria B ymoJHOMOUYEHHbIH (enepanbHblii OpraH HCIOJIHUTEIbHOM
BJIACTH WJIM JIMYHBIA KaOWHET YMOJHOMOYEHHOIO (efepaJlbHOIO OpraHa HCIIOJHUTENIBHOW BJIACTH B €OUHOU
CHUCTEME HE paHee 4YeM 3a CTO BOCEMBJAECAT IHEW N0 HCTEUEHHUs CpOKa [JCHCTBHS PpErucTpanMoOHHOIO
YAOCTOBEPEHHNS JIEKapCTBEHHOIO Ipenapara 1 He N03/1Hee OKOHYAHUS CPOKa €ro JeHCTBHS.

2.1. Yrparuna cuny ¢ 30 ssuBaps 2024 r. - ®efeparnbHbii 3akoH ot 30 suBaps 2024 r. N 1-O3

Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro
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3. IlonTBepKAeHWE TOCYJapCTBEHHONW PErHCTpalMy JIEKApCTBEHHOTO Ipernapara OCYIIECTBIIAETCS 10
pe3yabTaTaM 3KCIEPTU3BI OTHOMIECHUS OKUIAEMOM TTOIB3EI K BOZMOKHOMY PHCKY MPUMEHEHHS JICKapCTBEHHOTO
Iperapara Ha OCHOBAaHWHM pE3yJIbTaTOB MOHUTOpPHHTa 3((EeKTHBHOCTH W 0e30MacHOCTH JIeKapCTBEHHOTO
Iperapara, MpoBOANMOTO AEPIKAaTeIeM WU BJaIeiblleM PETHCTPAMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO
rperapara Ju00 YIoJIHOMOYEHHBIM UMY IOPUANYECKIM JTUIIOM, a TaK)K€ COOTBETCTBYIONUM YITOTHOMOYEHHBIM
(beneparabHBIM OPraHOM HCIONHUTEIBHON BIACTH B COOTBETCTBUHU C TpeOOBaHUSMH CTaTbW 64 HacToOsIIEro
®denepanabHOro 3aKOHA.

Hupopmayus 06 usmenenusx:  Yacmo 4 usmenena c 15 uronsn 2018 2. - @edeparibHbil 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

4. K 3adBneHHIO O NMOATBEP)KIEHUM T'OCYIAapCTBEHHOW pErucTpalnyy JIEKapCTBEHHOIO NpemnapaTa Juisd
MEIUIMHCKOTO IPUMEHEHNS MTPUIIAratoTCs:

1) [IOKyMEHTBI, CcoOAep)Kallue pe3yabTaTbl MOHUTOpPHHTa 3(QQEKTUBHOCTH U  OE30MaCHOCTU
JIEKapCTBEHHOTO TpemnapaTa A MEAMLUHCKOTO MPUMEHEHMs], POBEJCHHOIO JepaTejleM WIN BiaAeibleM
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JICKAPCTBEHHOTO TMpenapara JUisi MEAWIUHCKOTO TpPUMEHEHHs IJH00
YIIOJIHOMOYEHHBIM UM IOPUAMYECKAM JIMIOM, 10 (POPME, YTBEp)KJCHHOW YIONHOMOYEHHBIM (efepaabHbIM
OpPTraHOM HCIIOJIHUTENIbHOW BIIACTH;

Hupopmayus 06 usmenenusix: Ilynkm 2 usmenen ¢ 30 smneaps 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus nynkra 2 (B pepaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEHOCTaBIICHUS TI'OCYAapCTBEHHBIX YCIYT HPU OOpalleHUH JICKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoOHHBIE  YJIOCTOBEPSHMS JICKAPCTBEHHBIX IIPElapaToB I MEAULMHCKOTO IPUMCEHEHUS,
MOJATBEPKAAIONMEe (aKT TOCYyIapCTBEHHOM perucTpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMAapaToB IS MEAUIIMHCKOTO TPUMEHEHUS ¢ 1 stHBAps
2026 r. HE BBIIAIOTCS
[Tonoxxenusa nynkra 2 (B pexakunu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MPENOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsom EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliiOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

2) cBeleHHS O JaTe MPENOCTaBICHHS W PETHUCTPAIMOHHOM HOMEpE JHIICH3WMH Ha IMPOU3BOJICTBO
JICKaAPCTBCHHLIX CPCEACTB, UJIU CBCACHUA O NAaTC MPCAOCTABJICHUA U PETUCTPALIMOHHOM HOMEPEC 3aKIIIOYCHUA O
COOTBETCTBUU IMPOU3BOAUTEIIA JICKaApCTBECHHBIX CpCacCTB Tp€6OBaHI/I$IM rlpaBMJ'I Hannemameﬁ
HpOHSBO}Z[CTBeHHOP'I MMPAaKTHUKHU, HIIWX KOIIHA CepTI/I(i)I/IKaTa COOTBCTCTBUA TMPOUIBOAUTECIIA JICKAPCTBCHHBIX
CpCACTB IJId MEAUIIMHCKOTO NPUMCHCHUA Tpe6OBaHI/I$IM ﬂpaBl/lﬂ Hazmemamef/i HpOI/I3BOI[CTBeHHOI71 IIPAKTHUKHU
EBpasmiickoro 3KOHOMHYECKOTO CO03a, IPEIOCTABIICHHBIX YIOJHOMOYCHHBIM (pemepasibHBIM OpraHOM
WCTIOTHUTENFHOW BJIACTH B OTHOWIEHHHM MPOW3BOJCTBEHHOW IUIOMIAAKH JIEKApCTBEHHOTO TIpenapara i
MEIUIIMHCKOTO TPHUMEHEHHs, TOCYAapCTBEHHAs PETUCTpAaIusi KOTOPOTO MONTBEP)KIAAECTCS B Clydae, eCiH
MIPOM3BOJICTBO JIEKAPCTBEHHOTO TpemnapaTa JUisi MEAWIIMHCKOTO MPUMEHEHHUs OCyIecTBisieTcss B Poccuiickoii
denepanuu;

Hupopmayusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus nyHkra 3 (B penakuuu PegepanbHOro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarollhecsl IPENOCTaBJIEHUs] TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuUHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENTY, npumensatotca ¢ 1 gasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE U JyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Uil METUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxxenus nmyukra 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYIAPCTBEHHBIX YCIAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npumeHenust nocpeacteom E[MMY, npumensiotes ¢ 1 saBaps 2026 r. JyOmukarsl perucTpandoOHHBIX
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YJAOCTOBEPEHHI JIEKAPCTBEHHBIX IpErnapaToB JJjsl BeTEepHHApHOTrO mnpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIJIAIOTCS

3) Komms TPEeIOCTaBIEHHOW YIIOJHOMOYEHHBIM OpPraHOM CTpPaHBl TMPOW3BOAWMTENS IHUICH3UH Ha
IIPOM3BOICTBO JIEKAPCTBEHHOTO Iperapara Jisi MeIUIIMHCKOTO MPUMEHEHHUS U e€ TIEPEeBOJ Ha PYCCKHA SI3BIK,
3aBepeHHbIE B YCTAaHOBJICHHOM IIOPSAKE, a TaKKe KOIMHUS 3aKIIOYEHHS O COOTBETCTBHUH MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEACTB TPEOOBaHUAM [PaBUIT HajIeXameld MpOM3BOJCTBEHHONW MPAKTHKH, WIN KOIHS
ceptuduKaTta COOTBETCTBHS IPOU3BOAMTENS JEKAPCTBEHHBIX CPEICTB JUIS MEAHMIIMHCKOTO IMPUMEHEHUS
TpeOOBaHHUSAM TPABWII HAJUICKAIICH MPOU3BOACTBEHHOW NpAKTUKU EBpa3suiickoro 3KOHOMHYECKOTO COH3a,
BBIAHHBIX  YIIOJIHOMOYEHHBIM  (efiepaibHBIM  OpPraHOM  HWCHOJHUTEIBHOW BJIACTH B OTHOIICHHH
HpOHSBOI{CTBGHHOﬁ IJIoMAaAKu JICKAPCTBEHHOT'O IperiapaTta Ajid MEAUIUHCKOTO MPUMCHCHHS, TOCYJapCTBCHHAA
pEerucTpalys KOTOPOTO IOATBEPIKIACTCS, WM KOIHUSA PEHICHUS YIOJHOMOYECHHOro (eJepalbHOr0 OpraHa
HUCIIOJTHUTENILHON BJIACTH O IMPOBCACHUN Q)apMaHeBTI/I'-IeCKOI‘/'I WHCIICKIIUN TPOU3BOACTBA JICKAPCTBECHHBIX
CpC€acTB JJIsL MEIUITUHCKOI'O IIPUMCHCHUA Ha COOTBETCTBHUC Tpe6OBaHI/I$IM ImpaBuJI Hannemameﬁ
MIPOM3BOJCTBEHHON TPaKTUKH EBpa3mwiickoro SKOHOMHYECKOTO COI03a B CiIy4ae, €CIH IPOHU3BOJCTBO
JIEKapCTBEHHOTO TIperapara Uisi MEJUIIMHCKOTO TPHUMEHEHHs OCYIIECTBIISIETCS 3a mpenenamu Poccuiickoi
®denepanu.

Hudopmayusa 06 usmenenusx: Cmamoes 29 donoanena yacmvio 4.1 ¢ 15 uons 2018 2. - ®edeparnbHbill
3aKoH om 4 urons 2018 2. N 140-D3

4.1. B oTHOmEHNH OMOJOTHYECKUX JIEKAPCTBEHHBIX IPEMapaToB ISl MEIUIIMHCKOTO TPUMEHEHHS
3asIBUTENh TOTIOJTHUTENBHO MPEACTABISAET Pe3yIbTaThl MEPOIIPHUATHIA, TIPEAYCMOTPEHHBIX TUTAHOM YIPaBICHHS
pUCKaMH, YTBEpKIEHHBIM YIOJHOMOUYEHHBIM (e/lepadbHBIM OpraHOM HCIONHUTENFHOW BIACTH MPH
OCYIIECTBJICHUU TOCYJapCTBEHHON PETUCTPaIlNH JIEKApCTBEHHOTO TIperapara il MeIUIUHCKOTO TPUMEHEHUSI.

Hugpopmayusn 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

4.2. K 3asBJICHHIO O MOJATBEPXKICHUU TOCYIAPCTBEHHOM PErHCTPAIlMK JICKAPCTBEHHOTO Mpernapara s
BETCPUHAPHOTO  MPUMEHECHUS MPUIAraroTCs JOKYMEHTBI, COJEpKallde pe3ybTaThl  MOHHTOPHHIA
3¢ GEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO TIpernapara s BeTCPUHAPHOTO MPHUMEHEHHS, TPOBOIUMOTO
JepyKaTeNieM WM BIaAeNbIIeM PETHCTPAIMOHHOTO  YAOCTOBEpEHHs JIEKAPCTBEHHOTO Tmpemapara Juis
BETEpPUHAPHOTO NMPHUMEHEHHUS MO0 YIOJTHOMOUYEHHBIM UM FOPUAWYECKUM JIHIOM, N0 (opMe, YTBEpKICHHOM
YIIOJHOMOUYCHHBIM (hejiepaibHbIM OPraHOM UCIIOJIHUTEIBHON BIACTH, M JOKYMEHTBI, yKa3aHHbIC B MyHKTaX 1, 2
- 2.2, nognyHkrax "a", "6", "k", "n" nyHkta 4 4yactn 3 ctatbn 17 macrosiero dexepansHOro 3akona. B
OTHOIICHUN I/IMMyHO6I/IOJIOFI/I‘IeCKI/IX JICKApCTBCHHBIX Mpf€rapaTroB IJid BETCPUHAPHOTO IMPUMCHCHUSA HE
[PEICTABISAIOTCS CBEACHUS, YKa3aHHbIE B MOAMNyHKTe "K' nyHkTa 4 4yactm 3 crtatbu 17 HacrosIiero
deepanbHOTO 3aKOHA. B OTHOIIEHHH JIEKAPCTBEHHBIX TMPEMapaToB sl BETCPHHAPHOTO MPHUMEHEHHS,
MOJIYYEHHBIX C MPUMEHCHHEM TeHHO-HHXEHEPHO-MOIM(DUIIMPOBAHHBIX OPraHH3MOB WJIM COJEPIKAIlMX TaKHe
OpraHu3Mbl, JOMOJHUTEILHO TPEACTABISAIOTCS CBEICHHUS, yKasaHHble B MyHkTe 13 4vactm 3 crtatem 17
Hacrosiero deaepaabHOrO 3aKOHA.

Hupopmayusn 06 usmenenusx:  Yacmo 4.3 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus gyactu 4.3 (B pemakuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolIuecsl IPEeNOCTaBJIEHNs] TOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauuUHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensaiotca ¢ 1 gasapa 2026 .
PerucrpalnoHHbIe  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpPENapaToB IS  MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYIapCTBEHHOM perucrpaldyd, Ha OyMa)KHOM HOCHUTENIE U JIyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JIEKAPCTBEHHBIX MPEMapaToB /Uil MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxxenus yactu 4.3 (B pegaxuun PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHUS TOCYIapCTBEHHEIX YCIYr MPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS BETEPUHAPHOTO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JIyOnuKaTsl PErMCTPALMOHHBIX
YJOCTOBEPEHMI JIEKaPCTBEHHBIX IpernapaToB [js BeTEepUHApHOro mnpuMmeHeHus ¢ 1 suBaps 2026 r. He
BBIJTAFOTCST

4.3. 3asgBuTeNnb BOpaBe MPEACTABUTH C 3asBICHUEM O IMOATBEP)KICHUH TOCYIapCTBEHHOW PETHCTpaIiy
JIEKapCTBEHHOTO TIpenapara PeKBU3HUTHI JOKYMEHTa, IMOATBEPKIAIONIETO YIIaTy TOCYNapCTBEHHOW MOILINHBI
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32 TOATBEPKICHHE TOCYIAPCTBECHHOW pPErMCTpPAIlMK JIEKAPCTBEHHOTO IMperapara, a TakKe BhIJIaBacMbIe
(mpenocTaBigeMble) YHNOTHOMOUYEHHBIMU (pe/lepaJbHBIMH OpraHaM{ HCIIOJIHUTENHOW BIACTH JOKYMEHTHI
(cBemeHus1), yKasaHHble B MYHKTax 2 u 3 4acTu 4 Hacrosiued cTaTbu. B cilyyae MX HeENpencTaBICHHUS
YIIOJHOMOYCHHBIN (pefiepaibHblii OpraH HCIOJHUTEIBHOW BJIACTH 3alpAIllMBACT YKa3aHHBIC JIOKYMCHTBI
(cBesieHHs) B TIOPS/IKE MEKBEIOMCTBEHHOTO HH(POPMAITHOHHOTO B3aMMOICHCTBHSI.

Hupopmayusn 06 usmenenusx: Hacmo 5 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus ydactu 5 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-O3),
KacarolIMecs: IPENOCTaBJIEHUs] TI'OCYJapCTBEHHBIX YCIYr NPH OOpalleHWuH JIEKAPCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumenenns nocpeacrsoM ETMC3 u (wm) ElNTY, npumensoTcs ¢ 1 sasaps 2026 r.
PerucrpaloHHble  YIOCTOBEPEHMS] JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui MEIUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxenus yactu 5 (B pemakunu PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-®3), kacarommecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MIPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YJAOCTOBEPEHMI JIEKapCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

5. B Teyenuwe msATH pabouyuMx JHEH CO JHSA HANpaBJICHUS IOCPEJACTBOM €MHOro rnoprana B
YIIOJTHOMOYEHHBIN (heepabHbIi OpraH WCIIOJIHUTEIHFHON BIIACTH WM JUYHBIA KaOWHET YIIOJTHOMOYECHHOTO
(hemepalTbHOTO OpraHa WCIOJHUTEILHON BJIACTH B EOWHOM CHCTEME 3asBICHHS O IOATBEPXKICHUH
FOCYJapCTBEHHOM PErHCTpaluy JICKapCTBEHHOrO Mpenapara M JOKYMEHTOB, COJEPXKALIUX Pe3yJIbTaThl
MOHHUTOpPUHTA PPEKTUBHOCTH W OE30MACHOCTH JIEKApCTBEHHOTO Tperapara, MPOBOJAUMOTO JepKaTeleM WIIH
BIIQJIETIBIIEM PETHCTPANMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOIO IIperapara 00 YIOJIHOMOYEHHBIM HMH
FOPUMYECKUM JIUIIOM, YITOTHOMOYEHHBIH (heJlepabHbIi OpraH UCIOTHUTEIFHON BIACTH:

1) mpoBOAWT MPOBEPKY TMOJHOTHI CBEICHUH, COJCpXKAIMUXCA B TNPEICTABICHHBIX 3asBUTEIICM
JIOKYMEHTaXx;

2) NpUHMMAET pEIICHWE O TPOBEACHUM WIM 00 OTKa3e B IPOBEICHHHM AKCIEPTU3Bl OTHOIICHHS
0KMJAEMON TMOJB3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHUs JIEKapCTBEHHOrO IMIpernapara Ha OCHOBaHUU
pe3yJIbTaTOB MOHUTOpPUHTA 3(PPEKTUBHOCTH U 0O€30MaCHOCTH JICKApCTBEHHOI'O Ipernapara, MPOBOJAUMOTrO
JepKaTeeM WM BIAACIBIIEM pPETUCTPAIMOHHOTO VAOCTOBEPCHMS JICKAPCTBEHHOTO IIpemapara Ju0o
YIIOJTHOMOYEHHBIM MMH IOPUIMYECKAM JIUIIOM, a TaKkkKe (eaepaibHbIM OpPraHOM HCHOJHUTEIHHOW BIIACTH B
COOTBETCTBHHU C TpeOOBaHUAMU CTaTbW 64 HacTosinero denepaabHOro 3aK0Ha;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHell 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 3 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacaroluecs IMPEeAOCTaBICHNS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHHH JIEKapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus mnocpeacrsom EI'MC3 u (wum) ENIY, npumeHnsatoTca ¢ 1 aasaps 2026 .
PerucrpamioHHbIE  YIAOCTOBEPEHHS JIEKAPCTBEHHBLIX IPENapaToB JUIS MEIMIIMHCKOIO IMPHUMEHEHUS,
MOATBEP KAAoNMEe (GaKT TIOCYyJIapCTBEHHOM perucrpalydyd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxxenus nyskra 3 (B pemakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMIY, npumeHstoTces ¢ 1 gaBaps 2026 r. JlyOnuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB i BETEpUHApPHOro mnpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIJAIOTCS

3) HampaBiseT B JIMYHBIAH KAaOWHET OKCIEPTHOTO YUYPEXKICHHS B €IUHOH CHUCTEME IOANMCAHHOE
YCUJICHHOW KBaNU(UIMPOBAHHONH OFIEKTPOHHOW TMOAMUCBIO 3aJaHUe Ha TPOBEACHUE DKCIEPTH3HI,
MPEyCMOTPEHHON MYHKTOM 2 HACTOSIIEeH 4YacTH, a TaK)Ke HAMpaBISIeT 3asBHUTEIIO MMOCPEICTBOM E4UHOMo
noptana wix B JAYHBIA KaOWHET 3asgBUTENs B EAMHOM CHUCTeME TIOAINHCAHHOE YCHUJICHHOMN
KBATH(UITUPOBAHHON 3JIEKTPOHHON MOMMUCHI0 YBEAOMIICHHWE O TMPHHATOM DPEIIEHHH O BBIJade 33/JaHUs Ha
MIPOBEJICHNE yKa3aHHOW OJKCIepPTH3bl THOO0 00 OTKa3e B MPOBEIACHWU YKAa3aHHON DKCIIEPTH3BI C yKa3aHHEM
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IIPUYMH OTKa3a.

Hupopmayus 06 usmenenusix: Hacmo 6 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 6 (B pemakuuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KacarolIuecss IIPEHOCTaBIICHUS TI'OCYAapCTBEHHBIX YCIYIT HPU OOpallCHUU JICKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumenenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoOHHBIE  YJIOCTOBEPSHMS JICKAPCTBEHHBIX IIpelapaToB Ui  MEOUILMHCKOTO IPUMCEHEHUS,
MOJATBEPKAAONMEe (aKT TOCYyJHapCTBEHHOM perucTpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMAapaToB IS MEAUIIMHCKOTO TPUMEHEHUS ¢ 1 stHBaps
2026 r. HE BBIIAIOTCS
ITonoxenusa yactu 6 (B pemakuuun PegepanbHoro 3akoHa or 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MPENOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpEnapaToB Ui BETEPUHAPHOro mpuMeHeHus c¢ 1 saBapst 2026 r. He
BBIJAIOTCS

6. B cnyyae BBIBIICHHSI HEJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(OPMAINH, CoAepKalleiica B
MPEICTABICHHBIX 3asBUTEIEM IOKYMEHTaX, YIOJHOMOYCHHBIN (erepanbHblil OpraH WCHOJTHUTEIBHON BIACTH
HaTpaBJIsIeT 3asiBUTEIO IOCPEACTBOM €IMIHOrO MOpTaria WM B IMYHBINA KaOWHET 3asBUTEIS B SMHON CHCTEME
3ampoc 00 YTOYHEHMM YKa3aHHOM WH(oOpMaluy, TMOANHCAHHBIA YCHWIEHHON KBanu()UIMPOBAHHON
3MEKTPOHHOW MOAMUCHIO.

HUudopmayus 06 uzmenenusx: Yacmo 7 usmenena ¢ 1 mapma 2026 2. - @edepasibHbll 3aKOH om 31 uions
2025 2. N 304-@3
Cwm. 6ydywiyto pedakyuro
Yacmo 7 usmenena c 30 sneaps 2024 2. - ®edeparibHbil 3aKoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus vactu 7 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecs IMPEeAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHHH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerncrpammoHHBIE  YIOCTOBEPEHHUS JIEKAPCTBEHHBLIX IPENapaToB JUIS MEIMIIMHCKOrO IMPHUMEHEHUS,
MOATBEP KAAoNMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIApaTOB TSI MEAUITMHCKOTO TPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxenus yactu 7 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NIPH OOpall€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOmuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB i BETEpUHApHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

7. 3asBuTenb 0053aH HANPABUTH MOCPEACTBOM €MHOI0 nopTara B yImoJHOMOUYCHHBIH (elepanbHbIN
OpraH WCIONHHUTENGHOW BIACTH WM JIMYHBIH KAaOMHET YIOJHOMOYEHHOro (hefepalbHOTO OpraHa
HCIIOJHUTEIBHON BJIACTH B €IUHON CHCTEME MOANMUCAHHBIA YCHIICHHOW KBaJIU(UIIUPOBAHHON OJIEKTPOHHOM
NMOAMMCHIO OTBET Ha 3aIlpOC YIIOJIHOMOYEHHOTO (pe/iepaabHOr0 OpraHa UCIIOTHUTENBHOM BIIACTH, YKA3aHHOTO B
YacTu 6 HacrosIIed CTaThd, B CPOK, HE MPEBHIMAIONINN JCBSIHOCTA PAa0OYHMX JHEH CO JHS TONyYeHHUS
YIOJTHOMOYEHHBIM  (pefepaibHbIM OpPraHOM HWCHOJHUTENHHOW BIACTH JJIEKTPOHHOTO YBEJOMJICHHS O
MONYYCHUW  3asBUTE]eM Takoro 3ampoca. Cpok, yKasaHHbIM B 4YacTW 5 Hacrosmied CTarThbH,
MIPUOCTAHABIMBAETCS CO JTHS HANPABIICHHUSI 3asBUTENIO TIOCPEICTBOM €IMHOTO IMOpTaia WX B INYHBIN KaOMHET
3asiBUTENS B €IMHONW CUCTEME TaKOTo 3arpoca A0 JAHA HalpaBICHUs 3asiBUTEIEM NTOCPEACTBOM €IMHOTO ITOpTala
B YIOJHOMOYEHHBIH (enepanpHblii OpraH MCIOIHUTENFHON BIACTH WM JMYHBIA KaOWHET YIOJIHOMOYEHHOTO
(enepanabHOro OpraHa UCHONMHUTEIBLHON BIACTH B €IUHOM CHCTEME OTBETa Ha TAaKOH 3ampoc U HE YUUTHIBAETCS
IIPY UCUUCIIEHUU CPOKA MOATBEPKACHUS I'OCYIaPCTBEHHOM pErucTpaluu JIEKapCTBEHHOIO IIpernapara.

8. OcHOBaHUEM JUIs 0TKa3a B IPOBEACHNH 3KCIIEPTU3bI OTHOIIEHHUS OKUAaEMOM MOJIB3bI K BO3SMOKHOMY
PUCKY TIpUMEHEHHMs JIEKapCTBEHHOIO IIpenapara SBJSAETCS MPEICTaBICHUE [JOKYMEHTOB, COJEPKAIIUX
pe3yabTaThl MOHUTOPUHTA 3P PEeKTUBHOCTH 1 0E30TIaACHOCTH JIEKAPCTBEHHOTO Tpenapara, u (MI1) B OTHOLICHUT
OMOIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB Pe3ylIbTaTOB OCYIIECTBICHUS MEPONPHUATHII B COOTBETCTBHUU C
IDJAHOM YIPAaBIIEHHUS] PUCKaMH, YTBEP)KIECHHBIM YIOJTHOMOYEHHBIM (heepalbHBIM OPTaHOM HCITOHUTENEHON
BIIACTH TIPH OCYIIECTBICHUH I'OCYAAPCTBEHHON PErHCTPaIiy JEKapCTBEHHOTO MIpernapara, B HEMOJIHOM 00beMe,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

oTcyTcTBHE MH(OpManmu, MoaTBepkaaromeil (HakT ymiaTel rocyJapCTBCHHOW TONLIMHBI 33 TOATBEPIKICHHUE
TOCYy/IJapCTBEHHOM pPETHUCTpalliil JIEKApCTBEHHOTO TIpermapara, JHU0O HENpeACTaBIeHHE 3asiBUTEIEM B
YCTaHOBJIEHHBI CPOK OTBETAa HAa YyKAa3aHHBIH B YacTH 6 HACTOANIEH CTAaThM 3ampoc YHOJHOMOUYEHHOTO
(hemepanbHOTO OpraHa MCIIOJIHUTENLHON BIIACTH, a TAKXKe OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WHGOpPMAIIHH,
KOTOpasi TOJDKHA OBITH B HAX OTpayKeHA.

Huopmayusa 06 uzmenenusx: Yacme 9 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
Yacmo 9 usmenena c 30 saneaps 2024 2. - ®edeparbHbil 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 9 (B pemakuuu PepgepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolliecs IPEeNOCTaBJIIEHNs] TOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB ISt
MeIUUMHCKOro npumenenus nocpenctsom EI'MC3 u (wm) ENIY, npumensawTca ¢ 1 sasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MpENapaToB IS MEIUIMHCKOrO INPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPSHHN JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 r. He BBIIAIOTCS
[Tonoxenus yactu 9 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-@3), kacarommecs
MIPEIOCTABICHNS TOCYNaPCTBEHHEIX YCIAYr MPH OOpaIleHHM JIEKAaPCTBEHHBIX CPEICTB IS BETEPUHAPHOTO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YJOCTOBEPEHHUI JIEKAPCTBEHHBIX IpernapaToB Jjs BeTepUHApHOro mnpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIJIAFOTCST

9. DkcnepTr3a OTHOMICHUS 0XKHIAEMOH IMOJB3bI K BO3MOXHOMY PHCKY NMPHMEHEHHS JIEKapCTBEHHOTO
Iperapara B MEeJsAX MOATBEPXKISHHS TOCYAapCTBEHHON PETHCTpaIliH JIEKAPCTBEHHOTO MpernapaTa MpOBOJUTCS
KOMHCCHEH SKCIIEPTOB IKCIIEPTHOTO YUPEKICHUS B CPOK, HE TPEBHIIAIONIIA TPHIATH paOb0UnX THEH.

Hupopmayusn 06 usmenenusx:  Qacmo 10 usmenena ¢ 30 aueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yactu 10 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
KacarolIMecs: IPENOCTaBJIEHUsS] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHUuH JIEKApCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumenenns nocpeacrsoM ETMC3 u (wm) ElNTY, npumeHsoTcs ¢ 1 sasaps 2026 r.
PerucrpaloHHble  YIOCTOBEPEHMS JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO INPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JIyOJIHKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUN JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus vactu 10 (B pemaxkunu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JlyOnuKaTtsl PErHMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKapCTBEHHBIX IpernapaToB [js BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

10. B ciayuae HETOCTATOYHOCTH MPEACTABICHHBIX JKCIIEPTY MATEPUAIOB JUISI Ayl 3aKIIOUCHUS B
JUYHBIA KaOWMHET 3asBHUTENS B €IUHOW CHCTEME HANpaBiIsIeTCs 3alpoc O MPEACTaBICHHH HEOOXOIMMBIX
MaTepraioB, IOANMCAHHBIA PYKOBOAWUTENEM (YHIOTHOMOYEHHBIM JIMIIOM) OKCIEPTHOTO YUPEXKACHUS C
HCIIOJIb30BaHUEM YCHIICHHOUW KBaTHM(DUIUPOBAHHOW SIEKTPOHHOM MOAMUCH.

Hupopmayusn 06 usmenenusx:  Yacmo 11 usmenena ¢ 30 saueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aueaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yactu 11 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
Kacaroluecss MIPENOCTaBIIEHNUs TOCYHAapPCTBEHHBIX YCIYD MPH OOpallleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatotca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JIEKApCTBEHHBIX IIPElapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOJATBEP KAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHH JICKAPCTBEHHBIX MIPEIapaToB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
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IMonoxenus yactu 11 (B pepaxuun PenepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIIEHUS T'OCYIApCTBEHHBIX VCIIYTI IIPH OOpAaIleHHUH JEKAPCTBEHHBIX CPEICTB UL BETEPUHAPHOTO
npuMeHenuss mocpeacrsom EMMY, npumeHsaoTcs ¢ 1 sasaps 2026 1. JlyOmmKaTel PETMCTPAMOHHBIX
YJIOCTOBEPEHUHN JICKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NnpuMeHeHus c¢ 1 suBaps 2026 r. He
BBIIAIOTCS

11. 3asBuTens 00s3aH HANPaBUTh B JUYHBIA KaOWMHET 3KCIEPTHOTO YUPEKACHUS B €IUHOW CHUCTEME
MOJNUCAHHBIA YCHJICHHON KBaJIM(UIMPOBAHHON 3IIEKTPOHHOM MOAMUCHIO OTBET Ha 3alpoc IKCIEPTHOTO
YUpeXIEHHUs B CpPOK, HE MPEBBILIAIONINA IMIeCTHISCITH pabouux AHEH €O JHA MOJIYYEHUsS SKCIEPTHHIM
YUPEXKICHUEM 3JIEKTPOHHOTO YBEAOMIIEHHS O IOJYYEHHM 3asBUTENIEM yKa3aHHOTro 3ampoca. Bpems co and
HaTpaBJICHUsI B JIMYHBIA KaOMHET 3asiBUTENII B €IMHOH CHCTEME 3alpoca KCIEPTHOTO YUYPEKICHUS 10 JHS
HaTpaBJICHUsI 3asBUTENIEM B JIMYHBIA KaOWHET JKCIEPTHOTO YYPESKICHUS B €AMHOW CHCTEME OTBETa Ha
yKa3aHHBIN 3aIpOC HE YYUTHIBAETCS NP UCUHCICHWH CPOKa MPOBEACHUS SKCIIEPTU3BI OTHOIICHHS OXHIaeMOH
MOJIb36l K BO3MOXKHOMY pHCKY IPHUMEHEHHUS JIEKapCTBEHHOIO Iperapara Ha OCHOBAaHMH JOKyMEHTa,
COJIEpIKaIIero pe3yiabTaThl MOHUTOPUHTA 3((HEeKTHBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOTO Tperapara.

Hupopmayus 06 usmenenusx: Yacmo 12 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yactu 12 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYL HPU OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM EITMC3 u (wm) EMNTY, npumeHstoTca ¢ 1 susaps 2026 r.
PerucrpallMoHHEIE  YJIOCTOBEPEHHS JIEKApCTBEHHBIX IpPElapaToB Ui  MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAroNMe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
[Tonoxenus yactu 12 (B pemaxkuuu PegepanbHoro 3akoHa ot 30 saBapa 2024 r. N 1-dD3), kacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCAYI NIPH OOpall€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpHHApPHOro mnpuMeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

12. B cpok, HEe HpEeBBIIAOIMMUN MATH pa0O4YMX JHEH CO JHS HAIMpaBJICHUS B JIMYHBIA KaOWHET
YHOJTHOMOUYEHHOTO (peIepaIbHOTO OpPTraHa UCIOJHUTEIBLHON BJIACTH B CIMHOW CHCTEME 3aKJIFOUEHUS KOMUCCHH
SKCIEPTOB MO PE3YJbTaTaM IKCIEPTU3bl OTHOILICHUS 0KMAAEMOM MOJb3bl K BO3MOXXHOMY PHUCKY NMPUMEHEHUS
JICKApCTBEHHOr'O Iperapara, COOTBETCTBYIOIIUK YIIOJIHOMOYCHHBIN (eaepaibHbIi OpraH HMCIIOJHUTEIbHOM
BJIACTH:

1) ocymecTBIsSeT OIEHKY ATOTO 3aKIIOUCHUS I ONPEICICHHS €ro COOTBETCTBHS 3aJaHUI0 Ha
MPOBEACHUE YKAa3aHHOU SKCIIEPTU3BI;

2) MpUHUMAET PelIeHre O MOATBEPKACHNN TOCYJapCTBEHHON PEeTUCTPaIliH JIeKapCTBEHHOTO TIperapara
i 00 OTKa3e B MOATBEPIKIEHUH TOCYIapCTBEHHOM PETUCTPAIlNK JIEKAPCTBEHHOTO Tpemnapara;

Hupopmayusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus nyHkra 3 (B penakuuu PegepanbHOro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarollhecsl IPEJOCTaBIIEHUs] TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUMHCKOro npumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JEKApPCTBEHHBIX MpENapaToB IS MEIULMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JIyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUN JIEKAPCTBEHHBIX MPEMapaToB /Uil MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxxenus nmyukra 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYIAPCTBEHHBIX YCIAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JIyOnuKaTtsl PErMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKAPCTBEHHBIX IpernapaToB Jjs BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAFOTCS

3) BHOCHT TIpH MPUHATHH PEIICHHUS O TIOATBEPIKIEHUH TOCYAapCTBEHHON PErnCTpanny JIEKapCTBEHHOTO
Iperapara CBeIeHUsI B TOCYAAPCTBEHHBIN PEecTp JIEKapCTBEHHBIX CPENCTB W BBIAAET 3asABUTEIIO OECCPOUHOE
PETUCTPAIMOHHOE YIOCTOBEPCHUE JIEKAPCTBEHHOrO IperapaTta MOCPEICTBOM HampaBlieHHs depe3 eVHbIN
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

noprtasl WiM JUYHBIA KaOWHET 3asBUTEIS B CIOWHONH CHCTEME BBIMMCKH M3 TOCYJApCTBEHHOTO peecTpa
JICKApPCTBEHHBIX CPEJICTB, MOANMCAHHOW YCHJICHHON KBaTU(PHUIIMPOBAHHOM 3ITEKTPOHHOW MOAMUCHIO.

Hupopmauus 06 uzmenenusx: Yacmo 13 usmenena ¢ 15 uons 2018 2. - ®edeparnbHbil 3aKOH om 4 utons
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

13. OcHoBanmeM Al OTKaza B TOATBEP)KIEHHH TOCYIApPCTBEHHOW DETHCTpAaIVH JIEKAPCTBEHHOTO
mpenapaTa  ABISIETCS  3aK/IIOYCHHE  COOTBETCTBYIOIETO  YIOJTHOMOYEHHOIO  (pelepaIbHOrO  OpraHa
HCIOJIHUTEIBHOM BJIACTH O TOM, YTO PHCK NPUYMHEHUS BpEAa 3J0POBbIO YEJIOBEKa MJIU )KUBOTHOI'O BCJICACTBUE
IIpreMa JIeKapCTBEHHOT' 0 Mpernapara NpeBbIaeT 3PPEeKTHBHOCTL €ro TPUMEHEHHS.

14. B nmepuom mnpoBedeHUS MPOLEAYpPbl IOATBEPXKIACHHUS TOCYNApCTBEHHOW PpEerucTpanuu
JIEKapCTBEHHOT'0 Ipemnapara ero oopaiueHue B Poccuiickoit @enepanuy He NpUOCTaHABIUBACTCSL.

Hugpopmayusn 06 usmenenusx:  Yacmo 15 usmenena ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
aseycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

15. [omyckaercs oOpalieHne JIEKapCTBEHHBIX IIPEMapaToB 10 HCTCYCHHs CpPOKa TOJHOCTH,
MIPOU3BE/ICHHBIX B T€YEHHE CTa BOCBMMJIECATH KaJECHIApHBIX JHEW MOCie NaThl MPUHATHS YIMOJIHOMOYEHHBIM
(enepanabHBIM OpPraHOM MCHOJIHUTENBHON BIACTH PEILICHHS O TIOATBEPKACHUH TOCYIapCTBEHHONW PETUCTPaLluH,
B COOTBETCTBUU ¢ MH(POPMALIUEH, colepKallecss B JOKyMEHTaX PErHCTPallHOHHOTO JOChE Ha JIeKapCTBEHHBIH
mpenapar A0 JaTbl IPUHATUS TAKOTO PELICHUS.

T'APAHT: CM. KOMMeHTapuu k cratbe 29 Hactosmero deaepanbHOTO 3aKOHA

Cratba 30. BueceHue W3MEHCHHWiIl B JIOKYMEHTBI, COJACPIKAIIMECS B PETHCTPAIIMOHHOM JOChE Ha
3aperucTPUPOBAHHbII JIEKapPCTBEHHBIH TpenapaT 1JIsi MEIUIIMHCKOTO TPUMEHCHUSI

Hupopmayus 06 uzmenenusx: Yacmo | uzmenena ¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 utons
2025 2. N 304-D3
Cm. bydywyro pedakuyuro
Yacmo 1 usmenena c 30 sneaps 2024 2. - ®edeparibHbil 3aKOH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

1. B mensx BHECEHHMs] M3MEHEHUH B ITOKYMEHTBI, CONEP)KAIUECS B PETUCTPAIMOHHOM JIOChE HaA
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJisi MEIUIIMHCKOTO MPUMEHEHHUS, JIepaTedb WIH BiaJesel
PETUCTPAIMOHHOTO  YJOCTOBEPEHUSI JIEKAPCTBEHHOTO IIpernapara WM YIOJIHOMOYEHHOE UM JIpyroe
FOpPUINYECKOE JTUITO (Iaee B HACTOAIIEH CTaThe - 3asABUTENh) HAIIPaBJIAET IMOCPEACTBOM €4MHOro noprana B
YIOJTHOMOYEHHBIH (hefiepaNbHbBI OpraH UCTIOTHUTEIHHON BIACTH WM B JIMYHBIA KaOMHET YHNOJHOMOUYEHHOTO
(denepanpHOTO OpraHa WCHOJMHHUTEIHHOW BIACTH B €IWHOW CHUCTEME TMOANMHUCAHHOE  YCHICHHOU
KBaTU(PUIIUPOBAHHOW 3IIEKTPOHHOW MOAMNUCHI0 3asBICHHE O BHECCHHWH TaKWX H3MEHEHHH mo opwme,
YCTaHOBJICHHOW YTIOJTHOMOYEHHBIM (peiepalibHBIM OPTaHOM HCIIOJHUTEIBHON BJIACTH, W MIPHUIaraeMbie K HEMY
W3MCHCHUS B yKa3aHHbBIE JOKYMEHTHI, & TaKXKe JOKYMEHTHI, MOJTBEPXKAAIOIUE HEOOXOIUMOCTh BHECCHHS
TaKuX U3MEHEHUM.

Hngopmayus 06 usmenenusx:  Yacmo 1.1 usmenena ¢ 30 sneaps 2024 2. - ®edeparsibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

T'APAHT: ITonoxenus yactu 1.1 (B pemaxkunu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
KacarolMecs] IPENOCTABICHHS TOCYLAPCTBEHHBIX VCIAYI IPH OOpAIlEHMHM JIEKAPCTBEHHBIX CPENCTB I
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMY, npumeHstoTcsa ¢ 1 suasaps 2026 r.
PerucrpanvioHHBIE YOOCTOBEPEHUSA JIEKAPCTBEHHBIX IMPENApaToB I MEOUIMHCKOTO IIPUMEHEHUS,
MOATBEPXKAAOMKE (DAKT TIOCYIApCTBEHHOM pErucTpaldd, Ha OyMaKHOM HOCHUTENE M JIyOJIMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPETAPATOB ISl MEIHIIMHCKOTO MTPUMEHEHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

1.1. IIpn HeoOXOAMMOCTH BHECEHHS B JOKYMEHTHI, COJAEp)Kallfecs B PETHCTPAIlMOHHOM JOChE Ha
3apErHCTPUPOBAHHBIA JIEKAPCTBEHHBIN IMperapar UIsl MEIUIIMHCKOTO NMPUMEHEHHUS, N3MEHEHHH OTHOCUTEIHHO
MecTa TPOU3BOJICTBA JIEKAPCTBEHHOTO Tpernapara Uil MEeIUIIMHCKOTO TMPUMEHEHHS, TPEOYIOMHX MPOBEICHHS
9KCIIEPTU3HI KAa4eCTBa JICKAPCTBEHHBIX CPEJICTB, 3asIBUTEIh TOTIOTHUTEIHHO HAMPABIISIET IOCPEICTBOM E4VHOI0O
rnopTtara B YyIOJIHOMOYEHHBIH QeneparbHbli OpraH WCIHOJHHUTEIBHONH BIIACTH WU JIMYHBIN KaOWHET
YIOJTHOMOUYEHHOTO (heAepaTbHOTO OpraHa UCIOTHUTEIFHON BJIACTH B €IMHOW CUCTEME:
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

1) CBCIACHHA O JaTe€ IMPEAOCTaBJICHHUA W PETUCTPAIMOHHOM HOMEPE JIMICH3WMM Ha IIPOU3BOACTBO
JICKaAPCTBCHHBIX CPEACTB, a4 TAKXE KOIIMIO 3aKIIOYCHUA O COOTBETCTBHUMU IIPOU3SBOJUTEIIA JICKAPCTBEHHBIX
CPEICTB ISl MEAULMHCKOTO MPUMEHEHHs TpeOOBaHMSIM MPaBUIT HaAIeKaed MPOU3BOICTBEHHON MPAaKTHUKH,
WM KONHUIO cepTH(HKaTa COOTBETCTBUS IPOM3BOIMUTEINS JIEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO
MPUMEHEHUsT  TpeOOBaHWAM  TPaBWJ  HaJUIeXamlell  MPOW3BOJCTBEHHON  MpakTWKH  EBpasmiickoro
SKOHOMHYECKOTO COI03a, BBIAAHHBIX YIOJHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIIONHUTENHLHOW BIIACTH B
OTHOIIIEHUW M3MEHEHHON W (WMJIM) IIOTIOJIHEHHOW IMPOU3BOJCTBEHHOH IUIOIIAJKU JICKAPCTBEHHOTO Mperapara
IUIE  MEAMLUMHCKOTO TPUMEHEHHS, MM KOMHIO pEIIeHHS YHOJIHOMOYEHHOro (eaepajabHOTO oOpraHa
WCTIONHUTENBHON BIAacTH O MpoOBeACHHH (apMalleBTUUECKOW HHCIEKIMH TPOU3BOACTBA JIEKAPCTBEHHBIX
CpCACTB jId MCOUIIUMHCKOI'O IMPUMCHCHUA Ha COOTBETCTBHEC TpC6OBaHI/IHM ImpaBUJI Hannemameﬁ
MPOU3BOJICTBEHHON MpPaKTUKH EBpPa3suilcKOro SKOHOMHYECKOTO COI03a B OTHOIICHWU W3MEHEHHOW U (WJIH)
JIOTIOJTHEHHOW IIPOU3BOJCTBEHHOM IIOIIAJKH JIEKAPCTBEHHOIO Ipenapara JUisi MEJULUHCKOIO IPUMEHEHHUS B
cllydae, eciid IPOU3BOJICTBO JIEKAPCTBEHHOTIO IMpernapara ocyuiecTBisiercs B Pocculickoit denepannu;

2) KONMIO TMPEIOCTaBICHHOHN YIIOJMHOMOYEHHBIM OpPTaHOM CTPaHbl MPOW3BOAWTENS JHIEH3WW Ha
MPOU3BOACTBO JIEKAPCTBEHHOI'O Npenapara sl MEAULIUHCKOIO MPUMEHEHUSI U €€ MEPEBOJ Ha PYCCKHUH SI3bIK,
3aBEPEHHBIC B YCTAHOBJICHHOM IIOPAJIKE, a TAaKKe KOIMIO 3aK/IIOYEHHUS O COOTBETCTBUM IPOU3BOIAUTEISA
JIEKapCTBEHHBIX CPEJICTB TpeOOBaHUSAM [MPABUIT HaIUIeKaleld MPOW3BOJICTBEHHONW NPAKTUKWA, WU KOIHIO
cepTuduKaTta COOTBETCTBHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB JUISI MEAHWIIMHCKOTO IPUMEHEHUS
TpeOOBaHHUSAM TPABWII HAJUIekKAlleld MPOU3BOACTBEHHOW NpAKTUKUA EBpa3suiickoro 3KOHOMHYECKOTO COH03a,
BBIIAHHBIX YIIOJIHOMOYECHHBIM (pe/iepaabHbIM OPTaHOM HCITOJHUTEIHLHOW BIACTH B OTHOIICHWU M3MCHEHHOH H
(MM) [OTONMHEHHOW TPOW3BOJACTBEHHOM IUIOMIAAKH JIEKAPCTBEHHOTO IIpenapara, WU KOMMIO peIIeHus
YHOJIHOMOUYEHHOT'O (PeIepalIbHOTO OpraHa WCIOJHUTEIBHOW BJIACTH O NPOBEACHUU (PapMarieBTHUCCKOM
WHCTICKIUN TIIPOU3BOACTBA JICKAPCTBCHHLIX CPEACTB I MCIUIMHCKOTO MNPUMCHCHHA Ha COOTBCTCTBUC
TpeOOBaHMAM TPaBWJI HaJyIeXkalledl MPOU3BOACTBEHHONW MPakTHUKU EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B
ClIyyae, €cid IPOM3BOJACTBO JIEKAPCTBEHHOIO IIpenapara OCYIUECTBISETCs 3a mnpenenamu Pocculickoi
®denepanuu.

Hupopmayus 06 usmenenusix:  Yacmo 1.2 usmenena ¢ 30 ausaps 2024 . - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 1.2 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-@3),
Kacaroluecss MIPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT MHPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHcKoro npumenenus nocpeactsom EI'MC3 u (mim) ENIY, npumensatotca ¢ 1 aasBaps 2026 .
PerucrpamuoHHble  YIOCTOBEPEHHS JIEKAPCTBEHHBLIX IPENapaTroB JUIS MEIWIMHCKOIO MPHUMEHEHUS,
MMOATBEPKAAOIMINE (DaKT TOCYIApCTBEHHON PETHCTpAlMM, HAa OyMa)XHOM HOCHUTENE M IyOJHMKAThI
PETUCTPALIMOHHBIX YIOCTOBEPCHHH JICKAPCTBEHHBIX MIPEIAapaToB I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

1.2. Ilpu HeoOXOIUMOCTH BHECEHHsI B JOKYMEHTHI, COAEpKalllMecs B PETMCTPALIMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uisl MEIULMHCKOTO MPUMEHEHUS, U3MEHEHHH OTHOCUTEIBHO
MoKaszarenell KadyecTBa JICKQPCTBEHHOTO Ipemnapara Uil MEIUIMHCKOTO NpUMEHEHHs U (W) METOIOB
KOHTPOJISI KayecTBa JIGKAPCTBEHHOTO Mpernapara Ajisi MEAMLMHCKOrO NPUMEHEHHS, TPeOYIOINX MPOBEICHUS
SKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEJCTB, 3asBUTEIb JOIOJIHUTEILHO HAMPABISAET IOCPEACTBOM €NHOIO
rnoptana B YIOJTHOMOYCHHBIH (QenepalbHbIi OpraH HCIOJHHUTENFHOW BIIACTH WM JHYHBIA KaOMHET
YIIOJTHOMOUYECHHOTO (peiepanbHOro opraHa UCIOIHUTENbHON BIACTH B €MHON CUCTEME:

1) cBemeHus O JaTre NPENOCTaBICHHS U PErHCTPALlMOHHOM HOMEpPE JHILEH3WHM Ha IPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB WJIM CBEIEHUS O Jare MPEAOCTABIEHUS M PETUCTPALMOHHOM HOMEPE 3aKIIIOYEHUS O
COOTBETCTBHM  IPOM3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOoBaHMSAM  MPaBUM  HaJuIexkamen
IIPOM3BOJCTBEHHON INPAaKTHUKH WIM KOIMIO cepTU(HUKATa COOTBETCTBHSA IIPOM3BOIJUTENS JIEKAaPCTBEHHBIX
CPEACTB Al MEAWLMHCKOIO NPUMEHEHUsl TPeOOBAHUAM IPaBHJl HAAJEKallell MPOU3BOJICTBEHHON MPaKTHKH
EBpasuiickoro 3KOHOMHYECKOTO COI03a, BBIAAHHBIX (MPENOCTaBICHHBIX) YIIOJIHOMOUYEHHBIM (eaepaabHbIM
OpPraHOM UCTIOJHHUTENBHOHN BIACTH B OTHOLIEHUM MPOU3BOJICTBEHHOM IUIOIMIAIKN JIEKAPCTBEHHOIO Mpenapara, B
clIydae, eclii POU3BOJICTBO JIEKapCTBEHHOIO Ipernapara ocymecTsidercss B Poccuiickoit @enepanny;

2) KONHUIO NpPEAOCTaBICHHOW YIIOJIHOMOYCHHBIM OPraHOM CTPaHbl NPOU3BOAWTENS JHMLEH3UH Ha
MIPOU3BOACTBO JIEKAPCTBEHHOI'O IIpenapara s MEJULUHCKOIO IIPUMEHEHUSI U €€ IEPEBOJ Ha PYCCKHUH S3bIK,
3aBEPECHHBIE B YCTAHOBJIEHHOM IIOPSKE, 4 TaKKe CBEACHUS O JATE IPENOCTaBICHUS U PErHMCTPALMOHHOM
HOMEpE 3aKJIOUEHHS O COOTBETCTBUM MPOM3BOAMTEINST JIEKAPCTBEHHBIX CPEACTB TpeOOBaHHSIM [PaBUI
HaJUIeXalled TMPOU3BOJCTBEHHOW TMPAKTUKK, WIM KONHIO CepTH(UKAaTa COOTBETCTBUS IPOU3BOJUTEINS
JIEKapCTBEHHBIX  CPEACTB JUISI  MEIUIMHCKOrO TPHUMEHEHHS TpeOOBAaHMSAM TMpPaBWI  HaAJIeKaIlen
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MPOW3BOACTBEHHOW TMPAKTUKH EBpPa3suilcCKOTO HIKOHOMHYECKOTO COI032, BBIJAHHBIX YIOJHOMOYEHHBIM
(demepalTbHEIM ~ OPTaHOM  HCTIOJHUTENBHONW BIACTH B OTHOIICHWUH  IMPOW3BOACTBEHHOW  IUIOMIAAKH
JIEKapCTBEHHOTO TIperapaTa, WM CBENEHHUS O JaTe MPEIOCTABICHUS U PETHCTPAIIMOHHOM HOMEpE pEelIeHHS
YHOJTHOMOYEHHOTO (pelepalibHOTO OpraHa WCIOJHUTEIHHOW BIIACTH O TIPOBEACHUW (papMarieBTHUECKOH
WHCTIEKITUN TIPOHM3BOJICTBA JIGKAPCTBEHHBIX CPENCTB I MEAWIIMHCKOTO TPUMEHEHHWs Ha COOTBETCTBHE
TpeOOBaHMSM MPABIII HaJIeKaIIe TPON3BOICTBEHHON MPAKTUKY EBpa3uiickoro S5KOHOMHUYECKOTO COK03a, eCITH
MPOU3BOACTBO JIEKAPCTBEHHOT0 MpernapaTa OCylecTBIsieTcs 3a npeaenamu Poccuiickoit denepanum.

Hupopmayusn 06 usmenenusx:  Yacmo 1.3 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 1.3 (B pemaknuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-®3),
KacarolMecsl IPEIOCTABICHNs TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAIIEHMH JIEKAPCTBEHHBIX CPENCTB JUIS
MeauUMHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENTY, npumensatoTca ¢ 1 sasaps 2026 r.
PerucrpanvioHHBIE  YIOCTOBEPEHUS JIEKAPCTBEHHBIX IPENApaToB I  MEOUIMHCKOTO IIPUMEHEHHS,
MOATBEPXKIAAOMKE (PAKT TOCYIapCTBEHHOM pErMCTpaldd, Ha OyMa)XKHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAIMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAPATOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. He BBIIAIOTCS

1.3. IlpuHsATHEe pelIeHUS O BHECCHUM W3MEHCHHMI MM 00 OTKa3e BO BHECCHUM W3MCHCHHHA B
JIOKYMEHTBI, COAEpKAIIMECs] B PETUCTPALMOHHOM JOChE Ha 3apEeTrHCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar
JUTSE MEIMIIMHCKOT'O TIPUMEHEHHMS, B CITy4ae HEOOXOAMMOCTH MTPOBEJCHHS SKCIIEPTU3bI KAUeCTBa JICKAPCTBEHHBIX
CpencTB W (WJM) ODKCIEPTH3Bl OTHONIICHHS OXHUAACMOW TMOJB3bI K BO3MOXKHOMY PHCKY TPUMEHEHUS
JIEKapCTBEHHOI'O Tpemnapara Il MEIUIUHCKOIO MPUMEHEHUSI OCYIIECTBISIETCA B CPOK, HE MPEBBIIIAOIIUN
MATUAECATH pabovmX IHEH, a B OCTAIbHBIX CIyYasX B CPOK, HE MPEBBIIIAIOIINN IecATH pabounx JHEW co AHA
HaIpaBJeHUs TOCPEICTBOM E€4VHOrO rnopTara B YIOJHOMOYECHHBIH (enepalbHbIi OpraH HCIIOIHUTEEHON
BIIACTH WJIM JIMYHBIA KaOWHET YIOIHOMOYEHHOTO (pefepathbHOr0 OpraHa HMCIIONHUTENFHOW BIACTH B €IWHOW
CUCTEME 3asBJICHUS O BHECEHUH TAKUX U3MEHEHUI.

Hupopmayusn 06 usmenenusx:  Yacmo 1.4 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yactu 1.4 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolMecs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMHM JIEKAPCTBEHHBIX CPEICTB UL
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 .
PerncrpanvioHHBIe  VIOCTOBEPEHUS JIEKAPCTBEHHBIX IMPENApaToB IS  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKIAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHN JICKAPCTBEHHBIX MPEMAapaTOB JIJIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 1. HE BBIOAIOTCS

1.4. YnonHoMoueHHBIH QenepanbHbIi OpraH WCIOJHUTEIBHONW BIIACTH C YYE€TOM pPE3yJIbTaToOB
(hapmakoHa30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBCHHBIX CPEJICTB, HAXOMSIIUXCS B IPaXIaHCKOM 000poTe,
YCTaHOBJICHHBIM TPeOOBaHMSIM K WX KaueCTBY B TEUYCHHE JeciITU padoumx JHEH CO JHS TOCTYIUICHHS
COOTBETCTBYIOIICH MH(pOpPMAIUK pa3MeIlaeT Ha CBoeM O(QUIMabHOM caiite B ceTu "MHTepHeT" CBeACHHUS O
HEOOXOJMMOCTH BHECEHHS B MHCTPYKLHIO [0 MEIUIMHCKOMY HPUMEHEHHIO JICKApCTBEHHOIO IIperapara
W3MEHEHUI B OTHOIICHUH CBEACHHWHA O TTOKA3aHMSX IS MPUMEHEHUS W MPOTHUBOIOKA3AHMX TSI TIPUMEHCHUS
JIEKapCTBEHHOTO TpenapaTa, BhISIBIEHHBIX MOOOYHBIX NEHCTBHUAX, HEXKETIATEIbHBIX PEAKIHAX MPH MPUMEHEHHH
JICKapCTBEHHOTO IMperapaTa W HampaBlseT MOANMCAHHOE YCHICHHOW KBaMU(UIIMPOBAHHON 3IIEKTPOHHOWN
NMOAMMCbI0 yBEIOMJICHHE B JIMYHBIA KaOWHET 3asABUTENS B €IHHON CHCTEME, a TakKe B JIMYHBbIE KaOWMHETHI
3asiBUTENIE B €AWHOW CHCTeMe, SBIAIOIIUXCA AEPKATEISIMH WM  BJIaJeNbllaMd  PErHCTPAMOHHBIX
YIOCTOBEPEHUI B3aUMO3aMEHSEMBIX JICKAPCTBEHHBIX IIPEMapaToB (WM YIOJMHOMOYEHHBIX HMMH JAPYTUX
IOPUIUYECKUX JIUIT).

Hupopmavyus 06 usmenenusx: Hacmo 1.5 usmenena ¢ 1 mapma 2026 2. - @edepasibHbili 3aKOH om 31
urons 2025 2. N 304-D3
CmMm. bydywyro pedakuyuro
Yacms 1.5 usmenena ¢ 30 aneaps 2024 2. - @edeparibHbit 3akoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidyuwyro pedakyuro

T'APAHT: ITonoxenus yactu 1.5 (B pemakuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacaroliecst IMPEJIOCTABICHUS TOCYJApCTBEHHBIX YCIyr TPH OOpPAlIeHHH JIEKAPCTBEHHBIX CPEACTB JUIS
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MeauuuHCcKoro npumenerus nocpencrsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 r.
PerucrpallMoOHHBIE  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHapaTroB I  MEQULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAONME (aKT TOCYyIapCTBEHHOM perucrpaludd, Ha OyMa)KHOM HOCHUTENIE M JyOJIHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHH JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

1.5. Jlepxatenp wWiu Blajelel] PErduCcTPallMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO IIperapara, a
TaKKEe JepKaTelld WM BIAJENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX NpenaparoB (WiIH
YHOJIHOMOUYEHHBIE MMHU JIPYTHE OPUANYCCKUE JIHMIA), KOTOPBIC SIBISIOTCS B3aWMO3aMCHSEMBIME, OOS3aHBI
HalpaBUTh B JIMYHBIH KaOWHET YIOJIHOMOYEHHOTO (DeepabHOr0 OpraHa WCIOJHUTEIBHOW BIACTH
MOJNMCAHHBIE YCHJICHHBIMH KBAJTU(UIIMPOBAHHBIMU SIIEKTPOHHLIMU MOAMUCAMM 3asiBICHUST O BHECCHHH
W3MCHECHHM B JOKYMEHTHI, COJICPKaINECs B PETUCTPAIIMOHHBIX I0CKE HA 3aPETHCTPUPOBAHHBIC JICKAPCTBECHHBIC
mpemnaparbl s MEIUITMHCKOTO TPUMEHEHHS, B OTHOIICHUHM CBEACHHM, YKa3aHHBIX B WHCTPYKIIMH TIO
MEIMIIMHCKOMY TPUMEHEHHUIO JICKApCTBEHHBIX MpernapaToB, B TEYEHHUE COpPOKa padouux IHEH co AHA
[TOJTyYEHUS YITOTHOMOYEHHBIM (pesiepatbHbIM OPraHOM MCIIOTHUTEIHHON BIACTH 3JIEKTPOHHOTO YBEIOMIICHUS O
TIOJTyYEHUH JIeprKaTelleM TN BIIaIeNIbIIeM PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO TpenapaTa (Min
YIIOJIHOMOUYCHHBIM UM JPYTUM IOPUIUYECKUM JIHIOM) HH(GOpPMAalWH, yka3aHHOW B 4acTu 1.4 Hacrosmei
crarbu. JlaHHOE TpeOOBaHWE HE PACIPOCTPAHSETCSA Ha CIydaW BHECEHHS B MHCTPYKIHUIO N0 MEIUIUHCKOMY
MIPUMEHEHHUIO JIEKaPCTBEHHOTO TIpenapaTa W3MEHEHWH B OTHOIIEHWH HOBBIX IOKa3aHWW IS TPUMEHEHHS
JIEKapCTBEHHOTO MpernapaTa Ha OCHOBAaHUH PE3yJIbTAaTOB COOTBETCTBYIOIIMX HUCCIIEIOBAHUN.

Hupopmayus 06 usmenenusx: HYacme 2 uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 2 (B pemakumn PepeparnbHoro 3akoHa or 30 sBaps 2024 r. N 1-O3),
KacarolIecsl IPEeNOCTaBJIEHHs] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 gasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XHOM HOCHUTENIE U JIyOJIHKAThI
PErUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUs ¢ 1 stHBaps
2026 r. He BBIIAIOTCSA

2. PemeHne o mpoBeNeHHMHM SKCHEPTU3bl KauyecTBa JIEKApCTBEHHBIX CPEACTB U (MJIM) 3KCIEpPTH3BI
OTHOILIIEHUS OXUAAEMOH TOJB3bl K BO3MOXXHOMY PHCKY NpPHMEHEHHs JIEKapCTBEHHOIO Ipemapara s
MEIUIIMHCKOTO MPUMEHEHHUSI TPUHUMAETCSI B COOTBETCTBUH C YTBEPKIACHHOHN YITOTHOMOYCHHBIM (heiepaTbHbIM
OpPTraHOM HCIIOJIHUTEIBHOM BIIACTH KiaccH(UKAIMEH U3MEHEHHUH, BHOCUMBIX B JIOKYMEHTHI, COJEpKaIiecs B
PETUCTPALIMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBII IIpenapart.

Hupopmayus 06 usmenenusx: Hacme 3 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 3 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecss IPENOCTaBIEHNUsS TOCYIApPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauIMHCKOro InpuMeHeHus nocpeactsoM EI'MC3 u (wm) EMNIY, npumeHsaioTea ¢ 1 saBaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAArONME (aKT TOCYIapCTBEHHOM perucrpanuyd, Ha OyMaXHOM HOCHUTENE U IyOJIMKATHI
PETHCTPAITMOHHBIX YIOCTOBEPEHHN JICKAPCTBEHHBIX MPEITApaTOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 T. He BBIIAIOTCS

3. 3asBHTENb BIpaBe MPEACTABUTH 1O COOCTBEHHOW WHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUU
W3MEHEHUI B JIOKYMEHTBHI, COJEpXKallhecs B PETUCTPAlMOHHOM JIOChe Ha 3apeTHCTPUPOBAHHBIN
JIEKapCTBEHHBIA IMpenapar Uisi MEIUIMHCKOIO INPHUMEHEHUS, PEKBU3UTHl JOKYMEHTOB, MOATBEPKAAOIIUX
yIUIaTy TOCYAApCTBEHHOM MOILUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJIEPKAIUECs B PErMCTPallMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIH Mpemapar A MEJUIWHCKOTO HMPUMEHEHHs, U3MEHEHHUH, TpeOyIomuX
MIPOBEJCHMSI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB B YACTH IKCIEPTH3BI KaueCTBa JIEKAPCTBEHHOI'O0 CPEJICTBA U
(Mu) SKCHEepTU3bl OTHOIIEHHUS O0XKHJAeMOM IOJIb3BI K BO3MOXKHOMY PHCKY MPHUMEHEHMs JIEKapCTBEHHOI'O
mpenapara i MEAWLWHCKOTO TPHUMEHEHHUS, TOCYJapCTBEHHON TONUIMHBI 32 BHECEHHE B JIOKYMEHTHI,
coJiepKaliecss B PETUCTPAllMOHHOM JO0Ch€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemapar s
MEIUIIMHCKOTO MTPUMEHEHUS, U3MEHEHH, He TPeOYIOMMX MPOBEICHHS dKCIIEPTH3HI JIEKAPCTBEHHOTO CPEJICTBA,
a TaKKe BbIIaBaeMble (IIPEIOCTaBIIsieMble) YIIOJTHOMOYEHHBIMH (hefepalbHBIMI OpTaHaMHU HCIOTHUTEITHHON
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BJIACTH JIOKYMEHTHI (cBejieHMs), ykaszaHHele B 4YacTtax 1.1 um 1.2 wmHacrtosmed cratbu. B ciaydae ux
HETPE/ICTABICHUS YIIOJIHOMOYCHHBIN (heiepalibHblii OPraH UCTIOJHUTEIBHON BJIACTH 3alpalldBacT yKa3aHHbIC
JIOKYMEHTBI (CBEICHHS) B MOPSAKE MEKXBEJOMCTBEHHOIO HH()OPMAIIMOHHOTO B3aUMOICHCTBHSI.

Hupopmayus 06 usmenenusix: Hacmo 4 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus yvactu 4 (B pemakuuu PegepanbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAaPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (wm) ENIY, npumeHnsatoTca ¢ 1 aasaps 2026 .
PerucrpalliOHHBIE YIOCTOBEPEHMS JIEKAPCTBEHHBIX IIPEHapaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAAIOMKE (BAKT TOCYIapCTBEHHOM PpETHMCTpaAIlldd, Ha OyMa)XHOM HOCHTENE M JIYOIMKATHI
PETUCTPALMOHHBIX YIOCTOBEPEHHH JICKAPCTBEHHBIX MIPEMAapaToB I MEIUIIMHCKOTO MPUMEHEHHUS ¢ 1 sHBaps
2026 T. He BBIIAIOTCSA

4. B TeyeHue mATH paboOvMX JHEH CO JHs MOCTYIUICHHS YKa3aHHOTO B YacTW 1 Hacrosiied craThbu
3asiBJICHUS] M HEOOXOIMMBIX JJOKYMEHTOB YITOJTHOMOYCHHBIH (pe/iepaabHbIil OpraH UCIIOJHUTEILHOW BIIACTH:

1) mpOBOIUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEICHUH, COMCPIKAIIMXCS B IPEACTABICHHBIX
3asBUTEJIEM MaTepuasax;

2) MpPUHUMAET PEIICHHE O MPOBEACHUH YKA3aHHBIX B YACTW 2 HACTOSIIEH CTAThbU COOTBETCTBYIOIIUX
9KCIEPTH3 JICKAPCTBEHHOTO CPEJICTBA W 00 OTKa3e B UX IPOBEJCHUHY;

Hupopmayus 06 uzmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - ®edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 3 (B pemakmuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarollhecsl IPEeNOCTaBIEHNsS TOCYJAapCTBEHHBIX YCIYr HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpammoHabsle  YIOCTOBEPEHHUS JIEKAPCTBEHHBLIX IPENapaToB JUIS MEIHMIIMHCKOrO MPHUMEHEHUS,
MOATBEPXKAAIONME (aKT TOCYINapCTBEHHOM perucrpanudd, Ha OyMaXHOM HOCHUTENE M IyOJIHKATHI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPEMApaTOB sl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS

3) wHampaBiser B JHWYHBIH KaOWHET 3asdBUTENs B €IWHOW CHCTEME NOJANMCAHHOE YCHJICHHON
KBaIN(UIUPOBAHHON 3TEKTPOHHON MOAMNCHIO YBEIOMIICHHE O TIPUHATOM PELICHUH WIH B CIydae IMPHHATHS
pemieHus o6 OTKa3e B IPOBEIEHUH COOTBETCTBYIOIICH IKCIEPTU3HI C YKa3aHUEM IIPUYHMH TAKOT'O OTKAa3a.

Hupopmayusn 06 usmenenusx:  Qacmo 4.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbIl 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yactu 4.1 (B penakuuu PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-@3),
Kacaroluecss MIPENOCTaBIEHUs TOCYIAapPCTBEHHBIX VCIYD MPH OOpallleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHbIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX IPElapaToB Ui MEOUIMHCKOTO IMPUMEHEHUS,
MOJATBEP KAArONME (aKT TOCYyJIapCTBEHHOM perucrpalydd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHH JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

4.1.B CJIy4dac BbIABJIICHUA HCAOCTOBECPHOCTHU CBC,Z[GHPIﬁ, COACPIKAIIUXCSA B IIPEACTABJICHHBIX 3a4BUTCIICM
Marepuaiax, yr[OJIHOMO‘-ICHHLIﬁ (bellepaJ'IBHHﬁ Oopran HCITOJTHUTEIIFHOH BJIACTH HaIpaBJIsCT B JINYHBIA KaOUHET
3as1BUTCIIA B e,I[HHOﬁ CHUCTEMC 3ampocC 00 YTOUHCHUHU YKa3aHHbIX CBG,E[CHI/If/i, HOI[HHC&HHLIﬁ YCHHGHHOﬁ
KBAIM(DUIMPOBAHHOM 3IEKTPOHHON NMOAMNUCHH.

Hngopmayus 06 usmenenusx:  Yacmo 4.2 usmenena ¢ 30 sneaps 2024 2. - ®edeparsibHbIl 3aKOH om 30

aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 4.2 (B penakuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolliecsl IPeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMY, npumeHstoTcs ¢ 1 sausaps 2026 r.
Peructpannonneie  yIOCTOBEpPEHHs] JIEKAPCTBEHHBIX MPENapaTtoB i MEIUIMHCKOrO IMPUMEHEHHUS,
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MMOATBEPKIAroIe (aKT TOCYHApPCTBEHHOW pErUCTpaliy, Ha OYyMa)XHOM HOCHUTEIE U IyOJIMKaThI
PETUCTPATUOHHBIX V}IOCTOBepeHI/Iﬁ HeKapCTBeHHI)IX HpenapaTOB JIJIsT MEAUITUHCKOI'O HpI/IMeHeHI/IH C 1 SIHBapH
2026 1. HEe BBIIAOTCS

4.2. 3asgBuTens 00si3aH HANPaBUTh B JIMYHBIA KaOWHET YMOJHOMOYEHHOTrO (enepalbHOr0 OpraHa
HCTIOJIHUTENLHOM BIACTH B €IMHOW CHUCTEME MOMMUCAHHBIN YCHICHHOW KBAIMGHUIIMPOBAHHON 3IIEKTPOHHOWN
MOAMMCBHI0 OTBET Ha 3ampoc YIMOJHOMOYEHHOTO (pe/iepabHOro OpraHa HCIOJHUTEIFHOW BIACTH B CPOK, HE
MIPEBBIIAIINN JIEBTHOCTAa PabOYMX IHEH CO JIHS IONyYeHUsS YIOJIHOMOYEHHBIM (efepallbHbIM OpPraHOM
HCIIOJIHUTENFHON BJIACTU 3JIEKTPOHHOTO YBEAOMJICHHS O MOJYYCHHH 3asBUTENEM AaHHOro 3ampoca. Cpok,
YKa3aHHBIH B YaCTW 4 HACTOSIICH CTaTbh, MPUOCTAHABIMBACTCS CO JIHSA HANpaBleHWS B JUYHBIA KaOWHET
3asBUTENS B €OUHOM CHCTEME 3ampoca YHOJIHOMOYEHHOTo (e/iepallbHOr0 OpraHa WCTONHUTENBHOM BIAcTH 10
JHSI HATpaBJICHHUS B JIMYHBIA KAOWHET yMOJHOMOYEHHOTO (elepajbHOr0 OpraHa HCIOJHUTEIBHON BIACTH B
€IIMHOW CcHCTEME OTBETAa HA JIAHHBIM 3aIIpOC U HE YUUTHIBACTCS MPU MCUUCICHUH CPOKA IMPHUHSATHS PELICHUS O
BHECEHUN W3MEHEHUI B JOKYMECHTEI, COACPXKAIINECA B PETrUCTPpallMOHHOM IOOCBE Ha 3apeFPICTpPIpOBaHHBII>’I
JIeKapCTBEHHBIN Tpernapar JJIsi MeIUIIMHCKOTO TPUMEHEHHSI.

Undopmayus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ yacmo 5
cmamou 30 nacmoswezo PedepanbHo20 3aKOHA BHECEeHbL U3MeHenus, 8cmyrnarowue 8 cusy c¢ 1 wons
2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

5. OcHOBaHWEM Ui OTKa3a B MPOBEICHHUHM YKa3aHHBIX B YACTW 2 HACTOSIICH CTATbU JKCIEPTH3
SIBJISIETCS MPECTABICHUE TOKYMEHTOB, MEPEUMCICHHBIX B YACTAX 1 W 3 HACTOSIICH CTAaThH, B HEMOJHOM
o0beMe, HelpeICTaBICHHE 3asBUTEIIEM B YCTaHOBJICHHBIN CPOK OTBETA HA YKa3aHHBINA B YAaCTW 4.1 HacTosimien
CTaThH 3alpPOC YIOJHOMOYEHHOTO (helepaibHOr0 OpraHa HCIOJHHUTEIBHON BJIACTH, a TAaKXKe OTCYTCTBHE B
MPEJCTABICHHBIX JOKYMEHTaX JIOCTATOYHBIX CBEJACHUH, MOATBEPKIAONINX HEOOXOAMMOCTh BHECCHHUS
W3MEHECHUH, WU OTCYTCTBHE HH(GOPMANWH, MOATBEpXKAaroliel (DakT yIIaThl TOCYAapCTBEHHBIX IMOINUINH,
YKa3aHHBIX B YACTU 3 HACTOSIICH CTAThH.

6. Yka3aHHble B YACTW 2 HACTOSIICH CTATbU SKCIEPTU3bI MPOBOISATCS B TOPSIKE, YCTAaHOBICHHOM
crtatben 23 nacrosiero degepaabHOro 3aK0HA.

Hnupopmayus 06 usmenenusix:. Yacme 7 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus vactu 7 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHMecs] IPEIOCTABICHUS TOCYLAPCTBEHHBIX VCIAYI IPU OOpAILEHMH JIEKAPCTBEHHBIX CPENCTB I
MeauIuHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanyoHHBIE YOOCTOBEPEHUSA JIEKAPCTBEHHBIX IMPENAparoB I MEOUIUHCKOIO IIPUMEHEHUS,
MOATBEPXKAAOIKUE (DAKT TIOCYIApCTBEHHOM pErucTpaldd, HAa OyMaKHOM HOCHUTENE U JIyOJIMKATHI
PETUCTPAMOHHBIX VAOCTOBEPEHHI JIEKAPCTBEHHBIX MPETApPaTOB ISl MEIUIIMHCKOTO TPUMEHEHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

7. B cpok, HE TIPEBBIMIAIONTUMN TATH pabOYWX JHEH CO JHS HAMpaBiICHUS IOCPEACTBOM ELVHOIO
noprasia B YIIOJIHOMOYCHHBIH (efepaabHbli OpraH HWCIIOJHUTEIFHON BIACTH WM JIMYHBIH KaOWHET
YIOJTHOMOYEHHOTO (pelepalbHOTO OpraHa WCIIOJHUTENbHOW BJIAcTH B €OUHOW CHCTEME IOMMHCAHHBIX
YCUJICHHBIMH KBaJTU(UIIMPOBAHHBIME ONEKTPOHHLIMU MOAMNUCAMN 3aKIIOYeHUH KOMHCCHU DKCIEPTOB IO
pe3ynbTaTaM yKa3aHHBIX B YACTV 2 HACTOSIICH CTAThU SKCIEPTH3, YIOJHOMOUYCHHBIH (elepalbHbIi opraH
HCIIOJIHUTENLHOM BIACTHU:

1) npuHUMaeT pelieHne O BHECCHUU M3MEHEHUI B JIOKYMEHTHI, COJCpXKAIIUECS B PErHCTPAIIMOHHOM
JIOChE Ha 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpernapaT Il MEIUIIMHCKOTO MPUMEHEHHUS, UM 00 OTKa3e BO
BHECCHUU TaKUX I/I3M€H€HI/II71;

Hupopmayus 06 uzmenenusx: Ilynkm 2 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nyHkra 2 (B penakuuu PepgepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-D3),
Kacarolluecsl IPEeNOCTaBIEHNsS TIOCYJapCTBEHHBIX YCIYrT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mpumenenus mnocpexcrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PeruncrpamuoHHble  YIOCTOBEPEHHUS JIEKAPCTBEHHBIX MPENapaToB JUIS MEIHMIIMHCKOIO MPHUMEHEHUS,
oATBEPXkAaomme (akT TOCYAApCTBEHHOM pErucTpanydy, Ha OyMaXHOM HOCUTENE W JyOJIHMKaThl
PETHCTPAIMOHHBIX YAOCTOBEPEHUM JICKAPCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2026 1. HE BBIOAIOTCS

2) BHOCUT B FOCYAapCTBEHHbI/ PEECTP JIeKapCTBEHHBIX CPEJICTB HA OCHOBAHHUHW PEIICHUS] O BHECCHUH
W3MEHEHWH B JIOKYMEHTHI, COJAEp)Kalllecs B PETUCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBINA
JIeKapCTBEHHBIN TIperapar JJisi MeIUIITHCKOTO MTPUMEHEHHS, HeOOXOMbIe H3MEHEHUS;

Hupopmauusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 ansaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nynkra 3 (B penaxkuuu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-©3),
Kacaroluecs IPEAOCTABICHNUS TOCYIAPCTBEHHBIX VYCIYr IIPA OOpallleHWH JIEKAapCTBEHHBIX CPEACTB JUIS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONME (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThl
PETUCTPAIIMOHHBIX YAOCTOBEPEHHU JIEKAPCTBEHHBIX MPEMapaToB Ui METUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

3) BBIOAET 3asABUTEIIO HOBOE PETHCTPALMIOHHOE YAOCTOBEPEHME JIEKaPCTBEHHOTO Ipenapara B ciydae
W3MEHEHUS CBEJICHUM, COMAEpXKAaIlMXCsl B HEM, IIyTeM HAalpaBlIE€HUs 3aABUTENIO IMOCPEACTBOM €E4VHOro
rnoprana wiM B JUYHBIM KaOWHET 3asBUTENs] B €OUHOHM CHCTEME BBIMUCKH W3 TOCYJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB, MONMUCAHHON YCUIICHHOW KBATHU(DUIIMPOBAHHON 3TEKTPOHHON MOAMMUCHIO.

8. OcHoBaHuMeM Jisi OTKa3a BO BHECEHHHM W3MEHEHHH B JOKYMEHTHI, CoOJepXaliuecss B
PErUCTPallOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar sl MEAUIMHCKOTO IPUMEHEHMS,
SBIIACTCS 3aKIIOYCHUE YHOJIHOMOYEHHOTO (elepaIbHOr0 OpraHa HCIIOJHHUTEIBHOM BIACTH O BO3MOXKHOCTH
CHIDKEHHS 0€301acCHOCTH, KauecTBa, IPPEKTVBHOCTI NTIEKapCTBEHHOrO CPEACTBA B Cllydae BHECCHHUS TaKUX
M3MEHEHUM.

Hnpopmayus 06 uzmenenusx: DedeparnibHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-®3 uyacmo 9
cmamvu 30 nHacmoswe2o PedepanbHo20 3AKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmyrnarowelt 8 cumy c 1
urons 2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

9. JlomyckaeTrcst oOpaiieHne JIEKapCTBEHHBIX IPEmapaToB Il MEAWIWHCKOTO TPUMEHEHHs 0
WCTEYEHUs] CPOKa TOJHOCTH, IPOW3BEACHHBIX B TEUCHHE CTa BOCBMHJIECATH IHEH MOCJe NaThl MPUHATHS
YIOJTHOMOYEHHBIM (pefiepaabHBIM OpPraHOM HWCIOJHUTENHHONW BIIACTH DEUICHHS O BHECEHWW W3MEHEHUH B
JIOKYMEHTBI, COJICPKAIINeCs B PETUCTPAIMOHHOM JOChE, B COOTBETCTBUHM C MH(OpMAIUEH, coaepxaiieics B
JOKyMEHTaX PerucTPalMoOHHOIO J0ChE Ha JIEKAPCTBEHHBIN Mpenapar A0 JaThl MPUHITHS TAKOTO PELICHUSI.

Hngopmayus 06 usmenenusx: Cmamosi 30 dononnena wacmoio 10 ¢ 8 mapma 2022 2. - @edepasibHbIl
3aKoH om 8 mapma 2022 2. N 46-D3

10. IMpaButensctBO Poccuiickoii depepanun BpaBe yCTaHOBUTH OCOOEHHOCTY BHECCHUS M3MEHCHHIA
B JJOKYMEHTBHI, COJIEpIKallllecsd B PErUCTPallMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
IUIS. METUIIMHCKOTO MTPUMEHEHUS, B cly4ae Ae(heKTYphl MU PUCKA BOSHUKHOBEHUSI IEPEKTYPHI JIeKapCTBEHHBIX
IpenaparoB B CBSI3M C BBEACHMEM B oOTHoumeHun Poccuiickoii ®enepanuy OrpaHUYMTEIBHBIX MEP
9KOHOMMYECKOI'0 XapaKTepa.

T'APAHT: CMm. KOMMeHTapum k cratbe 30 HacTosmero deaepanbHOTO 3aKOHA

T'APAHT: Jlo 31 nexa0ps 2025 1. BHECEHHME H3MEHEHUHM B PETHUCTPALIMOHHOE HOCHE JIEKAPCTBEHHBIX
[penapaToB Uil BETEPUHAPHOIO IPUMEHEHHS, NIPOU3BEIECHHLIX Ha Teppuropun PD B memsx
AMIIOPTO3aMEIIEHHUI, OCYLUECTBMSETCS B YBEIOMHUTEILHOM IOPSAKE C MUCHMEHHBIM O0S3aTENLCTBOM B
TeyeHre 12 MecsIeB Mocie BHECEHUSI M3MEHEHUN TIPEJICTABUTh BCE HEOOXOIUMbIC OTYETHI

Cratbsa 31. BHecenne u3MEHEHHWH B JOKYMEHTHI, COJAEPIKANIHECS B PETHCTPAIIMOHHOM JOChe Ha
3apEerUCTPUPOBAHHBIN JTEKAPCTBEHHBIH MTpenapaT s BETEPUHAPHOTO PUMEHEHHSI

Hupopmayus 06 usmenenusix: Yacme 1 uzmenena ¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus vactu 1 (B pemaknuu PepeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacaroliecs: MPEJIOCTaBICHUS TOCYJapCTBEHHBIX YCIYyr MPU OOPAlICHHH JICKAPCTBEHHBIX CPEACTB IS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

BerepuHapHoro npumenenus nocpeactsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOamukarsl
PETUCTPAIMOHHBIX YI0CTOBEPEHUH JIEKAPCTBEHHBIX MPEMapaToB sl BETCPUHAPHOIO MIPUMEHEHHS ¢ 1 sHBapsI
2026 r. HE BBIIAIOTCS

1. B mensx BHECeHWs] W3MEHEHWH B JOKYMEHTHI, COJEpIKAIMecs B PETUCTPAIMOHHOM JO0Che Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TperapaT Jjis BETEPUHAPHOTO TPUMEHEHHUS, JepKaTeb W BIaaeiell
PETHCTPAlIMOHHOTO  YAOCTOBEPEHHS JIGKAPCTBEHHOTO IIpermapara WM YIOJHOMOYEHHOE WM JApYyroe
FOPUAMYECKOE JINIO (Jajiee B HACTOSIIECH CTAaThe - 3asBUTEINb) HAMPABISAET MOCPEACTBOM E€AVHOI0 noprara B
YIOJTHOMOYEHHBIH  (peiepalibHBId  OpPraH  WCIOJHUTENBHONH  BIACTH  MOJANUCAHHOE  YCHJICHHOW
KBaTH(DUITUPOBAHHONW ONEKTPOHHOW MOAMNUCHIO 3asBICHHE O BHECEHHM TaKWX HW3MEHEHHH 1o Qopme,
YCTaHORBJICHHOW YTIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIOJHUTEIBLHON BIACTH, U MPHJIAraeMbIe K HEMY
U3MCHEHHUS B YKa3aHHBIC JTOKYMEHTBI, a TAaK)Xe JIOKYMEHTBI, MMOATBEPIKIAIONINE HEOOXOAMMOCTh BHECCHUS
Takux wu3MeHeHuil. llpum HEoOXOoAMMOCTH BHECCHHS UW3MCHCHHMNM B JOKYMEHTHI, COJEpKalluecs B
PETUCTPAallMOHHOM JIOCh€ Ha 3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpemapar Juisi BETEPUHAPHOTO
MIPIMEHEHUS, B CIy4asx W3MEHeHHWs W (WJIM) IOIMOJHEHHS MPOW3BOJCTBEHHON IIIOMIANKH JEKapCTBEHHOTO
CPEeICTBa, a Tak)Ke H3MEHEHHWsS IIOKa3zaTesleld KadecTBa JIEKapCTBEHHOTO TIperapara JUlsl BETEPHHAPHOTO
MPUMEHEHUsT W (WJM) METONOB KOHTPOJS KadecTBa JIEKApPCTBEHHOTO IIpermapaTra [Uisi BETePHUHAPHOTO
MIPUMEHEHUS] 3asBUTENb JIOTIOJHUTEIBHO HAMpaBISIET MOCPEACTBOM EIWHOTO IOpTaja B YIMOIHOMOYEHHBIH
(henepanbHBIN OpraH UCMIOTHUTEIHFHON BIACTH CIIEAYIONINE TOKYMEHTHI (CBEIEHUS ):

Hupopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 ansapsa 2021 2. - ®edeparsibHbIU 3aKOH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyto pedakyuro

1) CBCACHHA O [aTC IMPEAOCTABJICHHUA U PETUCTPAIMOHHOM HOMCEPC JIMICH3WUHM Ha HNPOHU3BOACTBO
JICKAPCTBCHHBIX CPCACTB, Hpe,[[OCTaBJICHHOﬁ MMPOU3BOJAUTCIIIO JICKAPCTBCHHOTO IIpCIriapaTa A BETCPUHAPHOI'O
OPpUMCHCHUSA, NJIA pOCCI/If/'ICKI/IX HpOI/ISBO,Z[I/ITCJ'ICﬁ;

Hupopmavyus 06 usmenenusx: Ilynkm 2 usmenen ¢ 1 saneapsa 2021 2. - ®edeparsibHbIU 3aKoH om 27
oexabps 2019 2. N 478-D3
Cwm. npedbidywyro pedakuuro

2) cBelcHHS O JaTe MPENOCTaBICHHS W PETHUCTPAIMOHHOM HOMEPE JIMIICH3MH Ha IMPOU3BOJICTBO
JICKApPCTBEHHBIX CPEJICTB, MPEAOCTABICHHOW MPOU3BOIUTENO (PapMaIleBTHUECKOW CYOCTAaHIIUU, BXOSIICH B
COCTaB JIEKAPCTBEHHOT'O TIpernapara JJis BETEPUHAPHOTO IPUMEHEHUS, 111 POCCUNUCKUX TIPOU3BOIUTENCH;

3) KOImuA AOKYMCHTA, BbBIAAHHOI'O0 YIIOJIHOMOYCHHBLIM OpPraHOM CTpaHbl HNPOU3BOAUTEIA IJIA Ka)KZ[Oﬁ
MPOU3BOJCTBCHHON  TUIOMIAJKK  JIEKAPCTBEHHOTO TIpermapara s BETEPUHAPHOTO MPUMEHEHUS U
MTOATBEPKIAIONIETO COOTBETCTBHE IPOM3BOAMTENS JICKAPCTBEHHOTO IIpemapara TpeOoBaHHUSAM [PaBUI
HaJIe)KaIeil MpOU3BOACTBEHHON MPAKTUKH, M €TO MEePEeBOJ] Ha PYCCKUHN S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM
TIOpSTIKE, a TaK)Ke KOMHS 3aKITIOYSHHSI O COOTBETCTBHH TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHHUIM
MpaBUJI HAJIKAIIEH MPOW3BOICTBEHHON MPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (heAepalbHBIM OpPTraHOM
WCTIOTHUTENFHOW BIIACTH JJIS KaXJOW TPOU3BOJCTBEHHON IUIOMIAIKKA JIEKAPCTBEHHOTO Tperapara Jyis
BETEPHHAPHOTO TMPHMEHEHUs, JIM0O KOMHUS pEeIIeHHs O MPOBEJCHHH WHCIEKTUPOBAHUS TPOU3BOIAUTEINS
JIEKapCTBEHHBIX CPENICTB, MPUHITOTO YIOJIHOMOUYEHHBIM (heiepallbHbIM OPTaHOM HCIIOTHUTEIHHON BIIACTH IS
KaXJI0M NIPOU3BOJCTBCHHON IUIOMIAAKU JICKAPCTBEHHOrO IIpermapara Ui BETEPUHAPHOTO IPUMEHCHUS.
Yka3aHHbIE JOKYMEHTHI MPEACTABISIOTCS B CIIy4yae, €CIM MPOM3BOJCTBO JIEKAPCTBEHHOTO IMpernapara s
BETEPUHAPHOr0 IPUMEHEHHUS OCYILECTBIISIETCS 3a npenenaMu Poccuiickoin @enepauny;

4) KOITUs JOKYMCHTa, BbIJAHHOI'O YIOOJIHOMOYCHHBIM Opranom CTpaHbI MIPOU3BOAUTECIIA
Q)apMaueBTquCKOI‘/'I CyOCTaHIIUM W TOATBEPKIAIONIETO COOTBETCTBHUE TPOU3BOTUTEIIS Q)apMaueBTquCKOI‘/'I
cyOCcTaHIINY, BXOISIICH B COCTaB JIEKAPCTBEHHOTO Iperapara Jisi BETEPUHAPHOTO MPUMEHEHUS, TPEOOBaHUIM
npaBuIl HaaieKamed NPOU3BOACTBEHHON NPAKTUKH, W €ro NepeBOJ Ha PYCCKUH S3BIK, 3aBEpPEHHBIC B
YCTaHOBJICHHOM TIOPSIKE, B CIy4ae, €CIM MPOU3BOICTBO (papMarleBTHUECKOW CyOCTaHIIMKA OCYIIECTBISIETCS 3a
npenenamu Poccuiickoit denepanumu.

Hugpopmauusn 06 usmenenusx: Yacmo 1.1 usmenena ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31
urons 2025 2. N 304-D3
Cm. 6ydywyro pedakyuro
Yacmo 1.1 usmenena c 30 aneaps 2024 2. - ®edeparibHbil 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus yactu 1.1 (B pemaxuun PepepanbHoro 3akoHa or 30 sBaps 2024 r. N 1-@3),
Kacaroluecss MPENOCTaBIEHNs TOCYAapCTBEHHBIX YCIyr MpH OOpaIleHHH JEKapCTBEHHBIX CPEIACTB IS
BETEpPHHAPHOI0 IpuMeHeHHs mocpeactBom E[MTY, npumeHsawTcsa c¢ 1 suaBaps 2026 r. JyGmmkars
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

PETHCTPAITMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX MPEMAPaTOB IS BETCPUHAPHOTO IPUMEHEHHSI C 1 sTHBapSI
2026 r. He BBIIAIOTCS

1.1. B cnydae m3MmeHeHHsS W (WJIM) JOTIONHEHHS TPOW3BOJCTBEHHOM IUIOIMIAAKH JICKAPCTBEHHOTO
Cpe/CcTBa TOKYMEHTHI, YKa3aHHbIE B YaCTW 1 HaACTOSIIEH CTaThbu, MPECTABISIFOTCS 3asSBUTENIEM B OTHOIICHUH
M3MEHAeMOW W (WIH) JIOTOJHSIEMOH IMPOW3BOJCTBEHHOH IUIOIIAIKKA JIGKAPCTBEHHOTO cpencTBa. Pemenne o
BHECEHHH HM3MEHEHUH B JIOKyMEHTHI, COJIEp)KAIIHecs B PETHCTPAIMOHHOM JO0Che Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpenapat Ui BETEPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B MX BHECEHUH MPHHUMAETCS B
clly4ae HEOOXOIMMOCTH TIPOBEACHUS SKCIEPTH3bl JICKAPCTBEHHOTO CPEJCTBA B CPOK, HE MPEBBINIAOIINAN
JICBSTHOCTa PaboUnX JIHEH, a B OCTAIBHBIX CITydasX B CPOK, HE MPEBBIMIAIONINN TPUIIATA pab0OUUX JHEU CO JHS
HaTpaBJICHUs MTOCPEICTBOM E€[MHOro rnopTarna B yMOJHOMOYSHHBIH (eaepalbHBI OpraH WCIIOJHUTEIbHOM
BJIACTH 3asABJICHUS O BHECEHUH TaKUX M3MEHEHHH.

Hupopmayus 06 usmenenusix:  Yacmo 1.2 uzmenena ¢ 30 susaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus yactu 1.2 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
Kacarolluecsl IPEeNOCTaBIEHNs TOCYIapCTBEHHBIX YCIYT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
BeTepUHApHOro IpuMeHeHus mnocpeactsoM E[TY, npumeHsawotca ¢ 1 suBaps 2026 1. JyOnuKarsl
PETUCTPALIMOHHBIX YIOCTOBEPECHUH JICKAPCTBEHHBIX MPENAapaTOB JUIsl BETEPUHAPHOIO IPUMEHEHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS

1.2. B cmyuae peopraHuzanii JAepyKaTelsl WM BIAJENblla PErHCTPAllMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara Jjsi BETEPHHAPHOTO TNPUMEHEHHS, pa3paboTd4nKa WIA POU3BOAUTENS
JIEKapCTBEHHOI0 Ipernapara Uil BETEPUHAPHOIO NPUMEHEHHS B 3asBICHUM O BHECEHUM HU3MEHEHUU B
JOKYMEHTBI, COJIEpKALMECS B PETHCTPALMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JEKAPCTBEHHBIM Mpenapar
ISl BETEPUHAPHOrO MPUMEHEHHUS, YKa3bIBAIOTCS [aHHbBIE JIOKYMEHTa, MOATBEP)KIAOLIErO0 BHECEHUE
COOTBETCTBYIOIINX W3MEHEHH B EMWHBIA TOCyIapCTBEHHBIH peecTp OPUAMYECKUX UL (IUIS OpraHH3allvid,
3apEerHCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit denepanuu), Wik UHOTO JOKYMEHTA, ITOATBEPIKIAIOIIETO
pEOpraHu3aluio FOPUANIECKOro JULA (U1 OpraHu3aluii, He 3aperuCTPUPOBAaHHBIX Ha Tepputopuu Poccuiickoit
Oenepanmn). 3asBIeHHE O BHECCHUN M3MEHEHUH B TOKYMEHTBHI, COJIEPKAINECs B PETHCTPALIMOHHOM J0Che Ha
3apETUCTPUPOBAHHBIM JIEKAPCTBEHHBIN IIpenapar s BETEPUHAPHOIO IPUMEHEHMsS, U IPUIATaeMble K HEMY
JOKYMEHTBl HaNpaBISIIOTCS TOCPEACTBOM E4WHOro ropTrarna B YHNOJTHOMOYEHHBIH (eaepalbHbI Opra
UCIIOJIHUTEIBHOM BJIACTH HE MO3/IHEE YeM 4epe3 TPUALATh PadouuX JHEH cO JTHS BHECEHUS! COOTBETCTBYIOIINX
u3MeHeHN B EMWHBIA rocyaapCTBEHHBIN peecTp IOpUANYECKUX JIUIL (U1 OpraHM3alni, 3apEerUCTPUPOBAHHBIX
Ha Tepputopun Poccuiickori demepanuu) WIM €O JHS TPUHATHS COOTBETCTBYIOIIETO TOKyMEHTA,
MTOATBEPKJAIONIETO PEOPTraHU3aAINI0 IOPUINIECKOTO JIMA (JUIsI OpraHU3alfif, HE 3apEeTUCTPUPOBAHHBIX HA
tepputopun  Poccuiickoit  ®emeparmu). B ciywae  peopraHuMzanuyd - AepKaTells WM  BIAeNibIia
PETUCTPallMOHHOTO yAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapaTa Jjisl BETEpUHAPHOIO0 IPUMEHEHHUS 3asiBICHUE O
BHECCHUM HM3MEHEHUH B JOKYMEHTBI, COJEP)KALUECS B PETHCTPALMOHHOM JOChE€ Ha 3aperUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar Jjisl BETEPUHAPHOT O IPUMEHEHHUS, TOAACTCS IOPUIUIECKUM JTUIIOM, KOTOPOMY B XOJI€
peopraHu3alyy NepeSaHo IPaBo BIaACHUS TAKUM PETUCTPALMOHHBIM YIOCTOBEPEHUEM.

Hupopmayus 06 usmenenusx: Cmamos 3 donoanena uacmoto 1.3 ¢ 1 mapma 2026 2. - @edepasibHbll
3aKkoH om 31 urons 2025 2. N 304-D3
Cwm. b6ydywyto pedakyuro

Hnpopmayus 06 uzmenenusx: @DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®D3 & uacmo 2
cmamou 31 nacmosiezo DedepanivHoco 3aKOHA 6HECeHbl UsMeHeHus, ecmyrnaruwue 8 cuny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

2. B CJIydya€ BHCCCHHUA U3MEHEHUU B JAOKYMCHTBI, COACPIKAIIUCCA B PETUCTPAIMOHHOM IOOCHBE Ha
3apCFHCTpHp0BaHHLIﬁ JIeKapCTBCHHBIf/i npemnapar ajid BCTCPpUHAPHOI0 MNPUMCHCHUA, B OTHOILICHUU CBG,[[CHI/If/i,
yKa3aHHBIX B MOAMyHKTax "e", "x", "k", "n", "H", "¢", "X" nyHkTa 7 4actm 3 cTaTby 17 HACTOSIIETO
OenepadbHOTO 3aKOHA, M3MEHEHWs U (WIM) MOMOJHEHHUs MPOU3BOJCTBEHHON IUIOMIAAKU JIEKAPCTBEHHOIO
CpC€ACTBA, a TAKIKE B ClIyda€ U3BMCHCHUA IIOKa3aTelied KayecTBa JICKApCTBCHHOT'O Ipcrapara AJis1 BETCPUHAPHOT'O
npuUMeHeHUsT W (WIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO IMIpemapara il BETEPUHAPHOTO
NPUMCHCHUSA IMPOBOJUTCA OKCHIEPTU3A JICKAPCTBEHHOI'O CpEACTBA JId BETCPUHAPHOI'O IMPUMCHCHUS. B ciydac
HEOOXOAMMOCTH BHECCHHUS MHBIX W3MCHCHHHA B JOKYMEHTHI, COIEPKAIIHECS B PETHCTPAIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIM  JIEKAPCTBEHHBINM  mpemapar JUisi  BETEPUHAPHOTO  MPUMEHEHHUS, DKCIepTHU3a
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JICKaPCTBCHHOI'O CPE€ACTBA AJIA BETCPUHAPHOI'O IIPUMCHCHUA HE IIPOBOAUTCA.

Hupopmayus 06 usmenenusix: Hacme 3 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecss IPEeNOCTaBIEHNs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEPMHAPHOTO mpuMeHeHns mnocpeactsoMm ENMTY, npumeHsaoTcs ¢ 1 sasaps 2026 1. JIyOnukarsl
PETUCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENApaToOB ISl BETEPUHAPHOTO MIPUMEHEHHS ¢ | sTHBAps
2026 1. HE BBITAIOTCS

3. 3asgBuUTEID BIIpaB€ NpPECACTAaBUTH IIO coOCTBEHHOI NHUIIMATUBE BMECTC C 3asABJICHUEM O BHCCCHUU
W3MEHEHUH B JOKYMEHTBHI, COJAEp)KallhNecs B PETUCTPAllMOHHOM JIOCh€ Ha 3apeTHCTPUPOBAHHBIN
JIEKapCTBEHHBIA TIpenapar sl BETEPUHAPHOTO IMPHMEHEHUS, PEKBU3HUTHI JOKYMEHTOB, MOITBEPKIAIOIINX
VIUIaTy TOCYAAPCTBEHHON MOIUIHHEI 32 BHECEHHE B IOKYMEHTHI, COJIEPKaIINecs B PETUCTPAIIMOHHOM JTOChE Ha
3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapat JIjs BEeTEPHHAPHOTO NMPUMEHEHUs, W3MEHEHHUH, TpeOyomuX
MIPOBEICHHSI SKCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA, MM U3MEHEHH, He TPEOYIOIINX MPOBEIEHUS IKCIIEPTH3BI
JICKapCTBEHHOTO CpeAcTBa. B  ciiydae HEOOXOJUMOCTH W3MEHEHHWS CBEACHUW, CONICpXKAIlIMXCS B
PETUCTPAallMOHHOM YAOCTOBEPEHHH JICKAPCTBEHHOTO TMpermapara JUisi BETEPUHAPHOTO MPUMEHEHUs, C
3asBJICHUCM, YKAa3aHHBIM B 4acTn 1 HaCTOﬂIIIeI\/'I CTaTbH, 3asBUTCJIb BIPABC IMPCACTABUTH IIO COGCTBGHHOI\/'I
WHHUIOHUATUBC PCEKBU3UTHI JOKYMCHTA, MOATBCPKAAIOIICTO YIUIATY FOCYI[apCTBeHHOI\/'I NOHIJIMHBI 3a BbIAAYY
PETUCTPallMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOTO TperapaTa. 3asBUTENb BIpaBe MPEACTaBUTH 110
COOCTBEHHOW WHUIIMATHBE CBEACHUS O JIMIICH3UAX, YKa3aHHBIC B MYyHKTaX 11 2 yactn 1 Hacrosmen cTaTeu, a
TaKXXC€ BbIAAaBACMbIC YIIOJTHOMOYCHHBIMU Q)eﬂepaHI)HLIMI/I OopranaMu HCIIOTHUTENLHON BIIACTH JOKYMCHTHEI,
yKazaHHble B MyHKTEe 3 4YacTu 1 Hactosimeil cratbu. B ciyyae HempencTaBleHHs yKa3aHHBIX JTIOKYMEHTOB
(cBenmeHmil) YMONTHOMOYEHHBIH (QenepalbHbIii OpraH WCIIOJHATENBHON BJIACTH 3alpalldBaeT yKa3aHHBIC
JIOKYMEHTHI (CBEJIEHU) B TTOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aNMOICHCTBUSI.

Huopmanyusa 06 uzmenenusx: Yacme 4 usmenena c¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywiyto pedakyuro

4. B cpok, He MPEBBILAONIMN JIECATH padouMX JHEW CO JHSA TMOCTYIUIEHHS YKa3aHHOTO B 4acTu 1
HACTOSILIEH CTaThH 3asBICHUS M HEOOXOAMMBIX IOKYMEHTOB, YIOJHOMOYEHHBIM (enepanbHbli Opra
HCIIOJTHUTENIBHON BIACTH!

1) mpoBOAWT MpPOBEpPKY IMOJHOTH M JOCTOBEPHOCTH CBENEHHH, COIEPXAIIMXCS B MpEACTaBICHHBIX
3asiBUTETIEM JOKYMEHTaXx;

2) NpUHUMAET pelleHHe O NMPOBEACHUM 3KCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA Ul BETEPUHAPHOIO
NPUMEHEHUS WM 00 OTKa3€e B €€ MPOBEICHUH;

Hnupopmayus 06 uzmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus nyHkra 3 (B penakuuu PepgepanbHoro 3akoHa ot 30 suBapa 2024 r. N 1-D3),
Kacarollhecsl IPEeNOCTaBIEHUsS TIOCYIapCTBEHHBIX YCIYT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEpUHAPHOro IpuMeHeHus mnocpeactsoM E[TY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOnukarsl
PErUCTPAIMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB Jisl BETEPUHAPHOTO MPUMEHEHHUS ¢ 1 stHBapst
2026 1. HE BBIOAIOTCS

3) HampaBiseT TOCPEICTBOM €AMHOro ropTtana 3agBUTEN0 MOANHCAHHOE  YCHJIECHHON
KBaJTM(PUIIUPOBAHHOW 3ITEKTPOHHOW MOAMUCHIO0 YBEAOMIICHHE O MPUHSATOM PENICHUH WU B CIy4ae MPHHATHS
pemieHusi 00 OTKa3e B MPOBEIEHUH IKCIEPTU3HI JIEKAPCTBEHHOTO CPECTBA I BETEPUHAPHOTO MPUMEHEHUS C
yKa3aHWEM MIPUYHH TAKOTO OTKa3a.

Hupopmayusn 06 usmenenusx:  Qacmo 4.1 usmenena ¢ 30 ausapa 2024 2. - @edepasibHbll 3aKOH om 30

aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 4.1 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAapPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
BerepuHapHoro npumenenuss nocpeactsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOmukarsl
PETUCTPAIIMOHHBIX yIOCTOBEPEHUH JICKAPCTBEHHBIX MPEMapaToB Il BETEPHHAPHOTO MPUMEHEHHS ¢ 1 sHBaps
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2026 1. HE BBIOAIOTCS

4.1. B ciydae BBISIBICHUS HEAOCTOBEPHOCTH WM (MIJIM) HEAOCTATOUYHOCTH CBEICHHUM, COMEPIKAITUXCS B
MIPE/ICTABICHHBIX 3asBUTENIEM MaTepuaiax, yIIOJIHOMOYEHHBIH (henepanbHbIil OpraH MCIOTHUTEIBHON BIACTH
HampaBIsieT TOCPEICTBOM EMHOrO ropTarna 3asBUTENI0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBEIEHHH,
MOJIMTUCAHHBIN YCUIICHHOU KBATU(UIIMPOBAHHOMN AITEKTPOHHON NOAMUCHIO.

Hupopmayusn 06 usmenenusax: Yacmo 4.2 usmenena ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31
urons 2025 2. N 304-D3
Cm. 6ydywyro pedakyuro
Yacmo 4.2 usmenena ¢ 30 susaps 2024 2. - @edeparibHbilti 3akoH om 30 sansaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 4.2 (B pemakinuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-®3),
Kacarollecsl IPEeNOCTaBJIEHNs] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
BETEpUHAPHOTO mpuMeHeHns mnocpeactsoMm ENTY, npumeHsaoTcs ¢ 1 gasaps 2026 1. JIyOnukarsl
PETUCTPAIMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MPETapaToB Ui BETEPHHAPHOTO MTPUMEHEHHs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

4.2. 3asBuTens 00s3aH HampaBHTh IOCPEACTBOM E0MHOIMO rMopTana B  YIOJIHOMOYEHHBIH
(enepanbHbIA OpraH UCIIOIHUTEIBHON BIACTH MOIIHMCAHHBIN YCUIICHHON KBATH(HIMPOBAHHOW 3/1EKTPOHHON
MOAMMCHLIO OTBET Ha 3alpoc YIMOJHOMOYEHHOTO (elepa’lbHOr0 OpraHa WCIONHHUTEIBHOW BIACTH B CPOK, HE
NPEBBIIIAIONINHA JIEBIHOCTa PabOYMX JHEH CO JHS MOJMYYCHHUS YIOTHOMOYECHHBIM (efepalbHbBIM OpraHOM
UCIIOJIHUTEIBHON BIACTU 3JEKTPOHHOIO YBEJOMIIEHHUs O IOJIY4EHHUM 3asBUTENIeM JaHHOro 3amnpoca. Cpokw,
yKazaHHble B HacTu 1.1 HacTosimed cTaTbu, MPUOCTAHABIUBAIOTCS CO JIHS HATIPABJICHUSI IOCPEIICTBOM €TUHOTO
[opTaja 3asBUTEIIO 3aIpoca YIOJIHOMOUYEHHOTO (helepanlbHOro OpraHa MCHOJIHHUTENBHON BIACTH A0 IHA
HaIpaBJICHUs] TOCPEICTBOM €IMHOI0 IOpTaja B YNOJHOMOYEHHBIH (efepabHbIi OpraH HCIIOJIHUTEIBHOU
BJIACTH OTBETA HA JaHHBINA 3alIpOC U HE YUUTHIBAIOTCS IPU UCUUCICHUU CPOKA NPUHSTHS PELIEHUSI O BHECEHUH
W3MEHEHUH B JOKYMEHTBI, COJEpXallhecsi B PETUCTPAlMOHHOM JOChe Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIH MpenapaT Uil BETCPUHAPHOTO IPUMEHEHHUSL.

Hupopmayus 06 usmenenusx:  Yacmo 5 usmenena ¢ 15 uronsn 2018 2. - @edeparibHbil 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

5. OcHOBaHHWEM I OTKa3a B MPOBEIECHUH IKCIEPTU3BI JIEKapCTBEHHOTO CPEACTBA sl BETEPUHAPHOTO
NPUMEHEHUS SBISICTCS TPEICTaBICHHE JOKYMEHTOB, YKa3aHHBIX B 4YacTax 1 m 3 Hacrosieid crateu, B
HENONMHOM 00beMe MO OTCYTCTBME B  IPEACTAaBICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHHUH,
MOJTBEP)KJAIOIINX HEOOXOJMMOCTh BHECEHUS HM3MEHEHHMH, IJMOO0 HempeACTaBICHHE 3asBUTENIEM B
YCTaHOBJICHHBII CPOK OTBETa Ha yKa3aHHbIA B 4acTu 4.1 HacTosIeld CTaThbU 3ampoc YIHOJIHOMOYEHHOTO
(benepaabHOro OpraHa UCHOIHUTENFHON BIACTH.

6. DOkcrepTr3a JEKapCTBEHHOTO CPEACTBA JUIsI BETEPUHAPHOTO TNPHUMEHEHUS B LEISIX BHECEHUS
W3MEHEHUI B JIOKYMEHTBI, COAEpXaIlMecs B PErMCTPAlMOHHOM JIOCh€ HA  3apEerUCTPUPOBAHHBINA
JICKapCTBEHHBIN IIpenapaT [Uld BETCPUHAPHOIO MPHMEHEHHs, OCYIIECTBISIETCA B INOPANKE, YCTAHOBICHHOM
ctaTben 24 nacrosiuero deaepaabHOro 3aKoHa.

Hugpopmayusn 06 usmenenusx: Yacmo 6.1 usmenena ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31
urons 2025 2. N 304-D3
Cwm. 6ydywiyro pedakyuro
Yacmo 6.1 usmenena c 30 sneaps 2024 2. - ®edeparbHbil 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus gactu 6.1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolUecss MIPENOCTaBIIEHNUsS TOCYNAPCTBEHHBIX VYCIYIT MPH OOpallleHUH JIEKApCTBEHHBIX CPEICTB JUISL
BETEpUHAPHOTO npuMeHeHns mnocpeactsoM ENTY, npumeHatoTcsa ¢ 1 sgaBaps 2026 1. JIyOnukarsl
PETUCTPALMOHHBIX YIOCTOBEPEHUI JIEKAPCTBECHHBIX MPEIapaToB Il BETEPHHAPHOIO IPUMEHEHHS ¢ 1 sHBapst
2026 r. HE BBIIAIOTCS

6.1. B cpok, HEe MPEBBIMAIONINIA TEeCATH PadOYUX JHEH CO JHS HAINPaBIICHUS MOCPEACTBOM E4MHOro
rnoptana B YIOJTHOMOYEHHBIH (QenepalbHBId OpraH HCIOJHUTENBHOW BJIACTH HOANUCAHHOTO YCHIJIEHHOH
KBIN(HULIUPOBAHHOW ONIEKTPOHHOW MOAMUCLI0  3aKIIOYEHHS KOMHCCHHM OSKCIEPTOB II0 pe3yJbTaTaM
yKa3aHHOH B YacTVW 2 HACTOSALICH CTaThM OKCIEPTH3bI, YIOJIHOMOYCHHBIH (elnepanbHblii  OpraH
HCIIOJIHUTEIILHOM BJIACTHU:
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1) mpuHUMaeT perieHre O BHECEHHWH W3MEHEHUIl B JOKYMEHTHI, COAEpIKalluecs] B PEeruCTPalMOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaT AJis BETEPHHAPHOTO MPUMEHEHHS, WK 00 0TKa3e BO
BHECEHUH TaKHX U3MECHEHHI;

Hupopmauusn 06 usmenenusx: Ilynkm 2 uzmenen ¢ 30 aneaps 2024 2. - ®edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B penaxkuuu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAaPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
BeTepuHapHoro npumenenuss nocpexacrtsoM ENTY, npumeHsawoTca ¢ 1 suBaps 2026 1. JyOiaukarsl
PETUCTPAIMOHHBIX YI0CTOBEPEHUH JIEKAPCTBEHHBIX MTPEMapaToB sl BETCPUHAPHOIO MPUMEHEHHS ¢ 1 sHBapsI
2026 r. HEe BBIIAIOTCS

2) BHOCHUT B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPENICTB HA OCHOBAaHWH PEIICHUS O BHECEHHUU
W3MEHEHUH B JIOKYMEHTBHI, COJAEp)Kallhecs B PETUCTPAllMOHHOM JIOChe Ha 3apeTHCTPUPOBAHHBIN
JIeKapCTBEHHBIN TIpeTapar AJisi BETepUHAPHOTO IPUMEHEHHs, HeOOX0IUMbIEe N3MEHEHHS,

Hupopmauus 06 usmenenusx.:  Ilynkm 3 usmenen ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
Yacme 6.1 0onoanena nynkmom 3 ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKoH om 2 aseycma 2019 2. N
297-D3

3) BBIOaeT 3aABUTEII0 HOBOE PETHCTPALMOHHOE YAOCTOBEPEHHE JIEKApPCTBEHHOTO IMpenapaTa Uis
BETEpPUHAPHOTO MPUMEHEHHUs] B Clyyae HEOOXOAMMOCTH H3MEHEHHUS! CBEACHHWH, COAEp)KalluXcsi B HEM, C
COXpPaHEHUEM HOMEPA PAHEE BBIIAHHOTO PETMCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOIO IIPUMEHEHMSL.

HUndhopmavus 06 usmenenusx: Cmamos 31 dononnena uacmoto 6.2 ¢ 15 wons 2018 2. - @edepasibHbIl
3aKoH om 4 urons 2018 2. N 140-D3

6.2. B cimyuae BHeceHHMs W3MEHEHHUI B JIOKYMEHTHI, COAEpKalMecs B PErHCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIN IIpenapar il BETEPUHAPHOTO NPHMEHEHMs, B YacTH, Kacarolleucs
U3MEHEHUs! M (WiIM) JOTOJIHEHUS TNPOU3BOJCTBEHHON IUIOMIAAKH JIEKAPCTBEHHOTO IIpemapara, Ipu
MIPEJCTABICHUH 3asBUTEIEM B COOTBETCTBUH C MYHKTOM 3 4acTu 1 HacTosel CTaThl KOIHU PEIICHUS
YHOJHOMOYEHHOTO (pelepaJbHOr0 OpraHa WCIOJHHUTEIHHONW BIACTH O TPOBENEHHH WHCIEKTHPOBAHUS
MIPOM3BOJUTENS  JIGKAPCTBEHHBIX CPEINCTB CPOK, YyKa3aHHBIH B 4actM 6.1 Hacrosmeid crarey,
MIPUOCTAHABIMBAETCSI €O [JHA TONY4YeHHs 3aKIIOYEHHS KOMHCCHHM OKCIEPTOB 1O [JHSI TPHUHIATHA
YIIOJIHOMOUYEHHBIM (pelepaIbHBIM OPraHOM MCIOJIHHUTENBHON BIACTH PELICHUS O BbIAAaYEe HIM 00 OTKas3e B
BbIIaU€ 3aKJIOUYEHHs O COOTBETCTBHM MPOM3BOIMUTENS JICKAPCTBEHHBIX CPEINCTB TpeOOBaHUSAM MPaABUI
Ha/JIeKallei MPOM3BOACTBEHHOM NMPAKTHKH, HO He 0oJiee YeM Ha CTO BOCEMbJIECAT pabounx JHEH.

Hugopmayus 06 usmenenusx: Yacmo 7 usmenena ¢ 15 uronsn 2018 2. - @edeparibHbili 3aKOH om 4 uiows
2018 2. N 140-D3
Cwm. npedbidywyto pedakyuro

7. OcHoBaHMEM /U1 OTKa3a BO BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEpXalluecs B
PETHCTPALIMOHHOM  JIOCh€ Ha 3apETUCTPUPOBAHHBIM JIEKAPCTBEHHBIM TpemapaT Uil BETEPUHAPHOIO
MPUMEHEHUs, B CllydasX, He TPeOYIOUIMX TPOBEACHUS SKCHEPTH3Bl JIEKAPCTBEHHOI'O CPENCTBA, SBISETCS
Npe/ICTaBICHHE JOKYMEHTOB, yKa3aHHbIX B 4acTaAx 1 u 3 HacTosmiell ctaTbu, B HEMOJIHOM OOBEME WIH
OTCYTCTBHE B IPEJCTABICHHBIX JTOKYMEHTaX CBEACHHWI, KOTOpHIE IOJDKHBI OBITh B HHUX OTPa)KEHBI, JHOO
HETIPE/ICTaBICHUE 3asIBUTEJICM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHbIH B YacTu 4.1 HacTosIe# craTbu
3aIpoC YIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa UCTIOJHUTEILHOM BIACTH.

Hupopmayus 06 usmenenusx: Cmamos 31 donoanena wacmoio 7.1 ¢ 15 wions 2018 2. - @edepasibHbll
3aKoH om 4 urons 2018 . N 140-D3

7.1. OcHoBanmeM [nJsi OTKa3a BO BHECEHWHM W3MEHEHHH B JOKYMEHTHI, COJep)Kalluecs B
PETHCTPAallMOHHOM JIOCh€ Ha 3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIN TMpemapaTr Uil BETEPUHAPHOTO
MIPUMEHEHUs, B CIIydasx, TpeOyIomHUX TPOBEACHUS OKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, SBISETCA
3aKIIIOYEHNe YIOTHOMOUYEHHOTO (heZepabHOTO OpraHa HCIIOJHUTENBHON BIACTH O BO3MOXXHOCTH CHIKEHHS
Oe3omacHOCTH, KadecTBa, dPPEKTUBHOCTH JIEKAPCTBEHHOTO Tperapara BCIEACTBHE BHECEHHS H3MEHEHHH B
yKazaHHBIC JTOKYMEHTHI, OTKa3 yIIOJTHOMOYEHHOTO (pe/iepaabHOr0 OpraHa WCMOJHUTENHHOW BIIACTH B BBIJAYE
3aKJIFOUYEHUS] O COOTBETCTBUH TPOM3BOJAUTENS JIEKAPCTBEHHBIX CPENCTB TpeOOBaHWSAM MPABUIT HaaJexKaIlen

15.09.2025 Cucrema TAPAHT 71


https://internet.garant.ru/document/redirect/408457419/12773
https://internet.garant.ru/document/redirect/408457419/12773
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/412424148/7390
https://internet.garant.ru/document/redirect/72362280/2932
https://internet.garant.ru/document/redirect/71958560/85
https://internet.garant.ru/document/redirect/71958560/85
https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/71958560/86
https://internet.garant.ru/document/redirect/71958560/87
https://internet.garant.ru/document/redirect/71958560/87
https://internet.garant.ru/document/redirect/70451198/1000

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MPOW3BOACTBCHHONW MPAKTUKH B CIydae W3MCHECHHMS W (WIH) JOMOJTHEHHS TPOW3BOJCTBEHHON ILIOIIAIKH
JIEKapCTBEHHOTO Tperapara, eCiIu MIPOU3BOICTBO JICKAPCTBEHHOTO Mpernapara JijIsl BETePUHAPHOTO MPUMEHEHUS
ocylecTBisieTcs 3a npeaenamu Poccuiickoit denepaunu, UM OTCYTCTBUE 3TOTO 3aKIIOUECHHUS.

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-®3 wyacme 8
cmamou 31 nacmoswe2o PedepanvbHo2o 3aKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmyrnarowelt 8 cuny c 1
urons 2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

8. Homyckaercs oOpaleHHe JIeKapCTBEHHBIX IIPerapaToB Ui BETEPHHAPHOTO MPHMEHEHUS 0
WCTEYEHUs] CpPOKa TOJHOCTH, TPOW3BEACHHBIX B TEUCHHE CTa BOCBMHJIECATH IHEH MOCJe AaThl MPUHITHS
YIOJTHOMOYEHHBIM (pefiepaabHbIM OpPraHOM HWCIOJNHUTENBHONW BIIACTH DPEUICHHS O BHECEHWW W3MEHEHUH B
JOKYMEHTBI, COAEpKallhecs B PETUCTPAllMOHHOM JOChE€ Ha JIEKAPCTBEHHBIM Mpemnapar, B COOTBETCTBUU C
rH(pOpMAaIUEH, coiepKalleiics B JOKYMEHTaX PErUCTPAIIHOHHOTO JIOChE Ha JICKApCTBEHHBIN Mperapar 10 JAaThl
MIPUHSTHS TAKOTO PEIICHUS.

T'APAHT: CMm. KOMMeHTapum k cratbe 31 HacTosero deaepaibHOrO 3aKOHA

Cratbsa 32. OTMeHa rocy1apCTBEHHOM PEruCTpaliy JIEKapCTBEHHOTO TIpenapaTa

Pemenne 00 oTMeHe TOCYAapCTBEHHOH PErHCTpallM JIEKAPCTBEHHOTO INpernapara M HCKIIOYEHUH
JIEKapCTBEHHOI'0 IIpenapara U3 TOCYAApCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEIACTB IPUHUMAETCA
YIIOJIHOMOUYEHHBIM ()e/iepabHbIM OPTaHOM HCIIOJTHHUTENLHON BIIACTU B CIIydae:

1) mpencraBineHHs: COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (heJiepabHbIM OpraHOM HCIIONHHUTEIEHON
BJIACTH 3aKJIIOYCHHS O PUCKE WM 00 yrpo3e 3J0pOBbBIO, )KM3HH YeJOBEKAa WM KUBOTHOTO MPH MPUMEHEHHH
JIEKapCTBEHHOTO TIpemnapara, MPEeBhIMAoMMX ero 3(h(eKTHBHOCTh, MO pe3yJbTaTaM OCYIIECTBISEMOTO HM
MOHUTOPHHIAa 0E€30I1aCHOCTH JIEKApCTBEHHOI'O TIPenapara;

Hupopmayusn 06 usmenenusix:  Ilynkm 2 usmenen ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywiyto pedaKkyuro
Ilynxkm 2 usmenen ¢ 30 ausaps 2024 2. - @edeparibHbil 3akoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B penaxkuuu PepepanbHoro 3akoHa ot 30 susaps 2024 r. N 1-03),
KacarolIMecs: IPENOCTaBJIEHUsS] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHUuH JIEKApCTBEHHBLIX CPEICTB IS
MenumuHcKoro npumenenus mnocpeacrsoM EI'MC3 u (mmm) EMTNY, npumeHsatoTcs ¢ 1 suasaps 2026 T.
PerucrpaloHHble  YIOCTOBEPEHMS JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO INPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JIyOJIHKaThI
PETUCTPAIIMOHHBIX YAOCTOBEPEHHUN JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus nmyukra 2 (B pemakinuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MHPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JlyOnuKaTtsl PErHMCTPALMOHHBIX
YAOCTOBEPEHUI JIEKapCTBEHHBIX IpernapaToB [js BeTEepHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

2) momayW Jiep)KaTelieM WM BJIAJIENbLIEM PETHUCTPAIIOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOIO
Iperapara Wi yIOJTHOMOYEHHBIM UM APYTUM IOPUINYECKAM JIMIIOM 3asiBICHUS 00 OTMEHE TOCy1apCTBEHHOM
pETHCTPAllMK JIEKAPCTBEHHOTO TMperapara, MOAMUCAHHOTO YCHUJICHHOW KBaTM(DUIMPOBAHHOW 3IIEKTPOHHOWN
MOAMMCbI, TTyTEM €ro HampaBleHHs MOCPEICTBOM EAMHOro rnopTarna B yHOJTHOMOYEHHBIH (enepanbHbIiI
OpraH WCIIOJIHUTENIbHOW BJIACTH WM JIMYHBIA KaOWHET YIIONIHOMOYEHHOTO (hefepalbHOTO OpraHa
HCIIONIHUTENILHOM BIACTU B €JUHOM CUCTEME;

3) HemoATBEePKACHUS TOCYAAPCTBEHHON PEruCcTpanyy JIEKApCTBEHHOTO MIpenapaTa o HCTEYSHUH CPOKa
JEHCTBHS PETUCTPALIMOHHOTO YAOCTOBEPEHHNS, BBIJAHHOTO Ha AT JIET;

4) HempeICTaBIeHUs 3asBUTEIEM HH(OPMAIMH, KOTOpas MOXKET IMOBJEYb 3a CO00 HE0OXOIUMOCTD
BHECEHHUS] M3MEHEHHH B JOKYMEHTBI, COJEp)KalllMecs] B PErMCTPALlMOHHOM JOChe Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapart, B TEUCHHE TPUALATH pabounX JHEH co THS HACTYIUICHHS ITUX W3MEHEHU;

Unpopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 5
cmamovu 32 nHacmosueco DedepanvHoco 3aKOHA 6HeCeHbl U3MeHeHus, ecmyrnarujue 8 cusy ¢ 1 uwns

2015 .
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

15.09.2025 Cucrema TAPAHT 72


https://internet.garant.ru/document/redirect/70826338/1232
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/412424148/5212
https://internet.garant.ru/document/redirect/408457419/128
https://internet.garant.ru/document/redirect/408457419/128
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/128
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/12184522/21
https://internet.garant.ru/document/redirect/12184522/21
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/70826338/1242
https://internet.garant.ru/document/redirect/70826338/41

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

5) OCyIIECTBIICHHUS TOCYAapCTBEHHOH pPETHCTpAIlMU JICKAPCTBEHHOTO TMpernapara I0J TOPTOBBIM
HaMEHOBAaHWEM 3apETHCTPUPOBAHHOTO pPaHEE IO AITHM TOPrOBbIM HavMeHOBaHWEM IeKapCTBEHHOro
rpenapara, OTIHYaoIerocs Ka4eCTBEHHBIM COCTaBOM JIEHCTBYIOIINX BEIIECTB;

Hupopmayusn 06 usmenenusix:  Ilynkm 6 usmenen ¢ 15 uonsn 2018 2. - @edeparibHbIl 3aKOH om 4 uions
2018 2. N 140-D3
Cwm. npedbidywyro pedakyuro

6) OCyILECTBICHHS IOCYNAapCTBEHHOW PErMCTpallii OJHOIO M TOTO K€ JIEKApCTBEHHOI'O IIperapara B
OTHOULICHUH OJHOT'O U TOTO XK€ AeprKaTelis WIN BIaJelblla PETUCTPALUOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemnapaTa B BUAE ABYX U 0oJee JIEKapCTBEHHBIX NPENapaToB MO Pa3InYHbIMU TOPTOBBIMH HAUMEHOBAHUSIMU;

7) BBIHECEHUS CyZ[OM DELICHUS O HApyUICHWH IMpaB MpaBooOiazaTensi 0ObEKTOB MHTEUICKTYaIbHON
COOCTBEHHOCTH P 0OpAILICHUH JIEKAPCTBEHHBIX CPEJCTB;

Hnpopmayus 06 uzmenenuax: DeodeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamuvsa 32
Hacmosiugeco Pedepanvbiozo 3aKoHa 0onoHena nynkmom 8, ecmynarowum 8 cusy c 1 uwons 2015 2.

8) OTCYTCTBHS JIEKapCTBEHHOTO Tpenapara B oopaiiennu B Poccuiickoir denepanuy B TEUEHHE TPEX U
Ooitee €T,

Hnpopmayus 06 uzmenenuax: DeodeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamuvsa 32
Hacmosiugeco Pedepanviozo 3aKkona 0ononnena nynkmom 9, ecmynarowum 8 cursy c 1 uwons 2015 2.

9) HEeBBIMONHEHUS Jep KaTeleM WM BIAAENBIEM PErHCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
nperapara 00 YHOJTHOMOYEHHBIM MMM JPYIHM OPUAWYECKHM JUIIOM MEPONPUSATHI 10 00ECIeYeHUIO
0€30MMacHOCTH JICKapCTBEHHBIX TIPENapaToB, YCTAHOBICHHBIX YIOJHOMOYEHHBIM (QenepalbHbIM OpraHOM
HCTIONIHUTEIBHOM BIACTH B COOTBETCTBUM ¢ YAaCTAMU 3 u 4 cTaTbu 64 macrosimero deaepannHOro 3akoHa, B
paMKax ocyuiecTBiIeHHs (hapMaKOHAA30DPa;

Unpopmayus 06 usmenenusx: PedepasibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-@3 cmamwvs 32
Hacmoswe2o Pedepanvroeo 3akoHa donoanena nynkmom 10, ecmyrnarowum 8 cusy c 1 urons 2015 e.

10) oTkaza geprkaTens WK BIaJeNbla PerucTPalMOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO Npenapara
a100 YMOJHOMOYEHHOTO WMH JIPYrOro IOPUAMYECKOTO JIMIA OT BHECEHUs] M3MCHEHHH B WHCTPYKLHIO IO
MIPUMEHEHUIO JIEKAPCTBEHHOIO IPEnapara, KacaroIUXCsl HOBBIX MOATBEPKICHHBIX AAHHBIX O TOM, YTO PHUCK
IIPUYAHEHHS BpEJa 30POBBI0 YEJIOBEKAa WM >KMBOTHOIO BCIEICTBUE IpPHEMA JIEKAPCTBEHHOIO Ipernapara
npeBbimact 3QpPEeKTHBHOCTD €ro MPUMEHEHHSI.

T'APAHT: CM. KOMMeHTapum k cratbe 32 HacTosmero deaepaibHOTO 3aKOHA

Cratbs 33. ['ocynapcTBEeHHBIH peecTp JIeKapCTBEHHBIX CPEICTB

T'APAHT: Cwm. [MonoxeHne o TocymapcTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHOES
Munznpasom PO 1 nexabpst 1998 r. N 01/29-15

1. [ocyoapCTBeHHbI PEECTP JEeKapCTBEHHBIX CPEJACTB COJNEPKHUT TIEPEUeHb JIEKapCTBEHHBIX
npenaparoB, NPOMIENNINX TOCYAapCTBEHHYIO PETHCTPALUIo, IepeueHb (apMaleBTHUYECKUX CyOCTaHIUiH,
BXOJISIIIIUX B COCTAB JIEKAPCTBEHHBIX MPENAPaTOB, U CIEAYIONIYI0 HH(OPMAIIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX ITPENApPaTOB:

HUudopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 6 noonyuxm "a"
nynkma 1 wacmu 1 cmamou 33 nHacmosiueco Pedepanviozo 3aKOHA GHeCeHbl U3MeHeHus, 8cmynarujue 8
cunyc 1 uronsa 2015 2.

Cm. mekcm rodrnyHkma 8 rpedbidyuwel pedakyuu

a) HaWMCHOBAaHHME JICKAPCTBEHHOTO TMpemapara (MeXOyHapoOHOe HenaTeHTOBaHHOe, WiIH
IPYNITUPOBOYHOE, MM XUMUYECKOEe U TOPrOBOE HaMeHOBaHUS);

0) nexapcTBeHHas GopMa ¢ yKa3aHUEM JO03UPOBKH JICKAPCTBEHHOTO TMperapara W ero KOJIUYeCTBa B
MOTPEOUTENBCKOM YITaKOBKE;

Hupopmayus 06 usmenenusx:  Iloonynkm "e" usmenen ¢ 1 aneaps 2018 2. - ®edeparibHbIl 3aKOH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

B) HAaMMCHOBAHUC JACPIKATCIA WM BJIAJACIIblia PETHUCTPAIIMOHHOTO YAOCTOBEPCHUA JICKAPCTBCHHOTO
npenapara M CBESACHUA O PCrucTpalvu ACPKATCIIL WM BJaAcjiblda PCruCTPpallMOHHOIO YAOCTOBCPCHUS
JICKAPCTBCHHOI'0 IMpfcnapara I MCAUIMUHCKOrO IMPUMCHCHHSA B KAa4YCCTBC HAJOTOIIATCIIbIIMKA B CTpaAHC
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

peructpanuu (st POCCUHACKUX IOPUANYCCKUX JIHIL - HASHTH()UKAIIMOHHBIN HOMep Hanoromiatenbiiika (MHH),
JUIS. MHOCTPAHHBIX OPUIUYECKUX JIMI] - CTpaHa PErucTpalliyd, HAaUMEHOBAHHE PErUCTPUPYIOIIETO OpraHa,
PETUCTPAITMOHHBI HOMEP, KOJ] HaJIOTOIIaTeIbINKA B CTPAHE PETUCTPALNH (MHKOPIIOPAIINH) UK €r0 aHaJIor);

Hupopmayusn 06 usmenenusx:  Iloonynxkm "2" usmenen ¢ 1 aunsaps 2018 2. - @edeparibHbIl 3aKOH om 28
oekabps 2017 2. N 425-D3
Cwm. npedbidywyro pedakyuro

I') HAMMEHOBaHWE M aJpec MPOW3BOIHUTEIS JICKAPCTBEHHOTO MperapaTa W CBEACHHS O PETHCTPalnu
MIPOM3BOUTEIIS JIEKAPCTBEHHOTO TIperapaTa il MEIUIIMHCKOTO IIPUMEHEHHS B KaueCTBE HAJOTOIIATeIbIINKA
B CTpaHe perucTpanuu (JUIi POCCHHCKHX IOPUIMYECKHX JIMI - HICHTH()UKAIMOHHBIA  HOMEp
Hanoromiarensinuka (MHH), ans mHOCTpaHHBIX IOPHIMYECKUX JIMI - CTpaHa PEruCTpPaldH, HaMMEHOBaHHE
PETUCTPHUPYIOLIETO OpraHa, PEruCTPAlMOHHBIH HOMEp, KOJ HaJOromiaTeblIiKa B CTpaHe PEerucTpanuu
(MHKOpIIOpaLMH) WIN €rO aHaJor);

Undopmayus 06 usmenenusx:  DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 noonyuxm "0"
nyukma 1 uwacmu [ cmamovu 33 Hacmoawezo DedepanvbHO20 3AKOHA U3N0NHCEH 6 HOBOU pedaxKyuu,
ecmynarouwet 8 cusny c 1 uronsa 2015 2.

Cm. mekcm rnodnyHKkma 8 npeobioywelt pedakyuu

) (apmakoTepaneBTUYECKas rpymnmna, KOJ JIEKAPCTBEHHOTO mpenapara 1o
aHaTOMO-TEPANICBTUYECKO-XUMUYECKOW  KilaccCuDUKAMK, PEKOMEHJOBaHHOH BcemupHO#l opraHuzanuei
31paBOOXPAaHEHUS;

€) TOKa3aHusl U MPOTUBOIIOKA3aHHs K MPUMEHEHHIO JISKAPCTBEHHOTO Tperapara;

) NODOYHbIE AENCTBUSA JeKapCTBEHHOTO TIpETapara;

3) CPOK TOJHOCTH JIEKAPCTBEHHOTO TperapaTa;

1) YCIIOBHSI XpaHEHHUS JIGKapPCTBEHHOTO TIpenapara;

K) yCJIOBHSI OTITyCKa JICKapCTBEHHOT'O Iperapara;

a) HOMep (apMakonemHOW CcTaTbM WM B clydae €€ OTCYTCTBHS HOMep HOPMaTUBHOM
AOKYMEHTaLMN 1ub0 HOPMAaTHBHOTO TOKYMEHTa;

Undopmayus 06 usmenenusax: DedeparibHbIM 3aKOHOM om 22 Oexkabpsa 2014 2. N 429-D3 ¢ noonyuxkm
"m" nynkma 1 yvacmu I cmamou 33 nacmoswezo edepanbHoco 3aKOHA 8HECEHbL UsMeHeHus, 8Cmynarujue
e cusny c I uronsa 2015 2.
Cm. mekcm rnodnyHkma 8 npedbidyuiel pedakyuu

M) JlaTa rocyJapCTBEHHON PErucTpaliy JIEKapCTBEHHOTO Npernapara u ero PermcTpaunoHHbIN Homep
, JaTa 3aMeHbl PETUCTPALIMOHHOTO YAOCTOBEPEHMS JIGKAPCTBEHHOrO TMpenapara Ha OeccpodHoe
PETUCTpalMOHHOE YAOCTOBEPEHHE JICKApPCTBEHHOrO Ipemapara, AaTa MoJadyd 3asBICHUS O MOATBEPIKICHUHU
roCy/apCTBEHHOM pEerucTpaluy JIEKApCTBEHHOIO Ipenapara, JaTa OTMEHBl TOCYJapCTBEHHON perucTparuu
JIEKapCTBEHHOTO Ipernapara;

Hupopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu

1 cmamovu 33 nacmosaweeo Dedepanviozo 3aKOHA OONOAHeH noonyHkmom "u", ecmynarouwum 8 cusy c 1
urons 2015 2.

H) KQUeCTBCHHBIA COCTAaB U KOJIMYECTBEHHBIN COCTaB JCHCTBYIOIIMX BEIICCTB M KAU€CTBEHHBIN COCTaB
BCIIOMOTATEbHBIX BEUIECTB JIEKAPCTBEHHOIO MPETapara;
Hndopmauusa 06 uzmenenusx: ®edeparibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 nyuxm [ wacmu

1 cmamovu 33 nacmosaweeo Dedepanviozo 3aKo0HA OonoaHeH noonyHkmom "o", ecmynarouum 8 cusy c 1
urons 2015 2.

0) nH(opmanus 000 BCex pa3pelIeHHbIX BUAaX BTOPHYHOHN (TOTPEOUTENBCKOI) YIIAaKOBKH;

Hnupopmayus 06 usmenenusx:  Iloonynkm "n" usmenen ¢ 1 mapma 2020 2. - @edepasibHbil 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

M) JaTa MPHUHATHSA pELMIeHHs O BO3MOXHOCTH paccMaTpHBaTh JIEKapCTBEHHBIH Tpemapar mpu
rOCYyIapCTBEHHOM pErucTpaluu B KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO Ipermapara (sl JIEKapCTBEHHBIX
MIperapaToB Il MEIUIITHCKOTO MTPHIMEHEHHS);

Hupopmayus 06 usmenenusx:  Iloonynkm "p" usmenen ¢ 1 mapma 2020 2. - @edeparibHbil 3aKOH om 27
oexaops 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

p) Hamu4mMe JEKapCTBEHHOTO TIpemapara B [EPEYHEe JKU3HCHHO HEOOXOIMMBIX M Ba)KHEHIIHMX
JIEKapCTBEHHBIX MPETapaToB (IS JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHU );

HUudopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexkabps 2014 2. N 429-D3 nynkm 1 wacmu

1 cmamou 33 nacmosawezo @edepanvrozo 3aKkoHa dononner noonyukmom "c", ecmynarowum e cusy c 1
urona 2015 a.

C) HAIMYUE B JICKAPCTBEHHOM IIpemapare HApKOTUYCCKUX CPEACTB, IICHUXOTPONHBIX BEIIECTB M HX
MPEKypCOpoOB, MOAJEKAUUX KOHTposito B Poccuiickoit denepanun, B COOTBETCTBHU C 3aKOHOAATEIHCTBOM
Poccuiickoii ®enepanuu, MexIyHApPOIHBIMU JoroBopamu Poccuiickoit ®dexepanuu, B ToM uucie EAMHON
KOHBeHLUMeEN o HapkoTHYeckuX cpeactBax 1961 roga u KoHBEHLMEN o ncuxoTponHbixX BemecTBax 1971 rona;

Hudopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 nynkm 1 wacmu

[ cmamou 33 nacmosiwezco Dedepanvhoco 3akona donoaner noonynkmom "m", ecmynarowum 8 cusy c 1
urona 2015 e.

T) HH(pOPMAIIUSA O TOM, SBJISIETCS TN JaHHBIH JIEKapCTBEHHBIN Mpenapar pe)epeHTHBIM JICKAPCTBEHHBIM
mpenapaTom;
Undopmayus 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nyuxm [ wacmu

[ ecmamou 33 nacmosuwezo Dedepanvhoco 3axona donoanen noonyukmom "y", ecmynarowum 6 cusy c 1
urona 2015 .

y) CBEOCHUS O TIojaue 3asBICHUS O BHECEHMH W3MEHEHHH B JIOKYMEHTBHI, COJEpJKalluecs: B
PETUCTPaLMOHHOM J0ChE Ha JICKapCTBEHHBIH Ipernapar;
¢) yrpatuin cuiny ¢ 1 mapra 2020 r. - PefeparbHbin 3akoH ot 27 aekadpst 2019 r. N 475-03

Hupopmayus 06 usmenenusx:  CM. npedbidywyto pedaxkyuro

Hupopmauus 06 usmenenusx:  Iloonyuxm "x" usmenen ¢ 30 aneaps 2024 2. - ®edeparibHbil 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

X) CpOK BBEACHHS IJIEKapCTBEHHOTO IIperapara /s BETePHHAPHOTO NPUMEHEHHS B TPAKIAHCKHMA
o0oporT;
Hupopmayus 06 usmenenusx:  Ilynkm 1 donoanen noonynkmom "y" ¢ 30 ansaps 2024 2. - ®edepasnbHbil
3aKoH om 30 aueaps 2024 2. N [-D3

1) uH(GOpMAIMI O TOM, ABJSIETCS JM JAHHBIM JIGKAPCTBEHHBIM Mpenapar ophaHHBIM JIEKapPCTBEHHBIM

npenaparom, HUMMYHO OHOJIOTHYECKUM JICKAPCTBCHHBIM npemnaparom, pa,Z[I/IOCI)apMaLICBTI/ILICCKI/IM
JICKaAPCTBCHHBIM npernaparom, TOMCOIIaTUYCCKHUM JICKAPCTBCHHBIM npemnaparom, OHOJIOTUYECKUM
JICKaPCTBCHHBIM npernaparom, BBICOKOTCXHOJIOTHYHBIM JICKApCTBCHHBIM npernaparom, BIICPBBIC

3aperucTpupoBaHHbIM B Poccuiickoit denepannu B COOTBETCTBUU ¢ HacTOSIUM DenepanbHbIM 3aKOHOM HIIH
aKTaMH, COCTaBIIAIOIMU 11paBo Coro3a;
2) B OTHOLICHUH (hapMaIleBTUIECKUX CYOCTaHITHIA:

Hupopmayus 06 usmenenusx:  Iloonynkm "a" usmenen ¢ 30 aneaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

a) HauMeHOBaHWE (QapMaleBTHUECKOH cyOcTaHIuK (MEXIyHapoJAHOE HEMaTeHTOBaHHOE, WIN
IPYNITUPOBOYHOE, MM XUMUYECKOE W TOProBOoe HauMMeHOBaHHA), GopMma BhIMycKa (C yKazaHHEM JIO3UPOBKH
(pu HAIM4KK), (PACOBKHU H YIIAKOBKH);

Hupopmayus 06 usmenenusx:  Iloonynkm "6" usmenen ¢ 30 ausaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

0) HanMMEHOBaHWE W ajJpec NpoU3BoAUTENs (apMaAIEeBTUUYECKOW CyOCTaHIMKM (1T POCCHHCKUX
OPUIUYCCKUX JIMI - WASHTU(GUKANMOHHEIN HoMep Hajoromarensimuka (MHH), nmns wHOCTpaHHBIX
IOPUAMYECKUX JIMI[ - CTpaHa PErucTpanyy, HAaUMEHOBAaHHE PETUCTPUPYIOMIET0 OpraHa, PEeruCTPaIlMOHHBIA
HOMED, KOJl HAJIOTOIIATENIBITUKA B CTPaHe PEerUCTpaniuy (MHKOPIIOPAIIHH ) MJIH €T0 aHaJIoT);

B) CPOK TOAHOCTH (hapMarieBTUIecKoi CyOCTaHIINY;

T') YCIIOBUS XpaHEHUs (papMarieBTHIECKOi CyOCTaHIIN;

I) HoMep (papMakomelHON CTaThU MM B CIydae €e OTCYTCTBUS HOMEP HOPMATHUBHOH JOKYMEHTAILIUH
1100 HOPMAaTHUBHOTO JJOKYMEHTA;
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

HUnpopmayus 06 usmenenusx: ®edeparsibHbIM 3aKOHOM om 22 oekabps 2014 2. N 429-D3 nyuxm 2 uwacmu

1 cmamovu 33 nacmoswezo @edepanvHozo 3aKoHa donoanen noonyukmom "e”, ecmynaouwum 8 cusy c 1
urons 2015 2.

€) Hajguuue (apMaIeBTHUECKON CyOCTaHIMM B MNEPEYHE HAPKOTHYECKHX CPEACTB, NMCHUXOTPOIHBIX
BENIECTB U HX MPEKYypCOpoOB, NOMJIEkKalUX KOHTposito B Poccuiickoit denpepaiivi, B COOTBETCTBUU C
3aKOHOJIaTENLCTBOM Poccuiickoil @enepanuu, MexXayHapoaHbIMU JoroBopaMu Poccutickoil denepanuu, B TOM
yucie EAWMHOM KOHBEHUMEW o HapkoThdyeckux cpeactBax 1961 roma u KOHBEHUMEN O MCHXOTPOIHBIX
Bewmecteax 1971 roga.

Undopmayus 06 uzmenenusx: DedeparibHbiM 3aKoHOM om 22 oexabpa 2014 2. N 429-@3 yacme 2
cmamvu 33 nHacmoswe2o PedepanbHo20 3AKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmyrnarowelt 8 cumy c 1
urona 2015 e.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. @apmaneBTHUYeCKas CyOCTaHIMs, NPOM3BEICHHAS [UIA pEaln3aldd, MOXET ObITh BKJIIOUEHa B
rOCYJapCTBEHHBIH pEECTp JIEKapCTBEHHBIX CPEACTB Ha OCHOBAaHMM 3asBICHUS pa3pabOTUMKa WM
MIPOU3BOJUTENS JIGKAPCTBEHHOTO CPEACTBA JTMOO YIMOJTHOMOYEHHOTO MMH IOPUAMYECKOTO JIMLA MPH YCIOBUH
MPOBEIEHHS B OTHOILECHUH TakoW (hapMalleBTUUECKOW CyOCTaHIMM HKCIEPTHU3bI KauecTBa (hapMaleBTUYECKOH
CyOCTaHIIMM B TOpSAKE, YCTAHOBICHHOM CTaTbel 34 uactosimero denepanbHOro 3akoHa. B oTHomeHHn
(dapManieBTHYeCKUX CyOCTaHIMH, TNPOU3BEJACHHBIX [UIA pealu3alud, B TOCYIJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB COACPKUTCS CIIeAYIONas HHPOpMaLus:

Hupopmayus 06 usmenenusix: Ilynkm 1 usmenen ¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

1) HaumeHoBaHHEe (hapMaleBTUYECKOH CyOcTaHIMM (MEKAyHApOJHOE HEMaTeHTOBAHHOE, WIN
IPYNITUPOBOYHOE, WM XUMUYECKOE W TOProBOoe HauMMeHOBaHHA), GopMma BhIMycKa (C yKa3aHHEM JIO3UPOBKH
(pu HAJIMYKK), (PACOBKHU H YIIAKOBKH);

Hupopmayus 06 usmenenusix: Ilynkm 2 usmenen ¢ 1 smeaps 2018 2. - @edeparsibHbIl 3aKoH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

2) HaMMEHOBaHHE, aJpec MPOU3BOAMTEINS (PapMaleBTHUECKON CyOCTaHIMM, a TaKKe B OTHOIICHUH
JICKAPCTBEHHBIX CPEIACTB JJI MEJWIIMHCKOIO IPHMEHEHHUS CBEACHUS O PETUCTPALlMH IPOU3BOJAUTEINS
(hapmaneBTHYECKON CyOCTaHIIMM B KAa4eCTBE HAJIOTOIUIATENBITNKA B CTPaHE PETUCTpalnyu (IS POCCHICKHX
OPUINYCCKUAX JIMI - WASHTH(GUKANWMOHHBIM HoMmep Hajoromiarensimuka (MHH), nmms wHOCTpaHHBIX
IOPUAMYECKUX JIMI[ - CTpaHa PErucTpanyy, HAaUMEHOBAaHHUE PETUCTPUPYIOMIETO OpraHa, PEerUCTPAIlMOHHBIA
HOMeEp, KOJI HaJIOTOTIJIATEIbIINKA B CTPaHEe perucTpanuy (HHKOPIIOPAIINN) FITH €T0 aHAJIOT);

3) cpok rogHOCTH (PapMareBTUYeCKON CyOCTaHIINN;

4) ycrmoBus XpaHeHus papMaIeBTHIECKOI CyOCTaHITNH;

5) HOMep (hapMaKoOIeiHON cTaThu OO B CIy4ae €€ OTCYTCTBHS HOMEP HOPMATHUBHOW JOKYMCHTAIIUU
WM HOPMATHBHOTO JOKYMCHTA;

6) Hasmume (HapMaleBTUYECKONW CYOCTAaHIUM B MNEPEYHE HApPKOTUYECKHX CPEACTB, NMCHUXOTPOIHBIX
BEIIECTB M HX IMPEKYpCOpOB, MOJJEkKAIIMX KOHTpoito B Poccuiickoit ®enepauuu, B COOTBETCTBUH C
3aKOHOJaTENLCTBOM Poccuiickoil @enepanuu, MexXayHapoAHbIMU JoroBopaMu Poccuiickoil denepanuu, B TOM
guciie EAWMHOM KOHBEHUMEW o HapkoThyeckux cpeiactBax 1961 roma u KOHBEHUMEN O NCHXOTPOIHBIX
BenectBax 1971 ropa;

7) mata BKJIIOYEHHs (hapManeBTUYECKOW CyOCTaHIIMM B TOCYIJApCTBEHHBIH pPEecTp JIEKapCTBEHHBIX
CPEICTB, JaTa BHECEHHsS W3MEHEHHH B JIOKYMEHTHI (apMaleBTHUECKOH CyOCTaHIIMH, JaTa HWCKIFOYEHUS
(hapmarieBTHYECKOH CyOCTaHIIMU U3 TOCYAAPCTBEHHOTO PEeCcTpa JIEKAPCTBEHHBIX CPEIICTB.

3. lNopsaOoK BemeHHUs] TOCYJIapCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO
MIPUMEHEHUsT U MOPSALOK BEACHHUS TOCYIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB IS BETEPHUHAPHOTO
MIPUMEHEHUS YTBEPIKIAIOTCS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (DeJiepaibHBIM OPTaHOM HCITOJIHUTEILHOM
BJIACTH.

T'APAHT: CM. KOMMeHTapum k cratbe 33 HacTosmero deaepanbHOTrO 3aKOHA

Undopmayus 06 usmenenuax:  DedeparibHbIM 3aKOHOM om 22 dexkabps 2014 2. N 429-D3 naumenosanue
cmamou 34 nacmosieco Dedepanvio2o 3aKOHA U3N0JCEHO 6 HOB80U pedakyuu, ecmyrnarouwed 6 cuny ¢ 1
urwna 2015 a.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

CM. mekcm HauMeHogaHUs 8 rpedbidyuwiel pedakuyuu

Cratba 34. BxiroueHne B rOCYAapCTBEHHBIH peecTp JEKAPCTBEHHBIX CPEJCTB M HCKIIIOYCHHE U3
rOCyJapCTBEHHOIO peecTpa JICKAPCTBEHHBIX CPEACTB (hapMaleBTUUECKOW CyOCTaHLUH,
MPOU3BEICHHON VIS pealli3aliiu

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ yacme 1
cmamou 34 nacmoswezo DedepanbHo20 3aKOHA GHECEeHbL U3MeHenus, 8Cmyrnarouwue 8 cusy ¢ 1 wons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

1. Jnsa BrmodeHus apmaueBTU4eckon cybCcTaHuMW, Npou3BEACHHON Ui peanu3alid, B
rOCyIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB, IPOBOJUTCS IKCIIEPTH3A €€ Ka4eCTBa.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena ¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus yactu 2 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarollhecsl IPENOCTaBJIEHUs] TIOCYJapCTBEHHBIX YCIYT HIPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeauUMHCKOro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensawoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX IpPENapaToB I MEIUIMHCKOTO NPUMEHEHUS,
MOATBEPKAAIONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JyOJIHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Uil METUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 T. He BBIIAIOTCSA
IMonoxenus yactu 2 (B pemakuuu PenepanbHoro 3akoHa or 30 susaps 2024 r. N 1-®3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAPCTBEHHBIX YCAYTr MHPH OOpAalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 sgaBaps 2026 r. JlyOnuKaTtsl PErHMCTPALMOHHBIX
YAOCTOBEPEHHUH JIEKAaPCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJTAIOTCS

2. DKcrnepTr3a KauecTBa yKa3aHHOW B 4acTW 1 Hacrosiied ctatbu (hapMarieBTUYECKOW CyOCTaHIIUH,
COCTaBJICHHE KOMHCCHEH SKCIEpPTOB 3aKIIOYEHHH MO pe3yibTaTaM STOH OSKCIEPTH3BI, IOJNHCAHUE WX
YCWICHHBIMH KBaJH()UIMPOBAHHBIMU 3MIEKTPOHHBIMY MOANMUCAMM, HaNpaBlIeHHE TaHHBIX 3aKIIOYCHUH B
JUYHBI KaOWHET YIIOJHOMOYEHHOTO (heepabHOr0 OpraHa HCIIOJHHUTEIBHOW BIACTH B EIMHOW CHCTEMe
OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIIAIONINNA TPUIATH Pad04nX AHEH CO AHS HANPABJICHUS B JIMYHBIA KaOWHET
9KCHEPTHOTO YUPEKACHHUS B €IMHOM CHCTEME COOTBETCTBYIOLIETO 3alaHus YIIOJTHOMOYECHHOTO (heaepaabHOTo
opraHa MCIIOJHHUTENbHON BIACTH, NOAMMCAHHOTO YCHIICHHON KBaTH()UIIMPOBAHHON 3JIEKTPOHHOM MOAIMUCHIO, H
CIIEAYIOIINX JOKYMEHTOB (CBEICHUH):

Hngopmayus 06 usmenenusx: Ilynkm 1 usmenen c¢ 1 smsaps 2021 . - DedepasibHbil 3aKkoH om 27
oexabps 2019 . N 478-D3
Cwm. npedbidywyro pedakyuro

1) cBemeHus O Jare TPEJOCTABICHUS W PETHCTPALMOHHOM HOMEpPE JIMIEH3UM Ha IMPOU3BOICTBO
JICKAPCTBCHHLIX CPCACTB WM CBCACHHA O AATC MPEAOCTABJICHUA U PETUCTPALIMOHHOM HOMCPE 3aKJIIOUCHUA O
COOTBETCTBUU IPOU3BOAUTCIIA JICKaApCTBECHHBIX CpCacCTB Tp€6OBaHI/I$IM rlpaBMJ'I Hazmencameixi
MIPOM3BOJCTBEHHON TPAKTUKH, BBIIAHHBIX (IIPEJOCTABICHHBIX) YIIOJTHOMOYCHHBIM (eaepallbHbIM OpraHOM
WCIIOTHUTENFHOW BJIACTH, B CIy4dae, €CIIM IPOU3BOJCTBO JIEKAPCTBEHHOTO CPEICTBA OCYILIECTBISETCS B
Poccuiickoit enepannu;

Hupopmayus 06 usmenenusix: Ilynkm 2 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus nynkra 2 (B pepaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYT HPU OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM ETMC3 u (wm) EMNTY, npumeHsioTca ¢ 1 susaps 2026 r.
PerucrpallioHHEIE  YJIOCTOBEPEHMS JEKApCTBEHHBIX IpEHapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAroNMe (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
[Tonoxxenus nynkra 2 (B penakunu PegepanbHoro 3akoHa or 30 sgasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NIPH OOpalll€HWH JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npumenenus: nocperactsom ENMMY, npumenawTca ¢ 1 suBaps 2026 1. JIyOmukaTbl perucTparioOHHBIX
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

YJAOCTOBEPEHHI JIEKAPCTBEHHBIX IpErnapaToB JJjsl BeTEepHHApHOTrO mnpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIJIAIOTCS

2) Komusl TOKyMEHTA, BRIAAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTPAHBI IIPOU3BOIUTENS JIEKAPCTBEHHOTO
CPEICTBa W TOITBEPKIAIOIIETO pa3pelleHrne MPOM3BOJCTBA JIGKAPCTBEHHOTO CPEACTBA, M €ro MepeBoi Ha
PYCCKHIi SI3BIK, 3aBEpEHHBICE B YCTAaHOBJICHHOM IIOPSIKE, a TaKKe KOIMUS 3aKIOYEHHS O COOTBETCTBHH
MIPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB TPeOOBaHUAM MPABUI HajJIeXKaIleld MPON3BOACTBEHHON MPAKTHKH,
BBIIAHHOTO YIMOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJHUTENBHOM BIACTH, JHOO KONHS peIIeHHS
YIIOJIHOMOYEHHOT0  (pe/IepalbHOTO OpraHa HCIOJIHUTEIBHOM BJIACTH O NPOBEACHUU (HapMaleBTUYECKOM
WHCTIEKLIMU TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB S MEIWLIWHCKOTO NPHUMEHEHHS Ha COOTBETCTBHE
TpeOoBaHUAM MPABUI HaaJeXaled MPOU3BOACTBEHHON MpPakTUKH EBpasHiCKOro 3KOHOMHYECKOTO COM03a.
VYkazaHHBIE JOKYMEHTBHI TPEICTABISIOTCS B Clydae, €ClId MPOW3BOJCTBO JICKAPCTBEHHOTO CPEICTBA
ocylecTBisieTcs 3a npeaenamu Poccutickoit denepannu;

3) AOKYMEHT, COJIepIKaIlni CIICAYIOLINE CBEACHHS O (papMalleBTHUECKOM CyOCTaHIIMH:

a) HanMeHOoBaHuEe (papMareBTHIECKOH CyOCTaHITHH, €€ CTPYKTYypa, OOIIHE CBOWCTBA;

0) HanMEHOBaHWE U aJAPeC IPON3BOIUTEIS;

B) TEXHOJIOTHS TIPOW3BOJCTBA C OIMCAHHEM CTaJAWHA TMPOW3BOACTBA W METOIOB KOHTPOJII Ha BCEX
CTaJIuSAX MPOU3BOJICTBA;

T') omrcaHue pa3pabOTKH MmpoIiiecca MPOU3BOJICTBA;

1) OTIMCaHNe KOHTPOJISI KpUTHYECKUX CTauil polecca MPOU3BOJICTBA U MPOMEKYTOUHON MPOAYKLUH;

€) JOKyMEHTaJIbHOE MMOATBEPKICHHE (BaJHIalNs1) IPOLECCOB U (W) UX OLICHKA;

) CBOWCTBA U CTPYKTYypa ACHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA PUMeECEH;

1) cnenugukanys Ha GapMaleBTHIECKyI0 CyOCTaHIINIO U €€ 000CHOBaHHE;

K) AHAJIUTUYCCKUC MCTOIHUKH, HCIIOJIb3YEMBIC npu OCYHICCTBJICHUHN KOHTPOJIA KayecTBa
(hapMareBTH4eCKOM CyOCTaHIINY;

J) MOKyMEHTAIbHOE TOATBEPXACHHE (BaNMAANNA) AHAIUTHYECKHX METOIWK, HCIIONB3YEMBIX MPH
OCYIIECTBJICHUN KOHTPOJIS KauecTBa (apMarieBTHIECKO CyOCTaHITHH;

M) pe3yNbTaThl aHANIN3a cepuil (hapMarieBTHIECKOi CyOCTaHIN;

H) TIepeYeHb CTAaHIAPTHBIX OOPAa3IOB HJIM BEIIECTB, UCIOJIB3YyEMBIX NPH OCYIIECTBICHUU KOHTPOJISA
KauyecTBa,

0) ONMCaHUE XapaKTEPUCTUK U CBOWCTB YIAKOBOYHBIX MaT€pPHUAIOB H YKYNOPOUYHBIX CPEJICTB;

1) JaHHBIE O CTA0MIBLHOCTH (hapMalleBTUIECKON CyOCTaHIINY;

P) CPOK FOJTHOCTH;

HUnpopmayus 06 usmenenusx: Yacme 2 oonoanena nynkmom 4 ¢ 1 smeaps 2018 2. - edeparibHbIl 3aKOH
om 28 oexabps 2017 2. N 425-D3

4) MOKYMEHT, COJepXaIllUii CBEJCHUS O PErHCTPAIlMK MPOU3BOJUTENS JICKAPCTBECHHBIX CPEJICTB IS
MEJIMIIMHCKOTO MPHMEHEHUS B KA4eCTBE HAJOTOIUIATENBIINKA B CTPaHE PErHCTpanuu (s POCCUHCKUX
IOPUJMYECKUX JIMIl - WACHTU(DUKAIMOHHBIM HoMep Hanoromiatensimka (MHH), mis uHOCTpaHHBIX
IOpUJIMYECKUX JIMI[ - CTpaHa PErucTpaluy, HauMEHOBAHUE PETUCTPUPYIOUIETO OpraHa, PErucTpallMOHHBIN
HOMED, KOJI HAJIOTOIUIATEIBIIIINKA B CTPAHE PETUCTPAITUH (MHKOPITOPAIIMH) WIIH €TO aHAaJIoT).

Hupopmayus 06 usmenenusix: Yacme 3 uzmenena c¢ 30 aneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 3 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacCalolHecs: IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCAYT MPH OOpAIlEHHHM JIEKAPCTBEHHBLIX CPEICTB IS
MeIuUUHCKOro npumenenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpallMoHHEIE  YJIOCTOBEPSHMS JICKAPCTBEHHBIX IPelapaToB I  MEOUIMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKME (BAKT TOCYJapCTBEHHOM PpETHUCTpaAIlldM, Ha OyMa)XHOM HOCHTEIE M TYOIMKATHI
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 r. He BBIIAIOTCS
ITonoxxenus vactu 3 (B pemakumu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-®3), kacaromumecs
IIPENOCTABICHUSI TOCYAapPCTBEHHBIX YCIYI NIPH OOpallleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMTY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpanroHHBIX
YJIOCTOBEPEHUH JIEKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIIAIOTCS

3. IIJISI OpOBCACHUSA  OKCIICPTU3BI Ka4dCCTBaA yKaBaHHOfI B 4acCcTu 1 HaCTOfIH.IGIZ CTaTbu

15.09.2025 Cucrema TAPAHT 78


https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/71846624/14
https://internet.garant.ru/document/redirect/408457419/1302
https://internet.garant.ru/document/redirect/408457419/1302
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/1302
https://internet.garant.ru/document/redirect/990941/2770
https://internet.garant.ru/document/redirect/408457419/46

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

(hapmarieBTHYECKON CyOCTaHIIMK 3asIBUTEIIb HAIPABJISET OCPEACTBOM €4MHOM0 rnopTasna B ynoJIHOMOUCHHBIN
(hemepanbHBIN OpraH UCTIOTHUTEIHHON BIACTH WJIH JIMYHBIN KaOMHET YIOJTHOMOYEHHOTO (heJiepaibHOTO OpraHa
HCHOTHUTENBHOH BIIACTH B €JUHON CHCTEME:

Hupopmayus 06 usmenenusx:  Ilynkm 1 usmenen ¢ 1 mapma 2026 2. - @edeparibHbil 3aKOH om 31 uionsn
2025 2. N 304-D3
Cwm. 6ydywiyto pedaKkyuro
Ilynxkm 1 usmenen ¢ 30 ausaps 2024 2. - @edeparibHbil 3akoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 1 (B penaxkuuu PepepanbHoro 3akoHa ot 30 suasaps 2024 r. N 1-03),
KacarolIMecs: IPENOCTaBJIEHUs] TI'OCYJapCTBEHHBIX YCIYr NPH OOpalleHWuH JIEKAPCTBEHHBLIX CPEICTB IS
MeIUIUHCKOro mnpumenenns nocpeacrsoM ETMC3 u (wm) ElNTY, npumensoTcs ¢ 1 sasaps 2026 r.
PerucrpaloHHble  YIOCTOBEPEHMS] JEKAPCTBEHHBIX IpENapaToB I  MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENE U JyOJIHMKaThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX MPEMapaToB /Ui MEIUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS
IMonoxxenus nyukra 1 (B pemaknuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
IIPENOCTABIECHUSI TOCYIAaPCTBEHHBIX YCIYTI MIPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npuMenenus nocpeacrsoM EMY, npumeHsoTcs ¢ 1 gasBaps 2026 r. JIyOnuKaTtsl PErHMCTPALMOHHBIX
YJAOCTOBEPEHMI JIEKapCTBEHHBIX IpernapaToB Jjs BeTEepUHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

1) 3asBlmeHHME O BKIIOYEHHH B TOCYIApPCTBECHHBIM pEECTP JIEKAPCTBEHHBIX CPEIACTB JaHHOU
(hapMareBTHYECKON CYyOCTaHIINH, ITOANMCAHHOE YCUIICHHOM KBATM(UITUPOBAHHON S1IEKTPOHHOM MO MUCHIO;

Hupopmayus 06 usmenenusix: Ilynkm 2 usmenen ¢ 30 smeaps 2024 2. - ®edepasibHell 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B pepaxkmnuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IIPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYI HPU OOpalleHUWH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM ETMC3 u (wm) EMNTY, npumeHsioTca ¢ 1 susaps 2026 r.
PerucrpallioHHBIE  YJIOCTOBEPEHMS JICKAPCTBEHHBIX IIPElapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MOATBEPKAAroNMe (GakT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS
[Tonoxxenusa nynkra 2 (B pemakuuu PegepanbHoro 3akoHa or 30 sgasaps 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABICHUSI TOCYAapPCTBEHHBIX YCAYI NIPH OOpalll€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumernenus nocpeactsoMm ENMIY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHHMH JIEKAPCTBEHHBIX IPENapaToB [js BETEpUHApPHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

2) peKBU3UTHI JOKYMEHTA, MOATBEPKAAIOMICTO YIJIAaTy TOCYAapCTBEHHON MOLUTMHBI 332 BKIIOYCHUE B
TOCYJapCTBEHHBI PEeCTp JIEKapCTBEHHBIX CPEACTB (hapMaleBTUYECKOW CyOCTaHIIMH, TPOU3BEICHHOW JUIS
peanuzanuy, TU00 MO0 COOCTBEHHOW MHUIMATUBE YKa3aHHBIM JOKYMEHT. YTOJIHOMOYEHHBIH QenepanbHbIi
OpraH WCIIOJIHUTEIbHON BJIACTH TpoBepsieT (akT yIaTkl TOCYAapCTBEHHON TNONUIMHBI 3asBUTEICM C
HCTIONB30BaHUEM HHGpOpMaINi 00 yIUIaTe TOCYJapCTBEHHOW MOILIMHBI, CoJepikameiics B ['ocymapcTBeHHOM
WH()OPMAITMOHHOW CHUCTEME€ O TOCYJApCTBEHHBIX W MYHUIMMNAIBHBIX IJIaTeXaX, Ha OCHOBaHHUH
NPEACTABICHHBIX 3asBUTEIEM PEKBU3UTOB JOKYMEHTa, MOATBEPXKIAIOLIECIO YIUIATy T[OCYJapCTBEHHOU
MOIUINHBI;

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKoHOM om 22 oexadps 2014 2. N 429-D3 ¢ nyuxkm 3
yacmu 3 cmamou 34 nacmosiueco PedepanbHo2o 3aKOHA 6HECeHbl UsMeHenus, 8cmyrnarouue 8 cusny c 1
uronsa 2015 a.

Cm. mekcm riyHkma 8 rpedbidyuiel pedakyuu

3) TOKYMEHTBI, yKa3aHHBIC B YACTU 2 HACTOSIICH CTAThH;

Undopmayus 06 uzmenenusx: DedeparibHbIM 3aKkoHOM om 22 oexabpsa 2014 2. N 429-D3 yacms 3
cmamou 34 nacmosweeo DedepaibHoco 3aKoHa OONOAHEeHA nyHKmom 4, ecmynarowum 8 cumny c 1 uwons
2015 a.

4) 3agBneHHe O BHIOaue paspelieHus Ha BBO3 B Poccuiickyro @Denepanuio KOHKPETHOH NapTHH
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

HE3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBAa, IMPEIHA3HAYEHHOTO [UISI TPOBENCHHS YKa3aHHOW
9KCIIEPTHU3HI.

Hupopmayus 06 usmenenusix:  Yacmo 3.1 usmenena ¢ 30 ausaps 2024 . - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 3.1 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
Kacarolluecss IPEHOCTaBIICHUS I'OCYAapCTBEHHBIX YCIYI HPU OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro npumeHeHus nocpencrsoM ETMC3 u (wm) EMNTY, npumeHstoTca ¢ 1 susaps 2026 r.
PerucrpallMoHHBIE  YJIOCTOBEPEHMS JEKApCTBEHHBIX IpElapaToB I  MEIUIMHCKOTO IPUMEHEHUS,
MOATBEP KAAroNMe (akT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MTPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCS
ITonoxenus yacty 3.1 (B pemaxuuu PepepanbHoro 3akoHa ot 30 sasapsg 2024 r. N 1-D3), kacaromuecs
IIPEIOCTABIECHUSI TOCYAapPCTBEHHBIX YCAYI MIPH OOpalle€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyO0mukaTbl perucTpaliMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB [Js BETEpHHApHOro mnpuMmeHeHus ¢ 1 sguBaps 2026 r. He
BBIJAIOTCS

3.1. B ciayuae HempeacTaBICHHS C 3asBICHHEM O BKIIOYEHHH B TOCYJAPCTBCHHBIA pPeecTp
JIEKapCTBEHHBIX  CpPeACTB  (hapMareBTHYEeCKOH  CyOCTAaHIMKM  BBIAaBaeMbIX  (MIPEIOCTABIISCMBIX )
YIIOJIHOMOYEHHBIMU (heIepaTbHBIMIA OpPTaHaMH MCITOJHUTELHON BIIACTH JOKYMEHTOB (CBEICHHUH), YKa3aHHBIX
B NyHKTax 1 m 2 4YacTu 2 HACTOSAIIEH CTAaThH, YIOTHOMOYEHHEBIH (eaepaabHbI OpraH HCIIOIHUTEIBHOMN
BJIACTH 3alpalliBaeT yKa3aHHBIE JOKYMEHTHI (CBEIEHMUS) B TIOPSIKE MEXBEIOMCTBEHHOTO HH(POPMAIIHOHHOTO
B3aUMOJICUCTBUSL.

Hupopmayus 06 usmenenusx: Hacme 4 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus yvactu 4 (B pemakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacaroluecs IMPEeAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IIPU OOpallleHHH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro npumenenus mnocpencrsom EI'MC3 u (wum) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerncrpammoHHBIE  YIOCTOBEPEHHUS JIEKAPCTBEHHBLIX IPENapaToB JUIS MEIMIIMHCKOrO IMPHUMEHEHUS,
MOATBEP KAAoNMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIApaTOB TSI MEAUITMHCKOTO TPUMEHEHUS ¢ 1 sTHBaps
2026 T. He BBIIAIOTCSA
[Tonoxenus yactu 4 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MIPEIOCTABIECHUSI TOCYAAaPCTBEHHBIX YCAYI NIPH OOpall€HWH JIEKAPCTBEHHBIX CPEACTB i1 BETEPHHAPHOIO
npuMeHenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 gaBaps 2026 r. JlyOmuKaTsl PErMCTPALMOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB i BETEpUHApHOro mnpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

4. B Teuenue mATH pabounX THEW CO JHs MPHUHATHS 3asBICHHUS O BKIIOYCHHH yKa3aHHOW B YacTu 1
HACTOAIICH cTaThH (PapMaIleBTHUECKOW CyOCTaHIMHM B IOCYJAapCTBEHHBIM PeecTp JIEKAPCTBEHHBIX CPEICTB H
JOKYMEHTOB, TIEPEUMCICHHBIX B 9acTH 1 W MYyHKTE 2 4acTU 3 HaACTOSAIIEH CTaTbh, YIIOJIHOMOYECHHBIH
(henmepanbHBII OPTaH UCIIOJIHATEIHLHOM BIIACTH:

1) TpoBOIUT TPOBEPKY MOJHOTHI W JOCTOBEPHOCTH HAHHBIX, COAEPXKANINXCSA B TPEICTABICHHBIX
3as1BUTEJIEM IOKYMEHTAaX;

2) TpWHHMAaeT peIIeHHe O HaNpaBIeHHWH B OKCIIEPTHOE YUpEXKIEHHE 3aJaHus Ha IPOBEICHHE
9KCHEepPTH3bl KayecTBa yKazaHHOM B 4acTu 1 Hacrosmiel craThu (apMaleBTHUECKOW CYOCTaHIUH WK 00
OTKa3€ B TaKOM HallpaBJICHUH;

Hupopmayusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3aKkoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus nyHkra 3 (B penakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolMecs] IPEIOCTABICHNs TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMH JEKAPCTBEHHBIX CPENCTB JUIST
MeOUUMHCKOro npumenenus nocpeactsom EI'MC3 u (wum) ENIY, npumensawTca ¢ 1 sasaps 2026 .
PerncrpanioHHBIE  YIOCTOBEPEHUS JIEKAPCTBEHHBIX IPENApaToB I  MEOUIMHCKOTO IIPUMEHEHHS,
MOJTBEePXKIAONMEe (BAaKT TOCYTapCTBEHHOW PETHCTPAlMK, Ha OyMaXHOM HOCHUTENEe | JIyOIHMKAThI
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PETHCTPAIIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 1. HE BBITAIOTCS

[Tonoxxenus nmyHkra 3 (B pemakunn PepeparnbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCIYI NPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNTY, npumensaoTcsa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBapst 2026 r. He
BBIIAIOTCS

3) HampaBisieT B JIMYHBIM KaOWHET 3asBUTENS B €IMHOM CUCTeME MOINHCAHHOE YCHJICHHOU
KBaIN(HUIUPOBAHHON 3IIEKTPOHHONM MOANUCHI0 YBEIOMIICHHE O MPUHIATOM PEIICHUYM WM B CIydae OTKasa C
yKa3aHUEM IIPUYUH TAKOIO OTKA3a.

Hupopmayus 06 usmenenusix:  Yacme 4.1 usmenena ¢ 30 susaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxenus yactu 4.1 (B penaxkuuu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolluecsl IPEeNOCTaBIEHNs TIOCYJapCTBEHHBIX YCIYrT HPH OOpaIleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKoro mpumenenus mnocpexcrsoM EI'MC3 u (wmm) EMY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpaliioOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IPENApaToB I MEIULIMHCKOTO IMPUMEHEHUS,
moATBepkaaommue (akT TOCYAApCTBEHHOM pErucTpanydy, Ha OyMaXHOM HOCUTENE W JyOJIMKaThl
PETUCTPAIMOHHBIX YIOCTOBEPCHHN JISKAPCTBEHHBIX MPEMApaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 1. HE BBIOAIOTCS
IMonoxenus yactu 4.1 (B pepaxuun PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHNS TOCYNapCTBEHHELIX VCIYT IPH OOpalleHHH JIEKAPCTBEHHBIX CPENCTB IS BETEPHUHAPHOTO
npumernenus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBapa 2026 r. JyOmukaTbl perucTpaliOHHBIX
YJIOCTOBEPEHUHN JIEKAPCTBEHHBIX IIpenapaToB JJii BETEpUHAPHOro NnpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIIAIOTCS

4.1. B cny4ae BBISBIIEHUS HEJOCTOBEPHOCTH W (WMIIM) HEJIOCTATOUYHOCTU CBEICHUH, CONEPIKAIIUXCS B
MIPEJICTABJICHHBIX 3asBUTENIEM MaTepuaiax, yIIOJIHOMOYEHHBIH (enepanbHbIii OpraH UCIOIHHUTEIBHON BIACTH
HaIPAaBIISET 3aSBUTEIIO MTOCPEACTBOM EMHOI0 NopTaria WiM B JUYHbIN KaOWHET 3asBUTEIS B €IMHOM CUCTEME
3armpoc 00 YTOYHEHHWH YKa3aHHBIX CBEJCHUH, TOAMUCAHHBIN YCUICHHON KBATH(DUIUPOBAHHON 3IIEKTPOHHOWN
noAmnuchIo.

Hupopmayus 06 usmenenusx: Yacmo 4.2 usmenena c¢ 1 mapma 2026 2. - @edeparibHbil 3aKOH om 31
uronst 2025 2. N 304-D3
Cwm. 6yoywyto pedakuyutro
Yacmo 4.2 usmenena c 30 sneaps 2024 2. - ®edeparibHbil 3aKOH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yactu 4.2 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
KacCalollHuecs IMPEJOCTABICHUS TOCYJAPCTBEHHBIX YCAYTr MPH OOpAIEHHH JIEKAPCTBEHHBLIX CPEICTB IS
MEIULUHCKOro mnpumeHenus nocpencrsoM ETMC3 u (wm) ElMNTY, npumeHsioTcs ¢ 1 susaps 2026 r.
PerucrpallMoHHEIE  YIOCTOBEPSHMS JICKAPCTBEHHBIX IIPEelapaToB I  MEIUIMHCKOTO IPUMCHEHUS,
MMOATBEPXKAAIOMKME (BAKT TOCYJapCTBEHHOM PpETHUCTpaAIldM, Ha OyMa)XHOM HOCHTEIE M JYOIMKATHI
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMApaToB IS MEAUIIMHCKOTO MTPUMEHEHUS ¢ 1 stHBAps
2026 1. HE BBIHAIOTCS
[Tonoxxenus yactu 4.2 (B pegaxuuu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3), xacaromuecs
IIPEIOCTABICHUSI TOCYAAapPCTBEHHBIX YCIYI NPH OOpallleHWH JIEKAPCTBEHHBLIX CPEACTB IS BETEPHHAPHOIO
npumenenus nocpeactsoMm EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENnapaToB Uil BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBapss 2026 r. He
BBIIAIOTCS

4.2. 3asBuTens 00s3aH HampaBHTh IOCPEACTBOM E€0MHOrMO rnopTana B  YIOJIHOMOYEHHBIH
(enepanbHBIA OpraH UCTIOJIHUTEIBHON BIACTH WIIM JIMYHBIH KaOMHET YIIOJTHOMOYEHHOTO (heAepaIbHOTO OpraHa
HCTIONIHUTEIBHON BIACTH B €IWHON CHCTEME MOAMUCAHHBIN YCHICHHOW KBAIM(MHUIIMPOBAHHON 3IIEKTPOHHOWN
NMOAMUCLIO OTBET Ha 3ampoc YIOJIHOMOUYEHHOTO (eiepajbHOTO OpraHa MCIIONHUTEIBHOW BIACTH B CPOK, HE
MIPEBBIMIAOIIUN JIeBTHOCTa pabouynx AHEH CO JHS IONYYCHHUS YIOTHOMOYECHHBIM (efepalbHbBIM OPraHOM
WCTIOTHUTENFHON BJIACTH DJIEKTPOHHOTO YBEIOMJIEHHS O TOJIYYEHHWH 3asBHTENEM HaHHOTO 3ampoca. Cpok,
yKa3aHHBIH B 4aCTV 4 HacTOAMIEH CTaThH, NPHOCTAHABIMBACTCS CO JHS HANIPABICHUS 3asSBUTEIIO IIOCPEICTBOM
€IMHOIO TOpTajla WIN B JIMYHbIM KaOWHET 3asBUTENS B EIMHOW CHUCTEME 3ampoca YNOJIHOMOYEHHOI'O
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(denepanbHOrO OpraHa HWCIOJHHMTEIBHON BJIACTH 1O JHS HANpaBJICHUS 3asBUTEICM IMOCPEIACTBOM CIMHOIO
rmoprajjia B YIOJHOMOYEHHBIM (emepalibHBIi OpraH MCHOJNHUTEIBHOW BJIACTH WM JIMYHBIA KaOWHET
YHOJTHOMOYEHHOTO (peiepalbHOTO OpTraHa WCIIOJHUTENFHOW BJIACTH B €IMHON CHCTEME OTBETAa Ha JAaHHBIH
3ampoc W HE YYHUTHIBACTCSA IPH HCYUCIEHWH CPOKa JKCIEPTH3Bl KadecTBa (papMarieBTHUECKOW CyOCTaHITHH,
MPOU3BEACHHOM IS peain3aluu.

Undopmauus 06 usmenenusx: DedeparibHbIM 3aKoHOM om 22 oOexkabpa 2014 2. N 429-D3 yacme 5
cmamou 34 nacmoswe2o PedepanbHo2o 3aKOHA USLONCEHA 6 HOBOU pedaxyuu, ecmynarowel 8 cumy c 1
uronsn 2015 e.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

5. OcHoBaHMEM [UId OTKa3a B HANPaBJIECHUU B OKCIEPTHOE YUPESKIEHHE 3aJaHUS Ha IPOBEACHHE
IKCIIEPTH3bl KayecTBa yKa3aHHOH B 4acTy 1 Hacrosiei ctath (hapMaleBTUYECKON CyOCTAHLUM SIBIISETCS
HETIPE/CTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YacTM 2 HaCTOAIICH CTAaThH, OTCYTCTBHE HH(pOPMAIIUH,
MOATBEPXKJAIOMIEH (akT YIUIaThl TOCYJapCTBEHHOW MOLUIMHBI 3a BKIIOUEHHE (papMaleBTHYECKO cyOcTaHINH,
MPOU3BEJCHHON IUI pealM3alyy, B FOCYJAapPCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB, HENPEICTABICHHE
3asBUTEJIEM B YCTAaHOBJICHHBI CPOK OTBeTa Ha YyKa3aHHbIH B 4acTu 4.1 Hacrosmieil craThu 3armpoc
YIIOJIHOMOYEHHOTO ()eIepalbHOr0 OpraHa HCIONHUTENBHOW BIIACTH WM TpEACTaBICHHE IOKYMEHTOB, HE
CoJIeprKaIlIiX UCYEPITBIBAIOIIET0 ePEeYH HEOOXOAMMBIX CBEICHUN.

Hupopmayus 06 usmenenusix: Hacmo 6 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus yactu 6 (B pemakuuu PegeparnbHoro 3akoHa or 30 saBaps 2024 r. N 1-D3),
Kacarolluecss IPEHOCTaBIICHUS TI'OCYAapCTBEHHBIX YCIYT HPU OOpalleHUH JICKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaliMoOHHBIE  YJIOCTOBEPSHMS JICKAPCTBEHHBIX IIPElapaToB I MEAULMHCKOTO IPUMCEHEHUS,
MOJATBEPKAAIONMEe (aKT TOCYyIapCTBEHHOM perucTpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMAapaToB IS MEAUIIMHCKOTO TPUMEHEHUS ¢ 1 stHBAps
2026 r. HE BBIIAIOTCS
ITonoxenusa yactu 6 (B pemakuuun PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MPENOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsom EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliiOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mpuMeHeHus c¢ 1 saBaps 2026 r. He
BBIJAIOTCS

6. B Teuenne mnsATHagUATH pabounmx OHEW CO [JHS TOJYYEHHS PELICHUS YMNOJTHOMOYEHHOI'O
(denepanabHOr0 OpraHa HCIOJHHUTEIFHOW BIACTH O HANpaBICHWW B JKCIEPTHOE YUpeXkIeHHE 3aJaHusi Ha
MPOBEICHHE IKCIEPTU3bI KauecTBa yYKa3aHHOW B YACTWN 1 HacTosimiel ctatei (hapMaleBTUUECKOi CyOCTaHIN
3asBUTENb MPEJCTABISIET B OKCIEPTHOE YYPESKACHUE M MPOBENEHHS JaHHOH OKCIEePTH3bl 00pa3iibl
(dapMarieBTH4eCKOl CyOCTaHIIMM B KOJMYECTBE, HEOOXOJWMOM JUIS BOCIIPOW3BEICHUS METOIOB KOHTPOJIS
KadyecTBa. JKCIEPTHOE YUYPEkJICHHE TPU IMOMYYCHHH OOpas3loB yKa3zaHHOW B 4acTu 1 Hacrosmel craThu
(apManeBTH4ECKON CyOCTaHLIMHU B TOT K€ JAE€Hb HAIPaBJIAET B JIMUHBIA KaOMHET 3asBUTENSA B €UHONU CHCTEME
yBEIIOMJICHHE, IOATBEPKAAOLICE TIOIyUYeHHE 3TUX 00pa3LoB. DTH CPOKH HE BKIIIOYAIOTCS B CPOK IIPOBEICHUS
JaHHOW 3KCTIEPTHU3BL.

7. Vrparuna cuiy ¢ 30 ssuBapst 2024 r. - ®efiepanbHbin 3akoH ot 30 suBaps 2024 r. N 1-03

Hugpopmayus 06 usmenenusx: — CM. npedbiOyLyyo pedakyuro

Hupopmayus 06 usmenenusx: Hacme 8 usmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus yvactu 8 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolyecs IMPEeAOCTABICHNUS TOCYIAapCTBEHHBIX YCIYr IPU OOpallleHWH JIEKapCTBEHHBIX CPEICTB JUIS
MeauuuHCKoro mnpumenenus nocpeacrsom EI'MC3 u (wum) ENIY, npumeHsaoTca ¢ 1 aasaps 2026 .
PerucrpallioOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAroNMEe (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThl
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEITApaTOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS
[Tonoxxenus yactu 8 (B pemakuuu PegepanbHoro 3akoHa ot 30 saBapsa 2024 r. N 1-d3), xacaromuecs
MIPEIOCTABICHHUS TOCYJITAPCTBEHHBIX YCIYT TPU OOpAIeHWH JIEKAPCTBEHHBIX CPEACTB U BETSPUHAPHOTO
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npumenenus nocpeactsoM EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaliOHHBIX
YJAOCTOBEPEHHI JIEKAPCTBEHHBIX IpernapaToB JJjs BeTepUHApHOTO mpuMeHeHus ¢ 1 suBaps 2026 r. He
BBIIAIOTCSA

8. B cpok, He TpeBHIIAIONINN MATH padOYUX IHEW CO IHS HaIpaBiICHHS IOCPEACTBOM ELVHOIo
rnoprtana B YHOJHOMOYEHHBIH (enepallbHblii OpraH WCHOJHHUTEIHHONW BIACTHM WU JIMYHBIM KaOWHET
YIOJTHOMOUYEHHOTO (peIepallbHOTO OpTraHa WCIOIHUTEIHFHON BIIACTH B €IWHOW CHCTEME 3aKIFOUEHUS KOMUCCHH
IKCIIEPTOB IO pe3ysibTaraM OSKCHEPTU3bl KadyecTBa yKa3aHHOM B 4acTu 1 Hacrosmedl craTbu
(hapManeBTH4ECKOH CyOCTaHIINM, YIIOJTHOMOYEHHBIH (heiepaIbHbIi OpraH UCIIOTHUTEFHON BIACTH:

1) ocymiecTBIsieT OLEHKY TaKOTO 3aKIIOYEHHs Ui ONpEACICHHUS] €ro COOTBETCTBHS 3aJaHMI0 Ha
MIPOBEJICHNUE JaHHOM dKCIIEPTU3HL;

2) IpUHUMACT pPELICHHE O BKIIOUCHUHU YKa3aHHOW B YacTW 1 HacTosiel ctathi (hapMaleBTHYECKON
CyOCTaHIIMM B TOCYJApPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB MM pelleHne o0 OTKa3e B TaKOM
BKJIIOUEHHH;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 sneaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxenus nynkra 3 (B pemaxkuuu PegeparnbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacarolluecss IIPEHOCTABIICHUS I'OCYAapCTBEHHBIX YCIYT HPU OOpalleHUH JICKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sausaps 2026 r.
PerucrpallMoHHEIE  YJIOCTOBEPEHMS JIEKAPCTBEHHBIX IIPElapaToB I MEIULMHCKOTO IPUMEHEHUS,
MOJATBEPKAAoNMe (GaKT TOCYyJHapCTBEHHOM perucrpaludyd, Ha OyMa)KHOM HOCHTENIE M JyOJIMKaThbl
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPETIApaTOB JUISI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 r. HE BBIIAIOTCS
[Tonoxxenus nyskra 3 (B pemakunu PegepanbHoro 3akoHa or 30 sgasaps 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYTI NPH OOpalleHWH JIEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNIY, npumeHsaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpaloOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENnapaToB Ui BETEPUHAPHOro mnpuMeHeHus c¢ 1 sHBaps 2026 r. He
BBIJAIOTCS

3) BHOCHT TpH MNPHHATHH PEIICHHS O BKIIOYCHHM YyKa3aHHOH B 4acTyu 1 HacTosmeil cratbu
(apManieBTH4eCKol CyOCTaHIIMM B TOCYAAapCTBEHHBIM PEecTp JIEKapCTBEHHBIX CPEACTB TPEAyCMOTPEHHYIO
YacTteto 2 crtaTbu 33 Hacrosimiero DeaepaibHOro 3akoHAa HWHOOPMAIMIO M HAMPABISIET 3asSBUTEIIO
IMOCpEACTBOM egunHoro I'IOpTaJ'Ia WIH B JWYHBIA KaOWHET 3aABHUTEIA B eJJ;I/IHOI\/’I CHUCTCMC BBIINIMCKY M3
rOCYIapCTBEHHOTO PEecTpa JICKAPCTBEHHBIX CPEICTB.

Hupopmayus 06 uszmenenusx. Yacmo 9 usmenena ¢ 15 wions 2018 2. - ®edepasibHbIl 3aKOH om 4 utons
2018 2. N 140-D3
Cwm. npedbidywyro pedakyuro

9. OcHoBaHMeM Ui OTKasa BO BKIIOYCHHHM yKa3aHHOH B 4actu 1  Hacrosimei
cTaThi (hapMaLeBTUYECKOH CYOCTaHIMH B TOCYAAPCTBEHHBIH PEECTp JICKApCTBEHHBIX CPEICTB SIBIACTCA
3aKJTIOYEHHE COOTBETCTBYIOIETO YMOJIHOMOYEHHOTO (helepalbHOTO OpraHa MCHOJHUTENBHON BIACTH O TOM,
9TO Ka4eCTBO (hapMalleBTHIECKOH CyOCTaHIINH HE TIOATBEP)KICHO TTOJTyYSHHBIMH TAaHHBIMH.

Undopmauyus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 dexabpsa 2014 2. N 429-@3 cmamovsa 34
nacmosiye2o Pedepanvrozo 3akona donoanena ywacmoio 10, ecmynarowed 8 cuny ¢ 1 wions 2015 2.

10. He nomyckaeTcsi BKIIOYEHHWE B TOCYJIapCTBEHHBIM peecTp JEeKapCTBEHHBIX CPEJCTB OJHOMU
(hapmaneBTHYECKON CyOCTaHIIUH, TMPOW3BEIECHHON MJIs pealM3alldd M BBIIYCKaeMOW OJHUM M TeM JXKe
IIPOM3BONTENIEM, B BUE IBYX U 0OJIee PEECTPOBBIX 3aIHCeH.

Undopmauus 06 uzmenenusax: DedeparibHbIM 3aKOHOM om 22 odexabps 2014 2. N 429-@3 cmamovsa 34
Hacmosie2o Dedepanvroo 3akona dononnena yacmoio 11, ecmynarowiet 8 cusy c¢ 1 uons 2015 e.

11. BHeceHne m3MeHEHMH B JIOKYMEHTHI Ha (hapMalleBTHUECKYIO CYOCTAaHIINIO, MPOM3BEIACHHYIO IS
peanu3anyy ¥ BKIIOYEHHYIO B TOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISICTCS B MOPSIIKE,
ycranoBineHHoM cTatbaAMn 30 m 31 mHactosmero dexepanbHOro 3akoHa, € YIUIATOW TOCYIapCTBEHHOU
MOLIUTMHEI, IPEAYCMOTPEHHOI 3aKOHO4aTernbCTBOM Poccuiickoit denepanun o Haorax u coopax.

Hupopmayus 06 usmenenusx: HYacmo 12 usmenena ¢ 30 aneaps 2024 2. - ®edeparnbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro
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T'APAHT: IMonoxenus yactu 12 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-03),
KacarolIuecss IPEHOCTABIICHUS I'OCYJapCTBEHHBIX YCIYT HPU OOpallCHUH JICKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro mnpumeHenus nocpencrsoM EITMC3 u (wm) ElMNTY, npumeHsioTcs ¢ 1 susaps 2026 r.
PerucrpallMoOHHEIE  YJIOCTOBEPSHMS JICKAPCTBEHHBIX IIPElapaToB Ui  MEOULMHCKOTO IPUMCHEHUS,
MOATBEPKAAoNMe (aKT TOCYyJHapCTBEHHOM perucrpalud, Ha OyMa)KHOM HOCHUTENIE M JyOJIMKaThbl
PETUCTPAITMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMAapaToB IS MEAUIIMHCKOTO TPUMEHEHUS ¢ 1 stHBaps
2026 r. HE BBIIAIOTCS
[Tonoxxenusa nynkra 3 (B pemakunu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3), kacaromuecs
MPENOCTABIECHUSI TOCYAAapPCTBEHHBIX YCAYI NPH OOpallleHWH JIEKAPCTBEHHBIX CPEACTB [JII BETEPHHAPHOIO
npumernenus nocpeactsoMm EMNIY, npumensaoTesa ¢ 1 gaBaps 2026 r. JyOmukaTbl perucTpalOHHBIX
YIOCTOBEPEHUI JIEKapCTBEHHBIX MpENapaToB Uil BETEPUHAPHOro mpuMeHeHus c¢ 1 saBapst 2026 r. He
BBIJAIOTCS

12. Homyckaercs oOpaiieHue ¢apManeBTHIECKOW CyOCTaHLIMM [0 HCTEYEHHUS CpOKa TOTHOCTH,
MIPOM3BE/IEHHOMN I peanu3aliy B TeUEHHE CTa BOCBMUAECATH JHEH MOCie 1aThl MPUHATHS YIIOJHOMOYEHHBIM
(denepa’dbHBIM OPraHOM HCIOJHUTENBHON BJACTH pEIICHHS O BHECCHMHM HM3MEHCHMH B JOKYMEHTHl Ha
(apMarieBTH4ECKy0 CyOCTaHIIMIO, B COOTBETCTBUM C WHQOpMaluel, cojepikalieiicss B OKyMEHTax Ha
(hapMareBTHIECKy 0 CyOCTaHIMIO JIO AaThl IPUHSTHS TAKOTO PELICHUSI.

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamos 34
nHacmosiye2o Pedepanvro2o 3axona donoarena yacmoio 13, ecmynarowed e cuny ¢ 1 wions 2015 2.

13. Pemenne 00 WHCKIIOYEHHMHM U3 TOCYJapCTBEHHOTO pEecTpa JIEKapCTBEHHBIX CPEJICTB
(dapMarieBTH4eCKOW CyOCTaHIIMM, TPOU3BEJCHHOW ISl pealn3aliy, TMPUHAMACTCS YIIOJIHOMOYEHHBIM
(henepanbHBIM OpPraHOM HCIIOTHUTENBHO BIACTH B CIIydae:

1) mpencraBieHns COOTBETCTBYIOLIMM YIIOJHOMOYEHHBIM (hefepanbHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH 3aK/IIOUCHHMS O PUCKE WIM 00 Yrpo3e JKM3HH WIM 3I0POBBI0 4YEIOBEKa JIMOO >KUBOTHOIO IIPH
HCTIOJIb30BaHNUH JIEKAPCTBEHHOT'O CPEICTBA,;

Hupopmauus 06 usmenenusx.:  Ilynkm 2 usmenen ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKoH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
Ilynxkm 2 usmenen ¢ 30 ansaps 2024 2. - @edeparibHbil 3akoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenus nyHkra 2 (B penakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolIuecsl IPEeNOCTaBIIEHNs] TOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUuUUHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENIY, npumensatotca ¢ 1 sasaps 2026 r.
PerucrpaniMoHHBIE  YIOCTOBEPEHMS JEKAPCTBEHHBIX MPENapaToB IS MEIUIMHCKOrO MPUMEHEHUS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMaXKHOM HOCHUTENIE M JIyOJHKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHHN JIEKAPCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHEHHUs ¢ | sHBaps
2026 r. He BBIIAIOTCS
IMonoxxenus nmyukra 2 (B pemakuuu PegeparnbHoro 3akoHa or 30 sasapsa 2024 r. N 1-D3), kacaromuecs
MIPEIOCTABICHUS TOCYNapPCTBEHHEIX YCIAYT MPH OOpaIleHHH JIEKAaPCTBEHHBIX CPEICTB IS BETEPUHAPHOTO
npuMenenus nocpeacrsom EMY, npumeHsoTcs ¢ 1 saBaps 2026 r. JlyOnuKaTtsl PErMCTPALMOHHBIX
YJOCTOBEPEHHUI JIEKAPCTBEHHBIX IpernapaToB JJjsi BeTEepUHApHOro mnpuMmeHeHus ¢ 1 suBaps 2026 r. He
BBIJTAFOTCST

2) HampaBleHUS Pa3pabOTINKOM JIEKAPCTBEHHOTO CPEICTBA WM IMPOW3BOAUTEIEM JICKAPCTBEHHOTO
CpeacTBa JHOO YIOJMHOMOYEHHBIM WMHU JIPYTHM IOPHIUYECKHM IJUIOM TIOCPEJICTBOM E€4MHOro rnoprana B
YIOJTHOMOUYEHHBIH (hefepantbHbIii OpraH HCIIONHUTENHFHOW BIIACTH WM JMYHBIA KaOMHET YHNOJHOMOYEHHOTO
(denepanpHOTO OpraHa WCIIOJHWATENBHOH BIACTH B €QUHOHW CHCTEME TOJIMUCAHHOTO  YCHICHHOU
KBaTH(DUITUPOBAHHONW 3NEKTPOHHOW MOAMUCHI0 3asiBlieHHs 00 HCKIIOYEHUH U3 TOCYJapCTBEHHOrO peecTpa
JICKApPCTBEHHBIX CPE/ICTB (hapMalleBTUIECKON CyOCTaHIUH, TPOU3BEICHHOM /IS peaIu3alliu;

3) orcyrcTBUS (hapMaleBTUYECKOW CyOCTaHIMM, MPOU3BEACHHOW IS peaju3aliu, B oOpaimicHUH B
Poccuiickoii denepaiuu B TeUCHUE TPEX U OOJIEE JIET.

T'APAHT: CM. KOMMeHTapum k cratbe 34 HacTosero deaepanbHOTO 3aKOHA

Cratba 35. Y1patuna cuny c 1 utons 2015 r.
Unpopmayus 06 usmenenusix:  Cm. mexcm cmambu 35
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Hupopmayus 06 usmenenusx:  Cmamos 36 uzsmenena ¢ 1 mapma 2020 2. - @edepasibHbll 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

Cratbsa 36. O0xanoBaHue perieHus 00 0TKa3e B BbIJaue pa3pellicHus Ha MPOBEICHUE KIMHUIECKOTO
HCCIICIOBAHUS JICKApCTBEHHOIO IIperapara, peleHuss o0 OTKa3e B TOCyNapCTBEHHOM
PETHCTpaliU JIEKAPCTBEHHOTO MpEmapaTa, 3aKJIFOYEHHs] KOMUCCHH JKCIEPTOB JKCIIEPTHOTO
YUpEKIECHHS UITH 3aKIF0UYEHUS COBETA 110 3THKE
Pemienne cOOTBETCTBYIOIIETO YNOJHOMOYEHHOrO (ellepanbHOro OpraHa MCIOJHUTEIBHONW BIacTH 00
OTKa3e B BbIAayue pa3pelleHus Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBaHUS JEKapCTBEHHOIO IpenapaTa,
pelieHne yKa3aHHOro (eAepajbHOTO OpraHa WCIOJHUTEIbHOM BiIacTh 00 OTKa3e B TOCYAapCTBEHHOMH
PETUCTpalliU JIEKAPCTBEHHOT'O Mpernapara, 3aKJII0UeHHEe KOMHCCHU 3KCIEPTOB 3KCIEPTHOTO YUPEKJISHHUS WIH
3aKIII0YEHHE COBETa MO ITHKE MOXKET OBITh 00KaJoBaHO B MOPSIKE, YCTAaHOBIEHHOM 3aKOHOAATENbCTBOM
Poccuiickoit  ®enepauuu.  3akiIOYeHHE ~— KOMHCCHU  JKCHEPTOB  OJKCIEPTHOTO  YUPEXKIEHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MpenapaToB s MEAWIUHCKOTO IMPHMEHEHUS MO0 O TOM, HYTO
JIEKapCTBEHHBIN IMpernapar A MEJUIWHCKOTO NMPUMEHEHHs HE SIBISETCS B3aHMMO3aMEHSEMBIM, MOXKET OBITH
00>kaJI0BaHO AepKaTeIeM WIX BIAJENblLEM PErMCTPALMOHHOIO YJOCTOBEPEHUs JIEKApCTBEHHOIO IIpenapara B
YHOJTHOMOYEHHBIH (eAepabHbIii OpraH HMCIOJHUTENBHON BIIACTH, KOTOPBHIM TNPHUBIEKAET K PACCMOTPEHHUIO
YKa3aHHOM >kanoObl IOJBEIOMCTBEHHBIE €My HaydHbl€ OpraHM3alMd M 00pa30oBaTelbHbIE OpraHU3aLUH
BbICIIETO O00Opa30BaHMA, OCYLIECTBIIOLINE IESITENIbHOCTh B cdepe oOpalieHus JIEKapCTBEHHBIX CPEACTB.
3aKiI0YeHue KOMHMCCHHM JKCIIEPTOB JKCIEPTHOTO YUYPEXKICHHSA, OGOPMICHHOE II0 WTOraM IepecMoTpa
00’KaJOBAaHHOTO  3aKJIIOUEHMS O3KCIIEpPTa, MOXET OBITh OCIOPEHO JepiKaTeleM WM  BJalesbLeM
PETUCTPALIMOHHOTO YAOCTOBEPEHHs JIEKapCTBEHHOTO Mpenapara JIMOO YIOJIHOMOYEHHBIM HMH JIMIOM B
MOpsiIKe, YCTaHOBICHHOM 3aKOHOAATeNbCcTBOM Poccuiickoit ®enepaunu. [lpu oOxanoBaHuu perieHUs
YIIOJIHOMOUYEHHOT0 (heiepajbHOr0 OpraHa WCIONHUTEIbHON BIAaCTH, 3aKIIOUEHHS DKCIepTa I KOMHCCHH
9KCIIEPTOB JKCIEPTHOTO YUPEXKACHHUS, 3aKIIOYEHHs COBETa [0 JTHUKE Jep)KaTeslb WM Biajeiell
PErHCTPAllMOHHOTO yJOCTOBEPEHUsI JIEKApCTBEHHOrO Ipenapara JU0O YHNOJIHOMOYEHHOE HUMHU JIMLO BIpaBe
NPEICTaBUTh  PE3yJbTaThl  SKCIEPTHU3Bl  JIEKAPCTBEHHOTO  MpermapaTa,  MPOTOKOJBI  IOJTYYEHHBIX
AKKpeAUTOBAaHHBIMH HCIIBITATEIBHBIME Ja00paTOPUSMH (LIEHTPAMH) PE3yIbTATOB UCCIEAOBAHU, NCIIBITAHUH.

T'APAHT: CM. KOMMeHTapuu k cratbe 36 HacTosmero deaepanbHOTO 3aKOHA

Hnupopmayus 06 uzmenenusix:  Haumenosanue uzmeneno ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKOH om
30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

Cratba 37. Uudopmaius, cBsi3aHHas C OCYIIECTBICHHEM TOCYIAPCTBEHHOW PErHCTpALlUK WIN
perucTpanuu  JIEKapCTBEHHBIX  NpenaparoB, HWHQOpPMAIMs O  3aperHCTPUPOBAHHBIX
JIGKAPCTBEHHBIX  IpernapaTax M  JIEKapCTBEHHBIX Ipenaparax, HCKIIOYEHHBIX U3
roCyJapCTBEHHOIO PEECTPA JIEKAPCTBEHHBIX CPEICTB

Hupopmayus 06 usmenenusix: Hacmo [ uzmenena c¢ 30 sneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. CooTBeTCTBYIOMIMHA YIOTHOMOUYEHHBIN (peepatbHbIil OpraH HCIOJTHUTENFHON BIACTH pa3MellaeT Ha
cBoeM odummamsHOM caiite B cetm "MATepHer" wWH(QOpMAIMIo, CBSI3aHHYIO C  OCYIIECTBICHHEM
TOCYyapCTBEHHOM PErHCTpallii WM PETUCTPALUU JIEKAPCTBEHHBIX INPENApaTOB, B TOM YHCIE NPOBEICHUEM
9KCHEpPTHU3bl JICKAPCTBEHHBIX CPEACTB  (BKJIIOYas pe3yibTaTbl €€ IpOoBeAeHHs), HHPOpPMALHUIo O
3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpemaparax W JIEKAPCTBEHHBIX IpenapaTax, WCKIIYEHHBIX W3
rocyapCTBEHHOrO peecTpa JeKapcTBEHHBIX CPEICTB, HE MO3JHEE YeM yepe3 IsATh padouux THEH co IHS
MOJYYCHUSI  yIOJIHOMOYEHHBIM (eepalbHBIM OpPraHOM — HCHOJHUTEIBHOH BJIACTH COOTBETCTBYIOLICH
nHPOPMALIUH.

Hudopmayua 06 uzmenenusx: PDedeparnbHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-D3 ¢ uacme 2
cmamou 37 nacmosueco DedepaibHo20 3aKOHA 6HeCeHbl U3MeHeHus, 8cmyrnaruue 8 cusy ¢ 1 uwns

2015 a.
Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

2. Cpokn W nopsgok pasMmenieHus yKa3aHHOW B 4YacTu 1 Hacrosieid craTbu HHGOpPMAIUU
YCTaHABJIUBAIOTCSI  YIIOJTHOMOYCHHBIM (pe/iepabHbIM OpPraHOM HCIIOJHUTEIbHOW BiacTu. WH)opmanus,
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yKazaHHas B 4acTW 1 HacTOAIICH CTaThbH, SBJISETCS OTKPBITOM M OOLICAOCTYIHOW U MPEIOCTaBISACTCS
3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUHM C 3aKOHOJIaTENhCTBOM Poccuiickoii denepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 37 HacTosmero deaepaabHOTO 3aKOHA

I'naa 7. Knunn4deckue ucc/eI0BaHMs JICKAPCTBEHHBIX MpernapaToB AJsd MEAUIITUHCKOTI0O IPUMEHECHUS,
A0TO0BOP 00 ux NMPOBEACHUH, ITPABA NANMECHTOB, YHACTBYIOIIIUX B 3TUX UCCJICTOBAHUAX

CratbAa 38. KimHuueckue WCCIENOBaHMs JIEKAPCTBEHHBIX MPENApaToB Ui  MEIUIIHHCKOIO
MIPUMEHEHUS

Hupopmayusn 06 usmenenusx: Hacmo 1 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. KnvHunyeckue ncecnefoBaHng rekapCcTBEHHbIX NpenapaToB Ui MEAUIMHCKOTO MPUMEHEHUS, B
TOM YHCJIe MEXIyHapOIHbIE MHOTOIIEHTPOBHIE, MHOTOIIEHTPOBBIE, IMOCTPETUCTPAIMOHHBIE, MPOBOAATCA B
OJTHOW WJIM HECKOJIbKUX METUITMHCKIX OPTaHU3aIUAX B CIEIYFOIINX [ENsIX:

1) ycraHoBiieHue 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB IS 30POBBIX JOOPOBOJBICB M (WIIH)
MIEPEHOCUMOCTH WX 370POBBIMH JOOPOBOJIBIIAMH, 32 HCKIFOUCHUEM TaKUX HCCICIOBAHUM JIEKAPCTBEHHBIX
MpEenapaToB, MPOU3BEACHHBIX 3a peaesiamu Poccutickoit denepannu;

2) mondop ONTUMAIBHBIX JO3WPOBOK JIEKAPCTBEHHOTO IperapaTa M Kypca JICUSHHUs AJIs MalUeHTOB C
OMpEaACICHHBIM 3a6OJ'IeBaHI/IeM, OIITUMAJIBHBIX 103 H CXEM BaKIIMHAIIN I/IMMYHO6I/IOJ'IOFI/I‘IGCKI/IMI/I
JICKApCTBEHHBIMU TIperiapaTaMu 3J0POBbIX J100POBOJIBIICE;

3) ycranoBieHrne 0€30MMacCHOCTH JICKAPCTBEHHOTO TIpernapaTa M ero d3()(QEeKTUBHOCTH IS MAIMESHTOB C
OTIPEIICIICHHBIM 3a00JIeBaHreM, MPOPIITAKTHICCKOW 3P(HEKTHBHOCTH UMMYHOOHOJIOTHIECKUX JIEKAPCTBEHHBIX
TIpeTapaToB sl 370POBEIX JOOPOBOJIBIICE;

4) u3ydeHHe BO3MOKHOCTH PACIIUPEHUS TOKAa3aHWHA IS MEIUIIMHCKOTO NMPUMEHEHUS W BBISIBICHHS
paHee HEeN3BECTHBIX MOOOYHBIX JCHCTBUN 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX ITPEMapaTOB.

Hupopmayusn 06 usmenenusx:  Cmamos 38 oononnena uacmoto 1.1 ¢ 30 aneaps 2024 2. - ®edeparbHbil
3aKoH om 30 sineaps 2024 2. N 1-D3

1.1. KnuHuueckue HcciaeIoBaHUsl JEKAPCTBEHHBIX NPENapaTroB Ui MEIULUHCKOIO NPHUMEHEHHUS
MPOBOISTCS B COOTBETCTBHMM C MPaBWIAMH HaAJeKallell KIMHUYECKOM NPAaKTUKH, YTBEPKACHHBIMU
EBpasuiickoli 5KOHOMHUYECKON KOMUCCHUEM.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena ¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. B orHomeHHu BOCMPOU3BELEHHbIX J1EeKapCTBEHHbIX MpenapaTtoB ansd MEIULHMHCKOTOo
NPUMEHEHUS]  MPOBOAATCS ~ MCClNeaoBaHus  OMO3KBMBANEHTHOCTM | (WIM)  TeparneBTHYECKOU
9KBUBAJICHTHOCTH B MOPSAKE, YCTAHOBIEHHOM aKTaMH, COCTaBISOIMMHE paBo Coro3a.

3. OpraHuzanuio TpoOBEACHUS KIMHUYECKUX MCCIEOBAaHMNA JIEKApCTBEHHOro TIpemapara s
MCOUIMUHCKOI'O TPUMEHCHUA BIIPABC OCYHICCTBIIATH:

1) pa3paboT4MK JIEKapCTBEHHOTO IIpenapara Wil yIIOJTHOMOYEHHOE UM JIHIIO;

Hudopmayusa 06 usmenenuax:  DPedeparnbHbiM 3aKkoHOM om 2 uwoasa 2013 2. N 185-D3 nyuxkm 2 uacmu 3
cmamou 38 nacmoswezo Dedepanvhoco 3aKOHA U3LONCEH 8 HOB0U pedaxyuu, 8cmyrnaruwed 6 cury c I
cenmsabps 2013 2.

Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

2) oOpa3zoBaTenbHBIC OpTaHM3AIMH BBICIIETO OOpa30BaHUSA, OPTAHU3AIUU JIOMOJHUTEIHLHOTO
PO ECCHOHATTLHOTO 00pa30BaAHUS;

Hupopmayus 06 usmenenusix: Ilynkm 3 usmenen ¢ 30 smeaps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro
3) Hay4HbBIEC OpTaHU3aAIUH.

HUudopmayus 06 usmenenusx: ®eodeparibHbIiM 3aKOHOM om 13 utons 2015 2. N 241-D3 6 yvacmo 4 cmamou
38 nacmosiyeco @edepanbHo20 3aKOHA BHECEHbL USMEHEHUS

15.09.2025 Cucrema TAPAHT 86


https://internet.garant.ru/document/redirect/408457419/1321
https://internet.garant.ru/document/redirect/408457419/1322
https://internet.garant.ru/document/redirect/408457419/1322
https://internet.garant.ru/document/redirect/408457419/1323
https://internet.garant.ru/document/redirect/70405818/13104
https://internet.garant.ru/document/redirect/70405818/1631
https://internet.garant.ru/document/redirect/408457419/1324
https://internet.garant.ru/document/redirect/71127950/110
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Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

4. KiuHWYecKHWe WCCIIEOBAaHUS JIEKAPCTBEHHOTO Tpenapara Ui MEIUIIMHCKOTO TPUMEHEHHS
MIPpOBOAATCA Ha OCHOBAaHUHM pa3pC€HICHHA Ha IMPOBEACHUC KIMHHYECKOI'O HWCCICAOBAHUA JICKAPCTBEHHOI'O
mperapara,  BBIJAHHOTO  YIOJHOMOYEHHBIM  (eiepalbHBIM  OpPTaHOM  HWCIOJIHHUTENhHONH  BIIACTH.
YnomHOMOYEHHBIN (hefiepanbHbBI OpraH HMCIIOJHUTENFHOW BIIACTH BENET PEECTpP BBIIAHHBIX pa3pelieHHi Ha
OPOBEACHUC KIIMHUYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ JICKApCTBCHHOTO IIpeIiaparta, couepmamnﬁ YKa3aHUC Ha UX LCJIb UIIN
ey, B YCTAHOBJICHHOM 3TUM OPraHOM nopsagke.

5. YTpatuna cuny ¢ 1 utomns 2015 r.

HUngpopmayus 06 usmenenusix:  Cm. mexem Yyacmu 5 cmamsu 38

6. K opranmzamym mnpoBeqeHUs KIMHHYECKUX HCCIEIOBAaHUI JIEKapCTBEHHOrO Ipenapara Juls
MEJMIIMHCKOTO MPHMEHEeHUs: Pa3paboTyMKoM NEeKapCTBEHHOro npernapaTta  MOryT —IMpHBIEKAaThCs
IOPUIMYECKHUE JTNIA 0001 OpraHu3alMOHHO-TIPaBOBOM ()OPMBI IPH YCIOBHH 00ECTIEUEHHUS] COOTBETCTBUS 3TUX
HccrenoBaHui TpeGoBaHUsIM HacTosero denepanbHOroO 3aKOHA.

7. Yrparuna cuiy ¢ 30 saBapst 2024 r. - PefepansHbii 3akoH ot 30 suBaps 2024 r. N 1-03

Hngopmayus 06 usmenenusx:  CM. npedbidywyro pedakyuro

Hupopmayusn 06 usmenenusx: Yacmo 8 usmenena ¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

8. [NlepeyeHb MeTUIMHCKUX OpraHU3aluii, MPOBOAAIINX KIMHUYECKHE MCCIEIOBAHMS JEKapPCTBEHHBIX
MIpenapaToB s MEAUIMHCKOTO IPUMEHEHUS, U PEECTP BBIAAHHBIX pa3pellleHUil Ha MPOBEICHNE KIMHUYECKUX
HCCIIEIOBAaHUN JIEKApCTBEHHBIX MpPENapaToB OMYOJMKOBBIBAIOTCS M Pa3MEMIAIOTCS  YIOJIHOMOYEHHBIM
(denepa’dbHBIM OPraHOM HCIOJIHUTENBFHON BJIACTH B YCTAHOBICHHOM MM MOPSAKE Ha cBOeM O(QUIMAIbHOM
caifre B cetn "MHTepHet".

I'APAHT: CM. KOMMEHTapuK k craTtbe 38 HacTosmero PenepaabHOro 3aK0OHA

Undopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamuvs 39
Hacmosie2o PedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedakyuu, scmynarouwled 8 cuny c 1 uions 2015 a.
Cm. mekecm cmamabUu 8 rpedbidywel pedakyuu

Cratbsa 39. Pemienue o0 npoBeneHUN KIMHUYECKOTO MCCIICAOBAHUS JICKAPCTBEHHOTO MpernapaTa Jyis
MEIUIMHCKOTO IPUMEHEHNS
1. KnmuHuyeckoe wuccienoBaHHe JIEKAPCTBEHHOTO IIperapaTra i MEIUIIMHCKOrO TNPHUMEHEHUs
MIPOBOJMTCS Ha OCHOBAaHMHU pa3pelieHHs Ha MPOBEACHHE KIMHUYECKOTO MCCIEeIOBaHMS JIEKAPCTBEHHOTO
npernapara, BbIIAHHOTO YIOJIHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIIONHUTEIBHOM BJIACTH IO pe3yJbTaTam
9KCIIEPTH3bl JTOKYMEHTOB, HEOOXOAWMBIX JJISi TONYYEeHHS pa3pelieHuss Ha MPOBEACHHE KIMHUYECKOTO
HCCIIEI0OBAHNUS JIEKAPCTBEHHOI'O IIpenapara 1 STHYECKON SKCIEPTH3HI.

Hupopmayusn 06 usmenenusx:  Qacmo 2 usmenena ¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: IMonoxxenus dactu 2 (B pemakuuu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCcKoro npumenenus nocpeactsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 aaBaps 2026 .
PerucrpalliOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENapaTroB IS MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAroNMe (aKT TIOCYyJIapCTBEHHOM perucrpalydd, Ha OyMa)KHOM HOCHTENE M JyOJIMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

2. I[J'IH MOJIy4YCHUA PA3pCHICHUA Ha IPOBCACHUC KIIMHHUYCCKOrO HMCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MCOUIUHCKOTO MNPHUMCHCHMSA 3asABUTCIIb HAOPaABIIET MOCPEACTBOM €EMHOrIO nopTtalria B
YHOJ'IHOMO"ICHHBIf/i (be[[epaJ'IBHHﬁ Oopran HCIOJHUATEILHOW BIACTH WM JUYHBEIA KaOWHET YHIOJIHOMOYCHHOT'O
(be/:[epanLHoro OopraHa HUCIIOJIHUTEIIFHOM BJIACTH B C,I[PIHOfI CUCTEMC:

Hngopmayus 06 usmenenusx:  Ilynkm 1 usmenen ¢ 1 mapma 2026 2. - @edeparnbHbil 3aKOH om 31 uions
2025 2. N 304-D3
Cwm. 6ydywiyto pedaKyuro
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Ilynxm 1 usmenen ¢ 30 ausapsa 2024 2. - @edeparibHbll 3akoH om 30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

1) 3asBIeHME O BbIJAue pas3pelieHHs] Ha MPOBEACHHE KIMHUYECKOIO HCCIIENOBAaHUS JIEKAPCTBEHHOI'O
npenapara Uil MEAWUIMHCKOTO NMPHUMEHEHHMS, MOJINCAHHOS YCWICHHOH KBalIM(HIUPOBAHHOW 3IEKTPOHHOM
noanuchbHo;

2) yrparun cuny ¢ 30 ssuBapst 2024 r. - PefepanbHbin 3akoH ot 30 suBaps 2024 r. N 1-03

Hugpopmayus 06 usmenenusx: — CM. npedbiOyLyyo pedakyuro

3) TPOTOKON KIWHUYECKOTO HWCCIIENOBAHNASA JIEKAPCTBEHHOTO Tpenapara Uisl MEIUIIMHCKOTO
MIPUMEHEHUS;

Hupopmayusn 06 usmenenusx:  Ilynkm 4 usmenen ¢ 1 cenmabps 2024 2. - ®edeparsibHbIl 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4) Opomrropy wmcciemoBarens (JUIsl 3aperHCTPHPOBAHHOTO JIGKAPCTBEHHOTO TIperapara JIOMyCTUMO
3aMEHUTh OJOOpEHHOW OOIel XapaKTepUCTUKON JIEKapCTBEHHOTO Mperapara, €ClM TaKoH JIeKapCTBEHHBIH
npenapaT 3aperucTpUPOBaH B COOTBETCTBHU C aKTaMH, COCTaBILIIOIIMMHU IpaBo Coio3a, M ero NpUMEHEHHUE B
KIMHAYECKOM HCCIIEIOBAHUU HE IPOTHBOPEUYHUT OAOOPEHHOW OOILIeH XapaKTepUCTHKE JIEKapCTBEHHOTO
rperapara Jisi MEIMIUHCKOTO MPUMEHCHNS );

5) uH(pOpPMALMOHHBIN TUCTOK MAIEHTA;

6) cBesieHUs 00 OMBITE Pa0OTHI UCCIICOBATENCH MO COOTBETCTBYIOIIUM CICIUATBHOCTSIM M UX OIBITS
paboThI 1O MPOBEICHHUIO KIIMHUYECKUX UCCIICIOBAHUIA;

7) yrpatwn cuiny ¢ 30 ssuBapst 2024 1. - ®efeparnbHbin 3akoH ot 30 suaBaps 2024 1. N 1-03

Hupopmayus 06 usmenenusix:  CM. npedsidyuwlyro pedakyuro

8) yrpatui cuny ¢ 30 suBaps 2024 1. - DefeparnbHblii 3akoH ot 30 saBaps 2024 . N 1-03
Unpopmayus 06 usmenenusix:  CM. npedsiOywlyto pedakuyuro

9) KOIMUI0 JO0roBOpa 00513aTeNBHOTO CTpaxOBaHUs, 3aKIHOYCHHOIO B COOTBCTCTBUU C TUIMOBbIMU
npasuiiamMmm 00s13aTENBHOTO CTpaxoBaHHd, C YKa3aHUEM npenem)Hoﬁ YUCJICHHOCTU MAIMCHTOB, YYaCTBYIOUINUX
B KIIMHUYECKOM UCCIICAOBAHUH JICKAPCTBCHHOI'O NIpe€rniapaTta Ajid MCAUIITMHCKOTO IPUMCHCHM ;

Hnupopmayus 06 uzmenenusix:  Ilynkm 10 usmenen ¢ 1 cenmsabps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

10) wHpOpMamui0 0 cocTaBe JEKAPCTBEHHOTO IIperapaTta s MEAMLIUHCKOrO INpHMEHEeHus (3a
UCKJIIOUE€HHEM OMOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB);

Hupopmayus 06 usmenenusix:  Ilynkm 11 usmenen ¢ 1 cenmsabps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

11) nOKyMEHT, COCTaBJIECHHBIM IPOM3BOAUTENEM JIEKAPCTBEHHOIO IIpernapara Ajs MEeIUIIMHCKOTO
MIPUMEHEHUS U COJAEpPKAIIMK MoKa3aTeNnu (XapaKTepUCTHKH), a TAK)KE€ CBEICHHS O JIEKapCTBEHHOM IIperapare
JUIS  METUIIMHCKOTO TPUMEHEHUS, NPOMW3BEACHHOM [UIsI TIPOBENEHUS KIMHWYECKUX HCCIeNoBaHUN (32
UCKIIIOUCHHEM OMOJOIMYECKUX JIEKaPCTBEHHBIX IIPENapaToB);

Hupopmayusn 06 usmenenusx:  Qacmo 2 oonoanena nynkmom 11.1 ¢ 1 cenmabps 2024 2. - @edeparbHbil
3aKoH om 30 saneaps 2024 2. N 1-D3

11.1) [OKyMEHTBI ¥ CBEACHHS, TMPEIyCMOTPEHHBIE TPABWIAMU TPOBENEHUS HCCIEIOBAaHUN
OMOIOTMYECKUX JIEKAPCTBEHHBIX CPEACTB EBpa3WiiCKOr0 3KOHOMHYECKOTO COI033, yTBEPIKIEHHBIMU
EBpasuiickoil 3KOHOMHUYECKOM KOMHUCCUEH;

Hupopmauusn 06 usmenenusix:  Ilynkm 12 usmenen ¢ 30 sneaps 2024 2. - @edepasibHbll 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

12) cBemeHHs O Hmare MPENOCTABICHUS W PETUCTPAIIMOHHOM HOMEpE JIMICH3MH Ha IPOHM3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B Clydae, €CIM MPOM3BOJICTBO JIEKAPCTBEHHOTO IIpermapara OCYIIECTBISETCS B
Poccwiickoit Denepanuu, Win TOKyMEHT, COJIEpKAIIUN CBEJCHHS O JaTe MPEAOCTABICHUS U PETUCTPAIIOHHOM
HOMEpE 3aKIIOYCHHS O COOTBETCTBUU NPOM3BOJAUTENS JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSIM IPaBUI
HaJUIeKallell  MPOU3BOJICTBEHHONM MPAKTUKU, MPEIOCTABICHHOTO YIOJIHOMOUYEHHBIM OpPraHOM CTpaHbl
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MIPOU3BOAUTEIIA JICKAPCTBCHHOI'O ITPLCIiapaTta.

Hupopmayus 06 usmenenusix:  Yacmo 2.1 usmenena ¢ 30 sausaps 2024 2. - ®edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 2.1 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
Kacaroluecss IPEeNOCTaBIEHNs TOCYIAapCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumenenus mnocpencrsoM EI'MC3 u (wm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHHS JEKAPCTBEHHBIX IIPENapaToB I MEIULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAAOMIME (haKT TOCYAApCTBEHHOM PpETHCTpalid, Ha OyMa)XHOM HOCHUTENE M JIyOJHMKaThI
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

2.1. CaegmeHusi, mHoATBep)KAaroUmMe (AKT YIUIAThl TOCYJAPCTBEHHOW IIOLUIMHBI 3a IIPOBEIEHHE
THYECKOH 3KCIIEPTU3bl, SKCIEPTHU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIH Npenapar Ul MOJyYeHHs pa3pelleHHs
Ha MPOBeJICHUE KIMHUYECKOTO MCCIIEI0BaHMU JIEKapCTBEHHOTO Ipenapara Uil MEAULIUHCKOTO IPUMEHEHHS, 3a
BBIIaUy pa3pellieHusT Ha NPOBEACHUE KIMHUYECKOTO HCCIENI0BaHMs JIEKapCTBEHHOIO Ipenaparta Juid
MEIUIMHCKOTO IMPHMEHEHUs, 3a MPOBENEHUE AKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpemnapar i
MIOJIy4YEHHUs] Pa3pellieHHs Ha IMPOBEACHHE MEKAYHapOAHOTO MHOTOLIEHTPOBOTO KIMHHUYECKOIO HCCIIEIOBaHUA
JIEKapCTBEHHOTO IMpernapara Aias MEIUWIUHCKOrOo MpPHMEHEHHs, 3a BblIady pas3pellieHuss Ha IpOBEJICHUE
MEXIyHapOJHOTO MHOTOLIEHTPOBOTO  KIMHUYECKOTO HCCIIEeOBaHMSA JIEKApCTBEHHOTO Ipemnaparta Juisd
MEIMLMHCKOTO TPHUMEHEHHs, 3a IMPOBEACHHE DSTUYECKONW OSKCIEePTHU3bl, HKCHEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIN Ipemapar IjIs MOJIyUYeHHs pa3pelieHus] Ha IPOBEACHNE MOCTPETUCTPAIIMOHHOTO KITMHUYECKOTO
WCCIIEIOBAHNS JIGKAPCTBEHHOTO TMpemnapaTa Ui MEAWIIMHCKOTO MPHMEHEHHs, 3a BbIJady pa3pelieHus Ha
IIPOBEIEHHE IIOCTPETHUCTPALMOHHOIO KIMHMYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO Ipemapara Ul
MEAUIMHCKOTO NPUMEHEHHs, a TaKKe CBEICHUS O BbIIABaCMbIX (IPENOCTABISAEMBIX) YHOJIHOMOYEHHBIMU
(benepambHBIMU OpraHaM{ UCIIOJTHUTEIBHON BIIACTH JTOKYMEHTAX (CBEICHUSX), yKa3aHHBIX B MyHKTE 12 yacTtu
2 HacTOsAIIEeH CTaThH, YMOJHOMOYEHHBIH (elepalbHblii OpraH HCIOJHUTENBFHON BIACTH 3alpaliuBacT B
MOPSAJKE MEKBEJOMCTBEHHOIO JJIEKTPOHHOT'O B3aUMOAECHCTBUS.

Hupopmayusn 06 usmenenusx: Yacmo 3 usmenena ¢ 30 ansapsa 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: IMonoxenust yactu 3 (B pemakuuu PepepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolMeCs IPEIOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMH JEKAPCTBEHHBIX CPENCTB JUIS
MeaUuUUHCKOro npumenenus nocpenctsom EI'MC3 u (wum) ENIY, npumensatotca ¢ 1 sasaps 2026 r.
PerucrpanioHHBIE  YIOCTOBEPEHHUS JIEKAPCTBEHHEBIX IPENApaToB I  MEOUIMHCKOTO IIPUMEHEHHS,
MOATBEPXKIAAOMKE (AKT TIOCYIapCTBEHHOM pErMCTpaldd, Ha OyMa)XHOM HOCHTENE M IyOIHMKATHI
PETUCTPAIMOHHBIX YAOCTOBEPEHHI JICKAPCTBEHHBIX MPEMAPATOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. He BBIIAIOTCS

3. B cpok, He mpeBbIIIAIONMIA TpexX padouux JHEH CO JHS HANpaBiICHHUS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (eIepabHOr0 OpraHa MCIOTHUTEILHON BIACTH B €IUHON CHCTEME yKa3aHHOTO B MyHKTE 1
YacTW 2 HACTOSIIEH CTAThH 3asABJICHHS U HEOOXOIMMBIX JTOKYMEHTOB, YIIOJTHOMOUYEHHBIH (heepaibHbIi OpraH
HUCTOJIHUTEJIbHOU BJIACTH:

1) IpOBOIUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBEACHUH, COMEPIKAIIMXCS B IMPEACTABICHHBIX
3asiBUTETIEM TOKYMEHTAaX;

2) TMpUHHMAaeT pelieHHWe O MPOBEACHHWH JKCIEPTH3Bl JOKYMEHTOB Ui TOJMY4YEHHs pa3pemieHus] Ha
MIPOBEJICHNE KIMHUYECKOTO KCCIEeNOBaHMs JIEKAPCTBEHHOTO TpemnapaTa Uisi METUIIMHCKOTO NMPUMEHEHUS H
ATHUYECKOH SKCIIEPTH3HI MM 00 OTKa3€ B MPOBEACHUN YKa3aHHBIX IKCIIEPTHU3;

Hupopmayusn 06 usmenenusx: Ilynkm 3 usmenen ¢ 30 aneaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nyHkra 3 (B pemaxkuuu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-03),
KacarolMecs IPEJOCTABICHNS TOCYIAPCTBEHHBIX VCIAYT IIPH OOpAaIEHMH JIEKAPCTBEHHBIX CPEICTB JUIST
MeauuuHCKoro npumenenus nocpenctsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 gasaps 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENApPATOB JUII  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKIAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M IyOJIHMKATHI
PETUCTPAMOHHBIX YAOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApPATOB JIJIsl MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2026 1. HE BBIOAIOTCS

3) HampaBJISET 3aABUTEIIO MOCPEICTBOM E€LVHOIO MopTaria Wi B JUYHBIA KAOWHET 3asBUTEIS B
€JAMHOM CHUCTEME IMOIIMHCAHHOE YCHJICHHOW KBaIM(PHIIMPOBAHHOM TIEKTPOHHOWN MOLMUCHI0 yBEIOMIIEHHE O
MIPUHSTOM PEIICHUH TN00 B CITydae MPUHATHS PEIISHUs 00 0TKa3e TaKXKe ¢ yKa3aHHeM MPUYHH TaKOTO OTKa3a;

Hupopmauusn 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 ansaps 2024 2. - ®edeparsibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus nynkra 4 (B penaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-©3),
Kacaroluecs IPEAOCTABICHNUS TOCYIAPCTBEHHBIX VYCIYr IIPA OOpallleHWH JIEKAapCTBEHHBIX CPEACTB JUIS
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (wum) ENIY, npumensatoTca ¢ 1 aasaps 2026 .
PerucrpaliMoHHBIE  YIOCTOBEPEHMS JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO IMPUMEHEHUS,
MOATBEPKAArONME (aKT TIOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHTENIE M JyOJIHMKaThl
PETUCTPAIIMOHHBIX YAOCTOBEPEHHU JIEKAPCTBEHHBIX MPEMapaToB Ui METUIIMHCKOTO MMPUMEHEHNUs ¢ | sHBaps
2026 r. HE BBIIAIOTCS

4) HaIlpaBJIdgCT B JIAYHBIA KaOUHET OKCIICPTHOI'0 YUPCIKIACHUA B CI[HHOﬁ CHCTEME W JINYHBIA KaOWHET
COBCTAa II0O OTHUKC 3aJaHusA Ha MPOBCACHUC COOTBCTCTBYIOIUX OSKCIICPTHU3, IMMOAMNMWCAHHBIC YCUJICHHBIMH
KBaJ'II/Iq)I/IIII/IPOBaHHLIMI/I ANEKTPOHHbIMU NMOANMUCAMMN.

Hngopmayus 06 usmenenusx: Yacmo 4 uzmenena ¢ 30 sausaps 2024 2. - ®edeparsibHbll 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

T'APAHT: ITonoxenusa vactu 4 (B pemakumun PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolliecsl IPEeNOCTaBIIEHNs TIOCYJapCTBEHHBIX YCIYrT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeaumuHcKoro npumenenus mnocpexcrsoM EI'MC3 u (wmm) EMTY, npumeHsatoTcsa ¢ 1 suasaps 2026 r.
PerncrpammoHHbIle  YIOCTOBEPEHHUS JIGKAPCTBCHHBIX MPEMapaToB JUIS  MEIMIIMHCKOrO NPHUMEHEHUS,
MOATBEPXKAAIONIME (aKT TOCYIapCTBEHHOM pErucrpaludyd, Ha OyMaXHOM HOCHUTENIE M IyOJIHKATHI
PErUCTPAIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS

4. B ciydae BBISBICHHS HEMONHOTHl M (WJIM) HEJIOCTOBEPHOCTH HH(QOpMAIMH, cojepiKaiieics B
MIPEICTABICHHBIX 3asIBUTENIEM JOKYMEHTaX, YIOJHOMOYCHHBIN (eepanbHblii OpraH UCTIONHUTEIBHON BIACTH
HaIpaBJseT B IMYHBIN KaOMHET 3asBUTEIS B €AMHON CHCTeMe 3ampoc 00 YTOYHEHHH YKa3aHHOU WH(OpMaIHH,
MOJITUCAHHBIN YCHIIEHHONW KBATU(PUIIMPOBAHHOW SNEKTPOHHOM MOAMUCHI0. 3asBUTENb 00s53aH HANpPaBHUThH B
JTUYHBIA KaOWHET YIOJHOMOYEHHOTO (helepallbHOTO OpraHa FWCIIOJHWUTENBHOW BJIACTH B EIHHON CHCTEME
MTOANTMCAHHBIN YCUIIEHHOW KBaJHU(UIIMPOBAHHON AJIEKTPOHHON MOMAIMUCHIO OTBET HAa 3aIPOC YIOIHOMOUYEHHOTO
(hemepanbHOTO OpraHa WCIIOJHUTEIBHOW BIACTH B CPOK, HE MPEBHINAONINNA JIEBIHOCTA PabOYUX JTHEH CO JTHS
IOJTyYEHUs YITOTHOMOYECHHBIM (pe/iepaibHBIM OPraHOM MCTIOTHUTEIHHON BIACTH 3JIEKTPOHHOTO YBEIOMIICHUS O
MOJIyYCHUH 3asBUTeNeM 3ampoca. CpoK, yKa3aHHBIH B YACTW 3 HACTOSIIEH CTAaThH, MPHUOCTAHABINBACTCS CO
JHSI HAIIPaBJICHUS B JIMYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME 3ampoca YIOJIHOMOYEHHOTO (heaepaabHOTo
OpraHa HCIOJHHUTEILHON BJIACTH O JHS HANpaBiieHHs B JMYHBIA KaOMHET YHOJIHOMOYEHHOTO (elepaibHOro
OpraHa HUCIIOJHUTENbHOIN BIACTH B €AMHOM CHCTEME OTBETa Ha 3alpoC M HE YUHUTHIBACTCS MpPHU HCUHCICHUU
CpOKa NPUHSATHS YIIOJTHOMOYEHHBIM (e/ilepalbHbIM OPraHOM UCIIONHUTEIBHOW BIIACTH PEIICHHS O MPOBEICHUH
9KCIIEPTH3bl JAOKYMEHTOB Ui TMOMydYeHHUs pa3pelieHusi Ha TPOBEACHHE KIMHHYECKOTO HCCIIETOBAHUS
JIEKapCTBEHHOTO Tperapara i MeAUIIHHCKOTO TPIMEHEHUSI.

Hupopmayus 06 usmenenusx: Hacme 5 uzmenena ¢ 30 sneaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus yvactu 5 (B pemakuuu PepepanbHoro 3akoHa or 30 susaps 2024 r. N 1-D3),
Kacaroluecss MIPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT MPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeauuuHCKoro npumenenus nocpeacrsom EI'MC3 u (i) ENIY, npumeHsatoTca ¢ 1 aasaps 2026 .
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPEHApaToB I MEOULIMHCKOrO IPUMEHEHUS,
MMOATBEPKAArONMEe (aKT TOCYIapCTBEHHOM perucrpaniyd, Ha OYyMaXHOM HOCHUTENIE U IyOJIMKATHI
PETHCTPAITMOHHBIX YIOCTOBEPECHHUN JICKAPCTBEHHBIX MIPEIIApaTOB TSI MEAUITMHCKOTO TPUMEHEHUS ¢ 1 stHBaps
2026 T. He BBIIAIOTCSA

5. OcHoBaHueM AJI1 OTKa3a B MPOBCACHUHN 3KCICPTHU3bl JOKYMCHTOB JIs ITOJYUYCHUS pA3pCHICHHUA Ha
MOPOBCACHUC KIIMHHUYCCKOrO0 HCCICAOBAHUA JICKAPCTBCHHOI'O IperiapaTta A MCAUIUMHCKOIO IMPUMCHCHUS U
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

STHYECKON DKCHEPTHU3bl SBISICTCSA IPEICTABICHUE JIOKYMEHTOB, MPEIyCMOTPEHHBIX YaCTbl) 2 HACTOAIICH
CTaThbH, B HETIOJHOM O0BEME, HETPEACTABICHHUE 3asSBUTEIEM B YCTAHOBICHHBIM CPOK OTBETA HA YKa3aHHBIA B
YacTu 4 HacTosIIeH CTAThH 3alPOC YIIOJIHOMOUYEHHOTO (efiepabHOro opraHa UCIONHUTEIBHOW BIACTH JTHOO
OTCYTCTBHE B TPEACTABICHHBIX JOKYMEHTaX HCYEPIBIBAIONIETO MEepeYHs HEeoOXomuMol HWH(OpMAINuM WIN
rH(pOpMAaIUH, KOTOpas JOJDKHA OBITh OTpaXKeHa B HUX, a TAKXKE OTCYTCTBUE CBEICHUH, KOTOPHIE B TATbHEUIIIEM
MIOATBEPKIAIOTCS TOCPEJCTBOM MEXKBEIOMCTBEHHOTO DJIEKTPOHHOTO B3aUMOJIEHCTBHS, O (aKTe YIUIAThI
FOCYJApCTBEHHONM TMOLUIMHBI 3a TMPOBEACHUE HSTUYECKOM HSKCHEPTU3BlL, JKCIEPTU3bl JTOKYMEHTOB Ha
JICKapCTBEHHBIM Mpemapar Ajd MOJYYEeHHs] pa3pelieHHus Ha MPOBEACHUE KIMHUYECKOrO0 HCCIeI0BaHUA
JIEKapCTBEHHOTO TpenapaTa ais MEOUIIMHCKOTO NPUMEHEHMs, 3a BBIJAady pa3pelieHHus Ha MPOBEACHHE
KIMHUYECKOTO MCCIEAOBAHMS JICKAPCTBEHHOI'O TperapaTa AJii MEAUIMHCKOTO NPUMEHEHHMS, 3a MPOBEACHUE
SKCIEpPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpemapar Uis MOJYYCHHS paspelieHus Ha IPOBEACHUE
MEXIYHAPOTHOTO MHOTOIICHTPOBOTO KJIMHUYECKOTO HCCICAOBAHMS JIEKAPCTBEHHOTO TIpemapara s
MEIUITMHCKOTO TPUMEHEHHS, 32 BBIJAYy Pa3pelIeHUs Ha TPOBEIACHUE MEXKITyHAPOIHOTO MHOTOIIEHTPOBOTO
KIMHAYECKOTO MCCIICAOBAHMSI JICKAPCTBEHHOI'O TIperapaTa JJii MEIUIIMHCKOTO TPUMEHEHHsSI, 3a MPOBEICHHE
STHYECKOH IKCHEePTHU3bI, SKCIIEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM MpemnapaT AJIS MOydeHHUs pa3pelieHns
Ha TPOBEJEHHE MOCTPETUCTPAIIMIOHHOTO KJIMHHYECKOTO WCCIEIOBAaHUS JIEKapCTBEHHOTO TIpernapara Jyis
MEIUIIMHCKOTO TIPHUMEHEHUS, 3a BBIady pa3pelleHrs Ha MPOBEIEHUE MOCTPETUCTPAIIMIOHHOTO KIMHUYECKOTO
WCCIIeIOBAHNS JICKAPCTBEHHOTO Tpernapara iyl MeTUIIMHCKOTO IPUMEHEHMSI.

Huopmayusn 06 usmenenusx: Yacmo 6 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: ITonoxxenus ydactu 6 (B pemakuuu PepepanbHoro 3akoHa or 30 suaBaps 2024 r. N 1-D3),
KacarolMecss IPENOCTaBIIEHUs TIOCYNAPCTBEHHBIX YCIYIT MIPH OOpallleHUH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpeactsom EI'MC3 u (mum) ENIY, npumensatoTca ¢ 1 gasaps 2026 r.
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JIEKAPCTBEHHBIX IPENApPaToB JUII  MEOUIIMHCKOTO IIPHMEHEHHS,
MOATBEPXKAAIOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XKHOM HOCHTENE M JIyOJIHMKATHI
PETUCTPAIMOHHBIX YOCTOBEPEHHN JICKAPCTBEHHBIX MPEMApaTOB JIJIsi MEUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

6. IIpoBeneHre SKCIEPTU3bI JOKYMEHTOB TS TIONYUEHHsI pa3pelieHusi Ha MPOBEACHNUE KINHHYECKOTO
HCCIICIOBAHUS JICKAPCTBCHHOTO TIpermapara Uis METUIIMHCKOTO TPUMEHEHHS W OTHYCCKOH DKCICPTH3HI,
COCTaBJICHHE KOMHCCHEH DKCIIEPTOB W COBETOM IO 3THKE 3aKIIOUEHHH O BO3MOKHOCTH WIIH HEBO3MOXKHOCTH
NPOBEICHUS  TAKOTO  KJIMHHYECKOTO  HWCCIAEIOBAaHUS,  MOANHMCAHWE  3aKIIOUEHWH  YCHIICHHBIMU
KBaTH(DHUITUPOBAHHBIMHU 3N1EKTPOHHbLIMM MOAMMUCSAMW K HalpaBicHUE JaHHBIX 3aKIIOUCHUH B INYHBIN KaOWHET
YIIOJIHOMOYEHHOTO (heIepalbHOTO OpraHa HCIOJIHUTEIBHON BJIACTH B €AMHOW CHCTEME OCYINECTBISIOTCS B
CPOK, He MPEBHINAIOIINI ABAIATH IATH pabounX JHEW O JHS HAIpPaBIECHWS B JINYHBIM KaOUHET SKCIEPTHOTO
YUPEKIACHHS B CIHHONW CHCTEME 3aaHusl YIIOJIHOMOYEHHOTO (eepaibHOr0 OpraHa UCTIOJHUTESIBHOM BIACTH C
MPUJIOKEHUEM JIOKYMEHTOB, yKa3aHHbIX B MyHkTax 3, 4, 10, 11 u 11.1 yacTn 2 Hacrosimeil crathH, u
HAmpaBjieHHs B JIMYHBI KaOMHET coBeTa [0 JTHKE B CIUHOW CHCTEME 3aJaHusl YIOJIHOMOYEHHOTO
(beneparabHOro OpraHa UCIIOJHUTEIBHON BIACTH C MPUIOKEHHUEM JJOKYMEHTOB, YKa3aHHBIX B MYHKTax 3 - 6 u 9
YaCTW 2 HACTOSIIEH CTATEHH.

Hupopmavyus 06 usmenenusx: HYacmo 7 uzmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T"'APAHT: ITonoxenusa yactu 7 (B pemakumu PepepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
KacarolIecsl IPENOCTaBJIEHNsS] TIOCYJapCTBEHHBIX YCIYr HPH OOpalleHUH JIEKAPCTBEHHBLIX CPEICTB IS
MeaUUMHCKOro npumeHenus nocpeactsom EI'MC3 u (wum) ENTY, npumensatoTca ¢ 1 saBaps 2026 .
PerucrpaloHHble  YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENApaToB JUII MEIUIMHCKOTO IIPUMEHEHHS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM pEerucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKAThI
PErUCTPALMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 r. He BBIIAIOTCS

7. B cpok, He NpEBHIIAIONIMKA Tpex pabouyux IHEH CO AHS HampaBlieHHS B JHYHBIA KaOWHET
YIIOJTHOMOUCHHOTO  (pefepanbHOrO OpraHa HCIOJHUTEIBHOW BIACTH B EIUHOM CHCTEME 3aKIIOYCHU,
YKa3aHHBIX B YACTV 6 HACTOSIIEH CTaThH, YIIOMTHOMOYCHHBIN (pellepaibHbIl OpraH UCIIOHUTEIHHOM BIACTH:

1) ocymiecTBISET OlEHKY MOCTYIUBIINX 3aKIIOYEHHH [T OMPEIEICHNsI UX COOTBETCTBUS 3aJJaHUSIM Ha
MIPOBEJECHNE COOTBETCTBYIOIINX IKCIIEPTHU3;

Hugpopmayus 06 usmenenusix: I[lynkm 2 uzmenen ¢ 30 smeaps 2024 2. - @edeparibHbil 3aKOH om 30
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxxenus nynkra 2 (B pepaxkuuu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-03),
Kacaroluecs IMPEAOCTABICHNUS TOCYIAapCTBEHHBIX YCIAYr IIPU OOpallleHWH JIEKAapCTBEHHBIX CPEICTB JUIS
MeauuuHcKoro npumenenus nocpencrsom EI'MC3 u (mum) ENIY, npumensatotca ¢ 1 aasaps 2026 .
PerucrpallioOHHBIE  YIOCTOBEPEHHS JIEKApCTBEHHBIX IIPEHapaTroB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEP KAAONME (aKT TOCYyIapCTBEHHOM perucrpalydd, Ha OyMa)KHOM HOCHUTENE U JyOJIHMKaThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

2) mpUHUMAaET pEIICHHE O BbIJaue pas3pelIeHUs Ha TMPOBEJCHUE KIMHHYECKOTO WCCIIEI0BaHUS
JIEKapCTBEHHOTO TperapaTa JUisi MEIUIIMHCKOIO MPUMEHEHUs, BHOCUT B PEECTP BBIJAHHBIX pa3pelieHHid Ha
MIPOBEJICHHE KIMHUYCCKUX MCCICIOBAHUIA JIEKAPCTBEHHOTO Mpernapara COOTBETCTBYIOIIYI0 WH(MOPMAIMIO H
HaIPAaBJISAET MOCPEACTBOM EANHOIO NopTasia 3asBUTEIIO WK B IUYHBIN KaOWHET 3asBUTEIS B €AIMHOM CUCTEME
BBINIMUCKY W3 PEECTpa BBIIAHHBIX pa3pellicHUI Ha MPOBEACHUE KIMHUYECKHX HCCICIOBAHUM JICKApPCTBEHHOIO
nperapara, MoANMUCaHHYI YCHUICHHON KBATU(PHUIIMPOBAHHOMN 3I1EKTPOHHOM MOAMNUCHIO;

Hnupopmayus 06 uzmenenusx: Ilynkm 3 usmenen ¢ 30 smeaps 2024 o. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus nynkra 3 (B pemaxkmuu PegeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-03),
KacarolHecs] IPENOCTABICHUS T'OCYLAPCTBEHHBIX VCIAYD IPU OOpAILEHMH JIEKAPCTBEHHBIX CPENCTB I
MeaumuHCKoro mpumenenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanoHHBIE YOOCTOBEPEHUSA JIEKAPCTBEHHBIX IMPENAparoB I MEOUIMHCKOIO IIPUMEHEHUS,
MIOATBEPXKAAOIKUE (DAKT TIOCYIAPCTBEHHOM pEruCTpaldd, HAa OyMaKHOM HOCHUTENE U JIyOJIMKATHI
PETUCTPAIMOHHBIX VAOCTOBEPEHHI JIEKAPCTBEHHBIX TPETAapaToB JIsi MEIUIIMHCKOTO MTPUMEHEHHUS ¢ | stHBaps
2026 1. HE BBIOAIOTCS

3) mpuHUMAET pelicHue 00 0TKa3e B BBIAYE pa3peIICHIsI Ha MPOBEACHIE KIIMHMIECKOTO UCCIIeI0BAHUS
JIEKapCTBEHHOTO TIperapara il MESTUITHHCKOTO MTPUMEHEHHS M HampaBIIsIeT MOCPEICTBOM €4MHOro noprana
3asIBUTENIO WM B JIMYHBIA KaOMHET 3asSBUTENS B €IWHON CHCTEME TaHHOE pelIeHre, MMOANMCAHHOe YCHUICHHOM
KB (DUITUPOBAHHON SNIEKTPOHHOM MOAMMUCHIO, ¢ yKa3aHUEM MPUYHMH 0TKa3a.

8. OcHOBaHHMEM [JIsl OTKa3a B BbIJaue pa3pellicHUs HAa NPOBEACHUE KIMHUYECKOTO HCCIECIOBAHUS
JIEKapCTBEHHOT0 Ipemapara Uisi MEAUIMHCKOTO MPUMEHEHMs SIBISETCS HaJU4Me 3aKIIOYEHUS KOMHCCHUU
SKCIIEPTOB WJIM 3aKIIOYCHHS COBETa IO 3TUKE O HEBO3MOXHOCTHU IMPOBEACHUS KIMHUYECKOT'O HCCIEIOBaHUA
JIEKapCTBEHHOTO IIpemapara JUisi MEAMIIMHCKOTO NPUMEHEHMs] IO pe3yJbTaTaM IIPOBEIEHHBIX SKCIEPTHU3,
MPEIYCMOTPEHHBIX YaCTbI0 6 HACTOSIICH CTaThH.

9. Pemenne 00 oTKase B TPOBEJCHUU DKCIEPTU3HI JTOKYMEHTOB MJIsl MOJIyYCHHs pa3pelieHHs Ha
MPOBEJICHUE KIMHUYECKOTO HCCIICIOBAaHUS JIEKAPCTBEHHOTO NperapaTra IS METUITHHCKOTO MPUMEHEHUS M
ATHYECKOM IKCIIEPTU3HI U B BBIIaUe Pa3pelIeHUs Ha IPOBEICHNE KITMHUIECKOTO HCCIICOBAHUS JICKAPCTBEHHOTO
mpenapara Uil MEAUITMHCKOTO TPUMEHEHHS MOXKET OBITh OOXAaJOBaHO B TMOPSAKE, YCTAaHOBICHHOM
3akoHodaTeNnbCTBOM Poccuiickoi denepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 39 HacTosimero denepaabHOTO 3aKOHA

Hudhopmayus 06 usmenenusx: @DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 nacmoswuil
Dedepanvubiil 3axkon donoaner cmamvetl 39.1, ecmynarowed e curny ¢ 1 wioas 2015 2.

Cratbsa 39.1. Druueckas skcnepTusa

1. DTuueckas OKCIIEpTHU3a MPOBOJUTCA COBETOM IIO 3THUKE, CO3AAaHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIIOJTHOMOUYCHHBIM ()e/IepabHBIM OPraHOM HCIIOJHUTENBHOW BJIACTH, B IIENSAX BBLIAYM 3aKJIIOYCHHS 00
ITUYECKOH OOOCHOBAaHHOCTH BO3MOXKHOCTH IIPOBEJICHUSI KJIMHHUYECKOTO HCCIICHA0BAHUS JIGKAPCTBEHHOTO
npenapara st MEAUIMHCKOTO TPUMEHEHHSI.

2. DKcmepTaMu COBeTa 110 3THKE MOTYT OBbITh MPEACTABUTEIM MEIUIMHCKUX OpPTaHW3aLfii, HayIHBIX
opraHu3aluii, 00pa3oBaTeIbHBIX OPraHU3ALMIA BBICIIEr0 00pPa30BaHMs, a TAKKE MPEACTABUTEIH OOIIECTBEHHBIX
OpraHu3alyi, PEIUTUO3HBIX OPraHMU3alMi M CPEICTB MAacCOBOW MH(pOpManuu. JJaHHBIE SKCHEPTHI HE TOJDKHBI
HAaXOJMThCS B KAaKOH-IMOO 3aBHCHMMOCTH OT pa3paOOTYMKOB JICKAPCTBEHHBIX IPENApaToB M JIPyrUX JIUI,
3aUHTEPECOBAHHBIX B PE3YJIbTaTaX STHYECKON IKCIIEPTU3BI.

3. Omnara yciryr 9KCIIEpTOB COBETA MO 3THKE OCYIIECTBIIISTCS HA OCHOBAHHUH JIOTOBOPA, 3aKJIFOYEHHOTO
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MEX/1y YIOJIHOMOYCHHBIM ()eiepalibHbIM OPraHOM HMCITOJIHUTEIILHOM BJIACTH, KOTOPHIM CO3/IaH COBET I10 ATHKE,
7 DKCIIEPTOM COBETa II0 ITHKE, 32 CUET OIOKETHBIX ACCUTHOBAHHM, MPETYCMOTPECHHBIX YITOJHOMOUYCHHOMY
(henepanbHOMY OpraHy WCIOJHUTEIHHON BIIACTH, KOTOPBIM CO3/IaH COBET IO 3THKE, B (henepanbHOM Ol0KeTe
Ha COOTBETCTBYIOIIHIA TOJl Ha 0OECTIEYeHNE ero AeITeIHHOCTH, B Pa3Mepax, ycTaHOBIEeHHBIX [IpaBuTenscTBOM
Poccuiickoit ®enepanun.

4. DKcrepTbl COBeTa IO ITHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 38KOHOOATENbCTBOM
Poccuiickoit ®enepanun.

Hngopmayusn 06 uzmenenusx: Cmames 39.1 oononnena wacmoio 4.1 ¢ 30 aneaps 2024 2. - ®edeparibHbIl
3aKoH om 30 aueaps 2024 2. N [-D3

T'APAHT: ITonoxxenus yactu 4.1 (B pemaxuun PepepanbHoro 3akoHa or 30 suBaps 2024 r. N 1-©3),
KacarolUecss IPENOCTaBIIEHUsS TIOCYNAPCTBEHHBIX YCIYIT MIPU OOpallleHWH JIEKAPCTBEHHBLIX CPEICTB JUISL
MeauuMUHCKoro npumenenus nocpenctsom EI'MC3 u (wum) ENIY, npumensatotca ¢ 1 gasBaps 2026 .
PerncrpanvioHHBIE  VIOCTOBEPEHHUS JEKAPCTBEHHBIX IMPENApaToB JUII  MEOUIIMHCKOTO IIPUMEHEHHS,
MOATBEPKIAAOMKE (AKT TIOCYIapCTBEHHOM pErMCTpalldd, Ha OyMa)XHOM HOCHTENE M JIyOJIHMKATHI
PETUCTPAIMOHHBIX YOCTOBEPEHHN JICKAPCTBEHHBIX MPEMAapaTOB JIJIsi MEIUIIMHCKOTO MPUMEHEHUs ¢ | stHBaps
2026 r. HE BBIIAIOTCS

4.1. Ilpn mpoBeAeHUH ATUYECKOM IKCIEPTU3bI HE JOMYCKaeTcs UCTPeOOBaHUE IKCIIEPTOM Y 3asBUTEINS
au00 WHBIX JIUI MAaTepuanoB, HEOOXOJMMBIX JUIl TIPOBEJCHUS OTHUYECKOHW OKcmepTu3bl. B ciywae
HEJIOCTATOYHOCTH TPEACTaBICHHBIX SKCIEPTY MaTepHalioB B JIMYHBIM KaOWHET 3asBHUTEINSI B €IUHON CHCTEME
YIIOJIHOMOYCHHBIM JIMIIOM COBETa MO JTHKE HANpaBISETCS 3ampoc O IMPEICTABICHUH HEO0OXOAUMBIX
MaTepHaJoB, TOANUCAHHBIA PYKOBOAUTENEM (YIIOJTHOMOYCHHBIM JIUIIOM) COBETa MO ATHKE C HCIIOIb30BAHUEM
YCHJICHHOW KBaJTH(DUIIMPOBAHHOW ONIEKTPOHHOM MOAMNWCK, a TakXke HampaBiseTcs YBEIOMIICHHE 00
yKa3aHHOM 3alpoce B JIMYHBINA KaOMHET YIOJHOMOYEHHOTO (hefepanbHOro opraHa MCIIOTHUTEIHHON BIIACTH B
€IMHOM cucTeMe.

Hndopmayus 06 uzsmenenusax: Cmamos 39.1 oononnena wacmoio 4.2 ¢ 30 ausaps 2024 2. - ®edeparibHbIl
3aKoH om 30 saneaps 2024 2. N 1-D3

T'APAHT: ITonoxenus yactu 4.2 (B pemakuuu PegepanbHoro 3akoHa or 30 susaps 2024 r. N 1-©3),
KacarolHuecss MIPENOCTaBIEHNsS TIOCYIAaPCTBEHHBIX YCIYI MPH OOpalleHUH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIMHCKOro npuMeHeHus nocpeactsoM EI'MC3 u (wm) EMNIY, npumeHsaioTca ¢ 1 sasaps 2026 r.
PerucrpallMOHHBIE YIOCTOBEPEHHS JIEKAPCTBEHHBIX IIPENapaTroB I MEOULIMHCKOrO IPUMEHEHUS,
MOATBEPKAAroONME (aKT TOCYINapCTBEHHOM perucrpanuyd, Ha OYMaXHOM HOCHTENIE U IyOJIMKAThI
PETUCTPAIIMOHHBIX YIOCTOBEPEHHH JICKAPCTBEHHBIX MIPEMapaToB I MEIUIIHMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS

4.2. 3asBurenp 00s3aH HANMpaBUTh B JIMYHBIM KaOWHET coBeTa 1O JTHKE B EIWHOW CHCTEMe
MOIMUCAHHBIN YCHUIICHHON KBATUGHUIIMPOBAHHON SNEKTPOHHOW MOAMNMCHI0 OTBET HA 3alpocC O MPeACTaBICHUM
HEOOXOJMMBIX MAaTepHajOB COBETY IO 3THUKE B CPOK, HE MPEBHIMAIONINIA JIEBIHOCTA PabOYUX THEH CcO JHA
MOJIYYEHHUSI COBETOM IO 3THUKE 3JICKTPOHHOT'O YBEIOMIICHHUS O MOJIYUYEHUHU 3asBUTENIEM yKa3aHHOIO 3ampoca.
Bpemsi co nHs HampaBJICHUS] COBETOM IO 3THUKE B JIMYHBIN KaOMHET 3asABUTEIS B CIIMHOW CHUCTEME 3ampoca o
MPEJICTABICHUN HEOOXOAMMBIX MAaTEPHAJIOB JIO JHS HANPABJICHHS 3asBUTEIEM B JIMYHBIA KaOWHET COBETa IO
STHUKE B €IMHOI CHCTEME OTBETa Ha YKA3aHHBIN 3allpOC HE YYUTHIBAETCS MPH MCUYUCICHUM CPOKA MPOBEICHUS
3TUYECKOU 3KCIIEPTHU3BI.

5. CocTaB coBerta 10 3THKE, MOSIOXEHNE 00 ITOM COBETE, MOPSIIOK €r0 JEeITeIbHOCTH, TPEOOBAHUS K
KBATU(UKAUA W OMBITY PabOTBI MO JKCIEPTHON OIEHKE HAYYHBIX, MEAWIIMHCKAX M JTHYECKUX ACIEKTOB
KJIMHUYECKUX MCCIIEAOBAaHUMN JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHUS, PEIbIABISIEMbIE K
9KCIepTaM COBETa MO I3TUKE, MOPSLOK OpraHM3alii W TMPOBEACHUS STHYECKOM JSKCIepTH3bl, popma
3aKJIFOUEHUS] COBETA T10 3TUKE YCTAHABIHMBAIOTCA YIIOJTHOMOUYEHHBIM (peiepallbHbIM OPTaHOM HCITOHUTEIEHOM
Brnactd. YuWcino mpeacTaBUTENe MEAMIMHCKUAX OpPraHM3alliid HE MOXET IMPEBBINIATh IOJOBHHY OT OOIIEro
YHUCJIa SKCIIEPTOB COBETA IO 3TUKE.

6. Nudopmarnuss 0 COCTaBe coBeTa IO 3THKE, IUIAHAX €ro pabdOThl M TEKYIICH esATeIbHOCTH
pa3Meniaercs Ha OQUIMAIBLHOM CaTe YIIOJIHOMOYCHHOTO (eiepalibHOTO OpraHa UCIOJIHHUTEIBHON BJIACTH B
cetu "MHTepHET" B yCTAaHOBJICHHOM UM MOPSAAKE.

T'APAHT: Cum. kKoOMMeHTapum k cratee 39.1 Hacrosmiero denepaibHOro 3aKOHA

Cratbs 40. [IlpoBencHHEe KIMHMYECKOTO HCCIICIOBAaHHS JICKAPCTBEHHOTO TIperapara Juis
MEIUIMHCKOTO IPUMEHCHUSI
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Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexkabpsa 2014 2. N 429-D3 ¢ uacms 1
cmamvu 40 nacmosweco @PedepanbHo20 3aKOHA GHECeHbl U3Menenus, ecmyrarowue 8 cusy c¢ 1 wons
2015 2.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. PykoBoauTens MEIWIMHCKOW OpTaHHW3AIldN, KOTOpas IPOBOJUT KIMHUYECKOE WCCICAOBAHNE
JIEKapCTBEHHOTO Tpernapara JJid MEJIUIMHCKOTO MPUMEHEHUs, Ha3HauyaeT UCCIEeN0BaTeNsl, OTBETCTBEHHOIO 3a
TIPOBEICHHE TAKOTO MCCIICIOBAHMS M UMEIOIIETO JeUeOHYIO CIEIHAThHOCTh, COOTBETCTBYIONIYIO MPOBOIUMOMY
KIIMHUYECKOMY HCCIIEIOBAaHUIO JIEKAPCTBEHHOTO Tpernapara, co CTakeM paboTHI 1Mo mporpaMMaM KIMHHYECKUX
HCCIICOBAHUNA JIEKAPCTBEHHBIX IpENapaToB HE MEHEE YeM TPU IoJa M MO €ro NpeajoKEHUI0 Ha3zHadyaeT
coucclie[oBaTeNel U3 YUCia Bpayeil 3Tol MEeAULIMHCKOM OpraHu3aluH.

2. HccrenoBarenb OCYIIECTBISIET BBIOOP MAIMEHTOB, KOTOPBIE MO0 MEIUIIMHCKHM TMOKAa3aHUSIM MOTYT
OBITh MPUBJICYCHBI K YYACTHIO B KIIMHUYECKOM HCCIICIOBAHUY JICKApCTBEHHOTO Tpernapara JUlsl MEeIUIIMHCKOTO
MPUMEHEHUS.

3. HccnenoBaTellb ¥ COUCCIIEIOBATEIH JOKHBI OBITh 03HAKOMIICHBI C PE3YJIbTaTaMHU JOKIMHUYECKOTO
UCCIICZIOBAHUS JICKAPCTBEHHOTO CPEJICTBA, COACPKAIUMHUCS B OPOIIIIOpe MCCISI0BATENs, TPOSKTOM POTOKOJIA
KIMHAYECKOTO HCCIICIOBaHUS JIEKAPCTBEHHOTO TIperapara s MEAWIIMHCKOTO MPUMEHEHHs, pa3pabOoTaHHBIM
pa3paboOTUYHNKOM JICKAPCTBEHHOIO MperapaTa Wik HHBIM IOPUAMYSCKUM JIMIIOM, TPUBJICKAEMBIM K OpraHU3aliu
MPOBEJICHUS] KJIMHUYECKOTO MCCIIEIOBaHUsl JIEKAPCTBEHHOTO Tpemnapara s MEIUIMHCKOTO NMPUMEHEHUs, U
JIPYTUMH MaTepHranaMy TaKOTO UCCIIETOBAHHS.

Hnpopmayus 06 usmenenuax: DedeparnibHbiM 3aKkoHOM om 29 nosbps 2010 2. N 313-D3 cmamoes 40
nHacmosiye2o Pedepanvrozo 3akona donoaHena yacmoio 3.1, ecmynarowed 8 cuny c 1 aueaps 2011 .

3.1. PykoBoanTeNh METUIIMHCKON OPTaHU3AIMH B CPOK, HE TPEBBIMIAIONINNA TpeX pabounx JHEH co IHS
Hayajga INPOBEACHUS KIMHUYECKOTO HCCIEAOBAaHUSA JIEKApCTBEHHOIO IMpemapara uisi MEIUIUHCKOTO
IIPUMEHEHUs, coo0maer 00 3TOM B YHNOJIHOMOYEHHBIH (enepaibHbIi OpraH HCIOJHUTEIbHOH BiacTy,
BBIIABIINH pa3pelIeHue Ha IPOBEACHIE TAKOT0 HCCIIEIOBAaHMS, 10 YCTaHOBJICHHOW UM (hopme.

Hupopmayusn 06 usmenenusx: DPedeparibHbIM 3aKOHOM om 11 okmsabps 2010 2. N 271-D3 6 uacme 4
cmamou 40 nacmoswezo PedepanbHo20 3aKOHA 6HECeHbL USMEHEHUS
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

4. OpraHuzanuy, OCYLIECTBISIIOIIME OPraHU3alUI0 MPOBEACHUS KIMHUYECKOIO HCCIEIOBAHMS
JIEKapCTBEHHOTO MpernapaTa Ui MeJUIIMHCKOTO MPUMEHEHHUS U yKa3aHHbIe B YaCTN 3 CTaTby 38 HACTOSIIEro
®denepanbHOTO 3aKOHA, B Cllydae HEOOXOAWMOCTA BHECEHHs HM3MEHEHHH B TIPOTOKOJN KIIMHUYECKOTO
WCCIICJIOBAHUS JIGKAPCTBEHHOTO IIpermapara i MEIUIIMHCKOTO TNPUMEHEHHsS CcooOmarT o0 3ToM B
YIOJTHOMOUYEHHBIH (peiepalibHbIi OpTraH HCIIOJHUTENBHON BIIACTH, BBIIABIIMIA pa3pellicHHe Ha IMPOBEICHHE
TaKOT0 MCCJICIOBaHMSI, 10 YCTAHOBJICHHOW UM (OpMe.

Hngopmayus 06 usmenenusx:  @PedeparsibHbIM 3aKOHOM om 11 oxmsaops 2010 2. N 271-@3 cmamwvs 40
Hacmosiye2o PedepanbHo20 3aKoHa OONoaHena yacmoio 4.1

4.1. dopma cooOLEeHNS O BHECEHHHM HW3MEHEHHH B MPOTOKON KIMHHYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Ipenapara A MeIUIIMHCKOTO MPUMEHEHUS T0JIKHA COIePKaTh CIEAYIOIINE CBEACHUS:

1) HanMeHOBaHKE, HICHTU(PHUKAIMOHHBIA HOMEpP H JaTa MPOTOKOJIA KIMHUYECKOTO HCCIICAOBAHHS;

2) naTta BHECEHHS U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIIEOBAHNUS;

3) HauMEHOBaHME U MECTO HAXOXKACHNUS 3asBUTEIIS,

4) HaMMEHOBaHHWE OPraHM3AlMH, IPHUBICYCHHON pa3pabOTYMKOM JIEKAPCTBEHHOTO TMpemapaTa K
OpraHU3ally MPOBEACHUS KIMHUYECKOTO UCCIIEA0BaHU (IIPU HAINYKN);

5) HauMEHOBAHUS M MeECTa HAXOXIEHHS MEAULMHCKAX OpPraHu3alMid, B KOTOPBIX IPOBOAMTCS
KJIMHUYECKOE HCCIICI0BaHNE;

6) nmata BBIOAYM pa3pelieHHs Ha NPOBEJCHHE KIMHMYECKOTO HCCICNOBAHUS M HOMEpP 3TOro
paspeleHus;

7) ©3MEHEeHHs, BHOCHUMBIE B IPOTOKOJ KIMHUYECKOTO UCCIIETOBAHUS.

Hupopmavus 06 usmenenusx: HYacme 5 usmenena c¢ 30 aneaps 2024 2. - ®edeparbHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T"'APAHT: ITonoxenusa yactu 5 (B pemakumu PegepanbHoro 3akoHa ot 30 sasaps 2024 r. N 1-D3),
KacarolIhecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr NPH OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MeaUuUUHCKOro npumeHeHus nocpeactsom EI'MC3 u (wum) ENTY, npumensaoTca ¢ 1 sasaps 2026 .
PerucrpanronHple  yAOCTOBEPEHHS JIGKAPCTBEHHBIX MPEMApaToB Ui MEAWIWHCKOTO IPUMEHEHUS,
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MMOATBEPKIAroIe (aKT TOCYHApPCTBEHHOW pErUCTpaliy, Ha OYyMa)XHOM HOCHUTEIE U IyOJIMKaThI
PErUCTPAIMOHHBIX YIOCTOBEPEHUM JIEKapCTBEHHBIX MpenapaToB /Il MEAUIIMHCKOTO MPUMEHEHUs ¢ | aHBaps
2026 r. HE BBIIAIOTCS

5. B cpok, He MpeBBIIAONINI IBaIIaTH BOCKMH pabodnx JTHEH co THS MOMyUYeHHs YKa3aHHOTO B YaCTU
4 HacTosuIeH CTAaThu COOOIICHHS, YIOJTHOMOYCHHBIN (elepanbHblii OpraH HCHOJMHUTEIBHON BIACTH
paccMarpHuBaeT 3TO COOOIIEHNE B YCTAHOBICHHOM UM MOPSAKE U IPUHUMAET PellleHHe O BHECCHUN U3MEHEHHH
B MPOTOKON KITMHUYECKOro UccneaoBaHnsa NekapCcTBEHHOro npenapaTa ajia MeOUIMHCKOTO MPUMEHEHUS
Wi 00 OTKa3e BO BHECCHUH TaKUX W3MCHEHHUH, MMOIMCAHHOE YCHICHHON KBATU(DUIIMPOBAHHON 3/1EKTPOHHOM
NMOAMNMCHIO, TOCPEICTBOM HaNpaBiIeHHS COOTBETCTBYIOLIETO PEILICHHUS B TMUHBIA KaOWHET 3asBUTENS B €IUHON
cucreme. [Ipu paccMoTpeHHH cOOOILIEHUSI 0 HEOOXOJUMOCTH BHECEHHSI H3MEHEHHH B TIPOTOKOJ KIMHUYECKOTO
UCCIIeIOBaHUS JIEKAPCTBEHHOTO Npenapara Jisi MeJUIMHCKOTO IPUMEHEHUS B EISIX OLEHKH 000CHOBaHHOCTH
mpeyiaraeMbIX M3MEHEHHUH U OINpeseNieHHs CTENeHH pHCKa IS TMaldeHTOB, MPHHUMAIOUINX yYacTHE B
KIIMHUYECKUX HCCIEIOBAHUAX, YIIOJMHOMOYEHHBIM (elepaibHBIM OpraHOM HWCHOJHHUTEIHHONW BIACTH MOTYT
MIPHUBIIEKATHCS IKCTIIEPTHI COBETA TI0 ATHKE U (FUTH) SKCIIEPTHI SKCIIEPTHOTO YUPEKICHUS.

6. KiinHnyeckoe HccineoBaHUE JEKAPCTBEHHOrO IMpenapara i MEAUIMHCKOTO MNPUMEHEHHS MOXKET
OBITH TPUOCTAHOBIIEHO WJIM TPEKpAIIeHO, €CI B TPOIECCE ero IMPOBENeHHs] OOHapyXeHa OIMacHOCTh IS
JKU3HM, 3I0pPOBbsSI MALMEHTOB. B ciayyae BO3HUKHOBEHMSI OIMACHOCTH [UISl JKU3HHU, 3J0POBbSl NALUCHTA,
YYaCTBYIOILIETO B KIMHUYECKOM HCCICAOBAHHMU JIEKAPCTBEHHOI'O IMpernapara A MEIULHUHCKOrO MPUMEHEHHUS,
uccinenoBatend o00sf3aHbl TPOMH(GOPMHUPOBATH 00 OSTOM PYKOBOIMTENS MEIULUUHCKOHW OpraHu3alud |
OpTaHHU3alHIO, OJyYUBIIYIO pa3pelieHUE YIIOJIHOMOYSHHOTO (heAepabHOTO OpraHa MCIOJHUTENbHON BIACTH
Ha OpraHU3allMI0 MPOBEACHHA KIMHUYECKOTO MCCIEeN0BaHMsl JIEKapCTBEHHOro Ipemnapara. Perienne o
MIPUOCTAaHOBJIEHUH KIMHUYECKOTO MCCIIEA0BAaHUS JIEKAPCTBEHHOTrO IMpenapara A METUIIMHCKOTO MPUMEHEHHS
IPUHUMAIOT PYKOBOAMTENh MEAWLMHCKOM OpraHM3aldy M (MIM) OpraHu3alus, MOJydYMBIIas pa3pelieHue
YHOJHOMOYEHHOTO  (eiepaibHOTO OpraHa HCIONHUTENbHOM BIACTM Ha OpPraHM3alMI0  TPOBEIACHUA
KIIMHUYECKOTO HCCIIEZIOBaHMS JIEKAPCTBEHHOTO TIperapara Uil METUIIMHCKOTO TNPUMEHEHHUsS, pelIeHHe O
MIPEKPAIeHNH TaKOTO HWCCIIEJOBAHUS MPUHUMAET YIOJTHOMOYECHHBIN (enepaabHbIii OpraH HMCIIOIHUTENTEHON
BIIACTH Ha OCHOBAHHWU COOOMICHHWS B MUCHMEHHOH (QOpMe PYKOBOAWTENS MEAWIMHCKON OpraHW3aIiy WIIH
OpraHM3alys, TOJYUYHBIIAs pa3pelieHne YIIOTHOMOYEHHOTO (eepalbHOTO OpraHa HCIIOJHUTEbHOW BIACTH Ha
OpraHU3alldl0 NPOBEIACHUS KIMHUYECKOTO HCCIEIOBAaHUS JICKAPCTBEHHOrO HpenapaTa Al MEIULIUHCKOIO
MIPUMEHEHUSL.

7. B cpok, He NpEeBHILAIOMUA MATH pabouyux AHEH CO AHA 3aBEpLUCHUS, NPUOCTAHOBICHHS WU
MIpEeKpalIeHns KINHUYECKOTO HCCIIE[OBaHUS JIEKApCTBEHHOIO IIpenapara il MEAULIHMHCKOTO IPUMEHEHMS,
coo0IIeHrHe 00 PTOM HAMPABISCTCS OpPraHU3aIMsIMH, YKa3aHHBIMH B 4acTu 3 cTaTtbu 38 HacrosIiero
denepanbHOTO 3aKOHA, B YIIOJTHOMOYECHHBIN (hefepabHbIi OpraH UCIIOJHUTENFHON BIACTH MO YCTaHOBJICHHOM
um popme.

8. dopma cooOuieHHss O 3aBEpIICHUH, MPUOCTAHOBICHUM WM MPEKPAIICHHH KIMHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOTO Tpernapara Jjisi MEIUIITHCKOTO IPUMEHEHHS TOJKHA COJIEPKaTh:

1) mHpOpMAINIO O METUIIMHCKONW OpraHW3alMH M MEIUIMHCKUX OpPTaHW3alHAX, MPOBOIWBIINX
JIAHHOE UCCIIE0BAHMUE;

2) omrcaHWe TaHHOTO UCCIIEAOBaHUS;

Hupopmauusn 06 usmenenusx: PedepasibHbIM 3aKOHOM om 11 okmsabpa 2010 2. N 271-®3 ¢ nynkm 3
yacmu 8 cmamou 40 nacmoawezo PedepanbHoc0 3aKOHA 6HECeHbl USMEHEeHUs
Cm. mekcm riyHKkma & rpedbidyuied pedakyuu

3) mamHBle WccaenoBarens (bamuivs, WMs, OTYECTBO, MECTO pPabOTHI, 3aHUMaeMas IOJDKHOCTD,
CHEIMaIbHOCTh, CTaX Pa0OTHI MO TMPOrpaMMaM KIMHHYECKUX HCCIEJOBAHUN JIEKAPCTBEHHBIX IIPEIapaToB,
repedeHbh KIMHUYECKUX HCCIIEOBaHUHN JIEKAPCTBEHHBIX IIPErapaTroB, B KOTOPBIX OH NPUHUMAN yd4acTHe
(mepuo/pl yuacTHsi) B Ka4eCTBE UCCIICA0BATEINS WIIH COUCCIIeIOBATENs);

4) pe3yibTaT NaHHOTO WCCIEAOBaHUS (3aBEpIICHUE, MPUOCTAHOBJIICHUE WM IMPEKpaIICHUE JTaHHOTO
WCCIICJIOBAHUS C YKa3aHWEM WX MPUYMH W BIUSHUS Ha OIEHKY €ro pe3yJibTaToB, OOIIYHO OIICHKY PHCKa H
OKUAeMOH TOJB3bI OT MPUMEHEHUS HCCIICAYyEeMOro JICKAPCTBEHHOTO Ipernaparta, a TakkKe MpesrosiaracMbie
JanbHEHIIe JeHCTBUS).

HUuopmayus 06 usmenenusx: ®eodeparibHbIiM 3aKOHOM om 13 uions 2015 2. N 241-D3 wacme 8.1 cmamou
40 nacmosueco @edepanbHo20 3aKOHA UNONCEHA 8 HOBOU PeOAKYUU
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

8.1. Ilpu BeIsIBNCHUU (efepaTbHBIM OPraHOM HCIOJHHUTENFHON BJIACTH, OCYIIECTBISIOMINM (YHKIUH
10 KOHTPOJTIO U HAA30pY B cepe 3paBOOXPaHCHHUS, HAPYIICHHUH MPaBUIT HAIJISKAIICH KIMHUYECKON MPaKTUKU
npu NpOBCACHUHN KIMHUYCCKOI'O0 MCCIICAOBAHUSA JICKAPCTBECHHOI'O IIpEriapara, BJIWUAIONIUWX HA IOJHOTY U (I/IJII/I)
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JOCTOBEPHOCTh JIAHHOTO KJIIMHUYECKOTO HCCIICOBaHUS, YKa3aHHBIM (eaepalbHbIi OpraH HWCIIOJHUTEIbHOM
BJIACTH TPUOCTAHABIMBAET IPOBENECHHE ITAHHOTO KIWHHUYECKOTO HCCIENOBAHMS WM BBIHOCHUT MEIWUIIUHCKOW
OpraHM3alr{, B KOTOPOIl MPOBOAWTCA NAaHHOE KIMHWYECKOE HCCIEAOBaHUE, IMpennucaHne 00 yCTpaHEHHH
BBISIBJICHHBIX HapylieHud. Ilpum HeycTpaHEeHMHM MEOUIIMHCKON oOpraHu3aluedl BbBIIBJICHHBIX HapyLIEHUH B
YCTaHOBJICHHBIA B TIPEINICAHUN CPOK YKa3aHHBIN (hefepanbHbBI OpraH HCMONHUTENHFHONW BIACTH MPUHUMAET
pelIeHre 0 MpeKpalleHUy MPOBEACHUS KIMHUYECKOTO NCCIIEI0BAHUS JIEKAPCTBEHHOTO MpernapaTa U HallpaBisieT
B (enepanbHblii OpraH HCIOJHUTENBHONW BJIACTH, OCYIIECTBISIOMNN (DYHKIMHU 1O BHIPAOOTKE M Pean3aliu
rOCYyJapCTBEHHOH TMOJUTHKM M HOPMAaTHBHO-TIPABOBOMY DETYIHpOBaHHIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIIOUEHHE O BBISBICHHWU IPU MPOBEIEHUHM JaHHOTO KJIMHUYECKOTO MCCIENOBaHMs HapyIIeHUH MpaBuil
Ha/JIeKaleH KIMHAYECKOH NpaKTHKH Ul NPUHSATHSA pelieHHst 00 OTMEHE pa3pelleHrss Ha OpraHu3alfio
MIPOBEJICHNS JIaHHOTO KJIMHUYECKOTO MCCIEeNOBaHUs C JaThl MPHUHATHS pEIIeHUus O MPHOCTAHOBJICHUU
MIPOBECHUS KIIMHIHUECKOT0 UCCIIEeI0OBaHN JIEKapCTBEHHOIO IIpernapara.

Hupopmayus 06 usmenenusx:  Cmamovs 40 oononnena wacmoio 8.2 ¢ 30 ausapsa 2024 2. - @edepasibHbll
3aKkoH om 30 ausaps 2024 2. N I-D3

T'APAHT: ITonoxenus yactu 8.2 (B pemakumu PepepanbHoro 3akoHa ot 30 suBaps 2024 r. N 1-D3),
Kacarolluecss IPEeNOCTaBIEHNs TOCYJapCTBEHHBIX YCIYrT HOPH OOpaIlleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIuIUHCKOro npumeHenus mnocpencrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcsa ¢ 1 sauasaps 2026 r.
PerucrpaiioHHbIE  YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENApaToB i1 MENUIMHCKOTO IIPUMEHEHHS,
MOATBEPXKAAIONIME (aKT TOCYNAapCTBEHHOM perucrpanudd, Ha OyMaXHOM HOCHUTENE U IyOJIHMKATHI
PETUCTPALIMOHHBIX YIOCTOBEPCHHH JISKAPCTBEHHBIX MPENAapaToB /I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 1. HE BBIHAIOTCS

8.2. Ilpu mpoBeneHNN KIMHUYECKOTO HCCIIeNOBaHMS JEKapCTBEHHOTO Mpernapara JUlsl MEIHIIMHCKOTO
IIPUMEHEHUSI B ClIy4ae yTOYHEHHs (M3MEHEHHs) NaHHBIX, COAEPKAILMXCS B pa3pelIeHUH Ha INPOBEACHUE
JAHHOTO KJIMHUYECKOTO MCCIEIOBAaHUs, HA OCHOBAHUH HAIPABJICHHOI'O B JIMYHBIM KaOMHET YIOJIHOMOYEHHOTO
(enepanbHOr0 OpraHa HMCIIOJHUTENBHOW BJIACTH B €AMHOM CHUCTEME OOpalleHUs! 3asiBUTENs], MOAMHCAHHOTO
YCWJICHHOW KBaJM(PUIIMPOBAHHON 3I1EKTPOHHOWN MOAMUCHIO, ¢ TPHI0KEHHEM MOTUBHPOBAHHOTO 00OCHOBAHHMS
U JOKYMEHTOB, IOATBEPXKIAIOIIMX HEOOXOAWMOCTh YTOYHEHHUS NAHHBIX, YINOJHOMOYEHHBIH (eaepaibHbIH
OpraH HCIOJHHUTENbHOW BJACTH B CPOK, HE IMPEBBIMLIAIONIMN IBAaALATH BOCBMH pabouMx IHEH CO JHA
MOCTYIUIEHUSI TaKoro OOpalleHHs, BHOCHUT HW3MEHEHHs B pa3pelleHHe Ha IMPOBEIACHUE KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO Iperapara A1 MEIUIIMHCKOIO IIPUMEHEHNS U PEECTP BbIIAHHBIX pa3peleHUH
Ha TPOBEJCHHE KIMHUYECKHX HCCIIEJIOBAHUIN JIEKApCTBEHHBIX MpENapaTroB, a TakXe HampaBisieT B JMYHBIN
KaOWHET 3asBUTENs] B EAMHOW CHUCTEME BBINKMCKY M3 peecTpa BBIJAHHBIX pa3pelleHHid Ha IPOBEACHHE
KIIMHUYECKUX HCCIIEIOBAHUI JIEKaPCTBEHHBIX NPEMNaparoB, MOANUCAHHYIO YCHJICHHOW KBAM(HUIIMPOBAHHON
3JIEKTPOHHOM TMOAIKMCHIO, MO0 MPUHUMAET pemieHre 00 OTKa3e BO BHECEHWM M3MEHEHHH B paspelieHHe Ha
MIPOBEJCHNE KIMHUYECKOTO MCCIENOBaHMS JIEKAPCTBEHHOIO IpemnapaTta JUlsi MEJUIMHCKOTO IPHMEHEHHS H
HampaBiIsieT B JIMYHBIH KAaOWHET 3asABUTENsl B €IMHOM CHUCTEME 3TO peIlIeHHE, MOANMCAHHOE YCHJICHHOU
KBaJTM(PULUPOBAHHON 3JIEKTPOHHON MOAINCHIO, C YKa3aHHEM IPUYMH OTKa3a.

9. YnonHoMoueHHbIH (enepanbHblil OpraH HCIOJIHUTEIbHOM BIAaCcTH OMyONMKOBBIBACT U Pa3MeIIaeT Ha
cBoeM oduuuansHOM caiite B cetd "HMHTepHer" cooOlieHHE O 3aBEpLICHHUH, HPUOCTAHOBICHHHU WIIH
MIPEKPALIEHNH KIIMHUYECKOr0 HMCCIIEIOBaHMs JIEKAPCTBEHHOTrO Ipenapara il MEAMIMHCKOTO NMPUMEHEHHS B
CPOK, HE MPEBBIILAIOIINI MATH PadOYHX THEH CO AHS ero MOJIy4YeHUs, B YCTAHOBICHHOM UM MOPS/KE.

10. YronHOMOUYeHHBIH (eepalbHbIii OpraH HCIOJHUTENFHON BIACTH OCYILECTBIISIET BelleHHE peecTpa
ucclefioBaTene, MPOBOSAIINX WM MPOBOAMBIINX KIMHUYECKHE HCCIIETOBAHMS JIEKApCTBEHHBIX IpErapaToB
JUIS METUIIMHCKOTO MPHUMEHEHHs, B COOTBETCTBUHU C YTBEP)KICHHBIMH MM IpaBWJIaMU M Pa3MEIaeT ero Ha
cBoeM oduimansHOM caiite B cetr "MHTepHEeT" B yCTAaHOBJIEHHOM UM MOPSAAKE. YKa3aHHBIH peecTp COACPKUT
WHPOPMAITUIO, TPESAYCMOTPEHHYIO MYHKTOM 3 4aCcTy 8 HACTOSIIEH CTaThH.

Hupopmayus 06 usmenenusx: Yacmo 11 usmenena ¢ 30 sneaps 2024 2. - @edeparbHbIt 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yactu 11 (B pemaknuu PegepanbHoro 3akoHa ot 30 susaps 2024 r. N 1-D3),
Kacaroluecss MIPENOCTaBIEHNUsS TOCYIAapPCTBEHHBIX YCIYT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOro mnpumeHeHus nocpexncrsoM EI'MC3 u (wm) EMIY, npumeHstoTcs ¢ 1 saasaps 2026 r.
PerucrpamuoHHble  YIOCTOBEPEHHS JIEKAPCTBEHHBIX IPENapaToB JUIS MEIMIIMHCKOrO IMPHUMEHEHUS,
MMOATBEPKAAOIINE (DaKT TOCYIApCTBEHHOW PETHCTpalM¥, HAa OYMa)XHOM HOCHUTENE M IyOJHMKAThI
PETUCTPALIMOHHBIX YIOCTOBEPCHHH JICKAPCTBEHHBIX MIPEIAapaToB I MEIUIIMHCKOIO MPUMEHEHHUs ¢ 1 sHBaps
2026 r. HE BBIIAIOTCS
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11. Otduer o0 pe3ynbTarax KIMHAYECKOTO HCCICIOBAHUSA JICKAPCTBEHHOTO TMIpemapara Jjis
MEIMIIMHCKOI'O MPUMEHEHHUS COCTABIISICTCS OpraHu3alluel, ykazaHHOW B 4acTu 3 cTaTtbu 38 HaCTOSAIIEro
denepaabHOTO 3aK0HA, U TPEICTABIISACTCS B YIOJTHOMOUYEHHBIH (helepalbHBIN OpraH UCTIOMHUTEBHON BIACTH,
BBIIaBIINI pa3pelieHne Ha MPOBeIEHUE TOTO MCCIET0BAHMS, B CPOK, HE MPEBBIMIAIONIAN JBEHAIIATH MECSIICB
CO JIHS €TO 3aBEPIICHHUs], IPUOCTAHOBIICHUS WM MPEKPAIESHIS], B TTOPSAAKE, YCTAHOBIEHHOM YIOTHOMOYEHHBIM
(henepanbHBIM OpraHOM UCIIOTHUTENBHOMN BIACTH.

Undopmauyus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ uacmo 12
cmamou 40 nacmosiezo DedepanivHoco 3aKOHA 6HECeHbl U3MeHeHus, ecmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

12. Hapymenue mpaBui1 Haajexalleld KIMHUYECKOW NPAKTHKH, (anbcupukanms pesyiabTaToB
KIMHUYECKOTO MCCIEeJOBaHMs JIEKAPCTBEHHOTO Tpernapara AIs MEAWIMHCKOTr0 NMPUMEHEHHs BICKYT 3a cOOOM
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOATENbCTBOM Poccuiickoit denepanuu.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ yacmo 13
cmamovu 40 HacmoAueco Q)e()epaﬂbHoeo 3AKOHA 6HECEHbl U3MEHEHUA, GcmynafOLuue 8 CUﬂy c 1 urona
2015 a.

Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

13. Ilpu npoBeneHUH KIMHUYECKOTO MCCIIEIOBAaHUS JICKAPCTBEHHOTO Mpenapara AJs MEJUIUHCKOTO
NpUMEHEHUs JIOMyCKaeTcsl 3a00p y MAalUeHTOB OHOJIOTUYECKUX MarepHanoB (00pas3mbl OHOIOTHYECKHX
KHUIKOCTEH, TKaHeW, CEKPeTOB H MPOAYKTOB JKU3HEACATEIBHOCTH 4eJOBeKa, (PU3MONOTHYECKHX W
MATOJIOTUYECKUX BBIICIICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPT'aHU3MOB, OMOTICHHHBIN MaTepuai) Jis ux
n3yuenuns B Poccuiickoit @exepanym u (uinm) 3a npenenamu Poccuiickoit @enepanun.

Hudopmayua 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ uacmo 14
cmamou 40 nacmoswezo PedepanbHo20 3aKOHA GHECEeHbL U3MeHenus, 8cmyrnarouwue 8 cusy ¢ 1 wons
2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

14. lNopsgok Beoza B Poccuiickyro ®denepaiuio W BbIBO3a 3a mpeaeisl Poccuiickoii denepanuu
OMOIOTMYECKUX MAaTEpPHaJIOB, MONYYCHHBIX MPH TPOBENCHUN KIMHHYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
rperapara st MEAUIINHCKOTO MPUMEHEeHus, ycTanaBnuBaeTcs [IpaBurtensctBoM Poccuiickoit deneparium.

T'APAHT: CMm. KOMMeHTapum k cratbe 40 HacTosmero denepaaTbHOTO 3aKOHA

Cratbsa 41. JIoroBop 0 MpOBEICHUU KIMHHYECKOTO HUCCICIOBAHUS JIEKaPCTBEHHOIO Tpernapara yis
MEIULIUHCKOTO MPUMEHEHUS

1. KnnHuyeckoe ncenegoBpaHme nekapCcTtBeHHOro npenaparta ana MeamumHCKOro npuMeHeHuA
MPOBOJIUTCS B COOTBETCTBUU C JOIOBOPOM O IPOBEICHUU KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOI'O
npenapara Juisi MeIULMHCKOTO MPUMEHEHUS, 3aKII0YaeMbIM MEXAy OpraHU3alyei, MOMyUYUBIIECH pa3pelieHue
YIOJTHOMOUYEHHOTO (PellepadbHOr0 OpraHa WCIOJIHHUTEIBHON BIACTH HAa OPraHU3aIlUi0 IMPOBEICHHS TaKOTO
HCCIIEIOBAHUS, U MEAULIMHCKON OpraHu3aluen, OCyIIECTBISIOIEH MPOBEICHUE TAKOIO UCCIICIOBAHMUS.

2. JloroBop O TPOBEACHWH KIMHUYECKOTO HCCICAOBAHMS JIGKAPCTBEHHOTO IIpemapara Jist
MEUITTHCKOTO IPUMEHEHISI TIOJDKEH CONEePIKaTh:

1) ycnoBus 1 CPOKHM MPOBENEHUS TaHHOTO UCCIICOBAHNS;

2) ompeneneHue OOIIEH CTOMMOCTH IPOTPaMMBI JAaHHOTO HWCCICAOBAHMS C YKa3aHHEM CYMMHEI,
NpeAHa3HAYarOIICHCs 17151 BBIIUIAT UCCIEI0BATENSIM, COUCCIIEI0BATENSIM;

3) ompenenenue ¢GopMbl MpPEACTABICHHUS PE3yJIbTATOB JaHHOTO HWCCIIEOBAHUS B YHNOJTHOMOYEHHBIN
(henepanbHBIN OpraH UCMOTHUTEFHON BIACTH.

I'APAHT: CM. KOMMeHTapum k cratbe 41 HacTosmero deneparTbHOTO 3aKOHA

CraTtbs 42. ®unancoBoe obeceueHre KIMHNIECKOTO HCCIIEA0BAHMS JIEKAPCTBEHHOTO TIperapara s
MEIULIUHCKOTO MPUMEHEHUS

dunraHCcOBOe oOecreyeHWe KIMHHYECKOTO WCCIEeNOBaHMs JIEKApPCTBEHHOTO Tpemapara s
MEIULIUHCKOTO MPUMEHEHUS OCYIIECTBIISIETCS 32 CUET:

1) cpencte denepanbHOTO OOKETA,

2) CpeACTB OpraHu3aluii, NOJYYHBIIUX pPa3pelICHUE Ha OpraHu3allMi0 MPOBEACHUS JIaHHOTO
HCCIIEIOBAHUS], B COOTBETCTBHUU C YCIOBUSAMU JOTOBOPA O €r0 NPOBEACHUH;

3) MHBIX HE 3aNpEHICHHBIX 3aKOHOIaTeIhCTBOM Poccuiickoit Deaepaliii HCTOUHUKOB.
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I'APAHT: CM. KOMMeHTapum k cratbe 42 Hactosmero deaepanbHOTO 3aKOHA

Cratba 43. IlpaBa NalMEHTOB, y4YacTBYIOIIMX B KIMHUYECKOM HCCICIOBAaHUU JICKAPCTBEHHOT'O
npenapara JJisi MeIUIMHCKOTO IPHMEHEHHSI
1. YyacTie nanMeHToB B KIMHUYECKOM HMCCIICIOBAHUH JICKAPCTBEHHOTO ITpernapara Ui MeIUIHHCKOTO
MPUMEHCHUS SBJISIETCS T00POBOIBLHBIM.

I'APAHT: OO0 opraHuzanyMy OTAENCHUH KIMHUYECKUX HWCIBITAHUN JIEKApCTBEHHBIX IpernapaToB Ha
3I0POBBIX JIOOPOBOJIBLAX M. NPUKa3 Munznpasa PD or 25 asrycra 1992 r. N 235

Hudopmayua 06 usmenenusx: Yacmo 2 uzmenena ¢ 1 aneapa 2026 2. - PedepasrbHbil 3aKoH om 30
saneaps 2024 2. N 1-@3 (8 pedaxyuu PedepasibHo20 3aKoHa om 26 dexabps 2024 2. N 494-D3)
Cwm. 6ydywyto pedakyuro

2. [NarueHT niK ero 3aKOHHbBIN MPEACTABUTEIND JO0DKEH ObITh MH()OPMUPOBAH B IMMCbMEHHOM (hopMme:

1) 0 JICKapCTBCHHOM Ipfriaparc i MCEAUIHUHCKOTO IPUMCHCHHUA W CYIIHOCTH KIMHUYCCKOI'O
HCCIIEIOBAHNS 3TOTO JIGKAPCTBEHHOTO MPEeTaparTa;

2) o 0e30macHOCTH JICKapCTBEHHOTO Tpernapara Uil MEIWIIMHCKOTO TPUMEHEHUS, €ro OKHIaeMOM
3(PEKTHUBHOCTH U CTETICHH PUCKA IS MTAallHCHTA;

3) 00 yCNOBHSAX ydYacTHs TMAlMEHTa B KIMHHYECKOM HCCIEJOBAaHWH JIGKAPCTBEHHOTO IMperapaTta Jyis
MEIUIUHCKOTO MTPUMEHCHUS;

4) 0 1eNM WK UENSX U IPOIOJDKUTEIFHOCTH KIMHUYECKOT0 NCCIIEIOBAHMUS JIEKApCTBEHHOTO ITperapara
JUTSE MEAMIIMHCKOTO IPUMCHEHUS;

5) 0 meHCTBUSX MAlMEHTA B CIIyYae HEMPEIBUICHHBIX d3(P(EKTOB BIUSIHHUS JCKApCTBEHHOTO Mpenapara
AJI1 MCIUITUHCKOT'O NPUMCHCHHA HAa COCTOAHUC €T0 31I0POBbA;

6) 00 ycI0BUAX 00S13aTEILHOTO CTPAXOBAHUS KHU3HHU, 3/IOPOBbS MAIUEHTA;

7) 0 TrapaHTusgax KOH(bI/II[eH]_II/IaJILHOCTI/I ydyactud TIalMeHTa B KIMHUYCECKOM  HCCJICIOBaHUU
JICKaPCTBCHHOI'O IIp€Tiapara Jjid MEAUITUHCKOTO NIPUMCHCHUA.

Hudopmayua 06 usmenenusx: Yacmo 3 uzmenena ¢ 1 ameapa 2026 2. - @edepasbHbil 3aKoH om 30
saneaps 2024 2. N 1-@3 (8 pedaxyuu PedepasibHo20 3aKoHa om 26 dexabps 2024 2. N 494-D3)
Cwm. 6ydywyto pedakyuro

3. 2106p0B0.HLHOC CorjlaCue IMalueHTa Ha y4aCTUC B KIIMHHUYCCKOM HCCICAOBAHUHN JICKAPCTBECHHOI'O
npenapara Ijid MEAUIOMUHCKOI'O MPUMCHCHUSA MOATBEPKIAACTCA €ro NOAINNCHIO WM MOAIMUCBIO €TI0 3aKOHHOI'O
npeaACTaBUTEIIA HA I/IH(bOpMaI_II/IOHHOM JIUCTKC IMal¥cHTA.

4. HaHI/ICHT WA €r0 3aKOHHBIN MpeACTaBUTECIIb UMECT IPaBO OTKA3aTbCA OT Y4aCTHUA B KIMHUYCCKOM
HCCIICJOBAHUU JICKAPCTBECHHOI'O MNpefrapara A MEAUIHUHCKOTO INPHUMCEHEHHSA Ha 000 cTaguy NpPOBCACHUA
TAKOro uCCiaca0BaHus.

Undopmauus 06 usmenenusx: Yacmo 5 uzmenena c 1 aumeapa 2026 2. - @edeparsrbHbil 3aKkoH om 30
aneaps 2024 2. N 1-D3 (& pedaxyuu DedeparibHO20 3aKkoHa om 26 oexabps 2024 2. N 494-D3)
CmMm. bydywyro pedakyuro
@eodepasibHbIM 3aKoOHOM om 22 oxmsabpsa 2014 2. N 313-@3 6 uacmv 5 cmamvu 43 nacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl UsMeHeHUs, 8CMyrnaruue 8 CUlly no ucmeveHuu mpuoyamu OHel nocie
OoHs ohuyuansHo20 orybrnuKkoeaHus nazeantozo PedepanrbHozo 3aKOHA
Cm. mekecm 4yacmu 8 npeodbiOywel pedakuyuu

5. lNpoBefdeHne KIUHUYECKOTO WCCIICAOBAHMS JIEKAPCTBEHHOIO TMpemapara Uit MEIUIHHCKOTO
MPUMEHEHUS C YYaCTHEM B KauecCTBE MAI[MCHTOB JIETEH JIOMYCKAETCs TOJIBKO C COTJIACUs B MUCHMEHHOU (hopme
UX poaMTeNeH, ychiHOBHUTENEH. JleTn MOTYT paccMaTpuBaThCA B KQ4eCTBE MOTCHITMANBHBIX MAIIMEHTOB TAKOT'O
HCCIICAOBAHMS, TOJBKO €CJIH €ro IPOBEIECHWE HEOOXOaUMO [UIsl YKPEIUICHHS 3J0pPOBBS JEeTeH WA
PO IITAKTUKNA WH(EKITMOHHBIX 3a00JIeBaHUN B JCTCKOM BO3pacTe JHOO €CIIM IEIhI0 TaKOTO HCCIICIOBaHUS
SBIISIETCS TIOTyYeHHE TaHHBIX O HAMTYUIIeld JO3UPOBKE JIEKAPCTBEHHOTO MpemnapaTa Juts iedeHus aereil. B atux
CIly4asgx TaKOMY HCCIIEJOBAHMIO JOJDKHO TIPEANIECTBOBATh KIMHUYECKOE WCCIEIOBAaHUE JIEKAPCTBEHHOTO
mperapara Juisi METUIIMHCKOTO MPUMEHEHHUS Ha COBEPIICHHONETHUX TPaXKAaHaX, 3a MCKIIOYEHHEM CIydacB,
€CJIM UCCIIeAyEeMBbIN JISKApCTBEHHBIH MpenapaT JIsl MeTUIIMHCKOTO IPUMEHEHHS TTPeTHA3HAYeH UCKITFOYUTEIHHO
JUTs1 UICTIOJIb30BaHUs HECOBEPILICHHOJIETHUMH IpaKIaHaMu.

6. 3ampemiaeTcsi MNPOBEACHHE KIMHUYECKOTO MCCICAOBAHMS JICKAPCTBEHHOrO IMpemapara Ajis
MEIUIUHCKOTO MIPUMEHEHHS C YIAaCTHEM B KaUECTBE MAIIMEHTOB:

1) nerei-cUpOT U JieTel, OCTaBIIUXCs O€3 MONCUCHUS POIUTEIICH;

2) KEHIINH B TIepHo]] OEpEeMEHHOCTH, JKCHIIUH B MEPUOJ TPYAHOTO BCKAPMIIUBAHUSA, 332 UCKIIOYCHUEM
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CJIy4aeB, €CJIU IIPOBOJUTCS KIMHUYECKOE HUCCIIEAOBAaHUE JIEKAPCTBEHHOI'O IIperapara, IpeiHa3HaueHHOIo JUIs
yYKa3aHHBIX XEHIIWH, TPU YCIOBUH HEOOXOAMMOCTH TOJXy4YeHHS HH()OPMAIMU TOJIBKO BO BpEMS MPOBEICHHS
COOTBETCTBYIOIINX KIMHUYECKUX MCCIEIOBAaHUN M NPUHATHS BCEX HEOOXOOUMBIX MEp IO MCKIIOYEHHUIO PHCKa
HaHECEHMs Bpela >KEHIIMHE B MEpHUo] OEPEeMEHHOCTH, JKEHIIMHE B MEPHUOJ I'PYJHOI0 BCKApMIIMBAHMSA, ILUIOLY
Wi peOeHKy;

3) BOCHHOCHYXAalIUX, 3a HCKIIOUYCHHEM CIIy4yaeB MPOBEICHHUS KIMHUYECKOTO HCCIIEAOBaHUS
JICKapCTBEHHOT'0 Ipenapara, CIelUalbHO pa3pab0TaHHOTO Uil NPUMEHEHUS B YCIOBHUSX BOCHHBIX JCHCTBHH,
Ype3BbIYAHBIX CUTYALMH, TPO(QUIAKTUKY U JeYeHUs 3a00JIeBaHUN ¥ MMOPaKEHUH, MOJyYCHHBIX B pe3yJIbTaTe
BO3ACUCTBHA HEONAaronpUsTHBIX XUMHYECKUX, OHMOJOTHMYECKHX, pPaJHalMOHHBIX (akTopoB. KinHnueckoe
HCCIIEIOBAHNE TaKOro JIEKAPCTBEHHOrO IpernapaTa MOXKET MPOBOAUTHCA C YyYacTHEM B KAauyecTBE MALMEHTOB
BOCHHOCITY’)KAaIllMX, 33 HMCKIIOYEHHEM BOCHHOCIYKAIIUX, MPOXOJSIINX BOCHHYIO CIYX)Oy IO MpPU3BIBY, C
coOImoiecHneM TpeOoBaHMH, yCTaHOBICHHBIX HacTosmuM deaepanbHbIM 3aKOHOM B OTHOUICHUH TPaKIaHCKUX
TN

4) cOTpyTHUKOB NMPABOOXPAHUTEIHHBIX OPTaHOB;

5) nun, OTOBIBAIOLIMX HAaKa3aHHE B MECTax JIMIIEHHsS CBOOOJBI, a TAaKXKE JMI, HAXOAALIMXCS MOJ
CTpakell B CIIEJCTBEHHBIX H30JATOpaX.

Hnpopmayus 06 uszmenenusax: Yacmo 7 usmenena c¢ 1 ameapsa 2026 2. - @edepasibHbIli 3aKOH om 30
aneaps 2024 2. N 1-D3 (& pedaxyuu DedeparibHO20 3aKkoHa om 26 oexabps 2024 2. N 494-D3)
Cwm. 6ydywyto pedakyuro

7. Jlomyckaercss MPOBEOEHVE KIMHUYECKOTO WCCIeNOBaHMs JIEKApCTBEHHOTO TMpemapaTra s
MEIUIIMHCKOTO TMPHUMEHEHUs, TpPEeAHa3HAYeHHOTO Ui JICYeHUs ICUXWYECKHX 3a00lieBaHUi, C ydJacTHeM B
KauecTBe MAIMEHTOB JIUI[ C TICHXWYECKUMHU 3a00JIEBAaHUSIMH, NMPU3HAHHBIX HEIEECIOCOOHBIMUA B TOPSJKE,
YCTaHOBJICHHOM 3aKoHO4aTernbCTBOM Poccuiickoii ®depepanun. Knunaunueckoe HCCIIEIOBaHUE
JICKApCTBEHHOTO TMperapara B 3TOM Cciydae MPOBOAUTCS INPU HAJTUYUU COTJIACHs B MUCHBMEHHON Qopme
3aKOHHBIX MPECTABUTENCH YKa3aHHBIX JIUII.

T'APAHT: CM. KOMMeHTapuu k cratbe 43 Hacrosiiero depepanbHOro 3aKoHa

Hnpopmayus 06 uzmenenuax: DedeparibHbiM 3aKOHOM om 29 nosbpsa 2010 2. N 313-D3 cmamvsa 44
Hacmosiue2o Dedepanbroco 3aKOHA U3NI0JCEeHA 8 HOBOU pedakyuu, Cmyrnatowied 8 cusy c 1 smeaps 2011 2.
Cm. mekcm cmamabUu 8 rpeodbidywel pedakyuu

Cratbsa 44. O6s3arenbHOE CTpaXOBaHKE )KU3HH, 3[J0POBbS MAIMEHTA, YYAaCTBYIOIIETO B KIMHHYECKOM
HCCIIEIOBAaHNH JISKApPCTBEHHOTO TIpernapara Jjsi MeANIUHCKOTO TPUMEHEHUS

1. Opranuzanus, TONy4YWBIIAs pa3peliecHHE Ha OpraHU3aldio0 TPOBEICHUS  KIMHHYECKOTO
HCCIIeIOBAaHUS JIEKAPCTBEHHOTO MpenapaTa JJisi MEJUIMHCKOTO IPUMEHEHHS, 00s513aHa B KAUEeCTBE CTPaXOBaTENs
CTpaxoBaTh PUCK MPUYMHEHHS BpEAa >KU3HH, 3JJOPOBBIO MAIMIEHTa B pe3yJbTaTe MPOBEACHHS KIMHUYECKOTO
HCCIIeTOBAHUS JIEKAPCTBEHHOI'O Tperapara JUisi MeIUIIMHCKOTO IPUMEHEHUSI 32 CBOM CUET MyTeM 3aKIFOUeHHUS
JIOTOBOpa 00513aTENILHOTO CTPAXOBAHMS.

2. O0BEKTOM 0053aTEIHHOTO CTPAaXOBAHUS SIBIIAECTCS MMYIIIECTBEHHBI WHTEPEC MalleHTa, CBA3AHHBIH C
IIPUYMHEHUEM Bpeda €ro XW3HHM WIM 3J0POBBI0 B PE3ylbTaTe IPOBEAEHHS KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTI'0 Iperapara Uil MeIULMHCKOTO IPUMEHEHUS.

3. CTpaxoBBIM CIy4aeM IO OrOBOpPY OOS3aTENBHOIO CTPAaXOBaHMS SIBIAETCS CMEPTh MAlMEeHTa WIH
yXyIIIEHHE €ro 3I0pOBbA, B TOM YHUCIIE BJEKyllee 3a cOOOH YCTaHOBJICHWE WHBAJIUAHOCTH, NMPH HAJTHMYUH
MIPUYUHHO-CIICICTBEHHOM CBSI3M MEXIy HACTYIJICHUEM HTOTO COOBITHS M Y4acTHEM MalMeHTa B KIMHUYECKOM
HCCIIEIOBAaHNH JICKApCTBEHHOTO TIpernapara.

4. TpeboBaHusl 0 BO3MELICHUH Bpe/a, IPUYNHEHHOTO )KU3HU WM 310POBBIO NAUEHTa, MPEIbSIBISIOTCS
B TEUCHHE CPOKOB HCKOBOM JIaBHOCTH, YCTAaHOBJICHHBIX MPaXKAaHCK/M 3aKOHOO4ATENbCTBOM.

5. Pa3mep cTpaxoBoil BHIILIATHI 10 TOTOBOPY 00SI3aTEIHHOTO CTPaXOBaHUS COCTABIISICT:

1) B ciydae cMmepTH TNamnueHTa JBa MIJUTHOHA PyONieid Ha KaKIOro IalMeHTa, y4acTBOBABIIETO B
KITMHUYECKOM HCCIIC/IOBAHNH JIEKAPCTBEHHOTO Npernapara;

2) npu yXyALIEHUH 3I0OPOBbHS MallMeHTa:

a) HOBJEKIIEM 3a CO0OH YCTaHOBIEHHWE WHBAIMAHOCTU | Tpynmbl, OJUH MWUIMOH HSTHCOT THICSY
pyOuieil Ha Ka)KIOro MalMeHTa, y4acTBOBABILIETO B KIIMHUYECKOM HCCIIEJOBaHUH JIEKAPCTBEHHOI'O NIPEnapara;

0) moinekmeM 3a co00l yCTaHOBICHHE WHBATUAHOCTH I rpyniibl, onnH MIJUTHOH pyOJiel Ha KaXXI0ro
MayeHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIEOBAaHIH JIEKAPCTBEHHOTO MIPEnapara;

B) IOBJIEKILIEM 3a cO00H ycTaHOBNIeHHE HHBATUIHOCTH Il rpymimiel, OSATHCOT ThHICAY pyOIeil Ha KaXIoro
MayeHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAaHIH JIEKAPCTBEHHOTO Mpenapara;
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Hudopmayua 06 uzmenenusax:  DPedeparbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 noonyuxm "2"
nyukma 2 uwacmu 5 cmamvu 44 nHacmosweco DedepanvbHoc0 3AKOHA U3N0NCEH 6 HOBOU pedaxKyuu,
ecmynarowieti 8 cusny c 1 uons 2015 2.

Cm. mekcm rodnyHkma 8 rpedbidyuel pedakyuu

I') HE TOBJIEKIIEM 3a COO0W yCTaHOBIICHWS WHBATUIHOCTH, HE Oojee 4eM TpHCTa THICSY pyOied Ha
KaXXa0Tro manqueHTa, y4aCTBOBABLICTO B KIIMHUYECKOM HUCCIICAOBAHUU JICKAPCTBECHHOI'O IIp€riapara, MCXOOd M3
HOPMAaTHBOB, OTPAXKAIOIINX XapaKTep M CTEIEHb MOBPEXICHUS 3/I0POBBS, a TakkKe (PaKTHIECKH MOHECEHHBIX
MAI[UEHTOM pAacXO/I0B, BBI3BAHHBIX MOBPEXKIEHHEM 3I0POBBS, Ha MEAUIWHCKYIO ITOMOIb, MPHOOpETEHIE
JIEKapCTBEHHBIX MPENapaToB.

6. YTpatuna cuny c 1 uroas 2015 r.

Hngpopmayus 06 usmenenusix:.  Cm. mexem Yacmu 6 cmamesu 44

7. Cpok moroBopa 00sI3aTEIHHOTO CTpPaXxOBaHHWSA HE MOXKET OBITh MEHEE, YeM CpPOK IPOBEICHUS
KITMHIYECKOTO HCCIIEIOBAHMUS JIEKAPCTBEHHOTO Mpernapara.

Hupopmayus 06 uzmenenusx: DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ uacmo 8
cmamou 44 nacmoswezo DedepanbHo20 3aKOHA BHECEeHbl UMeHenus, 8cmyrnarouue 8 cusy ¢ 1 wons
2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

8. VYcmoBust noroBopa 00s3aTENBHOTO CTpPaxOBaHHs, B TOM WYHCJIE CTPaxoBble Tapudbl 10
00s13aTeIbHOMY CTPaXOBaHHUIO, IIEPEYCHb HEOOXOMUMBIX JOKYMEHTOB JUIsl OCYIIECTBICHUS CTPaxoOBOU
BBITUIATHI, TMOPSJIOK YCTAHOBJICHUS CTPaxXOBaTeNeM WHAMBHIYATLHOTO HICHTHU(UKAIMOHHOTO KOJa IMalieHTa,
MOPSIIOK MH(POPMHUPOBAHHS CTPAXOBATEIIEM CTPAXOBIIUKA O MPHUBICYCHHBIX K KIMHHYECKOMY HCCIICOBAHUIO
JICKapCTBCHHOI'O Ipfnapara AJis1 MCAUIIUHCKOI0 NPUMCHCHHUA MMAllUCHTAaX, MOPAA0K YIIJIAThI CTanOBOfI mpeMuu,
HOPSIIOK  peaiu3aliy  ONpeelieHHbIX HacToammM DenepanbHbIM 3aKOHOM H JIPYyrUMH  (eaeparbHBIMU
3aKOHaMHU TPaB M OOSN3aHHOCTEH CTOPOH MO JIOTOBOPY OOS3aTENBHOTO CTPaXOBaHUs, a TaKKe HOPMATHBHI,
OTpaXalOI[e XapakTep W CTENEeHb IMOBPEXKICHHUS 3A0POBbS, yCTAHABIMBAIOTCS TUMOBbLIMW MpaBuramm
0053aTeIHHOTO CTPaXOBAHMUSL.

9. B ciaywyae mpudYuWHEHHs BpeAa KU3HHU IMAlMEHTa, yY9aCTBOBABIIETO B KIMHHYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO IIperapara, BhITOJONPHOOPETATENSIMA IO JOTOBOPY OOS3aTENBHOTO CTPAXOBAHUS SIBISIOTCS
rpaxaaHe, WMEIONIMe MpaBO Ha BO3MEIICHHWE Bpela B CiIy4ae CMEPTH KOPMHIIbIIA B COOTBETCTBHH C
rpaXka4aHCKMM 3aKOHO4ATerIbCTBOM, IPU OTCYTCTBHU TaKWX TPAXKAAH - POAUTENH, CYIIPYT, NETH YMEPIIETO
MaIlMeHTa, Y4acTBOBABIIET0 B KIMHHYECKOM HCCIEJOBAHWHU JIEKAPCTBEHHOTO IperapaTa, B CIlydae CMEpTH
MalKeHTa, YYaCTBOBABLICIO B KIMHUYECKOM HMCCIEAOBAHUM JIEKAPCTBEHHOTO IIpernapaTa W HE HMEBIIETO
CaMOCTOATEIFHOTO J0X0/1a, - TpaXKIaHe, Ha MXKIMBEHUH KOTOPBIX OH HAXOJWICS, B OTHOUICHHUH BO3MELICHUS
pacxoJoB Ha morpeOeHUe MalMeHTa, YYacTBOBAaBLIETO B KIMHUYECKOM HCCIEJOBAHUH JIEKAPCTBEHHOTO
npernapara, - JIMI0, TOHecIIee TaKue PacXxoibl.

10. CTanOBaSI BbIIIJIaTa B CYHET BO3MCUICHUA BpE€aa, IPUIMHCHHOI'O )KM3HU MAllMCHTA, Yy4aCTBOBABLICTO
B KIIMHUYCCKOM MCCJICIOBAHUU JICKAPCTBCHHOI'O IIpLCIiapaTta, paCupeaCIsiCTCa MEXITY BLIFOIIOHpPIO6peTaTeJI$IMH
IPONMOPHIHNOHATIBHO UX KOJIUYECTBY B PAaBHBIX JOJIAX.

11. IIpu HaACTYIUIEHMM CTPaxOBOIO Cilyyas MallMeHT, YYaCTBOBABIIMU B KIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOTO TIpemnapaTta, BBITOJONPHOOpETaTeNh BIpaBe NPEABSIBUTh HEMOCPEIACTBEHHO CTPAXOBIIHKY
TpeOOBaHHE O BO3MEIICHWH NPUYMHEHHOTO Bpenaa. CTpaxoBasi BHIIIATA OCYIIECTBISAETCS CTPAXOBIIUKOM B
TE€YCHHE TPUALATH THEH CO IHS TPEICTaBIEHUS HEOOXOIMMBIX IOKyMEHTOB. llanmeHT, yyacTBOBaBIIMIl B
KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Tperapara, WM BBIFOJONpUOOpeTaTeNb 00si3aH COOOIIHUTH
CTPaxOBIIUKY JUIsl OCYIIECTBICHUS CTPaXOBOW BBIIUIATHI WHIAMBUAYAIbHBIH WICHTU(OUKAIMOHHBIA KO
MalUeHTa, YCTAHOBJICHHBIA CTpaxoBaTelieM B COOTBETCTBUU C TUMOBLIMU MpaBuiiaMy 00s3aTeIbHOTO
CTpaxOBaHUsl.

12. Jlo mosHOTO OnpesieNieHus pa3Mepa Mo IeXkKallero BO3MEIICHHIO Bpea CTPaxoBIIMK 110 3asBICHUIO
MAIMeHTa, Y4aCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUM JIEKApCTBEHHOI'O Tpernapara, WM 3asBICHUIO
BBITOJIONPUOOpETATENS BIPABE OCYIIECTBHUTH YacTh CTPAXOBOW BHIIIATHI, COOTBETCTBYIONIYIO (DaKTHUECKH
ONPEeICICHHOM YacTh MPUYUHEHHOTO Bpea.

13. CrpaxoBast BBIIIaTa B COOTBETCTBUH C JOTOBOPOM O0S3aTEIBHOTO CTPAaXOBAHUS OCYIIECTBIISAETCS
HE3aBHCHMO OT BBITUIAT, MPUYUATAIOIINXCS 110 IPYTHUM BHIaM CTPaxXOBaHMUSL.

14. He nomyckaercs ydacTue MAlMeHTa B MPOBEACHNN KIMHHYECKOTO WCCIIEOBAHUS JIEKAPCTBEHHOTO
Iperapara Mmpu OTCYTCTBHH JOTOBOpPa 0053aTEIHHOTO CTPaXOBaHMSL.

15. KoHTpois 3a UCHOJHEHHWEM OpraHu3alued, IOMYyYMBIIEH pAa3pelICHUE Ha OPraHU3aLUI0
MPOBEACHUSI KIMHUYECKOTO HCCIIENIOBAaHUs JIGKAPCTBEHHOIO TMpemapara Ajis MEIULIUHCKOrO MPUMEHEHHUS,
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YCTaHOBJIICHHOW HACTOSIIEH CTaTbeld OOS3aHHOCTH TIO 00S3aTeTbHOMY CTPAaXOBaHUIO MKH3HHU, 370POBbHA
MalUeHTa, y4acTBYIOMIEro (y4acTBOBABIIET0) B KIMHWYECKOM HCCIEIOBAHUH JIEKAPCTBEHHOTO IpemapaTta,
OCYILECTBIISIETCS] YIOJTHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCIOJIHUTENILHON BJIACTH, BBIAABIINM pa3pellieHue
Ha NPOBEACHUE KIMHUIECKUX UCCIIEIOBAHUH JICKAPCTBEHHBIX IIPENapaToB AJsl MEAULMHCKOTO IPUMEHEHHU .

I'APAHT: CM. KOMMeHTapum k cratbe 44 Hactosimero deneparbHOTO 3aKOHA

I'naBa 8. HpOPITiBOI[CTBO U MapKHUPOBKA JIEKAPCTBEHHLIX CPEIACTB

CrtaTtba 45. [Ipou3BOACTBO JIEKAPCTBEHHBIX CPEICTB

Huopmayusa 06 uzmenenusx: Yacme 1 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
®edeparbHbIM 3aKOHOM om 22 oOekabpsa 2014 2. N 429-@3 ¢ uacme 1 cmamvu 45 nacmosiezo
Dedepanvrozo 3aKoHa 8HeceHbl UsMeHnenuss, cmynarowue 8 cusny c 1 uioas 2015 .
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

1. |_|pOI/I3BO,D,CTBO JIEKAPCTBEHHbLIX CpPeaCTB IOOJKHO COOTBETCTBOBATH Tpe6OBaHI/I}IM npasun
HaJJIe)KAIeH TPOU3BOJCTBEHHON TMPAKTHKH, YTBEPXKICHHBIM YIIOJHOMOYCHHBIM ()eJepaIbHBIM OpPraHOM
UCTIONHUTENbHON BiacTu. OCOOCHHOCTH IEpexojia MPOM3BOJICTBA OTICILHBIX JICKAPCTBECHHBIX CPEICTB K UX
MPOU3BOJICTBY B COOTBETCTBMUM C TpPEOOBAHUSMHU TPABHJ HAJJICKAIICH MPOU3BOJCTBCHHON MPaKTUKU
ycranaBnuBatoTcsi [IpaButensctBoM Poccuiickoit @enepaiuu. Bbinmaua 3akilo4eHUH O COOTBETCTBUU
MIPOW3BOAUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMUSM TPaBWII HAJJICKAIICH MPOW3BOACTBEHHOW IMPAKTHUKH
OCYIIECTBIISETCS MO pe3yJbTaTaM WHCIEKTHPOBAHUS IMPOU3BOAMTEIICH JEKAPCTBEHHBIX CPEICTB B MOPALKE,
ycraHoBineHHoM [IpaButenscTtBoM Poccuiickoit ®enmepanmu. Pasmep nnaTbl 3a BbAady 3aKIIOUEHHS O
COOTBETCTBHH MTPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEIICTB TPEOOBAHUAM MIPaBUI HaIJISKAIIeH TPOU3BOICTBEHHOMN
MPaKTUKK ycTaHapnuBaetcs [IpaBurenbcTBoM Poccuiickoit denepanuu. [10psa0K opraHu3aiy U MPOBEACHUS
WHCIIEKTUPOBAHMS ITPOM3BOAUTENECH JEKapCTBEHHBIX CPEICTB HAa COOTBETCTBHE TPEOOBAaHUSM IPaBUI
HaJjIeKallel Ipou3BOCTBEHHOM npakTuku ycranapnuBaercs [IpaButensctBom Poccuiickoit @enepanun.

Hupopmayusn 06 usmenenusx: Cmamos 45 oonoanena uacmoio 1.1 ¢ 1 mapma 2026 2. - @edepasnbHbil
3aKkoH om 31 urons 2025 2. N 304-D3
Cwm. b6ydywiyto pedakyuro

Undopmauusa 06 uzmenenusx: Yacme 2 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbil 3aKoH om 31 uions
2025 2. N 304-D3
CmMm. bydywyro pedakyuro
®edeparbHbIM 3aKOHOM om 22 oOexabpa 2014 2. N 429-@3 6 uacme 2 cmamvu 45 nacmosuezo
Dedepanvrozo 3aKoHa 6HeceHbl UsMeHenuss, ecmynarowue 8 cuny c I uioas 2015 .
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

2. IlpousBoacTBO JeKapcTBeHHBIX cpeAcTB B  Poccuiickoit  ®enepauuu  OCYLIECTBISICTCS
MPOU3BOAUTEISIMU  JIEKAPCTBEHHBIX CPEACTB, MMEIOUIMMHU JIMUEH3UI0O HAa TMPOU3BOJACTBO JIEKAPCTBEHHBIX
cpeactB. Ilonreepk/ieHHEe COOTBETCTBUS JUIEH3MATa MpaBWIaM HaJJeXallell MpOU3BOJCTBEHHON MPAaKTUKU
OCYILECTBIISIETCA B PaMKaX JMUEH3MOHHOTO KOHTPOJS B COOTBETCTBHMU C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu ¢ y4eTOM 0COOCHHOCTEH, yKa3aHHBIX B YACTN 1 HacTOsIIEH CTaThu.

Hupopmayus 06 usmenenusix:  Yacmo 2.1 uzmenena ¢ 30 sausaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2.1. Jna ueneidl IWICH3WPOBAHUS IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
NPUMCHCHUA W HWHCHCKTUPOBAHUA Cy6’LeKTOB 06paHIeHI/I$I JICKApCTBCHHBIX CpPE€ACTB Ha COOTBETCTBUEC
TpeOOBaHUSAM [PABUIT HAIJIEKAIIEH MPOU3BOICTBEHHON NPAKTHKH (enepanbHBId OpraH HCIOJHUTEIHHOU
BIIACTH, OCYIIECTBISIONINIA TOCYIAPCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX IMPENapaTroB I MEIUIITHCKOTO
MPUMEHEHUs, TpenocTaBiseT (QenepatbHOMy OpraHy HCIOIHUTENFHOW BJACTH, OCYIIECTBISIONIEMY
(hemepanbHBI TOCYIapPCTBEHHBIA JTUIIEH3UOHHBIH KOHTPOJb NEATENFHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB JUIS MEIULMHCKOTO MPUMEHEHHS, 10 €r0 3alpocy B paMKaxX MEKBEJIOMCTBEHHOT'O MH(POPMAIIMOHHOTO
B3aUMOJICHCTBUS B [OPSJKE, YCTAaHOBICHHOM (elepaibHBIM OpPraHOM HWCIOJHHUTEIBHOW  BIIACTH,
OCYIIECTBIISIOUIUM JTUIEH3UPOBAHUE MIPOU3BOACTBA JEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO IPUMEHEHHUS,
)41 (be}:lepa,HI)HI:IM Opranom HUCIIOJTHUTEILHON BJIaCTH, OCYHICCTBJIAIOIINUM TOCYJApCTBCHHYIO PCTrUCTpalrio
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JICKapCTBEHHBIX IPENapaToB Uil MEIWUIMHCKOTrO TNPHMEHEHHUs, CIEIYIOIUe CBEICHUS O JICKapCTBEHHBIX
cpencTBax (B TOM YHUCIIE B CITydae, €CJIH TaKhe CBEICHUS COCTABIIOT KOMMEPUYECKYIO TalfHy):

1) B oTHOMICHNH (hapMarleBTHIECKOW CYOCTaHITNH WM (PapMaleBTHUYCCKUX CYOCTAHIINMA, BXOISIINX B
COCTaB JIEKaPCTBEHHOTO Tpemnapara (3a HCKItoYeHHeM (apMaleBTHUECKUX CyOCTaHIWN, BKIIOYEHHBIX B
TOCYJJAPCTBEHHBIA pEecTp JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBUM cO CTartbel 34 HaACTOSIIEro
®denepabHOTO 3aKOHA):

a) HauMEeHOBaHKe (apMaleBTUUYECKON CyOCTaHIINM, €€ CTPYKTYpa, OOLie CBOWCTBA;

0) HaMMEHOBaHME U aAPEC MPOU3BOJUTEIS;

B) TEXHOJIOTHS TIPOM3BOJCTBA C ONMUCAHWUEM CTaIuil MPOM3BOJACTBA M METOJOB KOHTPOJS Ha BCEX
CTaJMsIX POU3BOJICTBA,

T') OIIMCcaHue pa3pabdoTKH Mpolecca MPOU3BOICTBA;

1) OTIMCaHNe KOHTPOJISI KPUTHYECKHUX CTaINi MIPOU3BOJICTBA U MPOMEKYTOYHON MPOIYKIINH;

€) TOKYMEHTaJIbHOE MOATBEPKIACHNE (BaMAANN) TPOIECCOB U (WIJIN) UX OLIEHKA;

’K) CBOMCTBA M CTPYKTYpa JACUCTBYIONINX BEIIECTB;

3) XapaKTepHUCTHKA IIPUMECEH;

1) crienuuKanus Ha (papMareBTHIECKyr0 CyOCTaHIINIO U €e 000CHOBAHHE;

K) AaHaTUTHYECKHE METOJUKH, HCIOJb3yeMble TMPH  OCYIIECTBICHWHM KOHTPOJNS KadecTBa
(hapmaneBTHYECKON CyOCTaHIINY;

J) JNOKyMEHTaJbHOE MOATBEPKACHHE (BalIuWAaLus) aHAIMTHYECKHX METOIUK, HCIOJIb3YEMBIX IIPH
OCYILIECTBIICHUU KOHTPOJISI KayecTBa (papMaleBTHUECKON cyOCTaHIIUM;

M) pe3yJbTaThl aHANN3a CepHid (hapMalleBTUIECKON CyOCTaHIINY;

H) MepeyYeHb CTaHIApTHBIX OOpa3loB WIIM BEIECTB, WCHOJIB3YEMBIX MPH OCYIICCTBICHHU KOHTPOJS
Ka4yecTBa;

0) ONUCaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAIOB H YKYIIOPOYHBIX CPEJICTB;

I1) JaHHBIE O CTAOMIHHOCTH (papMarieBTUYECKON CyOCTaHIINN;

P) CPOK TOJTHOCTH;

2) B OTHOIIEHWH (hapMalleBTUYECKUX CYOCTaHIMH, BXOMAIINX B COCTaB JIEKAPCTBEHHOTO Iperapara u
BKIIIOYCHHBIX B TOCYJAPCTBEHHBIH peecTp JICKApCTBEHHBIX CPEICTB B COOTBETCTBUU cO CTaTber 34
HacTosmiero dexeparbHOTO 3aKOHA!

a) HauMeHOBaHWe (papMaIeBTHUECKOHN CyOCTaHINH, €€ CTPYKTypa, OOIIHe CBOWCTBRA;

0) HAaMMEHOBaHME U aAPEC MPOU3BOIUTEIIS;

B) pe3yJIbTaThl aHAJIHM3a Cepuil (hapManeBTUIECKOH CyOCTaHIINN;

T') CPOK TOJHOCTH;

3) B OTHOILICHHH JIEKAPCTBEHHOTO MpenapaTa sl MEAULIUHCKOTO IPUMEHEHUS:

a) OTMCAaHNE W COCTAB JICKAPCTBEHHOT'O Mpernapara sl MeIUIIMHCKOTO IPUMEHEHUS,

0) onrcanue GapMarieBTHUECKOM pa3paboTku (000CHOBaHKE BEIOOpA COCTaBa, IEPBUYHON YIIAKOBKH);

B) TEXHOJIOTHSI MPOM3BOJCTBA C ONKWCAHMEM CTaJWii MPOHM3BOACTBA M METOJOB KOHTPOJS Ha BCEX
CTaJIMSIX MPOU3BOJICTBA,

T') OMMCaHNe KOHTPOJIS KPUTHIECKHUX CTAIMH MPOIecca MPON3BOACTBA U IIPOMEKYTOIHOU MTPOIYKIIHH;

1) HANMEHOBAaHWE W aJpec MecTa OCYIIECTBICHHS IPOM3BOJCTBA JIEKAPCTBEHHOTO Iperapara i
MEIUIIMHCKOTO TIpUMEHEeHWs (B Cllydae HaIW4YMsS HECKOJIBKMX YYaCTHHUKOB TIpoIecca MPOU3BOJCTBA
YKa3bIBaeTCS KOKABIN U3 HUX);

e) (hapMareBTH4ECKasi COBMECTUMOCTD;

) MUKPOOMOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepuanbHbIi OanaHC Ui IPOU3BOACTBA CEPUU TOTOBOTO MPOAYKTA;

1) OMHCAaHHUE XapaKTEPUCTHK U CBOMCTB yIIAaKOBOYHBIX MaTEPUANIOB U YKYIIOPOUHBIX CPEICTB;

K) TOKyMEHTaJIbHOE MOATBEpKIeHUE (BaJIHIaIis) IPOLIECCOB MTPOM3BOACTBA U (UJIM) UX OIICHKA;

7) TpeOOBaHMS K KAUYECTBY BCIIOMOTATEIIbHBIX BEIIECTB;

M) aHAINTHYECKHE METOAMKH, HCIONb3yeMble TPU  OCYNICCTBICHUM KOHTPOJS  KadecTBa
BCIIOMOTaTENbHBIX BEIIECTB;

H) JOKyMEHTaJbHOE MOJATBEPXKACHHE (BaNMUIAIVsl) aHATUTHYECKHX METOIHUK, HCIONB3YEMBIX MpH
OCYIIECTBICHUN KOHTPOJISI KAYeCTBA BCIIOMOTATENbHBIX BEIIECTB;

0) wuH(popMaruss 00 WCIIONBF30BAaHUM BCIIOMOTATENBHBIX BEMIECTB YEJIOBEYECKOTO H JKHBOTHOTO
IIPOUCX 0K ICHUS;

1) nHpOpMaLKs 00 UCTIONF30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BELICCTB;

p) TpeOoBaHuUs K KauecTBY JEKapCTBEHHOTO MpemnapaTa JUisi MEJUIMHCKOTO MpUMeHeHus (cepTudukar,
cneun@uKanys Ha JeKapcTBEHHBIH MpenapaT U X 000CHOBaHHUE);

C) AaHaIWTHYECKHE METOJWKH, WCHOJb3yeMble NpPU  OCYIIECTBICHHM KOHTPOJIS  KauecTBa
JIEKapCTBEHHOTO Mpemnapara sl MeTUIIMHCKOTO PUMEHEHHS,;
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T) JOKyMEHTAJIbHOC MOJATBEPXKICHNE (BalWAAIMs) AHATMTHYCCKUX METOAUK, HCIOJIB3yEeMbIX MHpPHU
OCYIIECTBJICHUH KOHTPOJISI KA4eCTBa JICKAPCTBEHHOT'O Mperapara /yisi MEUIIMHCKOTO IPUMEHCHHUS,

y) pe3yJbTaThl aHAJIM30B CEPUil JIEKAPCTBEHHOTO Mpernapara Uisi MeJUIHHCKOTO TIPUMEHEHHS;

() XxapakTeprucTHKa IMPUMECEIi;

X) MepeveHb CTaHAAPTHBIX OOpa3lloB, HCMOJB3yEMbIX MHPH OCYIICCTBICHHH KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO TpenapaTa Ul MEIUIUHCKOTO IPHMEHEHUS,

1) JaHHbIE O CTAOMIIBHOCTH JICKAPCTBEHHOT'O ITpenapara Jyisi MEIUIIMHCKOTO TPUMEHEHHUS.

3. Ilpom3BOICTBO JICKAPCTBEHHBIX CPEIACTB OCYLIECTBISICTCS C COOJIOJCHUEM TpeOOBaHUIA
MPOMBIIIICHHOTO pPEerjaMeHTa, KOTOPBI yTBEPKIAeTCS PYKOBOIMTENEM IPOU3BOIAMTENS JIEKapCTBEHHBIX
CPeICTB ¥ BKIIOYAaeT B ce0s TepedeHb HCMONb3yeMbIX (DapMaleBTUyYeckux cybcrtaHumm u
BCMOMOraTellbHbIX BELIECTB ¢ yKa3aHHEM KOJMYECTBa KaXIOro M3 HHX, HaHHbIE 00 HCIOIb3yeMOM
000pyI0BaHKH, OMHMCAHUE TEXHOJOTMYECKOTO MPOIecca U METOMOB KOHTPOJIS HAa BCEX dTamax MpPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB.

Hupopmayus 06 uzmenenusix: Yacmo 4 usmenena c¢ 4 ascycma 2023 2. - @edeparsibHbIl 3aKOH om 24
urons 2023 2. N 341-D3
Cwm. npedbidywyto pedakyuro

4. Ilpu TpOM3BOACTBE JIEKAPCTBEHHBIX MPEMapaToB JUISI METUIIMHCKOTO MPHUMEHEHHUS HCIOIb3YIOTCA
(hapmarieBTHYECKE CYOCTaHIIMH, CBEACHHS O KOTOPBIX COAepXarcs B [OCYAApPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB ISl MEAUIMHCKOTO NMPHUMEHEHUS U (WiIM) €OUHOM PEECTpe 3aperucTPUpPOBAHHBIX
JIEKapCTBEHHBIX CpeACcTB EBpa3uiicKoro 3KOHOMHYECKOTO COI03a, 3a MCKIOYEHHEM (hapMaleBTUYEeCKUX
cyOcTaHIIMH, MPOM3BOAMMBIX AJSl IPOBENCHMS KIMHMYECKHX HCClIeNOBaHMM M (wnn) anst skcnopta. llpu
MIPOM3BOJCTBE JICKAPCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO NMPUMEHEHUS! UCHONB3YIOTCS (apManeBTHUECKHE
cyOCcTaHIIMU, CBEIEHHsSI O KOTOPBIX COJAEPXKATCsi B TOCYJapPCTBEHHOM PEECTpE JIEKAPCTBEHHBIX CPEICTB VIS
BETEPUHAPHOTO MPUMEHEHUSs, U (MIIM) TOCYyIapCTBEHHOM PEECTpe JIEKapCTBEHHBIX CPENCTB AJISI MEAULIUHCKOTO
NpUMEHEHUs, U (MIM) €IUHOM peecTpe 3aperHCTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBEHHBIX IpENapaToB
EBpasuiickoro »KOHOMHUYECKOTo cor03a, W (WJHM) €AWHOM PEecTpe 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB EBpasuiickoro 3KOHOMHYECKOTO COI03a, 3a HCKIIOYCHHWEM (apMaleBTHYECKHX CyOCTaHIui,
MPOU3BOAMMBIX I MpPOBEIACHHA KIWHUYECKUX HcciaenoBaHuii u (wim) ans oskcrnopra. K mporeccy
MPOM3BOJCTBAa (DapManeBTUICCKON CyOCTaHIIMM OTHOCSTCS JIOObIe CTaJWU TEXHOJOTHYECKOTO Ipoliecca,
MTO3BOJISAIONIUE TTOYYIUTh TOTOBBIM MPOAYKT, COOTBETCTBYIOMINN TpeOOBaHUAM (apMaKONeHOH CTaTbi, B TOM
yrcie pepMeHTaIys], SKCTPAKIINS, OYUCTKA, BBIACICHNUE, IEPEKPUCTAIIN3aLUs, BbICYIINBAaHUE, U3MeNbUeHre. B
cilyyae HEOOXOIMMOCTH HCIOJIb30BaHMS 3THJIOBOIO CHHPTA, B TOM 4Hcie (apMaleBTHUECKOH CyOCTaHIUH
CIMPTa 3TWIOBOTO (3TAaHOJA), IPU NMPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB B KauecTBE JCHCTBYIOMIETO U (M)
BCIIOMOTATEIbHOIO BEIIECTBA, & TAKXKE B MHBIX TEXHOJOIMYECKHUX LIENAX NOJDKHA OBITh MCIIOJIB30BaHA TOJIBKO
(apmarneBTHUecKas cyOCTaHIUS CIIUPTa STUIIOBOTO (3TAHOM).

Hnpopmayus 06 uzmenenuax: DeodeparibHbIM 3aKOHOM om 14 oexabps 2015 2. N 374-D3 uyacmo 4.1
cmamou 45 nacmosiueco PedepanbHo2o 3aKOHA UZL0NCEHA 8 HOBOU PeOaKyuu
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

4.1. lNepeyeHb ekapCcTBEHHBIX MPEnapaToB i MEAUIMHCKOTO PUMEHEHHSI, B OTHOIIIEHHH KOTOPBIX
yCTaHABIUBAIOTCA TPEOOBAHUA K 00beMy Taphl, yMaKOBKE M KOMIUICKTHOCTH, TEPEUCHb JEKAPCTBEHHBIX
MperapaToB JJisi BETECPUHAPHOTO NPUMEHEHHUS, B OTHOIIEHWH KOTOPBHIX YCTAaHABJIMBAIOTCS TPEOOBAaHUS K
00BEMY Taphbl, a TAKXKE TPEOOBAaHUS K 00bEMY Taphl, YIIAKOBKE U KOMIUICKTHOCTH JICKAPCTBEHHBIX MPEIapaToB
JUIS  MEAWIMHCKOTO TpUMeHeHws, TpeboBaHMs & o00BeMy Tapsl JICKAPCTBEHHBIX  MPEMaparoB
JUISE BETCPUHAPHOTO MPUMEHEHHS ONPEACISIOTCS COOTBETCTBYIOUIMMH YIIOJHOMOYCHHBIMY (eAepabHBIMU
OpraHamu UCIOJIHUTENIBHOM BiIacTu B NopAaKe, yctaHoBiaeHHOM [IpaButenscTtBoM Poccuiickoit @enepanumu.

Hupopmayus 06 usmenenusix:  Qacmo 4.2 usmenena c 29 oexabps 2020 2. - @edeparsibHbIl 3aKOH om 27
oexabps 2019 2. N 481-D3
Cwm. npedbidywyto pedakyuro

4.2. OpraHu3anuu, OCYIIECTBISIONINE IPOU3BOACTBO (hapMaleBTHUECKON CyOCTaHIIMHM CIUpTa
STHIOBOTO (3TaHONA) JUIS TPOM3BOJACTBA CIUPTOCOJEPXKANIMX JICKAPCTBCHHBIX —IPENapaToB, OOS3aHbI
OCYIIECTBJIATh YUET B HOPSAKE, YCTAaHOBICHHOM CTaTbsMU 8 u 14 denepansHoro 3akoHa ot 22 HostOps 1995
roma N 171-®3 "O rocymapCTBEHHOM perylMpOBaHUM MPOM3BOJACTBA W 000pOTa STHUIOBOTO CIHPTA,
QJIKOTOJILHON M CIHPTOCOACPIKAIIEH MPOAYKIUM U 00 OrpaHUYCHHUH TOTpPeONeHUs (PAcIUTHS) aTKOTOJIBHOM
npoaykiuu". TIpou3BOACTBO (papManeBTHUSCKONH CYOCTaHIMU CIOHPTa 3THIOBOTO (JTAHONA) JOIMyCKAeTCs
TOJIBKO OpraHU3aluei, OCYIIECTRISAIONICH MPOU3BOICTBO PEKTH(GUKOBAHHOTO ITUIIOBOIO CITUPTA U3 MHIIEBOTO
CBIPbS Ha OCHOBAaHWH JIMIICH3UH Ha MPOM3BOACTBO 3THIIOBOTO CIIMPTa Ui MPOHM3BOACTBA (hapMaleBTUYECKOM
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CyOCTaHIIMK CITUPTa STHIOBOTO (3TAHOJIA) B COOTBETCTBUH ¢ TpeboBanmsmu PepepanbHOro 3akoHa or 22
HOs10pst 1995 roma N 171-®3 "O rocymapCTBEHHOM pPETYIMPOBAHWN TPOU3BOJICTBA U 00OpOTA ITHUIOBOTO
CIIUPTA, AJIKOTOJPHOW M CIIMPTOCOICPKAIIeH MpOAyKIMH W 00 OTpaHWYCHUH NOTpeOJIeHHus (pacIHTHS)
AJKOTOJNIBHOW  HpOAyKUMHU'", METOAOM pa3BEIEHUS BOAOW OUMLIEHHOW TaKOro STWJIOBOIO CIUPTA,
MMPOM3BENIEHHOTO JaHHOM OpraHu3aieil 10 MeCTy OCYIIECTBISHHs IPOU3BOJACTBA (PapMarleBTHUECKON
CyOCTaHIINM CIIPTA STHUIOBOTO (3TAHOIA).

Hupopmayusn 06 usmenenusx: Cmamos 45 oononnena uacmoio 4.3 ¢ 1 aneaps 2018 2. - ®edepasnbHbil
3aKoH om 29 uiona 2017 2. N 278-D3

4.3. VaguBunyanbHble NpeIIpUHUMATENH U IOPUIMYECKHE JIMIA, OCYIIECTBIIOIINE 3aKyNKy H
HCTONb30BaHue (papMaleBTHUYECKON CyOCTaHIMM CHHpPTa 3TWIOBOTO (3TAaHOJA), a TaKKe IPOU3BOICTBO,
H3rOTOBJICHUE U (MIK) 000pPOT (32 UCKIIIOYEHUEM PO3HUYHOM MPOAAXH) CIHMPTOCOAEPKAIIMX JIEKaPCTBEHHBIX
npenaparoB, 00s3aHbl OCYIICCTBIATh UX YYET U JCKIapUpPOBAaHKE B TIOPSAKE, YCTAHOBICHHOM CTATbAMU 8 u
14 ®epepanpHoro 3akona ot 22 HosOps 1995 roma N 171-®3 "O rocyaapcTBEHHOM peryJIHPOBaHUH
MPOM3BOJACTBA U 000pOTa ATUIOBOTO CIHUPTA, AaJKOTOJIBHOW W CIUPTOCOJEpXalled MNPOAYKUUH H 00
OTpaHMYCHHUHU MOTPeOICHUS (PACTTUTHSI) aJIKOTOIBHON MPOIYKIHK".

Hnupopmayus 06 usmenenusix:  Cmamovs 45 oononnena uacmoio 4.4 ¢ 13 aseycma 2019 2. - @edeparibHbll
3aKoH om 2 aeeycma 2019 2. N 297-D3

4.4. Tlpu npou3BOJCTBE JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOIO MPUMEHEHMS JOIMyCKaeTcs
UCTIOJIb30BAHME TPOU3BEACHHBIX JUISI peanu3ainuu  (apMaleBTHUECKUX CyOCTaHIUM, BKIIOYEHHBIX B
rOCYJapCTBEHHBIH  peecTp  JIEKApCTBEHHBIX  CPEJACTB  YIMOJHOMOYEHHBIM  (eiepalbHBIM  OpraHOM
HCIIOJIHUTENBHOM BJIACTH, OCYIIECTBISIOIIUM BEJAEHUE IOCYJApPCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEICTB
JUIsl METULIMHCKOTO MPUMEHEHHS.

5. 3anpemaercsi IPOU3BOACTBO:

Hupopmayus 06 usmenenusix:  Ilynkm 1 usmenen ¢ 4 aseycma 2023 2. - @edeparibHbIl 3aKOH om 24 uions
2023 2. N 341-@3
Cwm. npedbidywyro pedakyuro

1) ;mexkapCTBEHHBIX CpEACTB, CBEIEHHS O KOTOPBIX HE CO/Aep)Karcs B FOCYAapPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJCTB U METUIIMHCKOTO TIPUMEHEHHS, U (MJIH) TOCYAAPCTBEHHOM peecTpe JIEKapCTBEHHBIX
CPEICTB IJII BETEPHHAPHOTO NMPUMEHEHWs, W (WJIM) €IHWHOM PEecTpe 3aperruCcTPHUPOBAHHBIX JIEKaPCTBEHHBIX
cpenctB EBpazuiickoro SKOHOMHYECKOTO CO¥03a, U (WIIN) €IMHOM PEECTPE 3aperuCTPUPOBAHHBIX BETEPUHAPHBIX
JIEKapCTBEHHBIX IIpenapartoB EBpasuiickoro 3KOHOMHYECKOTO COI033, 3a HCKIIOUYEHUEM JIEKAPCTBEHHBIX
CPEICTB, IPOU3BOAUMBIX Ul POBEACHUS KIMHUUECKUX UCCIEOBAHNHN WM TS KCIIOPTA;

2) hanbCUULMPOBAHHbIX NIEKAPCTBEHHbIX CPeaCTB;

3) leKapCTBEHHBIX CPEICTB 0O€3 JUIEH3UHU Ha MMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

Hngopmayus 06 usmenenusx:  Ilynkm 4 usmenen ¢ 1 mapma 2026 2. - @edeparbHbil 3aKOH om 31 uionst
2025 2. N 304-D3
Cwm. 6ydywyto pedakyuro

4) nexapCTBEHHBIX CPEJCTB C HapyIIEHWEM MPaBUI OpraHru3aluy MPOU3BOACTBA U KOHTPOJIS KauecTBa
JICKaAPCTBCHHLIX CPCIICTB,
5) yrparui cuity ¢ 29 nexabps 2020 r. - DegeparnbHbli 3akoH ot 27 aekabps 2019 r. N 481-03

HUuopmayus 06 uzmenenusx: CM. npeodbioyuwyro pedakyuro
Yacmo 5 oononnena nynkmom 5.1 ¢ 1 mapma 2026 2. - @edeparsibHbil 3aKoH om 31 uions 2025 2. N 304-D3
Cwm. 6ydywyto pedakyuro

Hupopmayus 06 usmenenusx:  I[lynkm 6 uzmenen ¢ 1 mapma 2026 2. - @edeparibHbil 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakuyuro
Cmamws 45 donoanena nynkmom 6 ¢ 29 oexabps 2020 2. - ®edeparibHbIl 3aKoH om 27 oexkabps 2019 2. N
481-D3

6) crnupTOCOACPKAIIUX JIEKAPCTBEHHBIX IIPEMapaToB IO MECTY OCYIIECTBJICHHS IPOM3BOJICTBA
(hapmaneBTHYECKONH CyOCTaHIIMKM CHOUpPTAa OTHIOBOTO (3TaHona) ¥ (WJIM) IO MECTy OCYIIECTBICHHUS
MIPOM3BOJICTBA STHIIOBOTO CITUPTA;

Hupopmayusn 06 usmenenusx:  Cmamos 45 donoanena nynkmom 7 ¢ 29 dexabps 2020 2. - @edeparibHbil
3aKoH om 27 dexabps 2019 2. N 481-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

7) bapmaineBTHUECKOW CYOCTaHIIMM CIUPTa 3TWIOBOTO (dTaHoNa) W (WJIHM) CIMPTOCOASPIKAIIUX
JICKapCTBEHHBIX IPENapaToB Ha OCHOBHOM TEXHOJIOTUYECKOM O0OpYJIOBaHWH JUIS MPOU3BOJICTBA STHIOBOTO
cnupra, ykazaaHoM B NyHKTe 1.1 ctaten 14.1 denepanbHoro 3akona ot 22 HosOps 1995 roga N 171-d3 "O
TOCY/IapCTBEHHOM PETYJIMPOBAaHHM MPOW3BOJACTBA M 000OpPOTa ASTWIOBOTO CHHPTA, AaJIKOTOJBHOM W
CTIMPTOCOAEpIKAIEeH IPOAYKINHU U 00 OTrpaHUYCHHH MOTPEOICHUS (PaCITUTHS) ATKOTOJIBHOM MPOIYKINH'".

Huopmayusa 06 uzmenenusx: Yacme 6 usmenena ¢ 1 mapma 2026 2. - ®edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakyuro
®edeparbHbIM 3aKOHOM om 22 oOekxabpsa 2014 2. N 429-@3 ¢ uacme 6 cmamvu 45 nacmosiuezo
Dedepanvrozo 3aKoHa 8HeceHbl UsMeHenuss, ecmynarowue 8 cuny c I uioas 2015 .
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

6. [1pu BBOIE IEKAPCTBEHHBIX CPEJICTB B IPAXKIAHCKHN 000POT YHOIHOMOYEHHOE JIMIIO MPOU3BOAMUTEIS
JIEKapCTBEHHBIX CPEJCTB OCYIIECTBIISIET OATBEPKACHIE COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHUSM,
YCTaHOBJICHHBIM IIPH HUX TOCYJAapCTBEHHOM PErUCTPAallMHd, U TApaHTUPYET, YTO JIEKAPCTBEHHBIE CPENCTBA
NPOM3BENICHBI B COOTBETCTBHHU C TPEOOBAaHMSIMU MPABWIT HAAJISKAIIEH MPOU3BOJCTBEHHON MPAKTHUKH.

Hupopmayus 06 usmenenusx: Cmamos 45 oononnena uacmoio 6.1 ¢ 1 mapma 2026 2. - @edepasibHbll
3aKkoH om 31 urons 2025 2. N 304-D3
Cm. 6ydywyro pedakyuro

Hngopmayus 06 usmenenusx: Yacmo 7 usmenena ¢ 13 aseyema 2019 2. - @edepasibHbil 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidywyro pedakyuro

7. YNONMHOMOYEHHbIM FNLIOM TPOU3BOAUTENS JIEKAPCTBCHHBIX CPEICTB SBISCTCSA €ro pabOTHUK,
aTTEeCTOBAHHbIA B YCTAHOBJICHHOM YITOJHOMOYEHHBIM (he/IepalbHBIM OPraHOM WCIOJHUTENBHON BIIACTH
MOPSZIKE U MMEIONIMIA CTak pabOThl HE MEHEEe YeM IATh JIET B 00JacTH MPOM3BOJACTBA U (WJIM) KOHTPOJIS
KadecTBa JIEKAPCTBEHHBIX CPEJCTB, BBICIIEE OOPa30BaHHWE COOTBETCTBEHHO IO OAHON M3 CHENHMaIbHOCTEH H
(wmm)  omHOMYy W3  HampaBiICHWUH  TOIATOTOBKH: ouoorus, OMOTEXHOJIOTHSA,  BETECPUHAPHS,
BETEpPUHAPHO-CAHUTAPHAS DKCIIEPTH3a, KITMHIYECKas MEANIINHA, paAHalllOHHAs, XUMAYeCcKas 1 OMOJIOTHIecKas
3amuTa, (hapmanus, GyHIaMeHTaTbHAS MEAUINHA, XUMIYECKask TEXHOJIOTHUS, XML,

Huopmayusa 06 uzmenenusx: Yacme 8 usmenena c 1 aneaps 2018 2. - ®edeparibHbIlU 3aKOH om 29 uions
2017 2. N 278-D3
Cwm. npedbidywyto pedakyuro

8. IlpomsBomuTenn JIEKAPCTBEHHBIX CPEACTB (3a HCKIIOYeHHeM (apMameBTUYeCKOH CyOCTaHIIUU
CIHUpTa STHIIOBOTO (3TAaHOJA) MOTYT OCYIIECTBISATH MPOJAXKY JIEKAPCTBEHHBIX CPENCTB WM TiepelaBaTh UX B
YCTaHOBJICHHOM 3aKOHOAATeNnbCcTBOM Poccuiickoil denepanuu nopsake:

1) ApyruM mpou3BOIUTEISM JIEKAPCTBEHHBIX CPEJICTB s POU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;

2) opraHM3anysIM ONITOBOW TOPTOBIH JCKAPCTBEHHBIMHU CPEACTBAMU;

3) anTeuHbIM OpraHu3alusIM, BETEPUHAPHbLIM anTeyHbIM OpraHuM3aunsM, WHIUBHIYATbHBIM
MPEIIPUHAMATEIISIM, WMCIOIIMM JIMIECH3UI0 Ha (hapMaleBTUYECKYIO JICSITEIbHOCTh WM JIMICH3MIO Ha
MEJUITUHCKYIO JESTEIBHOCTS;

Hupopmayus 06 usmenenusix: Ilynkm 4 usmenen ¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

4) HayIHBIM OpTaHU3AIUSIM JIJIs1 HAYYHO-UCCIIEI0BATEIHLCKON pabOTHI;
5) MEIUIIMHCKUM OpTraHU3aIMsIM U BETEPUHAPHBIM OpraHU3aIHsIM;

HUnupopmayus 06 usmenenusix: Ilynkm 6 uzmenen c¢ 13 aseycma 2019 2. - ®edeparsibHbIl 3aKOH om 2
ascycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

6) opraHM3anMsM W HMHIUBUAYIBHBIM TNPEANPUHUMATENSIM, OCYIIECTBISIONINM pa3BeleHHeE,
BBIPAIBAaHNUE U COACPIKAHNE KUBOTHBIX (32 UCKIIOYEHHEM MPOJAXKHA UM (papMaleBTHUECKUX CyOCTaHIIUHN WiH
VX TIepeiavn);

Hupopmayus 06 usmenenusix: Hacmo 8 donoanena nynkmom 7 ¢ 1 cenmsabps 2023 2. - @edepasibHbll
3aKoH om 4 ageycma 2023 2. N 428-D3

I'APAHT: HopmaruBHbIe NpaBOBBIE aKThl, COJEpIKalIHe O0s3aTeNbHbIe TPEOOBAaHUS W MPUHUMAEMBIC B
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

LEIIX PeaJM3alyy IOJIOKEHUN ITYHKTa 7 dactu 8 crarbu 45 (B pemaxkuuu PepgeparibHOro 3akoHa or 4
asrycra 2023 r. N 428-®3), BCTynatT B CUSlY B YCTAaHOBJIIEHHBLIE JaHHBIMA HOPMATHBHBIMH IIPABOBLIMH
aKTaMH CPOKH, HO HE paHee 4eM IO MCTCUCHWW TPHUAIATH THEH IMOCie THS O(QHUITHATHFHOTO OITyOINKOBAHH
COOTBETCTBYIOIIIETO HOPMATHBHOTO IPABOBOTO aKTa

7) HUCIBITATCIIbHBIM na6opaT0pH;1M (HeHTpaM), MMIPOBOJANIINM UCIIBITAHUSA B obactu KOHTPOJIA Ka4YeCTBa
JICKAPCTBCHHBIX CPCACTB, AKKPECAUTOBAHHBIM B COOTBCTCTBHUU C 3aKOHOAATCIILCTBOM Poccuiickoi (De;[epaum/l
00 AKKpEAUTalun B HaLIHOHaHLHOﬁ CHUCTCMC aKKpCAUTaAlUU.

Hupopmavyus 06 usmenenusx: Hacmo 9 usmenena ¢ 1 cenmsabpa 2023 2. - @edepasibHbll 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

I'APAHT: HopmaTuBHBIE NpaBOBBIE aKTHI, COACSPXKAIKME OOs3aTelbHbIe TPeOOBaHMUS W IIPUHUMAEMBIC B
LEJIX peaIM3aluy IOoJ0XKeHni yacti 9 crateu 45 (B pepaknuu PegepanbHOro 3akoHa or 4 asrycra
2023 r. N 428-®3), BCTynatT B CUIY B YCTAHOBJIIEHHBIE JAHHBIMA HOPMATHBHBIMHU IIPABOBBIMU aKTaAMH
CPOKH, HO HE paHee YeM [0 HCTCUCHHH TPHUALUATH JHEH Tocie IHA O(PHUIMAIHHOTO OIyOIMKOBAHUS
COOTBETCTBYIOIIETO HOPMAaTUBHOTO ITPABOBOTO aKTa

9. IlpousBoamrenu (apmaleBTUYECKOW CYOCTaHIIMM CIHPTa STHWIOBOrO (3TaHONA) OOsI3aHbBI
OCYIICCTBJIATh peanu3anuio (mepejadyy B YCTAaHOBJICHHOM 3aKOHOJATEeNbCTBOM Poccuiickort ®Denepanuun
nopsiike) (apMaleBTHUESCKON CYOCTaHIIMU CHHMpTa 3TUIOBOTO (3TAHOJA) MPOU3BOJUTEISM JICKAPCTBEHHBIX
CPEICTB JUJIsi TPOM3BOJCTBA JICKAPCTBEHHBIX CPEJICTB, IPOU3BOAUTENSM (M3TOTOBUTEISAM) MEIUITMHCKIX
U3JICNIUIN JUIS IPOU3BOJICTBA M M3TOTOBIICHUS MEIUIIMHCKUX U3ACTHI B EMKOCTIX 00beMOM He Oojiee 1 muTpa u
(un) He Menee 1000 TuUTpPOB, a OpraHU3aNUsIM, YKa3aHHBIM B MYHKTax 3 - 5 u 7 YacTu 8 HacTrosiel cTaTbu, B
Tape o0beMoM He Oosee 1 muTpa.

Hupopmayus 06 usmenenusx:  Cmamos 45 donoanena wacmoio 10 ¢ 29 oexabps 2020 2. - @edepasibHbll
3aKoH om 27 dexabps 2019 2. N 481-D3

10. Peanuzanus (mepexada B yCTaHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit deaeparuu mopsike)
(hapMmarieBTHIeCKOi CyOCTaHIIMM CHHpPTAa OSTHJIOBOrO (ITAHONA) OPTaHW3AIUSAIM ONTOBOW  TOPTOBIH
JICKapCTBEHHBIMH CPEJICTBAMH HE JIOMTyCKACTCSL.

Hupopmayus 06 usmenenusx:  Cmamos 45 donoanena yacmoio 11 ¢ 29 dexabps 2020 2. - @edeparbHbil
3aKoH om 27 dexaobps 2019 . N 481-D3

11. IlepeBo3ku (hapMmareBTHIECKON CyOCTaHIIMKM CIIHPTA STHIOBOTO (dTaHOJA) OCYIIECTBIIIOTCS C
coOmoenneM TpeboBaHui, yCTaHOBIEHHBIX ab3aLem 4YeTBepTbiM NyHkTa 3 cTatbh 9 demepanbHOrO
3akoHa OT 22 HOs0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM pETyJIHPOBaHWHW MPOU3BOACTBA M 000pOTa
STHIIOBOTO CITUPTa, AaKOTOJBHON W CHUPTOCOAEpKAIlell MPOAYKIMH W 00 OrpaHWYCHHH MOTpeOICHUS
(pactuTHs) aIKOTOJIHHON MPOITYKITUH'".

T'APAHT: CM. KOMMeHTapuu k cratbe 45 HacTosmero denepaaTbHOTO 3aKOHA

Cratbs 46. MapkupoBKa JIeKapCTBEHHBIX CPE/ICTB

T'APAHT: CMm. [lonoxeHne o 1poBeNeHWH DKCIEPUMEHTA [0 MAapKUPOBKE  KOHTPOJBHBIMHU
(nmeHTH(GUKAITMOHHBIMI) 3HAKaMH W MOHHUTOPHHTY 3a OOOpPOTOM OTIENBHBIX BHJOB JIEKAPCTBEHHBIX
MpernapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHUSI, YTBEPKJIeHHOe NocTaHoBneHnem IlpasurensctBa PO ot 24
staBapst 2017 r. N 62

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena c¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

1. .HeKapCTBeHHBIe npenaparbl, HNpomCANINEe TOCYAAPCTBCHHYIO PETUCTPpAlIlUIO B COOTBCTCTBUU C
Tpe6OBaHI/I$IMI/I HaCTOAIMICTO (Dez[epanbﬂoro 3daKOHa, 34 HUCKIYCHUCM JICKAPCTBCHHLIX MPCHapaToB,
HU3TOTOBJICHHBIX allTCYHBIMU OpraHu3anusimMu, BCTCPUHAPHBIMU aIlITCYHBIMU OpraHuvsanusiamu,
WHAUBUAYAJIbHBIMU MPCANIPUHUMATCIIEIMA, HUMCHOIIMMU JIMICH3UIO Ha q)apMaLIGBTI/I‘-IeCKyIO ACATCIBbHOCTD,
JAOJDKHBI ITOCTYIIATh B O6paIlICHI/I€, CCJIn:

HUndopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 6 nyuxkm 1

yacmu 1 cmamou 46 Hacmosueco PedepanibHo20 3aKOHA 6HECeHbl UsMeHeHus, 8cmyrnauue 8 cusy c 1
urons 2015 2.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU
Cm. mekcm riyHkma 8 rpeodbidyued pedakyuu

1) Ha UX MEPBUYHON YIAKOBKE (32 MCKIIIOUCHHEM MIEPBUYHOM YIAKOBKH JIGKAPCTBEHHBIX PACTUTEIIBHBIX
IIPerapaToB) XOPOIIO YUTAEMBIM MIPUPTOM HA PYCCKOM SI3BIKE YyKa3aHbl HAaWMEHOBaHWE JIEKApCTBEHHOTO
mperapara (MeXxayHapoaHOe HernaTeHTOBaHHOE, Wil TPYNIHPOBOYHOE, WIIH XHMUYECKOe, WIH TOProBOe
HaVMeHOBaHWe), HoMep CepHH, AaTa BHITycKa (s MMMYHOOHMOJIOTHYECKHX JIEKAPCTBEHHBIX IPEIapaToB),
CPOK TOJHOCTH, JO3WPOBKA WIIM KOHIIEHTpAIUs, 00beM, aKTUBHOCTh B €IWHUIIAX NEHCTBHUS WIH KOJIUYECTBO
HO3;

Hnpopmayus 06 uzmenenusx: DeodeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ nynkm 2
yacmu 1 cmamou 46 nacmoswezo Dedepanvioco 3aKoHA 6HeceHbl UzMeHeHus, 8cmyrnarouue 8 cumny c 1
urwona 2015 a.

Cm. mekcm riyHkma 8 rpeodbidyuiel pedakyuu

2) Ha UX BTOPHYHOH (MOTPEOUTENbCKOM) yAaKOBKE XOPOLIO YATAEMBIM LIPUPTOM Ha PYCCKOM SI3bIKE
yKa3aHbl ~HAaUMEHOBaHME JIEKAPCTBEHHOro  mpemnapara (MEKAyHApOAHOE  HEMAaTEHTOBAHHOE, WM
IPYNIIUPOBOYHOE, WM XHMHUYECKOE M TOPrOBOE HAMMEHOBaHMs), HAaMMEHOBAaHHE [POU3BOJUTEINS
JIGKapCTBEHHOTO Tpernapara, HOMEp CepuH, Jarta BbITycka (s MMMYHOOMONOrMYEeCckUx NekapcTBEHHbIX
rnpenapaTtoB), HOMEpP PErUCTPALIMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CIOCO0 MPUMEHEHUs, JO3UPOBKA
WIN KOHIIGHTpanusd, OO0beM, aKTHBHOCTh B €IWHHUIAX JEHCTBHUS JHOO KOJWYECTBO [I03 B YIaKOBKE,
JieKkapcTBeHHas popma, yCIOBHA OTITYCKA, YCIOBUS XpaHEHUs, PEAYNPEaUTEIbHbIC Ha ITUCH.

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexkabpa 2014 2. N 429-@3 ¢ uacmo 2
cmamvu 46 nacmoswezo PedepanbHo20 3aKOHA GHECEeHbL U3MeHenus, 8cmyrarowue 8 cusy c¢ 1 wons
2015 2.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

2. dapmaneBTHYEeCKHEe CYOCTAaHIIMHM [OJDKHBI TOCTYNaTh B OOpalleHre, eclii Ha WX MEepBUYHON
YIaKOBKE XOPOIIO YUTaeMbIM IIPHU(PTOM Ha PYCCKOM S3bIKE yKa3aHbl HaWMEHOBaHWE (papMarieBTHUECKOW
cyOcTanmny (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WM TPYIITUPOBOYHOE, WM XHMHYECKOE M TOProBOE
HauMEHOBaHWs), HaWMEHOBAaHWE MPOU3BOAUTENS (apMaIeBTHUECKOW CyOCTaHIIMH, HOMEp CEepuu u paara
HU3TOTOBJICHUSI, KOJMYECTBO B YMAKOBKE W EIMHULBI HW3MEPEHUS KOJIMYECTBA, CPOK TOAHOCTU M YCIIOBUA
XpaHEeHHUSI.

3. JlekapCTBEHHBIC CPEJCTBA B KA4YECTBE CHIBOPOTOK JIOJDKHBI MOCTYNAaTh B OOpAllleHUE C YKa3aHHUEM
’KUBOTHOTO, U3 KPOBH, TJIa3MbI KPOBH, OPTaHOB M TKaHEH KOTOPOTO OHU MOJyUCHEI.

4. Ha BTOpHuHYIO (MOTPEOMTENHCKYI0) YMAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJYyUYEHHBIX M3 KPOBH,
1a3Mbl KPOBH, OPTaHOB M TKAHEW YEJOBEKa, JOJKHA HAHOCHUTHCS Haamuch: "Anturena k BUY-1, BUY-2,
Bupycy renatuta C ¥ MOBEPXHOCTHBIN aHTUTEH BUpyca remaruta B oTcyrcTByror".

5. Ha nepBu4HYIO YyIIaKOBKY U BTOPHUYHYIO (TOTPEOUTENIBCKYIO) YIIAKOBKY pPaanodapmManeBTUYecKmux
NeKapCTBEHHbIX CPEeLCTB T0KEH HAaHOCUTRCS 3HAK paIraIliOHHON OITacHOCTH.

6. Ha Broprnunyto (moTpeOUTENbCKYIO) YITaKOBKY FOMEONaTUYEeCKNX NEeKapCTBEHHbIX MNpenapaTros
NOJDKHA HAaHOCUTHCS Haamuck: ""['omeonatnyeckuii".

7. Ha BTOpmuHyr (TOTpEeOMTENHCKYIO) YIMAKOBKY J1EKAPCTBEHHbLIX PaCTUTENbHbLIX MpenapaTros
JOJKHA HAHOCUThCA Haanuck: "TIpoaykuus npoiuia pagdaiioOHHbIA KOHTPOJIb' .

Hnpopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 g uacmo 8
cmamou 46 nacmosieco DedepanvHoco 3aKOHA 6HECeHbl U3MeHeHus, ecmyrnaruwue 8 cusny ¢ 1 uwons
2015 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

8. Ha nmepBuuHyI0 ymakoBKy (€ciy Ui 3TOTO CYLIECTBYET TEXHHYECKas BO3MOXKHOCTb) U BTOPUYHYIO
(MOTPEOUTENBCKYI0)  YIAKOBKY JIEKAPCTBEHHBIX IMpENapaTroB, NpeAHA3HAUYEHHBIX [  KIMHAYECKUX
HCCIICIOBaHMH, TOKHA HAHOCUTHCS HAAMUCK: "JJIsI KITMHUYECKUX UCCIICIOBaHMM".

9. YnakoBKa JIeKapCTBEHHBIX CPECTB, MPeIHa3HAUEHHBIX HCKIIOUUTENIBHO I IKCIIOPTa, MapKUpyeTcs
B COOTBETCTBUU C TPEOOBAHUSMHE CTPAHBI-UMIIOPTEPA.

10. Ha tpaHcmopTHyIO Tapy, KOTOpas HE MpeAaHa3Ha4YeHa Ui MOTpeduTeneld u B KOTOPYIO MOMEIICHO
JIEKapCTBEHHOE CPE/CTBO, JOJDKHA HAHOCUTHCS WHGOpManus O HaWMEHOBaHWH, CEPUU JEKapCTBEHHOro
CcpefCTBa, naTe BBHITYCKa, KOJIMYECTBE BTOPHYHBIX (MIOTPEOUTENHCKUX) YIIAKOBOK JIEKAPCTBEHHOTO CPEICTBA,
IIPOM3BOJUTEINE JIEKAPCTBEHHOI'O CPEACTBA C YKAa3aHHMEM HAaNMEHOBAHMS M MECTOHAXOXIEHHS IIPOU3BOIUTEII
JIEKapCTBEHHOTO CcpeiacTBa (azpec, B TOM 4HCJIE CTpaHa M (MJIM) MECTO IIPOM3BOJACTBA JIEKAPCTBEHHOTO
CpEeACTBA), a TAaKXKe O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPEACTBA M 00 YCIOBHUSIX €r0 XpaHEHHUsS U NEePEBO3KH,
HEOO0XOIUMBIE MIPEeAYNPEAUTEIIbHBIC HAAMUCH U MAHUITYJIITOPHBIC 3HAKH.

11. Ha nepBUuYHYI0 YNakoBKY M BTOPMYHYIO (TIOTPEOUTEIHCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPEACTB
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JUTSI BETEPUHAPHOTO MPUMEHEHHUS JOJIKHA HAHOCUTHCS HAAUCh: " [[J1s BeTepruHapHOTO MPpUMEHEHUS".
12. Ha BropuuHyI0 (IOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO IMperapara HAaHOCHTCS IITPUXOBOU
KOZ.

T'APAHT: CM. KOMMeHTapuu k cratbe 46 HacTosmero deaepaabHOTO 3aKOHA

HUudopmayus 06 usmenenusax: ®edeparibHbIM 3aKOHOM om 6 dexabps 2011 2. N 409-D3 6 naumenosanue
anaevl 9 nacmosueco DedepanibHo2o 3aKO0HA 6HECeHbl UMeHeHus, 8CMYynarwue 8 Cusly no ucmeyenuu
mpuoyamu Onetl nocie oHs 0huUuanbHO20 orybnuKo8aHUs nazeanto2o PedepanrbHo20 3aKOHA
CM. mekcm HauMeHogaHUs 8 rpedbidyuwiel pedakuyuu

I'maBa 9. BBo3 jiekapcTBeHHBIX cpelacTB B Poccniickyro @egepannio ¥ BbIBO3 J1eKAPCTBEHHBIX CPEACTB U3
Poccuiickoit ®epepannu

Hugopmayusa 06 usmenenusx: ®edeparibHbIM 3aKOHOM om 6 oexabps 2011 2. N 409-D3 ¢ naumenosanue
cmamot 47 nacmosue2o Pedepanbho2o 3aKoHA 8HeCeHbl UsMeHeHus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0QbuUUanbHO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
CmM. mekcm HauMmeHogaHus 8 rpedbidyuiel pedakuyuu

Cratba 47. Tlopsaok BBO3a JICKAPCTBEHHBIX CpeincTB B Poccuiickyto ®ejepalMio ¥ BBIBO3a
JIEKApCTBEHHBIX cpeacTB u3 Poccuiickoit denepaunu

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena c¢ 30 ansaps 2024 2. - @edepasibHbil 3aKoH om 30
aneaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

1. BBo3 mnekapctBeHHblx cpenctB B Poccuiickyto @enepanuio ocyllecTBIseTcs B MOPAOKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit @enepannu, B COOTBETCTBUU € aKTaMH, COCTABIIAIOLIMMHU IIPaBoO
Coro3a, u (unn) 3aKkoHoAaTernbCcTBOM Poccuiickoit denepaunt 0 TAMOKEHHOM PeTyTUPOBAHUH.

Hupopmayus 06 usmenenusx: HYacmo 2 uzmenena c¢ 30 sneaps 2024 2. - ®edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T"'APAHT: Jlo 31 pmexaOpst 2025 1. pPOCCHUHCKMM IIPOM3BOIUTENSIM JIEKAPCTBEHHBIX CPEACTB  JUIS
BETEPUHAPHOIO IIPMMEHEHHsST PA3PELUAaEeTCA BBO3UTH (hapMalleBTUYECKHE CYOCTaHIMHM, HE BHECEHHBIE B
TOCYJIapCTBEHHBIN PEECTP JEKApCTBEHHBIX CPENICTB JIJIsi BETEPUHAPHOTO MPUMEHEHUs, Ha Tepputoputo PO B
YBEAOMUTEILHOM MOPSIIKE JIJIsl IPOU3BOJICTBA 3apETHCTPHPOBAHHBIX JICKAPCTBEHHBIX CPEIICTB

2. Bposumbie B Poccuiickyto ®eznepalyio JIEKapCTBEHHBIE CpPEACTBAa JOJDKHBI COJIEpXkKaTrbcsid B
rocyJapCTBEHHOM pEeCcTpe JIeKapCTBEHHBIX CpPEACTB, WIM €IWHOM pEecTpe 3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpeACTB EBpa3uiickoro sKOHOMHUYECKOTO COI03a, WM €AMHOM PEECTpEe 3aperucTPUPOBAHHBIX
BETEPHUHAPHBIX JIEKAPCTBEHHBIX MpenapaToB EBpa3uiickoro 3KOHOMHYECKOTO COI03a.

Hupopmayus 06 uzmenenusix:  Yacme 3 usmenena ¢ 1 cenmsbps 2024 2. - @edepasibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

3. Hdomyckaercsa BBo3 B Poccuiickyro denepalinio KOHKPETHON MapTHH 3apEeTUCTPUPOBAHHBIX U (MIIH)
HE3apCTrUCTPUPOBAHHBIX JICKAPCTBCHHLIX CPEACTB, IMPEAHA3HAYCHHBLIX IJIA pa3pa60TKH JICKApCTBCHHBIX
Cp€ACTB, IMPOBCIACHWA HAYYHBIX W HHbBIX PICCJICZIOB&HI/Iﬁ, MPOBEACHUA KIIMHUYCCKUX I/ICCJ'IeZ[OBaHI/Iﬁ
JICKaAPCTBCHHLIX IIPCIapaToB, MPOBCACHUA OKCICPTU3bI JICKAPCTBCHHBIX CPEACTB A OCYIHICCTBIICHUSA
rOCYJapCTBEHHON pPErucTpalyy WM PEerucTpalliy JIEKAPCTBEHHBIX IIPErNapaToB WM JUId  OKa3aHU
MEAUIMHCKON MOMOIIM IO >KU3HEHHBIM II0KAa3aHMSAM KOHKPETHOI'O NalMeHTa Ha OCHOBAaHWU pa3pelIeHus,
BBIIAHHOTO YIIOJHOMOYEHHBIM (elepajbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH IO 3asBJICHUSAM JIUL,
yKa3aHHBIX B CTatbe 48 Hactosimero PenepanbHOro 3akoHa. PaccMOTpeHHe TAaKoro 3asBICHHS U HPUHSATHE
pelmieHuss O BbIJaue pa3pelieHHs Ha BBO3 KOHKPETHOH NapTHM 3aperMCTPUPOBAaHHBIX M (WIIN)
HE3apernCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB, IpeJHAa3HAYeHHBIX Ml pa3pabOTKU JIeKapCTBEHHBIX
CPEICTB, NIPOBEACHHSA HAYYHBIX M UWHBIX MHCCIEJOBAaHMNA, TMPOBEIEHUS KIMHUYECKUX HCCIEIOBAHUN
JICKAPCTBCHHLIX IIPCIIapaToB, MNPOBCACHHUA OKCICPTU3bI JICKAPCTBCHHBIX CPEACTB Jid OCYHICCTBJICHUSA
FOCYy/IapCTBEHHON pErucTpallui WJIA PETUCTpPalliyd JIEKApCTBEHHBIX IMpENnapaTroB WM Uil  OKa3aHWs
MEIUIIMHCKOW TOMOIIM IO JKU3HEHHBIM IOKa3aHWsSM KOHKPETHOTro mamueHTa Jubo 00 OTKaze B BbLIade
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YKa3aHHOTO pa3pernieHus MPOU3BOIATCS B CPOK, HE MPEBBIIAIONINKA IsITH padounx mHed. Ilnara 3a Beimady
YKa3aHHOTO pa3pelieHus He B3UMACTCsI.
3.1. He npumensiercs ¢ 1 suBapst 2024 r. - PegeparnbHbiv 3akoH ot 27 nexkabpst 2019 r. N 475-03

Hugpopmayus 06 usmenenusx: — CM. rnpedblOyuyyo pedakyuro

Hnupopmayus 06 usmenenusx: Yacme 3.2 usmenena ¢ 1 ansaps 2025 2. - @edeparsibHbIl 3aKOH om 26
oexabps 2024 2. N 494-D3
Cwm. npedbidywyto pedakyuro

3.2. Jo 31 mekabps 2025 roma momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoit denepanuu u
obpamenne B Poccuiickoit ®enmepaimu ¢ y4eToM OCOOEHHOCTEN, yCTaHOBJIEHHBIX IIpaBUTEIHCTBOM
Poccuiickoit @enepanuy, 3aperucTpUpOBaHHbIX JEKAPCTBEHHBIX NPENAPATOB Il MEAMLIMHCKOTO NPUMEHEHUS
B YIAKOBKaX, IMpPeAHa3HAYEHHBIX JUIA OOpamieHuss B MHOCTPAHHBIX TOCYAapCTBaX, B ciydae Ae(EeKTypHI
JIEKapCTBEHHBIX IPErapaToB MM PHCKA e BO3HUKHOBEHHS B CBSI3M C BBEJCHHEM B OTHOWICHHH Poccuiickoit
denepan  OrpaHUYUTENBHBIX MEp AKOHOMHYECKOTO XapakTepa IPHU YCIOBHU COOTBETCTBHSI BBO3HMBIX
JIEKapCTBEHHBIX IIPErapaToB TpPeOOBAaHMSM, YCTAaHOBICHHBIM IIPH HMX PETHCTPAIMH, 32 HCKIIOYCHUEM
TpeOOBaHWI K MEPBHYHON YMAaKOBKE, BTOPUYHOM (MOTPEOMTENBCKOM) yIaKOBKE, a TAaKKe HPU HAJIUYMU Ha
BTOPUYHON (HOTPEOUTENLCKOW) YMaKOBKE JIEKAPCTBEHHBIX IPENaparoB, HAaXOAALIMXCS B oOpalleHuw,
CaMOKJIESIIEHCS STUKETKH, COAep Kallel HHPOPMAIUIO O JIEKApCTBEHHOM Tpernapare Ha PyCCKOM S3bIKE.

Hupopmayus 06 usmenenusax:  Cmamos 47 oonoanena wacmoio 3.3 ¢ 1 cenmabdps 2024 2. - ®edeparibHbil
3aKoH om 30 sineaps 2024 2. N 1-D3

3.3. HomyckatoTcs BBo3 B Poccuiickyro denepaunto u oopamenue B Poccuiickoit denepaunu ¢ yuetom
ocoOeHHOCTeH, ycTaHoBieHHbIX [IpaBurensctBoM  Poccuiickolt  Penmepamuu, 3aperucTpUpOBaHHBIX
OpPUTHMHAJILHBIX Op(aHHBIX JIEKAPCTBEHHBIX INpEMaparoB W (WJIM) BBHICOKOTEXHOJOTHYHBIX JICKAPCTBEHHBIX
MpernaparoB A MEIUIMHCKOrO MPUMEHEHHs B TeUeHHE JBEHAaTH MECSIIEB MOCie AaThl UX PErHCTpaluu B
Poccuiickoit @enepanuy B ynakoBKax, MpeIHa3HAYCHHBIX JJIs1 00palieHus] B HHOCTPAHHBIX TOCYIapCcTBax, MpH
YCIIOBUU COOTBETCTBHUS BBO3MMBIX JIEKAPCTBEHHBIX TPEMAPaTOB IS MEJIUIIMHCKOTO PUMEHEHHUS TPEOOBAHMUSIM,
YCTaHOBJIIEHHBIM TIPY WX PETHUCTPALlUH, 32 HCKIIOUYEHHEM TPeOOBaHWU K MEPBHUYHOM YyMaKOBKE, BTOPHYHOW
(moTpebuTENHECKON) YIIAaKOBKE, W MPY HAIMYUU HAa BTOPUYHOM (TOTPEOMTENHCKON) YIaKOBKE JIEKAPCTBEHHBIX
IIpenapaToB Ul MEIUIMHCKOIO NPHUMEHEHMS, HAXONAIIMXCA B OOpAILICHUH, CAMOKJIEAIIEHCS ATHUKETKH,
coJeprkaiieil HHOPMAIUIO O JIEKAPCTBEHHOM Ipenapare Uil MEAMLMHCKOIO IPUMEHEHHUS] Ha PYCCKOM SI3bIKE.
B oTHOWIEHWM NaHHBIX JIEKApPCTBEHHBIX MpENapaToB HE HPUMEHSIOTCS TOJIOKEHUs 4YacTtv 7 ctatbn 9 u
yacten 1 u 2 ctatbn 52.1 Hacrosmero OenepaibHOrO 3aKOHA.

Hupopmayusa 06 usmenenusx:  Yacmo 4 usmenena ¢ 30 aunsaps 2024 2. - ®edepasibHbili 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4. B Poccuiickyro ®Penmepaiiiio MOXKHO BBO3HThH JICKAPCTBCHHBIC CPEJICTBA, KA4YECTBO KOTOPHIX
MIOATBEPKIACHO CEPTU(GUKATOM TPOU3BOAUTENS JICKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIONINM COOTBETCTBHE
BBO3HMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBaHMSM, YCTAHOBJICHHBIM NPU HUX PETUCTPAIMM WM MPOBEICHUH
MPOUENYP, CBA3AHHBIX C PETUCTPALIUEH.

Hndopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 6 Oekabps 2011 2. N 409-D3 & uacms 5
cmamou 47 nacmosuweco Peoepanbro20 3aKoHaA 6HEeCeHbl usMeHeHus, 8CMYyrnaruwue 8 CUsy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0huUuansbHO20 orybruKo8aHus nazeantozo PedepairbHozo 3aKoHA
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

5. 3ampemraetcs BBo3 B Poccuiickyro ®Dexepanuio (aibCUPHUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
HeT0OOPOKauYeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB.

Hudopmayua 06 uzmenenusax: DedeparbHbIM 3aKOHOM om 6 dexabpa 2011 2. N 409-D3 6 uacmv 6
cmamou 47 nacmosiue2o Dedepanbho2o 3aKoHd BHeCeHbl U3MeHeHus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie oHs 0huUUanTbHO20 orybnuKo8aHUs nazeanto2o PedepanrbHozo 3aKoHA
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

6. danbcuUIMPOBaHHBIC JIEKAPCTBEHHBIC CPEACTBA, HEJO0OPOKAYECTBEHHBIC JICKAPCTBEHHBIC CPEICTBA
MoJyIeKaT M3BATHUIO MW TMOCIEAYIONIEMY YHUYTOXKEHUIO WIM BbIBO3y u3 Poccuiickoit @exaepaiuuy,
KOHTpa(aKTHBIE JEKapCTBEHHBIE CPEICTBA - U3BATHIO W TOCIEIYIOMIEMY YHHYTOXEHHIO. YHHUYTOKEHHE WIIH
BBIBO3 M3 Poccuiickoit ®eneparuu GhaasCHGUITIPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HETOOPOKAUYEeCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS 3a CYeT JIHIla,
OCYIIECTBUBIIIETO UX BBO3. [10PAJ0OK YHHUUTOKEHUS U3BATHIX PaTbCHQUIIUPOBAHHBIX JICKAPCTBEHHBIX CPEIICTB,
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HEJ00POKAYEeCTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(aKTHBIX JCKAPCTBEHHBIX CPEICTB YCTAHABIUBACTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusx: Hacmo 7 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

7. Jluma, ocymecTBisomue BBo3 B Poccuiickyro deneparuio ¢anbcuGuinpoBaHHBIX JIEKaPCTBEHHBIX
CPEACTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOLaTeNbCTBOM Poccuiickoit deaeparuu.

Hupopmayusn 06 usmenenusx: Hacmo 8 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

8. BpIBO3 jekapcTBeHHBIX cpeacTB u3 Poccuiickoil denepany OCyLIECTBISIETCS B COOTBETCTBUU C
akTtamu, coctaBmstonumu mpaBo Coro3a, w (Wim) 3akoHoAdaternbCTBOM Poccuiickoit depepamuu o
rOCy/IapCTBEHHOM PETYJINPOBAHWU BHEITHETOPTOBOW AESITETHHOCTH.

Hupopmayusn 06 usmenenuax: Cmamos 47 oononnena uacmoto 9 ¢ 29 nosabpa 2019 2. - ®edepasnbHbil
3aKOH om 28 nosops 2018 e. N 449-D3

9. BBoa B TpakIaHCKHI OOOPOT JIEKAPCTBEHHBIX MPENapaToB Uil MEIHIMHCKOTO MPHMEHEHUS,
BBE3CHHBIX B Poccuiickyto ®Denepaiiiio, OCYIIECTBISIETCS € COONMIOACHHEM TpeOOBaHMiA, YCTaHOBICHHBIX
ctatben 52.1 Hacrosiero OenepaabHOrO 3aKOHA.

Hupopmayus 06 usmenenusx:  Cmamos 47 dononnena uacmoio 10 ¢ 1 cenmabps 2023 2. - @edeparnbHbil
3aKoH om 2 urons 2021 2. N 317-D3

T'APAHT: JleticTBre mmoiioxkennii yactu 10 HE PACNPOCTPaHAETCH Ha CEPUH JIEKAPCTBEHHBIX IIPENapaToB
IUIST BETEPUHAPHOTO TPUMEHEHHUS, BBEICHHBIC B TpakKIaHCKHA 000poT Ha Tepputopun PD mo 1 ceHTAOps
2023 1.

Cepun JeKapCTBEHHBIX MPEMapaToB UIsi BETEPUHAPHOTO MPUMEHEHWs MOLTIEXaT XpaHEHWIO, MEepPEeBO3KE,
OTITyCKY, pean3aly, epeaade, IPUMEHEHUIO 0 UCTEUSHHS CPOKA UX TOTHOCTH

10. BBoxg B rpakgaHCKuil 00OpOT JIEKapCTBEHHBIX MPENaparoB JUIS BETEPUHAPHOTO NPUMEHEHHS,
BBE3EHHBIX (mepemenieHHBIX) B Poccuiickyio Denepaimio, OCymeCTBISIETCS C cOOIIOIEHHEM TpeOOBaHHUH,
YCTaHOBJICHHBIX CTaTbeln 52.2 Hactosiero dexepanbHOro 3akoHa.

T'APAHT: CM. KOMMeHTapum k cratbe 47 HacTosiero deaepaibHOr0 3aKOHA

Hnpopmayus 06 uzmenenusx: DPedeparibHbIM 3aKOHOM om 6 Oexkabpsa 2011 2. N 409-D3 ¢ cmamuvio 48
Hacmosiue2o DedepanbHo2o 3aK0HA 6HeCeHbl U3MeHeHus:, 8CMyrnarouue 8 CUsly no ucmeyenuu mpuoyamu
Onetl nociie OHs 0huyuanbHoO20 onybruKkoeaHus nazsannozo PedepaibHo2o 3aKoHa
Cm. mekcm cmambu 8 npedbidywel pedakuuu

Cratbsa 48. IOpuanyeckue nuia, KOTOPBIM pa3pelieH BBO3 JEKapPCTBEHHBIX CpelncTB B Poccuiickyro
Denepanuro
JlexapcTBeHHBIE cpezcTBa B Poccuiickyro denepaluo MOTyT BBO3UTh:
1) mpou3BOAUTENN JIEKAPCTBEHHBIX CPEIACTB JUIA Ieield COOCTBEHHOTO MPOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB;

Hupopmayus 06 usmenenusx:  Ilynkm 2 uzmenen ¢ 1 cenmsbps 2024 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2) WHOCTpaHHBbIE pPa3pabOTYMKK JIEKAPCTBEHHBIX CPEJICTB ¥ HWHOCTPAHHBIC IPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEACTB WM ApPyTHe IOPUAWYECKHE JIMIAa MO TMOPYYEeHHIO pa3paboTyhKa JeKapCTBEHHOTO
CpeacTBa sl pa3paboOTKH JIEKapCTBEHHBIX CPEICTB, IPOBEACHNS HAYYHBIX M HHBIX HCCIEOBAHNHN, TIPOBEICHUS
KIIMHUYECKHUX FICCIIEIOBAHMM JIEKAPCTBEHHOTO MpemnapaTa, OCYyIIeCTBISHHS TOCYAapCTBEHHON PEerucTpauy WiH
perucTpanyy JIEKapCTBEHHOTO TIpenapara, BKIIOUEHHUS (apMaleBTHUECKON CyOCTaHIIMHM B TOCYAapCTBEHHBIH
peecTp JEeKapCTBEHHBIX CPEJICTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB NMPH HATUYAW Pa3pelieHHs
YIOJHOMOYEHHOTO (pefepadbHOrO OpraHa HCIONHUTENFHOW BIACTH HAa BBO3 KOHKPETHOW IMapTHH
JIEKapCTBEHHBIX CPENICTB;

3) opraH13aumm onToOBOW TOProBIN JIEKAPCTBEHHLIMU CPEACTBAMMU;
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Hupopmayus 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 smeaps 2024 2. - ®edepasibHbll 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

4) HayuyHble OpraHHW3aluH, 00pa3oBaTeNIbHBIE OpPTraHU3alMK BBICHIETO OOpa30BaHUs, MPOU3BOIUTEIH
JICKapCTBEHHBIX CPENICTB JJIsl pa3pabOTKH, UCCIICIOBaHUM, KOHTPOJIS 0€30IacHOCTH, KayecTBa, 3P pekTHBHOCTH
JIEKapCTBEHHBIX  CPEACTB MPH HAJIMYUM  pa3pelieHus]  YIMOJHOMOYEHHOTo  (elepaabHOro  Oprana
HCIIOJIHUTEIBHOI BIacTy;

Hupopmayus 06 usmenenusx: @DedeparibHbIM 3aKOHOM om 12 mapma 2014 2. N 33-@3 6 nynkm 5
cmamou 48 nacmosiwmeco Pedepanvro2o 3aKoHA 8HeCeHbl U3MEHEeHUS
Cm. mekcm riyHKkma 8 rpedbidyued pedakyuu

5) MeJMIIMHCKIE OPTaHKU3aIlNH, WHBIE YKa3aHHble B MYHKTax 1 - 4 HacTosmIel CTaThi OpraHU3aIin JJIs
OKa3aHUS MEAWIWHCKOW TIOMOIIM MO JKW3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO TAIleHTa MpH HaTU9Ad
paspemieHus yIoJIHOMOYEHHOTO (heJepaibHOTO OpraHa MCIONHUTENFHONW BJIACTH Ha BBO3 KOHKPETHOH MapTHH
JIEKapCTBEHHOTO TIpernaparta, BHIIAHHOTO B YCTAHOBIIEHHOM IOpSIKEe B (hOpMe SJIEKTPOHHOTO JTOKYMEHTa,
MOJIMTUCAHHOTO YCUJICHHOW KBANMU(UIIMPOBAHHON 3MTEKTPOHHON NOAMUCHIO;

6) e npumensietcs ¢ 1 staBapst 2024 r. - PefepanbHbIn 3aKoH ot 27 aexabps 2019 r. N 475-D3

Hngpopmayus 06 usmenenusx:  CM. npedbiOywyro pedakyuro

Hupopmauusn 06 usmenenusx:  Cmamos 48 dononnena nynkmom 7 ¢ 30 sneaps 2024 2. - ®edeparbHbil
3aKoH om 30 sineaps 2024 2. N 1-D3

7) IPOU3BOANTENN MEANIIMHCKAX H3ACITUN AT [IeJIeH MPON3BOACTBA MEANIIMHCKUX H3ACITHI.

I'APAHT: CM. KOMMeHTapum k cratbe 48 HacTosimero deaeparbHOTO 3aKOHA

Unpopmauus 06 uzmenenusx: ®edeparsibHbIM 3aKOHOM om 6 oexabpsa 2011 2. N 409-D3 ¢ naumenosanue
cmamout 49 nacmosiue2o DedepanbHo2o 3aKoHA 8HEeCeHbl UsMeHeHus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0huUUanbHO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
CmM. mekcm HauMmeHogaHus 8 rpedbidyuwiel pedakuyuu

Ctatbsa 49. J[OKyMeHTHI, TIpeICTaBIsSeMble B TaMOXXEHHBIE opraHbl Poccuiickoit ®Pemeparuu mpu
BBO3€ JIEKAPCTBEHHBIX cpeACTB B Poccuiickyro denepanuto

Hupopmayusn 06 usmenenusx: Qacmo 1 usmenena c¢ 30 ausaps 2024 2. - @edepasibHbil 3aKoH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. TIpu BBO3€ JIeKapCTBEHHBIX cpeAcTB B Poccuiickyto @eaepanuio B TAMOXKEHHbIE opranbl Poccuiickoi
denepanmy HapsAAy € AOKYMEHTAaMH, NPEACTABICHHE KOTOPBIX HPEAYCMOTPEHO aKTaMH, COCTABIISIOIIUMHU
mpaBo Coroza, u (wim) 3akoHOOATENLCTBOM Poccmiickoit deneparuu 0 TaMOXKEHHOM PETYIUPOBAHUM,
MPEICTABIIAIOTCS CIEIYIOUINE JOKYMEHTHI B JIEKTPOHHOM (hopme:

Hupopmayus 06 usmenenusx:  Ilynkm 1 usmenen ¢ 1 mapma 2026 2. - @edeparibHbIl 3aKOH om 31 uions
2025 2. N 304-D3
Cm. bydywyro pedakuyuro
Ilynkm 1 usmenen ¢ 30 aneaps 2024 2. - ®edeparnbHbil 3aKoH om 30 sneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

1) ceprudukaT TPOM3BOJAMTENS JIEKAPCTBEHHOTO CpPEACTBA JUIS BETEPUHAPHOTO TMPUMEHEHHS,
yIOCTOBEPSIFOLIMH COOTBETCTBUE BBO3MMOIO JICKAPCTBEHHOI'O CPEJCTBA Ul BETEPUHAPHOTO TMPUMEHEHHS
TpeboBaHusIM (hapMakonenHon cTaTby aubo B Ciiydae ee OTCYTCTBHSI HOPMATHBHOTO IOKYMEHTA,;

2) paspelieHHe YIOJHOMOUYSHHOTO (elepaibHOr0 OpraHa HCIOJHHUTENBHON BIIACTH Ha BBO3
KOHKPETHO# MapTHH JIEKapCTBEHHOTO CPECTBA B CIIydasix, yCTAHOBICHHBIX YACTbIO 3 CTaTbM 47 HACTOSILIETO
denepanbHOro 3aK0Ha.

Hudopmauua 06 uzmenenuax: DedeparnbHbIM 3aKOHOM om 6 dexabpa 2011 2. N 409-D3 g uacmv 2
cmamout 49 nacmosiue2o DedepanbHo2o 3aKoHa 8HeCeHbl UsMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu onetl nocie oHs 0huUUanbHO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm Yyacmu 8 npedbidywieli pedakyuu

2. JIokyMeHTBI, yKasaHHble B MyHKTax 1 um 2 4actu 1 HacTosmieidl CTaThH, NMPEACTABISIOTCS B
TaMOKeHHbIe opraHbl Poccuiickoit ®exeparyu mpu TpUOBITHN JIEKAPCTBEHHBIX CcpelncTB B Poccwmiickyto
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®denepanuio.
T'APAHT: CM. KOMMeHTapum k cratbe 49 Hactosmero deaepanbHOTO 3aKOHA

Unpopmayus 06 usmenenusx:  DedeparibHbiM 3aKoOHOM om 29 uions 2015 2. N 160-D3 ¢ naumenosanue
cmamou 50 nacmosiezo Dedepanvro2o 3aKoHA 6HeCeHbl U3MEHEHUS
CM. mekcm HauMmeHogaHUs 8 rpedbiOywel pedakyuu

Cratba 50. BBo3 JjekapcTBeHHBIX TpemapatoB B Poccuiickyio ®emepanuio st JTHYHOTO
HCMOJb30BaHUS M HWHBIX HEKOMMEpPUYECKHX Ieleil, a TakXkKe /g MCIOJIb30BaHUs Ha
TEPPUTOPUHU MEXKTYHAPOIHOIO MEIUIIMHCKOTO KJIacTepa

Hudopmayua 06 uzmenenusax: DedeparbHbIM 3aKOHOM om 6 oOexabpa 2011 2. N 409-D3 6 uacmo [
cmamou 50 nacmosiue2o Dedepanbho2o 3aKoHA BHeCeHbl UzMeHeHus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie oHs 0huUUanbHO20 orybnuKo8aHUs nazeanto2o PedepanrbHo20 3aKOHA
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. JlekapcTBeHHbIe TIpemapaTtbl MOTyT ObITh BBe3eHBI B Poccuiickyto ®exepammrio 06e3 ydera
TpeOOBaHMH, MPEAYCMOTPEHHBIX YacTsaAMN 1 - 4 cTtatbun 47, ctatbsamn 48 u 49 nacrosiiero denepaibHOro
3aKOHa, €CJIM OHU IPeIHA3HAUCHBI [UIA:

Hupopmauusn 06 usmenenusx: Ilynkm 1 usmenen ¢ 30 aneaps 2024 2. - ®edeparbHbIl 3akoH om 30
aneapa 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

1) nmuyHOTO WCIIONIB30BaHUS (PU3MUECKUMHU JTUIaMH, TpUOBIBIIIME B Poccuiickyro ®@enepanmro. Ilpu
3ToM BBO3 B Poccuiickyro @enepanuio JIEKapCTBEHHBIX IMPENapaToB, COAEP)KAIUX CUIBHOJAEHCTBYIOLIUE U
(nnn) SIMOBUTHIE BEIIECTBA, BKIIFOUEHHBIE COOTBETCTBEHHO B CMCOK CHIIEHOIEHCTBYIONIUX BEUIECTB JUIA Lenen
YrorioBHoro 3akoHogarternbcTBa Poccuiickoit ®enepanuu U B CMNUCOK SIIOBUTHIX BELIECTB Uil Lieneid
YroJOBHOrO 3akoHojaTenbcTBa Poccuiickoit ®enepanuu, yTBepkiaeHHble IIpaButensctBoM Poccuiickoii
Odenepanuu, OCYIISCTBISETCS MPH HAIMYUH JOKYMEHTOB (3aBEPEHHBIX KOIMUH JOKYMEHTOB WM 3aBEPEHHBIX
BBINIMCOK M3 HHX), TOATBEPKIAIOIINX Ha3HAUYCHUE (PU3NUCCKOMY JIUIY YKA3aHHBIX JICKAPCTBEHHBIX MPErapaToB
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX MpernapaTroB, 3aperucTpupoBaHHbIX B Poccuiickoir ®enepanuu au60
3apETUCTPUPOBAHHBIX B COOTBETCTBHM C aKTaMH, COCTaBisomuMu TmpaBo Coro3a, W OTIYCKAEMBIX B
Poccuiickoit denepanuu 0e3 perenta Ha JIeKapCTBEHHBIM mnpenapar). [loaTBepkaaronue JOKYMEHTHI (WX
3aBEPCHHBIC KOIMMH WJIM 3aBEPEHHBIC BBITUCKHA W3 HHUX) JTOJDKHBI COJEP)KAaTh CBEACHHS O HAUMCHOBAaHUU H
KOJTMYEeCTBE HAa3HAYEHHOTO JIEKAPCTBEHHOTO Ipemapara. B ciydae, ecnw mOATBEpKIalomupe TOKYMEHTHI (MX
3aBEpPCHHBIC KONWH WM 3aBEpEHHBIC BBIMMCKH W3 HHUX) COCTaBJICHBI HAa HWHOCTPAHHOM s3BIKE, K HHM
MPUIIAraeTCcsl HOTApUAIbHO 3aBEPEHHBIN MEPEBOJ] HA PYCCKUH SI3BIK;

2) UCTIONBE30BaHUS pa0OTHUKAMH JTUTIOMATHYECKOTO KOPITyCa WIIH MPEICTABUTEISIMU MEXKTyHAPOIHBIX
opraHu3alui, akkpeauToBaHHbIX B Poccuiickoit denepannu;

3) IleYeHUs MacCaXUPOB U WICHOB SKHUITAXKEH TPAaHCIOPTHBIX CPEJCTB, TOS3IHBIX OpUTal M BOAUTEICH
TPaHCIIOPTHBIX CPENICTB, MPUOBIBIINX B Poccuiickyro dexnepariuro;

4) nmedyeHUs YYACTHUKOB MEXKIYHAPOIHBIX KYJIbTYpPHBIX, CIHOPTHUBHBIX MEPONPUATHA U YYACTHHUKOB
MEXTYHAPOIHBIX YKCIICTUITHI;
HUnupopmayus 06 usmenenusix: Ilynkm 5 uzmenen c¢ 13 aseycma 2019 2. - ®edeparsibHbIl 3aKOH om 2

aseycma 2019 2. N 297-D3
Cm. npedbidywyro pedakyuro

5) nmedeHMs] KOHKPETHBIX XMBOTHBIX B 300MapKax, 300cajiaX, NUpKaxX, OKeaHapuyMax, Aeib(pruHapusx,
JICYECHMsI TUKUX XXUBOTHBIX, IIOCTOSIHHO WJIM BPEMEHHO HacCeJSIoUMX Teppuropuro Poccuiickoilt denepanuu,
HaXOSIIMUXCS B COCTOSHHUM €CTECTBEHHOW CBOOOBI M NMPHHAJIEKAINMX K BHAaM, 3aHeCeHHBIM B Kpacuyio
kaury Poccwiickoit ®enepanmu u (WiM) KpacHble KHHUTH cyObekToB Poccuiickoit deneparum, a Takxe
JKUBOTHBIX, BBO3UMBIX B Poccuiickyro @Denepannro Ui y4acTHsl B CHOPTUBHBIX U 3PENINIIHBIX MEPOIIPHATHSAX;

Hnpopmayus 06 usmenenuax:  DPedeparibHbiM 3aKoHOM om 29 uiona 2015 2. N 160-D3 uacme 1 cmamou
50 nacmosueco Pedepanviozo 3aKoHa 0ONOIHEeHA NYHKMoM 6
6) UCITONIB30BaHUS HA TEPPUTOPUU MEXYHAPOAHOro MeaMLMHCKOro Kracrepa.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 aneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro
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2. B cimyuasx, mpemxycMOTPEHHBIX YacTblO 1 Hacrosmieidl crathu, Jomyckaercss BBo3 B Poccwmiickyio
Oenepaliio JIGKAPCTBEHHBIX IpENapaTroB, HE 3aperucTpUpoBaHHBIX B Poccuiickoit depepanuu aub0 He
3apETHCTPUPOBAHHBIX B COOTBETCTBUH C aKTaMH, COCTABIIONMMH TpaBo Coro3a.

Undopmayus 06 uzmenenusx: DedeparibHbIM 3aKOHOM om 6 dexkabpa 2011 2. N 409-®3 6 uacmv 3
cmamout 50 nacmosiue2o Dedepanbho2o 3aKoHd 8HeCeHbl usMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie oHs 0huUuanbHoO20 orybauKo8aHUs nazeanto2o PedepanbHo20 3aKOHA
Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

3. JlexapcTBeHHBIE TIpemNapathl, MpeaHa3HAUYEHHBIC I TYMaHHUTapHOW MOMOIIX (COIEHCTBHSA) WIIH
ITIOMOIIH TPY YPE3BBIYANHBIX CHTYyalHsX, BBO3ATCSA B Poccuiickyto dexepanuro B NOPALKE, yCTaHOBICHHOM
IIpaBurensctBOM  Poccuiickoit  ®enepaumu. 3ampemaercas BBo3 B Poccuiickyro  @enpepanuio
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, MpEAHA3HAYCHHBIX i1 TYMAaHUTApHOM IOMOIIU
(coneiicTBYS) WITM TIOMOIIY TIPU YPE3BBIYANHBIX CUTYAIUAX.

T'APAHT: Cm. KOMMeHTapuu k cratbe S0 Hactosiiero degaepanbHOro 3aKOHA

Hupopmayusn 06 usmenenusx:  Haumenosanue uzmeneno ¢ 30 ansaps 2024 2. - @edeparsibHbIl 3aKOH om
30 aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

Cratba 51. CorpyanudectBo (eaepaibHOr0 OpraHa HCIOJHHTEIBHON BIACTH, OCYIICCTBISIOLIECTO
(YHKUMM TI0O KOHTPOJIO M HaA30py B OOJACTH TaMOXXEHHOrO Jeia, W JIpyrux
YIIOJIHOMOYECHHBIX (pefiepalibHBIX OPTaHOB UCTIONHUTEIBHON BIACTH

Hupopmayus 06 usmenenusx: HYacmo 1 uzmenena ¢ 30 aneaps 2024 2. - ®edeparibHbil 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

1. YmoaHoMoueHHEIE (bez[epanLHLIe OpraHbl HCITOJTHUTEIIFHOH BJIACTH NpEAOCTABJIAIOT B PACTIOPAKCHUC
(be/:[epaﬂLHoro Ooprana UCHOJHUTEIbHOMN BJIaCTH, OCYLICCTBJIAIOLICTO (I)yHK]_[I/II/I 0 KOHTPOJKO W HAA30py B
00JIaCTH TaMOXXEHHOTO Jiefla, TOCYNapCTBEHHBI PEeecTp JEKapCTBEHHBIX CPEACTB, a TaKke WHPOPMALUIO O
BbIJAHHBIX PAa3spCHICHUAX Ha BBO3 KOHKpCTHOP'I NnapTuu JICKApCTBCHHBLIX CPEACTB B CiiydadX, YCTAHOBJICHHBIX
yacTbto 3 cTaTbn 47 Hacrosiero demepasbHOTO 3aKOHA.

Hupopmayus 06 usmenenusix: Yacme 2 uzmenena c¢ 30 sueaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. ®enepanbHBI OpraH HUCIIOJHUTEIBHON BIACTH, OCYIIECTBISIOMNN (QYHKIMH 1O KOHTPOIIO H
HaJ30py B 00JacTH TaMOXXEHHOTro jejia, MH(OOPMUPYET YKa3aHHble B 4YacTW 1 HacToslIeld CTaThH
YIIOJIHOMOYECHHBIC (benepam)HLIe Oprasbl HCIIOTHUTENFHON BJIACTH O BBO3€E JICKaApCTBECHHBIX CpPEACTB B
Poccuiickyto ®denepaiinio ¥ BbIBO3€ JIEKAPCTBEHHBIX cpeacTB u3 Poccuiickoit ®deneparuu no popme u B
nopsiiKe, KoTopble ycraHoBieHsbl [IpaButensctBoM Poccuiickoit @eaepanuu.

I'APAHT: CM. KOMMeHTapum k cratbe 51 HacTosmero denepaaTbHOTO 3aKOHA

I'nasa 10. ®apmaneBTHYecKast 1eSITeILHOCTD

Cratbsa 52. OcymiectBienue hapMaleBTHUECKOM eI TEIbHOCTH

Hupopmayusn 06 usmenenusx: Yacmo | usmenena ¢ 1 cenmabps 2024 2. - ®edeparbHbil 3aKOH om 8
aszycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

1. ®apmaueBTnyeckas [OeATerbHOCTb OCYHIECTBISIETCS OpPraHU3allMsIMH  ONTOBOM TOPTOBIIH
JIEKapCTBEHHBIMUA CPEICTBAMHM, ANTEYHBIMU OPTraHHU3aI[MSIMH, BETEPUHAPHBIMH ANTEYHBIMH OpPTraHH3AIHSIMHU,
HHAUBUAYATBHBIME TIPEANPUHUMATENAMH, HMCIOIIMMHU JIMICH3UI0 Ha (apMaleBTHUSCKYIO IESITEIbHOCTD,
MEIUIUHCKUMHU OpPTraHU3alMsIMH, WMCIONIMMHU JIHUICH3UI0 Ha (apMaleBTHYCCKYIO JESITEIbHOCTh, U UX
000COOIEHHBIME TTOIPA3CIICHUSIMU, PACTIONIOKEHHBIMA B CEJbCKUX HACEJCHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTCUHLIC OpraHu3alud, W BCTCPUHAPHBIMHU OpraHu3aludaMi, HUMCIOIIMMHU JIMICH3WIO Ha
(hapMareBTHYECKYIO JCSITeIbHOCTb.

I'APAHT: Cwm. [lonoxeHwe o nUIEH3UPOBAHMU (HAPMAICBTUUECKOH JESTEBHOCTH, YTBEPKICHHOE
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noctaHoBrneHunewm Ilpasurenscrea P® ot 31 mapra 2022 r. N 547

CM. METOOMYECKNE YKA3aHUA 10 OCYILECTBICHHUIO OPraHAMH T'OCYIAapCTBEHHOW BJIACTH CyOBEKTOB Pd
MePeTaHHbIX ToMHOMOUNH P® mo nuIeH3upoBaHUIO (GapMaleBTHUYCCKOW MEATCILHOCTH, YTBEP)KICHHBIS
npuvkasomMm Munszapasconpa3Butus Poccuu ot 6 utons 2008 r. N 2631

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena c¢ 28 anpens 2023 2. - ®edeparibHbili 3aKOH om 28
anpens 2023 2. N 149-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: Yacte 2 B YaCTH aKKPEIUTAIIMH CIIEIHAJIMCTOB B OO0JIACTH BETEPUHAPUH, OCYILECTBIISIOIINX
(hapMareBTUICCKYIO NEATEIPHOCTh W HMEIOIIMX BBICIIEE WM CpedHEee BETepHHApPHOE 00Opa3oBaHWE,
npumMmeHdaeTcd c 1 mapra 2026 r.

2. dusnyeckye JUla MOTYT OCYIIECTBIATH (hapMaIeBTHUECKYIO AeSTeNbHOCTh MPU HAJTHMIUHN BBICIIETO
W  cpemHero ¢apMarieBTHYECKOro o0pa3oBaHUS H  cepTUHUKATA CIEMUANNCTa JHO00 TPOHICHHOU
AKKpEIWTAllMU CIICIMAINCTa, BBICIIET0 WM CpPEJHET0 BETEPUHAPHOTO o0pa3oBaHus u ceprudukara
CHEIMaNCTa TN00 MPOUJCHHON aKKPEIUTAIlNU CIISIHAUCTA, a TAK)KE BBICIIETO WM CPEIHEr0 MEIUIIMHCKOTO
00pa3oBaHus, CEpTUPHUKATA CIEIHUANNCTA JIMOO MPOIIEHHON aKKPEIUTAMH CIIEHHATNCTA U TOTIOJTHUTEIBHOTO
npodecCHOHANIBHOTO 00pa30BaHHA B YacTH PO3HUYHOW TOPrOBIM JICKAPCTBEHHBIMH TpernaparaMu JUIs
MEJUIMHCKOTO MPUMEHEHHUS MPH YCIOBUM WX Pa0OTHl B 000COOJICHHBIX MOAPA3JCICHUAX MEAWIMHCKUX
OpraHu3alui, yKa3aHHbIX B YAaCTW 1 HacTosIIel cTaThu.

T'APAHT: CM. KOMMEHTapuK k cratbe 52 HacTosmero deaepanbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 1 cenmabps 2024 2. - ®edeparibHbIl 3aKOH om
30 saneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakuuro

Cratbsa 52.1. BBoj B rpaxkaHckuii 000pOT JIEKapPCTBEHHBIX CPEACTB VISl MEAUIIMHCKOTO IPUMEHEHUS

Hupopmayus 06 usmenenusx:  Yacmo 1 usmenena ¢ 1 cenmaops 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

1. Tlepen BBOIOM B TpaxIaHCKUH OOOPOT KaXKIOM CEpUU WIM KaXKJOW MApTHH MPOHU3BEACHHOTO B
Poccuiickoii @enepannu JE€KapCTBEHHOIO Ipenapara il MEIWLHMHCKOIO IMPUMEHEHUSA, 3a HCKIIOUYECHUEM
MMMYHOOHOJIOTMYECKUX JICKAPCTBEHHBIX IPENapaToB, MPOWU3BOAMTEIb TAKOTO JICKAPCTBEHHOTO IMperapara
NPEJCTABIIACT B JJICKTPOHHON (opme B defepalibHbIi OpraH HUCIOJIHHUTEIBHON BIIACTH, OCYIICCTBIISFOIIAN
(YHKIIMM 10 KOHTPOJIFO U HAJ30py B cdepe 3IpaBOOXPaHEHHUs, JOKYMEHT MPOU3BOIUTENS JICKAPCTBEHHOIO
CPEACTBA, MOJTBEPKIAIOIINI KaueCTBO JIEKAPCTBEHHOTO TMpernapara, U MOATBEPKACHUE YIMOJIHOMOYEHHOIO
JUIa TPOU3BOAWTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS JIEKAPCTBEHHOI'O Tpernapara TpeOOBaHUM,
YCTaHOBJICHHBIM IIPH €r0 PErUCTpaluu.

Uudopmayus 06 usmenenusix: Cmamosi 52.1 oononnena uacmoro 1.1 ¢ 1 ceumsaops 2024 o -
®edeparibHbil 3aKoH om 30 ausaps 2024 2. N 1-D3

1.1. Ilepen BBOIOM B TpaKAaHCKUH 00OOPOT KKIOW CepUM WM KaXKIOW MapTHUH IPOW3BEICHHON B
Poccutickoit deneparuu hapMarieBTHICCKON CYOCTaHIIMHM TTPOU3BOAMUTENH TaKOTO JICKAPCTBEHHOTO CPEICTBA
MIPENICTABISIET B JJEKTPOHHOH ¢opMme B (elepanbHBI OpraH WCIOJHUTEIHHOW BIIACTH, OCYIIECTBISIOIIHNA
(hyHKIIMH TI0 KOHTPOIIIO W HAA30py B cdepe 3IpaBOOXpaHEHHUs, JOKYMEHT MPOU3BOJUTENS JIEKAPCTBEHHOTO
CPEICTBa, TOATBEPXIAIONINN KauyecTBO (apMalleBTHUECKOW CyOCTaHIIMW, W JIOKYMEHT, IMOJITBEPKIAFOIINN
COOTBETCTBHE JIEKAPCTBEHHOTO CpPEJCTBAa TPEOOBAHUSAM, YCTAHOBICHHBIM TIPU €ro TOCYJapCTBEHHOU
PETUCTPALMU WM PETHCTPAIiU, U O(OPMIICHHBIA YIOJTHOMOUYEHHBIM JIUIIOM ITPOU3BOIAMTENS JICKAPCTBECHHBIX
CPEJCTB.

Hupopmayus 06 usmenenusx:  Yacmo 2 usmenena ¢ 1 cemmabops 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

2. Ilepen BBOAOM B TpPaKIAHCKUH OOOPOT KaXIOW CEpUM WIM KaKAOH NapTHH BBO3UMOTO B
Poccuiickyro @enepanuio JI€KapCTBEHHOTO IMpernapara g MEIULUHUHCKOTO MPUMEHEHHUS, 32 HCKIIOUYECHUEM
UMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX MPEMapaToB, OpraHU3alisl, OCYIIECTBIISIONIAs BBO3 JIEKAPCTBEHHOTO
npenapara B Poccuiickyro ®Penepanuro, TpeACTaBIsSET B DIEKTPOHHOW ¢Gopme B QelnepanbHbIi Opra
WCTIOJIHUTENILHOM BIIACTH, OCYHICCTBISIONMNN (DYHKIIMK MO KOHTPOIIO U HaA30py B cdepe 31paBoOXpaHEHUS,
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JMIOKyMEHT TPOM3BOAUTENS JICKAPCTBEHHOTO CPEACTBA, TMOATBEP)KIAIOMNNA KAYeCTBO JICKAPCTBEHHOTO
npenapara, W TOATBEPKICHUE TIPEICTABUTES OpPraHW3allid, OCYIIECTBIISAIONICH BBO3 JICKAPCTBEHHOTO
npemnapara B Poccuiickyro @enepannio U yIOJHOMOYEHHOW WHOCTPaHHBIM MPOU3BOIUTENEM JIEKAPCTBEHHBIX
CPEICTB, COOTBETCTBHS BBO3WMOTO JIEKAPCTBEHHOTO TIIpemapara TpeOOBaHWSM, yCTaHOBIEHHBIM TIPH €ro
perucrpanuu.

Hndopmayus 06 usmenenusix: Cmamos 52.1 oononnena uacmeio 2.1 ¢ 1 cewmsaops 2024 o -
®edeparibHbIl 3aKoH om 30 ansaps 2024 2. N 1-D3

2.1. Tlepen BBOAOM B TPaXTAHCKUH OOOPOT KaXIOH CEpUH WM KaKIOW TapTHH BBO3UMOH B
Poccwmiickyto Denepanuro gapMarneBTHUECKON CyOCTaHIIMM OpraHU3aIis, OCYIIECTBISIONIAs BBO3 TaKOTO
JIeKapCTBEHHOTO cpencTBa B Poccuiickyro Denepaliuio, MpeacTaBisieT B AIEKTPOHHOW (GopMe B (eaepabHbIH
OpraH HCIOJHHUTEILHONW BJIACTH, OCYLIECTBIAIOIMHA (YHKIMM 10 KOHTPOJIIO M Ham3opy B cdepe
3paBOOXpPAaHEHUs, JOKYMEHT TPOU3BOJUTENS JIEKAPCTBEHHOIO CPEJCTBA, MOATBEPKAAOMMUN KauecTBO
(hapManeBTHIECKON CyOCTaHINH.

HUndhopmayus 06 usmenenusx:  Yacmo 3 usmenena ¢ 1 cenmsops 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

3. lNopsanok mpezacrasnenuss B coorBercTBuu ¢ 4Yactamum 1, 1.1, 2 u 2.1 HacTosmeil cratbu
JOKYMEHTOB U CBEJICHHM O JIEKAPCTBCHHBIX CPE/ICTBAX, BBOAMMBIX B TPAKIAHCKUI 00OOpPOT, yCTAHABIMBACTCS
IIpaBurensctBOM Poccuiickoit denepanuu.

Hupopmayus 06 usmenenusix:  Yacmo 4 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

4. B oOTHOmEHHWM TEpBBIX TpeX Cepuil WIM TMapTHH JEeKapCTBEHHOro Tpernapara, BIEpBbIE
npousBeqieHHOro B Poccuiickoit deneparuu uin Brepsbie BBO3UMOro B Poccuiickyto denepanuto (6e3 yuera
JIO3UPOBKM) B paMKax OIHOTO PETHUCTPAIIOHHOTO yAOCTOBEPEHHs, B (eACpalbHBIM OpraH HCIIOJHUTETbHON
BJIACTH, OCYIIECTBISIOMNKA (DYHKIIMH 10 KOHTPOJIO M Haa3opy B cdepe 3ApaBOOXpaHEHHS, AOMOTHUTEIHHO
NPEACTABIISECTCS MPOTOKOJI HCIBITAHUN O COOTBETCTBUM CEPUM WIM MAPTUH JIEKAPCTBEHHOI'O Ipenapara AJis
MEIULIUHCKOIO IPUMEHEHHMSI [TOKa3aTe/lsIM KayecTBa, MPEAYCMOTPEHHBIM HOPMATUBHOM NOKyMEHTALMEH, WIH
TpeOOBaHMUSAM, YCTAHOBJICHHBIM TIPU PETUCTPAIIMN B COOTBETCTBHH C aKTaMH, COCTABIIONIMME TpaBo Coroza
(manee - MPOTOKOJ UCTIBITAHWUI), TTPOBOJAUMBIX aKKPEIUTOBAHHBIMUA B COOTBETCTBHH C 38KOHOAATENbCTBOM
Poccuiickoii ®enepanuu 00 aKKpeOWTAMd B HAIMOHAIBHOW CHCTEME aKKpenuTanud (eaepaTbHbBIMA
rOCYJapCTBEHHBIMH  OIO/DKETHBIMH  YUPEXKICHHAMH, IOABEAOMCTBEHHBIMH  (pelepaqbHOMY — Oprafy
WCTIONHUTENBHON BIACTH, OCYIIECTBISIOMIEMY (GYHKUMH IO BbIpaOOTKE W peanu3allid TOCYAapCTBEHHOM
MOJIMTUKA ¥ HOPMAaTHBHO-IIPABOBOMY DPETYJIMPOBAaHHIO B cepe 3ApaBoOXpaHeHHs, H (elepaTbHOMY OpraHy
UCTIOJIHUTEIBHOM BJIACTH, OCYIIECTBISIOMEMY (QYHKIMH MO KOHTPOJIO U HAIA30py B cepe 3ApaBOOXpaHEHHS.
Jomyckaercs mpeAcTaBiIeHHE MPOTOKOJA HCHBITAaHUM, TPOBENEHHBIX C HCIOJb30BAaHMEM CPEJCTB
JMCTAHIIMOHHOTO B3aWMoJeicTBus. [lOPALOK BhIAaYM yKa3zaHHBIMU (eiepalbHBIMUA TOCYAapCTBEHHBIMH
OIO/DKETHBIMU  YUPEKIACHUAMH JAaHHOTO IPOTOKOJAa M pa3Mep IUIaThl 3a €ro BhIAady YCTaHABIMBAIOTCS
IIpaButenscTBOoM Poccuiickoit @enepaiuu.

Uudopmayus 06 usmenenusix:. Cmamosi 52.1 oononnena uacmoio 4.1 ¢ 1 cewmsaops 2024 o -
®edeparibHbIl 3aKOH om 30 sineaps 2024 2. N 1-D3

4.1. IlpencraBieHne MPOTOKOJA HUCIBITAHUI TOIMYCKAeTCsl TONBKO B OTHOIIEHWH TEPBOW CEPUH WIIH
MepBO TMapTUU JIEKApCTBEHHOI'O IIpernapara, BHOEpBbie MpousBeaeHHOro B Poccuiickoit denepanuu wau
BIIEpBBIC BBO3UMOTO B Poccuiickyio Denepanuro (3a HCKIIIOUYEHHEM JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B
yactax 4.2 wm 4.3 wHacrosAmied CTaThH), B Cllydyae MPEJOCTABICHUS CBEJICHWNA O Jare BbIJAYU WU
PETHCTPAalIMOHHOM HOMEPE 3aKIFOUEHHsI COOTBETCTBHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSIM
NnpaBuIl HaJUIekKaled MPOU3BOICTBEHHON TMPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eiepallbHbIM OPraHOM
WCTIONTHUTENFHOW BIACTH, WIH CEPTH(HUKATa COOTBETCTBUS TMPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHMUSM TPABWII HAJUICKAIICH MPOU3BOACTBEHHOW NpaKTUKU EBpa3suiickoro 3KOHOMHYECKOTO COH3a,
BBIJJAHHOT'O YIIOJIHOMOYEHHBIM OpPraHOM TIOCyZapcTBa - wieHa EBpa3HWCKOro 3KOHOMUYECKOTO COHO3a, B
OTHOIICHUH MPOU3BOICTBCHHOH IIOMAIKU (IPOU3BOJACTBEHHBIX IUIOMIA0K), OCYIIECTBISIONIEH TPOU3BOICTBO
TOTOBOW JIGKAPCTBECHHOH (POPMBI M BBIMYCKAIOUIMN KOHTPOJIb KadecTBa JICKAPCTBEHHOIO Ipernapara, MpH
YCJIOBHUHU OTCYTCTBUA B TCUCHHUC TPEX JICT, MPCAMICCTBYIOMIUX AAaTC BblAa4YMW IIPOTOKOJIA I/ICHI)ITaHI/II‘/’I, CJIy4dacB
BBIABJICHUS HCCOOTBETCTBHA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM Ka4ueCTBa JICKaPCTBECHHBIX CPCJICTB, HH(bOpMaIII/ISI (0]
KOTOpBIX OMyONWKOBaHA Ha caiite ¢eaepasbHOTO OpraHa HWCHOJTHHUTEIBHON BIIACTH, OCYIIECTBIISIOMIETO
(yHKIIME TI0O KOHTPOJIO M HAA30py B cdepe 3IpaBOOXpaHEHHS, B OTHOIICHWH BCEX IPOU3BOICTBEHHBIX
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mIomaaoK, OCYHICCTBIIAIOMIUX MIPOU3BOACTBO JICKAPCTBECHHOI'O IIpeIiapaTra 1 BLIHyCKaIOH_II/Iﬁ KOHTPOJIb Ka4€CTBa
JICKapCTBCHHOI'O IIperiapara.

Undpopmayus 06 usmenenusix: Cmamoss 52.1 oOonoanena uacmoio 4.2 ¢ 1 cenmsopas 2024 2. -
®edeparibHbIl 3aKoH om 30 ausaps 2024 2. N 1-D3

4.2. He TpeOyeTcs npeCcTaBlIcHUE IMPOTOKOJIA CIIBITAHUH, YKa3aHHOTO B YacTW 4 uinu 4.1 HacTosIIeH
CTaThbM, B OTHOLICHMH OP(AHHBIX JICKAPCTBEHHBIX MPEHAPATOB, BHICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX
MpenapaToB, MOJYYSHHBIX U3 OMOJIOTMYECKOT0 MaTepHalia ONpeJIeIEHHOTO YeNOBEKa M MPeHA3HAUYEHHBIX JUTS
MIPUMEHEHUS 3TOMY KE YETIOBEKY.

Unudopmayus 06 usmenenusix:. Cmamosi 52.1 Oononnena uacmeio 4.3 ¢ 1 cewmsaops 2024 o -
®edeparibHbIl 3aKOH om 30 sineaps 2024 2. N 1-D3

4.3. B OTHOWIEHWHM OJHOW CEpUH WJIN OJHOW MNAPTUM BBICOKOTEXHOJIOTUYHOI'O JIEKAPCTBEHHOI'O
mpenapaTta (32 HCKJIIOYEHHEM BBICOKOTEXHOJIOTHYHBIX JICKAPCTBEHHBIX IIPENaparoB, IIOJYYECHHBIX W3
OMOJIOTHUECKOTO MaTepuaja OINpPENeICHHOTO YeJOBEeKa M INpEeIHA3HAYCHHBIX Ul NPUMEHEHHS 3TOMY XK€
YeJIOBEeKY), BIIEpBBIe mpom3BeneHHOro B Poccuiickoit Dexepanuu wiM BIepBbie BBO3UMOro B Poccwmiickyto
@denepanno, MNPEACTABIAETCS MPOTOKOJI  HCHBITAHWN, TIPOBEAECHHBIX C  HCIOJIB30BAaHHUEM  CPEJCTB
JUCTAaHLMOHHOTO B3aUMO/JICHCTBHSI B TEUEHHE IIEPBBIX TPEX JIET MOCIE BBOJA TAKOTO MpenapaTa B rpaskJaHCKUH
o0oporT.

HUndhopmayus 06 usmenenusx:  Yacmo 5 usmenena ¢ 1 cenmsops 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakuuro

5. ExeronHo He mo3aHee 1 ampens NpoOU3BOIUTENN JIEKAPCTBEHHBIX CPENCTB MM OpraHM3alllH,
OCYILIECTBIISIIOIIME BBO3 JIEKApCTBEHHBIX IpenapaToB B Poccuiickyro @enepauuio, NPEACTaBISAIOT B
(enepanbHBIi OpraH UCIOTHUTENBHON BIACTH, OCYIIECTBISIOMUI (QYHKIMU IO KOHTPOJIO U HAA30py B cdepe
3ApaBOOXpaHCHUA, ITPOTOKOJ HUCIIBITAaHUI MOCTYIUBLICTO B TCUHCHUC NMPEAIICCTBYIOMICTO KAaJICHAAPHOTO I'oJia B
rpaXkJaHCKUH 00OpOT JIEKapCTBEHHOTO Mpernapara COTJIaCHO PETUCTPAIIMOHHOMY YJOCTOBEPEHUIO (Ha OJHY
CEpHI0 TOPrOBOTO HAWMEHOBAHHA C YYETOM JIEKAPCTBEHHOH (OPMBI OJHOW JO3MPOBKH), MPOBOAUMBIX
aKKpPEeINTOBAaHHBIMH B COOTBETCTBHM C 3aKOHOLATernbCTBOM Poccuiickoit denepannu 00 aKKpeTuUTaIldd B
HaI[MOHAJIBHON CHCTEME aKKpEeIWTAIMH WCIBITaTeIbHBIMI J1abopaTopusiMu (meHTpamu). llpencraBnenwue
MPOTOKOJA UCIBITAHUM, IPEyCMOTPEHHOr0 HACTOSIIEH YacThi0, B OTHOUIEHUM JIEKAPCTBEHHBIX MPENapaToB,
yKa3aHHBIX B YaCTW 4.2 HacTosIIel CTaTbu, MOMyCKAeTCsl OJWH pa3 B TPHU TrojAa NMPH YCIOBHH UX BBOJA B
rpakaanckuii 060poT. [Ipu mpeacTaBieHU MPOTOKOJIA UCHBITAHHMA, MPEeAyCMOTpeHHOro Yactamn 4 u 4.1
HACTOSILIEH cTaTbu, B (eAepalbHBI OpraH MCIIOJHUTENBHOW BIACTH, OCYLIECTBIIONMHA (YHKIUU IO
KOHTPOJIIO M Hau3opy B cdepe 3ApaBOOXPaHEHHs, MPOTOKOJ HCIBITAHWH, MPEeLyCMOTPEHHBIH HACTOSILIECH
4acCTblO, B yK%aHHBIﬁ OpraH HE NPCACTaBJIACTCA.

Undopmayus 06 usmenenusx: Cmamos 52.1 oOononnena uacmovto 5.1 ¢ 1 cenmaopa 2024 2. -
®eldeparibHbIl 3aKOH om 30 sneapsa 2024 2. N 1-D3

5.1. Ilpom3BoauTenu JEKapCTBEHHBIX CPEJICTB WM OpraHU3alldH, OCYIIECTBISAIOIINE BBO3 B
Poccuiickyto @enepannio  BBHICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IIPENapaToB, BMECTO IPOTOKOJIA
UCTIBITAHUM, TPEIYCMOTPEHHOTO YaCTbl0 O HacTOsIIe CTaThbH, BIpaBe MPEACTaBUTH B (eepalbHBI Opra
UCTIOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOMMI (YHKIMU 1O KOHTPOJIO U HAI30py B cdepe 3IpaBOOXpaHEHUS,
CBEICHHA O J]aT€ M PErHCTPAllMOHHOM HOMEpE 3aKIIOYEHHS O COOTBETCTBUH IMPOM3BOAUTENS JIEKAPCTBEHHBIX
cpencTB TpeOoBaHMSIM MPaBUI HaJIeXKalell MPON3BOIACTBEHHON MPAaKTHKH WM cepTU(HUKaTa COOTBETCTBHUS
IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM MPAaBWII HAIJICKaIleH NPOU3BOACTBEHHON NPaKTHKH
EBpasuiickoro 3KOHOMHMYECKOTO CO03a, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM TIOCyJapcTBa - YJIEHA
EBpazuiickoro 3KOHOMHYECKOI'O CO03a, Ul NMPOU3BOJICTBEHHON IUIOMAAKH (IIPOM3BOJACTBEHHBIX IIOLIAOK),
OCYILLECTBIISIIOIIEH MPOM3BOACTBO T'OTOBOM JIEKapCTBEHHOH ()OpPMBI M BBITYCKAIOUIMHA KOHTPOJIb KauyecTBa
JIEKapCTBEHHOTO IIpenapara.

Hupopmayus 06 uzmenenusx:  Yacmo 6 usmenena ¢ 1 cenmabps 2024 2. - ®edeparbHbil 3aKkoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

6. IlpomsBogurenu JEKapCTBEHHBIX CPEACTB MJIM OpPraHU3ALMH, OCYIIECTBIIAIOIIME BBO3
JEeKapCTBEHHBIX NpemnapartoB B Poccuiickyro denepanuto, He MeHee u4eM 3a OAMH ToJ 10 IUIaHUPYEMBIX
MIPUOCTAHOBIICHUS WU MIPEKPALLCHHs IIPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB WIK UX BBO3a B Poccuiickyo
Oenepanmio yBeAOMISIIOT 00 3TOM B 3JEKTPOHHOH (opme (emepalbHBI OpraH WCHONHUTEILHON BIACTH,
OCYIIECTBISIFOIIUKN (D)YHKIIMU 1O KOHTPOJIIO W HAA30py B cdepe 3ApaBoOXpaHEeHUs W (elepanbHbIli Opra
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HUCHOJTHUTEIbHOMN BJIaCTH, OCYH_IGCTBJBIIOHII/Iﬁ q)YHKHI/II/I 10 JIMICH3UPOBAHUIO ITPOMU3BOACTBA JICKAPCTBCHHBIX
CPEICTB.

7. BBog B TpakmaHCKHM OOOPOT KaXKIOW CEpHHM WM KaXKIOH MapTHH HUMMYHOOHOJIIOTHYECKOTO
JIEKapCTBEHHOr0 Ipenapara, npousseneHHoro B Poccuiickoit ®denepanuu unum BBo3uMOro B Poccuiickyro
Qenepannto, OCYIIECTBISETCS HAa OCHOBAaHWM  pa3pellieHus, BBIIAHHOTO QenepaabHbIM  OpraHOM
WCTIOTHUTENFHON BJIACTH, OCYIIECTBISIOMNM (DYHKIIHH 10 KOHTPOJIIO ¥ Haa30py B cepe 37paBoOOXpaHeHHs, Ha
OCHOBaHWH BBIIAHHOTO (eepallbHBIMUA TOCYAAPCTBEHHBIMH OIOKETHBIMU YUPEKICHUSIMH, YKa3aHHBIMHA B
YacTu 4 HaCcTOSIIECH CTAaThbH, 3AKIIOYCHHS O COOTBETCTBHU CEPUH WM MAPTUH HUMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpenapara TpeOOBaHUSAM, YCTAHOBICHHBIM MPH €ro TOCYIapCTBEHHOM peructpaiuu. [10paaok
BBIIAYM pa3pelieHUs] Ha BBOJA B TPaXTaHCKUH 000pOT cepud WM NapTHH HMMYHOOHMOJIOTMYECKOTO
JIEKapCTBEHHOTO Tperapara, a TakXke IMOpPAJOK BBIJAUYM YKa3aHHOTO 3aKIIOYEHHs M pa3Mep IUIaThl 3a €ro
BbIAYy ycraHaBiauBaroTcs [IpasurensctBom Poccuiickoit denepanuu.

Undhopmayus 06 usmenenusix: Cmamos  52.1 Oononnena uacmoio 7.1 ¢ 1 cenmaopa 2024 2. -
®eldeparibHbIl 3aKoH om 30 ausaps 2024 2. N 1-D3

7.1. ®opma u NOPASOK TMPOBEACHUS WCIBITAHWH, YKa3aHHBIX B YacTax 4, 4.1, 4.3 u 5 Hacrosmei
CTaThbd, B TOM 4YHCJE C HCIOJb30BAaHHEM CPEICTB JMCTAHIIMOHHOIO B3aMMOJICWUCTBHUS, YCTaHABJIMBAIOTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusix:  Yacmo 8 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbIl 3aKOH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyro pedakyuro

8. 3a HempeaCTaBIiCHWE WM HECBOCBPEMEHHOE MPEACTABICHHE JOKYMEHTOB U  CBEACHUH,
npeaycMoTpeHHbIx Yactamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 Hacrosiel cTaThy, MPOU3BOJUTEIH JICKAPCTBEHHBIX
CPEICTB U OpPraHM3allid, OCYIIECTBIISIOIINE BBO3 JIEKAPCTBEHHBIX IpemaparoB B Poccuiickyro denepariuio,
HECYT OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

Hupopmauusn 06 usmenenusix: Yacmo 9 usmenena ¢ 1 mapma 2020 2. - @edeparsibHbIl 3aKoH om 27
Ooexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

9. IIpeacrapieHre JOKYMEHTOB U CBEJICHUM, TIPETYCMOTPEHHBIX YaCTAMU 1, 2 u 4 HacTosIIeH cTaThH,
U TIOJTy4YEeHHUE MPETyCMOTPEHHOTO YaCThH0 7 HACTOSIIEH CTaThH Pa3pelieHusi Ha BBOJ HMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO Tperapara B IPaKJIaHCKU 000pOT He TPeOYIOTCS B OTHOIICHHUH JIEKAPCTBEHHBIX TPENapaTos,
MPEHA3HAYCHHBIX IS MPOBEACHHS KIMHUUYSCKUX HCCICIOBAHUM JICKAPCTBEHHBIX MPEMaparoB, MPOBEACHHUS
9KCTIEPTH3bI JICKAPCTBEHHBIX CPEACTB IS OCYHICCTBICHHUS TOCYJAPCTBEHHON PETHCTPAldU JCKApCTBEHHBIX
MpenapaToB, a TAKXKE B OTHOIICHUH HE3aPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB, MPEIHA3HAYCHHBIX
JUI OKas3aHWs MEAUIIHHCKOW IMMOMOINK MO JKH3HEHHBIM MOKAa3aHUSAM KOHKPETHOTO MAIMEHTa WM TPYIIIhI
MalyueHTOB, BBO3UMBIX B Poccuiickyio ®emepaidio B COOTBETCTBUM ¢ dactamu 3 u 3.1 cratbu 47
Hacrosiero deaepansHOrO 3aKOHA.

Hupopmayus 06 usmenenusix:  Yacmo 10 usmenena ¢ 1 cenmsabps 2024 2. - @edeparsibHbIU 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

10. IIpu BBIABICHMM B TPaKIAHCKOM O0OpOTE CEpUM HIIM MApTUU JICKApPCTBEHHOIO Iperapara,
JIOKYMEHTBI U CBEACHHUS O KOTOPBIX, IpeaycMoTpeHHbie Yactammn 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosuiei craTbu,
HE MPEeJICTaBNIeHbI B (heJiepabHbIi OpraH UCIOJHUTEIBHON BIACTH, OCYIISCTBIIAIONINEN (GYHKIIMHA 110 KOHTPOJIIO
U Haa3opy B cdepe 3apaBOOXpaHEHUs, MO0 CEpUU WM MAPTHH HMMYHOOHOJOTHYECKOI'O JICKApCTBEHHOIO
mpernapaTta, HE WMCIOIUX pa3pellieHuss Ha BBOJ B TPAXIAHCKUU 00OPOT, MPEIyCMOTPEHHOrO 4YacTbl 7
HACTOSIIIEH cTaThy, (eaeparbHbIil OpraH UCTIONHUTEIBHON BIACTH, OCYIIECTBISIOMUI GYHKIIUH IO KOHTPOJIIO
W Haz30py B chepe 3apaBooXpaHeHus, B Nopsaake, yecraHoBieHHOM [IpasutensctBoM Poccuiickoit denepanuu,
MIPUHUMAET PEIICHUE O MPEKPAIEHUH TPAXKIAHCKOT0 000pOTa TaKWX CEPUU WU MAPTHH A0 NPEACTABICHHS
YKa3aHHBIX JIOKYMEHTOB M CBEACHUN JINOO MOTyUSHHS YKa3aHHOTO Pa3peICHHsL.

Unpopmayusi 06 usmenenusix:. Dedepanvhvlii 3aKkon donoanen cmamveil 52.2. ¢ I cenmsaops 2023 e. -
®edeparibHbIl 3aKoH om 2 uions 2021 2. N 317-D3

T'APAHT: JleficTBHE TONOXKEHWUHM cTaTbu 52.2 He pacrnpoCTpPaHAETCHA Ha CepuH JEeKapCTBEHHBIX
MPEapaToB JjIsl BETEPUHAPHOI'O MPUMEHEHHUS, BBESJACHHBIC B TPAXKIAHCKHA 000pOT HA TeppuTopun PD no 1
ceHtsi0psa 2023 r. Cepun TakuX JIEKAPCTBEHHBIX IPEIapaTtoB MOANIEXAT XpaHEHHIO, IMEPEBO3KE, OTIIYCKY,
peanmzanuy, rnepeave u MPUMEHEHHIO JI0 UCTEUEHUS CPOKA WX TOTHOCTH
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Cratba 52.2. BBoa B TpaxIaHCKUi 00OpOT JICKAPCTBEHHBIX IPEHApaToB Uil BETEPUHAPHOIO
TIPUMEHEHUS

1. ITepen BBOJOM B TpaXKAAHCKHH 000OPOT Ka)KAOW CEepHH MPOm3BeNeHHOT0 B Poccmiickoit denepannm
JIEKapCTBEHHOTO TMperapara ajs BETePHHAPHOTO NPHUMEHEHHs, 3a HCKIIOUYEHHEM HWMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO Tpemnapara i BETEPHHAPHOTO MPHMEHEHUS, MPOW3BOIUTENh TaKOTO JIEKapCTBEHHOTO
rperapara MPeICTaBIIsIeT B YBEIOMHUTEILHOM IMOpsAAKE B (QenepalbHbIdi OpraH HCIIOJHUTENBHON BIACTH,
OCYIICCTBISAIOMNNA (PYHKIIMU TO KOHTPONIO (Ham30py) B cdepe oOpalieHus IeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO IPUMEHCHUSI:

1) DOKYMEHT MPOM3BOIUTENS JICKAPCTBECHHBIX CPEJCTB, TOJITBEPKIAIONIUN COOTBETCTBUE KavyecTBa
JICKApPCTBEHHOTO IIperapara Juis BETEPUHAPHOIO MPHMEHEHWS, BBOJUMOIO B TPaXJIaHCKUH 000pOT,
TpeOOBaHUSIM, YCTAHOBICHHBIM IPU €r0 TOCYAAPCTBEHHON PETUCTPAIINU;

2) TOATBEP)KICHUE YIIOJIHOMOUYEHHOTO JIMIA MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHSI
JICKapCTBEHHOTO IIpemapara il BETEPHHAPHOTO TPUMEHCHHS TpeOOBAaHUSAM, YCTAaHOBIICHHBIM IIPH €ro
roCyJapCTBEHHON PErUCTpaLiu.

2. Ilepen BBOJOM B TpaKIaHCKUN 000pPOT KaXKIOW CepUr BBO3UMOTO (ITepemeriaemMoro) B Poccuiickyio
Qenepanio  JEKApCTBEHHOI'O  Tpemapara s  BETEpUHAPHOTO  MPHMEHEHHWs, 3a  HCKIIOYCHHEM
MMMYHOOHOJIOTHYECKOTO JICKApPCTBEHHOTO TIperapara /s BETEpUHAPHOTO TMPHMEHEHUsS, OpraHu3allus,
OCYIIECTBIISIONIAss BBO3 (IIEpeMEIIeHNe) JIGKApCTBEHHOTO Mperapara il BETEPHHAPHOTO MNpPHMEHEHHUS B
Poccuiickyro @enepaliviro, MpeACTaBIsgeT B YBEJOMUTEIBHOM TOPSIIKE B (heiepalIbHbIA OpraH HCIIOIHUTEILHOM
BIIACTH, OCYIIECTBIIONMEI (DYHKIIMM MO KOHTPOIIO (HAA30py) B cdepe oOpalleHus JIEKapCTBEHHBIX CPEJICTB
JUTSI BETEPUHAPHOTO MPUMEHEHUS:

1) mOKyMEHT IPOM3BOJIUTENS JICKAPCTBCHHBIX CPENCTB, MOATBEPKIAIONINI COOTBETCTBHUE KaduecTBa
JICKQpCTBEHHOTO IIperapara Jyis BETCPUHAPHOTO MPHUMEHEHWS, BBOJUMOIO B TPaXJTaHCKUH 000pOT,
TpeOOBaHUSIM, YCTAHOBIEHHBIM TPU €r0 TOCYAAPCTBEHHON PETUCTPALINH;

2) TOATBEp)KIEHHUE JINIA, YIMOJHOMOYEHHOTO [AEp)KaTelieM WM BIAJEIbIEM pPETHCTPAIIIOHHOTO
YIAOCTOBEPEHMS JICKAPCTBEHHOTO TIpernapara Jyisi BETCpUHAPHOTO MPUMEHEHUS, COOTBETCTBHS JICKAPCTBEHHOTO
mperapara s BETePHHAPHOTO TMPHUMEHEHWs TpeOOBaHMAM, YCTAaHOBIEHHBIM IIPH €r0 TOCyIapCTBEHHOW
perucrpanuu.

3. BBom B rpaxkmaHckumii 000poT BBO3MMOTO (mepememaemoro) B Poccuiickyto ®eneparuio
JIEKapCTBEHHOTO TIperapara Jjis BEeTePHHAPHOTO MPUMEHEHHS OCYIIECTBISIETCS NMpPU HATWYUW 3aKIIOYECHUS O
COOTBETCTBHM  IPOW3BOAMTENS  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHWSAM  [PaBUIl  HaJuIekalien
MIPOU3BOJICTBEHHON NPAKTHKH, BBIJAHHOTO VIOJHOMOYEHHBIM (e/lepaabHbIM OPraHOM HCIIOJNHUTEILHOM
BIIACTU U1l MPOU3BOACTBEHHOW IUIOIIAJKH JEKAPCTBEHHOTO Ipernapara IJjis BETEPUHAPHOIO IPUMEHEHHS,
BBOJIMMOT'O B IPaXKJaHCKUH 000POT.

4. Jluno, yNONHOMOYEHHOE JAep)KaTeleM WM BIAJENbleM pPEeruCTPalMiOHHOTO YAOCTOBEPEHUS
JICKApCTBEHHOTO TIpernapara Jyis BETCPUHAPHOTO MPUMEHEHHS, JIOJDKHO OBITh aTTECTOBAHO B YCTAHOBJICHHOM
YIHOJIHOMOYEHHBIM (heZicpaibHbIM OPraHOM HUCIIOJHUTEIBLHON BJacTH MOPSAAKE U UMETh CTaXK pabOThl HE MCHEE
YeM IIATh JIET B 00JIACTH MPOM3BOACTBA M (MJIM) KOHTPOJS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB OO B 00IacTH
MOHHTOpPUHTA 3(PPEKTHBHOCTH M OE€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO PUMEHEHHS,
MIPOBOAMMOTO JIepKaTeNIeM WM BIAJAEIbIIEM PETHCTPAIIOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara
JUTST BETEPUHAPHOTO TPUMEHEHHSI JINOO YIOJTHOMOYEHHBIM MMM FOPHIUYECKUM IJIUIIOM, BBICIIeE 0Opa3oBaHHE
COOTBETCTBEHHO TIO0 OJHOW W3 CHEIHMabHOCTEH W (WJIHM) OJHOMY W3 HAINpPaBIEHHH MOJATrOTOBKH: OHMOJOTHA,
OMOTEXHOJIOTHS,  BETEpUHApUS,  BETCPUHAPHO-CAHUTApHAs  DJKCIEPTH3a,  KIMHUYECKAas  MEIUIIMHA,
paauanoHHas, XUMHUYECKash U OMOJIOTHYeCKast 3aIuTa, ¢papMarus, GyHIaMeHTaIbHas MeIUIUHA, XUMUIeCKast
TEXHOJIOT U, XUMHUSL.

5. MNopsadoK mpezacTaBieHUsT B COOTBETCTBHM ¢ YacTaAMM 1 u 2 HacTosimeidl ctaThbd JOKYMEHTOB U
CBEJICHUH O JICKapCTBEHHBIX MpermapaTax s BEeTepUHAPHOTO MPUMEHEHHUS, BBOJAUMBIX B IPAKIAHCKUNA 000pOT,
ycranaBnuBaercs [IpaButenscTBoM Poccuiickoit @enepanuu.

6. B oTHOIICHNH TEPBBIX NIBYX CEPHH JICKAPCTBEHHOTO Iperapara Il BETEPUHAPHOTO IMPUMCHCHUS,
BIICPBEIE TIpOM3BeNeHHOTO B Poccuiickoit @demepaniid WM BIEPBBIE BBO3UMOTrO (IIEPEMEIIAEMOr0) B
Poccutickyto ®denepanuto, B defepanbHbIi OpraH HCIIOTHUTEIFHON BIIACTH, OCYIIECTBISIOMUNA (YHKITAN TIO
KOHTpOITIO (HaA30py) B cdepe odpaleHus JIeKapCTBEHHBIX CPENICTB AJIsl BETEPUHAPHOTO IPUMEHEHHS, HApSTy C
JOKYMEHTaMH, MPEeIYyCMOTPEHHBIMH YacTAMM 1 W 2 HacTosmed CTaThH, NPEACTABISIFOTCA MPOTOKOJIBI
WCTIBITAHUI O COOTBETCTBHM STUX CEpPUH JIEKapCTBEHHOI'O TIpemnapara il BETEPUHAPHOTO MPUMEHEHHS
IOKa3aTeNIsIM KavyecTBa, IMPEIyCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM (Jajiee - MPOTOKOJN HCIBITAHUH ),
MMPOBOJIMMEBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOOATeNbCTBOM Poccuiickort ®denepammu 00
AKKpEAUTAIlMU B HAIIMOHATHLHON CHCTEME aKKPEIUTAIIMH UCTIBITATSILHBIMU JIA00paTOpUsMU (LICHTPaMH).

7. ExeromHo He mozgHee | ¢eBpans NPOU3BOAMUTENN JICKAPCTBEHHBIX CPEICTB WM OpraHU3allH,
OCYIIECTBIISIONINE BBO3 (MEpeMEIICHUE) JEKAPCTBEHHBIX IIPEMapaToB JJIsl BETEPUHAPHOTO TMPUMEHEHHUS B
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Poccuiickyto denepaiinio, NpeacTaBisiioT B GeepalibHbIi OPraH MCIIOJHUTEILHOM BIACTH, OCYIICCTBIISIONIHIA
(dbyHKIIME 10 KOHTpoONo (Ham30py) B cdepe oOpamieHHs JEeKapCTBEHHBIX CPEACTB JUISI BETEPUHAPHOTO
MIPUMEHEHUS], IPOTOKOJI MCIBITAHUI IMOCTYMUBIIETO B TEYEHHE Tojla B TPAXKIAHCKUN 000pPOT JIEKapCTBEHHOTO
mperapara JUisi BETEpUHAPHOTO TPUMEHEHHS KOHKPETHOTO MPOW3BOAMTENS (Ha OJHY CEepUI0 KaXIOro
TOPrOBOTO HAMMEHOBAaHUS C YYETOM JIEKapCTBEHHOW (OpPMBI, a JUIS JIEKapCTBEHHOTO TIperapara Jyis
BETEPUHAPHOTO TMPUMEHEHHUs, HE SBISIONIETOCS WMMYHOOHOJOTHYECKHM, TaKXe C Y4eTOM JO3UPOBKH),
MIPOBOJMMEBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOOATeNnbCTBOM Poccuiickort ®denepanmu 00
aKKpEIUTALUK B HAIMOHAIBHOW CHCTEME aKKPEIUTALUH UCTIBITATEILHBIMU J1a00paToOpusiMH (LIEHTPaMH).

8. BBom B TpaxkaaHCKuMii 000pOT HMMMYHOOHOJOTHYECKOTO JIEKAPCTBEHHOTro Tpemapara ais
BETEPUHAPHOr0 MPUMEHEHNs, TIpon3BeeHHoro B Poccuiickoit denepavy Wiy BBO3UMOTO (IIEPEMEIIAeMOro) B
Poccuiickyto Dexpepaiuio, oCymecTBIsIETCS HA OCHOBaHUM Pa3pelleHus, BRIIAHHOTO (ellepalbHbIM OpraHOM
UCIIOJIHUTEIBHOW BJIIACTH, OCYIICCTBISIONIMM (YHKIUH 110 KOHTPOJIO (Haa3opy) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB JJIS BETEPHHAPHOTO NPHUMEHEHHs. YKa3aHHOE Pa3pelleHre BBIIAETCS HAa OCHOBAHHH
MIPOTOKOJIa WCHBITAHUNA, MPOBOJANMBIX aKKPEJUTOBAaHHBIMH B COOTBETCTBMH C 38KOHO4ATENbCTBOM
Poccutickoii ®enepanmmu 00 aKKpEAWTAIMA B HANWOHAIHHOW CHCTEME AaKKpEIUTAITMH OpraHW3alldsIMH,
[TO/IBEIOMCTBEHHBIMU (heIepaIbHOMY OpraHy HWCHOJHUTEIHHOW BIIACTH, OCYHIECTBISIONIEMY (GYHKIHHA IO
BBIPa0OTKE TOCYINApCTBEHHOW TONWTHKA ¥  HOPMATHBHO-TIPABOBOMY  PETYIUPOBaHUIO B  cdepe
arponpoOMEBIIIIEHHOTO KOMIUIEKCa, BKJIIOYas oOOpalleHue JIeKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
MPUMEHEHUs, WiH (elepalbHOMY OpraHy HCIOIHUTEIFHOW BIIACTH, OCYIICCTBISIOMIEMY (GYHKIMH TI0
KOHTpPOJIIO (Haa30py) B chepe oOpaiieHus JeKapCTBEHHBIX CPENICTB AJISl BETEPUHAPHOTO NPUMEHEHHS, a TAaKXKe
JOKYMEHTOB U CBEJCHUIi, MPEIyCMOTPEHHBIX YaCTbi0 1 (s mpemapaToB, MPOM3BEICHHBIX B Poccuiickoit
depepanuu) wim YacTbio 2 (Ui mpenapaTtoB, BBO3UMBIX (mepemernaeMbix) B Poccuiickyro Dezepariuio)
HACTOSIILIEH CTaThU.

9. Cpok BbLIaYM pa3pelieHus, yKa3aHHOro B YaCTU 8 HacTosIel CTaThbH, COCTABISACT MATh PabOdMX
JTHEH co THS MPEeCTaBIECHUS IPON3BOANUTENEM JIEKAPCTBEHHBIX CPEICTB MIIM OpPraHU3aIfel, OCYIIeCTRISIONICH
BBO3 (TIepeMelleHne) JIeKapCTBEeHHOTO TIperapara i BeTEepHHApHOTO TpuMeHeHHss B Poccuiickyro
Oenepanuto, B (pemepasbHBI OpraH HMCIOTHUTEIFHON BIIACTH, OCYIIECTBIILIONINN (YHKIIUH TI0 KOHTPOJIIO
(Hamzopy) B cdepe oOpalmeHus JIEKApPCTBEHHBIX CPEICTB LISl BETEPUHAPHOTO IPHMEHEHUS, JOKYMEHTOB,
NPEAYCMOTPEHHBIX YaCThIO 8 HACTOSICH CTaThU.

10. Pa3pemienune, ykazaHHOE B YACTW 8 HACTOAIICH CTAThH, BBIJACTCS B OTHOIICHHU KON U3 MEPBBIX
JIByX CepUil UMMYHOOHOIIOTHYECKOTO JIEKAPCTBEHHOIO Iperapara Juisi BETEPHHAPHOTO MTPUMEHEHUS, BIICPBhIC
npousBeneHHOro B Poccmiickoii @enepanuu WiaM BIEpBble BBO3MMOTO (mepemernaeMoro) B Poccuiickyro
Oenepanmto. Takoe paspelieHre BBIJACTCS Ha BECh CPOK OOpallleHHs CEpUH HMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOTO Ipemnapara Uil BETEPUHAPHOIO INPUMEHEHHs, B OTHOLIEHHMM KOTOpPOH OHO BbIAaHO. B
OTHOUICHUH TMOCTIETYIONINX CEPH OJJHOTO TOPrOBOI0 HANMEHOBAHHS UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara Juisi BETEpUHAPHOTO IMPUMEHEHUs, Npou3BeneHHoro B Poccuiickoit ®enepanuy WM BBO3UMOIO
(nepemeiaemoro) B Poccuiickyto ®@enepaiiuio, Takoe pa3pelieHUe BbIIACTCS CPOKOM Ha Tpu rona. [ 1opsook
BBIIaYM pa3pemieHusl Ha BBOJA B I'PaXTaHCKHH 000OpOT MMMYHOOHMOJIOTHYECKOTO JIEKapCTBEHHOTO Mperapara
UL BETEpUHAPHOTO TIPUMEHEHHS, NMOPALOK BBIIaYH POTOKOJIA HCIIBITAHNH, YKa3aHHBIX B 4acTH 8 HACTOSAIICH
CTaThH, a TaKXkKe METOMKA OmpeneieHHus pa3MepoB IUIATHI 3a BHIIAYy yKa3aHHOTO IMPOTOKOJA HCIIBITAaHUN
ycranaBiuBaetcs [IpasutensctBoM Poccuiickoit denepanuu.

11. UmMyHOOHOIOTHYECKHE JIEKAPCTBEHHBIE MTPETapaTthl A1 BETEPHHAPHOTO MPUMEHEHHS, BBEICHHBIS
B TPaXKIAHCKUI 000OPOT B COOTBETCTBHU C YACTbK) 8 HACTOsAIICH CTaThU, MOJUICKAT XPAHCHHIO, MEPEBO3KE,
OTITyCKY, peau3aliy, nepeaade, IPUMEHEHUIO 0 UCTEUEHHSI CPOKA UX TOJJHOCTH.

12. 3a HempexacTaBlI€HHWE WM HECBOEBPEMEHHOE IPEICTAaBIEHHE JOKYMEHTOB U CBEICHMUIA,
NpeyCMOTPEHHBIX YacTaMn 1 - 3, 6 u 7 HacTosIeH CTaTbd, MPOM3BOIUTENHN JICKAPCTBEHHBIX CPEACTB U
OpraHM3allii, OCYUIECTBISIONIME BBO3 (ME€pEeMEIICHHE) JIEKapCTBEHHBIX IpernapaTtoB JUIsl BETEPUHAPHOTO
npumeHeHus: B Poccuiickyro @enepanuro, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATEIBCTBOM
Poccuiickoii @enepanuu.

13. IlpencraBieHne TOKYMEHTOB M CBEACHUH, MPEAYCMOTPEHHBIX YacTamu 1 - 3, 6 u 7 Hacrosiuei
CTaThH, W TMONyYCHHUE PA3pEIleHHs, YKA3aHHOTO B YaCTW 8 HacTosIeil cTaThi, He TPeOYIOTCS B OTHOIICHUH
JIEKapCTBEHHBIX MPENapaToB JUisl BETEPUHAPHOIO IPUMEHEHMS, IPeIHa3HAYCHHBIX JJI1 BbIBO3a U3 Poccuiickon
Qepepauuy, NOpPOBEACHUS IOKIMHUYECKUX  HCCIEAOBAHUWA  JIGKAPCTBEHHBIX CPEACTB, KJIMHHYECKHX
HCCIEAOBAHUN JIEKapCTBEHHBIX MPENapaToB AJi1 BETEPUHAPHOIO IPUMEHEHUS U BBO3a JUIs LIeNIeH, YKa3aHHBIX B
nyHkte 5 yactu 1 ctatbm 50 Hacrosmiero demepanbHOrO 3aKOHA, a TaKKe OOPA3LOB JICKAPCTBEHHBIX
MpernapaToB JUId BETEPUHAPHOTO MPHUMEHEHUs, MpEAHA3HAYEHHBIX [UISI TPOBEJIEHUS  JKCIEPTH3BI
JIEKapCTBEHHBIX CPEZCTB B IIENAX OCYIECTBICHHUS TOCYJapCTBEHHONW PETUCTPALIMH JIEKAPCTBEHHBIX MPENapaToB
JUIs. BETEPUHAPHOI'O MPUMEHEHUS WIM BHECEHUS M3MEHEHMH B PErMCTpallMOHHOE JO0ChE Ha JIEKapCTBEHHBIN
mpernapar JJis BeTepUHApHOTO PUMEHEHHSI.
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Hupopmayus 06 usmenenusix:  Cmamos 53 usmenena c 1 ausapsa 2018 2. - @edepasibHbIl 3aKOH om 29
urons 2017 2. N 278-D3
Cwm. npedbidywyto pedakyuro

Cratba 53. Ilpogaxa, mepenada JIEKapCTBEHHBIX CpPEJICTB OPraHU3alUsSMH OITOBOW TOPTOBIH
JIEKAPCTBEHHBIMU CPEICTBAMU

Hupopmayus 06 usmenenusix:  Yacmo 1 usmenena ¢ 1 cenmsabps 2023 2. - @edepasibHbll 3aKOH om 4
aseycma 2023 2. N 428-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: HopmaTuBHEIE NpaBOBBIE aKTHI, COAEPIKAIIHE OOs3aTelbHble TPeOOBAaHMUS U IPUHHUMAEMEIE B
LEJSIX peAIM3aly ToJokeHnil yactu | crateu 53 (B pemakuuu PepepanbHOro 3akoHa ot 4 asrycra
2023 r. N 428-®3), BCTynatT B CUIY B yCTaHOBJIEHHBIE JaHHBIMH HOPMATHUBHBIMHU IPABOBBIMU aKTaMH
CPOKH, HO HE paHee YeM [0 HWCTCYCHHH TPHUIIATH MHEH Tocie ITHS OQUIIHATHHOTO OITyOIUKOBAHHS
COOTBETCTBYIOIIETO HOPMATHBHOTO IPABOBOTO aKTa

1. OpraHusaumm ONTOBOW TOProBfM I€KapCTBEHHbIMU CPeACTBaAMM MOIYT OCYINECTBISTH
IIPOAXy JIEKAPCTBEHHBIX CPEICTB WJIM IE€pelJaBaTh MX B YCTAaHOBJIIEHHOM 3aKOHOJATENILCTBOM Poccuiickoii
Denepanuu nopsAAke (3a UCKIOYEHHEM (apMalleBTUUECKOW CyOCTaHLMH CHHPTa 3TUIOBOTO (3TaHOJA) C
yd4eToM TpeOOBaHMI YaCTN 3 HACTOSAIIEH CTaThH:

1) Apyrum opraHu3anusiM ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) IpOU3BOAMTEIISM JICKAPCTBEHHBIX CPEJCTB IS 1€l MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB;

3) anTedHBIM OpPraHU3alUsIM U BETEPUHAPHBIM anTeYHBIM OpPraHU3aLUsIM;

Hngopmayus 06 usmenenusx: Ilynkm 4 usmenen ¢ 30 smsaps 2024 2. - @edeparibHbili 3aKOH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyro pedakyuro

4) Hay4HBIM OpPraHU3aLUsAM [T HAyYHO-MCCIIEI0BATEILCKOW PadOTHI;
5) MHOVBHUIYaNbHBIM HPEAPUHUMATEISM, HMEIOIINM JIUIIEH3UIO Ha (hapMalleBTUYECKYIO JeSTEIbHOCTh
WM JIUIEH3HUI0 Ha MEAUIINHCKYIO 1€ATeNbHOCTD;

Hupopmayus 06 usmenenusx: Ilynkm 6 uzmenen c¢ 1 cenmsabps 2023 2. - @edepasibHbil 3aKOH om 4
aseycma 2023 2. N 428-D3
Cm. npedbidywyro pedakyuro

T'APAHT: HopMmaTtuBHBIE IIPABOBBIE AKTHI, COAEPIKALIME OOs3aTellbHbIE TPEOOBAHUS W INPUHUMAEMBIE B
LEIIX Pealu3alyy IOJIOKEHUM IyHKTa 6 dactu 1 crateu 53 (B pemaxmuu PepgeparnbHOro 3akoHa or 4
aBrycra 2023 r. N 428-®3), BCTynatT B CUJTY B yCTaHOBJICHHBEIC JaHHBIMA HOPMATHBHBIMH IPaBOBBEIMH
aKTaMU CPOKH, HO HE paHee YeM IO MCTSUYCHUU TPUALATH JHEU MOCIe JHS OPUIMATBLHOTO OIyOJINKOBAHUS
COOTBETCTBYIOIIIETO HOPMATHBHOTO IMPABOBOTO aKTa

6) MEIULIMHCKUM OpPTraHU3alusaM, B TOM YHCIE CO3JaHHBIM M 3apErHCTPUPOBAHHBIM B COOTBETCTBHUHM C
3aKOHO/IaTENbCTBOM HMHOCTPAHHOTO TOCyZapcTBa - wieHa OpraHu3alui 3KOHOMHYECKOTO COTPYIHHYECTBA H
pa3BUTHS WHOCTPAHHBIM IOPHUJMYECKHM JIMIAM, WHIUBHIYaJIbHBIM MPEATNPHUHAMATEISIM, SBIISIOIIIMCS
YYaCTHHUKAMH TPOEKTa B cooTBeTcTBHH ¢ PegepanbHbiM 3akoHOM ot 29 wmrons 2015 roma N 160-d3 "O
MEXIYHapOIHOM MEAMIMHCKOM KiIacTepe M BHECEHHMH HM3MEHEHHH B OTAEIbHbIC 3aKOHOJATEIbHBIE AKTHI
Poccuiickoit @enepanuun', 1 BETepUHAPHBIM OpraHU3aLUsIM;

Hupopmauusn 06 usmenenusx: Ilynkm 7 usmenen ¢ 13 aseycma 2019 2. - @edeparibHbil 3aKOH om 2
aszycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

7) opraHM3amMsM W HWHIUBUAYAJIbHBIM IPEANPUHUMATENSAM, OCYIISCTBILSIIONIMM pa3BeJCHUE,
BBIPALIMBAHNE M COJIEP)KaHHE )KUBOTHBIX (328 MCKIIOYEHHEM MPOAAXH UM (apMalleBTHUECKUX CyOCTaHIIUH Win
UX nepeaadn).

Hupopmayusn 06 usmenenusax:  Yacmo 2 usmenena ¢ 29 odexabps 2020 2. - ®edeparibHbIl 3aKOoH om 27
oexabps 2019 2. N 481-D3
Cwm. npedbidywyto pedakyuro

2. Opranusanyy ONTOBON TOPrOBIH JEKAPCTBEHHBIMU CPENCTBAMH HE BIIPABE OCYIIECTBIATH POAAKY
(mepemady B YCTaHOBJICHHOM 3aKOHOAaTenbCTBOM Poccuiickoit ®enepamuu mopsiake) (apManeBTHYECKOH
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cyOCTaHIINY CITUPTA STUJIOBOTO (3TAaHOMA).

Hndopmayus 06 usmenenusix:  Cmamosi 53 oonoanena wacmoio 3 ¢ 1 cenmabps 2023 2. - @edeparibHbIl
3aKoH om 4 ageycma 2023 2. N 428-D3

T'APAHT: [lomoxxenust wactu 3 crateum 53 Ha teppuropusix JHP, JIHP, 3amopoxckoi obGmactw,
XepcoHCKOoH o0macta NPUMEHSTCA ¢ 1 cenTsaops 2024 .
HopMmaTuBHBIE MPaBOBBIE AaKThI, COAEPIKAIME OO0sM3aTeNbHBIE TPEOOBAHUS W IPUHUMAEMBIE B IEIAX
peanu3anuu MMoJ0KeHUH yactu 3 cratbu 53 (B pemaxuuu PegepanbHoOro 3akoHa or 4 asrycra 2023 r. N
428-®3), BCTYNawT B CUIY B YCTAHOBJIEHHBIE JaHHBIMA HOPMATHBHBIMH IIPABOBLIMH aKTaMU CPOKH, HO HE
paHee YeM [0 MUCTCUYCHWH TPUAIATH THEH TMociie THS O(PHUIIHATHHOTO OMyOJWKOBAHUS COOTBETCTBYIOIIETO
HOPMATHBHOTO IPABOBOTO aKTa

3. OpraHuzanyy ONTOBOW TOPTOBJIH JEKAPCTBEHHBIMH CPEACTBAMH MOTYT OCYIIECTBIIATH MPOIAXKY
(mepemady B yCTaHOBIIGHHOM 3aKOHOHIATeNbCcTBOM Poccuiickoit @Denmepanuu TOpsAKE) JIEKapCTBEHHOTO
rperapara it MEAUIINHCKOTO MPUMEHEHHS C MEeXTyHApOIHBIM HEMAaTeHTOBAaHHBIM HaMEHOBaHHUEM "JTaHomn":

1) ropuawdecKuM JHIaM, WUMEIONIMM JIUIEH3WI0 Ha (hapMaleBTHYECKYI0 NeATeNIbHOCTh B cdepe
oOparlieHus IEKAPCTBEHHBIX CPEACTB LI MEAUIIUMHCKOTO MPUMEHEHUS;

2) MHAMBUIYALHBIM MTPEIIPUHAMATEISM, HMEIOIUM JIUICH3UI0 Ha (PapMaIleBTHUECKYIO JIEATEIIEHOCTh
B c(hepe oOpalleHus IEKapCTBEHHBIX CPEACTB IS MEAUIIMHCKOTO MPUMCHEHUS;

3) HWHIAWBUAYAJIbHBIM NPCANPUHUMATCIIAM, UMCIOIUM JIMICH3UIO HA MCUITUHCKYIO NCATCIIbHOCTD,

4) IOpUINYECKUM JHUIaM, UMEIOIINM JTUIEH3UI0 Ha METUIIMHCKYIO JIEITEeIHHOCTD;

5) HWHOCTPAHHBIM HOPHUIUYCCKUM JIMIaM W HWHAWBUAYAJIbHBIM IMPCANPUHUMATEIIAM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHH C 3aKOHOJATEIBCTBOM HWHOCTPAHHOTO TOCyJapcTBa - WICHA
OpraHmam/m OKOHOMHUYCCKOI'0 COTPYAHHUYECTBA UM PA3BUTHA, ABIAOIIUMCA Y4YaCTHUKaMMU IIPOCKTa B
cootBeTcTBuH ¢ PegeparbHbiM 3akoHOM ot 29 wuions 2015 roma N 160-d3 "O mexayHApOIHOM
MEIMIIMHCKOM KJIacTepe M BHECEHMM HW3MEHEHHWW B OTAENIbHBIE 3aKOHOJATENIbHbIe aKThl Poccuiickoi
Oenepanun';

6) ucIbITaTeFHBIM JTA00pATOPHSIM (LIEHTPaM ), TPOBOSAIINM HCITBITAHUS B 0071aCTH KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEICTB, AKKPEIUTOBAHHBIM B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM Poccuiickoit denepaunu
00 aKKpeUTaIMK B HAITMOHAIBHON CHCTEME aKKPEIUTAIIHH.

T'APAHT: CM. KOMMeHTapuu k cratbe 53 Hactosiiero depepanbHOro 3aKoHa

Hupopmayusn 06 usmenenusx:  Cmamos 54 usmenena ¢ 26 mapma 2022 2. - @edeparibHbil 3aKOH om 26
mapma 2022 2. N 64-D3
Cwm. npedbidywyto pedakyuro

CrtaTtba 54. [IpaBuia ONTOBOM TOPrOBIIH JICKAPCTBEHHBIMH CPEICTBAMHE

Hupopmayus 06 uzmenenusx:  Yacmo 1 usmenena ¢ 1 cenmabops 2024 2. - @edeparsibHbil 3aKoH om 30
aneaps 2024 2. N 1-D3
Cwm. npedbidywyto pedakyuro

1. OmnroBas TOpProBus JIEKAPCTBEHHBIMH  CPEACTBAMH  OCYILECTBISIETCS  NPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPEICTB M OPraHU3alUAMU ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMHM CPEACTBAaMU IO MpPaBuiam
Ha/JIeKale AUCTPUOBIOTOPCKON IMPAaKTUKH, YTBEPKACHHBIM EBpa3zuiickoll SKOHOMHYECKOH KOMHCCHEH, U
npasunamM XpaHEHHUs! JEKapCTBEHHBIX CPEICTB, YTBEP)KICHHBIM YIIOJIHOMOUYEHHBIM (eaepalibHbIM OpraHOM
HCIIOJTHUTEIHHOMN BIIACTH.

2. Opranu3aiys ONTOBON TOPTOBIH JICKAPCTBEHHBIMU CPEICTBAMU 00s3aHA COOMIOAATh MNpeaeribHble
CPOKM OTrpy3KM 3aTpeOOBaHHBIX alTe4YHOW OpraHU3alyell JICKApCTBEHHBIX IMPENapaToB Ui MEIUIIMHCKOTO
MIPIMEHEHHUS U HE BIPaBE OTKA3bIBaTh aITEYHOW OpPraHU3aINH, C KOTOPOH y HEe 3aKJII0YEH COOTBETCTBYIOIIHHA
JIOTOBOP O TIOCTaBKax JIEKAPCTBEHHBIX TPEMapaTroB Ui MEIUIIMHCKOTO TPUMEHEHHs, B IIOCTaBKe
JIEKapCTBEHHBIX MPENaparoB IsI MEJULHMHCKOIO MPUMEHEHUS MPU HAIWYMU 3aTPEOOBAaHHBIX JIEKAPCTBEHHBIX
[penapaToB Aisl MEAMLMHCKOIO IPUMEHEHHS Yy OpraHU3allid ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMU
cpeactBamu. IlpenenbHble CpPOKM OTTpY3KHM 3aTpeOOBaHHBIX AaNTEYHOM OpraHu3alfell JIeKapCTBEHHBIX
mpenapaToB Uil MEAWLIUHCKOTO TNPUMEHEHHS B 3aBUCHUMOCTH OT PAaCHOJOXKEHHUS MecTa OTIPY3KH
JIEKapCTBEHHBIX IIpPENapaToB M MEIUIMHCKOIO IPUMEHEHHS YCTaHABJIMBAIOTCA YHNOJHOMOYEHHBIM
(enepa’abHBIM OPTaHOM HCIIOJHUTEILHON BIACTH.

T'APAHT: CM. KOMMeHTapuu k cratbe 54 Hactosiiero degaepanbHOro 3aKOHA
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Cratbs 55. [Topsiiok pO3HUYHOI TOPTOBIIH JIEKAPCTBEHHBIMH MperapaTaMu

Hndopmayusa 06 uzmenenusx: Yacmo 1 usmenena c¢ 1 cenmsopa 2024 2. - @edeparibHbll 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

1. Po3sHWuHas TOpProBis JIEKAPCTBEHHBIMH IIperaparaMd B KOJIMYECTBAaX, HEOOXOIMMBIX IS
BBITIOJTHEHNA BpavyeOHBIX ((penmpAmepcknx) Ha3HAuYeHWH WM Ha3HAYeHWH CHEeNHWaJiNCcTOB B 00JacTH
BETEPUHAPHH, OCYLIECTBIIETCA aNTeYHbIMU OpraHu3aunsaMmy, BeTepUHAPHBIMU allTeUHbIMU OPTaHU3aLUAMU,
WHAWBUAYAIbHBIME NPEANPUHUMATEISIMY, HMMEIOIIMMH JIMLCH3MI0O Ha (apMaLeBTHYECKYIO NESTEIbHOCTD,
MEAWIUHCKUMH OpraHU3alMsAMH, HMCEIOLUIMMHU JIMIEH3UI0 Ha (apMaleBTHYECKYIO [ESITEIbHOCTh, U HUX
000COONEHHBIMH TIOPA3JEIICHUSIMU, PACIIOJIOKEHHBIMA B CEJIbCKUX HACEJICHHBIX IIYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTE€YHble OpraHW3allid, W BETEPUHAPHBIMH OpIraHM3ALUSAMH, WMEIOIIMMH JIMIEH3UIO Ha
(hapMaleBTHUECKYIO JeSATEIbHOCTh. Pa3pemieHa po3HUYHAsS TOProOBIsl TOJNBKO JIEKAPCTBEHHBIMHU IpernapaTaMH,
3aperucTpupoBaHHbBIMH B Poccuiickoli @epepanun 1100 B COOTBETCTBHU C aKTaMH, COCTABISIOMIMMH IMPaBO
Coro3a, WIM W3TOTOBJIEHHBIMHM aNTEUYHBIMHU OpraHM3alMsIM{, BETEPUHAPHBIMM alTEYHBIMM OpPTaHU3aIMSIMH,
WHIUBUIYaJbHBIMA TIPEANPUHAMATEISIMA, HWMEIOIIUMH JIUICH3WI0 Ha (apManeBTUYECKYIO AESTENbHOCTD.
Po3Hn4Has TOpProBiIs JeKapCTBEHHBIMU MpenapaTaMy OCYIIECTBISETCS Mo NpaBunaM Haaiaexamiel anTeuHon
MIPAKTUKH, YTBEPIKICHHBIM YIIOJHOMOYEHHBIM (peiepalibHbIM OpraHOM HUCIIOJIHUTEIHHOM BIaCcTH.

Hndopmayus 06 usmenenusx:  Cmamosi 55 oonoanena uacmoto 1.1 ¢ 3 anpens 2020 2. - @edeparibHbIl
3aKoH om 3 anpens 2020 2. N 105-D3

1.1. Po3HWYHas TOProBis JEKapCTBEHHBIMU MpernapataMd s METUIIMHCKOTO NpUMeHeHHs (3a
WCKIIIOYEHWEM JIEKapCTBEHHBIX IIPENapaToB, OTIYCKaeMBIX IO pEeLenTy Ha JEeKapCTBEHHBIN Ipemapar,
HapKOTUYECKHX JIEKAPCTBEHHBIX TIPEMapaToB M TICHXOTPOIHBIX JIEKAPCTBEHHBIX MPEMapaToB, a TaKxKe
CITUPTOCOAEPKAIIHX JICKAPCTBEHHBIX IIPEMapaToB ¢ OOBEMHOM JIOJIEH STHIIOBOTO CIIMPTA CBEINIE 25 MPOIICHTOB)
MOXKET OCYLLECTBMNATLCA aNnTeYHbIMH OPTaHWU3alWsSMHU TUCTAHIIMOHHBIM CITOcoO0M. PO3HWYHYIO TOpPTOBITO
JeKapCTBEHHBIMU TIperaparaMd Ui MEIUIIMHCKOTO TPHMEHEHHWS JUCTaHIIMOHHBIM CIOCOOOM MOTYT
OCYIIECTBJIATh AaNTeYHble OpraHW3allii, HWMEIOIIUE JIUIEH3WI0 Ha (hapMaleBTUYECKYI0 [esSTebHOCTh U
COOTBETCTBYIOIIEE paspelnieHue (heaepatbHOro OpraHa HCIIOJHUTEIBHON BIACTH, OCYIIECTBIISIONIETO (PYHKIIUN
Mo KOHTPONIO W Haa3opy B chepe 3apaBooxpaneHus. [10pAO0K BbIaud pa3pelieHUs] Ha OCYIICCTBICHHE
PO3HUYHOI TOPTOBJIM JCKAPCTBEHHBIMU TpenapaTaMy JUCTAHIIMOHHBIM CIIOCOOOM, TPeOOBaHHS K aNTeUHBIM
OpraHM3alysAM, KOTOpPhIE MOTYT OCYHIECTBISATh TaKylO0 TOPIOBIIO, M TIOPSIOK €€ OCYILECTBIEHHUS, a TaKKe
MpaBuWia JIOCTABKU JIEKAPCTBEHHBIX MpenaparoB IpakaaHaMm ycTaHaBiuBaroTcs [IpaButenscTBoM Poccuiickoit
Oenepannu. Mudopmanus o0 ormmadeHHBIX (OTHYHICHHBIX) W TMOJYYEHHBIX JIEKAPCTBEHHBIX Tperaparax
BHOCHUTCSI B CHCTEMY MOHHUTOPHHTA JIBIDKCHUS JICKAPCTBECHHBIX MPENApaToB I MEAUITMHCKOTO MPUMEHCHUS B
MopsiJIKe, PEelyCMOTPEHHOM YaCTbio 7 CcTaTby 67 Hacrosmiero denepaibHOTO 3aKOHA.

T'APAHT: CMm. dbOpMY pelreHus 0 IPEKPaIeHUd IEHCTBUA pa3pelleHrs] Ha OCYIIECTBIEHHE PO3HUYHOU
TOPrOBJIM JICKAPCTBECHHBIMHU IIpelaparaMy JJjIi MEIMIIMHCKOIO IIPMMEHEHHMS IUCTAHIMOHHBIM CIIOCOOOM,
yTBEpXKACHHYIO NPuKa3omM Poc3apaBuamzopa ot 17 auBaps 2024 r. N 112

Hndopmayusa 06 uzmenenusx: Yacmo 2 usmenena c¢ 1 cenmsops 2024 2. - @edeparibHbll 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. Buabl anteuHsix opraHu3alyii ¥ NPaBuia oTIycKa JICKAPCTBCHHBIX MIPENapaToB s MEIUIIMHCKOIO
MIPUMEHEHHUST aNTCUYHBIMU OPTaHU3AIUSIMH, WHINBUIYATHHBIMA TPEIIPUHAMATEIISIME, UMEIOIIUMHU JIMIICH3UIO
Ha (¢apMareBTHIECKYIO JeATEIHbHOCTh, a TakXKe TMpaBuWja OTIYyCcKa JIEKapCTBEHHBIX IIpPENapaToB IS
MEIUIIMHCKOTO MPUMEHEHHSI METUIIMHCKIMH OPTaHM3aIlUsIMHA, UMEIOIIAMH JINIIEH3NI0 Ha (hapManeBTHIECKYIO
NeSTETFHOCTh, U UX 000COOJICHHBIMH TTOAPA3IEIEHUSIMH, PACTIONOKEHHBIMH B CEIBCKUX HACENIEHHBIX MYHKTaX,
B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OPTaHU3AllNH, YTBEPXKIAIOTCS YIOJHOMOYEHHBIM (eepalbHBIM OpPTaHOM
HCIOJHUTEIILHOM BIIACTH.

Huopmayus 06 uzmenenusx: ®edeparibHbIM 3aKoHOM om 3 utoaa 2016 2. N 305-D3 6 uacme 3 cmamovu
55 nacmoswe2o @edepanvbro2o 3aKOHA 6HECeHbl U3MEHEHU
Cm. mekcm 4yacmu 8 npeobidywel pedakyuu

3. lNpaBuna ormycka HApKOTHYECKUX CPEACTB M INCHXOTPOIHBIX BELIECTB, 3apPErHCTPHPOBAHHBIX B
Ka4eCTBE JICKaPCTBEHHBIX IIPENapaToB, JIEKaPCTBEHHBIX MIPENapaToB, COAEPKAIUX HAPKOTUUYECKUE CPEACTBA U
MICUXOTPOIHBIE BEUIECTBA, YTBEPXKAAIOTCS YIIOTHOMOYEHHBIM (heiepajbHBIM OpPraHOM MCIOJIHUTENBHON BIACTH
IO COTJIACOBaHUIO C (pefepaTbHBIM OPraHOM HCIOJIHUTENFHON BIACTH, YIIOMTHOMOYEHHBIM B cepe BHYTPEHHUX
Jen.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hupopmayus 06 uzmenenusx: Hacme 4 uzmenena c 13 aseycma 2019 2. - ®edeparsibHbIl 3aKOH om 2

ascycma 2019 2. N 297-D3
Cwm. npedbidywyto pedakyuro

4. JlexapcTBeHHBIE MpenapaTsl i BETEPUHAPHOTO MPUMEHEHHs TOJUIeXaT OTIYCKY BeTepHHApHBIMU
anNTeYHbIMU OPraHMU3alUsAMU, BETEPUHAPHBIMH OpraHU3alUsSMH, WHIAWBUAYAIbHBIMUA IPEIIPUHUMATEISIMH,
MMEIOUINMH JTUIICH3UI0 Ha (apMaleBTHUECKYI0 AESTeIbHOCTh. OTITyCK JIEKAPCTBEHHBIX IIPENapaToB I
BETEPHHAPHOIO MPHMEHEHUS OCYIIECTBISIETCI B COOTBETCTBHM C [PaBUMaM/ HaJuIekallled anTedHOW
NPAKTUKH JIEKAPCTBEHHBIX IIPENAPATOB IJI BETEPUHAPHOTO NPUMEHEHUs, YTBEPKICHHBIMUA YIIOJTHOMOYEHHBIM
(enepanabHBIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH.

Hupopmayusn 06 usmenenusx: Hacmo 5 usmenena ¢ 1 cenmabps 2024 2. - ®edeparbHbil 3aKOH om 8
aszycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

5. IlepeueHp METUITMHCKUX OpTaHU3AIHNNA, UMEIOIINX JINIIEH3UI0 Ha (DapMaleBTUIECKYIO IS TeNNbHOCTb,
U uX O0O0COOJEHHBIX MOAPA3JECIICHUI, PACIIONOKEHHBIX B CEIbCKUX HACENIEHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIC OpPraHM3alll{, a TaKXKe NMEepeUYeHb JICKAPCTBEHHBIX MPENaparoB, MPofaka KOTOPHIX
MOXKET OCYIICCTBISITHCS  yKa3aHHBIMU OpTaHM3alUsIMA M KX O00OCOOJICHHBIMH  TOJApa3ciICHUSIMH,
YCTaHABIUBAIOTCS UCIIOIHUTEILHBIMU OpraHaMu cyObeKToB Poccutickoit @eneparmu.

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 25 wnosopa 2013 2. N 317-@3 uwacme 6
cmamovu 55 HAacmoAueco d)edepaﬂbHoeo 3AKOHA U3I0JHCEHA 8 HOBOU pe()am;uu
Cm. mekcm 4yacmu 8 npeobioywel pedakuyuu

6. AnTeuHble OpraHu3aliy, WHAWBUAYaJbHbIE MPEANPUHUMATENH, WMEIOIME JHUIEH3UI0 Ha
(apMareBTHUECKYI0 AEATENBHOCTh, 00s3aHBl obOecrieunBaTh yTBepkAeHHBIH [IpaBuTenbcTBoM Poccuiickoit
Odenepanuu 1 GOPMHUPYEMBI B YCTAHOBJICHHOM UM MOPSAKE MUHUMAIBHBIA ACCOPTUMEHT NEeKapCTBEHHbIX
npenapaTtoB, HEOOXOIUMBIX JIJISl OKa3aHHs METUIIMHCKOW TTIOMOLIIH.

Hnpopmayus 06 usmenenusx: Yacmo 7 usmenena c 3 anpens 2020 . - @edepasibHbil 3aKOH om 3 anpens
2020 2. N 105-D3
Cwm. npedbidywyto pedakyuro

7. AnTeuyHBIE OpTaHWU3ANH, WHIUBUAYaIbHBIC MNPEANPUHUMATEIN, WMCIOIINE JUICH3UI0 Ha
(hapMaleBTHYECKYIO JCSITEIbHOCTh, HAPSAY C JICKAPCTBEHHBIMU IIperaparaMd HMMEIOT MPaBO MPHOOpETaTh U
MpoJIaBaTh, B TOM YHUCJI€ JUCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKUE W3MIETHs, NC3UH(DHUIMPYIONTNE CPEICTBa,
NMpeaIMeThl M CPEJCTBA JIMYHOM THUTHEHBbI, TMOCYAYy JUIsi MEAUIMHCKUX LeJied, TpeAMEThl U CPEACTBa,
MpeIHa3HAYEeHHBIE IS YX0/a 32 O0JBHBIMU, HOBOPOXKIEHHBIMHU U AETbMH, HE JOCTHUTIIIMMH BO3pPAcTa TpeX JIeT,
OYKOBYIO OINTHKY W CPEACTBAa yXOAa 3a HEH, MHHEpalbHbIE BOJBI, IMPOIYKTH JEY4EOHOTO, JETCKOTO W
MUETHYECKOTO THUTaHWsI, OMOJOTHMYECKH aKTUBHBIE I00aBKH, TMap(IOMEpHbIE M KOCMETHYECKHE CpPEeJCTBa,
MEIULIUHCKUE U CAHUTAPHO-IPOCBETUTENbHBIC I€YaTHbIC W3IAHUs, NpPEeIHA3HAYEHHBbIC A TpONaraHjbl
3I0pOBOTO 00pa3a KU3HU.

Hupopmayus 06 usmenenusx: @eodeparibHbIM 3aKOHOM om 13 utonsa 2015 2. N 262-D3 6 uvacme 8§ cmamwu
55 nacmosieco @edepanviozo 3aK0HA 6HECEeHbl usMeneruss, ecmyrnaroujue 8 cusy c 1 ausaps 2016 e.
Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

8. JleaTenbHOCTh anTeYHbIX opranusanuii Boopyxennsix Cun Poccuiickoit @enepanun, Apyrux BOMCK,
BOMHCKUX ()OPMHPOBAaHMH W OpPraHOB, B KOTOPBIX 3aKOHOAATeNbCTBOM Poccuiickoit  Denepanuu
MPEeayCMOTPEHO MPOXOKACHUE BOSHHOM iy Obl min QeaepalbHON TOCYAapCTBEHHOH CIy»KObI, CBS3aHHOH C
IIPaBOOXPAHUTENBHON  JIE€ATENbHOCTBIO, perjaMeHTupyercss HactosmuM DefepalbHbBIM — 3aKOHOM U
YTBEP)KIACHHBIMH COOTBETCTBYIOIIMMH (eiepaJbHBIMA OpraHaMH HCIIOJNHUTEIBHOW BIIACTH TIOJIOKEHHSIMHU.
KonTpous 3a cobmoieareM yKa3aHHBIMU allTeYHBIMU OPTaHU3AIMAMH MOJI0KEHUI HacTosmero denepaabHOro
3aKOHA OCYIIECTBIISIETCSI COOTBETCTBYIOIIMMH (heiepaIbHBIMHA OpTraHaMHU MCTIOTHUTENBHO BIIACTH.

9. He mpumensiercs ¢ 1 ssaBaps 2021 r. - DegeparnbHblin 3akoH ot 3 anpeist 2020 r. N 105-03

Hupopmayus 06 usmenenusx: — CM. rpedblOyuyyo pedakyuro

T'APAHT: CM. KOMMEHTapuU k ctatbe 55 HacTosmero deaepanbHOTO 3aKOHA

Undhopmayus 06 usmenenusx: Dedepanvuviti 3akoH Odonoinew cmamveti 55.1 ¢ 1 mapma 2023 2. -
®eldeparibHbIl 3aKOH om 20 okmsabpsa 2022 2. N 405-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

I'APAHT: [Tonoxxenus crateu 55.1 npumMeHaroTcA 1o 1 mapra 2026 T.

Cratbsa 55.1. [lopsiiok OCyIIECTBICHHS PO3HUYHOW TOPTOBJIH JICKAPCTBEHHBIMHU IpErapaTtamMu JUis
MCIUIUHCKOI'0 MPUMEHCHUS, OTIIYCKAaCMbIMU II0 PCUEITY Ha HeKapCTBCHHI;Iﬁ nmpemnapar,
JHUCTAHIMOHHBIM CIIOCOOOM

1. B mepuon ¢ 1 mapra 2023 rona g0 1 mapra 2026 rona B ropoae denepaibHOro 3HaueHuss Mockse, B

benropoackoit 1 MockoBckoi o0nacTax (manee B HacTosimel cratbe - cyOnekTsl Poccuiickoit deneparium)
IIpeayCcMaTpUBaeTCs MPOBEACHUE HKCIIEPUMEHTA 110 OCYLIECTBICHUIO PO3HUYHON TOPTOBIHU JEKAPCTBEHHBIMU
npenapaTaMu Uil MEAMLMHCKOIO NPUMEHEHUs, OTIyCKaeMbIMU IO PELENTy Ha JIEKapCTBEHHBIH Ipernapar,
JUCTAaHIIMOHHBIM CITOCOOOM (J1ajiee - SKCIIEPUMEHT).

Hupopmayusn 06 usmenenusx: Qacmo 2 usmenena ¢ 30 ausaps 2024 2. - ®edepasibHbil 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. B pamkax OJKCHepUMEHTa €ro y4YaCTHHKH BIIpaBe AHCTAHIIMOHHBIM CITOCOOOM OCYIIECTBIIATH
PO3HUYHYIO TOPTOBIO JIEKAPCTBEHHBIMU TpeNapaTamMu Uil MEAWIUHCKOTO MPUMEHEHHUs, OTIYCKAEMBIMH 10
pelenty Ha JIeKapCTBEHHBIH Ipernapar (B TOM 4uciie cOPMHPOBAHHOMY B (pOopMe 3JIEKTPOHHOTO JIOKyMEHTA B
JTUYHOM KaOWHETe rpaKIaHnHa Ha €4VMHOM MNopTarne u (Win) Ha perHOHABHBIX MOPTajaX TOCyIapCTBEHHBIX H
MYHHIIMIIATBHBIX ~ yCIYr) HW  BKIIOYEHHBIMU B EPeYeHb  JICKAPCTBEHHBIX  NpEnapaTtoB  H
(hapMakoTepareBTUUYECKUX TPYII JICKAPCTBCHHBIX IMIPEMapaToB, pa3pellieHHBIX K pealn3alud B pPaMKax
9KCIEPUMEHTa, YTBEP)KICHHBIH YHNOJIHOMOYEHHBIM (efiepalbHbBIM OpPraHOM HWCIOJHUTEIbHON BiacTH (3a
UCKITIOUCHUEM JIEKAPCTBEHHBIX IIPETapaToB, COAEPIKAIMUX HAPKOTHIECKUE CPEACTBA, TICUXOTPOITHEIE BEIECTBA
A WX TPEeKypCOphl, JICKAPCTBCHHBIX IMPETMapaTroB, COACPXKAIMMX CHJIBHOJACHCTBYIOIINE BEIICCTBA,
paarodapMalieBTHIeCKUX JIEKapCTBEHHBIX MPENapaToB, NMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX IMPENaparos,
a TaKKe JIEKapCTBEHHBIX NPEnaparoB, ISl KOTOPBIX B COOTBETCTBHH C WHCTPYKIHEH MO TMPUMEHEHHUIO
JIEKapCTBEHHOI'0 Ipenapara YCTAaHOBJIEH TEMIEPATYpHBIA pexuM xpaHeHus Huxe 15 rpagycoB llenbcus,
CIUPTOCOAEPKATNX JIEKAPCTBEHHBIX MPETapaToB ¢ 00ObEMHOMN TOJIEH STHIIOBOTO CIIMPTA CBHIMIE 25 MPOIICHTOB
M JIGKAPCTBEHHBIX TPEMaparoB, HW3TOTOBJCHHBIX AaNTeYHBIMH OpraHuzanusMu). KpuTepuu BkiIroueHUs
JIEKapCTBEHHBIX TpEeNnapaTtoB U (hapMaKOTEparleBTUYECKUX TPYII JISKAPCTBEHHBIX MPENapaToB B YKa3aHHBIH
nepeueHb ycranaBnuBaroTcs I[lpaButensctBom Poccuiickoit ®enepanuu. [lomokenus HacTosIIel cTaTbu HE
pacipoCTpaHsSIOTCS Ha JICKapCTBEHHBIE IMpEraparhbl, OTIyCKaeMble OCCIIATHO WM CO CKHJKOH Ipa)IaHam,
HMMEIOIIIM MPaBO Ha 00eCIICUCHUE JICKAPCTBCHHBIMHU IIPEIapaTaMy 3a CYET CPEIICTB OFOJIKETHBIX aCCUTHOBAHUIMA
(denepanbHOTO OrOKETA U OIOKETOB CyObekTOB Poccutickoit deneparuu.

Hupopmayus 06 uzmenenusix: Yacmo 3 usmenena c 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

3. YyacTHHKaMH 3KCIIEPUMEHTA SIBISIOTCS YIOTHOMOYCHHBIH (efepalbHBI OpraH HCIOJHUTEILHON
BJIACTH, YIOJHOMOYEHHBIE HCIOJIHHUTENbHbIE OpraHbl cyObekToB Poccuiickoit ®Penepanuu, MeAUIUHCKHE
OpPTraHM3allMU U alTeYHbIe OPTaHM3alNH, COOTBETCTBYIOIINE TPEOOBAHUSIM, YCTAHOBIEHHBIM B COOTBETCTBUH C
YacTblO 4 HACTOSAILEN CTATHHU.

4. lonoxeHve o mopsake NMPOBEACHUS SKCIEPHMEHTa, B TOM 4HCiIe TpeOOBaHHMA K MEIUINHCKAM
OpraHM3alMsAM W AaNTeYHbIM OpPraHHM3alMAM, SBISAIOIIMMCA yYaCTHUKAaMH OKCIIEPHUMEHTa, IOPSIOK
OCYIIECTBICHHS PO3HUYHOM TOPTOBIM JIEKAPCTBEHHBIMM IIpenapaTaMd Ui MEIULMHCKOrO INPUMEHEHHS,
OTITyCKaeMBIMH 110 PELIENTY Ha JIEKapCTBEHHBIH MpernapaT, JUCTaHIHOHHBIM CIIOCOO0M, TpeOOBaHHSA K JOCTAaBKE
TaKMX JIEKapCTBEHHBIX MPENapaToB IpakJaHaM, IIPaBHUia BBIAAYM Pa3pelICHUs] HAa OCYIECTBICHUE PO3HUYHON
TOPTOBIH JIEKAPCTBEHHBIMH IIpenapaTaMy il MEAMLIHMHCKOTO MPUMEHEHMs, OTIYCKAaeMBIMHU IO PELENTy Ha
JIeKapCTBEHHBIN Tpemapar, AWCTaHIMOHHBIM crocoboM, yTBepxkaaeTca [IpaButenscTBoM Poccuiickoit
Oenepannu. TpeboBaHMs K aNTEYHBIM OPraHHU3aLUAM, SIBISIOMIMMCS yYaCTHHUKAMU JKCIICPUMEHTa, HE MOTYT
OBITh HMXKE TPEOOBAHUIA, YCTAHOBIICHHBIX K allTCYHBIM OPraHU3alUsIM B COOTBETCTBUH ¢ YaCTbiO 1.1 cTaTbu
55 Hacrosuero denepaabHOr0 3aKOHa.

5. VnonHoMo4YeHHBIH (enepaabHblii OpraH UCIIOJHUTEIBHOM BIIACTH:

1) ocymecTBiasieT METOJUYECKOe CONPOBOXKICHHWE OKCIEPUMEHTa, BKIIOYas METOINYECKOoe
COIIPOBOXKJICHUE NEATENIBHOCTH MEIUIWHCKUX OPraHM3alui W aNTEeYHbIX OpraHu3aluil, y4acTBYIOIIHX B
9KCIEPUMEHTE, 110 0(hOPMIICHHIO, HCIIOIb30BAaHUIO M XPAHEHHIO PELICIITOB Ha JEKapCTBEHHBIN Ipenapar, B TOM
yrcie chOpMHUPOBAHHBIX B (POpME 3IEKTPOHHBIX JOKYMEHTOB;

2) npencrasisier B [IpaButenscTBo Poccuiickoit @enepanyu npenBapuTenbHbIN (B IEpHUOT TPOBEICHHS
9KCHEPUMEHTa, HO HE MO3JHee 4YeM 3a JBa Mecsla OO0 HCTEYECHHUS CPOKa IMPOBEACHUs JKCIIEPUMEHTA) H
UTOTOBBIN (IO OKOHYAHMM 3KCIEPUMEHTa, HO HE IO3JHEE YeM uepe3 J1Ba Mecslla IOC/Ie UCTEUCHHUS CpOKa
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MIPOBEICHUSI SKCTICPUMEHTA) TOKJIAABl O PE3yJIbTaTax MPOBEACHUS DKCIEPUMEHTA U TPEIJIOKEHUS O BHECCHUH
M3MEHEHUH B 3aKOHO4aTeNbCTBO 00 0OpaIeHuy JIEKapCTBEHHBIX CPENICTB.

Hupopmayus 06 usmenenusx: Hacme 6 usmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

6. YIoTHOMOUYEHHBIH HCTIOHUTENBHBIN oprad cyOnsexTa Poccuiickoit denepanmu:

1) BIIpaBe yCTaHOBUTH OCOOEHHOCTH ITPOBEICHHS SKCIIEPHMEHTA;

2) yTBep)KAaeT MOPSIOK 0TOOpa MEIUIIMHCKUX OPTaHW3aIMid M alTeYHBIX OPTaHMU3alNN TS y4acTHs B
SKCIIEPUMEHTE, a TaKKe€ MPOBOJUT TaKOW OTOOp W YTBEpKIAeT IMepedeHb MEIUIIMHCKUX OpTaHM3aluid |
IepeueHb anTeUHBIX OpPTaHHM3alHi, COOTBETCTBYIOIIUX TPEOOBAaHUSM, YCTAHOBIEHHBIM B COOTBETCTBHH C
YacTbto 4 HACTOSIIEH CTAThH, U SBJISIONIMXCS YYACTHUKAMH DKCTICPUMEHTA;

3) oOCymIeCTBISICT MOHHTOPWHI TPOBEICHHUS OKCIEPHUMEHTa W MPEJCTAaBIACT €ro pe3ylbTaThl B
YIOJTHOMOYEHHBIH (peiepalibHbIA OPTaH UCTIOTHUTEIBHOMN BIIACTH;

4) ofOecrnieunBacT UWHQPOPMAIMOHHO-TEXHUYECKOE  OOCCICUYCHUE TMPOBEACHHUS  JKCIICPUMEHTA
MOCPE/ICTBOM HUCIOJb30BaHMS TOCYJApPCTBEHHOW HWH(POPMAIIMOHHONH CHUCTeMBI B cdepe 3IpaBOOXpaHCHUS
cyonrekTa Poccuiickoit ®enmepanmu u  (WIH) MEIUIUHCKUX HH(POPMAIMOHHBIX CHCTEM MEIUIIMHCKUX
OpraHu3aluii, SIBISIONIMXCS YYaCTHUKaMHU 3KCIIEPUMEHTA, U UX B3aUMOJICUCTBUS C €JUHON roCy/1apCTBEHHOMN
nH(POPMAITMOHHON CUCTEMOM B cpepe 3IpaBOOXpaHCHUS.

Hupopmayus 06 usmenenusix: Hacme 7 usmenena c¢ 19 aseycma 2024 2. - @edeparsibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

7. MenuuyHCKAE OpraHU3allMd W alTeyHbIe OpraHW3allMd BIPaBe OTKA3aTbCs OT YYacTHs B
JKCIIEpUMEHTE, TIOJaB B YIOJHOMOYCHHBIM HWCIOJHUTEIRHBIA oOpraH cyObekTa Poccmiickoit ®Denepannu
COOTBETCTBYIOIIEeE oOpalieHne B MMCEbMEHHOH (opMme.

8. AnTeuHble OpraHW3alyy, SBISIONIMECS YYaCTHUKAMHM O3KCIICPUMEHTa, OO0sS3aHBl MPH MPOJaxKe
JIUCTaHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO MpernapaTa A MEAUIUHCKOTO MPUMEHEHHs, OTITYCKaeMOro Mo
pelenTy Ha JIeKapCTBEHHBIH Mpernapar, 00eCIeYnTh MPH OCYIIECTBICHUH IOCTABKH HISHTH()HUKAIMIO THYHOCTH
rpaxkJIaHuHa, TOJMYYarolIero TaKOW JIEKapCTBEHHBIM Mpenapar, B IENAX YCTAHOBJICHUS COOTBETCTBUS €rO
JUYHOCTHU M JINIA, YKa3aHHOTO B PELICNITE Ha JICKApCTBEHHBIN Mpernapar (ero 3aKOHHOTO MPEACTABUTENs ), JTUOO
JHLA, YMNOJHOMOYEHHOTO JIMIOM, YKa3aHHBIM B pELENTe Ha JIEKapCTBEHHBIH MpenapaT (ero 3aKOHHBIM
npeACTaBUTENEeM), Ha MOJTy4YeHHE JIEKAPCTBEHHOTO Tpernapara (Jajiee B HacTOALICH CTaThe - JINIO, YKa3aHHOE B
peuenTe (3aKOHHBIN MPEICTABUTEIND, YIIOJTHOMOYEHHOE JIUIIO).

9. JIuno, ocyuiecTBIsIONIEE TOCTABKY JIGKAPCTBEHHOTO IperapaTta Uil MEJUIMHCKOTO MPUMEHEHHS,
OTITyCKaeMOTo TI0 PEIeNTy Ha JeKapCTBEHHBIH Npenapar, 00s3aHo MoTpeboBaTh y TpakKIaHUHA, MTOTYJaOIIero
TaKOW JIEKApCTBEHHBIM TIpemapar, MpeIbSBUTh JOKYMEHT, YyIOCTOBEPSIOIIUA €ro JHYHOCTh, JUIS
UACHTU(QHUKALMK JIMYHOCTH O5TOr0 TPaXKIaHWHA W YCTAHOBICHHS COOTBETCTBUS €r0 JHYHOCTH U JIMIIA,
YKa3aHHOTO B periente (3aKOHHOTO TPEICTABUTENsA, YIIOJIHOMOUYCHHOTO JHIA). B ciydae BBISBICHUS
HECOBMAJCHUS JINYHOCTH Tpa)KIaHWHA, MOTYYAIOUIEro JICKAPCTBEHHBIH TMpernapar, W JWIa, YKa3aHHOTO B
peuente (3aKOHHOTO TPEACTABUTENS, YIIOJIHOMOYEHHOTO JIMIA), a TAaKKe B Cllydae OTKa3a Ipa)<JIaHWHA,
MOJTy4YaloIIero JISKAPCTBEHHBIN Iperapar, MPeIbsIBUTh TOKYMEHT, YIAOCTOBEPSIONIMA €ro JHYHOCTh, JIUIO,
OCYILECTBIISIOIIEE TOCTABKY JIEKAPCTBEHHOTO Mperapara A MEIUIMHCKOTO MPUMEHEHHs, OTIYCKaeMOro Mo
pelenTy Ha JIEKapCTBEHHBIM Npemnapar, o0f3aHO BEPHYTh TAaKOH JIEKapCTBEHHBIH IpernapaT B alTEYHYIO
OpTaHU3aIIHIO.

10. IMoaTBepxaeHueM ¢akTa Hepeaadu JIGKAPCTBEHHOTO Mpernapara Jjis MEAUIMHCKOTO MPUMEHEHUS,
OTITyCKaeMOro 110 pelenTy Ha JIEKapCTBEHHBIM TNpernapar, JWIy, YKa3aHHOMY B pelente (3aKOHHOMY
MPEJICTABUTENIO0, YITOJTHOMOYEHHOMY JIUILY), SIBIISTEFOTCSI KACCOBBIH YEK W TMOJIHCH JIMIA, MOTYYHBIIETO TAKOH
JIEKapCTBEHHBIN Tpernapar, Ha JOKyMEHTEe O MOJYYCHHWH TaKOro JIEKapCTBEHHOTO Tperapara mo opme,
YTBEPXKIAEMON YIOJTHOMOYCHHBIM (eiepajbHBIM OpPraHoM HCIONHUTENbHOM BiacTu. [locnme mnepepayn
JICKapCTBEHHOTO TIpernapara JIMIly, YKa3aHHOMY B pelente (3aKOHHOMY TPEICTABUTENIO, YITOTHOMOYCHHOMY
JIWIY), 9TOT JOKYMEHT TepelacTCs JUIOM, OCYIECTBUBIIMM JOCTABKY TaKOTO JIGKAPCTBEHHOTO Mpenapara, B
ANTeYHYI OPTaHU3allMI0, OCYIIECTBHUBIIYIO OTITYCK JIEKAPCTBEHHOIO IpemapaTta. B ciydae BBIABICHHS NpU
nepeAade JMIy, yKa3aHHOMY B penente (3aKOHHOMY MPEACTaBUTENI0, YIOJIHOMOYEHHOMY JIWILY),
JICKapCTBEHHOTO TIpenapara (aKTOB MEXaHMYECKOTO TIOBPEXKJICHHUS €ro WM €ro yIaKOBKH TaKOW
JICKapCTBEHHBIN MpenapaT JUIOM, yYKa3aHHBIM B pelente (3aKOHHBIM MPEACTaBHTENEM, YIOJIHOMOYEHHBIM
JIMIIOM), HE MPUHUMAETCSI U BO3BpAIIaeTCs 0€3 ero OIIaThl JIMIY, OCYLICCTBUBIIEMY JOCTABKY JIGKAPCTBEHHOTO
npenapara 1 00eCreYrBaoIeMy €ro BO3BpAT B alTeYHYI0 OPraHU3aIIHIO.

11. 3a mapymenus 3akoHonaTenbcTBa Poccuiickoit deneparuy, COBEpIICHHBIE TPU IPOBEACHUU
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SKCIIEPUMEHTA, €r0 YYaCTHHUKH HECYT OTBETCTBEHHOCTb, YCTAaHOBJIEHHYIO 3aKOHOJIAaTelbCTBOM Poccuiickoit
®denepanuu.

12. KoHTposb 3a UCHOJHEHWEM TpeOOBaHMH, CBS3aHHBIX C IIPOBEICHWEM OJKCIEPHMEHTA,
ocymiecTBisiercs (peaepaabHbIM OPTaHOM HCTIOTHUTENBHOM BIIACTH, OCYIIECTBISIONNM (PYHKIIHA IO KOHTPOJIIO
U Haa3opy B cdepe 37ApaBOOXpaHCHUs, B MOpsKe, ycTaHoBIeHHOM PefepalibHbiM 3aKOHOM ot 31 wurons
2020 roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoIle (Haa30pe) W MyHHUIIMIIAIbHOM KOHTpoJie B Poccuiickoii
Oepepauun".

Crtatbsa 56. Usrorosienue u OTITYCK JICKAPCTBCHHBIX PETIapaTOB

T'APAHT: CMm. EgvHblie npaBunia obopMileHUS JIEKAPCTB, MIPUTOTOBIIIEMBIX B AlTEUYHBIX YUPEKICHUAX
(IpeATPUATHSIX) PA3IUIHBIX (OPM COOCTBEHHOCTH, YTBEpXKIEHHbIE MUHUCTEPCTBOM 3/paBooxpaHeHus Pd
ot 24 nrons 1997 r.

Hupopmayus 06 usmenenusx: Yacme | usmenena ¢ 1 mapma 2025 2. - ®edepasibHbil 3aKOH om 30
oexabps 2021 2. N 463-D3
Cwm. npedbidywyto pedakyuro

1. MsroroBineHue JEKapCTBEHHBIX IMPENaparoB aNTEYHBIMH OpraHM3alMsIMH, BETEPUHAPHBIMU
anTEeYHbIMU OpPTaHU3alMAMH, UMEIOIIMMH JIHLEH3MI0 Ha (apMaleBTHYECKYIO NESTENbHOCTh, OCYLIECTBISETCS
mo peuentam Ha JiekapCTBEHHble npenapaTbl, To TpeOoBaHMSAM MEIUIMHCKUX OpTraHU3aluH,
BETEpHUHAPHBIX OpraHu3aluil WM opraHu3aluil (MHAWBUIYAJIbHBIX MHpeANpUHUMATENe), OCYyIIeCTBISIOUINX
pa3BeAcHME, BEIPAILMBAHNUE U COIEPKAHUE )KUBOTHBIX, B COOTBETCTBHH ¢ MPABUIAMWN U3TOTOBJICHUS U OTILyCKa
JIEKapCTBEHHBIX MPENapaToB, YTBEP)KACHHBIMH YIIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCITOJHUTENbHON
BJIACTH.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 aneaps 2024 2. - @edeparibHbIl 3akoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

2. Ilpu W3roTOBJICHWM JICKAPCTBEHHBIX IMIPEIApaTOB AaNTEYHBIMA OPTaHU3AIUSIMH, BETECPHHAPHBIMH
anTeYHBIMHA OPTaHU3AIMSAMH, UMEIOIIMMHU JUIEH3UI0 Ha (apMaleBTHIECKYIO NEATENbHOCTD, HCIIOIb3YIOTCS
JIeKapCTBEHHBIE TMpemaparbl W (Wiau) QapMmarieBTHUeCKue CyOCTAaHIINM, BKJIIOYEHHBIE COOTBETCTBEHHO B
rOCyIapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB IS MEIUIIMHCKOTO MPUMEHEHHS, TOCYJapCTBEHHBIN peecTp
JEKapCTBEHHBIX CPEACTB IS BETEPUHAPHOTO MPHMEHEHUs, eIUHBIH peecTp 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX CpPeACTB EBpa3suiCKOro SKOHOMHUYECKOTO COI03a, €OUHBIA pEecTp 3aperucTpUpOBaHHBIX
BETCPUHAPHBIX JICKAPCTBEHHBIX MpenapaToB EBpa3uiickoro 3KOHOMHYECKOIO C€OI03a B YCTaHOBJICHHOM
nopsiake. He nomyckaercss W3rOTOBICHUE AaNTEYHBIMUA OPraHU3allUsIMHU, BETEPUHAPHBIMU alTEYHBIMU
OpraHU3alUSIMHU, UMCIOIIMMHU JIUICH3UIO Ha (papMalleBTUUYECKYIO JCSTEIbHOCTh, JICKAPCTBCHHBIX MPENapaToB,
3aperucTpUpoBaHHbIX B Poccuiickoit denepanuu nu00 B COOTBETCTBUU C aKTaMH, COCTABJISIOIIMMHU IPABO
Coro3a.

Hupopmayus 06 usmenenusix:  Yacmo 3 usmenena ¢ 1 cenmsabps 2023 2. - @edepasibHbll 3aKOH om 5
oexabps 2022 2. N 502-D3
Cwm. npedbidywyto pedakyuro

3. MapknpoBKa neKkapCTBEHHbLIX [MPenapaTtoB, W3rOTOBJICHHBIX AalTECYHBIMH OpPraHHU3AIUSIMU,
BETCPHHAPHBIMHU alITCYHBIMU OPraHU3ALUSIMHU, UMCIOIIUMH JIMIICH3UIO Ha apMalleBTHUCCKYIO ACSITEIbHOCTD, H
odopMIIeHHE TaKHX IpernapaToB JOJDKHBI COOTBETCTBOBATh IpaBHJIaM, yKa3aHHBIM B YacTu 1 Hacrosiei
CTaTbH.

Hupopmayus 06 usmenenusx: Yacmo 4 usmenena ¢ 1 cenmabps 2023 2. - @edeparibHbIl 3aKOH om 5
oekabps 2022 2. N 502-D3
Cwm. npedbidywyro pedakyuro

4. AnreyHble opraHuvsanyi, BETCPHUHAPHBIC AaITCYHBIC OpraHu3aluy, HWMCIOMIUC JWICH3UIO Ha
Q)apMaueBTquCKon ACATCIIBHOCTD, HECYT OTBETCTBEHHOCTH 3a HCCO6J’IIOIL€HI/IC IIpaBUJI HU3IOTOBJICHHUA H
OTIIyCKa JICKAapCTBEHHBIX IPETIapaTOB B COOTBETCTBUU C 3aKOHOAATCIILCTBOM Poccuiickoi (Dez[epaum/l.

I'APAHT: CM. KOMMEHTapUK k cratbe 56 HacTosmero deneparTbHOTO 3aKOHA

Hupopmayus 06 usmenenusx: Cmamos 57 usmenena ¢ 1 mapma 2025 2. - @edeparbHbili 3aKOH om 8
ageycma 2024 2. N 292-@3
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Cwm. npedbidywyto pedakyuro

Cratbsa 57. BanperieHne npoaaxu OTACIbHBIX JCKAPCTBEHHBIX CPEIICTB

1. 3ampemaercss mponxaxa GhaabCUPUITIPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HETOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.

2. 3anperaercst npojaxa:

1) nekapCTBEHHBIX MpENapaToB AJISI METUIIMHCKOTO MPUMEHEHHUs, B OTHOIIEHUH KOTOPBIX B CHCTEME
MOHHUTOPUHTA JIBUKECHHS JIEKAPCTBEHHBIX TPEMAPaTOB JJIsl MEAUIIMHCKOTO MPUMEHEHHUS OTCYTCTBYIOT CBEICHHS
0 HAaHECEHWH CPE/ICTB HACHTU(HUKALNY U (MIIH) CBEICHHUS O BBOJIE B IPaXXJaHCKUI 000POT;

2) I5eKkapcTBEHHBIX IpemaparoB Uil MEJULIUHCKOTO TNPHUMEHEHHS, B OTHOLICHHH KOTOPBIX
OCyIEeCTBICHA OJOKUPOBKA BHECEHHS B CHCTEMY MOHHTOPHHTA IBM)KEHHS JIEKaPCTBEHHBIX MpEnapaTroB LIS
MEIUIIMHCKOTO MPUMEHEHUsI CBEICHUH O BBOJE B TPaKAAaHCKHA 000poT, 00 000poTe MM O MpeKpalieHUH
o00opoTa;

3) TeKapCTBEHHBIX TIpENaparoB Uil MEAWIMHCKOTO TPUMEHEHHs, MPHUMEHEHHE KOTOPBIX
MIPHOCTAHOBJICHO TI0 PEUICHUIO YIOIHOMOUYEHHOTO (heZiepabHOTO OpraHa HCIOTHUTEIFHON BIAaCTH;

4) nexkapCTBEHHBIX NPENapaTroB Ui MEIUIIMHCKOTO TPHUMEHEHHs, TPaKIAHCKHH 000pOT KOTOPBIX
MIpEeKpaIeH;

5) IekapCTBEHHBIX MIPENapaToB IS METUITTHCKOTO IPUMEHEHVISI, CPOK TOJHOCTH KOTOPBIX HCTEK;

6) IIeKapCTBEHHBIX TIPENapaToB I METUIIMHCKOTO TPUMEHEHHS, B OTHOIICHWH KOTOPBHIX He
COOJIONICHBI TPEOOBaHMS, OIPE/ICICHHbIE HA OCHOBAaHMU YacTu 5 ctatby 67 Hacrosmero denepaibHOrO
3aKOHa.

3. JleiicTBue monOXKeHHH YacTW 2 HACTOAIIEH CTaThbU HE PACIPOCTPAHIETCS Ha JIEKapCTBEHHBIC
npenaparhbl, ykasaHHble B YacTu 7.1 ctatbn 67 Hactosimero deaepanbHOro 3aKOHa.

4. lNopanoK mpUMeHEHHsT MOJOKEHHH YaCTW 2 HACTOAIICH CTaThl M CPOKM MPUMEHEHHS TaKoro
nopsjka ycranasinusarorcs IIpasurensctBom Poccuiickoit @enepanun.

T'APAHT: CM. KOMMeHTapuu k ctatbe 57 HacTosmero deaepanbHOTO 3aKOHA

Cratbs 58. XpaHeHue ekapCTBEHHBIX CPEICTB

Hudopmayua 06 usmenenusax: DedeparbHbIM 3aKoHOM om 22 oxkmsaopsa 2014 2. N 313-D3 ¢ uacme 1
cmamou 58 nacmosuweco Pedepanbro2o 3aKoHa HeCenbl usMeHeHus, 8CMyrnaruue 8 CUsy no ucmeyeHuu
mpuoyamu Onetl nocie ous 0huUuanbHO20 orybnuKo8aHUs nazeanto2o Pedepairbhozo 3aKoHA
CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

1. XpaHeHHe JICKApPCTBECHHBIX CPCIACTB OCYIICCTBIIACTCA IMPOU3BOJUTCIIAMUA JICKAPCTBCHHBIX CPEACTB,
Opranuvs3anusamMmu OINTOBOM TOPIroBJIN JICKaPCTBCHHLIMU Cp€acTBaMu, alITCYHbIMU Opranuvs3anusamuy,
BC€TCPUHAPHBIMH  AlITCUHBIMKU  OpraHu3alvdaMi, HWHAWBUAYAJIbHBIMU JMPEANPUHUMATCIIAMA, HMCHOIIUMU
JWIEH3UI0 Ha (PapMaLeBTUYECKYyl0 [AedATeNbHOCTb WU JHUIEH3WI0 Ha MEIUIMHCKYIO JeSTETbHOCTS,
MEIUIMHCKUMH  OpPTaHW3aldsMH, BETEPUHAPHBIMA  OpPraHM3ANMsSIMH W  HWHBIMH  OpraHU3aIIsAMH,
OCYIIECTBIISIOIIMMU ~ OoOpaleHne JIeKapCTBEHHBIX CpPEACTB. XpaHEHHWE JIEKAPCTBEHHBIX CPEICTB IS
BETEPHHAPHOTO MIPUMEHEHHS OPTaHU3aIUSIMHU ¥ HHIUBUAYAIBHBIMY MPEANPHHAMATEISIMH B CITy4asiX, €CIIA OHH
HCIIONB3YIOTCS UCKIIOUUTENBHO MPU PA3BEACHUU, BBIPAIIMBAHUY, COJICPKAHUU U JICUCHUH >KUBOTHBIX, MOXKET
OCYIIECTBIIAThCS O€3 TOTYUYCHHUS JIUIICH3UN Ha (PapMaIleBTHUECKYIO JIEATEILHOCTb.

2. MpaBuna xpaHeHus JIEKAPCTBEHHBIX CPEICTB YTBEPIKAAIOTCS COOTBETCTBYIONIMM YIIOJTHOMOYEHHBIM
(henepanbHBIM OpraHOM UCIIOJIHUTEIBHOM BIIACTH.

3. XpaHeHHE HapKOTHYECKHX JIEKapCTBEHHBIX CPEJICTB, ICHUXOTPOIHBIX JIEKapCTBEHHBIX CPEJACTB,
paarodapMaleBTHIECKUX JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBIIAETCS B COOTBETCTBUHU C 3aKOHOOATENLCTBOM
Poccuiickoii @enepanuu.

T'APAHT: CM. KOMMeHTapuu k cratbe 58 HacTosmero deaepanbHOTO 3aKOHA

Undopmayus 06 usmenenusx: DedepasibHbIM 3aKOHOM om 25 oexabps 2012 2. N 262-D3 znasa 10
nacmosuwezo PedepanvbHo2o 3aKOHA 00noaHnena cmamoel 58.1, ecmyrnarwel 8 Cusly no ucmedeHuu cma
gocbmudecsmu Onell nocie OHs OhuluaribHo20 ornybruKo8aHus nazeanno2o PedepanbHo20 3aKoHa

Cratba 58.1. IIpeameTHO-KOJHUYECTBEHHBIH yUYET JIEKAPCTBEHHBIX CPEACTB IS MEIAUIIUHCKOTO
MIPUMEHEHHUS
1. TlepeueHp JEKapCTBEHHBIX CPEACTB IS MEAMIIMHCKOTO  TNPHMEHCHHsS, IOJIEKAIIUX
MPEIMETHO-KOJMYECTBEHHOMY  yU€Ty,  YTBEPKIAETCA  YIMOJHOMOYEHHBIM  (elepadbHBIM  OpraHOM
HCIIOJIHUTEILHOM BIIACTH.

Hughopmayus 06 usmenenusix:  PedeparibHbIM 3aKoHOM om 3 utons 2016 2. N 305-D3 6 uacmsb 2 cmamou
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58.1 nacmoswezo Dedepanbroo 3aK0HA 6HECeHbl USMEHEeHUS
Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

2. lopsfAoOK BKIIOYEHHS JIEKAPCTBEHHBIX CPEACTB JUIS MEIUIMHCKOTO TNPHMEHEHHS B lepeqeHb
JIEKapCTBEHHBIX CPENCTB ISl MEJULIMHCKOIO IPUMEHEHUS, MOIJIEkKAIMX IPEIMETHO-KOJIMYECTBEHHOMY yUeTy,
YCTAHABJIMBACTCSl YIOJHOMOYEHHBIM (pefiepaibHbIM OPTaHOM HCHOJHUTEIBHON BIIACTH IO COTJIACOBAHHIO C
(enepa’abHBIM OPTaHOM HCIIOTHUTEIBHON BIACTH, YIOJTHOMOYEHHBIM B c(epe BHYTPEHHUX JeIl.

3. IlpeAMETHO-KOIMYECTBEHHBIN YUET JIEKapCTBEHHBIX CPEJICTB I MEJUIIMHCKOTO IPUMEHEHUS BEAYT
MIPOM3BOAUTENHN JIEKAPCTBEHHBIX CPEJCTB, OpPraHU3al[Ml ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTe4yHble OpraHu3aliy, WHAWBHUAYAIbHBIE MPEANPHHAMATEIH, UMEIOIINE JTUICH3HI0 Ha (apManeBTHUECKYIO
JEeSITeNbHOCTh WM JIMIIEH3WI0 HAa MEOUIIMHCKYIO JeATeNbHOCTb, M MEAMLIMHCKHE OpraHu3alui,
OCYIIECTBIISIFOIIUE OOpallleHHe JIEKAPCTBEHHBIX CPEICTB AJIsi MEAUIIMHCKOTO IPUMEHEHHS, TyTEM PErHCTPAlH
JHOOBIX CBSI3aHHBIX C UX 0OpalleHueM Olepannii, Mpyu KOTOPBIX U3MEHAETCS MX KOJIMYECTBO U (MJTH) COCTOSTHHE,
B CreuuarnbHbIX >XypHanax ydera oIepainuid, CBS3aHHBIX C OOpalleHUEeM JIEKapCTBEHHBIX CPEICTB LIS
MEAUIMHCKOTO IIPUMEHEHUS (Jajiee - CHeIUaIbHbIC )KypHAJIBI).

4. [NpaBuna perucTpanuy ONEpaIid, CBSI3aHHBIX C OOpalIeHHEM JIEKapCTBEHHBIX CPEICTB IS
MEAUIMHCKOTO TNPUMEHEHHS, BKIIOUEHHBIX B IIepEUeHb JICKAPCTBEHHBIX CPEICTB JUIA MEAUIUHCKOTO
MIPUMEHEHUS], TMOAJEKAILUX MPEIMETHO-KOJUUYECTBEHHOMY Y4YeTy, B CIELHMAaJbHBIX XypHalax M Mpasuna
BEJCHUS M XPaHEHHS CIEIMATbHBIX >KypHAJIOB YTBEPXKIAIOTCS YMOJTHOMOYEHHBIM (eAepajbHbIM OPraHOM
HCIIOJTHUTENBHON BIIACTH.

Hupopmavyus 06 usmenenusx: Hacmo 5 usmenena ¢ 19 aseycma 2024 2. - ®edeparbHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

5. Kontponp 3a coOmiofeHHEM TMpaBWJ PErucTpalMyd OINEpalyif, CBS3aHHBIX C OOpalleHHeM
JIEKApCTBEHHBIX CPEACTB AJIA MEIUIUHCKOTO MPUMEHEHUs], BKIIIOUEHHBIX B IIEPEUCHb JIEKAPCTBEHHBIX CPEICTB
JUIS  MEIUIMHCKOTO TPUMEHEHMs, MOJUIeKAIIUX MPEAMETHO-KOINYECTBEHHOMY YueTy, B CIelHalbHbBIX
JKypHaJlaXx, a TakKiKe 3a CO6JHOILGHI/I€M mpaBuWJI BEACHUA U XPAHCHUA CIICHUAJIBHBIX KYPHAJIOB BO3JIaracTCsa Ha
YIIOJIHOMOYCHHBIC (i)eaepam)HHe OpTraHbL HUCIIOJTHUTENFHOM BJIACTH W HCIIOJIHHUTEILHBIC OpTraHbL Cy6’bCKTOB
Poccuiickoit  denepanyy, OCYLIECTBISIFOIINE JIMICH3UPOBAHME IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB,
(bapMaueBaneCKoﬁ JACATCIIBHOCTH H MeHHHHHCKOﬁ ACATCIIBHOCTH, MW OCYHWICCTBIIACTCA B paMKax
JMLIEH3UOHHOT'O KOHTPOJISL.

I'APAHT: CMm. AOMUHUCTPATUBHBLIVM pernameHT wucrnondenus DenepanbHOM ciay:K00M 1o Ham30py B
chepe 3ApaBOOXpaHEHHs TOCYIAPCTBEHHON (MYHKIMH II0 OCYIIECTBICHUIO JIUIIEH3MOHHOIO KOHTPOJIS
(hapMareBTHICCKON eATEIHPHOCTH, YTBEPKIACHHBIN MPUKasoM MwunzapaBa Poccun ot 1 centsiops 2017 T.
N 585u
CM. KOMMeHTapuu k cratbe 58.1 Hactosniero denepanbHOro 3aKOHa

I'naBa 11. YHUYTOKEHHE JICKAPCTBEHHLIX CPEACTB

Crtatba 59. OcHoBanus u MOPAAOK YHUYTOKCHUS JICKAPCTBCHHBIX CPECIACTB

Undopmayus 06 uzmenenuax: DedeparibHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-D3 ¢ yacmo 1
cmamou 59 nacmosueco DedepanbHoco 3aKoHA 6Hecenbl usMenenus, ecmyrnarowue 8 cusy c 1 uwons
2015 2.

Cm. mekcm 4yacmu 8 npeobidywel pedakuyuu

1. HemoOpokauecTBeHHBIE JIEKaPCTBEHHBIE CPEACTBA, Paabcu(PUIIMPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA
MOJUIe)KAaT M3BATHIO M3 OOpalleHHus] M YHUYTOXKEHUIO B TOPSAKE, ycTaHOBIEHHOM I[IpaBUTEIHCTBOM
Poccuiickoit ®enepanuu. OcHOBaHMEM JJIi YHHUYTOXKEHHS JIEKApPCTBEHHBIX CPEJCTB SBISIETCA pELICHHE
BJIaJielIblla JIEKAPCTBEHHBIX CPEICTB, PELICHHE COOTBETCTBYIOMIETO YIIOJIHOMOUYEHHOTO (hellepalbHOro OpraHa
VCIIOJIHUTEIBbHOM BJIACTU WM PELICHUE CYAA.

Hudopmayua 06 uzmenenusax: DedeparnbHbIM 3aKOHOM om 22 oexabpa 2014 2. N 429-D3 ¢ uacmo 2

cmamou 59 HacmoAueco @edepaﬂbnoeo 3AKOHA 6HEeCEeHbl UBMEHEHUA, ecmynafowue 8 CUﬂy c 1 urwona
2015 a.
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

2. KoHTpadakTHble fiekapCTBEHHbIEe CPeCTBa Mo IekKaT U3bATHIO U3 00palleHUs] U YHUITOXKECHHUIO
[0 pelieHuro cyaa. [1OpAOOK YHHYTOXKEHHS KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEACTB YCTaHABIMBACTCS
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IIpaButenscTBOM Poccuiickoit @enepanuu.

3. Pacxompl, cBs3aHHBIE C  YHHYTOKEHHEM KOHTpPA(aKTHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HENOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB,  (aabCU(UIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
BO3MEIIAIOTCS UX BIIAAEIBIEM.

4. Bnagenen JeKapcTBEHHBIX CPEICTB JOJDKEH IPEACTaBUTh B YIIOJIHOMOUYCHHBIH (eepanbHblid Opra
HCIOJTHUTENBHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTaHOBIEHHOM [OPSAOKE €ro KOIHIO,
noATBep K AaroIue HakT YHUUTOKEHHUS JICKApPCTBEHHBIX CPEJCTB.

5. CoOTBETCTBYIOLIMH YHOITHOMOYEHHBIH (eepalbHbId OpraH MCIIOJHUTENBHONW BIACTH, MPHHSBLINN
peleHne 00 YHHYTOXKEHHH JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISIET KOHTPOJIb 32 HX YHHUTOKEHHEM.

6. YHUUYTOXXEHUE  JIEKAPCTBEHHBIX CpPEACTB  IPOU3BOJAUTCA  OpraHM3alMsIMH, HMEIOIIHUMU
COOTBETCTBYIOIIYIO JIMIIEH3WIO, HA CIEHUAJbHO OOOpPYNOBAaHHBIX IUIOIIAAKAX, MOJMTOHAX M B CHEHUAIBHO
00OpYZOBAaHHBIX IOMEHICHUAX C cOOJIoNeHreM TpeOOBaHWII B 0ONAacTH OXpaHbl OKpYXKalollel cpeabl B
COOTBETCTBUM C 3aKOHOaTeNnbCTBOM Poccuiickoit @eneparuu.

7. HapkoTmueckue J€KapCTBEHHBIE CPEJCTBA, IICHXOTPOITHBIE  JIEKAPCTBEHHBIE  CPEJICTBA,
panuodapMaleBTHYECKUE JIEKAPCTBECHHbBIE CPENCTBA YHUUTOXKAKOTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickoit @enepanuu.

I'APAHT: CM. KOMMeHTapuu k cratbe 59 HacTosmero deaepaaTbHOTO 3aKOHA

I'1aBa 12. FocyaapCTBennoe PETYJIMPOBAHUE LIEH HA JIEKAPCTBCHHBIEC NMPernapaTsbl IJd MEIUINHCKOT0
NMPUMEHCHUS

Cratba 60. 'ocynapcTBeHHOE peryIMpoBaHUe LICH Ha JICKAPCTBEHHBIE MPENapaThl Il MEAUIIHHCKOTO
MIPUMEHEHUS

Hupopmayusn 06 usmenenusx: Yacmo 1 usmenena ¢ 26 mapma 2020 2. - @edepasibHbil 3aKOH om 26
mapma 2020 2. N 67-D3
Cwm. npedbidywyto pedakyuro

1. FOC}’Z[apCTBCHHO@ peryjiupoBaHuc ILOCH Ha JICKAPCTBCHHLIC IIpCriapaTbl A MCAUIMUHCKOIO
OPUMCHCHUS OCYHICCTBIISICTCA MMOCPECACTBOM!

Hupopmavus 06 usmenenusx:  Ilynkm 1 usmenen ¢ 13 urona 2020 2. - @edepasibHbil 3aKOH om 13 uions
2020 2. N 206-D3
Cwm. npedbidywyto pedakyuro

1) yrBepxnenus [IpaButensctBom Poccuiickoit ®enepaunu nepevHs >KU3HEHHO HEOOXOAUMBIX U
BaXHEHIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOpPHIA (opMHpYeTcs K HE peXe OTHOro paza B TOX
IepecMaTpUBaeTCs B YCTAHOBIEHHOM WM [OPALKE Ha OCHOBE KOMIUIEKCHOW OIEHKH JIEKapCTBEHHBIX
npenaparoB, BKJIIOUYas aHaM3 CBEJACHUH O CPaBHUTENBHON KIMHWYECKOW d(dekTuBHOCTH M 0e30macHOCTH
JIEKapCTBEHHOTO CPEJICTBA, OIEHKY SKOHOMHYECKHMX MOCJIEICTBUIl MPUMEHEHHUs JEKapCTBEHHOTO CPEACTBAa U
M3Yy4YEeHHE JONOJHUTEIHHBIX MTOCIEACTBUN PUMEHEHHS JIEKAPCTBEHHOTO CPEICTBA;

Hupopmayus 06 usmenenusx:  I[lynkm 2 usmenen ¢ 7 uons 2019 2. - @edeparibHbil 3aKOH om 6 utons
2019 2. N 134-@3
Cwm. npedbidywyto pedakyuro

2) yTBepXKACHUS METOAMKM pacueTa MpeAeIbHBIX OTIYCKHBIX [I€H IPOU3BOINTENEH Ha IEKapCTBEHHBIE
MIperaparsl, BKIIIOUYEHHBIE B TIEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX JEKapCTBEHHBIX MPENaparoB, a
TaKKe BHEJIPEHUS] MEXaHU3MOB ()OPMHUPOBAHUS CUCTEMbI pe(hepEHTHBIX LIEH;

Hupopmayus 06 uzmenenusx:  Ilynkm 3 usmenen ¢ 7 wons 2019 2. - @edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-D3
Cwm. npedbidywyro pedakyuro

3) rocymapCTBEHHOM pErucTpamnuy MpenelbHBIX OTHYCKHBIX II€H MPOU3BOANTENEH Ha JIeKapCTBEHHBIC
TMIperaparsl, BKIIIOUYEHHBIE B TIepeYeHb )KU3HEHHO HEOOXOIUMBIX U BXKHEHUIITNX JICKAPCTBEHHBIX MTPETapaToB;

4) BemeHWs rOCY[apCTBEHHONO peecTpa mpeneibHBIX OTIYCKHBIX IIEH IPOW3BOJUTENEH Ha
JeKapCTBEHHBbIE TMpemnapaThl, BKIIOUEHHBbIE B [EpPeyYeHb IKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB;

Hupopmayusn 06 usmenenusx: Ilynkm 5 usmenen ¢ 19 aseycma 2024 2. - ®edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
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Cwm. npedbidywyto pedakyuro

5) yTBepxacHHS METOLVKA yCTAaHOBICHUS HWCHOJHUTEIHHBIMA OpraHamMHu CcyObekToB Poccuiickoit
Qenepanny TpeAeNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK W MPEAENBHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(hakTHYEeCKNM OTITyCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAMUTEISIMA JIEKAPCTBEHHBIX IIpernapaToB, Ha
JIeKapCTBEHHBIE TIPETIapaThl, BKIIIOUEHHBIE B TIEPEUCHD KU3HEHHO HEOOXOAMMBIX W BAYKHEUIIIHNX JIEKAPCTBEHHBIX
Mpenaparos;

6) ycraHOBIIeHUs NPEeesibHbIX Pa3MEepPOB ONTOBBIX HAJA0aBOK W MPEIEIBHBIX Pa3MEPOB PO3HUYHBIX
Hana0aBOK K (DAKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IIPOW3BOJUTEIISIMU JICKAPCTBEHHBIX
MperapaToB, Ha JICKApCTBEHHBIC TpEnaparhl, BKIIOYCHHBIE B [EPEYEHb IKHU3HCHHO HEOOXOIUMBIX H
Ba)KHEHIIMX JIEKAPCTBEHHBIX IIPENAPaTOB;

Hngopmayus 06 usmenenusix:  Yacmo 1 donoanena nynkmom 6.1 ¢ 1 cenmsaops 2024 2. - @edepasibHbIl
3aKkoH om 30 aueaps 2024 2. N I-D3

6.1) ompenenenus IlpaButensctBom Poccuiickoii ®expepauun mopsaka HEHOOOpa30BaHUS Ha
HE3apEerUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaTrhl JUIsi MEIULUHCKOIO IMPUMEHEHUS, KOTOPbIE BBE3CHBI B
Poccuiickyto @enepauuto uisi 0OKa3aHUd MEIUIHUHCKON MOMOIIM IO JKU3HEHHBIM IOKa3aHUSM KOHKPETHOTO
MAlMEHTa U MEXAYHapOJHbIE HEMAaTCHTOBAHHBIE, WJIM TPYNIHAPOBOYHBIC, WIM XUMUYECKUE HAUMEHOBAHUSA
KOTOPBIX COAEpKaTCs B NEPEYHE KU3HEHHO HeOOXOIMMBIX U BaYKHEUIIIHX JIEKAPCTBEHHBIX IIPENapaToB;

Hupopmayus 06 usmenenusix: Ilynkm 7 usmenen ¢ 19 aseycma 2024 2. - @edeparsibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

7) yTBepKACHUS NOPSALKA BbIAAYU MPEANUCAHNN HCIIOTHUTEIBHBIM OpraHaM cyObekToB Poccuiickoi
Qenepaniii 0 TPHUBEICHUH B COOTBETCTBHE C 3aKOHOAATENhCTBOM Poccmiickoit Penmepanny pemeHuil o0
YCTAQHOBJICHUH IPEAETIbHBIX Pa3MEpPOB ONTOBBIX HAI0ABOK U NPEIEIbHBIX Pa3MEpOB PO3HMUYHBIX HAJ0aBOK K
(aKkTHYECKMM OTIYCKHbIM LI€HaM, YCTAHOBJIECHHBIM IPOM3BOAMTENISIMH JIEKAPCTBEHHBIX IpenapaTroB, Ha
JIEKapCTBEHHBIC MPENapaThl, BKIIOYCHHBIE B IIEPEUCHb KU3HEHHO HEOOXOIUMbIX M BAKHEHIINX JIEKApCTBEHHBIX
IIpenapaToB, €CIM OHHM IPHHATHI C HAapYyIIEHHEM 3akoHoaarenbcTBa Poccuiickon denepanuu, B HOpPSAKE,
ycranoBieHHOM [IpaBurenscTBoM Poccuiickoit ®enepanuu;

Hupopmayusn 06 usmenenusx: Ilynkm 8 usmenen ¢ 19 aseycma 2024 2. - ®edeparibHbIl 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

8) HampaBneHWs ~ YIIOJIHOMOYEHHBIM  ()eiepalibHBIM  OPraHOM  HCIIOJIHUTENLHOW  BIIACTH
WCTIOTHUTENFHBIM OpraHaM cyObekToB Poccuiickoii Denepanuu npenucanuii 0 NPUBEICHUNA B COOTBETCTBHUE C
3akoHogaTenbcTBOM Poccuiickori ®enepaunu NPUHATBIX C HApYyLIEHUWEM 3aKOHOAATENbCTBA Poccuiickoi
Odenepanuu pemieHuin 00 YCTAaHOBJICHHUU TMPEJICIBHBIX Pa3MEPOB OINTOBBIX HAJ0ABOK U IMPEIEIbHBIX Pa3MepoB
PO3HMUYHBIX HaA0ABOK K IICHaM Ha JICKApPCTBEHHBIC IIperapaThl, BKIIOYCHHBIC B TMEPEUYCHb >KU3HCHHO
HEOOXOAMMBIX U BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaTOB;

Hupopmayus 06 usmenenusix:  Ilynkm 9 uzmenen ¢ 19 aseycma 2024 2. - @edeparsibHbIl 3aKOH om 8
ascycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

9) ocymiectBiaeHus (eaepaabHOro rOCyIapCTBEHHOrO Haji3opa B cdepe oOpaiieHus JIEKapCTBEHHBIX
CPEJICTB M PETHOHAIHLHOTO TOCYIaPCTBEHHOTO KOHTPOJIS 3a IPUMEHEHHEM IICH Ha JICKAapCTBEHHBIC MpEnapaThl
COOTBCTCTBEHHO YIIOJTHOMOYCHHBIMU @eﬂepaHBHLIMI/I OopranamMu HCIIOTHUTENBHON BIACTH U UCITOJIHUTEIILHBIMUA
opranamu cyOnekToB Poccuiickoii demepaniy COTIACHO WX KOMITETEHIIMH B MOPSAOKE, YCTAaHOBICHHOM
IIpaButenscTBoM Poccuiickoit @enepaniuu;

Hupopmauusn 06 usmenenusix:  Ilynkm 10 usmenen ¢ 1 mapma 2020 2. - @edepasibHbil 3aKoH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

10) mnpumeHeHHS TPeIyCMOTPEHHBIX 3aKOHOAaTrenbcTBOM  Poccuiickoit  dDenepamum  mep
OTBETCTBEHHOCTH 3a HapYIIEHHE TOPSIKa [EHOO0Opa30BaHUs Ha JIEKAPCTBEHHBIC TpernapaThl, BKIFOUYCHHBIE B
rnepeyeHb KU3HEHHO HEOOXOIUMBIX M BAKHEHIINX JIEKapCTBEHHBIX MPEMapaToB.

Hupopmayusn 06 usmenenusx: Cmamos 60 dononnena uacmoio 2 ¢ 26 mapma 2020 2. - ®edepasnbHbil
3aKoH om 26 mapma 2020 e. N 67-D3

2. B ycnoBusx 4Ype3BBIYaiHON CHUTyallud W (WIM) NPH BO3HHUKHOBEHHH YTIPO3bl PACHPOCTPAHEHHUS
3a00J1eBaHus, IPEACTABIISIONIEI0 OMACHOCTh JUISl OKPY’KaIOINX, a TAKKE B CIydae, €CJId B T€UCHHE TPUALATH

15.09.2025 Cucrema TAPAHT 130


https://internet.garant.ru/document/redirect/74641902/1000
https://internet.garant.ru/document/redirect/57410673/0
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/408457419/150
https://internet.garant.ru/document/redirect/408457419/150
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/409493579/4929
https://internet.garant.ru/document/redirect/12181816/0
https://internet.garant.ru/document/redirect/12186150/1000
https://internet.garant.ru/document/redirect/409493579/4930
https://internet.garant.ru/document/redirect/409493579/4931
https://internet.garant.ru/document/redirect/71014634/1000
https://internet.garant.ru/document/redirect/73355325/1015
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/73801935/12
https://internet.garant.ru/document/redirect/73801935/12

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

KaJICHIApHbIX JHEH mnocie npuHatdus IIpaButensctBoMm Poccuiickoil @epepanuu penieHUs O IMPOBENCHUU
MOHUTOpPUHIA PO3HUYHBIX ILIEH Ha JIEKAPCTBEHHBIE IPENapaTbl, HE BKIIOUEHHBbIE B [EPEYEHb KU3HEHHO
HEOOXOAMMBIX W BaKHEHUINUX JICKAPCTBEHHBIX IIPENapaToB, Ha TEPPUTOPHAX CyOBeKTOB Poccuiickoi
@depepanny BBIBICH POCT PO3ZHUYHBIX LIEH HAa YKAa3aHHBIC JIECKAPCTBEHHBIE IIPENapaThl Ha TPUILATh IPOLICHTOB
n Oonee, llpaBurenbctBo Poccuiickoit ®enepanny BIpaBe YCTaHOBUTH IPENEIbHBIE OTIMYCKHBIE IIEHBI
MIPOM3BOMTENC HAa YKa3aHHBIE JIEKAPCTBEHHBIC IIperaparhl, MpeielbHbIe pa3Mepbl ONTOBBIX HAI0ABOK H
MpeleNbHbIE pa3Mepbl PO3HHYHBIX HAJ0aBOK K (DAKTUYECKHMM OTIYCKHBIM IIeHaM MpPOW3BOAMTENCH Ha
yKa3zaHHBIE JE€KapCTBEHHBIE Ipenapathl. [lepeueHs JIeKapCTBEHHBIX MpENapaToB, HE BKIIOUYEHHBIX B MEPEUYEHb
JKU3HEHHO HEOOXOIMMBIX W BAXKHEUIIMX JICKAPCTBEHHBIX MpenapaToB, W [OPSAO0K ero (QpopMHpOBaHHS
onpeaeistored [IpasurensctBoM Poccuiickoit @enepauuu.

Hngopmayus 06 usmenenusx: Cmamowsi 60 dononnena wacmoio 3 ¢ 26 mapma 2020 2. - @edepasibHbIl
3aKoH om 26 mapma 2020 2. N 67-D3

3. B TedeHue neBsHOCTa KaJeHIApHBIX AHENH co AHsS yTBepxknaeHus llpaBurtenbctBom Poccuiickoit
depepanyu nepeyHs, yKa3aHHOTO B YaCTV 2 HACTOSIICH CTaThd, HE JOMYCKAIOTCS pealn3aldsi U OTIYCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX IPENApaToB MO LEHAM, IPEBBIIAIOIUM MIPEACIBHBIE OTILYCKHBIC LICHBI
MIPOM3BOANTENEH Ha yKa3aHHBbIE JIEKapCTBEHHBIE Mperaparbl, MpeaeibHbIE pa3Mephl ONTOBBIX HaA0aBOK WU
IpeJeNbHbIe pa3Mepbl PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTITYyCKHBIM II€HaM IPOU3BOJUTENCH Ha
yKa3aHHbIE JIEKapCTBEHHbIE [IPENapaThl C yUETOM HaJIOra Ha 100aBJIEHHYIO CTOMMOCTb.

T'APAHT: CM. KOMMeHTapum k cratbe 60 HacTosmero deaepanbHOTO 3aKOHA

Hupopmayus 06 uzmenenusx: Cmamus 61 usmenena ¢ 7 urons 2019 2. - ®edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-@3
Cwm. npedbidywyto pedakyuro

Cratba 61. TocymapcTBeHHas pervcTpaius W HEpeperucTpanus NpPeNelbHbIX OTIMYCKHBIX IeH
[IPOU3BOAMTENEH Ha JIEKAPCTBEHHBIE IIPENAPAThl, BKIIOYECHHBIE B IIEPEUYCHb IKU3HEHHO
HEOOXOMMBIX U BaXKHEHIIIHX JIEKAPCTBEHHBIX IIPETIapaToB

Hupopmayus 06 usmenenusx: Hacmo 1 uzmenena ¢ 30 sueaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 1 (B pemakuuu PepeparnbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
Kacarolyuecs IMPEAOCTaBICHNUS TOCYJapCTBEHHBIX YCIYr IIPA OOpallleHWH JEKAapCTBEHHBIX CPEICTB IS
MeIUIUHCKOro npumeneHus nocpeactsom EIMC3 u (wm) ENIY, npumeHsawoTca ¢ 1 saBaps 2026 .
PerucrpamuoHHble  YIAOCTOBEPEHHS JIEKAPCTBEHHBIX MPENapaToB JUIS  MEIMIIMHCKOrO IMPHUMEHEHUS,
MMOATBEPKAAOMINE (DaKT TOCYIApCTBEHHON PETHCTpAld¥, HAa OyYMa)XHOM HOCHUTENE M IyOJHMKAThI
PETHCTPAITMOHHBIX YIOCTOBEPECHHN JICKAPCTBEHHBIX MIPEIIAPATOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 stTHBaps
2026 T. He BBIIAIOTCS

1. IlpemenbHas OTHyCKHas LIEHAa NPOM3BOMUTENS] HA JIGKAPCTBEHHBIM MpenapaT, BKIIOYEHHBINH B
rnepeYeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKapCTBEHHBIX MPENapaToB, MOJICKUT TOCYAapCTBEHHON
peructpauuu B Mopsagke, ycraHoBineHHoOM IlpaBurensctBoM Poccuiickoit ®Penepaunu, Ha OCHOBaHHMH
HaNpaBJIEHHOTO MOCPEICTBOM E4NHOMO ropTarna B ynoJHOMOYEHHBIH (elepalbHblii OpraH UCTIOJHUTEIbHOM
BJIACTH WJIM JIMYHBIA KaOWHET YMOJHOMOYEHHOIO (efepalbHOIO OpraHa MCIIOJHUTENbHOW BJIACTH B €JUHOU
cucreMe, TOANMCAHHOTO YCUJICHHON KBaTU(HUIUPOBAHHOW 3IIEKTPOHHOW MOAMUCHIO 3asBICHUS JepiKaTems
WM BJIa/IeNblla PETUCTPAIL[MIOHHOTO YI0CTOBEPEHNUS JIEKApCTBEHHOT' 0 Tpenapata (yIoIHOMOUYEHHOTO UM JIUIIA).

Hupopmayus 06 usmenenusix: Yacme 2 uzmenena c¢ 30 smeaps 2024 2. - @edeparibHbIl 3aKoH om 30
aneaps 2024 2. N 1-D3
Cm. npedbidywyro pedakyuro

T'APAHT: ITonoxenus vactu 2 (B pemakumu PepepanbHoro 3akoHa ot 30 saBaps 2024 r. N 1-D3),
Kacarolluecss IPEeNOCTaBIEHNs TOCYIapCTBEHHBIX YCIYrT HPH OOpalleHHH JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro mnpumeHenus mnocpexcrsoM EI'MC3 u (wmm) EMIY, npumeHstoTcs ¢ 1 sauasaps 2026 r.
PerucrpanmoHHbple  YIOCTOBEPEHHUS JIEKAPCTBEHHBIX MPENapaToB JUIS MEIMIIMHCKOrO MPHUMEHEHUS,
oATBepXkaaomme (akT TOCYAApCTBEHHOM pErucTpandv, Ha OYMaXHOM HOCUTENE U JIyOJIMKaTh
PETUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MIPEMApaTOB sl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 1. HE BBIHAIOTCS
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2. 3aperucTpupoBaHHAs TpeaeibHAs OTIYCKHAs IICHAa MPOW3BOAMTENS HA JICKAPCTBEHHBIN IIpermapar,
BKJIIOUCHHBIN B MNepeyeHb KU3HEHHO HEOOXOIUMBIX M BaKHEUIITNX JICKAPCTBECHHBIX MIPENapaToB, MOXKET OBITH
MIEPEePETUCTPUPOBAHA B CTOPOHY YBEIWYCHHS OAWMH Pa3 B KAJICHIAPHOM IOy Ha OCHOBAaHHWH HAIPaBIEHHOTO IO
1 OkTs0psS KaxXgOro ToAa TOCPENCTBOM EAMHOrO rnopTana B YHMOJTHOMOYEHHBIH (efepalbHblid OpraH
WCTIONTHUTENFHOW BIACTH WJIM JIMYHBIM KaOWHET YITOJIHOMOYEHHOTO (elIepalbHOTO OpraHa HCIIOIHUTEEHON
BJIACTH B C€JMHOW CHUCTEME, TMOAMMCAHHOTO YCHJICHHOW KBATU(PHUIMPOBAHHON OSNEKTPOHHOM MOAMNUCHIO
3asBJICHUS JepXkaTelld WM BilaJeibla PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipenapara
(YITOTHOMOYEHHOTO UM JIAIIA).

Hupopmavus 06 usmenenusx: HYacme 3 usmenena c¢ 30 aneaps 2024 2. - ®edeparibHbil 3aKkoH om 30
aneaps 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T"'APAHT: ITonoxenusa yactu 3 (B pemakumu PegepanbHoro 3akoHa or 30 sasaps 2024 r. N 1-D3),
KacarolIecsl IPEeNOCTaBIIEHNsS] TIOCYJapCTBEHHBIX YCIYr NIPH OOpalleHWH JIEKAPCTBEHHBIX CPEICTB IS
MeaUuUMHCKOro npumenenus nocpeactsom EI'MC3 u (wum) ENTY, npumensaoTca ¢ 1 saBaps 2026 .
PerucrpaloHHble  YIOCTOBEPEHHS JEKAPCTBEHHBIX MPENApaToB Uil MEIUIIMHCKOTO IIPUMEHEHHS,
MOATBEPKAAIONIME (aKT TOCYIapCTBEHHOM perucrpaldd, Ha OyMa)XKHOM HOCHUTENIE M JIyOJIHKATHI
PErUCTPALMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO MPUMEHEHUS ¢ 1 stHBaps
2026 T. He BBIIAIOTCS

3. 3aperucTprpoBaHHas NpeaenabHas OTIYCKHas IIeHa MPOM3BOAWTENS Ha JIEKapCTBEHHBIM Mperapar,
BKJIIOUEHHBI B MNEPeYeHb KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX TPENapaToB, MOXKET OBITH
[IEPEPETUCTPUPOBAHA B CTOPOHY CHM)KEHMSI HA OCHOBAaHUH HAIPABJIECHHOI'O MTOCPEICTBOM €MHOro rnoprarna B
YHOJTHOMOYEHHBIH (hefepantbHbIil OpraH HMCIONHUTENFHOW BIIACTH WM JIMYHBIM KaOMHET YHNOJHOMOYEHHOTO
(denepanbHOr0 OpraHa MCIOJHUTENBHOW BJIACTH B €OUHOM CHUCTEME, MOJNMCAHHOIO YCHJICHHOM
KB (PHUIIUPOBAHHOW ONIEKTPOHHOW MOAMUCHIO 3asBICHUS JIEpXKATeNs WM BJIaJelblla PErHCTPAIMOHHOTO
YyIIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara (yIOJIHOMOYEHHOTO UM JIUIA).

Hupopmayusn 06 usmenenusx: Hacmo 4 usmenena ¢ 30 aunsaps 2024 2. - @edepasibHbil 3aKOH om 30
aneapa 2024 2. N [-D3
Cwm. npedbidywyto pedakyuro

T'APAHT: IMonoxenus yvactu 4 (B pemakuuu PegepanbHoro 3akoHa or 30 smsaps 2024 r. N 1-D3),
KacarolUecss IPENOCTABIIEHNUsS TIOCYIAPCTBEHHBIX VCIYIT MIPH OOpalleHUM JIEKAPCTBEHHBIX CPEICTB JUISL
MeauuuHCKoro npumenenus nocpencrsom EI'MC3 u (um) ENTY, npumensaotca ¢ 1 aasaps 2026 r.
PerucrpallioHHBIE  YIOCTOBEPEHUS JIEKAPCTBEHHBIX IPEHapaTroB I MEOULIMHCKOTO IMPUMEHEHUS,
MOATBEPKAAONME (aKT TOCYyJIapCTBEHHOM perucrpaldd, Ha OyMa)KHOM HOCHUTENE M JIyOJIHKaThI
PETHCTPAIMOHHBIX YIOCTOBEPECHHMH JICKAPCTBEHHBIX MIPEIApaTOB TSI MEAUITMHCKOTO MMPUMEHEHUS ¢ 1 sTHBaps
2026 r. HE BBIIAIOTCS

4. Jlepkatenb WIM BIAJeNel]l PETUCTPALMOHHOTO YJOCTOBEPEHHUs JIEKapCTBEHHOIO IIpernapara
(YnoiHoMo4YeHHOE WM JIMIO) O0s3aH HamNpaBUTh MOCPEACTBOM ELVHOrO ropTana B YHOJIHOMOYEHHBIH
(enepanbHBIi OpraH UCTIOJIHUTEIBHOM BIACTH WIIM JIMYHBIH KaOMHET YIIOJTHOMOYEHHOTO (heaepaIbHOTO OpraHa
UCTIOJIHUTEIHHOW BJIACTH B €IUHON CHCTEME MOJNHMCAHHOE YCHJICHHOW KBaIM(UIIMPOBaHHOW 3MEKTPOHHOM
NOAMUCBLID  3asBIICHHE O MEPEPETUCTPALMM  3apPETUCTPUPOBAHHOM  IPENENBHOM  OTIIYCKHOM  LIEHBI
MIPOM3BOAMTENS HA JIEKApCTBEHHBIM IIpenapar, BKJIIOYEHHBIA B [EPEYEeHb >KU3HEHHO HEOOXOMUMBIX H
BKHEHUINUX JIEKAPCTBEHHBIX MIPENApaTOB, B CTOPOHY CHUKEHUS B CICIYIOLINX CIydasx:

1) cHrKeHue LeHbl B MHOCTPAHHOH BaJlOTE Ha JIEKapCTBEHHBIN Npenapar B CTPaHE NMPOU3BOIUTENS U
(wm) B cTpaHax, B KOTOPHIX JICKAPCTBECHHBIA IperapaTr 3aperHCTPUPOBAaH M (MIIM) B KOTOPBIE TOCTaBIISAETCS
MIPOU3BOAUTEIEM;

2) CHWKEHHE LeH Ha peepeHTHHIC JICKApCTBEHHBIE IpenapaTtbl B COOTBETCTBUH C [MYHKTOM 1
HacTOsIEH dYacTH (i1  COOTBETCTBYIOLUIMX  BOCIIPOM3BEACHHBIX, OHOAHAJIOroBBIX  (OHMOMOJOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbllIeHHE NpPEAETbHON OTIYCKHOM LEHBl Ha INEPBBIH BOCIPOW3BEICHHBINH, OMOAHAJIOTOBBIN
(Ouomnoo0HbII) TeKapCTBEHHBIH MpenapaT MHOCTPAHHOTO MPOW3BOJCTBA HAJ MPEACIbHONW OTIYCKHOH ICHOM
NPOU3BOAMTEINSI HA BTOPOW BOCIPOM3BEIEHHBIN, OMOaHANOroBbI (OMONOA00HKIN) JeKapCTBEHHBIN Mpemnapar,
pacCcYUTaHHON B COOTBETCTBUM C METOAMKOM, yTBEp)KAeHHOU [IpaBurenscTBoM Poccuiickoit denepanny;

4) mpeBBIIEHWE NPEASIbPHOM OTIYCKHOM II€HBI Ha MEpPBbI BOCIHPOW3BEICHHBIN, OHOAaHAIOTOBBIH

(OmoToMOOHBIN)  JIEKApCTBEHHBIM  TpermapaT MPOW3BOAWUTENS ToCydapcTBa - dieHa EBpa3uiickoro
SKOHOMHMYECKOI'0 COI03a HaJl MPEAEIbHON OTIYCKHOW LIEHOW MPOU3BOJUTENS HA BTOPOM BOCIPOU3BEIEHHBIH,
OmoaHamoroBelii  (OMOMOAOOHBIN) JEKapCTBEHHBIH Tpenapar MpPOM3BOAWTENS TOCynapcTBa - dieHa
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

EBpazuiicKoro 3KOHOMHYECKOIO CO033a, PACCUMTAHHONM B COOTBETCTBUM C METOAMKOM, YTBEPKICHHOU
IIpaButenscTBOM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusx: Cmamos 61 oononnena uacmoio 4.1 ¢ 1 mapma 2026 2. - @edepasibHbll
3aKoH om 31 utona 2025 2. N 304-D3
Cwm. 6ydywyto pedakyuro

5. lNopsaok mepeperucTpanuy 3aperiCTPUPOBAHHBIX MPEEbHBIX OTIMYCKHBIX IEH MPOM3BOJMTEICH
Ha JIEKapCTBEHHBIE TIpenapaTrhl, BKIIOYEHHBIE B [EPEYEHb JKU3HEHHO HEOOXOOMMBIX W Ba)KHEHIINX
JICKapCTBEHHBIX TIPENapaToB, B CIyd4asx, HOPEAYCMOTPEHHBIX YacTaMu 2 - 4 HacTosiedl cTarthby,
ycranaBiuBaetcs IIpasutensctBoM Poccuiickoit denepanuu.

6. DKOHOMUYECKMH aHalu3 NpPeNeiIbHOM OTIYCKHOM LIEHbl TNPOU3BOAUTENS Ha JEKApCTBEHHBIN
Iperapar, BKIIOYCHHBIH B MepeyeHb KU3HEHHO HEOOXOIMMBIX M BaXHEWIINX JIEKAPCTBEHHBIX MPENapaTos,
IPH €€ TOCYAAPCTBEHHON pETHCTpallii WU TIePEPEeTUCTPAIMK OCYIIECTBIACTCS (eAepaTbHBIM OpPraHOM
WCTIOTHUTEIILHOW BJIACTH, OCYLISCTBISAIONIMM (DYHKIUU IO NPUHATHIO HOPMATHBHBIX IPABOBBIX AKTOB H
KOHTPOJIIO 3a cOOII0IEHHEM 3aKOHOAaTENbCTBa B chepe rocy1apCTBEHHOTO PEryJnpoBanus neH (TapudoB) Ha
TOBapHI (YCIyTH).

7. Pacuer mpeAenpHBIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTaX 1 m 2 HacTosmied cTaThd, TPH UX
rOCYy/IapCTBEHHOM pPETUCTpPAlli WM TEPEePEeTUCTPAllUN OCYIIECTBISETCS B COOTBETCTBHHM C METOIUKOM,
yTBepkieHHO [IpaButenscTBoM Poccuiickoil denepanyiv 1 yUUTHIBAIOIIEH B TOM YHCIIE:

1) cobOmomenue OanmaHCa WHTEPECOB IOTPEOWTENECH JEKapCTBEHHBIX IIPEIapaToB, BKIIOYCHHBIX B
rnepeyeHb KU3HEHHO HEOOXOAWMBIX M BaXKHEHININX JIEKApCTBEHHBIX TMPENapaToB, W TMPOHU3BOTUTENCH
JIEKapCTBEHHBIX MIPEMapaToB, BKIOYEHHBIX B TIEPEYCHb JKU3HEHHO HEOOXOAMMBIX M  Ba)KHEHUIITNX
JIEKapCTBEHHBIX MPENapaToB;

2) (hakTHYEeCKyI0 OTIYCKHYIO LIEHY Ha JIeKapCTBEHHBIE mpemaparbl B Poccuiickoii deneparuu, neHy
BBO3a JICKAPCTBEHHBIX IpemnapatoB B Poccuiickyro @epepanuio, a TakkKe I[€Hbl Ha aHAJIOTUYHBIC
JIeKapCTBEHHBIC NpENapaThl, HaxoasIuecs B oOpamenun B Poccuiickoii deneparum;

3) 3arpaTbl TNPOM3BOJAUTENS JIEKApPCTBEHHOIO IIpernapara Ha TPOM3BOJICTBO U  PEATTU3ALUI0
JIEKapCTBEHHOTO Ipernapara;

4) neHy Ha JEKapCTBEHHBIN INpernapaT, €ro LeHy B CTpaHe MPOW3BOAMTENS U B CTpaHax, B KOTOPHIX
JIEKapCTBEHHBIN TIPETapat 3apeTUCTPUPOBAH U (WIK) B KOTOPBIE ITOCTABIISAETCS IPOU3BOAUTEIIEM.

8. He momyckatorcsi peaym3alyisi U OTITYCK JIEKAPCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B MEpeyeHb
KU3HEHHO HEOOXOMUMBIX W BAXKHEHININX JIGKAPCTBEHHBIX IIPENapaToB, HAa KOTOPHIE MPOU3BOAUTEISIMH
JEeKapCTBEHHBIX  MPElapatoB HE 3aperucTpUpOBaHa TpeAeNbHas  OTIyCKHAas I[IeHa, peaTn3amus
MIPOM3BOAUTENSAMHI JIEKAPCTBEHHBIX TIPENapaToB II0 II€HaM, IPEBBHIMAIONIAM 33apETUCTPUPOBAHHBIC WIIH
MIepepETUCTPUPOBAHHBIEC TIPEEIIbHBIE OTITYCKHBIC IIeHBl Ha JIEKapCTBEHHBIE TpenapaThl ¢ YYeTOM Hajora Ha
JI00ABJICHHYIO CTOMMOCTb.

Hugopmayus 06 usmenenusx. Yacmo 9 usmenena ¢ 8 mapma 2022 2. - ®edeparibHbIl 3aKOH om 8 mapma
2022 2. N 46-D3
Cwm. npedbidywyro pedakyuro

9. OCoBEeHHOCTN TOCYIapCTBEHHOTO PEryJIMPOBAHUS TPEICTbHBIX OTITYCKHBIX LEH HPOU3BOAUTEINCH
Ha JICKQpCTBEHHBIC Ipernaparhl, BKIIOYCHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOOUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT YKOHOMUYECKUX U (MJIM) COLMANIbHBIX KPUTEpPHUEB (M3MEHEHHUE
YCIIOBUH, TOPSAAKA MU CTOMMOCTH IPOU3BOJCTBA JEKAPCTBEHHBIX IMpENapaToB, HCIOIb30BAHUE HOBBIX (opM,
METOJIOB U CIIOCOOOB TrOCYIApCTBEHHOTO PErYIMPOBAHMS IIEH Ha JIEKapCTBEHHBIE MperapaThl, B TOM YHCIIE Ha
OCHOBE MeXaHH3Ma pedepeHTHOTO eHO000pa3oBaHus, U3MEHEHHH MOPsIKa OKa3aHUsT MEIUIIMHCKOW MOMOIIIH,
M3MEHEHHue KypPCa MHOCTpaHHOM BaIOTHI M MHbIE N3MEHEHNs1) ycTaHaBnuBatoTcs [IpaBurensctBom Poccuiickoii
®denepanuu.

T'APAHT: CM. KOMMeHTapum k cratbe 61 HacTosmero eaepanbHOTO 3aKOHA

Cratbsl 62. TocymapCTBeHHBII peecTp MPEAC/bHBIX OTIYCKHBIX II€H TMPOM3BOAUTEICH Ha
JICKapCTBCHHBIC MpEMapaThl, BKIIOYCHHBIC B TIEPEYCHb IHKU3HCHHO HEOOXOJUMBIX U
BaKHEHIINX JIEKAPCTBEHHBIX IPETIapaToB

Hudopmayus 06 uzmenenusx:  Qacmo 1 usmenena ¢ 7 uions 2019 2. - @edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

1. 3aperucTpupoBaHHBIE WM NIEPEPETUCTPUPOBAHHBIE MTPEIEIbHBIE OTITYCKHBIE IIEHBI TIPON3BOANTENCH
Ha JIEKAapCTBEHHBIEC TIpenaparhl, BKIIOYEHHBIE B [EPEYEHb JKU3HEHHO HEOOXOOMMBIX W Ba)KHEHIINX
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

JICKApPCTBEHHBIX IMPENapaToB, MOICKAT BKIYCHUIO B FOCYJAPCTBEHHbLIA PEECTP MpeaeabHBIX OTIYCKHBIX
IICH HpOHSBOHHTeHeﬁ Ha JICKapCTBCHHBIC IIpPCIapaThbl, BKIIOYCHHLIC B ICPCUCHL XU3HCHHO HCO6X0}II/IMLIX u
BKHEHIIINX JIEKApCTBEHHBIX MTPETIapaToB.

2. T'ocymapcTBEeHHBI peecTp NpedenbHBIX OTIYCKHBIX LIEH IPOU3BOJIUTENEH Ha JIEKApCTBEHHBIE
IIperaparsl, BKIIOYEHHBIE B TIEPEYeHb KU3HEHHO HEOOXOAMMBIX M BaXHEWIINX JIEKAPCTBEHHBIX MPENapaToB,
COJIEP)KUT B ce0e CIEeIYIONIY0 HHPOPMAIIHIO:

Huopmayus 06 usmenenusx: Ilynkm 1 usmenen ¢ 1 ansapsa 2018 2. - ®edeparibHbil 3aKoH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

1) HaumMeHOBaHME Jep)KaTenss WIM BIaAeblla PErHCTPALMOHHOIO YIOCTOBEPEHHS JIEKapCTBEHHOI'O
Ipenapara, HAaMMEHOBAaHUE ITPOU3BOAUTENS JIEKAPCTBEHHOTO IIpEnapara, CBeICHUs O PETUCTPaLUU AepKaTellsd
WY BJIAJENIbLd PETHCTPALMOHHOIO YAOCTOBEPEHHMs JIEKAPCTBEHHOI'O IIpEenapara, CBEAEHUS O PErUCTPaLUU
MIPOU3BOAUTEILS JIEKAPCTBEHHOIO IIpenapara JJisi MEAULUHCKOrO IPUMEHEHNS B KAU€CTBE HAJIOIOIIATENbIUKA
B CTpaHe perucTpaiumud (i1 POCCHICKHX IOPUIUYECKUX JIMI - HIACHTU(QHUKALMOHHBIA  HOMEp
Hanoromuiatensuika (MHH), nns MHOCTpaHHBIX IOPHAMYECKHUX JIUI] - CTpaHa PETUCTpalM, HauMEHOBaHHE
PETUCTPUPYIOIIET0 OpraHa, PErHCTPAlMOHHBIA HOMEpP, KOJ| HAJOroIUIaTeIblMKa B CTpPaHE pPETrUcTpanuu
(MHKOpTIOpanMK) WM €ro aHaJoT), MECTO HaXOXKICHHS IPOM3BOACTBEHHBIX IUIOMAAOK, YYaCTBYIOUINX B
rpolecce NPOU3BOACTBA JIEKAPCTBEHHOI'O NIpenapara, ¢ ykasaHUEM CTaIuU IIpoLecca IPOru3BOICTBA;

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 22 oexabpsa 2014 2. N 429-D3 ¢ nynxm 2
yacmu 2 cmamou 62 nacmosweco Dedepanvhoco 3aKoHA 8HeceHbl UzMeHenus, ecmyrnaroujue e cuny c 1
urons 2015 2.

Cm. mekecm riyHKkma 8 rpedbidyued pedakyuu

2) HaWMEHOBaHWC JICKQPCTBEHHOTO TIipemapara (MeXAyHapoOHoe HernaTeHTOBaHHOe, WM
IPYNITUPOBOYHOE, HITH XUMUYECKOE U TOPrOBOE HaVMeHOBaHUSA);
3) HOMep perncTpaLmoHHOro YA0CTOBEPEHNS NekapCTBEHHOrO npenaparTa;

Undopmauyus 06 usmenenusx: DedeparibHbIM 3aKoHOM om 22 oekabps 2014 2. N 429-D3 ¢ nyuxkm 4
yacmu 2 cmamou 62 nacmosuweco Dedepanvioco 3aKoHA 8HeceHbl UzMeHenus, ecmyrnarouue 8 cuny c 1
uronsa 2015 a.

Cm. mekcm riyHkma 8 rpedbidyuiel pedakyuu

4) JICKapCTBCHHAA (l)OpMa C YKa3aHHUEM NO3HMPOBKH JICKAPCTBCHHOI'O IpCriapara U €ro KOJIU4YeCTBa BO
BTOpH‘-IHOfI (HOTp€6I/IT€J'H>CKOI7I) YIIAKOBKEC, a4 TAKKC KOMIIJICKTHOCTD,

Hupopmayus 06 usmenenusx: Ilynkm 5 usmenen ¢ 1 mapma 2020 2. - ®edeparsibHbIlU 3aKOH om 27
oexabps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

5) 3apeTUCTPHUPOBAHHAs IIPEACIbHAA OTIIYCKHAA LICHA HAa JICKapCTBCHHBIﬁ npenapar B pY6J'I$IX;

Hugpopmayusn 06 usmenenusx:  Ilynkm 6 usmenen ¢ 7 uons 2019 2. - @edeparibHbIl 3aKOH om 6 uiows
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

6) JaTa WU HOMCp IpHKa3a YINOJIHOMOYCHHOI'O q)ez[epanbﬂoro OopraHna HCIIOJIHUTCIBHON BJIACTH O
FOCY,[[apCTBGHHOﬁ perucTpauvu Wik MNEpeperucTpanuun HpCZ[CHLHOfI OTHyCKHOﬁ IOCHbBI Ha J'IeKapCTBeHHI:IfI
npemnapar, BKJIIOUCHHBIN B nepevyYeHb XKU3HCHHO HCO6XOI[I/IMBIX U BaXXHEUIIINX JICKAPCTBCHHBIX MPCIIAPATOB;

Hnupopmayus 06 usmenenusx: Yacme 2 donoanena nynkmom 6.1 ¢ 7 uronst 2019 2. - @edepasibHbIl 3aKOH
om 6 urons 2019 2. N 134-D3

6.1) mara BCTyIUIEHHS B CHIIy NpHKas3a YIMOJHOMOYEHHOIO (heaepanbHOro opraHa HCIOJHHUTEIbHON
BJIACTU O TOCYIAPCTBEHHOW PErUCTPALUU UIIU NIEPEPErUCTPALUU IPEAEIBHOM OTIIYCKHOM LEHBI IPOU3BOIUTEIIS
Ha JIGKapCTBEHHBI Tpemapar, BKIIOYEHHBIH B [EPEYeHb JKU3HEHHO HEOOXOOMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX IIPENApPaTOB;

Unpopmayus 06 usmenenusx: DedeparibHbIM 3aKkoHOM om 22 Oexabps 2014 2. N 429-D3 uyacme 2

cmamvu 62 Hacmosiyeco PedepanvHoeo 3aKOHA OONOIHEHA NYHKMOoM 7, 8Cmyrnarouwum 6 cury c¢ 1 uioas
2015 2.

7) WTPUXOBOH KOJA, HAHECCHHBIH Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YHAaKOBKY JIEKAPCTBEHHOT'O
npenapara;

HUnupopmayus 06 usmenenusx: @DedeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-@3 uacms 2
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

cmamou 62 nHacmoswezo DedepanbHo2o 3aKOHA OONOJHEeHA NyHKmom 8, eCmynarouwum 8 cumy c 1 uwons
2015 a.

8) Ko&m IJeKapCTBEHHOTO TIIpemnapara II0 aHaTOMO-TEPAIeBTHYECKO-XMMHUYECKOW Kiaccupukamnmm,
pexomeHI0BaHHOM BeceMupHo# opranuzaliven 34paBooXpaHeHusl.

Hudopmayus 06 uzmenenusx:  Qacmo 3 usmenena ¢ 7 uions 2019 2. - @edeparibHbIl 3aKOH om 6 uions
2019 2. N 134-D3
Cwm. npedbidywyto pedakyuro

3. TocymapcTBeHHas perucTpanys WIA TIepeperucTpanus NpeAebHBIX OTIYCKHBIX II€H Ha
JIeKapCTBEHHBIE TpemapaThl, BKIIOUEHHBIE B [EpPeYeHb IKU3HEHHO HEOOXOMUMBIX U  BaKHEHIINX
JEKapCTBEHHBIX IPENapaToB, BEJCHHWE TOCYJAPCTBEHHOTO peecTpa TMpeNeibHBIX OTIYCKHBIX IICH
MPOM3BOJMTENCH Ha JIEKAPCTBEHHBIC IpenapaThl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO HEOOXOIMMBIX H
BOKHEUIIUX JIEKAPCTBEHHBIX MpPENapaToB, OCYIIECTBISIOTCS B MOPAAKE, ycTaHOBIEHHOM I[IpaBuTenbcTBOM
Poccuiickoii @enepanuu.

T'APAHT: CM. AOMUHUCTPATUBHBIM  pernamMmeHT Munsapasa Poccun 10 NPEemoOCTaBICHUIO
rOCyJapCTBEHHOM YCIYTH II0 TOCYJAapCTBEHHOM PETHCTPAllMU IPEAENbHBIX OTIYCKHBIX IIEH Ha
JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHBIE B IIEPEYEHb JKM3HEHHO HEOOXOMMMBIX M  Ba)KHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPXKIACHHBIA MPUKA30M MuUHUCTEpCTBA 3IpaBOOXPAHEHUS] OT 24 U0
2012 1. N 421

CM. KOMMEHTapUuK k cratbe 62 HacTosmero deaepaabHOTO 3aKOHA

Hnupopmayus 06 usmenenusx:  Haumenosanue usmeneno ¢ 19 aseycma 2024 2. - @edepasibHbIl 3aKOH om
8 aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

Cratbs 63. YcraHoBieHHE WCIOJHHUTEIBHBIMUA OpraHamMu cyObekToB Poccuiickoit Demeparun
Npe/ieNbHBIX Pa3MepPOB ONTOBBIX HAA0aBOK M MPEICTbHBIX Pa3MEPOB PO3ZHUYHBIX HAI0ABOK K
(aKTHYECKMM OTIyCKHBIM LI€HAM, YCTAHOBJICHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
npernaparoB, Ha JICKApCTBEHHBbIC Iperaparhl, BKIIOYCHHbIE B IIEPEYCHb IKH3HEHHO
HEOOXOAMMBIX U BaKHEHILHX JIEKapCTBEHHBIX MPENapaToB

Hupopmauusn 06 usmenenusx: Qacmo | usmenena ¢ 19 aseycma 2024 2. - ®edeparsibHbIU 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

1. HcmomauTensHeie opraHbl cyOnekToB Poccuiickoit denepanuil yCTaHaBIMBAIOT TpeAETbHBIE
pa3Mepsl ONITOBBIX HaJ0ABOK U IPEAEIbHBIC Pa3Mephbl POZHUYHBIX HAA0aBOK K (PaKTHUECKUM OTITYCKHBIM LICHAM
(Oe3 yuera Hamora Ha [00aBJIGHHYIO CTOMMOCTbB), YCTAHOBJICHHBIM TPOM3BOIUTEISIMU JICKaPCTBEHHBIX
IpenapaToB, Ha JEKapCTBEHHbBIE NMPENapaThl, BKIIOUEHHbIE B IEPEYEeHb )KU3HEHHO HEOOXOANMBIX M BaKHEHIINX
JIEKapCTBEHHBIX NIPENApaTOB, B COOTBETCTBHM C YTBEPKACHHOH B MOPSAAKE, ycTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit denepanuu, METOAMKON YCTAaHOBICHUS MCHOJHHUTEIBHBIMUA OpraHaMH CyOBeKTOB Poccuiickoit
®denepanuy mpeneNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK U IMPEeNbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K
(aKTHYECKMM OTIYCKHBIM II€HaM, YCTAHOBJCHHBIM MPOHM3BOAMTEIISIMU JIEKAPCTBEHHBIX NpenapaTroB, Ha
JIeKapCTBEHHBIE TpemnapaThl, BKJIIOYEHHBIE B MEpeyYeHb KUZHEHHO HEOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX TpenapaToB. IIpoexTel pemeHuil HCIONHUTENBHBIX OpPraHoB cyObeKkToB Poccuiickoii
®enepanuy 00 YCTaHOBJICHUU M (WINM) U3MEHEHHUHU IPENENbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPENCIIbHBIX
pa3sMepoB PO3HUYHBIX HAaA0AaBOK K (aKTHYECKUM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM HPOHM3BOAMUTEIIIMHU
JIEKapCTBEHHBIX MpPENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKIIOYEHHBIE B [EpPeYeHb >KU3HEHHO
HEOOXOIUMBIX M BaXHEHIIMX JICKAPCTBEHHBIX NPENapaToB, IOJUIEKAT COIJIACOBAHUIO C YIOJIHOMOYEHHBIM
(enepa’abHBIM OPraHOM HCIIOJHHUTEIBHOW BIACTH, OCYLICCTBISIONIMM (PYHKIMH 1O HPUHITUIO HOPMATHUBHBIX
MIPaBOBBIX aKTOB M KOHTPOIIIO 32 COOMIOICHNEM 3aKOHOATENBCTBA B c(hepe roCyJapCTBEHHOTO PErYIHPOBAHUS
ueH (TapudoB) Ha ToBaphl (ycIyru), B MOPAAKe, ycraHoBIeHHOM [IpaButensctBoM Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusx: Hacmo 2 usmenena ¢ 1 cenmsabpa 2024 2. - @edepasibHbll 3aKOH om 8
ascycma 2024 2. N 323-D3
Cwm. npedbidywyro pedakyuro

2. OpraHuzanud ONTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMH, AaNTEYHbIC OpraHHU3aluH,
VHIVBUIyAIbHBIC MPEINPUHAMATENN, WMCIOIINE JIMICH3UI0 Ha (DapMalleBTHUYECKYIO JICATEIBHOCTD,
MEJIMIIMHCKUE OPraHU3aIliy, UMEIOIIUE JUIICH3UI0 Ha ()apMaleBTUYECKYIO IEATEIILHOCTD, U UX 000COOJICHHBIC
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MOApAa3ICIICHUS, PACIIOIOKCHHBIE B CEJIBCKUX HACEIICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCUHBIC
OpraHU3alllN, OCYIIECTBIISIOT Peaanu3alliio JICKapCTBEHHBIX MIPENapaToB, BKIFOUCHHBIX B MepeyeHb KU3HEHHO
HEOOXOMMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB, MO IeHaM, KOTOpbIe ((OPMUPYIOTCS B COOTBETCTBHH
¢ nopsakom, ycranoBieHHBIM [IpaButenscTBoM Poccuiickort @epeparnuu, U ypoBeHb KOTOpHIX (0e3 ydera
Hajora Ha JO00aBJIEHHYI0 CTOMMOCTH) HE JOJDKEH TMPEeBBIIATh CYMMYy (DaKTHYECKOW OTIYCKHON IIeHBI,
YCTAaHOBJICHHON MPOU3BOJUTENEM JIEKAPCTBEHHOrO MperapaTa, He MPEBBIIAIOLIEH 3aperuCTPUPOBAHHON WIIH
[IePEepPETUCTPUPOBAHHON MPEIEIBHON OTITYCKHOW IIEHBI MPOU3BOUTENS (HA ATy peau3aliyl JeKapCTBEHHOTO
rperapara MpPOU3BOJUTENIEM), U pa3Mepa ONTOBOW HAI0aBKH M (MJM) pa3Mepa pPO3HUYHOW HAJI0aBKH, HE
MIPEBBIIAIINX COOTBETCTBEHHO pa3Mepa IpeNebHON ONTOBOW Ham0aBKu W (WMJIM) pa3Mepa NpeiesibHOM
PO3HUYHOI HaA0aBKH, YCTAaHOBIICHHBIX B cyOBekTe Poccuiickoit Denepanuu.

Hngopmayus 06 usmenenusx: Yacmo 3 uzmenena ¢ 19 aseycma 2024 2. - @edeparibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyro pedakyuro

3. HcnonuurensHble opraHbl cyObekToB Poccuiickoit @enepanuu pasmemaior B cetu "HHTepHer”
UHQOPMAIMIO O 3aperHCTPUPOBAHHBIX MPEAETbHBIX OTIMYCKHBIX IIEHAX MPOU3BOJUTENEH Ha JIEKapCTBEHHBIC
npenaparsl, BKIIOUYEHHbIE B EPEYEeHb KU3HEHHO HEOOXOANMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTosB,
00 ycTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanui mpeaeibHbIX pa3Mepax ONTOBBIX HAA0aBOK W (WIIH)
MpeNeNbHBIX pa3Mepax pPO3HWYHBIX HAA0aBOK K YCTAHOBJIEHHBIM TPOW3BOJUTENSIMH JIEKAPCTBEHHBIX
npenapaToB (akTHYECKUM OTIYCKHBIM LI€HaM Ha JIEKapCTBEHHBIE IIPenapaThl, BKIIOYEHHBIC B IEpEUEHb
XKHU3HEHHO HEOOXOANMBIX U BaXKHEHILIUX JIEKAPCTBEHHBIX MIPENapaToB, a TAKXKE O CyMME 3aperuCTPUPOBAHHBIX
MpENENbHBIX OTIYCKHBIX IIEH NPOW3BOIUTENICH Ha JICKAPCTBEHHBIE INpENapaThl, BKJIIOUYEHHBIE B IIEPEUYECHb
XKHU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX JIEKaPCTBEHHBIX NPENapaToB, YCTAHOBICHHBIX B cyObekTe Poccuiickoit
@denepanuy mpeneNbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK M MPEAETbHBIX pa3MEpOB PO3HUUYHBIX Hal0aBOK H
Hajora Ha JO0aBICHHYIO CTOMMOCTh. MHdopmanus, NpemrycMOTpeHHas HACTOSIIEH YacTbio, JOJDKHA
HAaXOIUTBCSA TaKKE B alTEUHBIX OpraHU3alMsAX B JOCTYMHOH Ul BCEX 3aMHTEPECOBAHHBIX JUL QopMe H
OOHOBJISITBCSL IO MEpe €¢ pa3MElICHUs] MCIOIHUTENBHBIME OpraHamu cyObekToB Poccuiickoit denepanun B
cetu "MHTepHet".

4. Vrparuna cuiny ¢ 1 mapra 2020 1. - DegepanbHbii 3akoH ot 27 gexabps 2019 . N 475-03

Hnpopmayus 06 usmenenusix:  CM. npedsidyuwlyro pedakyuro

T'APAHT: CM. KOMMEHTapuu k cratbe 63 Hactosiiero depepanibHOro 3aKOHA

Hnpopmayuss 06 uzmenenuax: PedeparibHbIM 3aKOHOM om 22 Oexkabps 2014 2. N 429-@3 ¢
Haumernosanue 2nasewvl 13 HacmoAuezo (DedepaﬂbHoeo 3dKOHA BHEeCeHbl USMEHEeHUA, ecmynaiOLuue 8 CUﬂy @
1 urons 2015 a.
CmM. mekcm HauMeHogaHus 8 rpedbidyuwel pedakyuu

I'nmaBa 13. MoHUTOPUHT 3¢ (PeKTUBHOCTH 1 6€30NMACHOCTH JeKAPCTBEHHBIX MPeNnapaToB, HAXOAAIIMXCH B
oOpamenun B Poccuiickoii Penepanun

HUndopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 cmamuvs 64
Hacmosie2o PedepanbHo20 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, ecmynarowied e cuny ¢ 1 uions 2015 2.
Cm. mekecm cmamabu 8 rpedbidyuwel pedakyuu

CraTtbs 64. dapmakoHaa30p

Hngopmayus 06 usmenenusx: Yacmo 1 usmenena ¢ 13 aseyema 2019 2. - @edepasibHbil 3aKOH om 2
aseycma 2019 e. N 297-D3
Cwm. npedbidyuwyro pedakyuro

1. JlekapcTBeHHBIC Tpenaparhl, HaxoJsIMecs B obOpameHun B Poccuiickoii ®Deneparyu, mojaiexar
MOHHUTOPHUHTY 3(P(HEKTUBHOCTH U OC30MACHOCTH B IIEJISAX BBISBJICHHSI BO3MOMXHBIX HETATUBHBIX TOCICICTBHI MX
NpUMEHEHUS, WHIAUBUAYATFHON  HENMEPEHOCHMOCTH, TMPEIYyNPE:KIACHUS  METUIIMHCKUX  PaOOTHUKOB,
CIICITHAIFICTOB B 00JIACTH BETCPUHAPHUH, MMAIIMCHTOB M BIIAICTBIIEB )KUBOTHBIX M WX 3AIIUTH OT MIPUMEHEHUS
TaKUX JIEKAPCTBEHHBIX MPENapaToB.

Hupopmayus 06 usmenenusix: Hacme 2 uzmenena c¢ 30 aneaps 2024 2. - @edeparibHbil 3akoH om 30
aneaps 2024 2. N 1-D3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

2. ®apMaKOHAI30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIMOJHOMOUYEHHBIM (erepaTbHBIM OpPraHOM
UCIIOJIHUTENIbHOI BIAaCTH B yCTAHOBJIEHHOM UM MOPAAKEe ¢ yueToMm TpeboBaHuii Hacrosuero denepaibHOro
3aKOHa U aKTOB, COCTaBILstomuX npaBo Coro3a, MyTeM aHajiu3a MPENOCTaBIIEMON CyOBEKTaMu OOpalleHHs
JICKapCTBEHHBIX CPEICTB MH(POPMAIMM O TMOOOYHBIX MAEHCTBUAX, HEXKEJATENbHBIX PEAKLUSIX, CEPhE3HBIX
HEXENATENbHBIX PEAKIMIX, HENPEIBUACHHBIX HEXENATeNbHBIX PEAKIUSIX NMPU MPUMEHEHUH JIEKapCTBEHHBIX
mpenapaToB, 00 HMHOMBHIYalIbHOW HENEPEHOCUMOCTH, OTCYTCTBUH 3(QPEKTHUBHOCTH JIEKapCTBEHHBIX
IpenapaToB, a Takke 00 MHBIX (pakTax W OOCTOSATENBCTBAX, MPEACTABIAIONINX yTPO3y >KU3HU HIIH 3A0POBBIO
YeNoBeKa JHOO0 XUBOTHOTO NMPH NMPHUMEHEHHWHU JIEKapCTBEHHBIX MpPENapaToB W BBIABICHHBIX Ha BCEX dTamax
oOpaleHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoii denepannu u Apyrux rocynapcrBax.

3. CyOBekThl OOpalleHUs JIEKAPCTBCHHBIX CPEJICTB B MOPSAKE, YCTAaHOBJICHHOM YIOJHOMOUYEHHBIM
(denepa’dbHBIM OPraHOM HCIOJHUTENBHON BIACTH, 00s3aHBI COOOIIATH B YIOTHOMOYECHHBIN (hemepanbHbIH
OpraH UCIOJHUTEIbHOW BIIACTH O TOOOYHBIX JCHUCTBUSX, HEXKENATEIbHBIX pPEaKIUsIX, CEePhe3HBIX
HEeXeNaTeNbHBIX PEaKIHsIX, HEeNPEIBUACHHBIX HEXeNaTeNbHBIX PEeaKIsIX NMPH MPUMEHEHUH JIEKapCTBEHHBIX
mpenapaToB, 00 HMHIUBHIYalbHOW HENEPEHOCUMOCTH, OTCYTCTBUH 3G QEKTUBHOCTH JIEKapCTBEHHBIX
IIpenapaToB, a Takke 00 MHBIX (pakTax U OOCTOSATENBCTBAX, MPEACTABISIONIMX yIpo3y >KU3HU WM 340POBBIO
4eJoBeKa JHOO0 XUBOTHOTO NPH NMPUMEHEHHWH JIEKAPCTBEHHBIX IPENapaToB W BBIABICHHBIX HAa BCEX 3Tamax
oOpalieHus JeKapCTBEHHBIX NpenapaToB B Poccuiickoit denepaunu u Apyrux rocy1apcraax.

4. Jepxarenu WM BIaAeibIbl PErHMCTPALMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaTos,
IOpUANYECKUE JIUIA, HA MMsI KOTOPBIX BBIJAHBI pa3pelleHus] Ha NMPOBEJICHHE KIMHUYECKHX HCCIEOBaHUNA B
Poccuiickoii denepaunu, 1100 yNOITHOMOUYEHHBIE MU JIpyTrue IOpUAMYECKHE JIMIA B paMmKax oOecreueHHs
0€30IacHOCTH JICKApPCTBEHHBIX MPENapaToB B MNOPALKE, yCTAaHOBIEHHOM COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM
(enepa’abHBIM OPraHOM HCTIOJHUTEIBHOMN BIACTH, 00S3aHBI OCYIIECTBIATh PUEM, YUET, 00paOdOTKy, aHAIN3 U
XpaHEHHE IMOCTYMAIOMIUX B HMX aJgpec OT CyObeKTOB OOpalieHusl JIEKapCTBEHHBIX CPEICTB M OpPraHOB
rOCYJapCTBEHHOW BJIACTH COOOIICHWH O MOOOYHBIX JEHCTBUSX, HEXKENATEIbHBIX PEaKIHIX, CEPhe3HBIX
HEXeNaTeNbHBIX W HENpEeABHJICHHBIX HEXKENAaTeNbHBIX pEaKIHusIX MpH TNPUMEHEHWH JIEKapCTBEHHBIX
mpenapaToB, 00 OCOOGHHOCTSIX MX B3aUMOJEWCTBHS C JAPYTMMH JICKApPCTBEHHBIMH IIpenapaTamu,
HWHAMBUAYaIbHON HENIEPEHOCHMOCTH, a Takke 00 MHBIX (DakTax M 00CTOSTENbCTBAX, NPEACTABIAIOLINX yIPO3y
XKHU3HH WM 3I0POBBIO YeNOBEKa JHOO >KMBOTHOIO MM BIMSIOIIMX HAa HW3MEHEHHE OTHOIICHUS OXHIAeMOM
II0JIB3BI K BO3MOXXHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHBIX IPENapaToB.

5. Ilpu BblBiIeHMM HHGOpPMALMUM O CEPHE3HBIX HEXKEIATENbHBIX PEAKUUSIX M HENpPeABHICHHBIX
HEXXENaTeNbHBIX ~ peakusiX NpU MPUMEHEHWH JIEKapCTBEHHBIX IIpernapaToB, 00 OCOOGHHOCTSX HUX
B3aMMOJIEHCTBUS C IPYTHMH JIEKapCTBEHHBIMH ITpenapaTaMy, HHAUBUYalbHOM HENEPEHOCHMOCTH, a TakkKe 00
UHBIX (aKTax M OOCTOSITENbCTBAX, BIUSIOIMX Ha M3MEHEHHE OTHOLICHHS OKUAAEMOH IMOJIb3bl K BO3MOKHOMY
PUCKYy TpHUMEHEHMsI JIEKApCTBEHHBIX TMpenapaToB, Jep>KaTelud WIM BIAJENbIbl PEerucTpPalMOHHBIX
YAOCTOBEPEHUH JIEKapCTBEHHBIX MPENaparoB, IOPUANYECKHE JHUIA, HA UM KOTOPBIX BBIJAHBI pa3pelieHHs Ha
MIPOBEJICHNE KIMHUYECKHX HccienoBanuii B Poccuiickoit deneparinu, 1100 YNOJTHOMOYEHHBIE MU JIPYTHE
IOpUANYECKUE WA OO0S3aHBl TMPHHSTH MEpHI, HANpaBICHHBIE HA YCTpPaHEHWE HETATHUBHBIX ITOCIEICTBHHA
MIPUMEHEHUS TAKMX JIEKAPCTBEHHBIX MPENapaToB, NMPENyNPekKICHUE IPUUNHEHNS BpeAa KU3HU WU 310POBBIO
yejnoBeKa JMO0O0 OKMBOTHOTO, 3alIUTy MX OT IPUMEHEHHsS TaKuX JIEKapCTBEHHBIX IIpPErapaToB, Ha
JOTIOJHUTENIbHBIN cO0p NaHHBIX 00 3P PeKTUBHOCTH 1 0€30MaCHOCTH TAKHUX JICKAPCTBEHHBIX IIPENapaToB.

6. 3a HecoOOLIeHNe WM COKPBHITHE MH(POPMAINH, MPEIYCMOTPEHHOI YaCTbl0 3 HACTOSIIEH CTaThy,
JIepKaTeT WIHM BJIAJENbLbl PErMCTPAllMOHHBIX YJOCTOBEPEHUI JEKapCTBEHHBIX IPENaparoB, OPHINYECKHE
JUIA, HA UM KOTOPBIX BBIAAHBI pa3pelleHHs Ha IMpPOBEICHHME KIMHHUYECKHX HccienoBaHui B Poccuiickoi
®denepanmu, 1100 YIOITHOMOYEHHBIE UMH IpyTUe IOPUINYECKHUE JIMIA, a TAKKE JOJDKHOCTHBIC JIMIA, KOTOPBIM
9Ta MH(pOpManMs cTana M3BECTHA MO POAY HX MPOPECCHOHANBLHON JESITENbHOCTH, HECYT OTBETCTBEHHOCTDH B
COOTBETCTBHH C 3aKOHOJATENBLCTBOM Pocculickoit denepanuu.

7. Tlpn monydeHUH YMOTHOMOYEHHBIM (eaepabHBIM OpPraHOM HCIOJIHUTENFHONH BIACTH B paMKax
OCymIeCTBICHHA WM (hapMakoHaa30pa JAOKa3aTelIbCTB O HECOOTBETCTBUMHM JIEKAPCTBEHHOTO IMperapara
YCTaHOBJIEHHBIM TpPEOOBAaHUSM WJIM TP TMONydYeHWH WHPOPMAIMM O HECOOTBETCTBUM JAaHHBIX 00
3¢ dexTUBHOCTH U O O€30IaCHOCTH JIEKApCTBEHHOI'O IIpernapara HaHHBIM O JIEKapCTBEHHOM IIperapare,
COJEP)KAIIMMCSI B MHCTPYKLUHUH IO €ro NPUMEHEHUIO (B TOM YHCIIC BBIBICHHBIX B XOJII€ OCYIIECTBIICHUS
(apMakoHaa30pa KOHTPOJBHO-HAA30PHBIMU OpraHaMH HMHOCTPAaHHBIX TOCYIApCTB), YIOJIHOMOYEHHBIH
(enepanbHbBIi OpraH HWCIIOJIHUTEIBHOM BIACTH B YCTAHOBJIEHHOM UM [MOPSKE paccMaTpUBaeT BOMPOC O
IIPUOCTAaHOBJIEHUN IPUMEHEHMSI TAKOT'O JIEKAPCTBEHHOI'O Npenapara.

T"'APAHT: CMm. Metognyeckne pekomeHgaumm "Opraausanus ciIy>KObl MOHUTOPHMHIa O€30I1acHOCTH
JIEKAPCTBEHHBIX CPeACTB ((hapMakoHaa30pa) B KOMIIAHHUSIX IPOM3BOJMTENSIX JIEKAPCTBEHHBIX CPEICTB HIIH

JIepIKaTeIsIX PEeTUCTPAIMOHHBIX YI0CTOBepeHui", yTBepkaeHHbIe Poc3npaBHanzopom ot 25 oxTsiops 2008 r.
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CM. KOMMEHTapuu k cratbe 64 HacTosmero deaepaasbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno c 1 sneaps 2026 2. - @edeparibHbil 3aKoH om 30
aneaps 2024 2. N [-D3
Cwm. 6ydywiyto pedaKkyuro
®edeparibHbIM 3aKOHOM om 22 dexabps 2014 2. N 429-D3 cmamps 65 nacmosuweco Pedepaivbho2o 3aKoHa
U3N00ICeHa 6 HOBOU pedakyuu, 8Cmyrnarouwed 6 cuny ¢ 1 wona 2015 2.
Cm. mekecm cmambu 8 npedbidywel pedakyuu

CraTtba 65. [IpuocraHoBieHNEe MPUMEHEHHUS JIEKAPCTBEHHOTO TIpenapara

Hupopmayusn 06 usmenenusx: Yacmo [ usmenena ¢ 1 aumsapa 2026 2. - ®edeparibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. 6ydywiyto pedakyuro

1. Ilpu momyuennn uH(OpMALMU O HEXKENATEIbHBIX PEAKUHUSIX NPH NPUMEHEHUH JIEKapCTBEHHOI'O
Ipernapara, HE YKa3aHHBIX B HWHCTPYKIUM [0 MNPHMEHEHHWIO JIEKapCTBEHHOIO IIpenapara, Cepbe3HbIX
HEeXXEeNaTeNIbHBIX Peakuusax, 00 0OCOOCHHOCTSAX €ro B3aUMOACHCTBHA ¢ APYTHUMH JIEKapCTBEHHBIMH IIpenapaTamu,
KOTOpbIE MOTYT TNPEICTAaBIATH YIpO3y XHM3HM MM 3AOPOBBIO 4YeJIOBEKa JHOO >KMBOTHOTO, a TaKkKe O
HECOOTBETCTBUU JaHHBIX 00 3(QQEKTUBHOCTH W O OE30MACHOCTH JIEKAPCTBEHHOTO Npenapara AaHHBIM O
JIEKapCTBEHHOM IIperapare, COACp)KAIIUMCS B HHCTPYKUUH 10 €ro MpPUMEHEHHIO, B TOM 4YHUCIE OT
YIIOJIHOMOUYEHHBIX OpPTaHOB MHOCTPAaHHBIX TOCYIApCTB, OOMEH KOTOPOH OCYIICCTBIISIETCS B COOTBETCTBUH C
COTJIAIICHUSMH ~ MEXIy  yIOJHOMOYEHHBIM  (elepalbHbIM OpPraHOM  HCIOJHUTENBHOH  BIACTH |
YHOJHOMOYEHHBIMH ~ OpraHaMH HHOCTPAHHBIX TOCYJapCTB, YIMOJHOMOYEHHBIH (heAepabHBIi  OpraH
WCTIOTHUTENFHOW BJACTH pacCMaTPHBAaeT BOMPOC O BO3MOXKHOCTH MPHOCTAHOBIICHHS OOpamieHusi TaKoro
JIEKapCTBEHHOIO Ipemapara B [OPALKE, YyCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (pelepalbHbIM OpraHOM
HCIIOJTHUTEIBHON BIIACTH.

Hupopmayusn 06 usmenenusx: Yacmo 2 usmenena c¢ 1 ausapa 2026 2. - ®edeparsibHbIl 3akoH om 30
aneapa 2024 2. N [-D3
Cwm. 6ydywyto pedakyuro

2. llpy HeWCNOTHEHWH WM HEHAIJIeXKAIleM WCIIOJHEHUN JAep)KaTelsiIMH W  BIaJebIlaMH
PETHCTPAlMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, IOPUANYECKUME JTHUIIAMH, HA UMS KOTOPBIX
BBIaHBI pa3pellleHus] Ha TPOBENCeHHE KIMHWYECKUX HccienoBannii B Poccuiickorr ®Depepanmm, wim
YIIOJHOMOYCHHBIMH MMH JPYTUMH FOPHIMYECKUMH JIMLIAMH OO0S3aHHOCTEH, YCTAHOBJICHHBIX YacTaAMU 3 u 4
ctatby 64 Hacrosmero @exepanbHOro 3akoHa, JMOO B CIIy4asxX IPEICTaBICHUS COOTBETCTBYIOLIHM
YIIOJIHOMOYEHHBIM ~ (eiepalbHbIM OPraHOM HCIOJHUTENBHOM BIACTH 3aKJIIOYEHUS O HEZOCTOBEPHOCTH
pe3yJIbTaTOB KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOTO Ipemnapara s MEIUIMHCKOrO IMPUMEHEHUS,
KOTOPO€ OCHOBaHO Ha pe3yJbTaTax TIpPOBEPKH MEAMLMHCKON OpraHu3alMy, MpPOBOIUBIIEH yKa3zaHHOE
KIIMHUYECKOE HCCIEeI0OBaHNE C HapyIIeHHEM MpaBWJ HaAJeXallel KIMHUYECKONW MPAaKTUKH, U TMPHUBENO K
[IOJIyYE€HUIO HEJIOCTOBEPHBIX pE3yJIbTAaTOB, JHOO B ClIydae HEBBIMOJHEHUS NPEANHCAHNSA, BBIIAHHOTO
YHOJIHOMOYEHHBIM (heZiepaibHbBIM OPTaHOM HCTIOTHUTENBHOM BIIACTH MO UTOTaM OCYIIECTBIICHHSI BRIOOPOYHOTO
KOHTPOJIA KadecTBa JIEKAPCTBEHHOTO Ipemnapara, YHOTHOMOUYEHHBIH (eAepalbHbIi OpraH HCIIOJHUTENTbHON
BIIACTH B YCTAHOBJIEHHOM WM [OPSAKE paccMaTpHBaeT BOMPOC O MPHOCTAHOBICHHH MPHUMEHEHHUS TaKOTrO
JIeKapCTBEHHOTO TIperapara.

T'APAHT: O 1mpenocTaBlIEHUNA TEPPUTOPHANLHBIMA YIpaBiIeHUAMHA Poc3apaBHag3opa HHGOOPMAIIUHA O
HE0OPOKAYECTBCHHBIX M (habCH(DUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX CM. MNpuKas dDenepanbHOM
CITY’KOBI TTO HaJI30PY B chepe 3MpaBOOXPAHCHHSI W COITHATBHOTO pa3BUTHA OT 8 (heBpaist 2006 r. N 255-11p/06

Hupopmayusn 06 usmenenusx:  PedepasibHbiM 3aKOHOM om 30 saneaps 2024 2. N 1-D3 uacmo 3 npusnan
ympamuéwium cuny ¢ 1 aneaps 2026 .
Cmamws 65 oononnena uacmoio 3 ¢ 15 uions 2018 2. - ®edeparibHbil 3akoH om 4 uions 2018 2. N 140-D3

3. YmomHOMOYEHHBIH ¢enepalbHbId OpraH HWCIHOJIHHUTEIBHON BIACTH TPH NPEICTABICHUH €My
CBEZICHUH O HECOOTBETCTBHH IPOWM3BOIUTENS JIEKAPCTBEHHBIX CPENCTB TpeOOBaHHMAM MPAaBUIT HaIexKalien
IIPOM3BOICTBEHHON NMPAKTHUKH ¥ (WITH) O HAPYIISHUH JIMIIEH3NOHHBIX TpeOOBaHMiA, KOTOphIE ObLTH BHISBICHEI B
XOJl€ TPOBEICHUS HWHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WU OCYIIECTBICHUA
JUIIEH3UOHHOTO KOHTPOJsS B chepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB M MPUBEIH WM MOTYT MPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPENApaTOB JUIsi MEIUIIMHCKOTO MPUMEHEHUS, MPUYMHUBIINX WJIH CIIOCOOHBIX
MPUYUHUATE BPEI KU3HHU WIM 3I0POBBIO IPa)KIaH, paCCMaTpHBAET BOIPOC O IMPHUOCTAHOBIECHHH IMPUMEHEHMUS
JICKaAPCTBCHHLIX IIPCIapaToB Ijid MCAUIUHCKOI0 MpUMEHCHUA B YCTAHOBJICHHOM UM ﬂOpﬂﬂ,Ke B CJICOYIOIINX
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Cllyyasx:

1) cocraB u (WiIM) TEXHOJOTHS TPOHW3BOJCTBA JIEKAPCTBEHHOTO TMpemapaTa Uil MEIUIIMHCKOTO
IIPUMEHEHU (C ONMCAaHUEM CTauUi IPOU3BOACTBA) OTIMYAIOTCS OT 3asIBJICHHBIX B PETUCTPALIMOHHOM JOChHE;

2) JexkapCTBEHHBIH Ipenapar A MEIULMHCKOIO NPUMEHEHHs IPOM3BEICH Ha INPOU3BOJCTBEHHON
IUTIOIIA/KE, HE YKa3aHHOW B PETUCTPALIMOHHOM JOCHE;

3) y mnpou3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPKAAOLINE
COOTBETCTBHE KadecTBa JIEKAPCTBEHHOIO IIpemnapara Al MEIUIMHCKOIO IPUMEHEHHs, BBOJUMOIO B
rpaXJaHncKui 000poT, TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH €T0 FOCYJapCTBEHHON perucTpany;

4) mpou3BOIUTENEM  JIEKAPCTBEHHBIX CPENCTB B  COIVIACOBAHHBIA C  COOTBETCTBYIOLINM
YIIOJIHOMOYCHHBIM ~ (peJIepalbHbIM OpPraHOM HCIIOJHHUTENBHOW BIACTH CPOK HE YCTPaHEHBl HapyIICHHS
TpeOoBaHMH MPaBUI HajAJeXallel NTPONU3BOACTBEHHOW NPaKTUKM U (WIM) JUIEH3UOHHBIX TpeOOBaHUM,
KOTOpbIEe OBbUTH BBISIBJICHBI B X0JI€ MIPOBEACHUS HHCIIEKTHPOBAHUS [TPOU3BOTUTEIISI JIEKAPCTBEHHBIX CPENICTB HIIH
OCYIIECTBJICHHS JINLIEH3NOHHOTO KOHTPOJS B cdepe MPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U NPHUBEIN HIN
MOTYT TIPUBECTH K TIPOM3BOJCTBY JIEKAPCTBEHHBIX TMPEmapaToB UIsl MEAWIWHCKOTO TPUMEHEHHS,
IIPUYMHUBIINX WIN CIIOCOOHBIX NPUYMHUTH BPE )KU3HU MIIHM 3/I0POBBIO TPaKAaH.

Hudopmayus 06 usmenenusx: Cmamoes 65 oononnena uwacmoio 4 ¢ 15 uons 2018 2. - ®edeparnbHbil
3aKoH om 4 urons 2018 2. N 140-D3

4. YnonHOMOUYEHHBIH (eepanbHbIii OpraH NCIOJHUTEIHHON BIACTH MPH HAIWYHH y HETO CBEJCHHUN O
HECOOTBETCTBUM  IIPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB  TpeOoBaHUSM  MPaBUIT  Haajexalen
IIPOM3BOJCTBEHHOMN NMPAKTUKU U (MJIM) O HApYLICHUH JIMLIEH3MOHHbBIX TPeOOBAaHUH, KOTOPbIC OBbIIIM BBISBICHBI B
XOJ€ TPOBEINCHUsS WHCIEKTUPOBAHHWA MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEIACTB WM  OCYIIECTBICHHSA
JMLIEH3UOHHOTO KOHTPOJIS B chepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB M IMPUBEIU WIX MOTYT NPUBECTH K
MIPOM3BOJCTBY JICKAPCTBEHHBIX MPENapaToB Ul BETCPUHAPHOTO MPUMEHEHUS, IPUYNHUBIINX MM CIIOCOOHBIX
NPUYUHUTG BPE] KU3HHU WIH 30POBBIO KUBOTHBIX, pACCMATPUBAET BOIIPOC O MPUOCTAHOBIICHUH pealu3alyy u
MIPUMEHEHUS JIEKAPCTBEHHBIX NPENaparoB s BETEPUHAPHOIO MPUMEHEHHs B YCTAHOBIEHHOM UM MOPSAJKE B
CIENYIOIUX CIIy4asX:

1) coctaB M (MJM) TEXHOJIOTHS TPOU3BOJCTBA JIEKAPCTBEHHOTO IIperapara JUlsl BETEPUHAPHOIO
IIPUMEHEHUs (C ONMCaHUEM CTaIuii TIPOU3BOJICTBA) OTINYAIOTCA OT 3aiBJIEHHBIX B PETUCTPALMOHHOM JIOCHE;

2) nexapCTBEHHBIN TpemapaT Uis BETEPHHAPHOTO NMPHUMEHEHHUS MPOW3BEACH Ha IMPOMU3BOACTBEHHOW
IJIOUIAJIKE, HE YKA3aHHOW B PETUCTPALIIOHHOM JOCKE;

3) y mnpou3BOAWTENS JIEKAPCTBEHHBIX CPEACTB OTCYTICTBYIOT JOKYMEHTHI, IOATBEPKAAOLINE
COOTBETCTBHE KaudecTBa JIEKAPCTBEHHOIO IIperapaTa M BETEPUHAPHOTO IPHUMEHEHHUsS, BBOAUMOIO B
rpaXJaHCKUi 000poT, TpeOOBAHUSIM, YCTAaHOBICHHBIM IIPH €T0 FOCYJapCTBEHHON PerucTpanuy;

4) mpou3BOIUTENEM  JICKAPCTBEHHBIX CPEICTB B  COIVIACOBAHHBIM C  COOTBETCTBYIOLINM
YIIOJIHOMOYCHHBIM ~ (pelIepalbHbIM OpPraHOM HCIIOJHUTEIBHOW BIACTH CPOK HE YCTPaHEHBl HapYyIICHHS
TpeOoBaHM MPaBWI HaJIeXalled NPOW3BOACTBEHHOW NPAKTHKH M (MJIM) JHUIEH3MOHHBIX TpeOOBaHHUH,
KOTOpbIEe OBUTH BBISIBIICHBI B X0JI€ POBEACHUS MHCTIEKTHPOBAHUSI IPOU3BOIUTENS IEKAPCTBEHHBIX CPENICTB HIIH
OCYILECTBJICHHUS JTUIEH3MOHHOTO KOHTPOJS B cdepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB M NPUBEIN WIH
MOTYT TIpUBECTH K TIPOM3BOJCTBY JIEKAPCTBEHHBIX TIPENapaTroB JJs BETEPUHAPHOTO INPUMEHEHHS,
NPUYMHUBIIUX WK CIIOCOOHBIX MPUYHHUTH BPE[ )KU3HH WIIH 37I0POBBIO JKUBOTHBIX.

I'APAHT: Hymepanys yactell IpUBOJUTCS B COOTBETCTBUH ¢ USMEHSAOLLMMU JOKYyMEeHTamMu

HUndhopmavus 06 usmenenusix:  Cmamos 65 donoanena yacmoto 7 ¢ 1 cenmsaops 2023 2. - @edepasibHbIl
3aKoH om 2 uiona 2021 2. N 317-D3

7. B nopsiake, IpeayCMOTPEHHOM YaCTbl0 4 HACTOSIIEH CTaThbH, YIMOJTHOMOUCHHBIN (enepanbHbIi
OpraH WCIIOJIHUTEIIEHOW BJIACTH PacCMaTpPHBAET BOMPOC O MPHOCTAHOBJICHUW peallu3allid W MPUMECHEHUS
JIEKapCTBEHHOTO Mpenapara JUisl BETEpUHAPHOTO MPUMEHEHUS B CIIydae BBISBICHHUS B TPaKIAHCKOM 000pOTE
CepUH JIEKapCTBEHHOTO IpernapaTta il BETEPUHAPHOIO NPHUMEHEHHs, ITOKYMEHTHI M CBEACHHUS O KOTOPOii,
npeaycMoTperHbie YacTamu 1 - 3 u 6 ctatbn 52.2 nacrosiero deaepanbHOro 3aK0Ha, HE TPEICTaBICHBI B
YKa3aHHBIH OpraH, JH0O CEepUU UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO INpernapara Ui BETCPUHAPHOTO
MPUMEHEHUS, HE WMEIoNIeH pa3pelleHns, NPeayCMOTPEeHHOro 4YacTbio 8 cTatbuM 52.2 HacTosIero
denepaabHOTO 3aKOHA. B yka3zaHHOM cilydae yIOTHOMOYCHHBIN (enepanbHbId OpTraH UCTIOTHUTEIIBHON BIIACTH
MPUHUMAET PEIICHHE O MPHOCTAHOBICHUW pealli3allid W TPUMCHEHHS TAaKHX CEpPHH N0 TpPEACTaBIICHUS
YKa3aHHBIX TOKYMEHTOB U CBEJICHUH JTUOO JI0 TIOTYUCHHsI YKA3aHHOTO Pa3peIICHHUS.

I'APAHT: CM. KOMMEHTapUK k cratbe 65 HacTosmero deneparTbHOTO 3aKOHA

Hugpopmayus 06 usmenenusx:  Cmamos 66 usmenena ¢ 1 mapma 2020 2. - @edepasibHbll 3aKOH om 27

15.09.2025 Cucrema TAPAHT 139


https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/71958560/12
https://internet.garant.ru/document/redirect/71958560/12
https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/400786860/1000
https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/401421372/13
https://internet.garant.ru/document/redirect/401421372/13
https://internet.garant.ru/document/redirect/73355325/1019

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

oexaobps 2019 2. N 475-D3
Cwm. npedbidywyto pedakyuro

CraTbs 66. udopmanus o pe3ynsrarax hapMaKkoHaa30pa

YnomHOMOYEHHBIN (DefepatbHbBIi OpraH UCTIOTHUTEIBHOMN BIIACTH, OCYIIECTBITIONUI (hapMaKkoHaI30D,
II0 €ro pe3yJbTaTaM pa3MelaeT Ha CBoeM ounranbHOM caiite B cetn "MHTepHeT" nH(pOpMaIHio o:

1) BBISIBJIEHUM HOBBIX MOATBEPKACHHBIX JAaHHBIX O MOOOYHBIX NEHCTBUSX, HEXKETATENbHBIX PEAKLUIX,
CEphE3HBIX HEXKENATENbHBIX pPEaKUUsIX, HENpPEABUIACHHBIX HEKENaTeJIbHbIX PEeaKuusiX INpH NPUMEHEHUH
JIEKapCTBEHHOTO IIpenapara, B TOM YHCIIE BIUSIOIIMX Ha OTHOIIEHUE OXKHIaeMON MOJIB3bI K BO3MOXKHOMY PUCKY
MIPUMEHEHUS TaHHOTO JIEKapCTBEHHOTO Mpernapara;

2) NPUHATHIX PEIICHUSX O BHECEHWH W3MEHEHMH B MHCTPYKIMIO 1O MPUMEHEHHUIO JEKapCTBEHHOIO
npenapara, O NPUOCTAHOBJICHHH TNPUMEHEHHs JIEKApCTBEHHOTO TIIperapara, 00 HW3BSITHH W3 OOpalleHHs
JIEKapCTBEHHOTO Tpernapara Wik 0 BO30OHOBICHNN PUMEHEHHS JIEKapCTBEHHOTO TIpernapara.

T'APAHT: CM. KOMMEHTapuK k ctatbe 66 HacTosmero deaepanbHOTO 3aKOHA

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno c 1 sneaps 2018 2. - @edeparibHbil 3aKOH om 28
Oexabps 2017 2. N 425-D3
Cwm. npedbidywyto pedakyuro

I'naBa 14. Undopmauus o jekapcTBeHHbIX npenaparax. CucreMa MOHUTOPHHIA IBHKEHUSA
JIeKapCTBEHHBIX NMPeNnapaToB AJsi MeIUIMHCKOT0 MPUMeHeHUs

Hupopmayus 06 usmenenusx:  Haumenosanue usmeneno c 1 sneaps 2018 2. - @edeparibHbil 3aKOH om 28
oexabps 2017 2. N 425-D3
Cwm. npedbidywyro pedakyuro

Cratba 67. Mudopmamus o JsekapcTBEHHBIX mpemnaparax. CucTeMa MOHHTOPHMHTA JIBHYKCHHS
JIEKAPCTBEHHBIX [IPENAapaToB AJI1 MEAULIUHCKOIO IPUMEHEHUS

Hupopmayus 06 uzmenenusix: Yacme 1 uzmenena c 13 aseycma 2019 o. - ®edeparibHbIl 3aKOH om 2
ageycma 2019 2. N 297-D3
Cwm. npedbidywiyro pedakyuro

1. Nudopmanusi 0 JNeKapcCTBEHHBIX MpenapaTax, OTIYCKaeMBbIX MO PELENTY Ha JeKapCTBEHHbIV
npenapar, JOJDKHA COJIEPXKAThCS TOJNBKO B  CICIWAIM3HPOBAHHBIX H3JIAaHUSIX, MNPEIHA3HAYCHHBIX IS
MEIUITMHCKHUX, (papMaleBTHUECKNX pPaOOTHHUKOB, CIEIUANIMCTOB B o0NacTH BeTepwHapuu. Muopmarms o
JIEKapCTBEHHBIX Mpenaparax Jyisd CICIUATUCTOB B 00JacTH OOpamieHUs JIEKApPCTBEHHBIX CPEICTB MOXKET
COJIepIKaThCsl B MOHOTpadusix, CIPABOYHHUKAX, HAYYHBIX CTaThiX, B JIOKJIAAaX Ha KOHTpeccaX, KOHPEPEHIUX,
CHUMITO3MyMaX, HayYHBIX COBETAX, & TAKIKE B HHCTPYKIUSIX 110 MPUMEHEHHUIO JICKAPCTBEHHBIX MPEMapaToB.

2. Wndopmanus o JeKapcTBEHHBIX IIpenapaTax, OTIIyCKaeMblXx Oe3 peuenTa Ha JIeKapCTBEHHBIH
mpenapaTr, MOXET COAEpKaTbcs B MyOIMKALMSAX U OOBSIBIEHHSX CPEICTB MaccoBOW HHGOpMauuy,
CHCLMATM3UPOBAHHBIX M OOIIMX TMEYATHBIX HW3JaHUAX, WHCTPYKUHUSAX IO TPHUMEHEHHIO JIeKapCTBEHHBIX
MpenapaToB, WHBIX H3JaHUAX CyOBEKTOB OOpaIIeHUs JIEKAPCTBEHHBIX CPEACTB. PekiaMHble MaTepHaibl O
JICKapCTBEHHOM  Tpernapare, OTIycKaeMoM ©Oe3 pemenTa Ha JIGKapCTBEHHBIM Mpemapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIUH MO0 MPUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara.

3. JlomyckaeTcss WCIONB30BaHUE JIOOBIX MAaTEepPHANBHBIX HOCUTENCH, IO3BOJSIIOIIUX XPaHUTD,
nepeaBaTh U UCIIONL30BaTh HH(OPMAIIHIO 0 JIEKapCTBEHHBIX Tpernaparax 0e3 ee HCKaXKeHUsI.

Hupopmayus 06 usmenenusx: Yacmo 4 usmenena ¢ 1 anpens 2024 2. - ®edeparsibHbIl 3aKOH om 4
aseycma 2023 2. N 428-D3
Cm. npedbidywyto pedakyuro

4. Inst nenedt uaeHTHUKAIINN YITIAKOBOK JIEKAPCTBEHHBIX MPENapaToB il MEJUIIMHCKOTO TIPUMECHEHHUS
MPOU3BOJUTENM JIEKAPCTBEHHBIX CPEACTB B MOPAAKe, ycrtaHoBieHHOM I[lIpaButenscTBOM Poccuiickoit
®denepanny, HAHOCAT HA IEPBUYHYIO YIIAKOBKY (B OTHOIIEHHUH JIEKAPCTBEHHBIX MPEMAapaToB I MEIUIIMHCKOTO
MIPUMEHEHUs, U1 KOTOPHIX HE IPEeIyCMOTPEHa BTOPWYHAS YIIAKOBKA) W BTOPHYHYIO (TIOTPEOHTEITHCKYIO)
VIaKOBKY JICKQpPCTBEHHBIX TMPENapaToB Ui MEAWIIMHCKOTO TPUMEHEHHS CpEJCTBA HISHTH(HUKAINH, 32
HCKIIIOUEHHUEM JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHUs, MPOU3BOAUMBIX ISl TPOBEICHUS
KIMHUYECKUX HCCIACAOBAHUM, DJKCIOPTA, JCKAPCTBEHHBIX IMPENapaToB s MEIUIUHCKOTO MPUMEHEHHUS,
yKa3aHHBIX B YacTax 5 m 8 crtatbn 13 Hacrosmiero demepadbHOr0 3aKoHA, pagnodapMarieBTUICCKUX
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JICKaAPCTBCHHLIX IIPE€IIapaToOB, BBICOKOTCXHOJIOTHYHLIX JICKAPCTBCHHBLIX IIPCIapaToB, KOTOPLIC IIPOU3BCIACHLI
MaJlbIMHU CCEpUSIMHU, COCTOAT U3 OIIHOI7[ UKW HECKOJBKHUX O03 BBICOKOTEXHOJIOTUYHOI'O JIEKAPCTBECHHOI'O
mperapara, MpeaHa3HadeHbl Ui KOHKPETHOTO IMalHeHTa, MMEIOT KOPOTKHH CPOK TOMHOCTH (IO NeBSHOCTA
KaJleHJapHBIX JHEW) U (WIH) TeMIIepaTypHBIA PEeKUM XpaHEHHUS W TPAHCIOPTHpOBaHHS MuHyc 60 Tpamycos
Lenbcuss mnm HWXKE, TMUABOK METUIIMHCKMX M Ta30B MEIWIMHCKUX. JI7s JeKapCTBEHHBIX NpenapaToB C
MEXIyHApOIHBIM HETATEHTOBAHHBIM HaWMEHOBaHWEM "DTaHON" CPEeNCTBO HISHTH(HUKAIIMM HAHOCHTCS Ha
BTOPUYHYIO (MOTPEOUTENBCKYI0) YIIAKOBKY B CIlydae, €CIM Takas yIaKOBKa SBISIETCS WHIMBUIYabHOW
BTOPUYHOH (ITOTPEOUTENHCKON) YIAKOBKOW ATOTO JIGKAPCTBEHHOTO IMpemnapara, a B ClIydae OTCYTCTBHSA
BTOPUYHOH (ITOTPEOUTENHCKON) YNAKOBKM WM HAJU4YUs YIAKOBKH, B KOTOPOH HaxoJauTcs 0O0Jee OJIHOWM
eIMHUIBI YKa3aHHOTO JIGKAPCTBEHHOTO TMperapara B IEPBHYHOW YIAaKOBKE, CPEICTBO HACHTH(UKAINH
HAaHOCHUTCH Ha MCPBUYHYIO YIIAKOBKY.

Hupopmayus 06 usmenenusx: Cmamovs 67 donoanena uacmoro 5 ¢ 1 susaps 2018 2. - @edeparibHbll
3aKoH om 28 dexabps 2017 2. N 425-D3

5. XapaKTepuCTHKH CPeICTBa UACHTH(OUKALMH, TOPSAOK €r0 HaHECEHUS U TPeOOBaHUsI K CTPYKTYpe U
¢dopmary uHPOpMAIMH, KOTOPYIO COIEPXKHUT CPEICTBO HACHTU(HKANWU, onpenendotca [IpaButenbcTBoM
Poccuiickoii @enepanuu.

Hupopmayus 06 usmenenusx: Cmamovs 67 donoanena uacmoio 6 ¢ 1 ausapa 2018 2. - @edepasibHbIl
3aKoH om 28 dexabps 2017 2. N 425-D3

6. [Nopspok coznanus, pa3BUTHS, BBOJIA B AKCIUTyaTaIlHIO, SKCIUTyaTallid M BBIBOJA M3 SKCILTyaTallun
CHUCTEMbl MOHUTOPHHTA JBM)XKEHUS JIEKAPCTBEHHBIX MPENaparoB I MEIUIIMHCKOTO MpHUMEHEHUs, NMOpPALOK
MpenocTaBiIeHus] HHPOpPMANWH, COAEpXKAIIeHCs B CHCTEME MOHUTOPHHTA JBIDKEHHUS JIEKapCTBEHHBIX
MIperapaToB JUIsl MEAWLMHCKOTO TpPHUMEHEHHs, ¥ MOPSAAOK B3aUMOJICHCTBHS yKa3aHHOW CHCTEMBI C WHBIMH
roCyJapCTBEHHBIMU MH()OPMALMOHHBIMU CHUCTEMaMU M MH()OPMALMOHHBIMU CHCTEMaMH HOPUAMYECKUX JIUI U
MHIVBHIYaJbHBIX MpPEANPUHAMATENCH, YKa3aHHBIX B YacTax 7 m 10 Hacrosmiel craThy, yCTaHaBIMBAIOTCS
IIpaButenscTBOM Poccuiickoit @enepanuu. OnepaTopaMu CUCTEMbl MOHUTOPUHIA JIBUXKEHUS JIEKAPCTBEHHBIX
IpenapaToB AJIsl MEAULMHCKOTO IPUMEHEHHS SBIISIIOTCS (efepatbHblid OpraH UCIIOJHUTELHON BIACTH U (WIIH)
opraHusaums, ynonHoModeHHsle [IpaBurensctsoMm Poccuiickoit @enepanun.

Hndopmayus 06 usmenenusx: Cmamus 67 donoanena yacmoio 7 ¢ 1 uona 2020 2. - ®edeparibHbIl 3aKOH
om 28 dekabps 2017 2. N 425-D3 (¢ peoakyuu PedeparibHo20 3akoHa om 27 dekabps 2019 2. N 462-D3)

7. Opuagnueckne nuna M MHIUBUAYAIbHBIE NPEANPHHUMATENH, OCYIIECTBISIONIME MPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyro ®eznepanuio, OTIycK, pealn3alulio, rnepenady, IPUMEHEHUE U YHUUYTOXKECHUE
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIMHCKOTO MPUMEHEHUs], 00€CTIeYnBalOT B MOPSAKE U B COCTABE, KOTOPHIE
ycTtaHoBneHbl IlpaBurensctBoM Poccuiickoii @epepanuu € yd4eToM BHJA OCYIIECTBISEMOM UMU
JesITeNbHOCTH, BHECEHHWE HMH(OpMalMy O JIEKapCTBEHHBIX IpenapaTax A MEJUIWHCKOIO NPUMEHEHUS B
CUCTEMY MOHUTOPHHIA JIBUKEHHUS JIEKAPCTBEHHBIX IIPENAPATOB JAJII MEJULUHCKOTO IIPUMEHEHMSL.

HUupopmayus 06 uzmenenusx: Yacms 7.1 usmenena ¢ 13 urons 2020 2. - DedepasibHbIl 3aKOH om 13 uions
2020 2. N 206-D3
Heticmeue nonoacenuti yvacmu 7.1 (6 pedaxyuu ®edepasibHo20 3akoHa om 13 urons 2020 2. N 206-D3)
pacripocmpaHsemcs na npasoomuowienus, eoznuxuwue ¢ 1 urons 2020 e.
Cwm. npedbidywyto pedakyuro

7.1. JlekapcTBeHHBIC TpemapaTsl IS MEIUIIMHCKOTO TPHUMCHEHHS, TMpeAHa3HAYCHHBIC I
obecrieueHusT U, OOJBHBIX TeMO(IINEH, MYKOBHCIHIO30M, TUIIOPU3aPHEIM HAHU3MOM, Oosie3HbIo [ 'omre,
3JI0KQ4€CTBEHHBIMH HOBOOOpA30BaHMSAMH JHM(OUTHON, KPOBETBOPHOM ¥ POJCTBEHHBIX WM TKaHEH,
PacCestHHBIM CKJIEPO30M, JIUI] TTOCTie TPAaHCIUIAaHTAIMK OPTaHOB U (WJTH) TKaHeH, pou3BeAeHHbIe 10 31 mexadps
2019 rona, a Takxke MHbIE JEKAPCTBEHHBIC MPENapaThl A MEAULMHCKOrO MPUMEHEHUS, IPOU3BEACHHbBIE 10 1
mronst 2020 roma, moUIeKaT XpaHEHWIO, IMEPEeBO3Ke, OTIYCKY, pealu3allid, Iepeaade, MpPUMEHEHHIo 0e3
HaHECCHHS CPEICTB WACHTU(UKAIMU JIO0 WCTEYCHHS Cpoka ux romHoctd. llpaBurtenbctBo Poccuiickoit
Oenepanuy BIpaBe YCTAHOBHTh OCOOEHHOCTH BBOJIA B TPAXKIAHCKUH 00OPOT JISKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO IPUMEHEHMSI, MPOou3BeieHHBIX B iepuos ¢ 1 uroins 2020 roga mo 1 oktsaops 2020 roga. B memsix
BBOJIa B TPAXKIAHCKUI 000POT JICKApPCTBEHHBIC TPENapaThl I MEIUIIMHCKOTO TIPUMEHEHHMS, 38 HCKIIFOUCHHEM
JICKQpPCTBEHHBIX ~ TIPEMApaToB, TMPEJHA3HAYCHHBIX JUIS OOCCIEYCHHUs JIMIl, OOJBHBIX reModuiIuei,
MYKOBHMCILHI030M, TUNO(U3apHBIM HaHU3MOM, OO0JIe3HBbIO [ollle, 3JI0KaYeCTBEHHBIMH HOBOOOPa30BaHUSIMHU
TuMQOUTHON, KPOBETBOPHOW W POJACTBEHHBIX WM TKaHeW, pAacCesHHBIM CKJIEPO30M, JIMI[ IOCIe
TpPaHCIUIAHTAIlMM OpraHoB W (WJIM) TKaHEeW, NpPOM3BEJCHHBIE 3a IMIpelnelnaMu TeppuTtopun Poccuiickoit
Oeneparnuu 10 1 oktsi6ps 2020 roma, MoryT ObITE BBe3eHH B Poccutickyro denepanmio no 1 saBaps 2021 roma
B nopsagke, ycraHoieHHoOM IIpaButensctBoM Poccuiickoir ®epeparum, 0Oe3 HaHECEHHS CPEJICTB
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

UACHTH(DUKALINYL.

Hndopmayus 06 usmenenusx: Cmamosi 67 Oononnena yacmoro 8 ¢ 1 smeapa 2018 . - ®@edeparibHbIl
3aKoH om 28 dexabps 2017 2. N 425-D3

8. Opranmzanus WHGOPMAIIMOHHOIO  B3aMMOJCHUCTBUS  CHCTEMbl MOHUTOPUHIA  JIBHDKECHHS
JICKQpPCTBEHHBIX  MPEMaparoB  JUIs  MEIUIMHCKOTO  IPUMEHCHHMS C  HHBIMH  TOCYJapCTBEHHBIMH
“H()OPMAIMOHHBIMA ~ CUCTEMaMH  O0€CIeYMBaeTCs B TOM  YHCJIE€ IOCPEIACTBOM  HHGPACTPYKTYPHI,
obecrieunBaronied  WHPOPMAITMOHHO-TEXHOJIIOTHUECKOE  B3aWMOJICHCTBHE  MH(OOPMAIIMOHHBIX  CHCTEM,
WCTONB3YEMBIX JIISl  MPEJOCTABICHHUS TOCYAAPCTBEHHBIX M MYHUIUNAJIBHBIX YCIYyr ¥ HCIOJHCHUS
TOCYJJAPCTBEHHBIX U MYHHIIUIATBHBIX (DYHKIUH B DIIEKTPOHHOU (opme.

Hupopmayusn 06 usmenenusx:  Qacmo 9 usmenena ¢ 15 aseycma 2023 2. - ®edeparsibHbIU 3aKOH om 4
aszycma 2023 2. N 474-D3
Cwm. npedbidywyto pedakyuro

9. Nndopmanus, cogeprkaiascs B CHCTEME MOHUTOPHHTA ABMKEHHUS JICKAPCTBEHHBIX IPENapaToB Iis
MEIUIMHCKOTO MPUMEHEHHs, SBIIseTCs MH(OpPMaIel OrpaHnYeHHOTO JOCTYIa B COOTBETCTBUH cO CTaTben 9
®enepanpHoro 3akoHa ot 27 uronst 2006 rona N 149-03 "O6 unpopmannu, THHOPMALUOHHBIX TEXHOJIOTHAX U
0 3ammTe uHMopManuu', 3a UCKIOUYEHHEM MH(POpMAIMK, HEJOMYCTUMOCTh OTPaHHYCHHS AOCTYNa K KOTOPOH
yCcTaHOBJIEHA (enepalbHBIMU 3aKOHAMH, a Takxke HH(popmauuu, oTHeceHHOW [IpaButenscTBoM Poccuiickoit
Oenepani B COOTBETCTBHM ¢ HacTtoammM DelepanbHbIM 3aKOHOM K OOIIEAOCTYIHOW HH(POPMALUH.
OOmenoctynHas uHGOpPMAaLUs, COACpXKAIAsCI B CHCTEME MOHUTOPHUHTA JBIDKCHHS JICKapCTBEHHBIX
npenaparoB JJIsl METUIIMHCKOTO MPUMEHEHUS, pa3MeIaeTcss B HHPOPMALMOHHO-TEJICKOMMYHHUKAIIMOHHONW CETH
"Uateprer” (B TOoM umcie B (GOpME OTKDHITHIX IAaHHBIX) B MOPSAOKE, YCTaHOBICHHOM [IpaBUTENbCTBOM
Poccuiickoit @enepanuu.

Hupopmayus 06 usmenenusix:  Cmamos 67 oononnena uacmoio 9.1 ¢ 15 aseycma 2023 2. - @edepasibHbll
3aKoH om 4 ageycma 2023 2. N 474-D3

9.1. loctyn x wH(MOpMAaIMH, COACpKAIICHCS B CHCTEME MOHUTOPWHTA JBIDKCHUS JIEKAPCTBEHHBIX
MPEnapaToB ISl METUITHHCKOTO MIPUMEHEHHUS, 00ECTICUNBACTCS OTIEPATOPOM CHCTEMBI MOHUTOPHHTA JIBYDKCHUS
JIEKapCTBEHHBIX MPENapaTroB IS MEIUIIMHCKOTO TpUMEHEHHs B MOPSAOKe, yctaHOBIeHHOM lIpaBuTenscTBOM
Poccutickoit @eneparini, B COOTBETCTBUU C 3aKOHOLATENIbCTBOM Poccutickoit deneparnu 06 nHbOpMAIIHH,
“H()OPMAITMOHHBIX TEXHOJOTHIX U O 3aluTe MHPOopMannuu, 3aKOHOAAaTeNbCTBOM Poccuiickoit denepanuu o
rocyJapCcTBEHHOM TaiiHe, 3akoHodaTerlbCTBOM Poccuiickoil ®enepanum O KOMMEpPYECKOH M HHOU
OXpaHsEeMOl 3aKOHOM TallHE U C YYeTOM MOJOXXEHUU Hacrosmed crtatbu. llpaButensctBo Poccuiickoit
®epepanuu BIpaBe YCTaHABIMBATH MEPEUCHDb JICKAPCTBEHHBIX MPEMapaToOB IJsl MEAUIIMHCKOTO MPUMEHEHUS U
(uu) TPyNIl JISKAPCTBEHHBIX IMIPEMapaToB JUIsl MEAUIUHCKOTO TPUMEHEHHsT M OCOOCHHOCTH JIOCTyHa K
vH(pOpMAIMM O TaKUX JICKAPCTBCHHBIX Nperaparax, COJEpiKallelcs B CHCTEME MOHUTOPHHIA JIBUXKCHHS
JIEKapCTBEHHBIX MPENapaToB I MEIUITTHCKOTO TPUMCHECHHSI.

Hnupopmayus 06 usmenenusix:  Cmamwvs 67 oononnena uacmoio 9.2 ¢ 15 aseycma 2023 2. - @edepasibHbll
3aKoH om 4 aeeycma 2023 2. N 474-D3

9.2. [lonp3oBaTeNny CUCTEMBI MOHUTOPUHTA JIBIDKCHUS JIEKAPCTBEHHBIX MPEMApaToB AJIsl METUIIUHCKOTO
MPUMEHEHUS 00JIaJal0T MPaBOM JOCTYIA K MHPOPMAIIUHU, COACPKAIICHCS B CUCTEME MOHUTOPUHTA JIBUKCHUS
JIEKapCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHUS, C YUETOM OIpaHUYEHUM JIOCTyNa K yKa3aHHOH
rH(OpMAIMK B €¢ MOCeayIoIIel 00paboTKe, YCTAaHOBICHHBIX HAcTOAIMM DeepaibHbIM 3aKOHOM M UHBIMH
HOpPMaTHUBHBIMU ITPaBOBbIMU akTaMu Poccuiickoit denepanuu.

Hupopmayus 06 usmenenusx:  Yacmo 9.3 usmenena ¢ 19 aseycma 2024 2. - @edeparibHbil 3aKOH om 8
aseycma 2024 2. N 232-D3
Cwm. npedbidywyto pedakyuro

9.3. ®denepanbHbIE OpTaHbl WCIOJHUTEIBHOM BJIACTH W WCIOJIHHUTENBHBIE OpTaHbl CYOBEKTOB
Poccuiickoit ®@enepanuu B mensx, onpeaeneHHbx [IpaButensctBoM Poccuiickoit denepanuu, UMEIOT PpaBo
JocTyma K nH(opMaIu o cyobekTax oOpaiieH s IEKapCTBEHHBIX CPECTB, O JIEKAPCTBEHHBIX Ipernaparax u 00
000poTe TAaKMX IIEKAPCTBEHHBIX MPENapaToB, HEOOXOMWMOW il BBINIOJHEHHWS 3a7ad W OCYIIECTBICHUS
(hyHKIMH, BO3IIOKEHHBIX Ha (hefepaibHble OpPTaHbl HCIIOJHUTENBHON BIACTH W WCIOIHUTENBHBIE OpraHbl
cyonekToB Poccuiickoii denepannu, cTaTUCTHYECKOW MH(OPMAIUU O JIEKApCTBEHHBIX IpernapaTax U 00 X
o0opote, a Takxke K oOmenocTynHoi nHpopmaruu. CoctaB 3Tol MH(YOpMAUK ONPEAEISIETCS] COTALICHUSIMU
00 WH(OPMAIIMOHHOM B3aMMOJEHCTBUY, 3aKIIOYCHHBIMH OMNEPaTOPOM CHUCTEMbl MOHHUTOPHHIA JBHKEHHS
JICKAPCTBCHHLIX IPEHapaToB A MECAULIMWHCKOI'O MPUMCHCHUSA C (I)eﬂepaJII)HBIMI/I opranamMu HUCIIOJTHUTEILHON
BJIACTH WJIM HCIOJHUTEIBHBIMA opraHamu cyObekToB Poccuiickoit ®enepanuu n ¢enepaibHbBIM OpraHOM
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

WCTIOJIHUTENILHON BIIACTH, OCYIICCTBISIONIMM (YHKIUU 1O BBIPA0OTKE W pealn3aliil TOCYAapCTBEHHOM
MTOJIMTUKY ¥ HOPMaTHUBHO-IIPaBOBOMY PETYJIHPOBAHHIO B c(hepe 31paBOOXPaHEHHSI.

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena uacmoio 9.4 ¢ 15 aseycma 2023 2. - @edepasibHbll
3aKoH om 4 aseycma 2023 2. N 474-D3

9.4. CyObekT oOpalieHHsl JIEKapCTBEHHBIX CpEACTB HMMEET MpaBO JOCTyna K WHpopManuu 00
OTIepaIusIX C JICKAPCTBECHHBIMU TPENapaTaMy JJisi MEJUIIMHCKOTO IPUMEHEHHSI, COBEPIICHHBIX 3THM CyObhEKTOM
oOpareHus IeKapCTBEHHBIX CPEJICTB, a TakKe K 00Ie0CTyTHOM HH(pOpMAaITHn.

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena wacmoio 9.5 ¢ 15 aszycma 2023 2. - @edeparbHbil
3aKoH om 4 ageycma 2023 2. N 474-D3

9.5. Omneparop cucTeMbl MOHHUTOPHHTA [BIKEHHS JEKApCTBEHHBIX IMPEMapaTroB s MEIUIIMHCKOTO
MIpUMEHEHusT 00JaaeT MpaBoOM JOCTyNa K WH(OpMAIH, COAEPIKAIIEICS B CHCTEME MOHUTOPUHTA JIBHKESHHS
JIEKapCTBEHHBIX TPEMapaToB Ui MEIUIIMHCKOTO TPUMEHEHHS, BKIIOYas HWH(OPMAIMIO OrpaHHYEHHOTO
JIOCTYTIa, C BO3MOXXHOCTBIO € 00paboTKH, B TOM YHCIIEe €€ MPEJOCTaBICHNS W PacIPOCTPAHEHHsI, O0eCTIeUeHHS
JIOCTYTIAa K HEl 1 OKa3aHUs YCIYT C €€ HCIIONIb30BaHueM (faiee - 00padoTka).

Hupopmayus 06 usmenenusx:  Cmamos 67 dononnena wacmoio 9.6 ¢ 15 aszycma 2023 2. - @edepasnbHbil
3aKoH om 4 aseycma 2023 e. N 474-D3

9.6. Omeparop cucTeMbl MOHMTOPHHIA ABHMXKEHUS JICKAPCTBEHHBIX MNpENapaToB Ul MEIULUHCKOIO
MIPUMEHEHUSI MOXKET OCYILECTBISITH OOpabOTKy HH(OpManMu OrpaHWYEHHOIO MIOCTYIa, COIEepXKallelcsi B
crcTeMe MOHUTOPHUHTA JABWXCHUS JIEKAPCTBEHHBIX MPENApaToB Ul MEJULIUHCKOTO IPUMEHEHUS, IPH YCIOBUH
00513aTeNIbHOTO  00€3MMYMBAaHUS TakoW HMH(POPMAaLUMH B COOTBETCTBUH C YTBEP)KAAEMBIMH (eaepaIbHbIM
OpPTaHOM  HCIOJNHUTEIbHON BNACTH, OCYIIECTBISIOMINMM (YHKIMM 1O BBIPa0OTKE U pealu3aliu
rOCYJapCTBEHHON TONHUTHUKH M HOPMAaTHUBHO-IPABOBOMY PETYIMPOBAHUIO B cdepe 3ApaBOOXPAaHEHUS, IO
COTJIaCOBaHMIO ¢ (pefiepabHBIM OPTraHOM HCIIOTHUTENILHON BIACTH, OCYLICCTBISIONNM (QYHKIUH 110 KOHTPOIIIO
U Haj30py B cdepe MHOOPMALMOHHBIX TEXHOJOTMH WM CBSI3U, W (eaepalibHbIM OpraHOM HCIIOJIHUTEIbHOM
BJIaCTH B 00jacTu obecredeHus Oe3omacHocTH TPEOOBAHWSAMU K 00C3ITMYMBAHUIO Takoi HH(MOpPMAIMU U
MeToJlaMH 00e3nnYuBaHug Takoi wnHpopMmarmu. O6e3nnyueHHas WHOpMAIWs, MOTydeHHass B pe3yibTare
YKa3aHHOM 00paboTKH U cozeprKaliasca B CUCTEME MOHUTOPHHIA ABWKEHUS JICKAPCTBEHHBIX MIPENapaToB Ul
MEAUIMHCKOTO NPUMEHEHNs, SIBiseTcss nH(popManuell orpaHudeHHoro gocryna. O0e3nudyenHas nHpopmanus,
JOCTYH K KOTOPOH OBII 0OecrieyeH onepaTopoM CUCTEMbl MOHUTOPHHTIA ABMKCHHUS JIGKAPCTBEHHBIX IPEapaToB
IUIT MEAMLMHCKOTO NPUMEHEHHUs] B LIEJAX OKa3aHUS YCIYr C €€ HCIIOJb30BAHUEM, IMOIJIEKHUT XPAHEHHIO B
crcTeMe MOHUTOPHHTIA ABHKCHUS JIEKAPCTBEHHBIX MPENapaToB il MEAUIMHCKOTO IPUMEHEHHSI HE MEHEe TSI TH
JeT ¢ JAaThl MPENOCTaBlICHHA AOCTyna K o0e3nndeHHoW HH(OpMauuu, U Ha Hee He PacHpOCTPaHSIOTCS
TpeOoBaHHA K MHPOPMAIMK OTPaHHYEHHOTO AOCTYIIA, YCTAHOBIICHHBIE HACTOALICH CTaThEH.

Hnupopmayus 06 uzmenenusix:  Cmamwvs 67 dononnena uacmoio 9.7 ¢ 15 aseycma 2023 2. - @edeparibHbll
3aKoH om 4 ageycma 2023 2. N 474-D3

9.7. Omeparop cuUCTeMBl MOHMTOPHHIA ABHMKCHHUS JICKAPCTBEHHBIX MpENapaTtoB Ul MEIUIWHCKOTO
MPUMEHEHUS! MOXKET OCYIIECTBIATH 00pabOTKy HH(OpMalMu OrpaHMYEHHOrO [AOCTYMa, ColepKalielcsi B
crcTeMe MOHUTOPUHTA JBMYKEHUS JICKaPCTBEHHBIX MPENaparoB il MEJUIUHCKOTO MPUMEHEHHS, OTy4YeHHOM
0T cyOBbeKTa 0OpalIeHus JIEKApPCTBEHHBIX CPEICTB, 3apPETUCTPUPOBAHHOTO B CHCTEME MOHUTOPUHTA JBHIKEHHUS
JIEKapCTBEHHBIX MPEnapaToB sl MEIUIIMHCKOTO IPUMEHEHHS U TIPE/ICTABHUBIIETO B HEE CBEACHUS, B MHTEpecax
U IO TOPYYCHHUIO TaKOro CyOBeKTa OOpalleHHsl JEKapCTBEHHBIX CPEACTB 0e3 00e3MUunBaHHsS WHPOPMAIUH
OTPaHNYEHHOTO JIOCTYIIA.

Hupopmayus 06 usmenenusix:  Cmamos 67 dononnena uacmoio 9.8 ¢ 15 aseycma 2023 2. - @edepasibHbll
3aKoH om 4 aseycma 2023 2. N 474-D3

9.8. Omeparop cucTeMbl MOHHUTOPHHTA [BIKEHHS JEKAPCTBEHHBIX IMPEMapaTtoB IS MEIUIIMHCKOTO
MIPIMEHEHUS BIIPaBe OKa3bIBaTh HA HEAUCKPUMUHAIIMOHHOW OCHOBE YCIYTH C MCIIOJIb30BaHUEM 00€3THYEeHHON
nHbOpMaIUY, COIEpXKalleicsi B CHCTEME MOHMUTOPHHIA JBHKEHUS JIEKAPCTBEHHBIX IIPENapaToB UL
MEAUILMHCKOTO IPUMEHEHNUs, CyOBbeKTaM 00palleHHs JIEKapCTBEHHBIX CPEACTB, MOPSAAOK M CTOUMOCTh OKa3aHUS
KOTOPBIX OIPENEISIOTCS OMEPATOPOM CHCTEMBI MOHUTOPHMHIA JBHMXKEHHS JIEKAPCTBEHHBIX IPENapaToB Ui
MEAUILMHCKOTO NPUMEHEHHS, C YY€TOM OIpaHMYEHUH AOCTYNa K 00e3IMYeHHONH HH(POPMAINH, yCTaHOBIEHHBIX
HACTOALIEN cTaThedl. YKa3zaHHbIE MOPAIOK M CTOMMOCTh OKa3aHHUs TaKUX YCIyT pa3MEIIaloTcs ONepaTopoM
CHUCTEMbl MOHMTOPUHIA JABMKEHHS JIEKApPCTBEHHBIX IpENapaToB s MEAWIMHCKOTO NPHUMEHEHHUS Ha caire
CHUCTEMbl MOHHUTOPHHIA JABIJKEHHUS JIEKAPCTBEHHBIX IPENapaToB JUId MEIUIIMHCKOTO IPUMEHEHHUs B
WHPOPMALIMOHHO-TEIEKOMMYHHUKAIMOHHONW ceth "MHTepHeT" M MOJJIe)KaT KOHTPOJIO B COOTBETCTBHU C
aHTMMOHOMONbHbLIM 3aKoHoAAaTelNNbCTBOM Poccuiickoin ®Denepaunu. YKazaHHblE HOPAIOK M CTOUMOCTh
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OKa3aHWsl TaKWX YCIYT JOJDKHBI OBbITh EAMHBIMH JUIS BCEX IJIUII, OOpAIAoIIMXCs 32 OKa3aHHEM YCIYTH B
OTHOIIIEHUHU OJWHAKOBBIX BHJA, 00bEeMa M cocTaBa MpeaocTaBisgieMoil nHpopmarmu. CyObekTtam oOparieHus
JIEKapCTBEHHBIX CPEJCTB 3alpeniaeTcss MPEeJOCTaBIATh W PACIPOCTPAHATh HH(POPMAIMIO, IOIYYECHHYIO B
COOTBETCTBHH C HACTOSIIECH YacThIO.

Hupopmayusn 06 usmenenusix:  Qacmo 10 usmenena ¢ 15 aseycema 2023 2. - @edeparibHbili 3aKOH om 4
aseycma 2023 2. N 474-D3
Cwm. npedbidywyto pedakyuro

10. IIpomsBoguTens JEKapCTBEHHBIX CPEIACTB, JAepiKarenb JHOO BiIaJeNell PEerucTPanrOHHOTO
YIOCTOBEPEHHUS JIEKapCTBEHHOTO TIperapara WiH MPeICTaBUTEIFCTBO HHOCTPAHHOM OpraHU3aIiy, SBISIOIeHCS
JepaTteneM JHOO BIAACNBIEM PETUCTPAlMOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOTO TIperapara, Ha
tepputopun  Poccuiickoit ®enepanuu, 3aperUCTPUPOBAHHBIE B CHCTEME MOHHUTOPWHTA  JIBUKCHHS
JICKapCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO IPUMEHEHHSI U MPEJICTABUBIINE B HEE CBEACHUS O HAHECCHUH
CPEICTB MIACHTU(UKAIMY HA YIIAKOBKU JICKAPCTBCHHBIX MPENapaToB, HapsAAy ¢ WHGpOpMAaIMel, YKa3aHHOH B
YacTn 9.4 HacTOsILeH CTaThH, MOMYYaeT COACPIKAIIYIOCS B CHCTEME MOHUTOPUHTA JIBU)KEHHUS JICKapPCTBEHHBIX
npernaparos 4Jid MEAUIUHCKOI'O MPUMCHCHUSA I/IH(bOpMaHI/IIO OrpaHUYCHHOI'O JOCTYyIIa O CEPUAX U MAPTUAX ITUX
JIEKapCTBEHHBIX NpenapaTroB 0€3B03ME3IHO U BIIPABE OCYIIECTBISITH CAMOCTOSITENBHO WK TTIOpYydYaTh 00paboTKy
Tako WHGOpPMAIMK TOJIBKO B COOCTBEHHBIX HHTepecax. [IpM ATOM JOCTYNm K Takoid HH(OpMAlUW HIIH
pe3yibraTaM ee 00pabOTKM UMEET TOJBKO JaHHBIM CYOBEKT OOpAIleHHUs JIEKAPCTBEHHBIX CPEICTB WM JIMIIO,
KOTOpOMY OH Topydmia oOpaboTky. CocTaB MpemoCTaBIsIEMON B COOTBETCTBHH C HACTOSIICH YacThIO
nHpopmarun onpeaensercs [IpaBurenscTBoMm Poccutickoit Deaeparun.

Undopmayus 06 usmenenusx: Cmamovsa 67 oonoanena uyacmoio 11 ¢ 1 urona 2020 2. - ®edeparibHbIU
3aKOH om 28 oekabps 2017 2. N 425-D3 (8 peoaxyuu DedeparibHO20 3aKoHa om 27 dexabps 2019 2.
N 462-D3)

11. 3a mpoM3BOACTBO WM MPOJIAXKY JIEKAPCTBEHHBIX MPENapaToB I MEIUITUHCKOTO TIpUMEHEHHs 0e3
HaHECeHHS CPENICTB WACHTU(UKAINU, C HAPYIICHHEM YCTAaHOBJIICEHHOTO TOPSJIKa WX HAHECEHWS, a Takke 3a
HECBOEBPEMEHHOE BHECEHHE JAaHHBIX B CHCTEMY MOHUTOPHHTA JBW)KEHHUS JIEKAPCTBEHHBIX MPENapaTroB I
MEIWIIMHCKOTO TPUMEHEHUS WM BHECEHHE B HEE HEIOCTOBEPHBIX JIAHHBIX IOPUAWYECKHE JIMLA H
WHAWBUAyaATbHBIC TMPEINPUHUMATENH, YKazaHHble B 4YacTaxX 4 w® 7 HAcTOSIIeH CTaTbh, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUHU € 3aKOHOAaTeNbCcTBOM Poccuiickoit deneparum.

HUndhopmavus 06 usmenenusx: Cmamovs 67 dononnena yacmoio 12 ¢ 1 ausaps 2018 2. - @edepasibHbIl
3aKoH om 28 dexabps 2017 2. N 425-D3

12. IlpaBurensctBo Poccuiickoit ®enepanun BlpaBe ycTaHOBUTh OCOOEHHOCTM BHEAPECHUSI CUCTEMBI
MOHHMTOpPHHIA JBUKEHMSI JIEKAPCTBEHHBIX IpenapaTroB JUI1 MEIUIMHCKOTO MPUMEHEHUs, BKIOYas CPOKH €€
BHEJPEHUS, B OTHOIICHHWU JIEKAPCTBEHHBIX IPENaparoB JIA MEAUIMHCKOTO NMPHUMEHEHUs, BKIIOYEHHBIX B
nepeyeHb KUZHEHHO HEOOXOAUMBIX M BaKHEHIINX JIEKaPCTBEHHBIX MpENapaToB, JEKapCTBEHHBIX MPENapaTos,
NpeAHa3HA4YeHHBIX JUIi OOecredYeHus JHI, OONBHBIX TeModuined, MyKOBHCUUIO30M, THIIO(HU3aPHBIM
HaHM3MOM, Oone3Hbr0 [omie, 3JI0Ka4YeCTBEHHBIMH HOBOOOpa30BaHWSIMU JUM(OUIHONH, KPOBETBOPHOW W
POIICTBEHHBIX UM TKaHEH, pacCEITHHBIM CKIIEPO30M, JIHII TTOCTIe TPAHCTIIIAHTAINN OPTaHOB U (M) TKaHeH, MHBIX
JIEKapCTBEHHBIX NPENAPATOB I MEAULIUHCKOTO IPUMEHEHUSI.

I'APAHT: CM. KOMMEHTapuK k cratbe 67 HacTosmero deaepaaTbHOTO 3aKOHA

Hupopmayus 06 usmenenusx: DedepasibHbIM 3aKOHOM om 25 nosops 2013 2. N 317-@3 nacmoswuil
Dedepanvhblil 3aK0H 00NoHEeH 2nasou 14.1

I'naBa 14.1. Orpanuyenusi, HajlaraeMblie Ha OPraHM3aLMU, OCYLIECTBJ/ISIIOLINE 1eSITeIbHOCTD 110
00pAaIIeHHIO JIeKAPCTBEHHBIX CPE/ICTB

CraTtbsa 67.1. Orpanndenusi, HajaraeMele TIPH OCYIIECTBICHHN MIEATEIBHOCTH B cdepe obparneHus
JIEKapCTBEHHBIX CPEICTB

1. Opranusaiiu, 3aHIMAOIIHECs pa3pabOTKOMN, IPOU3BOACTBOM H (MITH) pean3alueii TIeKapCTBEHHBIX
MPEnapaToB Uil MEIMIIMHCKOrO MPUMEHCHHUS, OpraHW3alliH, OO0JaJarollke MpaBaMH Ha HCIOJIb30BaHHE
TOPTrOBOr0 HANMECHOBAHUS JIEKAPCTBECHHOTO Mpernapara Jjsi MEAUIUHCKOTO MPUMEHEHHUS, OPraHU3al[MU OMTOBOM
TOPTOBIIH JIEKAPCTBCHHBIMU CPEJICTBAMHU, ANTEUHBbIC OpPraHU3alud (WX MPEJCTABUTEIH, WHbIC (U3NYECKUE U
FOPUIUYECKUE JIMIA, OCYIIECTBISIONINE CBOIO AEATEIBHOCTh OT MMEHH JTHX OPraHHW3alldii) B OTHOIICHUH
MEJIMIIMHCKUX PAOOTHUKOB U PYKOBOJIUTEINICH MEIUITMHCKUX OPTaHU3allMi HE BIIPaBe:
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1) Bpy4arh moOJapKW, BHIJIAYMBATH JCHEXHBIE CPENCTBA (32 HMCKIIOYEHHWEM BO3HATPAXKACHUH I10
JIOTOBOpAaM TIPH TMPOBEJACHUH KIMHUYECKUX HCCIEJOBAHWN JIEKAPCTBEHHBIX MPEMapaTtoB IS MEIUIIMHCKOTO
IIPUMEHEHUS], BOHATPaXKACHUH, CBA3aHHBIX C OCYILECTBICHUEM MEIUIUHCKUM pPaOOTHUKOM I1€AarOrudecKoi u
(M) HaydHOW AEATENBHOCTH), B TOM YHMCIIE OIUIAYMBATh Pa3BICUEHUS, OTIBIX, IPOE3]l K MECTY OTAbIXa, a
TaKKe IPUBJIEKATh K YYACTHIO B Pa3BJICKATEIbHBIX MEPONPHUATHAX, IPOBOANMBIX 32 CUET CBOMX CPEJICTB;

2) 3aKJII0YaTh COIVIAIIEHHS O HA3HAYCHWU WM PEKOMEHIAMU MalleHTaM JEKapCTBEHHBIX MPENnapaToB
UL MEIUIMHCKOTO MPHUMEHEHUS (32 MCKIIOYEHHEM JIOTOBOPOB O MPOBEICHHUU KIMHUYECKUX HCCICIOBAHHUM
JIEKapCTBEHHBIX MPEnapaToB Uil MEAUIMHCKOTO IPUMEHEHHS);

3) mpenocTaBiATh OOpa3lbl JEKAPCTBEHHBIX NPENapaToB A MEIUIMHCKOTO NMPHUMEHEHHS B ILIEISIX
BpYUYEHMs MalMeHTaM (32 MCKIIOYEHHEM CIy4yaeB, CBSI3aHHBIX C MPOBEJEHUEM KIMHUYECKUX HCCIEIOBAHUN
JIEKapCTBEHHBIX MPEenapaToB /Il MEAUIIMHCKOTO IPUMEHEHN );

4) npemocTaBIATh HEJOCTOBEPHYIO U (MJIM) HETOJNHYI0 MHQOPMAIMIO O JIEKAPCTBEHHBIX Tpernaparax
U MEWIIMHCKOTO IPUMEHEHNS;

5) mocemare WX B pabodee BpeMs Ha pabodYMxX MecTax, 3a HCKIIOYCHHEM CIIy9YaeB, CBSI3aHHBIX C
IIPOBEEHHEM KIMHUYECKUX HMCCIEJOBAHUN JIEKapCTBEHHBIX MPEMNapaToB Ui MEIULHMHCKOIO INPUMEHEHUS, C
ydyacTHeM B TIOpAIKE, YCTAaHOBJIEHHOM pPYKOBOIMTEJIEM MEAWLMHCKON OpraHu3anuu, B COOpaHHsIX
MEAUIMHCKUX PaOOTHUKOB M HMHBIX MEPONPHSTUSAX, HANPABICHHBIX HAa IMOBBIMIEHHE UX NPO(ecCHOHAIHLHOTO
YPOBHS WJIM Ha NpEeAOCTaBIeHUE HH(OPMALUK, CBS3aHHOM C OCYLIECTBICHHEM MOHUTOPUHIA 0€30IacHOCTH
JIEKapCTBEHHBIX IPENapaToB;

6) moOyXIaTb K BBINMCBIBAHHIO JICKAPCTBEHHBIX IPENAapaToB Uil MEIUIMHCKOTO MPUMEHEHHUS Ha
OnaHKax, copepKaux HHPOPMALUIO PEKIAMHOTO XapaKTepa, a TAKKe Ha PelenTyPHbIX OJlaHKax, Ha KOTOPBIX
3apaHee Hare4yaTaHO HaMMEHOBaHHE JIEKapCTBEHHOTO Ipenapara i MEAUIUHCKOro IPUMEHEHUS.

2. Opranu3zaiuu, ykasaHHele B ab3ale nepBoM YacTu 1 HacTOsIIEH CTaTbu, U MX MPEACTABUTENN B
OTHOUICHWH (papMaleBTHYECKUX PAOOTHUKOB U PYKOBOJUTENEH anTeUHbIX OpraHu3aluii He BIIpaBe:

1) BpyuyaTh MOAApKH, BBHIIJIAYMBATH JCHEKHBIE CPEACTBAa, B TOM YHCIE OIJIAYMBATH DPa3BICUCHHA,
OT[IBIX, POE3] K MECTY OT/IbIXa, M MIPHUBIIEKATh K YUYACTHIO B Pa3BJIEKATEIHHBIX MEPOIIPUATHSAXK, TPOBOJAUMBIX 32
CUET CBOMX CPEJICTB;

2) npemocTaBiATh OOpasLbl JIEKAPCTBEHHBIX MPENapaToB A MEIULUHCKOIO IPUMEHEHHS [UIs
BPYUCHUS HACENICHHUIO;

3) 3aKI09aTh COTMAIICHUS O HPEATIOKECHUN HACEICHUIO ONpENeeHHBIX JIEKAPCTBEHHBIX MpPENnapaToB
IUI1 MEJULMHCKOTO TIPUMEHECHHUS;

4) mpenocTaBIATh HEJOCTOBEPHYIO U (MIJIM) HEMOJIHYI0 MH(QOPMAIMIO O JIEKapCTBEHHBIX Mpernaparax
JUIS MEAULUHCKOTO MPUMEHEHUs, B TOM YHCJIE MUMEIOIIHX OAMHAKOBOE MEXIYyHApOJHOE HENMaTEHTOBAaHHOE
HauMEHOBaHUE.

T'APAHT: CMm. KOMMeHTapuu k cratee 67.1 Hacrosmero denepalbHOro 3aKOHA

Cratba 67.2. TpeboBaHUs K OpraHU3alMd W TPOBEACHUIO HAYYHBIX MEPONPHITHN, HHBIX
MepOHpHHTHﬁ, HaIllpaBJICHHBIX Ha IMOBBIIICHUEC HpO(beCCI/IOHaJ'H)HOI‘O YPOBHA MCOUIIMHCKHX
pabOTHHUKOB WJIH Ha TMPEIOCTaBIeHHe WHGOPMAIIHH, CBI3aHHOW C OCYIIECTBICHUEM
MOHHTOPHHTA 6€30IIaCHOCTH JIEKaPCTBEHHEBIX MIPENapaToB

1. Ilpu mpoBemeHWM HAYYHBIX MEPONPHUATHIA, MHBIX MEPONPHUATHI, HANpPaBICHHBIX Ha MOBBIIICHHE
MPOPECCHOHATFHOTO  YPOBHS ~ MEIUIIMHCKMX pPaOOTHUKOB WM HAa TMPEJAOCTaBICHUE CBSI3aHHOM ¢
OCYIIECTBJICHHEM MOHHUTOPUHIa O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTtoB HHGOPMAIIMH, OPTraHWU3yeMbIX
OpraHu3alusIMHM, yKa3aHHbIMH B ab3aue nepBom vactu 1 ctaten 67.1 Hacrosimiero denepaabHOro 3aKOHa,
UX TPEeACTAaBUTENIAMH U (W) (QUHAHCHPYEMBIX 3a CUET CPEICTB 3THUX OPraHU3alUil U WX MPEICTaBUTEINEH,
3ampenaeTcs PersTCTBOBATh YYACTHIO B YKa3aHHBIX MEPOIPHATHIX WHBIX OPraHU3alni, KOTOPbIE POU3BOIST
WIH PEaTM3yIOT JICKAPCTBEHHBIC MpenapaThl s METUIIMHCKOTO MPUMEHEHHS CO CXOXKHM MEXaHU3MOM
(hapMaKoJIOTHYECKOTO JCUCTBHSI, JTUOO CO3/aBaTh TUCKPUMHHAIHOHHBIC YCIOBHUS JJIsi OJHUX YYACTHUKOB IO
CPaBHEHHUIO C IPYTUMH YYaCTHUKAMH, & UMCHHO:

1) mpenocTaBiasATh pa3lNUYHOE KOJIMYECTBO BPEMEHH JJI BBICTYIUIEHHH YYaCTHHKOB, Pa3iIHYHBIE I10
pa3Mepy 3aHMMaeMOM IUIOLIAM MeCTa Ui JEMOHCTpAlMd OOpa3loB JICKAPCTBEHHBIX IPENapaToB Juis
MCOUIUHCKOI'O MPUMEHCHUA WJIN PCKIAMHBIX MAaTCPUAJIOB O JICKAPCTBCHHBLIX IIp€riaparax Ijid MEIAUIMUHCKOI'O
MPUMEHEHNST Ha DKCIIO3UIMAX, CTEHAAX, 34 WMCKIIYEHHEM CIydaeB, €CIIH TaKWe YCIOBHS 3aKPEIUIEHBI B
COTJIAIIICHUSX JTHX OpPTaHM3alMid, WX TNpeACTaBUTeNeld O (UHAHCHPOBAHMM YKa3aHHBIX MEPONPHUATHH U
00YCIIOBJIEHBI Pa3INYHBIMU 3aTPATAMH YUYACTHHUKOB HA UX OPTaHU3AIHIO;

2) ycTaHaBIMBATh pa3Mep B3HOCA Ul YYaCTHHKOB MEPONPHSTHH, YyKa3aHHBIX B ab3ale MepBOM
HACTOSIIEH YacTH, MPEBBIMAONIMNA CYMMY 3aTpaT Ha OPraHM3aIHI0 YKA3aHHBIX MEPONPHATHH M BEAYIIHH K
HEOOOCHOBAHHOMY OIPaHUYEHHIO YHCIIA UX YYACTHUKOB.
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2. Opraumzanuy, ykazanueie B ab3aile nepsom yactm 1 ctateu 67.1 macrosmero ®demepaibHOTO
3aKOHA, WX TPEACTaBUTENH, OCYIIECTBIIIOIINE OpTaHu3anuio U (Win) (UHAHCHPOBAHWE MEPONPHUSITHH,
yKa3aHHBIX B YaCTW 1 HacToslIel cTaThd, 00s3aHBI 00€CIeYMBATh JAOCTYIl K MH(OPMAIMH O JdaTe, MECTe H
BpPEMEHH MTPOBEJCHHS YKAa3aHHBIX MEPOIIPHUATHIA, TUIaHAX, IPOTPaAMMaXx IPOBEICHUS YKa3aHHBIX MEPOTPUATHI U
TeMaX, TUIAHUPYEeMBIX I PACCMOTPEHHUsS, COCTaBe WX YYACTHHKOB MyTEM pa3MENICHHS COOTBETCTBYIOIICH
nH(pOpMaIM Ha CBOWMX OQUIMANBHBIX caliTax B ceTH "MHTepHeT" He Mo3qHee ABYX MECAIEB J0 Hadaia
MPOBEACHUS YKa3aHHBIX MEPOIPUSITHIH.

3. Uudopmaiust 0 MpOBEJACHHH MEPOMPHUSITHIN, YKa3aHHBIX B YacTW 1 HacTosieil cTaThH, B CpPOK,
YCTAHOBJICHHBIA YaCTbl0 2 HacToslleld CTaThH, OO/DKHA OBITh HampaBiieHa B (erepanbHBIl  OpraH
HCTIOJTHUTEIILHON BJIACTH, OCYIIECTBIISIOMUN (DYHKIIUU MO KOHTPOJIO M HAI30py B cdepe 3ApaBOOXpaHCHUS,
JUTSL TTOCIICAYIONIETO pa3MeEIleHus €€ Ha O(DUIIMAIBHOM caiTe 3TOro opraHa B ceT "UHtepHer".

T'APAHT: CMm. KOMMeHTapuK k cratbe 67.2 Hactosmero denepalbHOro 3aK0OHA

I'naBa 15. OTBeTCTBEHHOCTH 32 HApPYLIEeHHe 3aK0HOAaTebcTBA Poccuiickoii @enepanuu npu
o0palieHuN JIeKapCTBEHHBIX CPEJICTB M BO3MellleHHe BpPeia, MPUYMHEHHOT0 3I0POBBIO IPAKIAAH
BCJIE/ICTBHE MPUMEHEHHS JIEKAPCTBEHHBIX MPenapaToB

Undopmayus 06 uzmenenusx:  DedeparibHbIM 3aKOHOM om 22 oexabps 2014 2. N 429-D3 ¢ cmambio 68
Hacmosiueco PedepanvbHoco 3aKoHA 8HeCeHbl UsMeHenus, ecmynarouwjue 8 cusny c 1 uronsa 2015 a.
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratba 68. OtTBeTcTBEHHOCTH 3a HapyIICHHE 3aKOHOAATENbCTBa Poccuiickoit MDemepanuu Tpu
oOparieHnn JIeKapCTBEHHBIX CPEIICTB
1. Hapymenwne 3akoHomarensctBa Poccuiickoit @enepanun mpu oOparieHNuH JICKapCTBEHHBIX CPEICTB
BJICUET 3a COOOM OTBETCTBEHHOCTH B COOTBETCTBUH C 3aKOHOL4ATENbCTBOM Poccwmiickoit denepanum.

Huopmayusa 06 uzmenenusx: Yacmoe 2 usmenena ¢ 15 wions 2018 2. - ®edeparibHbIl 3aKOH om 4 utons
2018 2. N 140-D3
Cwm. npedbidywyro pedakyuro

2. 3a HempejAcCTaBIeHHWE WM HECBOEBPEMEHHOE TpeicTaBleHne WHpopMamud U (MIM) JOKYMEHTOB
m0o TpeAcTaBIeHHE HEIOCTOBEPHBIX HHQOpManmuyd W (WIH) JTOKYMEHTOB, NMPETYCMOTPEHHBIX HACTOSIIAM
QdenepanbHBIM 3aKOHOM, CYOBEKTHI OOpAaIeHHs] JIEKAPCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHH C 3aKOHOJAaTeNbcTBOM Poccuiickoit denepanuu.

T"'APAHT: CM. KOMMEHTapuu k cratbe 68 Hactosiiero depepanbHOro 3aKOHA

Cratba 69. BosmenieHue Bpena, MPUYMHEHHOTO 3[0POBBI0 TPAaXKIAaH BCICACTBUE NMPUMCHEHHUS
JIEKAPCTBEHHBIX [IPENapaToB

1. lpousBoauTenb JekapCTBEHHOIO npenapata o0s3aH BO3MECTUTH BpEl, NPUYMHEHHBIH
3I0POBbIO TPAXAAH BCIEACTBUE IIPUMEHEHHS JIEKAPCTBEHHOT' O IIPEIapara, €Clii JOKa3aHo, YTo:

1) nexapcTBEeHHBIH mpemapaT MPUMEHSJICS MO Ha3HAYEHUIO B COOTBETCTBUM C HHCTPYKIUEH IO
NPUMEHEHHUIO JIEKAPCTBEHHOTO TMperapata W TPUYMHONW Bpeda SIBHICS BBOJ B TPaKIAHCKUH 00OpOT
HenobpokayeCcTBEHHOrO NekapCTBEHHOro NpenaparTa;

2) Bpe[l 30pOBBIO MPUYUHEH BCIICACTBUE HEAOCTOBEPHON MH(OpMAIIHH, COIEpIKAIIEIHCS B MHCTPYKIUH
10 IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIpenapara, U3JaHHOW TPOU3BOAUTEIIEM JIEKAPCTBEHHOIO IIpenapara.

Hupopmayus 06 usmenenusix:  Yacme 2 usmenena ¢ 1 cenmsabps 2024 2. - @edepasibHbll 3aKOH om 8
aseycma 2024 2. N 323-D3
Cwm. npedbidywyto pedakyuro

2. B ciywae, ecnu Bpen 370pOBBIO TPakIaH NMPUYWHEH BCIEACTBHE MPUMEHEHHsS JIEKapCTBEHHOTO
npenapara, IpUIIEAIIEro B HErOJHOCTh B PE3YJIbTATE€ HAPYLIEHUs NMPABUJI XPAaHEHUS JIEKAPCTBEHHBIX CPENCTB,
MpaBUJI ONTOBOM TOProBIM JIEKAPCTBEHHBIMHU IMperapaTamu, MpPaBUJl OTIIYCKa JICKAPCTBEHHBIX MPENapaToB,
NpaBUJ H3COTOBIEHUA M OTIYCKa JIEKApCTBEHHBIX IMPENapaToB, BO3MEIICHHE Bpela OCYIIECTBIACTCA
COOTBETCTBEHHO OpraHU3aldeld ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMHU CPEICTBAMHU, allTEYHOW OpraHU3aLMEH,
VHAVBUIYAILHBIM TPEANPHHAMATENIEM, UMEIOIIUMHU JIMIEH3UI0 Ha (hapMaleBTUYECKYIO esATeNbHOCTh WIIH
JUIEH3UI0 Ha MEIUIUHCKYI0 JesITeIbHOCTh, MEAWIMHCKON OpraHusalyeld, HWMEINEH IHUIEH3UI0 Ha
(hapMareBTHUECKYI0 JesTEeTbHOCTh (€€ 000COOJICHHBIM MOAPA3JCICHUEM, PACIONOXKEHHBIM B CEIbCKOM
HACEJICHHOM MYHKTE, B KOTOPOM OTCYTCTBYET alTeyHas OpraHu3alysi), JOMYCTHBIIUMH MPOAAXKY HIIH OTITYCK
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TaKOT0 JIEKAapCTBEHHOTO TIperapara.

3. Bo3memenue Bpeaa, MPUUYUNHEHHOTO 30POBBIO TPAKIAH BCIICICTBHE NMPUMEHEHHUS JIEKAPCTBEHHBIX
[penapaToB WM COBEPINEHMs IPOTHBONPABHEIX meiicTBHil CyObekTamm obpalleHus neKkapCTBEHHbIX
CpeACTB, OCYLIECTBIISIETCS. B COOTBETCTBUU € 3aKOHO4aTeNbCTBOM Poccuiickoit denepannu.

I'APAHT: CM. KOMMEHTapuK k cratbe 69 HacTosmero deaepanTbHOTO 3aKOHA

I'maBa 16. 3ak1r0unTe/IbHLIE OJI0KEHUS

Cratba 70. O mpu3HaHWW YTPATHBIIUMH CHJIy OTACIBHBIX 3aKOHOJATENBHBIX AKTOB (TIOJOXKEHHMA

3aKOHOJIaTENBHEIX akToB) Poccuiickoit ®eneparyn

[Ipu3HaTh yTpaTUBIINMU CHITY:

1) ®egeparnbHbli 3akoH ot 22 urons 1998 roga N 86-®@3 "O nekapctBeHnbix cpeactsax” (Cobpanue
3akoHoaTenbeTBa Poccutickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®epepanbHbI 3aKoH ot 2 saBapst 2000 rona N 5-O3 "O BHeCeHMU W3MECHEHHMS M JIOTIOJHEHHUN B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpenctBax” (CobpaHue 3akoHomaTeNbCTBa Poccuiickoit Deneparnmu,
2000, N 2, ct. 126);

3) ctaTtbto 40 deaepanbroro 3akoHa ot 10 suBaps 2003 roxa N 15-®3 "O BHeceHUM HU3MEHEHHUU U
JIONOJIHEHUH B HEKOTOphIE 3aKoHOJaTelibHble akThl Poccuiickoit @enepauuu B CBS3UM C MNPUHITHEM
OenepanpHOro 3akoHa "O JTUIEH3UPOBAHUU OTACITHHBIX BHAOB nesrenbHOCTH (CoOpaHHMe 3aKOHOMATEIhCTBA
Poccutickoit @eneparun, 2003, N 2, cT. 167);

4) ctatbio 31 denepanbroro 3akona ot 30 uioHs 2003 roma N 86-03 "O BHeceHHHM M3MECHEHHH W
JIOTIOJTHEHUI B HEKOTOpbIe 3aKOHOAATeIbHbIE akThl Poccuiickoit denepannu, NpU3HAHUU YTPATUBIIUMHE CHITY
OTJICNBHBIX 3aKOHOJATEeNbHBIX aKkToB Poccuiickoit denepanuu, NpenOCTaBICHHH OTICIBHBIX TapaHTHN
COTPYJHHKAM OPraHOB BHYTPEHHHUX JEJl, OPTaHOB IO KOHTPOJIIO 32 OOOPOTOM HApKOTUYECKHX CPEACTB U
IICUXOTPOIHBIX BEINECTB W YOPa3THAEMbIX (elepalibHbIX OpPraHOB HAJOTOBOM TIOJWIIMA B CBSI3U C
OCYILECTBIICHUEM Mep M0 COBEPLICHCTBOBAHHIO rOCyJapcTBeHHOr0 yipasieHus" (CoOpaHue 3aKOHOAaTeLCTBA
Poccuiickoit @enepanuu, 2003, N 27, ct. 2700);

5) ctatbto 101 denepansroro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHHH U3MEHEHUH B
3aKOHOJATENbHbIE aKThl Poccuiickoil @enepauuu W OPU3HAHUM  YTPATUBLIMMHU CHJIy HEKOTOPBIX
3aKOHOJIATEIBHBIX aKTOB Poccmiickoit Denepannu B CBI3U ¢ MpUHATHEM (penepaibHBIX 3aKOHOB "O BHECCHHH
M3MEHEHU U momnojHeHud B DenepanbHbId 3akoH "OO OOMMX NPWHIMITAX OPTaHU3aIdN 3aKOHOAATEILHBIX
(mpencTaBUTENBHBIX) W HUCHOJIHHUTENIBHBIX OPraHOB TOCYIAApCTBEHHON BIacTH CcyOBekToB Poccuiickoit
Oenepanun” n "OO OOMKMX MPUHIMITAX OpPTraHU3AIMH MECTHOTO camoympasienus B Poccuiickoit deneparun”
(CoOpanue 3akoHOnaTensCTBa Poccuiickoii @enepanuu, 2004, N 35, ct. 3607);

6) ctatbio 28 denepansHOro 3akona ot 18 nexabps 2006 roga N 231-®3 "O BBeneHuu B ACHCTBHE
yacty yetBepToii [ pasxkganckoro konexca Poccuiickoit @eaepaunn" (Codpanue 3akoHonaTenbcTBa Poccuiickoit
®enepanuu, 2006, N 52, ct. 5497).

T'APAHT: Cm. KOMMeHTapuu k cratbe 70 Hactosiiero depepanibHOro 3aKOHA

Cratbsa 71. Beryuienue B cuity Hacrosiiero denepanbHOro 3aKoHa

1. Hacrosmmii ®enepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 ceHtsops 2010 roza.

2. JlexapCTBEHHBIE CpEACTBA, 3aperMCTPUPOBAHHBIE O JHA BCTYIUIEHHS B CHJIy HAacTOSIIEro
®denepallbHOIO 3aKOHA, IOJUIEXKAT BKIIOUEHHMIO B TOCYAAapCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEICTB C
BHECEHHEM YKa3aHHbIX B 4YacTu 1 crtaten 33 Hactosmero demepalbHOro 3akOHA CBEACHHH 00 3THUX
JIEKapCTBEHHBIX CpEACTBaxX 0e3 TPOXOXKIEHHS BHOBb TNPOIEIyphl TOCYAAPCTBEHHON pErHCTpariu
JIEKapCTBEHHBIX MPENapaToB.

Hupopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 11 oxkmsabps 2010 2. N 271-@3 ¢ uacme 3
cmamou 71 nacmoswezo Pedepanbio2o 3aK0HA 6HECeHbl USMEHEHU
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3. T'ocynmapcTBeHHas pervCTpalys JICKAPCTBEHHBIX IPENapaToB, 3a HCKIIOUECHUEM JIEKAPCTBEHHBIX
MIperapaToB UIsi MEIWIIUHCKOTO TPUMEHEHHs, MPEICTABICHHBIX Ha YKa3aHHYI0 PErucTpanvio 10 JHA
BCTyIUIEHUSI B cuily HacTosmiero denepanbHOrO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBHU C HACTOSIIMM
®denepaTbHBIM 3aKOHOM Ha OCHOBAaHWH JIOKYMEHTOB U JIaHHBIX, MPEJICTABICHHBIX 10 JHS BCTYIUICHHUS B CHITY
HacTosmlero dexpepanbHOTO 3aKOHA.

Hugpopmayus 06 usmenenusx: DPedeparibHbIM 3aKOHOM om 29 wnosops 2010 2. N 313-D3 uacme 3.1
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cmamou 71 nacmosawezo @edepanvio2o 3aKoHA U3N0AHCEHA 8 HOBOU pedaKkyuuy, 8Cmynarouiel 8 cusy co ous
oguyuanbHo2o onybruKkoeaHus nazsannozo DedepanrbHo2o 3akona u PACHPOCMPaHSOWElCS wna
npasoomuouwienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3.1. TocymapcTBeHHasi perucTpauys JEKapCTBEHHBIX IPENapaToB A MEAUIMHCKOTO MPUMEHEHHS,
MPEACTABICHHBIX HA TOCYAapCTBEHHYIO PETUCTPALMIO 10 JHS BCTYIUIEHUS B cuily Hactosiuiero denepaibHOro
3aKOHA, M TOCYJapCTBEHHAs pPETHCTpalys JEKapCTBEHHBIX MpPEnaparoB JUIsl MEIUIMHCKOTO IpPHUMEHEHMS,
MIPEJICTABIEHHBIX Ha SKCIEPTH3Y JEKapCTBEHHBIX CPEACTB 1O JHS BCTYMNNIEHWSA B CUIY HacTOSIIErOo
@denepabHOTO 3aKOHA B ILENSAX HX MOCIEAYIONIEH TOCyIapCTBEHHOW pPETHUCTpAIUH, OCYIIECTBISIOTCS Ha
OCHOBaHHMM JOKYMEHTOB U JIaHHBIX, NPEICTaBICHHBIX /0 HS BCTYIUIEHHUA B cHily HacTosmero denepanbHoro
3aKOHA, a TaKXKe 3asBJICHUS O TOCYJapCTBEHHOW PETrMCTpalldyl JIEKApCTBEHHOIO IMperapara, MpeacTaBIeHHOr0
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX MPENapaToB WK YIOIHOMOYEHHBIM UM JIUIIOM B COOTBETCTBHHU C HACTOSIINUM
denepabHBIM 3aKOHOM B YIIOJHOMOYEHHBIN (ellepanbHblii OpraH HCIOJIHUTENBHON BiacTH g0 | mapra
2011 roma, 6e3 TpeOOBaHUS YIUIATHI TOCYAAPCTBEHHOHM TONUIMHBI, IPEIyCMOTPEHHOW 3aKOHO4ATESIbCTBOM
Poccutickoit @eneparnu o Hajorax u coopax.

Undopmayus 06 uzmenenuax: DedeparibHbiM 3aKkoHOM om 29 noaopa 2010 2. N 313-@3 uacme 3.2
cmamou 71 nacmosawezo @edepanvio2o 3aKoHA U3N0AHCEHA 8 HOBOU pedaKyuuy, 8Cmynaroulel 8 cusly co ous
oguyuanbHo20 onybnukoeaHus nazsannozo DedepanrbHo2o 3akona u PACHPOCMPaHSOWElCsS wna
npasoomuowienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3.2. [lonTBepKaeHNE TOCYAAPCTBEHHON PETUCTPAIIMU JIEKAPCTBEHHBIX IIPEIapaToB s MEIUIIMHCKOTO
MIPUMEHEHUS], TIPEJICTABICHHBIX IS TOATBEPKACHUS TOCYIApCTBEHHON PETUCTPaldu N0 AHsS BCTYMIEHUSA B
cuny nHacrosero deneparbHOrO 3aKOHA, W MOJATBEPKIACHUE TOCYIAPCTBEHHONW PETUCTPAIIUH JIEKAPCTBEHHBIX
MIperapaToB JJisi MEAUIMHCKOTO MPUMEHEHUs, TPEACTABICHHBIX HA 3KCIEPTH3Y JICKAPCTBEHHBIX CPEACTB JIO
JIHS BCTYIUICHUS B cuily Hacrosiero denepanbHOro 3akOHAa B IIENIAX IMOCIEAYIONICTO MOITBEPKICHHUS UX
FOCYILapCTBeHHOI‘/'I peructpanuu, OCymeCTBIIAIOTCA Ha OCHOBAHUN JOKYMEHTOB U JAHHBIX, NPCACTABIICHHBIX OO
AHA BCTYIUICHHMA B CHIIY HACTOAIICTO (-DCI[epaJH)HOFO 3aKOHa, a TaKXE 3adBJICHUA O IOATBCPKIACHUN
rOCYJapCTBEHHONW  pEerucTpalid  JIGKapCTBEHHOTO  MperapaTa, MPEJCTaBICHHOTO  MPOWU3BOAUTEIEM
JICKaPCTBCHHLBIX IIpE€riapaToB WM YIIOJIHOMOYCHHBIM UM JIMIIOM B COOTBETCTBHUHU C HACTOAIIHUM (Dezxepam)HLIM
3aKOHOM B YITOJITHOMOYCHHBIN (efepanbHBIi OpraH HCIONHUTETRHOW Biacth mo 1 mapra 2011 roma, Ges
TpeOOBaHMS YIUIAThl TOCYAAPCTBEHHOHN ITONUIMHBI, TPEIyCMOTPEHHOW 3aKOHOO4ATeNnbCTBOM Poccwuiickoi
®deneparny 0 HaJIorax B cOopax.

Hnpopmayus 06 uzmenenuax: PDedeparibHbIM 3aKOHOM om 29 nosbops 2010 2. N 313-@3 wacms 3.3
cmambou 71 nacmoswezo PedepaibHo20 3aKOHA UBI0HCEHA 8 HOBOU peoakyuu, 8CMyrnarouel 8 cusy co Ous
oguyuanbHo2o onybnukoeaHus naszsannozo DedepanrvHo2o 3akona u PACHPOCMPAaHSOWEUCS wHa
npasoomuowienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

3.3. IlpunsiTHE pelieHrs 0 BHECEHHH M3MEHEHUH B JIOKYMEHTHI, COJEPIKAINecs B PEerHCTPAIIMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar A1 MEAULMHCKOTO IPUMEHEHHS U NIPEICTaBICHHBIE
0 IHA BCTYMMeHua B cuny Hactosmero denepanbHOro 3akoHa, M MPUHATHE PELIEHHS O BHECEHUH
W3MEHEHUI B JOKYMEHTBHI, COJAEp)Kallhecs B PETUCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar JUIsi MEIUIIUHCKOTO IPUMEHEHNUS U MPeJICTaBIeHHbIE Ha SKCIIEPTU3Y JIEKapCTBEHHBIX
CPEICTB JO0 IHS BCTYIUIEHHS B CHIIy HacTosmero deaepajibHOrO 3aKOHA, OCYLIECTBISIOTCS Ha OCHOBAHUU
JOKYMEHTOB ¥ JaHHBIX, MPEJICTABICHHBIX O JHS BCTYIUIEHHUS B CHIly Hactosiiero denepaibHOro 3akoHa, a
TaK)KE 3adBJICHUS O BHECEHMH W3MEHEHHH B JOKYMEHTBI, COJEp)alluecsi B PErncTPallOHHOM JOChe Ha
3apETHCTPUPOBAHHBIA JIGKAPCTBEHHBIN TMpemapaT Ui MEAWIUHCKOTO MPHUMEHEHHs, MpPeACTaBIEHHOTO
MIPOM3BOIUTETIEM JIEKAPCTBEHHBIX TPENapaToB MM YIIOITHOMOYEHHBIM UM JIUIIOM B COOTBETCTBHH C HACTOSIIINM
@denepanbHBIM 3aKOHOM B YIIOJTHOMOYEHHBIN (heJepanbHbIii OpraH HCIIONHATENBHON Biacth mo 1 mapra
2011 roma, 6e3 TpeOGoBaHUS YIUIATHI TOCYNAapPCTBEHHOW MOILIMHEI, MPEIyCMOTPEHHOW 38KOHO4ATENbCTBOM
Poccwiickoit ®eneparuu o Hasmorax u coopax.

Hnpopmayus 06 uzmenenuax: DedeparibHbIM 3aKoOHOM om 29 nosbpsa 2010 2. N 313-D3 uyacme 3.4
cmamou 71 nacmoswe2o Pedepanbho2o 3aK0HA UZN0NCEHA 8 HOBOU pedaKyuu, 8CMYrnarowel 8 cusy co ous
ohuyuanbHo20 onybnukogaHus naseannoco Dedepanvoeo 3akona u PACPOCMpPaHSOWelcs Ha
npasoomuouwienus, eosnuxwue ¢ 1 cenmaops 2010 2.

Cm. mekcm 4yacmu 8 npeobidywel pedakyuu

34. Bbmaqa paspemeHHﬁ Ha MPOBCACHUC KIIMHUYCCKUX I/ICCJ'IC,[[OBEIHI/Iﬁ JICKAPCTBCHHLIX IIPCIapaToB
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e MEOAWLOUHCKOI'O IIPUMCHCHHA 110 3adBJICHUAM, IIOJAHHBIM 0 OHA BCTYIUICHUA B CHIIY HACTOAIICTO
CDe)Iepaanoro 3aKOHa, a TAaKXC IO 3asaBJIICHUAM, IIOJAaHHBIM IIOCJIC IHS BCTyI'IJ'IeHI/IFI B CI/Iﬂy HaACTOMALICTO
@denepabHOIO 3aKOHA HAa OCHOBAaHUM OKCIEPTHU3, IPOBEICHHBIX 10 AHA BCTYIUIEHHS B CHJIY HAcTOSIIETO
denepabHOrO 3aKOHA, OCYIIECTBIISCTCS B COOTBETCTBUH C HacTOAMM DenepanbHbIM 3aKOHOM Ha OCHOBAaHUH
JOKYMEHTOB M JaHHBIX, IPEICTABICHHBIX WM MOJIYYEHHBIX IO MAHSA BCTYIUIGHHUS B CHJIY HACTOSILETO
denepasbHOIO 3aKOHA, a TAaKK€ Ha OCHOBAHMM KONHMU IPENBAPUTENIFHOIO JIOTOBOpa 00S3aTEIbHOTO
CTpaxOBaHUA YKU3HU, 3[0pPOBbsl NAIMEHTOB, YYacCTBYIOUIMX B KIMHMYECKOM HCCIEIOBAaHUM JIEKAPCTBEHHOIO
mpenapaTta A MEAMLMHCKOIO MPHUMEHEHHUS, WIM KOIWHU JOroBopa 00s3aTeNbHOrO CTPaxOBaHMS >KU3HH,
3I0pOBBSl TALIMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCJIEJJOBAHUU JIEKAPCTBEHHOTO TMpemnapaTta Jyid
MCIUIUMHCKOI0 IIPUMCHCHUA, 100 HpeﬂCTaBHeHHOﬁ KOImunu A0TroBopa 00513aTENBHOTO CTpaxoBaHH,
3aKJIIOUCHHOI'0 B COOTBETCTBMU C THUIIOBBIMH IIpaBUJIaMU 00513aTeJIBHOTO CTpaxoBaHHuid, C YKasaHUEM
npez[eanof/i YHUCJICHHOCTH MAalUCHTOB, YYAaCTBYIOHIUX B KIMHHYECKOM MCCICAOBAHHNU JICKAPCTBECHHOI'O
nperapara M MCIUIUHCKOIO IPUMCHCHUA, oes3 Tpe6OBaHI/I$I YI1aThl FOCYI[apCTBeHHOﬁ TTOIIJINHBI,
IpeyCcMOTpEeHHOI 3aKoHoAaTernbCTBOM Poccuiickoit @eaepariu o Hajorax u coopax.

Hupopmayus 06 usmenenusx: DedeparibHbIM 3aKOHOM om 11 oxmsabps 2010 2. N 271-®@3 cmamoes 71
Hacmosiye2o PedepanbHo20 3aKOHA OONOIHEHA Yacmovio 3.5

3.5. 3aperucTpupoBaHHBIE B HWHOCTPAaHHOW BaiOTe A0 JHS BCTYMNJIEHWUSA B CUIY HACTOSIIETO
®denepadbHOTO 3aKOHA TPEACTbHBIC OTITYCKHBIE IICHBI WHOCTPAHHBIX IPOM3BOJMTENICH HA JICKApCTBCHHBIC
IIperaparsl, BKIIOYEHHBIE B TIEPEYEeHb KN3HEHHO HEOOXOAMMBIX M BaXHEWIINX JIEKAPCTBEHHBIX MPENapaToB,
moajiexxat mepecuery B pybmum mo Kypcy LlentpampHoro Oanka Poccuiickoir ®enmepanmny Ha Jaarty,
ycraHoBieHHyo [IpaBurenscrBoM Poccuiickort deneparun, 6e3 mpeacTaBieHus 3asBISHIS O TiepecdeTe EeHBI
C BHECEHHEM COOTBETCTBYIONIMX W3MEHEHWH B TOCYIapCTBEHHBIH peecTp NpPEEeNbHBIX OTIYCKHBIX IIeH
MIPOM3BOJMTENCH Ha IJIEKAPCTBEHHBIC IIpenapaThl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO HEOOXOIMMBIX H
BKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB.

Hupopmayus 06 usmenenusx: DedeparnibHbiM 3aKOHOM om 11 okmsabps 2010 2. N 271-®3 cmames 71
nacmosiue2o Dedepanbhoco 3aKoHa OONOIHEHA Yacmoio 3.6

3.6. 3aperucTpupoBaHHbIE A0 JAHS BCTYMIEeHUa B CUNy Hacrosmero ®denepalbHOro 3akoHa
MIpeNIebHBIC OTITYCKHBIC IIEHBI POCCHICKHUX MPOU3BOJUTENCH Ha JICKapCTBEHHBIC IMpemapaThl, BKIIOUCHHBIC B
MepeYeHb XKU3HEHHO HEOOXOJUMBIX M BaXKHEHIIUX JICKAPCTBEHHBIX IMPENapaToB, MOIJICKAT HHJISKCAIUU ¢ |
HOsiOpst 2010 roma mcxons M3 TMPOTHO3MPYEMOrO YPOBHS HMHQIISAIMH, ycTaHOBIeHHOro PeqeparibHbiM
3aKkoHOM ot 2 nekadbps 2009 roga N 308-D3 "O denepanprom O6romxere Ha 2010 roj ¥ Ha IJIAHOBBIN IEPUOJT
2011 1 2012 romos" na 2011 rog.

Hudopmayua 06 usmenenusx: DedeparbHbIM 3aKOHOM om 6 Oexabpa 2011 2. N 409-D3 6 uacmov 3.7
cmamou 71 nacmosiumeco Dedepaibhoo 3aKona 8HeCeHbl UzMeHenus, 8Cmyrnaruue 8 cusy no ucmeyeHuu
mpuoyamu Onetl nocie oHs 0huUUanbHoO20 orybnuKo8aHUs nazeanto2o PedepanrbHo2o 3aKoHA
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3.7. llocne 1 mapra 2011 roga He momyckaroTca MPOM3BOACTBO M BBO3 B Poccuiickyro deneparuio
JIEKapCTBEHHBIX IPEMApaTOB B YIAKOBKaX ¢ MapKHPOBKOW, KOTOpas OblIa HaHECEHA 10 JHS BCTYMIEHUS B
cuny wuacrosimero @PenepampHoro 3akoHa. [lo wWcTedeHMHM yKa3aHHOTO CpOKa [aHHBIE JIEKapCTBEHHBIC
MIperapaTsl MOTYT OTITyCKAaThCS, PEAM30BBIBATHCA, TEPENaBaThCS W MPUMEHSTHCA /0 HWCTEUYEHHUS WX CpoKa
TOJHOCTH.

4. Co nmHA BeTymieHus B cuiny Hactoswero ®denepanbHoro 3akoHa u no 30 ampens 2011 roga
BKJIFOUUTENILHO JOMyCKAeTCs IPOBEICHUE DSKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB 3KCIEPTaAMH JKCHEPTHOIO
YUPEXKICHUSI JI0 TPOXOXKICHHUS UMH aTTECTAIlUU B TIOPSIKE, YCTAHOBICHHOM YITOJHOMOYEHHBIM (heiepalbHbIM
OpPraHOM HCITOJIHUTEILHOW BIACTH.

5. Co mHs BCTYMreHus B cuUny nacrosimero ®exepanbHoro 3akoHa u no 31 gekabps 2013 roma
BIJIFOUUTEIFHO OCYIIECTBISCTCS TEPEXOJ K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHH C
MpaBUJIAMH OpTaHU3AlUU TPOU3BOJICTBA M KOHTPOJS KaueCTBa JICKAPCTBEHHBIX CPEACTB, YKA3aHHBIMU B YaCTU
1 cratbm 45 macrosimero ®PenepanbHOro 3akoHa, B MOJHOM oObeMe. CpokHM Tepexojia MPOWU3BOJICTBA
JICKApPCTBEHHBIX CPEJCTB K MX MPOU3BOJCTBY B COOTBETCTBUH C KOHKPETHBIMHU TPEOOBAHUSIMHU JAHHBIX MPABHUII,
BKJIIOYAsi CPOKH aTTECTALMK YIOJIHOMOYCHHBIX JIMI, YKa3aHHBIX B YaCTAX 6 u 7 CTaTbM 45 HacTOsAIIEero
®denepanbHOro 3aKoHa, ycraHaBnuBaroTcs [IpapurensctBoM Poccuiickoit denepaumu.

6. JIuneH3un Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble n0 1 sHBapa 2014 ropa,
nerctBytoT nocie 1 sHBaps 2014 roma A0 HCTEUEHHsS CpPOKa UX JEHUCTBUSA IPHU YCIOBUU COOTBETCTBUA
JUIeH3WaTa [pPaBuiaM OpraHM3alMd IPOWU3BOACTBA M KOHTPOIS KauyecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B 4acTW 1 cTaTby 45 Hacrosiero denepanibHOTO 3aKOHA.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Hudopmayua 06 uzmenenusx: DedeparnbHbIM 3aKOHOM om 29 noabpa 2010 2. N 313-D3 cmamovs 71
nacmosiyeco PedepanvbHo2o 3aKoHa OONONHEHA Yacmbplo 7, 6cmyrnaruied 8 cusy co ons ouyuaribHO20
onybrnukosaHus nazeannozo Pedepaibio2o 3aKoHa

7. ®opMHUpOBaHUE TOCYAAPCTBCHHOI'O 3a/laHUsl Ha MPOBEICHUE SKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB
(denepanrbHOMY TOCYAapCTBEHHOMY OIO/DKETHOMY YUPEIKICHHIO 110 MPOBEACHHUIO 3KCIEPTH3bI JIEKAPCTBEHHBIX
CpeacTB © (UHAHCOBOE OOCCIIEYCHHME BBIMOJIHEHUS JTOr0 3aJaHus OCYIICCTBIISIOTCS B  IOPSJIKE,
ycranoBinenHom PefepanbHbiM  3akOHOM ot 12 sHBaps 1996 roma N 7-®3 "O HeKOMMEpPUYECKUX
opranuzanusx".

I'APAHT: CM. KOMMeHTapuu k cratbe 71 HacTosmero denepaaTbHOTO 3aKOHA

[Ipesunent Poccuiickoit @enepannn . Mengenes

Mocksa, Kpemiib
12 anpenst 2010 1.
N 61-03
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