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Cnucok U3MEHSIONUM X JOKYMEHTOB
(B pen. denepanpHbix 3aK0HOB OT 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
o1 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-®3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,
or 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
o1 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-03, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,
ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-03, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-D3, o1 26.03.2022 N 64-D3)

Mnaea 1. OBLUME NOJIOXKEHUA
Crartbs 1. lpegmeT perynupoBaHua HacToswero ®eaepanbHOro 3akoHa

1. Hacrosumii ®exnepanbHbIil 3aKOH PETyJIUPYET OTHOLICHHWS, BO3HHMKAIOIME B CBSI3U C
oOpameHueM - pa3paboOTKOM, NOKIMHMUYECKMMH HCCICIOBAHUSAMH, KIMHUYECKUMH HCCIICAOBAHUAMH,
JKCIIEPTU30M, TOCYJapCTBEHHOW pETucTpanuen, cOo CTaHJapTH3alMed W C KOHTPOJIEM KadecTBa,
IIPOU3BOACTBOM, H3TOTOBJIECHHUEM, XpPaHEHUEM, IE€peBO3KOM, BBO30oM B Poccuiickyto denepanuio,
BBIBO30M U3 Pocculickonn denepanuu, peKIaMoi, OTIIYCKOM, pealu3alnuel, rnepenayei, IpuMEeHEHUEM,
YHUUTOKEHHUEM JIEKAPCTBEHHBIX CPEZCTB.
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(B pen. denepanpHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosanmit @enepanbHblil 3aKOH YCTAHABIMBAET IPUOPUTET TOCYJAPCTBEHHOTO PETYIUPOBAHUS
0e30MmacHOCTH, KauecTBa U A3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU UX OOpalCHUH.
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-@3)

Cratbs 2. Cchepa npumMeHeHUA HacToswero PegepanbHOro 3akoHa

Hacrosnmii denepaibHbI 3aKOH TPUMEHSETCS K OTHOIICHHUSM, BO3HHKAIOIMM IMPU OOpaICHUH
JICKQpPCTBEHHBIX CPEJICTB HA TeppuTopun Poccuiickoit Deneparuu.

Cratbs 3. 3akoHOAATENbLCTBO 006 ObOpaLLeHMU NneKapCcTBEHHbIX CpeaAcTB

1. 3akoHOonmaTenbCcTBO 00 OOpaIllCHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
@denepalbHOTO 3aKOHA, JPYrUX (eaepanibHbIX 3aKOHOB W HMHBIX HOPMATHUBHBIX IPAaBOBBIX AaKTOB
Poccuiickoit ®enepanum.

1.1. 3akoHOaTENBCTBO 00 OOpAICHUH JEKAPCTBEHHBIX CPEACTB B OTHOILEHUH IOPUANYECKUX JIUIL U
WHAUBUIYAIBHBIX  NpEANpUHUMATENIC,  OCYLIECTBIAIOLMX  JEATEIbHOCT  Ha  TEPPUTOPHUU
MEXIyHAPOJHOTO MEIMIIMHCKOTO KIACTepa, MPUMEHSETCS C Y4eTOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
®enepanbHbiM 3ak0HOM "O  MEXIYHApOJHOM MEAMIIMHCKOM KIacTepe W BHECEHMHM W3MEHEHUU B
OT/CJIbHBIE 3aKOHOIaTebHbIe aKThl Poccuiickoit deneparun'.

(vactb 1.1 BBenena @enepanbHbIM 3akoHOM 0T 29.06.2015 N 160-D3)

2. [etictBue Hacrosmero deaepansbHOr0 3aKOHA PACIPOCTPAHSIETCs Ha OOpaleHre Hap KOTHYECKH X
JICKAPCTBEHHBIX CPEACTB M TCHXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YUYETOM OCOOEHHOCTEM,
YCTAaHOBJICHHBIX 3aKOHOJATENbCTBOM  Poccuiickoit @enepaurii O HApKOTHYECKHX  CPEICTBAX,
MICUXOTPOIHBIX BEIIECTBAX U 00 X MPEKypcopax.

3. [eiictBue Hacrosimero @DenepalbHOTO 3aKOHA  pPACHpOCTpaHsieTcss Ha  oOpalieHue
paauodapManeBTUUECKUX JIEKAPCTBEHHBIX CPEACTB C YyYETOM OCOOEHHOCTEH, YCTaHOBJICHHBIX
3akoHOAaTeNbCTBOM Poccuiickort denepariuu B 001acTi 00eCieYeHUS paualliOHHON 0€30TacHOCTH.

4. Ecnn mMexayHapoaHbIM JoroBopoM Pocculickoilt @enepaniuy yCTaHOBJIEH bl HHBIE MPaBUJIA, YEM
T€, KOTOpBIE NPERyCMOTpeHbl HactoaumM DenepanbHbBIM 3aKOHOM, IIPUMEHSIOTCA IIpaBHIiIa
MEXyHapOJHOTO J10T0BOpa.

4.1. PewmeHuss MeXIrocyqapCTBEHHBIX OpPraHOB, IPUHATHIE Ha OCHOBAHWU  I10JIOKEHMI
MEXAYHapOaHbIX JoroBopoB Poccuiickoit ®enepanuuu B HX HCTOIKOBAaHWH, IPOTHBOPEYALIEM
Koncrutynuu Poccuiickoit @enepanuu, He mouiekaT ucnonHeHnto B Poccuiickoin @enepaunu. Takoe
MPOTHBOPEYNE MOXKET ObITh YCTAHOBIICHO B MOPS/IKE, OMpPENeIIEHHOM (e/lepalbHbIM KOHCTHT yITHOHHBIM
3aKOHOM.

(vactb 4.1 BBenena @exnepanbHbiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickori @enepanuu B COOTBETCTBUMHM C MEKIYHAapOIHBIMU JoroBopamu Poccuiickon
Qenepanuu ¥ (MUJIM) HAa OCHOBE MPHUHILMIIA B3aUMHOCTH IPU3HAIOTCA pPE3ylIbTaTbhl KIMHUYECKUX
UCCIIEIOBAHUIM JIEKAPCTBEHHBIX IIPENaparoB Uil MEAUIMHCKOIO IPUMEHEHHs, IIPOBEJIEHHBIX 3a
npenenamMu teppuropun Poccuiickon deneparmu.
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Ctatbs 4. OCHOBHbIE NOHATUSA, UCNOSIb3yeMble B HacTosilwem PenepanbHOM 3aKOHe
I[J'IS[ ueneﬁ HACTOALLICTO q)e;[epaanoro 3dKOHa PICHOJ'IB?»YIOTCH cneﬂy}omne OCHOBHBIC ITOHATUA.

1) nexapcTBEHHBIE CpPEICTBA - BEHIECTBA WJIM HMX KOMOWHAIIMM, BCTYMAIOIMME B KOHTAKT C
OpraHW3MOM YEJIOBEKa WJIM >KMBOTHOIO, MPOHMKAIONIME B OpPraHbl, TKAHH OpraHW3Ma 4YeloBeKa WJIU
JKHUBOTHOTIO, HpI/IMeHSIeMLIG JUISA HpO(i)I/IJIaKTI/IKI/I, INArHOCTUKU (321 HNCKIIFOYCHUECM BCHICCTB HUIIN HUX
KOMOMHAIM#, HE KOHTAKTUPYIOIIMX C OPraHW3MOM YEJIOBEKa WJIM YKUBOTHOTIO), JICUCHHs 3a00JIeBaHMUS,
peabumuTauu, A COXpaHEHUs, TPENIOTBPAILCHUS WJIK MPEephIBaHUs OEPEMEHHOCTH U TMOIy4eHHBIE U3
KpPOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEW OpraHr3Ma 4elloBEeKa WJIA JKUBOTHOIO, PACTEHUM, MUHEPAJIOB
METO/IaMH CHHTE€3a WM C MPUMEHEHHEM OWOJOTHYECKUX TeXHOJorui. K nexkapcTBEHHBIM CpeacTBaM
OTHOCATCS (hapMalleBTUUYECKUE CYOCTaHIIMH U JIEKAPCTBEHHBIE ITPEnaparhl;

2) dapmareBTHYECKasi CyOCTaHIUA - JIGKAPCTBEHHOE CPEJCTBO B BHUJIE OJHOTO WMJIM HECKOJIbKH X
obnanaronmx (apMakoJIOTHUYeCKOW aKTUBHOCTBIO AEWCTBYIOIIM X BEIIECTB BHE 3aBUCMOCTHU OT MPUPO/IBI
MPOUCXOXKJICHUS, KOTOpPO€ TMpEJHA3HAUYE€HO [UIsi MPOU3BOJCTBA, M3TOTOBJIEHUS JIEKAPCTBEHHBIX
MpernaparoB U onpeaeiseT ux 3 PPeKTUBHOCTS;

(m. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOIaTCJIbHBIC BCIICCTBA - BCIICCTBA HCOPraHNn4CCKOTO NI OpPraHu4CCKOT0
MMPOUCXOKACHU A, UCITIOJIB3YEMEBIC B IMTPOUCCCC IMPON3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBLIX ITPCIIapaToB
AJI1 TPpUJAHU A UM H606XO,I[I/IMBIX (pHSI/IKO'XI/IMI/ILICCKI/IX CBOﬁCTB;

4) nexapCTBEHHBbIE IIpenaparbl - JIEKAPCTBEHHBIE CpEACTBA B BHJE JIEKAPCTBEHHBIX (opMm,
NpUMEHsieMble NIl TPOQUIAKTUKU, JMAarHOCTHKH, JiedeHUsl 3abosieBaHus, peaOuUIuTanuu, s
COXpaHEHUs, MPEAOTBPALICHHS UIIH MPEPbIBaHUs OEpEMEHHOCTH;

5) nekapctBeHHas opma - COCTOSHHE JIGKAPCTBEHHOTO Ipenapara, COOTBETCTBYOIEE CIOCO0aM
€ro BBEJICHUS M PUMEHEHUS U 00eCIIeYrBalOIIee JOCTHIKEHIE HE00X0IMMOTo JeueOHOoro 3 pdekra;

5.1) no3upoBKa - coepKaHUE OJHOTO MIJIH HECKOJIBKU X JCHCTBYIO M X BEIIECTB B KOJTHMYECTBEHHOM
BBIDQKCHUM HA CIWHUIY J03bl, WM CIUHHI]y O0beMa, WU EIWHHUI]y MAacChl B COOTBETCTBHH C
JeKapcTBeHHON  Qopmoit OO s  HEKOTOPBIX BHJIOB  JICKAPCTBEHHBIX (OPM  KOJIHMYECTBO
BBICBOOOKIAEMOTO 13 JIEKAPCTBEHHON (DOPMBI AEHWCTBYIOIIETO BEIECTBA 32 SMHUILY BPEMEHU;

(mm. 5.1 BBenren deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

6) nepeyeHb KU3HEHHO HEOOXOJMMBIX M BaKHEH X JIEKAPCTBEHHBIX MTPENapaToB - YTBEpKIaeMblii
IIpaButensctBOM Poccuiickoit denepanuu nepedeHs JICKAPCTBEHHBIX IIPENaparoB Il MEAULMHCKOTO
IPUMEHEHH S, 00eCTIeUBAIOLIMX TPHOPUTETHBIE MTOTPEOHOCTH 3IPaBOOXPAHEHHUSI B LENAX MPO(UIAKTUKI
U JIedeHMs 3a00JieBaHMIl, B TOM 4HMcie MpeobialalonMX B CTpYKType 3aboneBaemMocTd B Poccuiickoii
denepaunu;

(B pen. @eaepanpHoTO 3aK0Ha OT 13.07.2020 N 206-D3)

6.1) opdanHbIe IEKapCTBEHHBIC MpemapaThl - JIEKAPCTBEHHBIE MpemapaThl, MpeAHA3HAYCHHBIC
WUCKITIOYUTEILHO IS JIMATHOCTUKM WUIH TIATOTCHETHYECKOTO JICUCHHUs (JICYCHHS, HAIpPaBJICHHOTO Ha
MEXaHHU3M Pa3BUTHS 3a00JeBaHus) peakuX (op haHHBIX) 3a00JICBAaHUM;

(1. 6.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
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6.2) Ouwonormveckue JeKapCTBEHHBIC MpermapaThl - JEKApCTBEHHBIC Mpenaparhbl, JAeHCTBYIOIIEe
BEIECTBO KOTOPBIX MPOM3BEACHO WJIA BBIJCICHO M3 OMOJIOTMYECKOTO MCTOYHHMKA W JUIS ONpPEACIICHUS
CBOMCTB M KauyecTBa KOTOPbIX HeoOXoauMa KOMOWHAIMS OHOJOTMYECKMX M (PH3UKO-XMMHYECKU X
MeTogoB. K  OWONOrHMYeckuM JIEKapCTBEHHBIM IIpermapaTtaM OTHOCSTCS HMMMYHOOHMOJOTHMYECKHE
JIEKapCTBEHHBIC TIpenaparhl, JEKApCTBEHHBIC Tpenaparhl, MOJIYYCHHBIE M3 KPOBH, ILIa3Mbl KPOBHU
YyeloBeKka M JKMBOTHBIX (32 MCKIIOYEHHEM IIeNbHON KpOBM), OMOTEXHOJIOTHYECKUE JIEKApPCTBEHHBIE
MpernapaThl, FeHOTEPANlEBTUUECKUE JICKAPCTBEHHbBIE MPEIapaThl;

(m. 6.2 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

7) UMMYHOOMOJIOTMYECKHE JIEKApCTBEHHBIE TMpemaparhl - JIEKAPCTBEHHBIE Ipenaparsbl,
NpCAHA3HAUYCHHBIC IJIA (1)OpMI/Ip0BaHI/I$I AKTUBHOI'0 HWJIM IMAaCCMBHOI0O MMMYHUTCTA JII/I6O JUAarHOCTHUKU
HaJIn4yus HMMYHHUTCTA nJm JUArHOCTUKU CHCLII/I(i)I/I'—IeCKOFO HpI/IO6peTeHHOFO N3MEHCHU A
MMMYHOJIOTUYECKOTO  OTBETa Ha  aljlepru3upyrolme BemectBa. K MMMyHOOHMOIOTHYECKAM
JICKAPCTBCHHBIM npenaparam OTHOCATCA BaKIIUHBI, AHATOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOO YJIMHBI U aJUIepIreHbl;

(. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

7.1) OMOTEXHOIOTHYECKUE JICKAPCTBEHHBIE TPENapaThl - JIEKAPCTBEHHBIE MTPETIAPaThI, TPOM3BOICTBO
KOTOPBIX OCYIIECTBIISETCS C MCIOJIB30BaHNEM OMOTEXHOJIOIMYECKH X TPOLIECCOB U METO/IOB (B TOM YHCIIe
JAHK-pekoMOMHAHTHON TEXHOJOTWMHU, TEXHOJOTHHM KOHTPOJIMPYEMOH SKCHPECCHH T€HOB, KOAMPYIOIMX
OMOJIOTMYECKH AaKTUBHBIE O€IKM B IPOKAPUOTAX M DYKApUOTaX, BKIIOYAsl H3MEHEHHbIE KIETKH

MJIEKOMUTAIO I X), THOPUJOMHOTO METO/Ia U METO]a MOHO KJIOHANIbHBIX aHTUTET;
(. 7.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

7.2) reHOTepalieBTHYECKUE JIEKAPCTBEHHbIE MpermapaTbl -  JIEKApCTBEHHbIE Ipenaparsbl,
(dapMmarieBTHUECKass CYOCTaHIUS KOTOPBIX SBISETCS PEKOMOMHAHTHOM HYKIEMHOBOW KHCIOTOM WM
BKIIOYaeT B ce0d pEeKOMOMHAHTHYIO HYKICHHOBYIO KHCIOTY, TIO3BOJISIONIYI0 OCYILIECTBISATD

perynupoBaHue, pernapanuio, 3aMeHy, 100aBJIeHUE WK yJaJCHUE TeHETUYECKON MTOCIe10BaTEIbHOCTH;
(mm. 7.2 BBeneH PenepanbHbIM 3ak0OHOM 0T 22.12.2014 N 429-D3)

8) HapkoTHYECKHE JIEKApPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIE TpernapaThl U (hapMaleBTUUYECKUE
CyOCTaHIIUM, COJEpKallie HApKOTHYECKHE CpeICTBAa M BKIIOUCHHBIC B llepeueHb HapKOTHYECKHX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M HUX IIPEKypCOpPOB, IMOJUICKAUIMX KOHTPOI0 B Poccuiickon
@enepannu, B COOTBETCTBUM C 3aKoHoaarenbcTBOM Poccuiickoit ®enepanuu, MexayHApOIHBIMU
noropopamu Poccuiickont denepanuu, B TOM 4yuciie ENMHON KOHBEHIMEW O HAPKOTHUYECKUX CPEICTBAX
1961 rona;

9) mcUXOTpOTMHBIE JEKAPCTBEHHBIE CPEACTBA - JIGKAPCTBEHHBIC Mpemaparhl U (apMarieBTHICCKIE
CyOCTaHIIMM, COJEpKallie ICHUXOTPOIIHbIE BEIIeCTBA M BKIIOUEHHBbIe B [lepedeHb HAPKOTUUYECKHX
CPENCTB, IICUXOTPOIIHBIX BEIIECTB U HUX IPEKypCOpOB, IOUICKANMX KOHTPOIO B Poccuiickon
®denepanuu, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu, MeXAyHAPOIHBIMU
noroBopamu Poccuiickoit denepamyu, B ToM yucie KoHBeHLMENH O NMCUXOTPONMHBIX BenecTBax 1971
roaa;

10) paauodapmainieBTHUECKUE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOPbIE
coJiep>KaT B TOTOBOW JUIsl MCIIONB30BaHUS (JOpME OJMH PAAMOHYKIU] VI HECKOJIBKO PaJHOHYKIHIOB
(pamroaKTUBHBIX U30TOIIOB);
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10.1) opuruHambHBIA JIEKAPCTBEHHBIH MpemapaT - JIEKAPCTBEHHBIM mpernapar ¢ HOBBIM
JIEMCTBYIOIIIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3aperucTpupoBad B Poccuiickoi Penepanun uiam B
MHOCTPaHHBIX FOCYapCTBAaX HA OCHOBAHUH PE3YJIBTATOB 10 KIMHUYECKUX UCCIEAOBAHUH JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX MCCIIEJOBAHUH JIEKAPCTBEHHBIX IIPENapaToB, MOATBEPKAAIONMX €r0 KayeCcTBo,

3(HeKTUBHOCTH M OE30MMaCHOCTb;
(. 10.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBII JTeKapCTBEHHBIN Mpenapar - JEKapCTBEHHBINH Iperapar, KOTOPBIA UCIOIBb3YeTCs
JUISL OLICHKM OMOSKBUBAJICHTHOCTU UJIM TE€PANEBTUUYECKON SKBUBAJICHTHOCTH, Ka4eCTBa, 3(P(PeKTUBHOCTHU U
0€30MMaCHOCTH BOCITPOM3BECHHOIO JICKAPCTBEHHOIO IIpenapara Wi OMoaHajaoroBoro (OMOmoa00HOTO)
JIEKapCTBEHHOTO Tpenapata (Onoananora). B kauectBe pedepeHTHOTO JeKapCTBEHHOTO Iperapara Jyisi
MEAUIIMHCKOTO TPUMEHEHUs HCIOJIb3YeTCs OpUTMHAIBHBIN JIEKAapCTBEHHBIN mpenapar subo, eciu
OpPUTHHAJBHBIN JIEKAPCTBEHHBIM NpenapaT He 3aperucTpUpOBaH MJIM HE HAXOIUTCI B 00OpoTE B
Poccuiickoii @enepanu U He HAXOJUTCS B 000POTE€ B MHOCTPAHHBIX TOCYAapCTBaX, BOCIPOU3BEICHHBIN
JIEKapCTBEHHBIN Mpemnapar UM OMoaHaJoToBbIN (OMOMOI00HBIIN) JIeKapCTBEHHBIN Mpenapar (OnoaHaor),
KOTOpBIM MEpBBIM 3aperHCTPUPOBAH M3 YHCIA HaxoAsmmMxcs B obopore B Poccuiickoit denepanum,
OMOSKBUBAJICHTHOCTh WJIM  TEpaneBTHYECKAas HSKBUBAJICHTHOCTb, KadyecTBO, J(GQPEKTUBHOCTh U
0e301macHOCTh KOTOPOTO OLIEHHBAIHUCH 110 OTHOIICHUIO K OPUTHHAIBHOMY JIEKAPCTBEHHOMY IIperapary, a
TaKke KayecTBO, 3(QPEKTUBHOCTH M 0E30HMAaCHOCTh KOTOPOTO MOATBEPXKIAIOTCA PE3yIbTaTaMH
(apMakoHa/(30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXOJSALUMXCS B TPaKJaHCKOM
000poTe, YCTAaHOBIIEHHBIM TPEOOBAHMAM K UX KadyecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOIO
mpernapara Ui BETEPUHAPHOIO IMPUMEHEHHUs HUCIOJB3YeTCs JICKApCTBEHHBIM Impemapar uis
BETEPUHAPHOTO TPUMEHEHHUS, 3aperucTpupoBaHHbi B Poccuiickoit @enepauyii Ha OCHOBAHUM
pE3yNIbTaTOB JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEOBAHUMA
JIEKapCTBEHHBIX NPEnapaToB, MOATBEPKAAIONIX €T0 KauecTBO, 3 (P(eKTUBHOCTH U O€30MaCHOCTb;
(m. 11 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocnipon3BEICHHBIN JIEKAPCTBEHHBIN MpeEnapar - JEKApCTBEHHBIN Mpenapar A MEAUIIMHCKOTO
NPUMEHEHHS, KOTOPBI WMEET OJKBUBAJICHTHBIH pedepeHTHOMY JICKAPCTBEHHOMY IIperapary
KaYeCTBEHHBI COCTAaB W KOJIMYECTBEHHBIM COCTaB JEHCTBYIOIMX BEIIECTB B HAKBUBAJCHTHOU
JIeKapCTBEHHON (opMe, TrO0 JTEeKAPCTBEHHBIH MpemapaT [Uisi BETEPHUHAPHOTO MPUMEHEHHUS, KOTOPBIH
UMEeT TaKue K€, YTO M peepeHTHBIH JIEKAPCTBEHHBIH TIperapar, Ka4eCTBEHHBIH COCTaB u
KOJIMYECTBEHHBI  COCTaB  JICHCTBYIOIIMX BEIIECTB B Takod K€ JieKapCTBEHHOH  dopme,
OMOPKBUBAJICHTHOCTh WU  TEPalleBTHYECKash OJKBUBAJIECHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IperapaTy MOATBEPKIeHa COOTBETCTBYIO IIIMMH MCCIICTOBAHUSIMH;

(m. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYeCKasi SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX MPENAPATOB - JOCTUKEHUE KIMHUYECKU
COMOCTaBUMBIX TepameBTH4eckoro 3(dekra u mnokazareneil >PQPEeKTUBHOCTH U OE30MACHOCTH MpU
IPUMEHEHUH JIEKApCTBEHHBIX MpEenapaToB JUIsi MEAWLMHCKOIO IPUMEHEHUs, HMMEIUMX OJIHO
MEXyHapOJHOE HEMAaTeHTOBAHHOE (MJIM XUMHUYECKOE, WM TPYNIHUPOBOYHOE) HAMMEH OBAaHUE, B
SKBUBAJICHTHBIX JO3UPOBKAX MO OAHMUM M TEM K€ IMOKa3aHUsSM K MPUMEHEHHUI0 U MPHU OJAUHAKOBOM

crioco0e BBEJCHUS y OJJHON U TOW e IPYIIIbI OONbHBIX;
(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-®3)

12.2) 6uoananoroBsiii (OMOMOO0HBIN) JIEKAPCTBEHHBIN MpernapaTr (OnoaHanor) - OMOJOTUYECKU
JIEKApCTBEHHBIN TMperapaT, CXOXKHWHM MO MapameTrpaM KauecTBa, d(PQPEKTHBHOCTH U O€30MacHOCTU C
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pe(l)epeHTHBIM OMOJIOTHYECKUM JICKaApCTBCHHBIM MPCIIapaToOM B TaKkOM JKe HCKapCTBCHHOﬁ (bopMe n

AMEIOIMH UAEHTHYHBIA CII0CO0 BBEAECHUS,
(m. 12.2 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

12.3) B3amMo3aMEHSEMBbIN JIEKAPCTBEHHBIN Ipenapar - JIEKapCTBEHHBIM IpenapaTr ¢ JOKa3aHHON
TEpaneBTUYECKON JKBUBAJIEHTHOCTbIO MJIM OWODKBHUBAJIEHTHOCTHIO B OTHOLIEHUHM pepepeHTHOro
JIEKapCTBEHHOIO IpernapaTta, UMEIOUMI SKBUBAJICHTHbIE €My KaUeCTBEHHBIN COCTaB U KOJIMYECTB €HHBIN
COCTaB JICWCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIIFHBIX BELIECTB, JIEKAPCTBEHHYIO (OPMY U CIOCOO
BBEJ/ICHUS;

(m. 12.3 BBenen denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

12.4) OMOAPKBUBAIEHTHOCTh JIEKAPCTBEHHBIX IpeNaparoB - JIOCTH)KEHHE COMOCTaBUMBIX
MoKa3aTeseil CKOPOCTH BCACBIBAHMS, CTEIICHN MOCTYIIJICHUS K MECTY JEHCTBUSI U CKOPOCTH BBIBEICHUS
OJIHOTO MJIM HECKOJbKUX 00MafaronMXx (HapMaKoJIOTHUYECKOH aKTMBHOCTBIO JICHCTBYIOIM X BEILECTB MPH
NPUMEHEHUHN JIEKAPCTBEHHBIX IpenaparoB Uil MEIULUUHCKOTO TPHUMEHEHHUs, HUMEIOUMX OJHO
MEXIYHAPOJHOE HEMaTeHTOBaHHOE (MM XUMHYECKOe, MM TPYINNUPOBOYHOE) HAUMEHOBAHHE, B

HKBUBAJICHTHBIX JO3UPOBKAX U IPHU OJAWHAKOBOM CII0CO0E BBEJCHUS;
(mm. 12.4 BBenen denepanbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

13) nekapCTBEHHOE PACTUTENBHOE ChIPbE - CBEKUE WMJIM BBICYIIEHHBIC pacTeHUs JIMOO MX YacTH,
HCIIOJb3yEMbIE JUIsl IIPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3alUsMU - IIPOU3BOIUTEISAMU
JIEKapCTBEHHBIX CPEACTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IPENAapaToB anTEYHBIMUA OpPraHU3aLMsAIMU,
BETCPUHAPHBIMU AalTEYHBIMA OpPraHU3alMAMM, WHIUBUIYaIbHBIMU IMPEANPUHUMATEISAMHA, UMEIOMIMMU
JUIIEH3UIO0 Ha (papMaIleBTUYECKYIO JeSITebHOCTB;

14) nexapCTBEHHBIN PACTUTENbHBIM MpenapaT - JEKapCTBEHHBIA INpenapar, MPOU3BEIECHHbBIA WM
U3TOTOBJICHHBIN U3 OJHOIO BUJA JIEKAPCTBEHHOIO PACTUTEIBHOIO CHIPbS MM HECKOJIIBKUAX BUJOB TAKOTO
CBIPBSI U peaIi3yeMblii B pac(hacOBaHHOM BHUJIE BO BTOPUYHOH (I1OTPEOUTEIHCKOI) YITaKOBKE;

15) romeonaTuueckuii IeKap CTBEHHBIN Mpenapar - JEeKapCTBEHHBIN Mperapar, MPOU3BEACHHBIA HIN
M3TOTOBJICHHBIH M3  (papManeBTUUYECKOM CyOCTaHIIMM WM  (apMalleBTHUYECKMX CYOCTaHLMH B
COOTBETCTBHH C TpeOOBaHHMSIMHU OOHMMX (ApMaKONEHHBIX CTaTe K TOMEOMAaTHYECKHM JIEKAPCTBEHHBIM
mpernaparaM HJIA B COOTBETCTBUHM C TpeOoBaHUSIMU (DapMakoren CTpaHbl MPOU3BOIUTENS TaKOrO
JIEKApCTBEHHOI'O IpeIapara;

(m. 15 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) Mex1yHapoIHOE HEMAaTEeHTOBAHHOE HAMMEHOBAHHE JIEKAPCTBEHHOTO CPE/ICTBA - HAUMEHOBaHHE
JNEUCTBYIOIIETO ~ BemecTBa  (papMaleBTUUYECKOM  CyOCTaHLIMHM, pEeKOMEeHJ0BaHHOe  BcemupHoit

OopraHm3aIueil 3IpaBoOOXpaHCHHUS,
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOIO CPEACTBA - HAMMEHOBAHUE JIEKAPCTBEHHOIO
CpEACTBA, IIPUCBOEHHOE €ro pa3padOTYMKOM, JAep)KaTeleM WIM BIAJEIblEM pPErHCTPALlMOHHOIO
YAOCTOBEPEHHU S JIEKAPCTBEHHOTO IIpenapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnupoBOYHOE HAaMMEHOBAaHWE JIEKAPDCTBEHHOTO Ipenapara - HaMMEHOBaHUE
JIEKapCTBEHHOIO ITperapaTa, He MMEIOIIET0 MEXJAYHAPOJAHOTO HEMaTEHTOBAHHOTO HAaUMEHOBAHWS, WJU
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KOMOWHAIIMKM JIEKAPCTBEHHBIX IPENapaToB, UCHOJIB3YeMOE B IeNsX OOBeTUHEHUS MX B TPYIIY O]
€MHBIM HauMEHOBAHUEM HCXOJIS U3 OJMHAKOBOTO COCTAaBa JACUCTBYIO I X BEIIIECTB;
(m. 17.1 BBenen DenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

18) obuas dapMakoneifHas cTaThs - JOKYMEHT, YTBEP)KICHHBIN YIOIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HMCIOJHUTEIFHON BJIACTH W COJCp)KAIlMil TepedeHb MoKa3aTreield KadecTBa W (MJIM) METOJIOB
KOHTPOJISl KauyecTBa KOHKPETHOH JIEKApCTBEHHOH (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOIO CHIPBS,
OMUCaHUsI OMOJIOTHYECKUX, OMOXMMHYECKIX, MU KPOOHOJIOTHIECKHX, (PU3UKO-XUMHUUCCKUX, (PU3UICCKUX,
XUMHUYECKUX W JPYTHX METOJOB aHajdM3a JIEKAPCTBEHHOTO CpPEACTBA, a Talke TpeOOBaHUSA K
UCIOJNB3yeMbIM B IIEJSX IPOBEICHUS JAaHHOIO aHalk3a pEaKTUBaM, THTPOBAHHBIM pPacTBOPaM,
WHIMKaTOpam;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakomneiiHas cTaThsi - JOKYMEHT, YTBEPXKACHHBIM YIOIHOMOYEHHBIM (eAepalbHBIM
OpraHOM MCIIOJIHUTEIBHON BJIACTH M COJIEPIKAIMI TTepEUeHb MoKa3aTelield KauecTBa U METO/I0B KOHTPOJIS
Ka4yeCcTBa JIEKAPCTBEHHOTO CPEJCTBA;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

19.1) cranmapTHbie 00pa3iibl - BEIIECTBA, MOCPEACTBOM CPABHEHUS C KOTOPBHIMHU OCYIIECTBIISCTCS
KOHTPOJIb KadecTBAa HCCIEAYEeMBbIX JIEKAPCTBEHHBIX CPEICTB C TOMOUIBIO (DM3UKO-XUMUUYECKUX H
OMOJIOTHYECKUX METOJIOB B IIEJISIX MOATBEPIKIACHHS COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB TPEOO BAHUSIM
HOPMaTHUBHON JTOKyMEHTAIlMH, YCTAHOBJICHHBIM IIPH OCYIIECTBICHUH TOCYIAPCTBEHHON PETHCTpPALNU, U
KOTOpbIE MPUMEHSIIOTCS IJIsi KaTHuOpPOBKM CTAaHIAPTHBIX OOpa3lloB MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPE/ICTB, HMCIONB3YeMBIX /Jisi KOHTPOJS KauecTBa W HMHBIX IeJed Mpu oOpallleHHHu JieKap CTBEHHBIX
CPEJICTB;

(m. 19.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19.2) dapmakomeiiHbIil cTaHIAPTHBIA 00pa3enl - CTaHIAPTHBIA oO0pasell, MPOU3BEICHHBIA B

COOTBETCTBHH C (JapMaKOIICHHOMN CTaTheH;
(m. 19.2 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHUBHAsA JOKYMEHTAaIlMsl - JIOKYMEHT, COJEpKAalMi TepeyeHb OMpPEeAesieMbIX I10
pe3yJibTaTaM COOTBETCTBYIOIIMX OKCIIEPTU3 II0KA3aTelIed KadecTBa JIEKapCTBEHHOIO CpEeACTBa A
MEJIMIIMHCKOTO IPUMEHEHHU S, METOJIOB KOHTPOJIA €r0 KaYECTBAa U YCTAHOBJIEHHBIN €r0 MPOU3BOJAUTENEM;

21) HOpMaTUBHBIA IOKYMEHT - JOKYMEHT, COJICPKAIMK MepeUeHb ONMPEEISIEMbIX 0 PE3yJIbTaTamMm
COOTBETCTBYIOLIMX JKCIIEPTU3 IOKazaTelneil kauectBa © (MJIM) METOJOB KOHTPOIS KauecTBa
JIeKapCTBEHHON (POpPMBI, ONMHMCAHUST OUOTOTHYECKUX, OMOXUMUUYECKUX, MHUKPOOMOJIOTHYECKHUX, (PU3UKO -
XAMUYECKH X, (PH3MUECKUX, XUMUUYECKUX W JPYTHUX METOJIOB aHAJIN3a JICKAPCTBEHHBIX CPEJICTB IS
BETEPHUHAPHOTO TMpPHUMEHEHHUs, TPeOOBaHMS K HMCIOIB3yeMbIM B IIENAX MPOBEACHUS TAHHOTO aHaIN3a
peakTuBaMm, TUTPOBAHHBIM PACTBOpaM, MHIMKATOPaM U YCTAHOBJICHHBIN €r0 MTPOU3BOIUTENIEM;

21.1) oOumii TeXHUYECKUH TOKYMEHT - KOMIUIEKT JAOKYMEHTOB M MaTepHUalIOB, COCTOSIMH W3
HECKOJBKUX  pa3leNoB -  JOKYMEHTallMW  aJMHUHUCTPATHBHOIO  Xapakrepa,  XMMHUYECKOH,
(dapmaneBTHUECKON © OHOJOTMYECKOW JOKYMEHTAluu, (apMaKOJIOTHUECKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAllUY, KIMHUYECKOM AOKYMEHTAllMM M IPEACTaBISACMbIA OJHOBPEMEHHO C 3asBJICHUEM O
rOCY/IapCTBEHHOH perucTpaluu JeKapCTBEHHOIO Iperapara st MeIMLIMHCKOTO TPUMEHEHUs B opmaTe,
YCTaHOBJIEHHOM YITOJIHOMOUYEHHBIM (heZiepaIbHbIM OPTraHOM UCIIOJIHUTEIBHON BJIACTH;

www.consultant.ru CrpaHuua 8 n3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100034&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100036&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100037&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100038&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100040&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

(m. 21.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) KauecTBO JIEKAPCTBEHHOTO CPEJCTBA - COOTBETCTBHE JIEKAPCTBEHHOTO CPEICTBA TPEOOBAHUSIM
(dapMakoreifHoi cTaTby JMOO0 B CIydae €€ OTCYTCTBHSI HOPMATUBHOW JOKYMEHTAIlUHM WM HOPMATUBHOTO
JIOKYMEHTA,

23) 06e30IacHOCTh JICKAPCTBEHHOTO CPEJICTBA - XapaKTePUCTHKA JICKAPCTBEHHOTO CPEICTBA,
OCHOBAaHHAs Ha CPABHUTEIILHOM aHan3e ero 3QPEKTHBHOCTU U PUCKA TPUYUHECHHUSI BPEJIa 37I0POBBIO;

24) 3(h¢eKTUBHOCTh JIEKAPCTBEHHOTO IIperapara - XapaKTepUCTHKA CTEMEeHH ITOJOXKUTEIEHOTO
BIUSHUS JICKAPCTBEHHOIO IIpenapaTa Ha TEYEHHe, IPOAOJIKUTENIBHOCTh 3a00J€BaHMUsl WM  €ro
IpeJoTBpallieHue, peadMINTaIliI0, Ha COXpaHEHUE, IPEA0TBPALlEHHE UIIH TPepbIBaHNEe OEpEMEHHOCTH;

25) cepusi TeKapCTBEHHOTO CPEICTBA - KOJMYECTBO JIGKAPCTBEHHOTO CPEJCTBA, MPOU3BEICHHOE B
pe3yabTaTe 0JTHOTO TEXHOJOTHUYECKOTO IHUKIIA €r0 MPOU3BOIUTEIIEM,

26) perucTpalMOHHOE YIOCTOBEPEHUE JICKAPCTBEHHOTO Tpernapara - JOKYMEHT, ITOATBEPK a0 I
(aKT TOCyIapCTBEHHON PETHCTPALMH JICKAPCTBEHHOTO Tperapara;

26.1) gepxatenb WM BIaelNel] PErTUCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IMpernapara -
pa3pabOTUMK JIEKAPCTBEHHOIO CPEACTBA, IIPOM3BOAUTENbL JIEKAPCTBEHHBIX CPEACTB WJIM HHOE
IOPUJMYECKOE JIMIIO, 00Jajaroliee MpaBOM BIIAJCHHUS PETHCTPALMOHHBIM YIOCTOBEPEHHEM, KOTOpBIE

HECYT OTBETCTBEHHOCTD 3a KaueCTBO, 3 (PHheKTUBHOCTH M O€3011aCHOCTH JIEKAPCTBEHHOT'O NpenapaTta;
(mm. 26.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

27) perucTpaniOHHBIH HOMED - KOJIOBOE 00O3HAYECHHE, MPUCBOCHHOE JIEKAPCTBEHHOMY Ipermapary
IIPU €r0 TOCYIaPCTBEHHOM PETHCTPALIUH;

28) oOpameHWEe JIGKAPCTBEHHBIX CPEACTB - pa3paboTka, MOKIMHUYECKHE WCCIICIOBAHUS,
KIMHUYECKUE HCCIEAOBAHMS, IKCIIEPTU3a, TOCYIapCTBEHHAs PErUCTpallus, CTaHIapTU3alMs U KOHTPOJIb
KauecTBa, MPOM3BOICTBO, M3rOTOBJICHHE, XpaHEHUE, IIEpeBO3Ka, BBO3 B Poccuiickyto denepaiiuio, BBO3
n3 Poccuiickoit depepanuu, pekinama, OTIYCK, pealn3alusd, Hepeiadya, NPUMEHEHUE, YHUUTOKECHHUE
JIEKapCTBEHHBIX CPEICTB;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

29) cyOBeKTHl OOpalleHHsl JICKAPCTBEHHBIX CPEICTB - (HU3WUYeckue JHula, B TOM YHCIE
WHJIMBUIyalIbHbIE TPEINPUHUMATETN, U IOPHUAUYECKHE JIMIA, OCYIIECTBISIOIME eATeNbHOCTh IPH
00pallleHN ! JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboOTYHK JIEKap CTBEHHOTO CPEJICTBA - OpraHU3aIusl, 00Iaaromas paBaMyu Ha Pe3yJIbTaThl
JOKTMHUYECKUX  HMCCICJOBAaHUN  JIEKAPCTBEHHOTO  CPEICTBA,  KIMHUYECKUX  HCCIENOBAHUM
JIEKapCTBEHHOTO IpernapaTa 1 (Wii) Ha TEXHOJIOTHIO TIPOM3BO/ICTBA JIEKAPCTBEHHOTO CPE/ICTBA;

(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

31) npou3BOJCTBO JEKAPCTBEHHBIX CPEACTB - AEATEIBHOCTh IO IPOU3BOACTBY JIEKAPCTBEHHBIX
CPEICTB OpPraHMU3ALUsAMU - IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB HAa OJHOM CTaJNH, HECKOIBKUX
WJIM BCEX CTAIUAX TEXHOJIOTMYECKOIO MPOLECcca, a TAKKE 10 XPAaHEHUIO U pealr3aluy POU3BEACHHbBIX
JIEKapCTBEHHBIX CPELCTB;
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

31.1) mpou3BOACTBEHHAS IIOMATKA - TEPPUTOPUATBHO 00OCOOTCHHBI KOMILIEKC MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB, TMPETHA3HAUYCHHBIN I BBIOJHEHUS BCETO IIpolecca MPOU3BOJICTBA
JIEKapPCTBEHHBIX CPEACTB UJIU €r0 ONMPEICTICHHON CTaIuu;

(m. 31.1 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

32) npou3BOIUTENb JIEKAPCTBEHHBIX CPEICTB - OpraHU3als, OCYILECTBIIAIOIIAS IIPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHM € TpeOOBaHUSIMHU HacTosero deepaabHOro 3aKoHa;

33) ¢apmaneBTHYECKAsS NEATEIBHOCTD - JEATEIBHOCTh, BKIIOYAIOIAS B C€0S ONMTOBYIO TOPTOBIIIO
JEKapCTBEHHBIMH  CpPEACTBAMH, HUX XpaHEHHE, TEepeBO3KYy U (WIM) PO3HUYHYHD TOPIOBIIIO
JIEKapCTBEHHBIMHM IpenapaTtaMM, B TOM 4YHCI€ JUCTAaHIMOHHBIM CIIOCOOOM, HMX OTIYCK, XpaHEHHeE,
IIEPEBO3KY, N3TOTOBJICHHE JIEKAPCTBEHHBIX IPENApPaTOB;

(B pen. @eaepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

34) opraHuzanMs ONTOBOM TOPIOBJIM JIGKAPDCTBEHHBIMM  CPEICTBAMM -  OpraHu3alus,
OCYIIECTBJISIIOIIAS. ONTOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEJICTBAMHU, UX XpaHEHUE, MEPEBO3KY B
COOTBETCTBUHM € TpeOOBaHUSMU HacTosAero deaepaabHOro 3aKoHa;

35) amrTeuyHas opraHuzalUs - OpraHU3alys, CTPYKTYpHOE MOJApa3JeliecHue MEIUIIMHCKON
OpraHu3aIliy, OCYIIECTBIISIONME PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH TperaparaM, B TOM YHCIE
JMICTaHLIMOHHBIM CIIOCOO0M, XpaHEHUE, IEPEBO3KY, U3TOTOBJICHUE U OTIYCK JIEKAPCTBEHHBIX MPEnapaToB
JUIS. MEJUITUHCKOTO IPUMEHEHHS B COOTBETCTBHH C TpeOOBaHMAMH HacTosmero deaeparbHOro 3aKoHa;

(B pen. denepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTeYyHas OpraHU3alMs - OpraHMU3aIUs, CTPYKTYpHOE MOApa3eiieHue
BETEPUHAPHON OpraHW3aIlui, OCYIICCTBISIFONIME PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIpENap aTaMH,
B TOM YHCIE MCTAaHIMOHHBIM CIIOCOOOM, XpaHCHHE, H3TOTOBJIIEHUE W OTIYCK JICKAPCTBEHHBIX
MpernapaTtoB s BETEPUHAPHOTO MPUMEHEHHS B COOTBETCTBUU C TPEOOBAHUSMHU HACTOSIIETO
denepanbHOrO 3aKOHA;

(B pen. @eaepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

37) ¢anbcu puurpoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO)KHOH MH(popMaIel 0 ero coctaBe U (HIJIH) TTPOU3BOIUTEIIE;

38) HemoOpOKaueCTBEHHOE JIGKAPCTBEHHOE CPEACTBO -  JICKAPCTBEHHOE CPENCTBO, HE
COOTBETCTBYIOIIIEE TpeOOBaHUAM (apMaKONEHHON cTaThi JMOO B Clydae ee OTCYTCTBUSA TpeOOBaHUSM
HOPMAaTUBHOHN JOKyMEHTAIlMU UM HOPMATUBHOIO IOKYMEHTA;

39) KoHTpadaKTHOE JIEKApCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPE/ICTBO, HaXOAsILeecs B 000poTe
C HapyLICHHEM IPa’KAaHCKOTO 3aKOHOJATENbCTBA,;

40)  JOKIMHUYECKOE  UCCIEeJOBaHME  JIEKAPCTBEHHOTO  CpEeACTBA -  OMOJIOTHYECKHE,
MUKPOOHOJIOTHYECKAE, UMMYHOJIOTHYECKIE, TOKCHKOJIOTHUYECKue, (apMakoIoTHUecKue, (u3ndeckue,
XAMHYECKHE U JPYTHUE UCCIEIOBAHUS JICKAPCTBEHHOTO CPEACTBA IMMyTeM MPUMEHEHUS HAayIHBIX METOOB
OIICHOK B I[eJISIX MOJYYEeHHS JOKA3aTeIbCTB 0€30MacHOCTH, KayecTBa U 3PPeKTUBHOCTHU JIEKapCTBEHHOTO
CPEICTBA;

41) KIMHUYECKOE HCCIIEeIOBaHUE JIEKAPCTBEHHOIO TIpernapara - H3y4eHHE JAUarHOCTUYECKHX,
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

Te4eOHBIX, MPO PrITaKTHIeCKuX, (PapMaKOIOTHYECKUX CBOMCTB JIEKAPCTBEHHOTO Ipernapara B mpolecce
€ro MPUMEHEHMS Yy 4YeJIOBEKa, >KUBOTHOIO, B TOM YHCJE MPOLIECCOB BCACBHIBaHUS, pPaCIpeAeTCHUs,
M3MEHEHHS U BBIBEJCHHUS, IMyTeM IMPUMEHEHUsS HayYHBIX METOJIOB OIEHOK B ILENIX MOJIydeHUs
JIOKa3aTeNbCTB 0E30MacHOCTH, KauecTBa M A(G(PEKTUBHOCTU JIEKAPCTBEHHOTO IIperapara, JaHHBIX O
HEXEJIaTeJIbHBIX PpEeaKIHUsAX OpraHu3Ma 4YeloBeKa, >XMUBOTHOTO Ha MPUMEHEHHE JIEKapCTBEHHOTO
npenapara U 00 3¢dexre ero B3aUMOJCHCTBUS C IPYTMMHU JIEKAPCTBEHHBIMHU IpernapaTamMu U (HIH)
MUIIEBBIMU MPOAYKTAMH, KOPMaAMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIEI0OBaHKE JIEKAPCTBEHHOIO Mpenapara il MeIUIUHCKOTO
IIPUMEHEHUS] - KIMHUYECKOE HCCIENOBAaHUE JICKAPCTBEHHOIO Ipemnapara s MEIULHUHCKOTO
NPUMEHEHHS, TPOBOJMMOE Pa3pabOTYMKOM JIEKAPCTBEHHOTO MperapaTa B ABYX M 0oiiee METUIIUHCKIX
OpraHu3alusAX 10 €AMHOMY IPOTOKOJY KIMHUYECKOTO UCCIIEA0BaHMsI JIEKap CTBEHHOI0 Ipenapara;

43) MeXIyHapOoJHOE MHOTOIIEHTPOBOE KIMHUYECKOE HCCIEAOBaHUE JIEKapCTBEHHOIO Iperapara
JUIST MEIUIIMHCKOTO TIPUMEHEHHS - KIMHUYECKOEe HCCIeAOBaHUE JIEKapCTBEHHOTO TIpernapara Jyist
MEAMIIMHCKOTO TPUMEHEHHUS], TTPOBOJUMOE Pa3pabOTUUKOM JIEKApCTBEHHOIO Ipenapara B pPasIudHBIX
CTpaHax Mo €IMHOMY IMPOTOKONTY KIMHUYECKOTO UCCIIEI0BAHUS JICKAPCTBEHHOTO Mpernapara;

44) DOCTPErucTpallMOHHOE KIMHUYECKOE HCCIIEeIOBaHWE JIEKApCTBEHHOIO IpernapaTta i
MEIULHUHCKOTO TMPUMEHEHHUs - KIMHUYECKOe HCCIEOBAHUE JIEKApCTBEHHOTO Iperapara Juisd
MEAUIMHCKOIO MPUMEHEHHUS, IPOBOJMMOE IIPOU3BOAUTEIIEM JIEKAPCTBEHHOIO Mperapara, rpa)</1aHCKu
000pOT KOTOPOTO OCYIIECTBIISIETCS MOCJE TOCYIapCTBEHHOM perucrpanuu, B LEsSX JOMOJHUTEILHOTO
cOopa 1aHHBIX 0 ero 6e301macHOCTH U 3 (PP KTUBHOCTH, PACIIMPEHUS TOKAa3aHU I K IPUMEHEHUIO TaHHOTO
JIEKApCTBEHHOTI'O MpEIapaTa, a TAKKe BBISBICHUS HEXKEIATEIbHbIX pEaKIUM MalMEeHTOB Ha €T0 ACHCTBUE;

45) wuccnenoBaHne OMOSKBUBAIEGHTHOCTH JICKAPCTBEHHOTO TIperapara - BHJ KIMHHYECKOTO
MCCIIeZIOBAaHUS JIEKAPCTBEHHOTO IIpernapara, MpoBeJIeHHE KOTOPOrO OCYILECTBIISETCA Ul ONpEIeIeHUs
CKOPOCTH BCAaChIBaHHMSI W BBIBEJICHUS OJHOTO WJIM HECKOJIBKHX OO0JNQAalommX (HapMaKoIoTHIECKOH
aKTUBHOCTBIO JCHCTBYIOIIMX BEINECTB, KOJMYECTBA JIEKAPCTBEHHOTO IIperapara, JJOCTHTArOIIETO
CHUCTEMHOIO KPOBOTOKA, M Pe3y/bTaThl KOTOPOTO IMO3BOJIAIOT CIENaTh BBIBOJ O OMOIKBHBAJIEHTHOCTH
BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOTO IIperapara B ONpe/e/ICHHbIX JIEKapCTBEHHON (opMe U O3UPOBKE,
COOTBETCTBYIOIIMX (hOpMeE M TO3UPOBKE pe(hepeHTHOTO JIEKapCTBEHHOTO Mperapara;

(11. 45 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccreqoBaHUE TEPANCBTHYCCKOW DSKBHUBAJICHTHOCTA JICKAPCTBEHHBIX IIpPENaparoB - BHT
KINHUYECKOTO MCCIIEOBaHMS JIEKAPCTBEHHBIX IIPENapaToB, NPOBEICHHE KOTOPOTO OCYIIECTBIACTCS A
BBISIBJICHUS! OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENApaTOB OMpeaeIEHHON JIEKapCTBEHHON (POPMBI, a
TalKe HaJIWYUs OJMHAKOBBIX IOKa3arene Oe3omacHOCTM M 3(PEKTUBHOCTU JIEKAPCTBEHHBIX
IpernaparoB, OAMHAKOBBIX KIMHUYECKU X 3 P(PeKTOB MpH UX NPUMEHEHUH;

47) npOTOKOJI KIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOTO Ipernapara - JOKyMEHT, B KOTOPOM
OIpeEISIIOTCS 11eNn, (GOPMBbl OpTaHU3AlMU U METOJO0JIOTUs MPOBEACHUS KIMHUYECKOTO UCCIIe0BaHus,
CTaTUCTHUYECKHE METOJbl 00pabOTKM pPE3ylNbTaTOB TAaKOTO HCCIEIOBAHUS U MEphl MO OOECTIEYEHHIO
0e30macHOCTH (U3MYECKHX JIML, Y4YacTBYIOIIMX B KIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOIO
npernapara;

48) O6po1mropa MCCIeI0BaTeNs - CBOJIHOE M3JI0XKEHUE PE3YABTATOB 10 KIMHUYECKOTO UCCIIEI0BAHUS
JEKapCTBEHHOTO CPEACTBAa M KIMHMYECKOTO HCCIEIOBAHMSA JICKAPCTBEHHOTO Iperapara s
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az%e%i”;gbgf;g;;m 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

MCIUTUHCKOIO MPUMCHCHU A

49) nHpopMaMOHHBINA JHCTOK MallMEHTa - JOKYMEHT, B KOTOPOM COJIEP>KaTcsl B JOCTYIHOU popme
CBEJICHHUSI, Kacalolmecsl MPOBOAUMOIO KIMHHUYECKOTO HCCIENOBAHUS JIEKApCTBEHHOIO Ipernapara, U B
NUCBMEHHOW (opMe T0OpOBOJIBHOE COIVIacHe MalMeHTa Ha yJyacTHe B KIMHHMYECKOM HCCIIEeIOBAaHUH
JIEKapCTBEHHOIO IIpernapara IOCIe O3HAKOMIIEHUS C OCOOCHHOCTSMU KIMHMYECKOIO HCCIEJOBAHMS,
HMMEIOIIMMHU 3HaYeHHE ISl BBIPAXKEHUS TAKOTO COTIIacus;

50) nobOodHOe [eicTBHE - peaknusi OpraHW3Ma, BO3HUKIAS B CBSA3M C NPUMEHCHHEM
JICKapCTBEHHOTO TIperapara B J1033aX, PEKOMEHIYEMBbIX B HWHCTPYKIMU IO €ro NPHUMEHCHHIO, IS
MPOQUIAKTU KU, TUATHOCTUKY, JICYCHU S 3a00JIeBaHUs WITH JIJIsl peaOuIuTaImu;

50.1) HexenarenbHas peakuus - HENpeIHAMEpeHHas HeONaronpusTHas peakuus OpraHu3Ma,
KOTOpasi MOKET ObITh CBA3aHA C IPUMEHEHHUEM JIEKApCTBEHHOTO IIpenapara;
(mm. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hast HeXenaTenbHAs pEaKIMs - HEXKeNaTeIbHas peaknHs OpraHu3Ma, CBS3aHHAS C
IPUMEHEHHEM JIEKapCTBEHHOIO IpenapaTta, MNpUBEALAs K CMEPTH, BPOXKAEHHBIM aHOMAIMSIM HIIM
MOPOKaM pa3BUTHUsS JHOO MpencTaBiisonas co0oi Yrpo3y KM3HH, TpeOyloIas TOCHUTAIN3ALUHA WU
MpHUBe/IIas K CTONKOM yTpare TpyA0CHOCOOHOCTH U (MJIM) MHBAIMIHOCTH;

52) HempenBUACHHAS HEXENaTelbHAs PEakius - HEXKenarenbHas peakius OpraHu3Ma, KoTopas
CBs3aHAa C TNPHUMEHEHHEM JIeKapCTBEHHOTO Ipenapara B J103aX, PEKOMEHJYEeMBIX B IPOTOKOJIE €ro
KIMHUYECKOTO HCCIEIOBAaHUsS, OpOIIOpe WCCIeNOBaTeNs, FJIA C TPUMEHEHHWEM JIEKapCTBEHHOTO
mpemnapara B J103aX, PEKOMEHIYeMbIX B HWHCTPYKIUH IO €ro MPUMEHEHUIO Uil TPOQHIaKTHKH,
JUATHOCTHKH, JICUCHUsI 3a00JIeBaHU S WJIM MEIUIIMHCKOW peabuIuTalluy MAllUeHTa, U CYIHOCTb, TSHKECTh
WM MCXOJ KOTOPOW HE COOTBETCTBYET WHQOpPMAIMK O JIEKAPCTBECHHOM IIpenapare, cojaepkalencs B
MPOTOKOJIE €ro KIMHUYECKOTO HCCIEAOBaHMS, OpoIlmope HCCleNoBaTeNis WM B WHCTPYKIHHU IO
MPUMEHEHHIO JIEKAPCTBEHHOTO Tpenapara;

(. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHam3op - BUJA AEATEIBHOCTH 11O MOHUTOPHHTY 3(QPEKTMBHOCTH M 0€30MacHOCTU
JICKapCTBEHHBIX  IpEMapaToB, HaNpaBJICHHBII Ha BBISBICHHE, OLEHKY M  IPEAOTBPAIICHHE
HEXXeJIaTeIbHBIX MOCIEACTBUN TPUMEHEHH S JIEKapCTBEHHBIX TPENapaToB;

(m. 52.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

52.2) miaH yHpaBJICHUS PUCKAMH - TOAPOOHOE OMMCAaHHWE MEpPONpHUATHH 10 (apMakoHAI30DY,
HaIpaBJICHHBIX Ha BBISBIEHHE, OIEHKY U MPEIOTBpAIllCHUE WU MUHUMH3ALMIO PHUCKOB, CBSI3aHHBIX C
JIEKApCTBEHHBIMU TIperapaTaMu, BKITI0Yas OIeHKY 3 (p(HEeKTUBHOCTH TaHHBIX MEPOTPHUSATHIH;

(. 52.2 BBeneH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

Koncynsrantlmroc: npumedanue.
C 01.03.2023 B 1. 53 cT. 4 BHOCATCS m3MeHeHUs (D3 ot 30.12.2021 N 463-D3).

53) pemenT Ha JEKApPCTBEHHBIM Mpermapar - MEAMIIMHCKUN JTOKYMEHT YCTaHOBJIEHHOW (POpMBI,
coJlep)KallMii Ha3HAYeHUEe JICKAPCTBEHHOTO IMpernapara Ul MEIUIIMHCKOTO MPUMEHEHUS, BbIJaHHbIHA
MCEOAUIITUHCKUM pa6OTHI/IKOM B OCIIIX OTIYCKa JICKAPCTBCHHOI'O IIpfrapara HJIM €ro H3TOTOBJICHUA H
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

OTIycKa Ha OyMa)KHOM HOCHUTENIE UJIH C COTVIacHsl MalMEHTa UM ero 3aKOHHOTO MPEACTaBUTENs B (popme
AJICKTPOHHOTO JIOKYMEHTa, MOJIHMCAHHOTO C WCIOJb30BAaHUEM YCHJICHHOW KB (UIIMPOBAHHON
SNICKTPOHHOW TOAMUCH MEIUIIMHCKOTO pa0OTHHKA, JIMOO JOKYMEHT YCTaHOBIICHHOH (DOPMBI,
cofiepKalMii Ha3HAa4YeHUE JIEKAPCTBEHHOTO IIperapara sl BETEPUHAPHOTO MPUMEHEHHUS, BBIJaHHBIA
CIIEI[MAJIICTOM B OOJaCTH BETCPHHAPHH B LEIAX OTHYCKAa JIEKAPCTBEHHOTO IIperapara MM ero
W3rOTOBJICHUS U OTITYCKA Ha O yMa)KHOM HOCHTEIIE;

(B pen. ®enepanbHbIX 3aKOHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

KoncynsrantlLitoc: npumeyanue.
C 01.03.2023 . 54 cr. 4 uznaraercs B HoBou penakiuu (O3 ot 30.12.2021 N 463-D3).

54) TtpeboBaHHEe MEIUIMHCKOW OpraHU3allMM, BETEPHUHAPHONM OpraHW3allMd - JOKYMEHT
YCTaHOBJIEHHOM (OPMBbI, KOTOPBII BBIMMCAH MEIUIIMHCKUM PaOOTHUKOM HJIM CIELHAIHNCTOM B 00JacTu
BETEPUHAPHH, MMECIOIMMH Ha 3TO TIPaBO, M COJCPKUT B IMHCHbMEHHOW (OpMe yKa3aHHEe anTeYHOU
OpraHH3aIuY WU BETEPUHAPHON alTeyHol OpraHu3aiiu 00 OTIyCKe JeKapCTBEHHOTO MperapaTa Uii o
€r0 M3TOTOBJICHUHU U 00 OTITYCKE JJIsi 0OecredeHus 1edeOHOoro mpoliecca B MEAUITMHCKOW OpraHU3aIluH,
BETEPUHAPHON OpraHu3aIlNy;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

55) KoMIUIeKCHasi OLIEHKa JIEKapCTBEHHOIO IIperapara - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKApCTBEHHOTO Ipenapara, BKIoYarmas B ceds aHamu3 HHGOpMalui O CPaBHUTENBbHON KIMHHUYECKOM
3¢ PEeKTHBHOCTH U 0€3011aCHOCTH JIEKAPCTBEHHOTO TIpernapara, OleHKY SKOHOMUYECKHX TOCIIEICTBUI €ro
MPUMEHEHHS, M3y4eHUE JIOTIOJHUTEIBHBIX ITOCIEICTBUNA TPUMEHEHHS JICKAPCTBEHHOTO TIpernapara B
LUENsAX NPUHATUS pEIIeHUH O BO3MOXHOCTH BKIIOUEHHMS JIEKAPCTBEHHOTO IIpernapara B IEpeyYeHb
JKU3HEHHO HEOOXOIUMBIX U BaXKHEUIIMX JEKAPCTBEHHBIX MpEnapaToB, HOPMATUBHBIE MTPABOBBIE aKThl U
MHbIE IOKYMEHTBI, OTIPEEIIAI0 e MOPSII0K OKa3aHUs MEIULIMHCKONW TTOMOIIM, UJIM UCKIIOUEHHUSI €ro U3
YKa3aHHBIX IEPEYHs, aKTOB U JOKYMEHTOB;

(1. 55 BBeaeH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

56) cucTeMa MOHHMTOPWMHIA JBHIKCHHS JICKAPDCTBEHHBIX TPEMaparoB Ui MEIMIIMHCKOTO
npuMeHeHns - QenepanbHas rocylapcTBeHHass WHQOPMALMOHHAS CHCTEMa MOHUTOPUHTA JBWIKEHUS
JICKAPCTBEHHBIX IPENapaToB Il MEAWIIMHCKOTO MPUMEHEHUS OT IPOU3BOIUTENS JIO KOHEYHOTO
NOTPEOUTENII C WCHOJB30BAHUEM B OTHOILICHUHW JICKAPCTBEHHBIX MPENapaToB JUIsl MEIMIIUHCKOTO
MPUMEHEHHS CPEJICTB UICHTH (PHKAITNH.

(. 56 BBenen denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Masa 2. NOJTHOMOYUA ®EOEPAJIbHbIX OPFTAHOB UCMNONMHUTENIbHON
BNACTW, OPFTAHOB UCMNOJTHUTEJIbHON BJIACTU CYBBEKTOB POCCUUCKON
®EANEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Ctatba 5. MNonHomouna denepanbHbIX OPraHOB MCNOJSIHUTENIbHOW BAacTU Npwm
oGpallueHnn nekapcTBeHHbIX CpeacTB

K nmoanomMounsam (bez[epaanLIX OpraHoB HCITOJTHUTEILHON BIIACTH pu O6paH_IeHI/II/I JICKApCTBCHHEBIX
CpCACTB OTHOCATCA:
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

1) mpoBenenue B Poccuiickoit denepaiiu eAWHOW TOCYIapCTBEHHONW MOIMTHKA B 00JIacTd

obecrieueHu s JICKApCTBEHHBIMU TIpernaparaMu rpaxkaad B Poccuiickoit @eneparmu;
(B pen. @enepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

2) yrBepxkaeHue oOUmMX (apMakomeHBIX craTed, (apMakonmeiHBIX craTed, u3JaHUe
rocyJapcTBEHHOU (papmakomneu, co3faHue 1 BeeHue peecTpa (papMaKoNneHbIX CTaHJapTHBIX 00pasloB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiectBieHue (QeneparbHOro TOCYIapCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOpalieHHs
JICKapCTBEHHBIX CPE/ICTB;
(B pen. DenepanbHbIX 3aKOHOB 0T 25.06.2012 N 93-®3, ot 11.06.2021 N 170-D3)

4) InUIEeH3UpPOBAHME TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB, B TOM 4Yucie deaepaTbHbII
TOCY/IapCTBEHHBIN JIUIIEH3MOHHBI KOHTPOJIb JIEATEIHPHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB,
MEPUONYECKOE MOATBEPXKICHUE COOTBETCTBUSA JIMIIEH3MATa, MMEIOILETO JIMIEH3UI0 Ha IMPOU3BOICTBO
JIEKApCTBEHHBIX CPEACTB, U (hapMaIleBTHUYECKON NIEATEIBHOCTH B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparuu;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHu3amus SKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB, ITHUYECKOW IKCIEPTHU3BI BO3MOKHOCTH
MPOBEJCHMS KIMHUYECKOTO MUCCIIe0BAHUS JICKAPCTBEHHOIO Ipernapara sl MeIUIIMHCKOIO MPUMEHEHN,
OKCIICPTU3bL JOKYMCHTOB, NpCACTAaBJICHHBIX UId  OMNPCACIICHHUA  BO3MOKHOCTHU paccMarpuBaTh
JIEKapCTBEHHBIM Mpernapar Uil MEAUIMHCKOTO INPUMEHEHWs IpU TOCYJApCTBEHHOW PpETHCTPALUM B
KauecTBe Op (PaHHOTO JIEKAPCTBEHHOTI'O Mpenapara;

(B pen. denepanpHoOro 3aKk0Ha OT 22.12.2014 N 429-D3)

5.1) opraHumzamus NPOBEACHHUS KOMILICKCHOW OIIEHKHA JICKAPCTBEHHOTO IMIperapara B IEJsX
MPUHATHS PELIEHU O BO3MOXKHOCTH BKIIOYEHHUS JICKAPCTBEHHOIO Mpernapara B IMEpedyeHb >KM3HEHHO
HEOOXOIMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX IpENapaToB, HOPMAaTHUBHBIE IPABOBbIE AKThl U WHBIE
JOKYMEHTBI, OMpENENIoNHe MOpAAOK OKa3zaHUs MEIUIMHCKOW TMOMOIIM WJIM HCKIIOYEHHUS €ero H3
YKa3aHHbBIX [EPEYHs, aKTOB U JJOKYMEHTOB;

(m. 5.1 BBenen @PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

6) BbIJa4ya pa3pellicHU Ha MPOBEICHUE KIIMHUYCCKUX UCCIICIOBAHUI JICKAPCTBEHHBIX IIPEIIapaToB,
BCACHUC PCCECTPa BbIJAHHBIX paspemeHI/If/i Ha IMPOBCACHHUC KIIMHUYCCKHUX I/ICCJIGILOBaHI/Iﬁ JICKapCTBCHHBIX
MPEraparoB;

7) TOCyHapCTBEHHAsl PETUCTpAIUsl JICKAPCTBEHHBIX IMPErapaToB, BEICHHE TOCYIApCTBEHHOTO
peecTpa Jiekap CTBEHHBIX CPEJICTB;

8) opranm3zanus u (UJId) TPOBEICHNE MHCTIEKTUPOBAHUS CYyObEKTOB 00pa IeH U JIEKapCTBEHHBIX CPEJICTB
Ha COOTBETCTBHUE MPaBIIIaM HaJJIekKaIel 1a00paToOpHON MPAKTUKH, TTpaBUIIaM HaIJIeKaIIeH
KINHIYECKOU IMpaKTHUKH, I[TpaBUIaM Haz[nemameﬁ MMPAaKTUKH XpaHCHUA U MCPEBO3KU JICKAPCTBCHHLIX
MperaparoB, MpaBuJIaM HAIUICKAIICH TUCTPUOBIOTOPCKON MPAKTUKH, IIPABUJIAM HaJJI)KaIeH alTeuH O
MPAKTUKH;

(. 8 B pen. DenepanpHoro 3akona ot 22.12.2014 N 429-D3)

8.1) opranu3zanus U (Wiu) NPOBEACHNE MHCIEKTUPOBAHUS CYOBEKTOB OOpallleHUs! JIEKApCTBEHHBIX
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

CPEICTB Ha COOTBETCTBUE TPEOOBAHUSAM IpaBUJI HAAJEKAIleH MPOM3BOJCTBEHHON INPAKTUKU, Bblgaya
3aKIIOYEHUII O COOTBETCTBUM IPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM IpaBUII
HaJJIeKaleil Mpor3BOACTBEHHOM TPAKTUKY;

(mm. 8.1 BBenen PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

8.2) ycTaHOBIECHHE TOpPSIKA BEICHHS W BEICHHE TOCYIApPCTBEHHOTO peecTpa 3aKIOYeHHH O
COOTBETCTBUHM TPOM3BOJUTENS JIGKAPCTBEHHBIX CPEACTB TpeOOBaHUAM MpaBUIl  HaAJEKaIIeH
IIPOM3BOJICTBEHHON IIPAKTU KU,

(m. 8.2 BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) rocymapcTBeHHas pETHCTpalys TpPeNeNbHBIX OTMYCKHBIX I[€H MPOU3BOAUTENEH Ha
JICKAPCTBCHHBIC IIPCIIapaThl, BKIIOYCHHBIC B TIICPCUYCHL KU3HCHHO H€O6XOI[I/IMI>IX A BaXHEHIIMX
JICKapCTBEHHBIX TPENapaToB, W BEICHHE TOCYIAPCTBEHHOTO peecTpa MpelNeNIbHbIX OTIMYCKHBIX I[eH
MPOU3BOAUTENEH HA JICKAPCTBEHHBIC MpPEMapaThl, BKIIOUYCHHBIC B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX U
BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaTOB;

(B pen. @enepanpHOTo 3aK0HA OT 06.06.2019 N 134-D3)

9.1) cormacoBaHue MPOEKTOB PEIICHUN OpraHOB HCIOJHHUTEIBHOU BJIACTU CyOBEKTOB Poccuiickoit
Oenepanru 00 yCTaHOBJIECHUM W (MJIM) W3MEHEHHHU TMPEICITbHBIX Pa3MEPOB OINTOBBIX HAA0AaBOK U
IpeeNbHbBIX pa3MepoB PO3HUUYHBIX HaJ0aBOK K (PAaKTUYECKUM OTHYCKHBIM ILI€HaM, YCTaHOBJIEHHBIM
IIPOU3BOAMUTENSAMH JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHBIE B
IepeyeHb )KM3HEHHO HEOOXOAMMBIX U BayKHEN M X JIeKap CTBEHHBIX IIPENapaToB;

(mm. 9.1 BBenen denepanbHbIM 3ak0HOM OT 13.07.2015 N 241-D3)

10) BbIaua, YCTAaHOBJIGHME TOpSAAKA BBIJAYM pa3pellleHHWs Ha BBO3 KOHKPETHON mapTHH
JIEKapCTBEHHOTO cpenicTBa B Poccuiickyro denepanuio;
(1. 10 B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BpImaya, ycTaHOBJIEHUE MOPSAAKA BbIaYM U (OPMBI TOKyMEHTA, KOTOPBIM MOATBEPKIAET, UTO
MPOM3BOJICTBO JIEKAPCTBEHHOIO Ipemnapara Juisi MEOULUMHCKOTO MPUMEHEHUS OCYILIECTBICHO B
COOTBETCTBUM C TPEeOOBAHUSAMM IMPaBUJl HAMJISKAIIEH IMPOM3BOJCTBEHHOW TMPAKTUKA MJIM 4YTO
JIEKapCTBEHHBIM Mpenapar Jis BETEPUHAPHOTO NMPUMEHEHHUs JOMYIIeH K oOpaieHuio B Poccuiickoi
Oenepani, U MOMJISKHUT IMPEJCTABICHUIO IO TPEOOBAHUIO YIOJIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpenapar;

(m. 10.1 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. denepasibHOrO 3aKOHA OT
02.08.2019 N 297-D3)

10.2) BhIgaua, yCTaHOBJICHHE TMOpPsIKa BBIAAYM M (OPMBI JOKYMEHTA, COAEPIKAILETO CBEACHUS O
CTaaUAX TEXHOJIOTMYECKOTO Ipoliecca IMPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA ISl MEAULIMHCKOIO
IIPUMEHEHU S, OCYLIECTBIISIEMBIX Ha TEPPUTOpUN EBPa3suiicKoro 3 KOHOMHYECKOTO COI033;

(m. 10.2 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-®3, B pen. denepaibHOrO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3nanue cOBETOB MO BOIPOCAM, CBSI3aHHBIM ¢ OOpaIlEHUEM JIEKApCTBEHHBIX CPEJICTB;
12) aTrecrauus u cepTUPUKaAIUs CIELUATICTOB;

13) yrpatun cuny ¢ 1 centsiopst 2013 rona. - @enepanpublii 3akon ot 02.07.2013 N 185-D3;
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

14) ocymectBieHue gapMakoHaa30pa;
(mm. 14 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yaactue B MeXIyHapOJHOM COTPYIHUYECTBE;

16) mosrydeHue 1o 3ampocaM YImoJIHOMOUYEHHOTO (pe1epaIbHOro OpraHa UCIIOJTHUTEIbHON BIACTH OT
OpraHOB WCIIOJHHUTEIIBHOW BJIACTU CyOBbEeKTOB Poccuiickoir dDenepanuu, a Takwke OT CYOBEKTOB
OOpalleHHs JIEKAPCTBEHHBIX CPEICTB Ul MEIUIIMHCKOTO IPUMEHEHUs HH(POPMAlMU IO BOIPOCaM
YCTaHOBJICHHS U IPUMEHEHHUS LIEH Ha JICKApCTBEHHBIE MpenapaThl U Haa0aBOK K HIM;

17) npuMeHeHre Mep OTBETCTBEHHOCTH 3a HapyIlleHHe 3akoHoaaTeabcTBa Poccuiickont deneparuu;

18) yrBepxkaeHue TmpaBui Haaiexamed 1a0opaTOpHON MpakTUKH, TPaBUI  HaJIeKaIen
KIMHUYECKON IPAKTUKM, IPaBUJ HaJJIEXKalled IPOU3BOJICTBEHHONW IPAKTUKU, IPABUJ HAJIEXKalleH
NPaKTUKM  XpaHEHHMS M  IE€PEBO3KM  JIEKADCTBEHHBIX  IIpEnaparoB, MpaBWl  HaAJdeKaleh
JUCTPUOBIOTOPCKOM NPAaKTUKW, MPAaBWJI HAAISKAUEH anTeYHONW NPAKTUKU, MPaBHIl HaAJexallen
MpakTUK (papMaKoHaA30pa JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS,

(m. 18 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

19) ycranoBnenue nopsiika GOpMUPOBAHUS PETUCTPALIMOHHOTO JI0ChE Ha JICKAPCTBEHHBIHN Iperapar
U TpeOOBaHUI K JOKYMEHTAaM B €0 COCTaBE;
(m. 19 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) yrBepK/IeHHE MTPaBUJI PalliOHAIBHOIO BEIOOPAa HAaMMEHOBAHUH JIEKAPCTBEHHBIX IIPENapaToB AJs
MEIULUHCKOTO ITPUMEHEHHUS;
(m. 20 BBeaen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21) yrBepxkeHUE NepevHs] HAMMEHOBaHU M JIEKapCTBEHHBIX (OpM;
(. 21 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

22) yrpatui cuny ¢ 1 mapra 2020 rona. - ®enepanpuslii 3akoH oT 27.12.2019 N 475-D3;

23) yrBepkIeHHe TpeOOBaHWN K MHCTPYKIUU MO METUIMHCKOMY NMPUMEHEHHUIO JIEKAPCTBEHHBIX

MpEenapaToB U K MHCTPYKLMHU 110 BETEPUHAPHOMY IPUMEHEHUIO JIEKAPCTBEHHBIX ITPENapaToB;
(m. 23 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

24) mpUHATHE PEUICHUM, SBIISIONMXCS OCHOBAHUSIMH I BKIIOUYCHHS JOMEHHBIX UMEH U (WJIN)
yKazaTtenel CTpaHuI] CaliToB B WHQPOPMAIMOHHO-TEIIEKOMMYHHKAIIMOHHOW ceTu "MHTepHeT", a Takke
CETEBBIX aJPECOB B CIWHYID aBTOMATHU3MPOBAHHYIO WHQoOpMamuoHHy0 cuctemy "EmuHbiii peectp
JIOMEHHBIX HMMEH, YKa3aTeJled CTpaHWIl CaWTOB B HWHOOPMAIMOHHO-TEIIEKOMM YHUKAIIMOHHOW CETH
"HTepHeT" M CETEeBBIX aJPEcOB, TMO3BOJSIONMX HWICHTU(DUIIUPOBATh CAWTHl B HHOOPMAIIMOHHO -
TEJIEKOMM YHUKaInoHHOW ceTn "MHTepHeT", conepkamme MHOOPMAINIO, pacIpOCTPaHEHHE KOTOPOW B
Poccuiickoii ®eneparmu 3ampemieHo", B OTHOIICGHWH WHGOPMAIIUH, COACPXKAIICH NPEIIOKEHUE O
PO3HUYHOW TOPrOBIie JIEKAPCTBEHHBIMH TMIpenaparaMd, B TOM YHUCJIE AWCTAHIMOHHBIM CIOCOOOM,
pPO3HUYHAsT TOPTOBJS KOTOPHIMH OTpaHWYE€HA WM 3allpelicHa B COOTBETCTBUM C HACTOSIIMM
denepanbHBIM 3aKOHOM, M (MJIM) WHQOpMAIMH, COAEpIKAIleHd MpeIoKEHUEe O PO3HUYHOW TOProBJje
JICKApCTBEHHBIMU TpenapaTaMi, B TOM YHCIE TUCTAHIMOHHBIM CIIOCOOOM, IUIAMH, HE HMCIOIIMMHU
JUIICH3UU U pa3pelieHUs] Ha OCYIIECTBJICHHE TAaKOW JEATEIbHOCTH, €CJIM TOJY4Y€HHE JIMICH3UH |
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paspeleHus MpeaycMOTPEHO 3aKOHO1aTeNl hCTBOM 00 0OpallieHNH JIEKAPCTBEHHBIX CPEJICTB;
(1. 24 B pen. @enepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BblAava paspelieHui Ha BBOJ B TPaKAAHCKUN 000POT MMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX
Mpernaparos.
(mm. 25 BBeaen denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-03)

Koncynsrantlmtoc: npumedanue.
Ct. 5.1 pacnpocTpaHseTcss Ha MOJHOMOYHS, KOTOpPbIE HE MepeAaHbl sl OCYHIECTBJIEHUS OpraHam

rOCyAapCTBEHHOW BJIACTH CYObeKTOB PD M opraHamM MECTHOTO CaMoO YIPaBJIEHHUS COOTBETCTBYIOIIMMHU
¢e nepanbubiMu 3akonaMu (@3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepepaya ocyuwecTBneHUss NOJIHOMOYMW eaepanbHbIX OpPraHoB
UCNOJIHUTENIBHOM BnactM nNpu oOpalwWeHun neKapCTBeHHbIX CpPeacTB oOpraHam
UCnosnHuUTeNbLHOU BnactTu cybsekroB Poccunckon degepaumm

(BBenena denepanpHbiM 3aK0HOM OT 13.07.2015 N 233-D3)

[NonHoMouns (eneparabHBIX OPraHOB MCIIOJHMUTEIBHONW BJIACTU MPHU OOpAIEHUH JIEKApCTBEHHBIX
CPEICTB, NPELyCMOTpPEHHBblE HacTosiuMM @DenepalbHbIM  3aKOHOM, MOTYT I€pelaBaTbCs JUid
OCYIIIECTBJICHUSI ~ OpraHaM  HMCIOJHUTEIBHOW  BJacTh  CyobektoB  Poccuiickoit ~ Denepanunu
nocraHoBienusiMu [IpaButensctBa Poccuiickoit denepannu B nopsake, ycraHoieHHOM denepalibHbIM
3akOHOM OT 6 okTsi0pst 1999 roga N 184-®3 "O6 oO0umx NMpuHIMIAX OPraHU3AlUN 3aKOHOJATEIbHBIX
(mpeAcTaBUTENBHBIX) U HMCIOJHUTEIBHBIX OPraHOB TOCYAAPCTBEHHOM BJacTH cyObekToB Poccuiickoit
denepannn'.

Crtatbsa 6. NlonHOMOYMA OpraHOB MCNONHUTENILHOW BnacTu cybobLekta Poccunckomn
denepauunm npu odbpalleHNn NeKapCcTBEHHbIX CpeacTB

K momHOMOYMSM OpraHoB WCIIOJHUTENBHOW BJAcTH cyObekra Poccuiickoit ®denepanuu mpu
oOpallieHU U JTeKAPCTBEHHBIX CPEICTB OTHOCSTCS :

1) pazpaboTka u peanu3alysi peTMOHAIBHBIX IPOrpaMM 00€eCIeUeHHs] HACeIeHUs JIEeKapCTBEHHbIMU
npenapaTamu;

2) yCTaHOBJICHHE IPEICTbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK U MPEACIBHBIX Pa3MEPOB PO3HUYHBIX
Hal0aBOK K (DaKTMYECKUM OTHYCKHBIM LI€HaM, YCTaHOBJIEHHBIM IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKApCTBEHHBbIE Iperaparbl, BKIIOYEHHBbIE B MEPEYeHb >KU3HEHHO HEOOXOJUMBIX U
BaKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB;

3) ocCyleCcTBIEHHE PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJS 3a NPUMEHEHHWEM IIeH Ha
JIEKapCTBEHHBIE IpenapaTthl, BKIIOYEHHbIE B IEpPEUYEHb JKM3HEHHO HEOOXOAMMBIX U BaKHEHIMX
JICKAPCTBEHHBIX IIPErnapaToB, OpPraHU3alMsIMH OINTOBOW TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMU,
anTeUYHBIMU OpraHU3alMAMHU, WHIMBUAYAJbHBIMH MPEANPUHUMATEISIMH, HWMEIONMMU JHUIEH3UI0 Ha
(apMalleBTUUECKYIO JIESTE€IbHOCTh, MEAWLMHCKAMHU OpTaHU3allUsMHM, HWMEIOIMMHU JIMILEH3UIO Ha
(dapManeBTUUECKYIO JIeATEIbHOCTh, U HUX OOOCOOJEHHBIMU NOJpa3AeiICHUsAMHU (aMOyIaToOpUsIMH,
denpamepckuMu U QeNbIIMEePCKO-aKyIIEpCKUMH  TTYHKTaMH, I[EHTpaMu (OTACIICHUSMHU) OOIICH
BpayeOHOI (CEMEHOI) MPAKTHKK), PACIOJIOKCHHBIMH B CEIIbCKMX HACEICHHBIX MYHKTaX, B KOTOP BIX
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OTCYTCTBYIOT allTEUHbIE OPTaHU3ALHH;
(B pen. DenepanbHbIX 3aKOHOB 0T 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) mpuHATHE pEIICHUs 00 HCIOJB30BAaHWM Ha TeppUTOpUH cyObekra Poccuiickoit deneparum
HapsIy C perienTaMu Ha JIEKApCTBEHHBIC Mpenaparthl, 0hOPMICHHBIMI Ha OyMa)KHOM HOCHTEIE, PEIESNTOB
Ha JIEKapCTBEHHBIE TIperapaThl, CPOPMUPOBAHHBIX B JOPME IJIEKTPOHHBIX IO KYMEHTOB.

(1. 4 BBeneH @enepanbHbIM 3ak0HOM 0T 29.07.2017 N 242-D3)

aea 3. TOCYOAPCTBEHHAA ®APMAKOINEA

Cratba 7. PaspaboTka M mspgaHue rocyaapcTBeHHoum hapmakoneu, pasmelieHue
AaHHbIX O HEen

1. Tlox rocymapcTBeHHOU (hapMmakoreei MOHUMAETCS CBOJA OOMMX (hapMaKONEWHBIX CTaTedl u
(hap MaKoTeHBIX CTaTEH.

2. Pazpaborka oOumx ¢QapmakoneldHbIX craTei W (¢apMakKoONmeHHBIX CTaTedl, B TOM YHUCIE
(dapMakoneHbpIX cTaTel Ha (¢apMakolelHble CTaHJapTHble oOpas3lbpl, M BKIWOYEHHE UX B
rOCYIapCTBEHHYIO (DapMakomero OCYIIECTBISAIOTCS B IOPSJIKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM
(e iepabHBIM OpraHOM MCIOJIHUTENBHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pazpabotka (apmakoneiHON cTaTbu Ha pedepeHTHBIN JIEKApCTBEHHBII MpenapaT U BKIOYEHUE
ee B TOCyIapCTBEHHYIO (JapMakomero B TEUEHHE CpOKa JEHCTBHS 3aIllMTHl HMCKIIOYUTENHFHOTO IpaBa,
YIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JIEKApCTBEHHBIM Ipenapar, OCYIIECTBIISIIOTCS C COTJIacus
€ro pa3paboT4ymKa.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocymapcTBeHHass (apMakomess W3AaeTCs  YIOJHOMOUYEHHBIM  (ellepalbHBIM  OpPTaHOM
MCITOJTHUTEIHHON BJIACTH 3a CYET CPEACTB (peiepanbHOrO OI0/DKETa U MOMJICKHUT MEPEH3TaHMSIM HE Pexke
YeM OJIMH pa3 B IATh JIET, B MEPUOJ MEXKIy KOTOPBIMH H3MAIOTCS MPUIIOKEHHS K TOCYIapCTBEHHOU
dapmakoriee, cojuepkanme ooOume (dapmakoreiHble cTaThl W (WIM) (apMaKONeWHBbIE CTaTbhH,
YTBEP KICHHbBIC TIOCIIE U3JaHUS FIIH TIEper3IaHusl TOCYIapCTBEHHON (papMaKOIeH.

5. YnomHOMOYEHHBIH (enepaibHblii OpraH MCHOJHUTEIBHOM BJIACTH pa3MENAeT JaHHBIE O
rocyaapcTBEHHOU (papMakomnee v MpUIIOKEHHIX K Heil Ha cBoeM o (uiinaibHoM caiite B cetu "MHTepHeT"
B YCTAHOBJICHHOM MM IOPSAIKE.

Masa 4. IMLUEH3NPOBAHUE NMPOU3BOOCTBA JIEKAPCTBEHHbLIX CPEAOCTB
U PAPMALEEBTUYECKOW OEATENBHOCTU, TOCYOAPCTBEHHbLIA KOHTPOIb
(HAO30P) B COEPE OBPALLUEHUA NIEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatba 8. JlMueH3anpoBaHMe NPOM3BOACTBA JIeKapPCTBEHHbIX CpPeaAcTB MU
chapmaueBTUYECKOMN AeATENbHOCTHU

1. JIumensupoBanue MPOM3BOACTBA JIEKAPCTBEHHBIX CPEIACTB M (hapMarleBTHUYCCKON JEITEeIbHOCTH
OCYILIECTBJISIETCA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Pocculickont denepanum.
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2. O6s13aTeNbHBIM YCIIOBHEM MPEIOCTaBICHUS JIMIIEH3UU Ha MPOU3BOCTBO JIEKAPCTBEHH bIX CPE/ICTB
ABJIETCSl MPHUJIOKEHUE K 3asABJICHUIO COMCKATENs JIMIEH3UM IEpPEeYHs JIEKapCTBEHHbIX (GopMm U (uiu)
BUJIOB (PapMaleBTUUYECKUX CYOCTAHIMH, KOTOpPbIE MPOU3BOAMUTENb JICKAPCTBEHHBIX CPEICTB HaMEpeH
MIPOU3BOJHUTb.

3. B cnydyae HEOOXOIMMOCTH PACIIMPEHUs TPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JEKapCTBEHHBIX (OpM U BHUAOB (apMalleBTUYECKUX CYOCTaHIIMH TMPOU3BOAUTENH JIEKAPCTBEHHBIX
CpPEeICTB JOKEH MOoAaTh B JIMIICH3UPYIONMA OpraH 3asBJCHHE O BHECEHHMHM H3MEHEHHUH B peecTp

JIMIICH3UI Ha TPOU3BO/ICTBO JICKAPCTBEHHBIX CPEIICTB.
(B pen. ®enepanbubix 3ak0HOB 0T 02.08.2019 N 297-D3, ot 11.06.2021 N 170-D3)

4. JIuueH3ust Ha TPOM3BOCTBO JIEKAPCTBEHHBIX CPEACTB ((papMarieBTHUECKON CyOCTaHIIMM CHUPTA
STUJIOBOTO (9TaHOJIa) BBIJAETCS MPH YCIOBUU HAIM4YMSI y OpraHMU3allMd Ha IpaBe COOCTBEHHOCTH,
XO3SICTBEHHOTO BEJICHUS WJM ONEPAaTUBHOIO YIPaBJICHHUSI OCHOBHOTO TEXHOJOTHYECKOTO 000y I0OBaHUS
JUI TPOU3BOACTBA ATHJIOBOTO CHHUPTA, 3aPETHCTPUPOBAHHOTO B COOTBETCTBHM CO cTartbeil 14.1
denepanpHOro 3akoHa OT 22 HOA0ps 1995 roma N 171-®3 "O rocymapCTBEHHOM pPeETYIHPOBAHUH
MPOM3BOJICTBA M 000pOTa 3TUIIOBOTO CIHUPTA, AJKOTOJBHOW M CHUPTOCOACpKAIIEH MPOAYKUMH U 00
OTpaHUYEHUH OTpedIeHUs (PaCIUTHS) ATIKOTOJIBHON MPOIYKIIUN "

(uactb 4 BBeneHa denepanbHbiM 3aKk0HOM OT 27.12.2019 N 481-D3)

Ctatba 8.1. OCOOEHHOCTUM NUUEH3UPOBAHMUA MPOU3BOACTBA JleKapPCTBEHHbIX
cpeacTB (thapmaueBTUHECKON CYOCTaHLMM CNMpPTaA 3TUNOBOIo (3TaHona)
(BBeneHa denepanbHbIM 3aK0HOM 0T 27.12.2019 N 481-D3)

1. JleificTBue JHMIEH3MU Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CpencTB ((apMaleBTHUECKOM
CyOCTaHIIUM CHUPTa STUIJIOBOTO (3TAaHOJIA) MPUOCTAHABJIMBAETCS B 4YacTH IIpaBa Ha IPOU3BOJICTBO
(hapMareBTHYECKOH CYOCTaHIIMHM CIUPTA ATHUJIOBOTO (3TaHOJA) JUIICH3UPYIOIMM OpPTaHOM B CIlydasx,
onpeneneHHbIX cTatbeil 20 deaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUn
OT/AETBHBIX BHUJOB JIEATEIBHOCTH'", a TakKe Ha CPOK MPUOCTAHOBJICHHS JEUCTBUS JUILEH3UM Ha
MPOU3BOACTBO ATUIIOBOTO CIIUPTA JUIsl IPOU3BOACTBA (hPapMalleBTUUYECKON CyOCTaHIIMHU CITUPTA STUIOBOTO
(3Tanona), BbIAHHOM B cOOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N 171-®d3 "O
TOCYJAapCTBEHHOM PETyITHPOBAHHHM TIPOU3BOJCTBA W O0OpPOTa ATHIIOBOTO CIIMPTA, AJTKOTOJIBHOH U
CIUPTOCOAEPIKALICH MPOAYKIUH U 00 OrpaHMYECHHHN MTOTPEOIeHHS (PACTIUTHS) AIKOTOJIbHOM MPOayKIuu'".

2. JleiicTBMe JMIICH3MM Ha TPOM3BOJACTBO JICKAPCTBEHHBIX CpeAcTB ((apMaleBTHUECKOH
CyOCTaHLIMM CHOMpTa OSTWIOBOIO (dTaHOJIa) B 4YacTH IMpaBa Ha MPOU3BOJACTBO (hapMalleBTUUYECKOM
CYOCTaHLIMM CHHUpPTa STUJIOBOIO (3TaHOJA) MHPEKpalAeTCs JULEH3UPYIOLMM OpraHOM B CIIydasXx,
omnpeneneHHbIx cratheit 20 denepanpHoro 3akoHa oT 4 mast 2011 roga N 99-®3 "O nureH3upoBaHUN
OTIIENbHBIX BHJIOB JEATEIBHOCTU", a TakkKe C JaThl NpeKpalleHWus WM aHHYAUPOBAaHUS JeHCTBUS
JUIEH3UM Ha MPOM3BOJCTBO 3TUJIOBOIO CIHUpPTA IJIsi IPOU3BOJACTBA (apMalleBTHUECKOH CyOCTaHLIMU
CIUpPTa 3TUJIOBOTO (3TaHOJA), BEIAAHHON B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 Hosi0ps 1995
roga N 171-®3 "O rocymapCTBEHHOM pPEryJupOBaHUHM MPOM3BOJACTBA M 000pOTa ATHJIOBOTO CIIHPTA,
AJIKOTOJIBHOW W CHUPTOCOAEpIKAaIlel MPOAYKIUM M 00 OrpaHMyeHMd NOTpeOneHust (pacruTus)
QJIKOTOJIBHOW MPOIyKIUHU ",

Ctatba 9. [locypnapcTBeHHbIN KOHTponb (Haa3op) B cdepe obpaweHus
neKapcTBeHHbIX CpeAcTB
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(B pen. denepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocynmapcTBeHHBIM KOHTpodb (Ham3op) B cdepe oOpalleHus JIEKAPCTBEHHBIX CPEJCTB
OCYILECTBIISICTCSA TOCPEACTBOM  (peAepaIbHOTO TOCYIApCTBEHHOTO KOHTpoJs (Hax3opa) B cdepe
oOpaleHNs JEKapCTBEHHBIX CPEACTB U (DeAECpaTbHOTO TOCYAAPCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JIeSITEIBHOCTU 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAEMbIX (DefiepabHBIMU OpraHaMH
U CIIOJIHUTENIBHOM BJIACTH, yIIOoJHOMOYeHHBbIMU [IpaBurenscTBoM Poccuiickoit @enepanuu.

2. Ilpenmerom ¢enepanbHOro rocyaapCTBEHHOTO KOHTpPOJs (Ham3opa) B cdepe oOpaleHus
JICKAPCTBEHHBIX CPEJICTB SIBJISTFOTCSL:

1) cobmonenne 00s3aTeNbHBIX TpeOOBAaHUHN B cdepe OOpalleHHs JIEKAPCTBEHHBIX CPE/ICTB, B TOM
qucie:

a) TpeOOBaHWI K MOKIMHUYECKHM HCCICIOBAHUSIM JIEKAPCTBEHHBIX CPENICTB, KIMHUYECKUM
WCCIIEOBAHUsIM JICKAPCTBEHHBIX IpEnapaToB, WM3TOTOBJEHUIO, XPAaHEHWIO, IIEPEBO3KE, BBO3Y B
Poccuiickyto ®epepanuio, OTHYCKY, pealu3alllM, Iepeaade, NIpOoJake JEKAPCTBEHHBIX CpPE/CTB,
MPUMEHEHHUIO JIEKAPCTBEHHBIX IPEnaparoB, YHUUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHUIO
MPOU3BOUTENISIMUA JICKAPCTBEHHBIX TPEMapaToB IIEH Ha JIGKAPCTBEHHBIC MperapaTrhl, BKIIOYCHHBIC B
nepeueHb )KM3HEHHO HeOOX0IMMBIX M BaXXKHEHIIMX JIeKap CTBEHHBIX MPENnaparos;

0) TpeOOBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CpPEACTB, HAXOIALNMXCA B OOpalleHHH,
MoKa3aTessiM KauecTBa, 3 (h(heKTUBHOCTU U O€30MaCHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUU C HACTOSIIAM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COOMIONEHUIO CYOBEKTaMU OOpaIleHHS JIEKApCTBEHHBIX CPEICTB, yYKa3aHHBIX B
yactu | ctateu 67.1 Hacrosmero deaepanbHOTO 3aKOHA, OTPAaHUYEHUM, HalaraeéMbIX cTaThsiMu 67.1 u
67.2 nacrosiiero @enepalibHOTO 3aKOHA,

2) cobmroieHHe JIMIIEH3MOHHBIX TPEOOBAHUM K OCYIIECTBICHUIO (JapMalleBTUUECKOMN JACeSTeIbHOCTH;
3) cobmoieHre TpeOOBAaHUI K MPEIOCTABICHHUIO CYObeKTaMH OOpAaIlCHHUs JIEKAPCTBEHHBIX CPEICTB
HHpOpPMAIIUK O JIGKAPCTBEHHBIX CpeAcTBaxX M (WJIM) JIEKAPCTBEHHBIX IMperaparax, MpeaycMOTpeHHON

cratbsimu 9.1, 52.1 u 64 Hacrosmero denepanbHOrO 3aKOHA.

3. Ilpu ocymectBieHnn ¢eaepaibHOTO TOCYIApCTBEHHOTO KOHTposst (Ham3opa) B cdepe
oOpalleHus JIEKapCTBEHHBIX CPEICTB MPOBOJATCS CIEAYIOIME BHUIbI KOHTPOJBHBIX (HAI30PHBIX)
MEpONPHUSITHIA:

1) noxyMeHTapHasi IPOBEPKa;

2) BBIE€3/IHAS IPOBEPKA;

3) BEIOOPOYHBIH KOHTPOJIb KAaUeCTBA;
4) KOHTPOJIbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIN BU3HT;
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6) nHaOmroneHue 3a COONIIOJICHHEM O0s3aTeNbHBIX TpeOOBaHUN (MOHUTOPHHT O€30MacCHOCTH)
(bapmakonamsop).

4. Opranuzanus 1 oCyllecTBiIeHHE (eepaibHOro rocyaapCcTBEHHOTO KOHTPOIIs (Haa3opa) B cdepe
oOpalleHus JeKapCTBEHHBIX CPEICTB perynupyiorcs PenepanbHbiM 3akoHoM oT 31 urons 2020 roma N
248-®3 "O rocymapCTBEHHOM KOHTpoJie (HAa30pe) W MYHHIIUIIAIRHOM KOHTpolie B Poccuiickoit
denepanun'.

5. BuenyaHOBbIN BBIOOPOYHBIM KOHTPOJIb KadecTBa IPOBOJUTCS B TOM YMCIE HAa OCHOBAaHUU
IIPOTPaMMBbI IIPOBEPOK.

6. II1aHOBBII BEIOOPOUHBIN KOHTPOJIb KaueCTBa HE TIPOBOIUTCS.

7. Ilo pe3yabraram BHIOOPOUHOIO KOHTPOJIS KauecTBa HAPSAAY C PELIEHUSIMU, TPEIYCMOTPEHHBIMU
denepanbabiM 3ak0oHOM OT 31 urons 2020 roma N 248-D3 "O rocyaapcTBEHHOM KOHTpoJie (Haa30pe) U
MYHHUIIUTIATBEHOM KOoHTposie B Poccuiickoit ®Denepannu”, QenepaqbHbIMU OpraHaMyd HCIOTHUTEIBHOM
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYIIECTBJICHHUE BBIOOPOYHOTO KOHTPOJS KadecTBa, MPUHUMAIOTCS
CIENYIOLME PEIICHHUS:

1) o nanpHeiIIeM TpaKJAaHCKOM 000pOTE CepHH, MAPTUH COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeACTBA B Cllydae MOJITBEPIKACHUS IO pe3y/bTaTaM MPOBEICHHBIX HCIBITAHUA COOTBETCTBUS KA4eCTBa
JICKAPCTBEHHOTO CPEJICTBA YCTAaHOBJICHHBIM TPEOOBAHUSIM,

2) 00 HU3BATUU W3 TPAKITAHCKOTO 000pOTa CepHM, MAPTHU COOTBETCTBYIOIIETO JIEKAPCTBECHHOTO
CpEICTBa B Cily4yae BBISIBICHHS MO pe3yibTaTaM MPOBEICHHBIX MCIBITAHUM HECOOTBETCTBUS KadecTBa
JIEKApCTBEHHOTO CPEACTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBOJie JICKAPCTBEHHOTO CPEICTBA HA MOCEPUUHBIA BBHIOOPOYHBIM KOHTPOJb KadecTBa
JICKapCTBEHHBIX CPEJCTB B CIIydae IMOBTOPHOTO BBISBICHUS HECOOTBETCTBUS Ka4eCTBA JIEKAPCTBEHHOTO
CpEICTBA YCTAaHOBJIGHHBIM TpeOOBaHUSM M (TMpU HEOOXOAMMOCTH) O IMpPOBEpKe CyOBeKTa OOpaIleHUs
JIEKapCTBEHHBIX CPEICTB. Pacxopl, CBA3aHHBIE C MPOBEICHUEM ITOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJIAYMBAIOTCSA TIPOM3BOJUTEIEM JICKAPCTBEHHOTO CpPEACTBA JHOO JepkaTreineM WM BJaJeblieM
PETHCTPALlMOHHOTO YAOCTOBEPEHHU S JIEKAPCTBEHHOTO IIperapara.

8. @enepanpHbI T'OCYIAPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJb JEATEIBHOCTU 110 IPOU3BOJCTBY
JICKapCTBEHHBIX CPEACTB OCYILECTBISIETCA B COOTBETCTBUM C 3aKOHOIATENbCTBOM Poccuiickoit
denepanuu.

Cratbs 9.1. [porpamma npoBepok
(BBenena denepanpHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. B mensx opraHu3aiiuu BEIOOPOUYHOTO KOHTPOJIS KAaUeCTBA JIEKAPCTBEHHBIX CPEACTB (OPMUPYETCS
IIpOrpaMMa IpoBEPOK.

2. Jlna nened peanusaluH IPOrpaMMbl IPOBEPOK NPOU3BOIUTENM JIEKAPCTBEHHBIX CPEICTB HU
OpraHu3aluy, OCYLICCTBISIONME BBO3 JIEKAPCTBEHHBIX CpeacTB B Pocculickyto dexpepauuio,
IIPEJOCTABISIIOT B OTHOLICHWH JIEKAPCTBEHHBIX CPEACTB JUII MEIULIMHCKOTO IIPUMEHEHUs B
YIOJIHOMOYEHHBII (eepanbHblii OpraH HCHOJHUTENBHOM BJIACTH, OCYLIECTBISAIONMNA (YHKIHUU IO

www.consultant.ru CrpaHuua 21 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=389501&date=04.04.2022
https://login.consultant.ru/link/?req=doc&base=LAW&n=389501&date=04.04.2022&dst=100996&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=386909&date=04.04.2022&dst=102548&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

KOHTPOIIIO W HaI30py B cdepe 3ApaBOOXPAHEHHS, B OTHOIICHHH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHHUSI B YIOJHOMOYEHHBIH (QefepaibHbIii OpraH HCIOJHUTEIBbHOM BIacTH,
OCYIIECTBIISIO M (PYHKIHH 11O KOHTPOJIO M HAA30pY B cdepe oOpaIieHus JeKapCTBEHHBIX CPEJICTB AT
BETEPUHAPHOTO MPUMEHEHUS, CBEACHUS O CEPUAX, NAapPTHUAX JEKapPCTBEHHBIX CPEJICTB, MOCTYMAIOIMX B
rpaxmaanckuii o0opoT B Poccuiickoit denepanuu, B TOpsSAKe, COCTaBE M 00BEME, YCTAaHOBJICHHBIX
yKa3aHHBIMH (pe/iepaibHBIMU OpraHaMU UCTIOJHUTEIHHOM BIACTH B OTHOILCHUH JIEKAPCTBEHHBIX CPEICTB
A1 MCIULIMHCKOIO IMPUMCHCHUA W B OTHOHICHUU JICKAPCTBCHHBLIX CPCACTB I BCTCPUHAPHOIO
MIPUMEHEHHS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok QopMHUPYeTCs Ha KaleHAapHblii rogq B cpok Ao 30 gexabps rona,
MPELIECTB YO IIETO TO1y IPOBEIEHUS BHIOOPOYHOTO KOHTPOJIS.

non

4. B cnyyae HacTymieHHs COOBITHM, yKa3aHHBIX B ToAmyHkrax "0" m "B" myHkra 2 4yactu 6
HACTOSIIEH CTaThbu, (heepallbHBIM OPraHOM HCIIOJTHHUTEIBHON BJIACTH, OCYIICCTBISIIONMM (YHKIIUU T10
KOHTPOJIIO U HAaA30py B cdepe 3ApaBOOXpaHEHUS, (eAepalibHbIM OpPraHOM MCIOJHUTEIBHOM BIACTH,
OCYHIECTBIISIO MM (YHKIIMU MO KOHTPOJIIO U HA/I30py B cdepe oOpallieHus JeKap CTBEHHBIX CPEICTB s
BETCPUHAPHOTO TIPUMEHEHHUs, TPH HEOOXOJUMOCTH BHOCATCS COOTBETCTBYIOIME W3MECHEHUS B
MporpamMmy MpPOBEPOK.

5. B nmporpaMMy poBEpOK MOTYT BKIH0YaThCs MEPONIPUATHS C yI€TOM HApYLICHUH, BBISBICHHBIX B
pamMKax KOHTPOJIbHBIX (Ha130pHBIX) MEPOIIPUATHI 32 MPEAbI Ty KaJeHIapHbINA IO/,

6. IIporpamma poBEPOK COAEPIKHUT:

1) mepeyeHb JIeKapCTBEHHBIX CPEACTB, OTOOpP 00pa3loB KOTOPHIX OYAET OCYLIECTBIATHCSA B PaMKax
BBIOOPOYHOTO KOHTPOJISA, (POPMHUPYEMBI ¢ yI€TOM pe3yIbTaTOB TOCYIApCTBEHHOTO KOHTPOJIS (Haa30pa)
B cepe 0OpaleHns ICKApPCTBEHHBIX CPEACTB 33 KAICHAAPHBIN TOJl, TPEIIECTBYIO I TO 1y IPOBEACHUS
BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYILUICHHE KOTOPOTO SIBJIIETCS OCHOBAHUEM JUJIsi OCYIIECTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) TIOJMyYeHUE CBEICHUH, MPEICTABISIEMbIX B COCTaBE U 00bEME, YCTAaHOBIEHHBIX (erepaibHbIM
OpraHOM HCIIOJHUTEIBHONW BJIACTH, OCYLIECTBISIONMM (QYHKIMU 1O KOHTPOJIO M Haa30py B cdepe
3apaBoOXpaHeHus, (GeAeparbHbIM OPraHOM HCIOJHUTENbHON BJIACTH, OCYIICCTBISIOUMM (YHKIHH TIO
KOHTPOJIIO U HAJ30py B cepe oOpaleHus JeKapCTBEHHBIX CPEJICTB U BETEPUHAPHOTO TIPUMEHEHHUS], O
cepusiX, MapTHAX JICKAPCTBEHHBIX CPEACTB, MOCTYINAIOIMX B TpaxAaHCKui o0opor B Poccuiickoii
Qdenepanuy, YKa3aHHBIX B IyHKTe | Hacrosmed 4YacTH, OpPraHU3alUsMH, OCYIIECTBIISIO LIMMU
IIPOM3BOJICTBO JIEKAPCTBEHHBIX CpelacTB B Poccuiickorn denepanuu U BBO3 JEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) monydyeHue MOCTyNaloIel B MOpsIKe, YCTAHOBICHHOM cTaTheil 64 Hacrosmero deaepanbHOIo
3aKOHa, UH(GOPMAIMU O MOOOYHBIX JEHCTBUSAX, HEXKEIATENbHbBIX PEaKIUAX, CEPbE3H bIX HEXEJIaTeIbHbIX
peakuusX, HENPEABUICHHBIX HEXENIaTeIbHbIX PEAKIUAX IIPU NPUMEHEHUH JIEKAPCTBEHHBIX MIPENapaToB,
00 MHIMBUIYaTbHON HENEPEeHOCUMOCTH, OTCYTCTBUHU 3()(EeKTUBHOCTH JICKAPCTBEHHBIX IpernapaTroB, a
TakKe 00 MHBIX (PaKTax W OOCTOSITENBCTBAX, MPEACTABISIONMX YIPO3Y JKU3HU WITH 3IOPOBBIO UYEIIOBEKA
aM00 KUBOTHOTO TpPU MNPUMEHEHWU JIEKAPCTBEHHBIX IPENaparoB W BBISIBICHHBIX Ha BCEX 3Taax
oOpalneHus JIeKapCTBEHHBIX IpenapatoB B Poccuiickoii @epepaniv U APYTrH X TOCYIapCTBax;
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B) IOJIydeHHE B coOoTBeTcTBMU ¢ PenepanbHbM 3akoHOM OT 31 mrons 2020 roma N 248-®3 "O
TOCYIapCTBEHHOM KOHTpoJie (Haa30ope) W MyHUIHINAIbHOM KOHTposne B Poccuiickonn ®eneparum"
CBEJCHUH O NMPUUYMHEHMM Bpela WM 00 yrpo3e NMPUUMHEHUs Bpela >KU3HU, 3A0POBBIO0 IPAXKJIaH WIIU
JKUBOTHBIX.

Ctatba 9.2. NocynapCTBeHHbIW KOHTpPONb (Haa3op) 3a peanusauven opraHamm
MCNOJNIHUTENIbHOW Bnactn cyo6bekTtoB Poccunckom Pepepauum nosiHomouumn B ccpepe
oOpalleHus neKkapCcTBeHHbIX CPeACTB AN MeAULUHCKOro NpuMeHeHus

(BBenena denepanpHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. TocymapcTBEHHBIM KOHTPOJb (HAI30p) 3a pealn3aliel opraHaMyd HCIOJHUTEIBHOW BJIACTH
cyobekroB Poccuiickoit denepanuu moaHOMOYMi B cepe oOpallieHUs JEKapCTBEHHBIX CPEACTB JUIS
MEJULMHCKOTO IIPUMEHEHUS OCYLIECTBIISETCS  YIOJHOMOYEHHBIM [IpaButensctBom  Poccuiickoin
denepanyi OpraHOM MCITOJTHUTEIBHONW BIACTH.

2. Ilpenmerom rocynapCTBEHHOTO KOHTPOJIA (Haq30pa) 3a peann3alueid opraHaMyu UCIIOJIHUTEIbHON
BIIacTU cyobekToB Poccuiickoit denepanun norHoMounii B cepe oOpamieHus JeKapCTBEHHBIX CPEICTB
JUI MEJUIIUHCKOTO TPUMEHEHHUSI ABJISIETCS COOMIOIEHUE YIOJTHOMOYEHHBIMU OPTraHaMU M CIIOJITHUTENbH Ol
BIacTu cyobekroB Poccuiickoit deaepanny METOJMKM YCTAaHOBIICHUS MPEEIbHBIX Pa3MEPOB ONTOBBIX
HaJ0aBOK M TIPEACTBHBIX PAa3MEpOB PO3HUYHBIX HAA0AaBOK K (DaKTHYECKUM OTIYCKHBIM IICHAM,
YCTAaHOBJICHHBIM IIPOU3BOJUTEISAIMU JICKAPCTBEHHBIX IIPENAapaToB, Ha JICKAPCTBEHHBIE IIpEnaparsl,
BKJIIOUYEHHBIE B ITepEUeHb )KU3HEHHO HEOOXOJUMBIX M Ba)KHEH X JIeKap CTBEHHBIX IIPENapaToB.

3. Ilpu ocymecTBICHUH TOCYIapCTBEHHOTO KOHTPOJsS (Haa3opa) 3a pealn3aluel opraHamu
UCIOJHUTENBHON BiacTH cyobekToB Poccuiickoit ®enepaimu mnosHoMounit B cdepe oOpaleHUs
JIEKAPCTBEHHBIX CPEACTB /ISl MEAUIIMHCKOTO IPUMEHEHUS IPOBOASTCS CIEAYIOLIME BUIbI MEPOTIPUSITUM:

1) nokymMeHTapHBIC POBEPKH;
2) BbIE€3/IHBIE TPOBEPKHU.

4. Opranuzaius 4 OCYIIECTBICHUE TOCYIApPCTBEHHOIO KOHTpOJIS (Haa3opa) 3a pealn3anuei
OpraHaMy HCIOJHUTENBHON BlacTH CyOobekToB Poccuiickoit ®enepanuu mnoiHoMouuii B cdepe
oOpaleHusl JIEKAPCTBEHHBIX CPEJACTB Ui MEIUIIMHCKOTO MPUMEHEHHs perynupyiorcs DenepanbHbIM
3akOHOM OT 6 OkTs0ps 1999 roma N 184-®3 "OO6 o0um X MpUHIMIIAX OPraHU3AIUK 3aKOHOAATEIIbHBIX
(mpeAcTaBUTENBHBIX) M HMCIOTHUTEIBHBIX OPraHOB TOCYAAPCTBEHHON BIacTH CyObeKTOB Poccuiickoit
Oenepannu'.

5. [TlomoxeHnue 0 TOCYIapCTBEHHOM KOHTpoJie (HaQa30pe) 3a pealn3aluel opraHamu
UCIOJHUTENBHON BiacTH cyobekTtoB Poccuiickoit denepanmu mnomHomMounii B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB Il MEIUIIMHCKOIO IMpUMEHEHUs yrBepxkaaercs [IpaBurensctBoM Poccuiickoit
denepanuu.

Cratbs 9.3. PermoHanbHbIN rocyaapCTBeHHbIN KOHTPOSb (Haa3op) 3a NpuMeHeHueM
LeH Ha nekapcTBeHHble npenapaTbl, BKIIHOYEHHbIe B NepevyeHb XXU3HEHHO He06XoAUMbIX
M BaXXHEWULLMX JNIeKapCTBEHHbIX NpenaparoB

(BBenena denepanpHbiM 3akoHOM OT 11.06.2021 N 170-D3)
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

1. PernoHanbHbIl TOCYAApPCTBEHHBIM KOHTPOJb (HAA30p) 32 MPUMEHEHUEM II€H Ha JIEKAPCTBEHHBIE
npenapaTLI, BKIIFOUCHHBIC B nepequL JKN3HCHHO H€06XO)II/IMBIX 158 Ba)I(HCI\/'IHII/IX J'IeKapCTBeHHI)IX
MpernapaToB, OCYIICCTBJISETCS OPraHOM HCIOJHHUTEIBHOW BiacTH cyObekra Poccuiickori ®enepamuu,
VIIOJTHOMOYEHHBIM BBICIIMM HCIOTHUTEILHBIM OPTaHOM TOCYIapCTBEHHOMN BiIacTH cyObekra Poccuiickoit
denepannu.

2. IlpenmeToM peTMOHANBHOTO TOCYAAPCTBEHHOIO KOHTPOJS (Haa30pa) 3a MPUMEHEHUEM IIeH Ha
JICKAPCTBEHHBIC TMpenaparhl, BKIOYCHHBIE B TEPEYCHBb JKM3HEHHO HEOOXOIUMBIX M Ba)KHEHIMX
JIEKApCTBEHHBIX  IpEnaparoB, SBJISETCS  COONIIOJIEHME  OpPraHM3alMsIMU  OINTOBOH  TOPrOBIHM
JICKApCTBEHHBIMU CPEICTBAMMU, ANITEYHBIMH OPraHU3ALMSIMH, UHIWBUIyaIbHBIMU MPEANPUHAMATENISIMU,
UMEIONMMHU  JIUIEH3WI0 Ha (apMaleBTHYECKYIO JESITeIbHOCTh, MEAWIIMHCKAMU OpTaHU3aIHsIMHU,
UMEIONMMH JTHIICH3UIO Ha (apMaleBTHYCCKYIO JIEATEIBHOCTh, U UX 000COOICHHBIMH MOAPA3ICIICHUSIMA
(amOynaropusimu,  (eAbAUIEPCKUMH W (PeTBAIICPCKO-aKyIMIEPCKAMU ~ MYHKTaMH,  I[E€HTpaMu
(oTmenenusiMmu) o0IIEH BpaueOHOM (CEMEHHOM) MPAKTUKK ), PACIIOJI0KEHHBIMU B CEJIBCKUX HACEIEHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT amNTEYHbIE OpraHU3allld, Wpd peaau3alud JIeKapCTBEHHBIX
npenaparoB TpPeOOBaHMM K MPUMEHEHHWIO II€H, YPOBEHb KOTOPHIX HE JOJDKEH MPEBHIIIATE CYMMY
(aKTHYECKOH OTIYCKHOW IICHBI, YCTAaHOBJICHHOW IPOM3BOJUTEIIEM JICKAPCTBCHHBIX IPENaparoB, W
KOTOpbIE HE MPEBBIIIAIOT 3apPETUCTPUPOBAHHBIX MPENENbHBIX OTHYCKHBIX 1I€H, U Pa3MEPOB OMTOBBIX
Han0aBOK U (WIK) pa3MEpPOB PO3HHUYHBIX HAM0ABOK, HE MPEBHIMTAIIMX COOTBETCTBEHHO pa3MEpoB
MPEICTbHBIX ONTOBBIX HAIOABOK U (MJIM) Pa3MEpPOB MPEACIbHBIX POSHUYHBIX HAI0ABOK, YCTAHOBJICHHBIX
B cyobekre Poccuiickoii denepanuu.

3. Opranuszanuss ¥ OCYLIECTBICHHE PETMOHAIBHOIO TOCYNApPCTBEHHOIO KOHTPOJA (Hajg3opa) 3a
IIPUMEHEHHEM 1IeH Ha JIEKapCTBEHHbIE IIpenapaThl, BKIIOUEHHBIE B MIEPEYEHb KU3HEHHO HEOOXOAUMBIX U
BAKHEHIIMX JIEKAPCTBEHHBIX ITpenaparoB, perynupyrorcs enepansabiM 3akoHoM 0oT 31 nrons 2020 rona
N 248-®3 "O rocymapCTBEHHOM KOHTpoOJe (HaA30pe) M MYHHIIMNAIBHOM KOHTposie B Poccuiickoit
Oenepannn'.

4. TlonoxeHne 0 periHoHaIbHOM TOCYIapCTBEHHOM KOHTpOJe (HaA30pe) 3a MPUMEHEHUEM IIeH Ha
JIEKApCTBEHHbIEC IIpenaparhbl, BKIOYEHHbIE B IMEPEYEHb JKM3HEHHO HEOOXOJUMMBIX M BaKHEHIIMX
JICKAPCTBEHHBIX IIPENapaToB, YTBEP)KAACTCA BBICIIMM HCIIOJHUTEIBHBIM OPraHOM TIOCYIapCTBEHHOU
BiacTu cyobekra Poccuiickoit @enepanuu.

Ctatba 9.4. ®depepanbHbiA rOCyAapCTBEHHbLIA  JIMLLEH3UOHHbLIA  KOHTPOJb
AeATeNbHOCTU NO NPOU3BOACTBY NeKapCTBEHHbIX CPEeACTB
(BBenena denepanpHpiM 3akoHOM 0T 11.06.2021 N 170-D3)

1. ®enepasbHbI TOCYAAPCTBEHHBIN JIMIEH3UOHHBI KOHTPOJb JEATEIBHOCTU IO IPOU3BOACTBY
JIEKAPCTBEHHBIX CPEJACTB OCYILECTBISIETCS (efepaibHBIMM OpraHaMU HUCIOJIHUTENbHOW BJIACTH,
yroJiHomoueHHbIMU [IpaBuTtenscTBOM Poccuiickoit denepanuu.

2. @epnepalbHbI TOCYAAPCTBEHHBIN JIMIEH3MOHHBI KOHTPOJIb AESTEIBHOCTH IO IPOU3BOJACTBY
JIEKAPCTBEHHBIX CPEJICTB OCYUIECTBIISIETCSI B COOTBETCTBUU ¢ DenepanbHbiM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3MpoBaHUU OTACIBHBIX BUIOB JesTenbHOoCTH" 1 DenepanbHbIM 3aKOHOM OT 31 urons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHIUNAIBHOM KOHTPOJIE B
Poccuiickoii ®eneparuu". B pamkax denepaqbHOTO TOCYAapCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JIEATENIbBHOCTA 10 TPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB IIJIAHOBbIE KOHTPOJIbHBIE (HAA30pPHBIE)
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(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

MEpONPUATHS HE MPOBOAATCS, IPU ITOM IMPOBOJIUTCS MEPUOANYECKOE MOATBEPKICHHE COOTBETCTBUS
JULEH3UATOB JHUIEH3MOHHBIM TpeOoBaHUSIM B cooTBeTcTBHU ¢ DenepanbHbiM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuneH3upoBaHUU OTJEIBHBIX BUAOB AEATEIBHOCTH".

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE NCCJIIEAOBAHUA
NEKAPCTBEHHbLIX CPEACTB, A TAKXE KITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AlA BETEPUHAPHOIO MPUMEHEHUA

Cratbs 10. PaspaboTka nekapCTBEHHbIX CpeacTB

1. Pa3pabGoTka J€KapCTBEHHBIX CPEICTB BKIOYAET B Ce0S MOMUCK HOBBIX (PApMaKOJIOTHUYECKH
aKTUBHBIX BEIECTB, IOCIEAYIOIIee H3ydeHHE MX JIEKapCTBEHHBIX CBOWCTB, JIOKIMHUYECKUE
UCCIIeZIOBAaHUsA, Pa3pabOTKy TEXHOJOTWH MPOHM3BOJACTBA (PApMalEBTHUECKUX CYOCTaHIMM, pa3pabOTKy
COCTaBOB M TEXHOJIOTH IMPOU3BO/ICTBA JIEKAPCTBEHHBIX IIPEMIapaToB.

2. ®uHaHcoBOE obecriedeHne pa3paboTK JIEKapCTBEHHBIX CPEICTB OCYIIECTBIISETCS 3a CUET:
1) cpencts QenepanbHOTO OIOIKETA;
2) cpeacTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) cpeacTB  NPOM3BOJAUTENEH  JIEKAPDCTBEHHBIX  CPEICTB  INPU  BBINOJHEHMHM  HAY4HO-
UCCIIEIOBATENIbCKUX PpaboOT MO JOroBOopy MeXay pa3pabOTUMKOM JIEKAPCTBEHHBIX CPEACTB H
IIPOU3BOAUTEIIEM JIEKAPCTBEHHBIX CPEJCTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKoHOAaTebcTBOM Poccuiickoit denepanuu HCTOUHUKOB.

3. [lpaBa pa3paboTunka JEeKapCTBEHHOTO CPEICTBA OXPAHSIOTCS MPAXKTaHCKUM 3aKOHOJATEITLCTBOM.

Ctatba 11. [JOKNMHMYECKOE wuccregoBaHUe JEeKapCTBEHHOro cpeacrsa Ans
MeAULUHCKOro NpUMeHeHus

1. JIokIMHWYECKOe HMCCIIeOBaHUE JICKAPCTBEHHOTO CPEACTBA UISI MEIWIMHCKOTO MPUMEHEHHS
OPOBOJIUTCS IyTeM IPHUMEHEHHUS Hay4HBIX METOJOB OIICHOK B LENAX IOJXYy4eHHUs JOKa3aTesIbCTB
6e3omacHOCTH, KauecTBa U APPEKTUBHOCTHU JIEKAPCTBEHHOTO CPEICTBA.

2. JIOKIMHWYECKOE WCCIIEJIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA Ui METUIIMHCKOTO MPHUMEHEHUS
MPOBOJIUTCSA B COOTBETCTBUM C MpPaBUIIAMH HaJJIexalle 1abopaTopHON MPAKTUKU, YTBEPKIACHHBIMU
YIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJTHUTEIBHONW BJIACTH.

(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

3. I[J'Iﬂ OpraHHu3aluvu U MPOBCACHUA JOKIMHUYCCKOIO UCCICAOBAHHUA JICKAPCTBCHHOIO CPpCACTBA IJIs
MCIANTMUHCKOIO0 IMPUMCHCHUA pa3pa6OT‘II/IKI/I JICKAPCTBCHHLIX CPCACTB MOI'YT IIPUBJICKATb HAYYHO-
HCCIIEA0BATCIbCKMEC OpraHu3aluu, O6p330BaT€J'IBHBIC OpraHM3alliy BBICIIETO O6p330BaHI/I$I, HMMCIOIIMEC
HCO6XO,[[I/IMYIO MaTCpUuaAIbHO-TCXHHUYCCKYIO 6a3y n KBaJII/I(I)I/II_II/IpOBaHHBIX CIICoaJIrucCToB B

COOTBETCTBYIOIICH 001aCTH MCCIETOBAHUS.
(B pen. @eaepanpHoro 3akoHa oT 02.07.2013 N 185-D3)
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4. JIoKIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOIO CpPEACTBA A MEIULIMHCKOTO INPUMEHEHHUS
IPOBOAUTCA MO YTBEPXKICHHOMY pPa3pabOTUMKOM JIEKAPCTBEHHOIO CPEJICTBA IUIaHY C BEIECHUEM
IPOTOKOJIA TOTO HCCIIEAOBAHUS M COCTABJICHUEM OTYETa, B KOTOPOM COJEpKaTcs pe3yiabTaTbl 3TOTO
UCCIENOBAHUS M 3aKIIOYEHHE O BO3MOXHOCTH IIPOBEAECHHUS KIMHMYECKOIO  MCCIEAOBAHMS
JIEKApCTBEHHOTO Mperapara Jyuis MEAUIIMHCKOTO TPUMEHEHHU .

5. IlpoBeneHue MpoBepoK COOJI0ACHUS IIPABHII HaAjieKallel J1abopaTOpHON MPAKTUKU U PAaBOBBIX
HOPM HCIOJB30BAHHA KHBOTHBIX IIPU HNPOBCACHUU JOKIMHUYCCKUX I/ICCJIC,HOBaHI/Iﬁ JICKAPCTBCHHBIX
CPEACTB Ul MEIUIMHCKOIO NPUMEHEHUs OCYLIECTBIIAETCS YHOJHOMOYEHHBIM (peiepalbHbIM OpraHOM
MCIIOJTHUTEIbHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pe3ynabprarthl JOKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CPENICTBA JUISI MEIUIIMHCKOTO
INPUMEHEHHSI MOTYT OBITh IPEICTAaBJIECHBl B YIOJHOMOUYEHHBIN (eaepalbHbIii OpraH MCIOJIHUTEIBHOM
BJIACTH B YCTAHOBJICHHOM IOPSJIKE B LEJSAX TOCYAAPCTBEHHON PETHCTPALlUK JIEKApCTBEHHOTO IIpenapara.

Ctatba 12. [loknuMHU4YecKoe wUcCcnegoBaHUE JIeKapCTBEHHOro cpeacrtesa M
KNMMHUYECKoe uccrnefoBaHWe neKapCTBEHHOro npenapata ansi BeTepuHapHOro
npuMeHeHus

1. JlowInHMYECKOe HCCIIeIOBaHUE JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO IPUMEHCHHS
HPOBOAUTCS MYTEM IMPHUMEHCHHs HAyYHBIX METOJOB OIICHOK B LEJSAX MOJY4CHHUS J0Ka3aTelIbCTB
0e30macHOCTH, KayecTBa U APPeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM YHCIIE OMpEeIeHUsI CpoKa
€ro BBIBCACHUA U3 OpraHru3Ma KUBOTHOTO, B LCIIAX oOecreueHns1 6€30MaCHOCTH MNPOAYKIHUH KUBOTHOI'O
MPOMCXOKACHUS ITOCTIe MPUMEHEHHS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mperapara.

2. JIOKIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOTO CpEACTBA U KIMHUYECKOE HCCIEI0BaHUE
JICKApCTBEHHOIO IIpernapaTa JJisi BETEPUHAPHOTO IMPUMEHEHHs, HCCleOBaHuE OHOIKBUBAJICHTHOCTU
YKa3aHHOTIO JIEKapCTBEHHOIO Ipernapara MPOBOIATCA B COOTBETCTBMM C IPAaBHJIAMHU, YTBEP KIECHHBIMU
YIOJTHOMOYEHHBIM (e/iepalbHBIM OPTaHOM MCTIOTHUTELHON BIIACTH.

3. JIOKIMHMYECKOE MCCIECJOBAHNE JIEKADCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIEJOBaHUE
JIEKApCTBEHHOI'O Ipernapara [yl BETEPUHAPHOIO IIPUMEHEHUsI IPOBOIATCS 110 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOIO CpEACTBA IJIAHY C BEJECHHEM IPOTOKOJIOB STUX HCCIEIOBAaHUN U
COCTaBJICHUEM OTUETOB, B KOTOPBIX COIEPIKATCS PE3YIAbTAThI 3TUX UCCIEIOBAHUM.

4. JIns opraHU3ay U TMPOBEIEHUS JTOKIMHIUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOTO CPEJICTBA H
KIHHUYECKOTO MCCIISIOBAHUS JICKAPCTBEHHOTO Mperapara Uik BeTep HHAPHOTO IPUMEHEHHUS pa3paboTInK
JIEKApCTBEHHOTO CPEACTBAa MOXKET MPHUBIEKATh OpPraHU3alMU, UMEIONE HEOOXOIUMYI0 MaTepUanbHO -
TEXHUYECKYIO 0a3y ¥ KBaIH (PUITMPOBAHHBIX CIIEI[UATMCTOB B COOTBETCTBYIOINECH 00JIaCTH MCCIICTOBAHMSL.

5. Knunuueckue uccienoBaHus JIEKAPCTBEHHBIX IMPENaparoB JUIsl BETEPUHAPHOIO IPUMEHEHHS
MPOBOJATCS B BETEPUHAPHBIX OPraHU3alMsIX M B OpPraHU3aAIUsX, OCYIIECTBISIOUMX pa3BeACHHE,
BBIpAIIMBAHUE U COJEP)KAHNE KUBOTHBIX, B I[EJISX:

1) YCTAHOBJICHUSA IIEPCHOCUMOCTH JICKAPCTBECHHBIX IIPEIIapaTOB 30POBbIMU )KMBOTHBIMU

2) mnoabopa ONTHUMAIbHBIX JO3MPOBOK JIEKADCTBEHHBIX IIPENaparoB M Kypca JIEYEHHUS Ha
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

KOHKpCTHOP'I rpynme > XUBOTHBIX C OIIPCACIICHHBIM 32[60J'ICB3.HI/ICM;

3) ycraHoBieHUs 6e30nacHOCTU U 3(h(HeKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, peJHa3HauyeHHOro
JUIS JIGYEHUS OTIPEICNICHHBIX 3a00JIeBaHHUH )KUBOTHBIX, WM 3( (e KTHBHOCTH JIEKAPCTBEHHOTO ITperapara
JUISL TPO(UITAKTUKA 3a00JI€BaHUH 3I0POBBIX )KUBOTHBIX;

4) wn3yueHHUs BO3MOXXHOCTEH pacCHMpPEHUs IOKa3aHWM K MPUMEHEHHIO 3aperuCTpUpPOBAHHOIO
JIEKApCTBEHHOTO MperapaTa U BhISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUIA.

6. KnmHnueckoe wuccieqoBaHHE JICKAPCTBEHHOTO IIperapara sl BETEPHHAPHOTO IMPUMEHEHHUS
OCYILECTBJISICTCA 33 CUET CPEJICTB pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otyersl O pe3yabTarax JOKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO CpPEACTBA M
KIMHUYECKOTO  HCCIECJOBAaHMUS JICKAPCTBEHHOIO Ipemapara Uil BETEPUHAPHOIO  IPUMEHEHUS
COCTaBJISIIOTCS  pa3pabOTUMKOM JIEKAPCTBEHHOIO CpEJACTBA C YYeTOM 3aKIIOYEHMI opraHu3zanuii,
IIPUHUMABIIMX Y4aCTUE B OPIraHU3ALUU U IIPOBEACHUM 3TUX UCCIIEIOBAHUM.

8. KOHTpOHB 3a MOPOBCACHUEM JOKIIMHHUYCCKHUX HCCJ’I@I[OBaHI/Iﬁ JICKAPCTBCHHBLIX CpPEACTB U
KIIMHHUYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ JICKApCTBCHHBIX  IIPCIapaToOB At BETCPUHAPHOTI'O IIPUMCHCHMU 51
OCYHICCTBJIACTCA YITOJITHOMOYCHHBIM qﬁﬂepaﬂbHHM OpraHoOM HUCIIOJIHUTECILHON BIACTH.

Maga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUK
NNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. locyaapcTBeHHas permcrpaums nekapcTBeHHbIX npenapaTtos
(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

Koncynerantllntoc: npumedanue.

Jlonyckaercs mpUMEHEHHE B MEIUIMHCKUX LIEJIAX HE 3aperuCTpUpPOBaHHBIX B P® jekapcTBEHHBIX
MpernaparoB, CoAepKalMX HAPKOTUUYECKHE CPEJICTBA MIJIA MICUXOTPOIHBIE BEIECTBA, BBE3CHHBIX B PD
B cOOTBETCTBMH C 4. 3.1 cT. 47 nanHoro gokymeHnrTa (1. 8 ct. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepanun I0MYyCKaOTCs IPOM3BOJACTBO, U3IOTOBIIEHUE, XpPAaHEHHUE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®enepannto, BeIB03 U3 Poccuiickoit @enepannu, pexiiaMa, OTIYCK, pealM3alus,
nepefaya, IPUMEHEHHE, YHMUTOXKEHUE JICKAPCTBEHHBIX IIpENapaToB, €CIU OHM 3aperMCTPUPOBAHbI
COOTBETCTBYIOIIIMM YIOJHOMOYEHHBIM (pe/1epaIbHbIM OPraHOM MCIIOJTHUTEIBHOM BIIACTH.
(uacte 1 B pen. @enepanbroro 3akoHa oT 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy moajiexar:

1) Bce JekapCTBEHHBIE MpENaparhl, BIEPBbIC MOAJEKAIME BBOAY B obOpameHne B Poccuiickoit
denepaunu;

2) nexapcTBEHHbIE IMpenaparbl, 3aperuCTPUPOBAHHBIE pPaHEE, HO MPOU3BEACHHBIE B APYIUX
JICKapCTBEHHBIX (JOpMax B COOTBETCTBHM C IEPEYHEM HAMMEHOBAHHI JIEKapCTBEHHBIX (OpM, B HOBOM
JIO3UPOBKE MPH J0Ka3aTeNIbCTBE €€ KIMHNYECKON 3HaUMMOCTH U 3(PEeKTUBHOCTH;
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3) HOBBIC KOMGI/IHaI_II/II/I 3apCTUCTPHUPOBAHHLBIX PAHCC JICKAPCTBCHHLBIX ITPEIIapaToOB.

3. N'ocynapcTBeHHasl perucTpalys JEKapCTBEHHBIX MIPENapaToB OCYLIECTBISETCS 10 pPe3ylbTaraM
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, a TIOCYJapCTBEHHAas pPErucTpanus oppaHHBIX JEKApPCTBEHHBIX
IIPENapaToB OCYILECTBISAETCS IO pe3ylbTaTaM JKCIEPTU3bl JIOKYMEHTOB, IPEACTABICHHBIX IS
OIpeesIeHNs] BOBMOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar A1 MEAUIIMHCKOTO TPUMEHEHU S
IpPU OCYIIECTBJIEHUU TOCYIapCTBEHHOW perucTpalud B KayecTBE OP(AHHOIO JIEKAPCTBEHHOI'O
Ipenapara, v 1o pesyJabTaTaM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. l'ocynapcTBeHHas perucrpalus JIEKapCTBEHHOIO MpernapaTa OCyLIECTBIIIETCS COOTBETCTB YO UM
VIIOJTHOMOYEHHBIM (efiepalibHBIM OPTraHOM HCIOJHUTETIBHON BJIACTH B CPOK, HE MPEBBIIIAIONMNA CTa
HIECTUJECITH padOYMX JHEW CO JHS NPUHSATHS COOTBETCTBYIOIIETO 3asIBIEHUS O TOCYIapCTBEHHOMU
pPEruCTpallvy JIEKAPCTBEHHOTO Mpernapara. B ykazaHHBIN CpOK BKIIOUAETCSl BpeMs, HEOOXOAUMOE s
IIOBTOPHOIO IPOBEIEHUSI DKCIIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBMM CO CTaTbel 25
Hactosiero ®PenepanbHoro 3akoHa. Cpok rocyJapCTBEHHOW PErucTpaluy JEKapCTBEHHOIO Mpernapara
UCYHUCIAETCS CO [JHSA TMPUHSATHS COOTBETCTBYIOIMM YIOJHOMOYEHHBIM (QelepalbHbIM OpraHOM
UCIOMHUTEIBHON  BIACTH  COOTBETCTBYIOLICTO  3asfBICHUS O TOCYJApCTBEHHOW  perucTpanuu
JIEKApCTBEHHOIO Mpernapara ¢ MPUJIOKEHUEM HEOOXOJUMBIX JOKYMEHTOB 110 JEHb BbIJauu
PETUCTPALIMOHHOTO YIOCTOBEPEHU S JIEKAPCTBEHHOTO Mpenapara. Bpems, HeobxoauMoe 11 HanpaBieHUs
YIOJHOMOYEHHBIM (pefiepabHbIM OpPraHOM HCIHOJHUTEIBHOW BJIACTH 3alpoca O MPeICTaBJICHUH
HEO0OXO/IMMbIX MaTepUajIoB U MPEICTaBJICHUS 3asBUTENIEM OTBETA Ha JAHHBIN 3alpOC B COOTBETCTBUH CO
cratbssmu 16, 19 u 23 nactrosimero deaepalbHOTO 3aKOHA, HE YYUTHIBACTCS MPU HMCUYHCICHHH CPOKa
rOCyJapCTBEHHOW PETMCTPALMM JIEKAPCTBEHHOTO Ipenapara.

5. T'ocy1apCTBEHHOM PErUCTpALIMN HE OJIeXKAT:

Koncynsrantlmroc: npumedanue.
C 01.03.2023 B . 1 4. 5 ct. 13 BHOCsTCS n3MeHeHus (D3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHBIE TpenapaThl, W3TOTOBJICHHBIC AaNTECYHBIMU OPTaHU3AIUSIMH, BETCPUHAPHBIMU
anTEYHbIMU OpPraHU3aALMSMU, WHMBUIYAIbHBIMA MPEAIPUHUMATEISIMHI, KOTOPbIE UMEIOT JIMLEH3UI0 Ha
(hapMaIeBTHYECKYIO JeSTeNbHOCTh, IO pelernTaM Ha JICKApCTBEHHBIC NpermapaTbl W TPeOOBAHUSIM
MEJIMIIMHCKUX OPraHU3aliil, BETEPUHAPHBIX OPraHU3aI1i;

2) nexapCcTBEHHBIE Mpenaparbl, IpuoOpeTeHHbIe (PU3NUECKUMH JHIaMU 3a npenenamu Poccuiickoit
denepanuu U npeaHazHaueHHbIE IS JMYHOTO UCIIONb30BAHMS;

3) nexapcTBEHHBIE MpenapaThl, BBO3uMble B Poccuiickyro denepanuio aas OKazaHUsT MEIUIIUHCKON
MTOMOIIM 0 >KU3HEHHBIM MOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUM Pa3pellieHUsi, BbIIAHHOTO
VITOJTHOMOYEHHBIM (he/IepaibHBIM OPTaHOM HCIIOTHUTETHHON BIACTH,

4) nexapcTBEHHbIE cpelCTBa, BBO3MMbIe B Poccuiickyro deneparuio Ha OCHOBAHMHU BBIJAHHOIO
YIOJHOMOYEHHBIM (peiepalIbHbIM OPraHOM HCHOJHHUTEIBHON BJIACTU paspelieHHs] U MpeaHa3HaueHHbIe
JUIsL TPOBEJICHUS KIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX IpenaparoB M (WUJM) MPOBEICHUS
DKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB  JJIs  OCYILIECTBJIECHHS TOCYIApCTBEHHOM  pErucrpanuu
JIEKapCTBEHHBIX IIPEIIapaToB;
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5) dapmareBTHUECKHE CYOCTAHIIUH;

6) panuodapmalieBTUUECKHE JIEKApCTBEHHbIE IIpernapaThl, HU3rOTOBJIEHHBIE HEMOCPEJICTBEHHO B
MEAUIIMHCKUX OPTaHU3alMSAX B TMOPSAKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (eepaibHbIM OpPraHoM
U CITOTHUTEIHHOU BJIACTH,

7) ekapCTBEHHbBIE MTpenapaThl, IPOU3BOAUMBIE JJISl IKCIIOPTA.
6. He nonyckaercs rocyapcTBeHHasi peruCTpalius:

1) JexapCTBEHHBIX IIpernapaToB, OTIMYAIOIMXCS JAPYT OT Jpyra KadyeCTBEHHBIM COCTaBOM
JEMCTBYIOIMX BEILECTB, MOl OAUHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM;

2) OOHOTO JICKAPCTBCHHOI'O IIpfIiapara, MpCACTAaBJICHHOIO Ha IOCYAApCTBCHHYIO PCTHUCTPALIUIO B
OTHOHICHWHW OJHOI0 H TOro0 XK€ ACpKaTClIsd HIHW BJIAJACIIbIa PETUCTPAIMOHHOIO YAOCTOBCPCHHUA
JICKAPpCTBCHHOI'O IIp€Iiapara B BHUIAC JABYX H boee JICKApCTBCHHLBIX IIPCIApaTOB II0J Pa3JIMYHbIMU

TOProBbIMHU HAMMCHOBAHHSAMMU.
(1. 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2nekTpoHHOUM (opMe uIM Ha OyMa)kHOM HOCHTENE) CyObeKTa OOpalleHHs
JEKAPCTBEHHBIX  CPEICTB  COOTBETCTBYIOLMM  YIOJHOMOYEHHBIM  (elepajibHBIM  OpPraHoM
WCIIOJHUTENBHOM  BJIACTH, OCYIIECTBILSIFOIIMM  TOCYJAPCTBEHHYK) PETHCTPALIMIO  JIEKAPCTBEHHBIX
IIPENaparoB, B YCTAHOBJIEHHOM MM IOPSAIKE OCYIIECTBIIETCS HAyYHOE KOHCYJIbTUPOBAHME 110 BOIIPOCaM,
CBSI3AHHBIM €  TPOBEJCHUEM JOKIMHUYECKUX  HCCIEJOBAaHUN, KIMHUYECKUX  HMCCIIEJOBaHUN
JICKApCTBEHHBIX MpPENaparoB, HKCIEPTU3bl KAaueCcTBAa JIEKAPCTBEHHBIX CPEICTB, A((QEKTUBHOCTU H
0€30MacHOCTH, C OCYIIECTBIECHHUEM TOCYJapCTBEHHONW pPETHCTPALlMU JIEKApCTBEHHBIX IpernapaTos.
KoHcynpTHpOoBaHHE OCYIIECTBIISETCS C MPUBJIEUEHHEM (EAepaIbHBIX T'OCYAAPCTBEHHBIX OOKETHBIX
YVUpEXKJACHUM, MOJBEJOMCTBEHHBIX JaHHOMY (QenepaibHOMYy OpraHy HCHOJHUTEIbHOW BIACTH U HE
y4acTBYIOLIMX B OpraHMU3allMM NPOBEICHUS SKCIEPTU3bl KAUECTBA JIEKAPCTBEHHBIX CPEICTB B LEISIX
OCYIIECTBJIECHHUSI WX TOCYIapCTBEHHOW PETUCTPAllMd B COOTBETCTBUHM CO CTaThedl 16 HacTosAmero
denepalbHOTO 3aKOHA, B BHJIE OTBETA B MMCHbMEHHOW (HOpMEe YIMOJIHOMOUYEHHOTo (eAepalibHOro OpraHa
UCIIOJIHUTENBHON BJAacTM Ha 3ampoc. Pasmep B3uMaeMoOll ¢ 3asBUTENs IJIAThl OIpEAEIAETCS B
COOTBETCTBUM C 3aKoHonaTesnbcTBOM Poccuiickoit @enepanuu 00 oOpraHM3alMU  NPEIOCTaBIICHUS
TOCYJapCTBEHHBIX M  MYHULMIAJIBHBIX ychayr. HMudopmanus 00 OCyIIeCTBIEHUU HAyYHOTO
KOHCYITBTHPOBAHUS, B TOM YHCIIE CTaThbH, 0030pHI, CIIPAaBOYHbIC MaTepualbl U HHas UHGopManus oo
OCYIIECTBJIEHUU HAYYHOTO KOHCYJAbTHPOBAHHUS, pa3MeaeTcs Ha 0 puIHAIbHOM CaliTe YIOJIHOMOUYEHHOTO
(denepaabHOTO OpraHa HCIOJHUTEIBHOW BiacTH B ceTd "MHTepHeT" ¢ coOMoeHHEM OrpaHUYCHHH,
YCTAHOBJIEHHBIX  3aKOHOJATEIBCTBOM O  IIEPCOHANBHBIX JaHHBIX, KOMMEpUEeCKOM U  (Wim)
rOCY/IapCTBEHHOM TallHE.

8. T'ocymapcTBeHHass perucrpanus JEKApCTBEHHBIX IPENaparoB, KOTOPbIE INPEAHA3HAYECHBI UL
IIPUMEHEHUSI B YCIOBHUSX BOCHHBIX JCHUCTBUM, YPE3BBIYAMHBIX CHUTYyallUd, MPEIyNpeKICHUS
Ype3BbIYAHBIX CUTYyallMi, NPO(UIAKTUKA U JIEYEHHs 3a00JeBaHMM, MPEACTaBISAIONMX ONACHOCTb JUIs
OKPYXalo M X, 3200JIEBaHUM M MMOPaXKEHUH, MTOJIy4EHHBIX B Pe3yJabTaTe BO3ACHCTBUS HEOIAronpHsITHBIX
XUMHYECKH X, OMOJIOTHUECKUX, PaAMallMOHHBIX (JAKTOPOB, W KOTOpHIE pa3pabOTaHbl B TOM YHCIIE IO
3a7aHn0 (peepasibHBIX OPraHOB HCIIOJIHUTENBHON BIIACTH, YHOJHOMOYEHHBIX B 001acTH OOOPOHBI
CTpaHbl U 0€30MaCHOCTU TOCYlapCTBa, a TAKKe JIEKAPCTBEHHBIX CPEJICTB B ciydae UX ACPEKTYpbl WIH
pUCKa BO3HUKHOBEHMS Je(eKTypbl B CBSI3M C BBEJCHHEM B OTHoleHMH Poccuiickoit ®Denepanum
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OTPAHHUYHUTCIIBHBIX MCECP 3KOHOMHUYCCKOI'O XapaKTepa OCYHCCTBIACTCA B IOPAAKE, YCTAHOBJICHHOM

[TpaBuTenscTBOM Poccuiickoit denepanuu.
(B pen. ®enepanbabix 3aK0HOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratbs 14. anHLI,I/II'II:I JKCNepTusbl NneKapCcTtBeHHbIX CpeacTB
(B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcriepTH3a JEKapCTBEHHBIX CPEACTB OCHOBBIBAETCS HA MPHUHIIUIIAX 3aKOHHOCTH, COOJIOJCHHS
mpaB M CBOOOJ 4YelOBEKA M Tpa)xJaHWHA, MpaB IOPUIUYECKOTO JIHMIA, HE3aBUCHMOCTH DJKCIIEepTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH W TIOJHOTHI HCCICIOBAHUN, TPOBOJUMBIX C HCIIOJIB30BAHUEM
COBPEMEHHBIX JIOCTHKEHUM HAYKH M TEXHWUKH, OTBETCTBEHHOCTH (peIepaibHOTO TOCYIapCTBEHHOTO
OIO/DKETHOTO YUPESKICHHUS MO MPOBEICHUIO OSKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB W OSKCIEPTOB 3a
MPOBEJACHUE U KAYECTBO SKCIIEPTU3BI.

2. DKcniepTU3a JIeKapCTBEHHBIX MPEnapaToB sl MEAUIIMHCKOTO MPUMEHEH U] BKIIOYaeT B cebs:

1) OKCIICPTU3Y NOKYMCHTOB, MPCACTABJICHHBLIX JIA OHNPCACICHUA BO3MOXHOCTHU pPACCMATPUBATH
HeKapCTBeHHBIﬁ npenapar ajad MEAULNUHCKOIO MPUMCHCHHA IIpU OCYHICCTBJICHHH FOCyI[apCTBeHHOﬁ
perucTpan B Ka4€CTBEC Op(baHHOFO JICKAapCTBCHHOT'O IIpCIlapara,

2) 3KCIEPTU3Y MPEATIOKEHHBIX METOI0B KOHTPOJISI KaU€CTBA JIEKAPCTBEHHOTO CPEACTBA U KayeCcTBa
IPEICTaBICHHBIX O0Pa3LOB JIEKAPCTBEHHOIO CPEICTBA C MCIOJIb30BAHMEM ITHX METOJOB (nanee -
HKCIIEPTHU3a KaueCTBa JEKapCTBEHHOI'O CPEJCTBA);

3) oKcmepTH3y OTHOLIEHUS OXUJIAEMOM IOJNb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOTO Iperapara;

4) sKcHepTH3y PEruCTPAllMOHHOTO JO0ChE€ Ha JIEKApCTBEHHBIM IpenapaT B LENSIX ONpPeeeHUs
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPEMApaTOB ISl METUII MHCKOTO MPUMEHEHUSL.
(. 4 BBeneH DenepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

3. DkcrepTH3a JEKapCTBEHHBIX MpEnapaToB Uil BETEPUHAPHOIO NMPUMEHEHHS BKIIOYAET B ce0
JKCIIEPTU3Y KadyeCTBa JICKAPCTBEHHOIO CPEICTBA M OKCIEPTU3Y OTHOLICHUS OXUJIAEMOM IIOJIB3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHH JIEKAPCTBEHHOTO IIpelapara.

Ctatbss 15. ®depepanbHoe rocyfapcTBeHHoe OHIKeTHOe YyupexaeHue Mo
NpoBeAeHU IO 3KCNepTU3bl NleKapCTBEHHbIX CPeaAcTB

DKcrepTH3a JeKapCTBEHHBIX CPEICTB MPOBOIUTCS (eaepaTbHbIM TOCYIapCTBEHHBIM OIOIKETHBIM
YUPEKJICHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOIO (hefiepaabHOro opraHa MCHOJHUTEIBHOM BJAcTH,
CO3JaHHBIM ISl 00eCHeueHUs HMCIOJHEHUs TOJHOMOUYMM 3TOro (¢enepalbHOr0 OpraHa Mo BbIgaue
paspellleHuil Ha IpOBEJCHWE KIMHUYECKMX MCCIEIOBAaHMI JIEKapCTBEHHBIX NpenapaTtoB W (WJIM) IO
rOCYy/IapCTBEHHOHN perucTpauu JeKapCTBEHHBIX PENapaToB (Jajnee - SKCIEePTHOE YUPExACHUE).

CtaTtbsa 16. Opral-msauml npoBeneHnsd IKCNepTu3bl NeKapCTBeHHbLIX cpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-®3)

1. DkxcrepTusa JIEKAPCTBEHHBIX CPEJICTB MPOBOJUTCA KOMHUCCHUEH JKCIEPTOB HKCIIEPTHOTO
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YUpCKACHU A, Ha3HA4YEHHOM ero PYKOBOJAUTECIIEM, HAa OCHOBAHUHU 3aJIlaHUA HaA IMPOBCACHUC JKCIICPTU3BI
JICKAPCTBCHHOT'O CpCACTBA, BBIAAHHOIO YIIOJIHOMOYCHHBIM q)ejlepaJ'H)HBIM Oopranom HCIIOTHUTCIEHON
BJIACTH. PYKOBO,Z[I/ITGJ'IB OKCIICPTHOI'0 YUYPCIKACHUA obecrieynBaeT HaJICKAIICC ITPOBCACHNUC JKCIICPTU3bI
JICKAPCTBCHHBIX CPCACTB B COOTBCTCTBUU C 3aJJaHUCM, BBIJJAHHBIM YIIOJHOMOYCHHBIM (I)CI[Cp&HLHLIM
OpraHOM HCIIOTHUTEIBHON BJIaCTH, U OPraHU3yCT MOATOTOBKY CBOJHOIO 3aKIIIOYCHU A 3TO# Komuccuu. B
COCTaB ATOM KOMMCCHH I10 PCUHICHHUIO PYKOBOIUTECIIS OKCIICPTHOT'O YUPCIKACHUS MOI'YT OBITH BKIIOYEHEI B
Ka4CCTBC OKCIICPTOB Jinlla, HE pa6OTaIOH_[I/I€ B JaHHOM 3KCIICPTHOM YUYPCIKACHUU, CCIIN UX CIICHUAIIBHBIC
SHaHUA H€O6XOI[I/IMBI AJI1 OPOBCACHUA OKCIEPTHU3bI H TAaKUEC OKCICPTBI OTCYTCTBYIOT B JAaHHOM
IKCIICPTHOM YUPCIKICHUU.

2. DKCIEpPTOM IO TPOBEICHUIO JKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB SIBISETCS aTTECTOBAHHBIM
PabOTHHUK DKCIIEPTHOTO YUIPEKIACHHUS, KOTOPBIM HMEET BBICIIEE MEIUIIMHCKOE, (apMarieBTHYECKOe,
OuosIornYecKoe, BETEpUHAPHOE UJIM XUMHUUYECKOe 00pa3oBaHHUE M MPOBOJUT IKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEJCTB B MOPSJIKE UCIIOJHEHHUSI CBOMX JOJKHOCTHBIX 00sI3aHHOCTEN (J1a5ee - HKCIEPT).

3. Ilpu npoBeeHUH SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB HKCIEPT HE MOKET HAXOTUTHCS B KaKOM -
1100 3aBUCUMOCTH OT JIMIA, HA3HAUMBILETO 3Ty 3KCIEPTU3Y, pa3paboTyhKa JeKapCTBEHHOTO CPEeICcTBa
UJIU APYTUX 3aMHTEPECOBAHHBIX B PE3YJbTaTaX 3 KCIEPTU3BI JIHL.

4. Tlpu mpOBENEHHMH OSKCHEPTH3bl JICKAPCTBEHHBIX CPEICTB HE IOMYCKAeTCs HCTpPeOOBaTh y
3asBUTENS MO0 HHBIX JiM, MaTcepHajlibl, H€O6XOI[I/IMBIC UL TPOBCACHUA OSKCIICPTHUS3BI. B cj1ydac
HCOOCTATOYHOCTHU MNPECACTABJIICHHBIX OJOKCIICPTY MATCPUAIOB I Ja4YM 3aKIIOYCHHA OSKCIEPT CTABHUT
BOIIPOC O TMPEJACTABICHUH €My HEOOXOAMMBIX MaTepUaloB IMepel PYKOBOAUTEIEM HKCIEPTHOIO
YUPEKICHUS], KOTOPBI 00pal@eTcsi C COOTBETCTBYIOIMM 3allPOCOM B YIIOJTHOMOYECHHBIH (eepaabHbIi
opran W CHOJIHUTEIBHOMN BJIACTH, BI)I)IaBHII/Iﬁ 3aJaHC Ha MPOBCIACHHEC OKCIICPTU3bI JICKAPCTBCHHOIO
cpeAcTBa. YKa3aHHBIN (esepanbHbIN OpraH UCHOJHUTENFHONW BJIACTU B T€UEHHE MATH pabouyux JHEH co
JIHSI ITOCTYIUICHHS 3alIpOca PYKOBOJUTENS IKCIEPTHOTO YUPEXKICHUS HAIpaBiIsIeT 3asBUTEIIO 3alpoC O
IPEACTaBICHNN HEOOXOAMMBIX MaTepuanoB. /laHHBIA 3alpoC MOXKET OBITh MEpeAaH YIMOJTHOMOYEHHOMY
MPEICTaBUTENIO 3asBUTEINS JIMYHO MO/ PACIUCKY, HAPaBJICH 10 MOYTE 3aKa3HbIM MMCbMOM HJIM MepeaH
B JJIEKTPOHHOH (popMe IO TeIeKOMMYHUKAIIMOHHBIM KaHaJlaM CBsI3U. B ciiydae HampaBlIeHUs JaHHOTO
3ammpoca IO MOYTE 3aKa3HBIM IMHCBMOM OH CUMTAETCS MOJY4CHHBIM 10 MCTEYEHWU LIECTH JHEH C JaThl
HaIPaBJICHUs 3aKa3HOTO MHUChMa.

(vactb 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-@3)

4.1. 3agBuTens 00s3aH MPEICTaBUTH OTBET Ha 3alpOC YMOJHOMOYEHHOTo (eJiepanbHOro opraHa
MCITOJTHUTEIHHON BIIACTH B CPOK, HE MPEBBIMAIOIIMKA JAeBIHOCTA paboduX IHEH CO JHS €ro MOJy4eHHS.
YnonHOMOUYEHHBIN (perepaibHBI OpraH MCIOTHUTENFHOW BIIACTH, BBIJABIIMK 3aJaHUE Ha MPOBEICHHE
AKCIEPTU3bl JIEKAPCTBEHHOTO CpEACTBA, B TEUEHHE MATH pabOyuX AHEH cO AHS TMOCTYIUIEHHS OT
3asBUTENS OTBETA HA JAHHBIM 3alIpOC HAIPAaBIISIET TAaKOM OTBET B JKCIEPTHOE ydpexiacHue. B ciydae
HETPEJICTABIICHUSI MO0 WCTEYCHUH JIEBSIHOCTA pabodMX THEW 3asBUTENEM OTBETAa Ha JaHHBIM 3ammpoc
VIIOJTHOMOYEHHBIN (peiepadbHbIii OpraH HCIOJHUTEIHHON BIIACTH, BBHIJABIIMN 3aJaHUE HA MPOBEICHHE
AKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUCHHE MATH pabOYMX JHEW HaIpaBiisIeT B JKCIEPTHOE
YUPEKIECHUE YBEIOMIICHHE O HENPEICTABICHUU 3asBUTEIEM OTBETA HA 3alpoC YKa3aHHOIO OpraHa.
Bpemst co aHs HampaBiieHHsS 3ampoca SKCIEPTHOTO YYPEXKIEHUS B YIOJTHOMOYEHHBIN (enepaabHbIii
OpraH MCIIOJIHUTEIBHON BJIACTH A0 AHS MOJIYYCHHUS 3KCIEPTHBIM YUYPEKJICHUEM OTBETA Ha 3alpoc WJIH
YBEAOMJICHHSI O HENPEJICTAaBICHUA OTBETa Ha 3alpoC HE YYUTHIBACTCA IPU HCUYUCICHUM CpOKa
MPOBEACHUS YKCIIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA.
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(vactb 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

4.2. Ecim B cocTaBe perucTpallMOHHOIO JOChE Ha JIEKapCTBEHHBIM Ipenapar s MEAMIMHCKOIO
MPUMEHEHHUST COJCPXKUTCS TIpeaycMOTpeHHas crartber 18, wacteio 1.1 crarem 30 um crarbeir 34
Hactosimero @denepanbHOrO 3aKOHA KOMMS PEIICHUS YIIOJIHOMOYEHHOTo (e/epaibHOro opraHa
WCIIOJIHUTENbHON BJIACTU O MPOBEIEHUM HHCIIEKTUPOBAHUSI IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB,
SKCTEPTY A0 O(QOPMIICHUS PE3YyNIbTaTOB JKCIEPTH3bI JEKAPCTBEHHOTO CPEACTBA MPENOCTaBIACTCS B
NOpsZIKE M Ha YCIOBHUAX, KOTOpPBIE NPEAyCMOTpeHbl dacTsmu 4 W 4.3 HAcTOsAIEH CTaTbu, KONUs
3aKIIOYEHHUS] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAHUSAM IPaBUII
HaJyIeXaleil MpOU3BOJACTBEHHON MPAKTUKU, BBIJAHHOTO YIIOJIHOMOYEHHBIM (enepaibHbiM OpraHOM
WCTIIOJTHUTEIBHOM BJIACTH.

(vactb 4.2 BBeneHa @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTaBUTh B YINOJHOMOYEHHBIH (elepanbHblii OpraH HCIOJIHUTETbHOR
BJIACTH KONHUIO 3aKIIOYEHHS O COOTBETCTBUM IPOM3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHUSIM
IIpaBUJI HAJUIEKAIIEH IPOU3BOACTBEHHON IPAKTMKUM B CPOK, HE IPEBBINAIONMHA CTa BOCBMHAECATH
pabounx IHEH co JHA MOJYYeHHS 3ampoca O €€ MPEJOCTABJICHUHU. YIOJIHOMOYEHHBIN (enepaibHbIi
OpraH MCIIOJHUTENBHOW BJIACTH, BBIJABIIMM 33JaHHE HaA IPOBEICHUE DKCIEPTU3bl JIEKAPCTBEHHOIO
CpeACTBa, B TEYEHHE MNATH pabouux THEH cO JHS MOCTYIUIEHHS OT 3asBUTENS KOMHUM 3aKIIOUEHUs O
COOTBETCTBUM IPOU3BOJMUTENS JIGKAPCTBEHHBIX CPEACTB TpPeOOBaHUSAM MPABUI  HaJIeKaIlen
IIPOM3BOJICTBEHHON IPAKTUKM, HAIIPABIISIET €€ B DKCIIEPTHOE ydpekIeHHe. B ciydae HenpeacraBieHus
3asBUTENIEM B YKA3aHHBIH CPOK KOIMHU 3aKIIOYEHHUS] O COOTBETCTBUHM IIPOM3BOIUTEINS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHUSM TMPABWJI HaJJISKAIlEW MPOU3BOJACTBEHHOW TMPAKTUKA  YIOJTHOMOYEHHBIH
(denepanbHbIil OpraH MCIOJHUTENbHONW BIJIACTH, BBIJABIIMNA 3aJaHME Ha IPOBEAECHHUE DKCIEPTU3bI
JIEKapCTBEHHOIO CpEJCTBA, B TEUEHUE MNATH pabouyux JHEW HampaBiseT B HKCIEPTHOE YUpexkaAeHue
YBEAOMJICHUE O HEINPEJCTaBICHUU 3asABUTEIEM KOIIUM 3aKIIOYEHHUS O COOTBETCTBUM IIPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUAM IpaBUJ HaJUleXkalllell MpOM3BOACTBEHHOMN mpakTuku. Bpems co
JHS HAampaBJeHUs 3alpoca 3KCHEPTHOTO YYPESKICHHUS B YHOJHOMOYEHHBIN (enepanbHbIl opraH
UCIIOJIHUTEIBHOM BJIACTH [0 JHS IIOJYYEHMS OKCIEPTHBIM YUPEXKICHHEM KOIMM 3aKII04YECHUS O
COOTBETCTBUM IIPOM3BOJMTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMSAM IpaBUJ  HajIexkaluei
IIPOM3BOJCTBEHHON IIPAKTUKM MJIA YBEAOMIICHUS O €€ HENPEICTaBICHUU HE YYUTHIBACTCS IIpU
VICUUCIICHUU CPOKA ITPOBEJICHUS DKCIIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA.

(uacts 4.3 BBeaeHa @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. DkcmepT Npu MPOBEACHUM MOPYYEHHOM €My PYKOBOJIUTENIEM OJKCIEPTHOIO YUPEKICHHS
HKCHEPTHU3BI JIEKAPCTBEHHOTO CPECTBA 00s3aH :

1) MNPOBCCTU IIOJIHOC HCCICAOBAHUEC IIPCACTABJICHHLBIX C€MY O6’beKI‘OB, MaTrcepuajioB, HOaTb
000OCHOBAaHHOE€ H OOBEKTHMBHOE 3aKIIOUCHHE II0 IIOCTaBJICHHBIM nepea HUM BoOIpoCaM HJIM
MOTHUBUPOBAHHOC 3aKIOYCHUE O HCEBO3MOXHOCTU TIIPOBECACHUSA WM OKCIEPTU3BI JICKAPCTBEHHOI'O
CpeacTBa, €CJIr IMOCTABJICHHBIC BOIIPOCHI BBIXOAAT 3a IMPEACIIbI CTICHUAJIBHBIX 3HAHUM OKCIICPTa, 0OBEKTHI
HCCIIEOBAaHUN U MaTCpuaIbl HCOIPUTOAHBI UJIM HCAOCTATOYHBI IJIA IMPOBCIACHUA HCCIICIOBAHUM U Jaun
3aKIIOYEeHUST 1100 COBpeMeHHBIﬁ YPOBCHb PA3BUTHUA HAYKHM HC IMO3BOJIACT OTBCTUTH HaA IOCTABJICHHBIC
BOIIPOCHI;

2) He pasrallaTh CBEAECHUS, KOTOPbIE CTAIM €MY U3BECTHBI B CBS3U C MPOBEACHUEM SKCIEPTU3bI
JIEKAPCTBEHHOI'O CPEJCTBA, @ TAKKE CBEACHUS, COCTABIISIIOLME T'OCYJAapPCTBEHHYI0, KOMMEPYECKYIO HIIH
MHYIO OXPaHSIEMYIO 3aKOHOM TaliHYy;
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3) oGecreunTh COXpaHHOCTh MPEICTABICHHBIX 0OBEKTOB HCCIEAOBAHMI U MaTepUaOB.
6. DKCnepT HE BIIPaBe:

1) TpOBOAUTH IKCIEPTH3Y JIEKAPCTBEHHOIO CPEACTBA MO OOpalieHUI0 HEMOCPEICTBEHHO K HEMY
opranu3anuii wiv pU3NIECKH X JINII;

2) caMOCTOATEIBHO COOMPATh MaTEepPHAJIbI 1JIsl IPOBEICHUS SKCIIEPTU3BI JICKAPCTBEHHOI'O CPE/ICTBA;
3) IpOBOAUTH SKCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HETOCyAAPCTBEHHOI'O SKCIIEpTa.

7. B cnydyae HeoOXOIMMOCTH OJKCHEPT BIIpaBE€ XOJaTaliCTBOBAaTh I€pel PYKOBOJIUTEIEM
HKCIIEPTHOIO YUPEKAECHUS O MPUBJICUCHHUN K IPOBEIECHUIO HKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA JIPYIUX
DKCIIEPTOB.

8. Kaxplil KcrepT, BXOJAIMMHA B COCTaB KOMHUCCHM JKCIEPTOB, KOTOPOH MOPYYEHO MPOBEICHUE
SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA, HE3aBUCHMO M CAMOCTOSITEIbBHO MHPOBOAMUT HUCCIEAOBAHHUS,
OIICHUBACT PE3yAbTATHI, MOJYICHHBIC MM JHMYHO W JPYIUMH JKCIIEpTaMHU, U (QOPMYIUPYET BBIBOIBI
OTHOCHUTENBHO IMOCTABJIEHHBIX BOIIPOCOB B ITPEENIaX CBOUX CIIEIIUATBHBIX 3HAHUH.

9. Pe3ynbTarhl SKCHEPTU3BI JIEKAPCTBEHHOTO CPeICTBAa OGOPMISIIOTCS 3aKIIOUEHHEM KOMHUCCUU
JKCTIEPTOB. B 3aKIIOYCHUM KOMHCCHU OJKCIIEPTOB YKA3bIBAIOTCS TIEPEYCHb HCCICAOBAHUN, 00BEeM
MIPOBE/ICHHBIX KaXKIbIM 3 KCIIEPTOM HCCIIEI0BAaHUM, YCTAHOBJICHHBIE KaXK/IbIM U3 HUX (DAKTHI U CJI€TaHHbIE
B pe3yJbTaTe UCCIAEAOBAaHUM BBIBOJIbI. DKCIIEPT, MHEHHUE KOTOPOTO HE COBIMA/IAET C PEIICHUEM KOMHCCUU
AKCIIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHHUE B MMCbMEHHOU (hopMe, KOTOpOE MPHOOIIAeTCs K 3aKITI0OUEHUI0
KOMHCCHUH KCIIEPTOB.

10. DxcnepThl, BXOISIME B COCTaB KOMHCCHH, TPEAYNPEkKAAOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBHHM C 3aKOHOJATeNbcTBOM Poccuiickon Penepaimu 3a Jady 3aKIIOYEHUs, COAEPKAILETO
He00OCHOBaHHbIE UM (haibcu GUIIMPOBAHHBIE BHIBO/IBI, O YEM OHU JAIOT MOAIMHUCKY.

11. Onpenenenue ypoBHsS MpOGeCCHOHATLHON MOATOTOBKU SKCIEPTOB M aTTECTAIMS UX HA MPABO
MPOBEICHUS KCIEPTH3bI JICKAPCTBEHHBIX CPEIICTB OCYINECTBISIOTCS JKCIIEPTHO-KBATH (KA OHHBIMU
KOMHCCHUSIMU B TOPSIJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOUIMM YIIOJIHOMOUYEHHBIM (eiepaibHbIM OpraHoM
WCITOJTHUTEIbHON BIIACTH. YPOBEHBb MPOPECCHOHAIBLHON MOATOTOBKU JKCIEPTOB MOJUICKUT IMIEPECMOTPY
YKa3aHHBIMH KOMHCCHSIMHU HE PEKE YeM OJIMH pa3 B IISTH JIET.

12. TlpaBuna mpoBeneHUs] SKCHEPTU3Bl JEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH HKCIEPTHU3BI
OTNICNBHBIX BHUJIOB JICKAPCTBEHHBIX TpemapaTtoB (pe(epeHTHBIX JICKAPCTBEHHBIX IIPEIapaTos,
BOCIIPOM3BEJICHHBIX JICKAPCTBEHHBIX TIPernaparoB, OHOJIOTHYECKUX JIEKAPCTBEHHBIX IIpENapaTos,
OnoaHaIoroBhIX (OMOMOOOHBIX) JEKAPCTBEHHBIX TMpenaparoB (OMOAHANOTOB), TOMEOMATHYECKUX
JICKAPCTBEHHBIX MPEapaToB, JICKAP CTBEHHBIX PACTUTEIBHBIX IIPEMapaToB, KOMOMHAIIMH JICKAPCTBEHHBIX
npemnapaToB), (OpMBI 3aKTIOUYEHUH KOMHUCCHH OJKCIEPTOB YCTAaHABJIWUBAIOTCS COOTBETCTBYIOIIMM
VIIOJTHOMOYEHHBIM (heZiepaTbHBIM OPTaHOM HCIIOTHUTEIBHON BJIACTH.

(vactb 12 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 17. Nopaya n paccmoTpeHne 3asiBfIeHMA O rocyaapCTBEHHOM perumcrpauum
neKapcTBEHHOro npenaparta Ans BeTepUHapHOro NpMMeHeHus
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(B pen. denepanbHoOro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlng rocymapcTBEHHOW perucTpaluu JICKAPCTBEHHOIO IIpernapara s BETEPUHAPHOIO
OpPUMEHEHHS Pa3pabOTYMK TaKOTO JIEKApCTBEHHOIO IIperapara MM YIOJIHOMOYEHHOE WM JpYyroe
IOPUIMYECKOE JIMLO (Jlajiee B HAcTOSILEH CTaThe - 3asBHUTENb) IMPEACTaBIIET B YIOJIHOMOYEHHBIN
denepanbHbIil OpraH HCIOTHUTENBHON BIJIACTH, OCYIIECTBISIOUMN TOCYIAPCTBEHHYIO PETHUCTPALIHIO
JIEKapCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO MIPUMEHEHUS, B 3JICKTPOHHOM (opMe miii Ha OyMakKHOM
HOCHTEJIE 3as8BJIEHUE O TOCYJapCTBEHHON pEerucTpalyy JeKapcTBEHHOTO MperapaTa Jjs BETEpUHAPHOTO
MPUMEHEHHS, a TAKKE B MOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (hefiepaibHbIM
OpraHOM HCITOJIHUTEIBHON BJIACTH, B AJIEKTPOHHOH (opMe MM Ha OyMaXHOM HOCHTEJIE HEOOXOIUMBIE
JIOKYMEHTBI, U3 KOTOPbIX (OPMHUPYETCS PErUCTPAllMOHHOE JI0Che Ha JIEKapCTBEHHBIN Mpemapar s
BETEPUHAPHOTO IIPUMEHEHHUSL.

2. B 3asBI€HNH 0 TOCYIapCTBEHHOM PErMCTpalvy JIEKApCTBEHHOIO Mperapara Jjisi BETEpUHAPHOIO
IIPUMEHEHHS YKa3bIBAIOTCS:

1) HanMeHOBaHUE U ajjpec 3asABUTENSA, pa3paboTUMKa M MPOM3BOAUTEINS JIEKAPCTBEHHOTO IMpenapaTa
JUIsl BETEPUHAPHOIO NPUMEHEHUS M aJpec MecTa OCYUIECTBJIEHMS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapara Juis BETEpUHAPHOTO MPUMEHEHUs (B Cilydae HaJM4Msl HECKOJIBbKMX YYACTHUKOB Ipoliecca
MPOM3BO/ICTBA HEOOXOMMO YKa3aTh KaX/I0TO U3 HHX);

2) HaMMEHOBAaHUE JICKAPCTBEHHOTO Tperapara Jisi BETEPUHAPHOTO MPUMEHEHUS (MEXIyHApOIHOE
HEeMaTeHTOBAaHHOE, UJIU TPYIITUPOBOYHOE, UM XUMUUYECKOE M TOPTOBOE HAUMEHOBaHUA);

3) MnepcUYCHb I[GﬁCTByIOHIPIX U BCIIOMOIaTCJIbHBIX BCHICCTB, BXOAANMX B COCTAB JICKAPCTBECHHOI'O
npenapara ajid BETCPUHAPHOIO MPUMCHCHU A, C YKa3aHUEM KOJIMYECTBA KaXKI0I'0O M3 HUX;

4) JICKapCTBCHHAsA (bopMa, AO3UPOBKa, CIIOCOOBI BBCACHHUA W IIPUMCHCHUA, CPOK TOAHOCTU
JICKapCTBCHHOT'O IIpIiapaTa JJIs1 BETCPUHAPHOTO IPUMCHCHH A,

5) dapmakoTepaneBTHUECKas TPYIINA,;

6) HEOOX0IMMOCTh MPUMEHEHUSI YCKOPEHHON MPOLeIYphl SKCIEPTU3bI JIGKAPCTBEHH BIX CPEICTB B
LEJISIX TOCYAApCTBEHHON PErNCTPallMM JIEKAPCTBEHHOIO IIpernapara;

7) KOOI JOKYMCHTOB, IOATBCPKAAOMIN X YILJIATY l"OC}’,[[&pCTBGHHOﬁ IIONUIMHBI:

a) 3a IPOBEAECHME HKCIEPTU3bl KAUECTBA JIEKAPCTBEHHOTO CPEJACTBA M SKCIEPTU3bl OTHOIICHMS
0’KMJIa€MOM TOJIB3bI K BO3MOKHOMY PUCKY NPHUMEHEHHUS JIEKapCTBEHHOIO Mpernapara Jjs BETepUHAPHOTO
IIPUMEHEHUS NIPU €TI0 FOCYyAAPCTBEHHON PETUCTPALINH;

0) 3a BbIJaYy PErUCTPALlMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO MpernapaTa;

8) HanmMuue comiacus, MPEIYCMOTPEHHOTO 4YacThl0 7 HACTOSIIEH CTaThbU, €CIM C MOMCHTa
peructpauuu pedepeHTHOr0 JEKApCTBEHHOTO IpernapaTa Uil BETEPUHAPHOTO MPUMEHEHUS IMPOIIIIO
MEHEEe YeM IIECTh JICT.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D03)
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3. PCFI/ICTpaL[I/IOHHOC JO0CBC B ICIIAX SKCIICPTU3BI JICKAPCTBCHHOI'O IIpfriapara AJIA BETCPUHAPHOTO

npuMeHeHHS POPMHUPYETCS U3 CIASAYIO M X JOKYMEHTOB U CBEJICHUN
(B pen. @eaepanpHOTO 3aKOHA OT 27.12.2019 N 478-D3)

1) CBCACHUA O HAaTC MPCAOCTABJICHUA U PCTUCTPAIMOHHOM HOMCEPC JIMICH3WMU Ha MPOU3BOIACTBO
JICKapCTBEHHBIX CPEICTB, MPEIOCTABICHHOW IPOMU3BOAMTENIO PETHCTPUPYEMOTO JIEKApPCTBEHHOTO
npenapara Jjsi BETepHHAPHOTO MPUMEHEHHU S, [UIsl POCCHICKUX TPOU3BOINTENCH;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) CBEJCHHS O JaTe IPEIOCTaBIICHUS W PETUCTPANMOHHOM HOMEpE JIMIICH3UH Ha IPOW3BOJICTBO
JIEKAPCTBEHHBIX  CPEACTB, MPENOCTABICHHOM MPOU3BOIUTENIO (papMaleBTUUECKOW CyOCTaHIIUH,
BXOJISIIIIEH B COCTaB PETHCTPUPYEMOTO JICKAPCTBEHHOTO Mpernapara Jiuisi BETEPUHAPHOTO TPUMEHCHHUS, JUIS
POCCHUMCKUX TPOU3BOAUTENEH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xomusi AOKYMEHTA, BBIJAHHOIO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOWU3BOAUTENS IS
KOKJIOM MPOM3BOJICTBEHHOM IUIOMIAIKA  PETHCTPUPYEMOTO  JIEKAPCTBEHHOTO  Ipemapara s
BETEPUHAPHOTO IIPUMEHEHHMS U IOATBEP)KAAIOILEIO COOTBETCTBUE IPOU3BOJIUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM IpaBUJI HaJIeXkKalleld MPOU3BOACTBEHHOM MPAKTUKU, U €ro MepeBO] Ha PYCCKUI
S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM TOpSIKE, a TakKe KOMHS 3aKIIOYEHHS O COOTBETCTBHUHU
MPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPAaBHII HaJJIeKAIEW IPOU3BOJICTBEHHON
MIPaKTUKH, BHIJAHHOTO YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOTHUTEIBHON BIACTH JUISl KaXKIOU
IIPOU3BOACTBEHHON IUIONAJIKM PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpenapara A BETEPUHAPHOIO
NPUMEHEHHS, TMO0 KOMHUS PEIIeHUsI O MPOBEACHUH MHCIEKTUPOBAHUS MPOU3BOUTENS JIEKAPCTBEHHBIX
CPEICTB, IMPHUHSATOTO YIMOJIHOMOUYEHHBIM (efiepalibHbIM OPraHOM HCIOJIHUTENBHON BIIACTU Ui Ka)KIOU
IIPOU3BOACTBEHHON IUIONAJIKM PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpenapara A BETEPUHAPHOIO
IpUMEHEHHS. YKa3aHHbIE JOKYMEHTBI MPEJCTABIISIOTCA B CIIy4ae, €CIM IMPOU3BOJCTBO JEKAPCTBEHHOIO
npenapara OCyILeCTBIsIETCS 3a npeaenamu Poccuiickoit denepannu;

(m. 2.1 BBenen denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTA, BBIJIAHHOIO YIIOJHOMOYEHHBIM OPraHOM CTpPaHbl IIPOU3BOJUTENS
(apMaleBTHUECKON cyOCTaHLIMU U IOATBEPKAAIOILETO COOTBETCTBHE MIPOU3BOIUTEIS
(apMmareBTHUECKO CyOCTaHIINU, BXOJSIICH B COCTaB PETHCTPUPYEMOTro JIEKApCTBEHHOTO MpernapaTa A
BETEPUHAPHOTO MPUMEHEHUS, TPeOOBAHUSIM MPABUJI HAJUIEKAIIEH MPOU3BOJACTBEHHON MPAKTUKH, U €ro
IIEPEBOJl HA PYCCKUN S3bIK, 3aBEPCHHBIE B YCTAHOBJICHHOM IIOPSIKE, B CIydae, €CIM INPOU3BOJICTBO
(apMmareBTHUECKOI CyOCTaHIIMU OCYIIeCTBIsIeTCs 3a npeaenamu Poccuiickoit denepanni;

(m. 2.2 BBeneH PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

3) MNPOCKT HOPMATUBHOIO JOKYMCHTAa Ha HeKapCTBeHHBIP’I npemnapar mid BETCPUHAPHOTO
MPpUMCHCHU A,

4) NOKYMEHT, COACpKalMi Clenyolyro uHopMaumo o ¢apMareBTHYECKOW CYOCTaHIIUH WM
(dapMareBTHUECKUX CYOCTAHIIMSIX, BXOSIMX B COCTAaB JICKAPCTBEHHOTO Iperapara Ui BETEPHHAPHOTO
IMPUMCHCHMU A

a) HamMeHoBaHHWE (PapMalleBTUUECKOM CYOCTaHIIMU, €€ CTPYyKTypa, oOIme CcBoicTBa (Ipu
TOCYJApCTBEHHOW  PETUCTpallUl ~ MMMYHOOHOJIOTUYECKUX  JICKAPCTBEHHBIX  MpEemaparoB s
BCTCPUHAPHOTO TIPUMEHEHHUsS TPEICTABJISIOTCS CBEACHUS O INTaMMeE, BKIIOYAas €r0 HauMEHOBAHUE,

www.consultant.ru CrpaHuua 35 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=04.04.2022&dst=100185&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=04.04.2022&dst=100186&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=04.04.2022&dst=100187&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=04.04.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=374285&date=04.04.2022&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100020&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

uH(OpMAIHIO O TPOUCXOXKAECHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE ICIOHUPOBAHUSA);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HAaWMMCHOBAHHC U aJIpCC IIPOU3BOANUTECIIA,

B) TEXHOJIOTHS MPOU3BOJCTBA C ONUCAHUEM CTaJAUM MPOU3BOACTBA U METOJOB KOHTPOJS Ha BCEX
CTaJMsIX TPOU3BO/ICTBA;

r) uHdopMmauus O TMpuMecsX (HE MPeICTaBJIsAeTCs MNpU TOCYJAapCTBEHHOM pPErucTpanuu

MMMYHOOHOJIOTMYECKH X JIEKAPCTBEHHBIX MIPENApaTOB JUIsl BETEPUHAPHOIO IPUMEHEHU);
(B pen. @eaepanpHoro 3aKoHa OT 02.08.2019 N 297-D3)

1) crienuduranusg Ha papMaIleBTUYECKYIO CYOCTaHIUIO (HE MPEACTaBIISETCS MPU TOCYJapCTBEHHON

PETUCTpallK MMMYHOOH OJIOTHYECKHUX JICKAPCTB CHHBIX MIPETapaToB ISl BETEPUHAPHOTO MMPHMCHCHNS);
(B pen. @eaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

e) ONMrUCaHUuEC MCTOANK KOHTPOJIA KauCCTBA,

’K) pe3yJibTaThl aHalW3a Ccepuil (apMareBTHYECKOH CYOCTaHIMM (HE WPEACTABISIFOTCS IPH
TOCYIapCTBEHHON  pEerucTpalii  MMMYHOOHMOJIOTMUECKUX  JIEKAPCTBEHHBIX  MpEMapaTtoB  JUIs

BETEPUHAPHOTO IIPUMEHEHHUS);
(B pen. @enepanpHoro 3aKkoHa OT 02.08.2019 N 297-D3)

3) MepeveHb CTaHIAPTHBIX 00Pa3I[0B WIIM BEIECTB, UCIOIB3YEMBIX MPU OCYIIECTBICHHH KOHTPOJISI
KauecTBa;

1) OMKCaHNE XapaKTePUCTHK U CBOWCTB YITaKOBOYHBIX MATEPUATIOB M YKYITOPOUYHBIX CPEICTB;

K) JaHHbIE O CTa0WJIBHOCTH (HE TMPEJCTABISIOTCS TP TOCYIaPCTBEHHON pETrUCTpalu
WMMYHOOHOJIOTHYECKH X JIEKAPCTBEHHBIX IMPEIapaToB ISl BETEPUHAPHOTO MTPUMEHCHU);
(B pen. @eaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

J) CPOK FOHOCTH, YCIIOBHUSI XPaHEHUS,

5) ord4er O pe3yirbTaTax JOKIMHHYECKOTO HCCICIOBAHMUS JICKAPCTBEHHOTO CPEACTBA JUIS
BCTCPHUHAPHOIO NPUMCHCHU A, BI(J'IIO‘-IaIOIlII/Iﬁ OnmrMcaHnue MCTOAOB OHNPCACICHUA OCTATOYHBLIX KOJIMYCCTB
JEHCTBYIOIIETO BEILIECTBA (AEHCTBYIOIMX BEIIECTB), JOCTUTAIOLIETO (AOCTUTAIOIMMX) CHCTEMHOIO
KPOBOTOKa, B TPOAYKIHH >KHBOTHOTO IPOMCXOXKIEHUS IOCIE HMPHUMEHEHHS TaKOro JIEKapCTBEHHOTO
CpE/CTBA, a TaKKe IO KYMEHTAIbHOE TIOATBEPKACHUE (BaTUAALMs) YKa3aHHBIX METO/IOB;

(B pen. denepanproro 3akoHa ot 02.08.2019 N 297-D3)

6) oTueT O pe3yapTarax KIMHUYECKOTO HCCIEJOBaHUs JIEKAPCTBEHHOIO Ipenapara Ais
BETCPUHAPHOIO IPUMEHEHHU Y KaXKI0TO BUJIA )KUBOTHBIX, YKa3aHHBIX B MHCTPYKIUH 10 BETEPUHAPHOMY

IIPUMEHEHHUIO;

7) IPOEKT UHCTPYKIMU IO BETEPUHAPHOMY IIPUMEHEHHIO JICKAPCTBEHHOTO Mperapara, coaepKalien
CIIEYIOIIIME CBEICHUS:

a) HAMMEHOBaHUE JIEKAPCTBEHHOTO Ipenapara s BEeTepUHAPHOI0 MPUMEH eHUS (MEXIyHapOIHOE
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

HCTIATCHTOBAHHOC, NJIU I'PYIIIUPOBOYHOC, NJIU XUMHUYCCKOC U TOPTrOBOC HaI/IMCHOBaHI/I}I);

0) nekapcTBeHHas (opma ¢ yKa3aHMeM HAaWMEHOBAHHWH M KOJMYECTBEHHOTO COCTaBa JIEHCTBYIONM X
BEIIECTB U KAUECTBEHHOTO COCTaBa BCIIOMOTATEIILHBIX BEIIECTB;

B) ONMCAaHME BHEIIHETO BH/1a JIEKAPCTBEHHOTO ITpenapara Ajs BETEpUHAPHOIO IPUMEHEHUS;

r) ¢apMakoTepaneBTHYECKas IpyIIa JEKapCTBEHHOIO Ipernapara Juisd BEeTepUHApPHOIO MPUMEHEHHS
WJIM yKa3aHHUE "TOMEeoNaTU4eCKU i JeKap CTBEHHBIN Ipenapar';

n)  (GapmakonmmHamMuka W (papMakokuHeTHKa (32  HCKIIOYEHHEM  (papMaKOKHMHETHUKU
rOMEOIAaTUYECKU X JIEKAPCTBEHHBIX IMPENapaToB M PACTUTENBHBIX JIEKAPCTBEHHBIX MpENapaToB) HIMU
OMHUCaHUe UMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOTO MIpemnapara;

€) MoKa3aHus JJ1sl IPUMEHEHHUS,
) IPOTUBOIOKA3aHU [UIs IPUMEHEHHU S
3) MEpBI IPEAOCTOPOKHOCTH IIPU IPUMEHEHNH;

1) yKa3aHu€ BO3MOKHOCTH M OCOOEHHOCTEH MpUMEHEHHS Y OepEeMEHHBIX dKUBOTHBIX, Y )KUBOTHBIX B
MIePHO/I JIAKTAI[MU, Y TOTOMCTBA )KUBOTHBIX;

K) PEKUM J03UPOBAHUS, CIOCOO BBEICHUS U NMPUMEHEHHs, MPU HEOOXOAMMOCTH BpeMs IpHema
JIEKapCTBEHHOTIO IIpernapara Jjis BETEpUHAPHOIO IIPUMEHEHU S, ITPOJOJDKUTEIBHOCTD JICUCHHUS;

J) BO3MOXHBIE TTOOOUYHBIC EHCTBHS, HEXKEIATEIbHBIC PEAKIIUH NP MTPUMEHEHUH JIEKAPCTBEHHOTO
npenapara JJisi BETEpUHAPHOTO TPUMEHEHHUS;

M) CUMIITOMBI I€PEI03UPOBKU, MEPHI 1O OKa3aHUIO IIOMOLIM MPU MEPE03UPOBKE;
H) B3aUMOJIEHCTBHE C JPYTUMH JIEKAPCTBEHHBIMHU TperapaTaMy U (M) KOpMaMu;
0) (hopMBI BBIITyCKa JI€Kap CTBEHHOI'O NpernapaTa i BeTepUHAPHOTO IPUMEHEHUS;

1) ykazaHue (MpuU HeOOXOJUMOCTH) OCOOEHHOCTEH AEeWCTBHS JIEKAPCTBEHHOIO Ipenapara Julsd
BETEPUHAPHOTO IPUMEHEHUS IIPU IIEPBOM IIPHUEME UJIU NPU €r0 OTMEHE;

p) onucanue (Mpu HEOOXOTUMOCTH) ACUCTBHI CIEIManucTa B 00JacTH BETEpPUHAPUH, BIIAJICIIbIla
JKUBOTHOTO TpPU TPOMYCKE IMpUeMa OJHON WU HECKOIbKMX JI03 JIEKapCTBEHHOTO IMpemapara s
BETEPUHAPHOTO TTPUMEH CHHS;

(B pen. @eaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

C) CpPOK TOJHOCTM M YyKa3aHME Ha 3alpeT MPUMEHEHUs JEKapCTBEHHOIO Ipernapara i
BETEPUHAPHOIO IPUMEHEHHSI 10 UCTEYEHUH CPOKa FOJAHOCTH;

T) YCIIOBUS XpaHEHUS;

y) yKazaHue Ha HEOOXOJMMOCTh XpaHEHHUs JIEKApCTBEHHOIO Ipernapara s BETEpPUHAPHOIO
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

MNPpUMCHCHUA B MCCTAaX, HCAOCTYITHBIX JJI ,Z[CTCI\/'I;

¢) yxazanue (Mpu HEOOXOJUMOCTH) CIEIUATBHBIX MEpP MPEIOCTOPOKHOCTH TMPH YHUUYTOKEHHU
HEHUCIOJIb30BAHHBIX JICKAPCTBECHHBIX IMPENapaToB I BETCPUHAPHOTO IPUMECHEHUS;

X) CPOKHM BO3MOXXHOTO HCIIOJIB30BAaHMS MPOAYKIIMU >KUBOTHOTO MPOUCXOXKJIEHHUS MOCIE BBEICHUS
KUBOTHOMY JIEKAPCTBEHHOTI'O MperapaTa Jyuisi BETepUHAPHOTO IPUMEHEHUS,;

11) YCIIOBHSI OTITYCKA;

Y) HAMMEHOBAHUS W ajJpeca MPOU3BOJCTBEHHBIX IIJIOIMAI0OK MPOU3BOJUTEINS JIEKAPCTBEHHOTO
npenapara Jjsi BeTepUuHApHOTO MPUMEHEHUS;

II) HANMEHOBaHWE, aJpeC OpraHu3alliH, VYIOJTHOMOYEHHOW [ep)KaTelieM WIH BIAAETbIIEM
PETUCTPAIIMOHHOTO  YJIOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara Ha TNPHHATHE NPETCH3WH OT
MOTpeOUTENS;

8) mpoeKThl MaKETOB IEPBUYHON YIAKOBKM M BTOPUUYHOMN YIAKOBKH JIEKAPCTBEHHOTO Ipenapara Jiist
BETEPUHAPHOTO PUMEHEHHUS;

9) cnegyronme cBEACHUS O JIKAPCTBEHHOM Ipenapare AJisi BETEpUHAPHOTO MPUMEHEHUS:

a) ONUCAHUE U COCTaB JIEKAPCTBEHHOTO Iperapara ik BETEPUHAPHOTO MPUMEH EHUS;

0) onucanue GapMareBTHIECKON pa3paboTKH;

B) OIMCAHKE ITpollecca MPOU3BOACTBA U €r0 KOHTPOJIS, MOAMKUCAHHOE B MOPSAKE, YCTAHOBIECHHOM B
COOTBETCTBHMH C YaCTbIO | HACTOSIIECH CTAThH;
(B pen. @eaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

I) ONUCAaHHWE KOHTPOJII KPUTHYECKHX CTaJWi IMPOU3BOJCTBA W MPOMEKYTOYHOW MPOIYKIIUH,
MOATNMCAHHOE B MOPSIJIKE, YCTAHOBJIEHHOM B COOTBETCTBUU C YacThiO | HACTOSAIIECH CTaThu;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D03)

1) HaUMMEHOBAaHMS M ajpeca pa3paboTuMKa, JepiKaTels WIM BJIAJENbIA PErHCTPAMOHHOTO
YAOCTOBEPEHHS  JICKApCTBEHHOTO  Iperapara, MPOM3BOJICTBEHHBIX  IUIOMQAIOK  IPOM3BOJMUTEINS
JIEKapCTBEHHOTIO Ipernapara sl BETEPHUHAPHOIO NMPUMEHEHUs C YKa3aHUEM CTaJui TEXHOJIOTMYECKOTO
MpOIecca, OCYIIECTBISIEMBIX Ha IPOM3BOACTBEHHBIX IJIOIAKAX MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara Jjisi BETepHHApHOTO MTPUMEHEHHUS;

(B pen. ®enepanbHbix 3ak0HOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) (hapMmareBTU4YeCKasi COBMECTUMOCTD;
) MEKPOOHOJIOTHYECKUE XaPaKT ePUCTUKH;
3) MaTepHaAIbHBIN OallaHC /IS IPOU3BOJICTBA CEPUU TOTOBOTO MPOYKTA;

1) ONKCAaHUE XapaKT ePUCTHK U CBOMCTB YITIAaKOBOYHBIX MATEPUATIOB M YKYITOPOUYHBIX CPECTB;
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

K) JOKYMEHTaIbHOE MOATBEPKICHUE (BATHAAIIH) TTPOIECCOB U (MJIN) UX OIICHKA,

J) TpeboBaHUA K KadecTBY BCIIOMOIaTENIbHBIX BeEIIeCTB (cepTHduKar, cnenu@ukanus Ha
BCIIOMOTIaTeNIbHbIE BEIIECTBA U X 0OOCHOBAHMUE);

M) AHAJIMTUYCCKUC MCTOAHUKH, HCIHOJB3YCMBIC TIpPU OCYHCCTBJIICHUMW KOHTPOJIA KadCeCTBa
BCIIOMOIaTCJIbHBIX BECIICCTB,

H) AOKYMCHTAJIBHOC MOATBCPIKIACHUC (BaJ'II/II[aLlI/ISI) AHAJIMTUYCCKUX MCTOAHUK, HCIIOJB3YCMbIX IIPU
OCYHICCTBJICHUU KOHTPOJIA KAYECTBA BCIIOMOIaTCIIbHBIX BECIICCTB,

0) I/IH(l)OpMaI_II/IH 00 HCIIOJNIL30BAaHUH BCIOMOTaTEIbHBIX BCIICCTB YCIOBCYCCKOTO MW KUBOTHOTO
MMPOUCXOKIACHU S,

) yrpatuia cuiy. - @enepanbasbiii 3akoH ot 02.08.2019 N 297-D3;

p) TpeboBaHUS K KauecTBY JIEKApCTBEHHOIO Ipernapara MAjis BETEPUHAPHOIO MNPUMEHEHHS
(ceprudmkar, ciennduKaus Ha JIEKAPCTBEHHBIN MpenapaT U UX 000CHOBAaHHUE);

C) AHAIIUTUYCCKUE MCTOAUKH, MCIIOJIB3YCMbIC IIPHU OCYHICCTBJICHHMHM KOHTPOJIA KAa4YCCTBaA
JICKapCTBCHHOT'O IIpeliapaTta I BETCPUHAPHOI'O ITPUMCHCHU S,

T) JOKYMEHTAJIbHOE TMOATBEPXKACHUE (BaTUIaIMs) aHATMTUYECKUX METOIUK, MCIOIB3YEMbIX TPHU
OCYIIECTBJICHUHN KOHTPOJISI KAYECTBA JIEKAp CTBEHHOTO Mpernapara Jijisi BETepUHAPHOTO MPUMEHEHU S,

y) JOKYMEHT, MOJTBEPKAAIOUMI KayecTBO JIEKAPCTBEHHOTO IpernapaTa TPeX HPOMBIIUIEHHBIX
cepuii (MPOTOKOJI aHAIIM3a WIIH CepTU(UKAT aHAIIM3a), OJTHA CEPHsI KOTOPOTO JIOJDKHA COBITAATh C CepHei
o0pasIia JiekapCTBEHHOTO Tpernapara, MoJaHHOTO Ha PErUCTPAIIUIO;

&) XapaKTepuCTHKA IPUMECEH;

X) TepeyeHb CTaHJapTHBIX OOpa3lOB, HUCIOJIb3YEMBIX NMPU OCYILECTBICHUU KOHTPOJIA KadecTBa
JIEKapCTBEHHOTO MperapaTa Juisi BETepUHAPHOTO TPUMEHEHU S,

11) JaHHbIE O CTAOMJIBHOCTHU JIEKAPCTBEHHOTO IIpernapara Jijisi BETEpUHAPHOTO MPUMEHEHUS;

10) xomus HOKYMEHTa, cojiepKalero MHGOpPMAlUI0 O HaJUYMd HJIM 00 OTCYTCTBUU (PAKTOB
perucTpanum JeKapCTBEHHOIO IMpernapara Jijlsi BETEpUHAPHOTO MPUMEHEHHUs 3a mnpezenamMu Poccuiickoi
denepannu;

11) cormacue B mUChbMEHHOU (opMme, MPEeayCMOTPEHHOE YacThio 7 HACTOSIIEW CTaThbu, B ciydae

perucTpanmny BOCIPOU3BEACHHOTO JIEKAPCTBEHHOTO MpenapaTta;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) KOs NOKYMCHTA Ha PYCCKOM S3bIKC, 3aBEPCHHOIO B YCTAHOBJIICHHOM IOPIAAKEC U
MOATBCPKAAOIICTO MPAaBOMOYHOCTL 3asABJICHUA O I‘OCy,Z[apCTBCHHOI\/JI perucrpanun JICKAPpCTBECHHOI'O

npernapara Jijis BETepUHAPHOTO TPUMEHEHUS (JIOBEPEHHOCTD);

13) cBemeHMss O TOCYIAPCTBEHHOM PErHCTPAllMM  TE€HHO-HMHXKEHEPHO-MOAU(PUIIUPOBAHHBIX
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OpPraHU3MOB, IMpeIHA3HAUYEHHBIX JUIS BBIMYCKA B OKPYXalOLIyl0 cpeay (IpU TOCYyIapCTBEHHOMH
pEeTHCTpallMK  JICKAPCTBEHHBIX MPEMaparoB Uil BETCPUHAPHOTO TPHUMEHEHHUS, TOJY4YEeHHBIX C
OPUMEHEHHEM TCHHO-WH)KEHEPHO-MOMU(UIIMPOBAHHBIX OPraHU3MOB  WJIM  COAEpXKAX  TaKHe
OpraHU3MBbl).

(m. 13 BBeaen denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

4. Tlpu npOBEACHWH YCKOPCHHOW MPOLEIYPhl 3KCIEPTU3bl JICKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOTO MPUMEHEHHS B LIEJSIX €T0 TOCYIapCTBEHHOM PETHCTPAllMd BMECTO OTYeTa pa3padOTUHKa
0 pe3ylbTarax JIOKIMHUYECKOTO WCCICIOBAHUS JIEKAPCTBEHHOTO CpPEACTBA JUIsi BETEPUHAPHOTO
NPUMCHEHHUSI MOXET OBITh NPEICTaBICH 0030p HAay4HBIX PAa0OT O pe3yiabTarax JOKIHHHYECKOTO
HCCIIeIOBAaHUS PeepEHTHOTO JIEKAPCTBEHHOTO Tperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS, a BMECTO
oT4yeTa O pe3yiabTaTax KIMHHYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOTO IIperapara Ui BETEPHHApPHOTO
NpPUMEHEHHSI OTYeT O pe3ylnbTaTax MCCIEAOBAaHUN OHOIKBUBAIEHTHOCTH BOCIHPOU3BEICHHOTO
JIEKApCTBEHHOTO Mperapara Juisi BETepPHHAPHOTO TTPUMEHECHUSI.

(uacth 4 B pen. ®enepanproro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3sy pa3InvHbIX JICKAPCTBEHHBIX (JOPM OHOTO M TOTO Ke JIEKAp CTBEHHOTO Mpernapara
JUTSL BETCPUHAPHOTO TIPUMCHCHHUS 3assBUTEINb MPEACTABIISICT OT/CIBHBIC 3asSBJICHUS U PETUCTP AIIMOHHBIC
JIOChE Ha KX VIO JIeKapCTBeHHYIO (opmy. [Ipy ycIOoBHHM OJHOBPEMEHHOM MOJIa4M Ha SKCIIEPTH3Y OJIHON
JIEKapCTBEHHON (GOPMBI ¢ pa3TUYHBIMH JTIO3UPOBKOM, KOHIICHTpaIlHel, 00beMOM 3aIBUTEIb MPEICTABIISIET
OJIHO 3asBJICHUE M PETUCTPAIIMOHHOE JIOChE C TIPHIIOKCHNEM MAKEeTOB TTEPBU YHON YIAKOBKH M BTOPHUYHOH
ynakoBku. Ha MakeTax mepBUYHOMN YITaKOBKH W BTOPHUYHOM YITAaKOBKH YKa3bIBAIOTCSI BCE MPOU3BOIMMBIE
JIO3MPOBKU, KOHIICHTPAIMU, OOBbEMBI M KOJIMYECTBO J03 B YIIAKOBKE JIEKAPCTBEHHOTO Ipernapara s
BETEPUHAPHOTO TTPUMEH CHHSI.
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D03)

6. B ciyqae HenpencTaBieHUs C 3asBJIEHUEM O IOCYIapCTBEHHON PETMCTpALMU JIEKAPCTBEHHOTO
npernapara Juisg BEeTepMHapHOIO MPUMEHEHHUs TOKyMEHTOB, ITOATBEPXKIAIONM X YIJIATy I'OCYAapCTBEHHON
IIOIUIMHBI U YKa3aHHBIX B IYHKTE€ 7 4acTU 2 HACTOSIIEH CTATbU, CBEIEHUM O JIMIIEH3MSX, YKa3aHHBIX B
nyHkrax | ®w 2 wyactu 3 HacTOsIIEW CTaThU, a TaKKe BbIJaBaeMbIX (IIPEIOCTABIISEMBIX )
YHOJHOMOYEHHBIMU  (peZepabHbIMU OpraHaMH HCHOJHUTEIbHON BIIACTH JOKYMEHTOB (CBEIECHMIN),
yKazaHHBIX B MyHkre 2.1 wyactm 3 HacTosled cTaTbu, YHIOJHOMOYEHHBIM (QenepaibHbIil OpraH
WCIIOJIHUTENbHON  BJACTM  3allpalllMBaeT  yKa3aHHbIE  JOKYMEHTBbl  (CBEIEHHUs) B  IMOpSAKE
MEKBEIOMCTBEHHOIO MH(OPMAILIMOHHOIO B3aUMOJCHCTBHSI.

(uactb 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaercs HCIOJNBb30BaHHE B KOMMEpPYECKUX LeIsIX HHGOpMAIMU O pe3ylnbTaTax
JOKIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEJCTB U KIMHUUECKUX MCCIIEI0OBAaHUI JIEKapCTBEHHBIX
MpenapaToB [jis BETEPUHAPHOIO MNPUMEHEHHUS, NPEIACTABICHHOW 3asBUTENEM ISl TOCYJAapCTBEHHOMU
perucTpanum JEKapCTBEHHBIX MpemaparoB, 0€3 ero corjacuss B TEYCHHE IIECTH JIeT C JaThl
roCy/lapcTBEHHOH peructpanuu pedepeHTHOro JekapcTBeHHOro npenapara B Poccuiickoit @eneparuu.

8. [lepxaTenp UM BIaJeliel] peruCcTPAllMOHHOTO YOCTOBEPEHMS JIEKAPCTBEHHOIO IMpernapara Juist
BETEPUHAPHOTO NMPUMEHEHHUS MPEACTABISET B YIIOJTHOMOYEHHbIN (efiepanbHblii OpraH MCIOJTHUTEIbHOM
BJIACTU OTYET IO pe3yibraTaM (apMaKoHAA30pa OJUH pa3 B IIECTh MECSILEB B TEUCHUE JBYX JIET MOCIE
roCyIapCTBEHHOW PETrMCTpalMu JIEKapCTBEHHOTO nmpenapara B Poccuiickoit denepanunu, 3aTeM €K ErOaHO
B T€UECHHE MOCIEAYIOUM X TPEX JIET U B AaJbHEHIIEM OJIMH pa3 B TpU roja.

(qactp 8 BBeneHa PenepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

CrtaTtbsa 18. nonaqa n paccmMoTpeHune 3adaBJlieHuda o rocynapCTBeHHoﬁ perncrtpauumn
JNIeKapCTBeHHOro npenaparta ana megnunHCKOro npumMmeHeHuns
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JIng rocyaapCTBEHHOM pErMCTpallMd JIEKApCTBEHHOIO Ipenapara Uil MEIUIMHCKOTOo
NPUMEHEHHS OPUIMYECKOe JIMIIO, JCHCTBYIOIEE B COOCTBEHHBIX MHTEpECAaX MM YIIOJIHOMOYEHHOE
MPE/ICTaBIATh MHTEPECHl JPYrOT0 IOPUJIMUYECKOTO JIMIA U 3asBISIOLICE JIEKAPCTBEHHBIM Ipernapar Ha
TOCYIAapCTBEHHYIO DPETUCTpAllMI0 (Jajee B HACTOSLICH cTarke - 3asBUTENb), NPEACTaBsET B
YIOJIHOMOYEHHBIH (peiepaibHbIi OpraH MCIIOJIHUTEIBHON BJIACTH, OCYIIECTBIISIOUMH TOCYAapCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB I Me IMIIMHCKOTO TPUMEHEHUS, B JIEKTPOHHOM (opMe U Ha
OyMa)kHOM HOCHUTENIe 3asiBIIEGHHE O TOCYIApCTBEHHOM perucTpanuu JEKapcTBEHHOIo Ipemapara ajs
MEIMIIMHCKOTO TPUMEHEHHS, a TakKe B TOPSIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJHUTENIBHOM BJAcTH, B 3JEKTPOHHOM (opme W Ha OyMaXHOM HOCHTeNle HEOOXOIUMbIE
JOKYMEHTBI, U3 KOTOPbIX (POpMHUpYETCS PETHCTPALlMOHHOE JI0Che Ha JIEKApCTBEHHBIM mperapar Jyis
MEANUIMHCKOTO TPUMEHEHHUSL.

(uacts 1 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBII€eHNH O rOCYIapCTBEHHOW PETMCTpAlUM JIEKAPCTBEHHOIO Npernapara A MEAUIIMHCKOTO
IIPUMEHEHHS YKa3bIBAKOTCS :

1) HauMEHOBaHHWE, aIpec 3asBUTENS M MPOU3BOJUTEINS JICKAPCTBEHHOTO Ipemnapara s
MCIUTUHCKOIO0 MpUMCHCHUA, CBCACHUA 00 ux perucTpali B Ka4CCTBC HAJIOTOIIIATCIIbIMKA B CTpAaHC
perucTpauuu (sl pOCCUMCKUX IOPUANMYECKUX JHUI - UACHTU(UKAIHNOHHBI HOMEp HaJIOTOIIaTENbIIM Ka
(UHH), nns nHOCTpaHHBIX IOPUAUYECKUX JIUI] - CTPaHA PETHCTpaIii, HAUMEHOBAHUE PETHCTPUPYIOIIETO
OpraHa, perHCTpalMOHHBIA HOMEp, KOJ HAJIOTOILIATENbIIMKA B CTPaHE PETUCTpAIUH (MHKOPIIOPAIUH )
WJIM €T0 aHAJIOT) W aJpec MeCTa OCYIIECTBICHUS MPOM3BOACTBA JICKAPCTBEHHOTO Ipenapara (B ciaydae
HAJIMYUS HECKOJIBKMX YYaCTHHKOB TMPOIECCa €ro IMPOU3BOJCTBA HEOOXOIUMO YyKa3aTh KaXIOTO
y4aCTHUKA B COOTBETCTBUH C OCYIICCTBIISICMOM cTaJnell IPOU3BOICTBA);

(m. 1 B pen. ®enepanbHoro 3akoHa oT 28.12.2017 N 425-D3)

2) HanMCHOBAHHC JICKAPCTBCHHOIO IIpCliapara s MCAUINHCKOIO NMPUMCHCHMU (MexcnyHapoleoe
HCTIaTCHTOBAHHOC, UJIU I'PYIITUPOBOYHOC, UJIU XUMHUYCCKOC U TOPIrOBOC HaI/IMeHOBaHI/ISI);

3) IICPCUCHDb ,HeﬁCTBYIOHMX H BCIIOMOTATCJIbHBIX BCIHICCTB, BXOAANIMX B COCTAB JICKAPCTBCHHOI'O
npenapara jit MCAUIUHCKOTO IPUMCHCHH A, C YKA3aHUECM KOJIMYCCTBA KAKAO0TO U3 HUX;

4) nexapcTtBeHHas ¢opma, JAO3UPOBKA, CHOCOOBI BBEIEHUS W TPUMEHEHHUS, CPOK TOJIHOCTH
JIEKapCTBEHHOTO Mpenapara s MEAUIIMHCKOTO TPUMEHEHU S,

5) dapmakoTepaneBTHUECKas TPYIIA, KOJ aHATOMO-TEPaNIeBTHIECKO-XMMIYECKON KJ1accH (PHKAIIHH,
PEKOMEH/I0BaHHON BceMupHO#l opraHuzanmed 3ApaBOOXpAaHEHHU A, 3asABJISIEMbIE [MOKa3aHUS  JUIS
MPUMEHEHHS JIEKAPCTBEHHOTO MpernapaTa JUisi MeAUIIMHCKOTO MPUMEH CHHUS;

6) OTCyrcTBHE HEOOXOJUMOCTH MPEIOCTaBICHUS OTYETa O pe3yabTaraX KIMHUYECKOTO
UCCIIEZIOBAHUS, UCCIENOBAHUS OMO3KBUBAIEHTHOCTH JIEKAPCTBEHHOIO IpernapaTa, pa3pelieHHOIo s
MeIMIUHCKOro MpuMeHeHus B Poccuiickoii denepannu 6oiiee 1BaIaTu JeT, ¢ yKa3aHUEM HOPMaTHBHBIX
MIPaBOBBIX AKTOB, ITOATBEPIKIAIOLM X TAHHBIN CPOK TPUMEHEHUS;
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7) HeobxoauMocTh oGopMIICHHUST paspellieHuss Ha BBO3 B Poccuiickyto denepannio KOHKPETHOU
MapTUU  3aPETUCTPUPOBAHHBIX W (WJIM)  HE3apETHMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB,
MpEAHA3HAUYECHHBIX JUIsl MPOBEIEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LEISAX IOCYAAPCTBEHHOMU
perucTpanmu;

8) HeoOX0IUMOCTh TMPOBENCHUS SKCHEPTHU3bl JTOKYMEHTOB, MPEACTAaBICHHBIX AJIs OMpPEIEICHUS
BO3MOYKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM IpemnapaTr Uil MEAMIIMHCKOIO HPUMEHEHHS IpU
OCYILECTBIICHUHU TOCYAAPCTBEHHON PETUCTPALUU B Ka4yecTBE Op(PaHHOTO JIEKAPCTBEHHOT'O Mpernapara;

9) HeoOX0 IMMOCTh NMPUMEHEHUSI YCKOPEHHON MPOLEAYphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYAapCTBEHHON PErUCTPallMy JEKapCTBEHHOTO Mpernapara;

10) konuu TOKYMEHTOB, MOATBEPKIAOIIM X YIUIATy TOCYAapCTBEHHOMN MOLUIMHBI!

a) 3a MPOBEJCHUE SKCIEPTH3bl JOKYMEHTOB, MPEACTABICHHBIX JUIS OMpENeNIeHUs] BO3ZMOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN TmpenapaTr [Uisi MEAUIMHCKOTO MPUMEHEHUS TPU OCYILECTBICHUU
roCyJapCTBEHHOW PErMCTPallUK B KaUecTBE Op(PaHHOTO JI€KapCTBEHHOTO Mpenapara;

0) 32 MpOBEACHHE HKCIEPTU3bl KAayecTBa JIEKAPCTBEHHOTO CPEICTBA U HKCIEPTU3bI OTHOIICHUS
0KMJaeMOM TOJIb3bl K BOBMOXHOMY PHUCKY TPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, pa3perieHHoro s
MEIUIIMHCKOTO TIpuMeHeHus B Poccuiickori ®denepanmu Oojiee OBaALATH JIET, NMPU OCYILIECTBICHUHU
rOCY/IapCTBEHHOM perucTpaiuu JIEKapCTBEHHOTO Mpenapara;

B) 3a IIPOBEAECHME HKCIEPTU3bl KauecTBa JIEKAPCTBEHHOIO CPEJACTBA M SKCIEPTU3bl OTHOIICHMS
0’KHJIa€MOM TOJIB3bI K BOBMOKHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOTO IMperapara Al MEJUIIUHCKOTO
IIPUMEHEHUS NIPU €TI0 FOCyAAPCTBEHHON PETHCTPALINH;

I) 3a MPOBEJIEHUE DKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOTO CPEICTBA U HKCIEPTU3bI OTHOILECHUS
0’KHMJTA€MOM ITOJIB3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara A MEJULUHCKOTO
IIPUMCEHEHHS, B OTHOILICHUM KOTOPOIO IIPOBEACHBI MEXIYHAPOAHBIE MHOIOLEHTPOBBIC KIMHUYECKUE
HCCIEOBAHUs, 4YacTb M3 KOTOpBIX IpoBeneHa B Poccuiickonn Penepanmu, NpH  OCYIIECTBICHUH
rOCyJapCTBEHHON PETUCTPALMY JIEKAPCTBEHHOTO IIpenapara;

11) manmuuume cornacusi HTPOU3BOJUTENS JIEKAPCTBEHHOIO IMpernapara, MPOU3BOJCTBO KOTOPOTO
ocymecTBisiercss 3a npenenamu  Poccumiickoit  ®enepanuu, Ha INPOBEACHUE HHCIEKTHPOBAHUS
MPOM3BOJUTENS Ha COOTBETCTBHE TPEOOBAHUSAM MTPABUJII HaUIeXKAICH MPOU3BOICTBEHHOMN MPAKTHKY;

12) Hanmuuue cornacus, MpeaycMOTPEHHOIO YacThio 18 HacTos el cTaThy;

13) ykazaHue BUJa JIEKapCTBEHHOIO Ipernapara, IpeJICTaBIeHHOIO0 Ha perucTpamnuio (pedepeHTHbIi
JIeKapCTBEHHBI  mperapar, BOCIPOU3BEJICHHBIM  JIGKAPCTBEHHBIM  Mpernapar, OWOJIOTHYECKHit
JICKapCTBEHHBIN TMpenapaTr, OnoaHajIoroBblii (OMOMOJOOHBI) JIEKapCTBEHHBIN mpenapar (OmoaHaior),
roMeonaTHyecKuii JeKapCTBEHHBIH Mpenapar, JeKapCTBEHHbIH pacTUTENBHBIN Mpernapar).

(uactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

3. PerucrtpanimoHHOE J0Ch€ Ha JIEKAPCTBEHHBIM Mpenapar g MEIUIMHCKOIO MPUMEHEHHUS
npeaocTaBisieTcs B popMe 00IIero TEXHHYECKOTO T0KyMEHTA.
(vactb 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

www.consultant.ru CrpaHuua 42 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=412738&date=04.04.2022&dst=5571&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100235&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100254&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

4, Pazgen JAOKYMCHTAIUU aIMUHUCTPATUBHOTO XapaKTCpa BKIIHOYACT B cels:

1) 3asBICHHE O TOCYIAPCTBEHHOW PETHMCTpAIMK JICKAPCTBEHHOIO Mpenapara Jjisi MEAUIMHCKOTO
MIPUMEHEHHS B DJIEKTPOHHOH (opMe 1 Ha OyMa)KHOM HOCHUTEIIE;

2) KONMIO JOKYMEHTa Ha pYCCKOM S3bIKE, 3aBEPEHHOI0 B YCTAaHOBJIEHHOM MOPSIKE H
MOATBEPKAAIOIIETO MPAaBOMOYHOCTh 3asiBUTEINS MOAABAaTh 3afBJIEHUE O TOCYIapCTBEHHOW PEruCcTpaliu
JIEKApCTBEHHOTO Mperaparta Ui MEAUIIMHCKOTO TPpUMEHEHU (IOBEPEHHOCTB);

3) cBeneHUs O JaTe MPEJOCTABJICHUS M PETMCTPAMOHHOM HOMEpPE JIMIICH3MU Ha IPOM3BOJCTBO
JICKapCTBEHHBIX CPEICTB WIJIM CBEICHHS O JIaTe TMPEAOCTABICHUS M PETUCTPAllMOHHOM HOMEpe
3aKTIOYEHHUS O COOTBETCTBUU TIPOM3BOJMTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMUSAM TPaBUI
HaJUIeXkKaIel TPOM3BOJCTBCHHON MPAKTHKH, BBIIAHHBIX (IIPEIOCTABICHHBIX) YITOJHOMOYECHHBIM
denepabHBIM ~ OpraHOM HCIIOJHUTENBFHOH BJACTH B OTHOIICHHHM TIPOM3BOJICTBEHHOW TIIOIIA KM
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IMpernapara, B CiIydae, €CIH IPOU3BOJCTBO JIEKAPCTBEHHOTO
npenapara ocyuectsisiercsi B Poccuiickoit @enepannu;

(B pen. ®enepanbabix 3aK0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

4) KONHIO MPENOCTaBJICHHONW YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJAUTEINS JIMIEH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOIO IIpernapara W €€ IEepeBOJl Ha PYCCKUM S3bIK, 3aBEpPEHHBIE B
YCTAaHOBJIECHHOM IIOPSJIKE, a TAKKE KOIHUIO 3aKIIOUYEHHUsI O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX
CpeAcTB  TpeOOBaHUSAM  MpaBUJI  HAUIeKALCH  MPOM3BOJCTBEHHOW  IMPAKTUKU,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIBHONW BJIACTH B OTHOILEHUM MPOM3BOJCTBEHHOM
IJIOM@AAKA PETUCTPUPYEMOTO JIEKAPCTBEHHOIO Ipenapara, WIA KOINHUI PELIEHUS YIOJIHOMOUYEHHOTIO
(enepanbHOrO OpraHa MCIOJHUTEIBHOM BJIACTM O MPOBEACHWM HMHCIEKTHPOBAHUS IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, B CIy4ae, €CIU MPOU3BOJICTBO JIEKAPCTBEHHOTO IIpeIapaTa OCyIECTBIISIETCS 3a
npenenamu Poccuiickon @enepanuu;

(B pen. ®enepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) NPOEKT MHCTPYKIUH MO MEIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO TMperapaTa, coaepKalien
CIIEYIOIIIME CBENICHUS:

a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MeXAyHapoJHOE HEMaTeHTOBAHHOE, WJU
IPYHNIIHPOBOYHOE, MJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUA);

0) nexapcTBeHHas (opMa ¢ yKazaHHEM HAaUMEHOBAHUH M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIM X
BELIECTB ¥ KaYECTBEHHOIO COCTaBa BCIIOMOTaTEIbHBIX BELIECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BEILECTB);

B) OTIMCaHME BHEIIHETO BHUAA JIEKAPCTBEHHOTO Mpernapara Jjsi MEAUIITMHCKOTO MTPUMEHEHHUS;
r) u3uKO-XUMHYECKUEe CBOICTBA (U1l paino gapMalieBTHUECKH X JIEKAPCTBEHHBIX MIPENapaToB);

n) ¢dapmakoTepameBTUUYECKass TPYINa, KOJA JIEKapCTBEHHOIO TMperapara Uil METUIIMHCKOTO
MIPUMEHEHHS 10 AHATOMO-TEPANIEBTHYECKO- XMMUYECKON KITacCH (MKALMHU, PEKOMEHI0BaHHON BeceMupHoii
OpraHu3aluein 31paBoOOXpaHEHU s, UM YKa3aHUe "TOMeonaTUYeCKUI JIeKapCTBEHHBIN npenapar';

e) (QapmakoguHamMuka W (apMakOKMHETHKa (32  HUCKIIOYEHHEM  (apMaKOKUHETHUKU
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

TOMEOIATUYECKH X JIEKAPCTBEHHBIX ITPENAPATOB M PACTUTENBHBIX JIEKAPCTBEHHBIX IIPENapaToB);
) MTOKa3aHus JJ1sl IPUMEHEHUS;
3) IPOTUBOIIOKA3aH U AJIs TIPUMEHEHUS;
1) MEpBI IPEAOCTOPOKHOCTH MPU IPUMEHEHNUH;

K) YKa3aHUEC BO3MOXHOCTH H 0ocoOeHHOCTEH IIPUMCHCHU JICKAPCTBCHHOI'O IIpe€riapara Ijid
MCIUIUHCKOTIO IMPHUMCHCHUA 6epeMeHHLIMI/I JKCHIMHaMH, JKCHIMMHaAMH B I[ICpUOA TIPYyAHOIO
BCKapMJIMBaHU, ACTbMU, B3POCJIBIMU, HMCIONMMU XPOHHUYCCKUEC 3a6OJ'IeBaHI/I$I;

J) PeKUM JIO3UPOBAHUS, CIIOCOOBI BBEJACHUS M MPUMEHEHHS, TP HEOOXOAMMOCTH BpeMs IpHueMa
JIEKapCTBEHHOTO Mpenapara Al MEIUIUHCKOTO MPUMEHEHHUs, MPOJOJKUTENIbHOCTh JICYEHUs, B TOM
quCie y IETeH 70 U MOoCcie OJTHOTO T0/1a;

M) BO3MOJHBIC HCKCIIATCIIBHBIC PCAKIUU IIPpU IIPUMCHCHUU JICKAPCTBCHHOI'O IIp€riapara AJid
MCINTUHCKOI'O MPpUMCHCHU A

H) CUMIITOMBI [1€PEO3UPOBKH, MEPHI IO OKAa3aHUIO TOMOIIM MTPH MEPET03UPOBKE;
0) B3aUMOJICHCTBHE C IPYTUMHU JIEKAPCTBEHHBIMH MpenapaTaMy U (WJIK) MUIIEBBIMU MPOAYKTaMU;
1) GopMBI BBINTYCKA JIEKAPCTBEHHOTI'O MpPEIapara;

p) yKazaHue (Ipd HEOOXOAMMOCTH) OCOOCHHOCTEW AeWCTBUS JIEKApCTBEHHOTO IMperapaTta st
MEIUILIMHCKOTO MIPUMEHEHUS TIPU MIEPBOM MPUEME UITU IIPU €r0 OTMEHE;

¢) onucaHue (Mpu HeOOXOAUMOCTH) AecTBUI Bpaua ((enbaiuepa) v (M) MalMeHTa MPU MPOIYCKe
npreMa OJJHON MJIM HECKOJIbKUX J103 JIEKAPCTBEHHOT'O NpenapaTa Ui MEJUIIMHCKOTO IPUMEHEHUS;

T) BO3MOXHOE BJMSHHE JIEKAPCTBEHHOTO IIpernapara Juisi MEIUIIMHCKOTO TPUMEHEHHS Ha
CIIOCOOHOCTD YIPABJISITH TPAHCIIOPTHBIMU CPEJICTBAMU, MEXaHU3MaMHU;

Y) CpPOK TOAHOCTU MW VYKa3aHHMC Ha 3alpeT MNPUMCHCHUSA JICKAPCTBCHHOI'O IIpCliapara I
MCINTMUHCKOIO MPpUMCHCHUS 110 UCTCUCHU U CPOKA r'OJJHOCTH

&) ycnoBus XpaHEHUS,

X) YKa3aHUC Ha H€O6XOILI/IMOCTB XpaHCHHUA JICKAPCTBCHHOI'O Ipcnapara Ajd MCEAUIUHCKOIO
MPpUMCHCHUA B MECTAX, HEAOCTYITHBIX JJIA HeTeﬁ;

1) ykazaHue (IpH HEOoOXOAMMOCTH) CHEIUAIBbHBIX MEp MNPEAOCTOPOKHOCTH HpPU YHUUTOKEHHH
HEHUCII0JIb30BaHHbIX JIEKAPCTBEHHBIX [TPENApaToB Il MEAULIMHCKOTO TPUMEHEHUS;

4) YCJIOBHSI OTI yCKa;

H_I) HanMCHOBAHHA W aJpccCa MPOU3BOACTBCHHLIX IIJIOMAOK IITPOU3BOAUTCIIA JICKAPCTBCHHOIO
npemnapara;
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II) HANMEHOBAaHWE, aJpeC OpraHu3aliH, YIOJTHOMOYECHHOW [epKaTelieM WIH BIAACTbIIEM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOTO IMperapara s MEIUIIMHCKOTO MPUMEHEHHS Ha
MPUHATHE IPETEH3UN OT MOTPEOUTES;

6) MHCTPYKLUMIO 110 MEAULMHCKOMY IIPUMEHEHHUIO UJM KPaTKYyI XapaKTEPUCTUKY JIEKAPCTBEHHOIO
npenapara, yrBepxk/aeHHbIE B CTPaHE ITPOU3BOIUTEIS;

7) IIPOCKTbI MAKETOB HepBHqHOﬁ YIIaKOBKH U BTOpH‘IHOfI YIHAKOBKH JICKAPCTBCHHOTO IIpCIiapaTra AJid
MCINTUHCKOIO MPUMCHCHU A,

8) MpoeKT HOPMAaTUBHOM JOKYMEHTALMH WJIM HOPMATUBHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIN
npenapar Jjs METUIIMHCKOTO MPUMEHEeHU S JIM00 yKazaHHWEe COOTBETCTBYIOIICH (apMakoneiHOM CTaThu,

9) nokyMmeHT, conepkaumii MHQOpMAIMI0 O HAIUYUU WM 00 OTCYTCTBUM (DaKTOB PETrHUCTpaIluu
JIEKApCTBEHHOTO Mperaparta Ui MeAUIIMHCKOTO TpUMeHeHus 3a penenamu Poccuiickoii denepaimu;

10) koMM OKYMEHTOB, 3aBEPEHHBIX B YCTAHOBICHHOM TMOPSAKE M TOATBEPKIAIOMMX (PaKT
pPEruCTpaluyi JIEKAPCTBEHHOIO IIpernapara B HMHOCTPAaHHBIX TOCYAApcTBAX B KauecTBe Op(aHHOro
JIEKapCTBEHHOIO Ipenapara;

11) mnman ynpaBieHHST pUCKaMU Ui OWOJOTMYECKHX JICKAPCTBEHHBIX IMpErapaTroB s
MEAUIIMHCKOTO TPUMEH EHHUS;

12) nmokymMeHT o cucreMe (apMakoHaa30pa JepHKaTeNlsl MIJIM BIAJeblla PErUCTPAI[HOHHOTO
YAOCTOBEPECHHUS JIEKAPCTBEHHOTO MIpernapara,

13) 1OKyMEHT, MOATBEPKAAOIIMI KauecTBO JIEKAPCTBEHHOIO IIpernapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJI aHAJIM3a WIIM CepTU(UKAT aHAIIM3a), OJTHA CEPHsI KOTOPOTO JIOJKHA COBITAJATh C CepHeit
o0Opaslla JIEKapCTBEHHOIO Ipemapara s MEAMLMHCKOIO IPUMEHEHHUs, IIPEACTaBICHHOIO Ha
rOCY/IapCTBEHHYIO PETHCTPALIUIO.

(vactb 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

5. Paznen xumuueckoit, apManeBTUUECKON W OMOJOTHYECKON JOKYMEHTAIUM BKIIOYAET B ceOs
JOKYMEHTBI, cofiepKalme uH GopManuio o papMaleBTHIECKON CyOCTaHIINU U JIEKAPCTBEHHOM IIperapaTe
411 MCOAUIUHCKOTIO IMPUMCHCHUS, TPOLECCE €Tro IMPOU3BOACTBA U MCTOAAX KOHTPOJIA KA4€CTBA, B TOM
qHClIe:

1) KOMHIO TOKYMEHTA, COJIEpXKAIIETO CAeAYIOIYI0 HH(popMaIuio o papMaleBTHIECKOH CyOCTaHI[uH
Wik (gapMaleBTHYECKHNX CYOCTaHNIMAX, BXOJIMX B COCTaB JIEKAPCTBEHHOTO IIpemapara, 3a
UCKITIOUeHNeM HHGopManuu o (¢apMaleBTHUYECKUX CYOCTAHIUSX, BKIIOYEHHBIX B TOCYIapCTBEHHBIA
peecTp JIeKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO cTaTheil 34 HacTosmero deaepaabHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HauMeHOBaHue (apMalleBTUYECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0OIIe CBOWCTBA;
0) HAaMMEHOBAHKE U A/IPEC TTPOU3BOTUTEIIS;

B) TEXHOJIOTHA IPOU3BOJACTBA C OIIMCAHHEM CTa,I[I/If/'I IIPONU3BOACTBA U METOAOB KOHTPOJISA HAa BCEX
CTagusIX IMMPpOU3BOACTBA,
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T) olKuCcaHue pa3paboTKU Mporecca MPOou3BOACTBA,

1) OITUCaHUE KOHTPOJIS KPUTHYECKUX CTaJIUH IPOU3BOJICTBA U TPOMEKYTOUHOM MTPOAYKIIH H;
€) JOKYMEeHTalIbHOE OATBEPKICHUE (BaTHAALHs1) TPOLIECCOB U (MJIH ) UX OLICHKA,

’K) CBOMCTBA U CTPYKTYpa JACHCTBYIOIIM X BEILIECTB;

3) XapaKTepUCTHKA ITPUMECEH;

1) cnenuukanus Ha GapMareBTUYECKy0 CyOCTaHIIMIO U ee 000CHOBaHUE;

K) aHAIATAYECKHE METOAWKH, WCIONb3yeMble TIPH OCYIISCTBICHHM KOHTPOJISA KadecTBa
(hapMareBTHYECKON CyOCTaHITNH;

J) JOKYMEHTAJIbHOE MOATBEPKIACHUE (BaluJalisl) aHAJIUTUYECKUX METOJUK, MCIOJb3YEMbIX IMpHU
OCYIIECTBJIEHUU KOHTPOJISI KauecTBa (hapMalleBTHYECKOH CyOCTaHIINY;

M) pe3yJbTaThl aHaIM3a cepuil apMarieBTUUECKON CyOCTaHIUY;

H) NEpCUYCHL CTaHAAPTHBIX 06pa3u013 HJIN BCUICCTB, UCITOJIB3YCMBIX IMPHU OCYIICCTBJIICHUN KOHTPOJIA
Ka4deCTBa,

0) ONMCAHMNE XapaKTEPUCTUK 1 CBOMCTB YIaKOBOYHBIX MaTEPUAIIOB U YKYIIOPOYHBIX CPE/ICTB;

I1) JaHHbIE O CTAOUIIBHOCTH (PapMaIeBTUUECKON CyOCTaHIINU;

P) CPOK TOAHOCTH;

1.1) B orHomeHWH (apManeBTUYECKUX CYOCTAHIIMH, BXOAAIMX B COCTaB JIEKAPCTBEHHOTO

npernapara U BKIIOUYEHHBIX B TOCYIApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU CO
cratbeit 34 nHactosmero deaepaqbHOro 3aKOHA, - KOMHUSA JOKYMEHTA, COJEP)KAIIEro CIeaYo LUIyi0

uHdopMaIuio:
a) HauMeHOBaHue (papMaleBTUYECKON CYOCTaHIIMH, €€ CTPYKTypa, 00IIMe CBOWCTRA;
0) HaMMEHOBAHKE U aJIPEC MPOU3BOIUTEIIS;
B) pe3y/bTaThl aHaIN3a cepuil apMarieBTUUECKON CyOCTaHIIUH;

I') CPOK I'OJTHOCTH;
(m. 1.1 BBenen @enepanbHbIM 3akoHOM OT 27.12.2019 N 462-D3)

2) TIOKYMEHT, COJIEpKaIiid CIEAYIONME CBEACHUS O JICKAPCTBEHHOM Ipernapare sl MEAUITHHCKOTO
MIPUMEHEHHUS:

a) OIMHCAaHUEC U COCTAaB JICKAPCTBCHHOTIO ITperiapaTta Ajisd MCAUITUHCKOTO IIPUMCHCHH A,

0) omwucanue QapMaleBTUYECKON pa3paboTku (0O0OCHOBaHME BBIOOpPA COCTaBa, MEPBHYHON
YIIaKOBKH ¥ MHOTO);
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B) TEXHOJOTHS MPOU3BOJICTBA C ONMCAHUEM CTAaauil NMPOU3BOJICTBA U METOAOB KOHTPOJISI Ha BCEX
CTaJUsIX IPOU3BOJICTBA;

I) ONHCAaHWE KOHTPOJS KPUTUUECKUX CTaIWi TIporecca IPOM3BOJCTBA W IPOMEKYTOUHOU
MPOAYKIIUH;

J1) HAMMEHOBAHUE U a/IpeC MeCTa OCYIIECTBIIEHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Ipenapara s
MEJMIIMHCKOTO TMpPUMEHEHHs (B Cllydae HaJWM4usi HECKOJbKMX YJaCTHUKOB IIpollecca MPOM3BOJICTBA
HEO0O0X0/IMMO yKa3aThb KaKJ0TO U3 HUX);

e) (hapMarieBTu4YeCKasi COBMECTHMOCTb;

) MUKPOOHOJIOTUYECKUE XapaKT EPUCTHUKH;

3) MaTepHATBHBIN OaaHC IS TPOU3BOJICTBA CEPUM TOTOBOTO MPOIYKTA,

M) OMKCaHNE XapaKTEePUCTHK U CBOWCTB YITAKOBOYHBIX MAaTEPUAJIOB M YKYITOPOYHBIX CPE/ICTB;

K) TOKyMEHTaJIbHOE MOATBEPKICHUE (BaJIMIAllMsl) TPOIECCOB MPOU3BOICTBA U (MJIM) UX OLICHKA;

) TpeOoBaHWsS K Ka4eCTBY BCIIOMOTATEIbHBIX BEIIECTB (cepTHUKAT, crernuduKanus Ha
BCIIOMOTaTeNbHbIC BEIIECTBA U UX 000CHOBaHUE);

M) AHAJIMTUYCCKUEC MCTOAHMKH, HCIOJB3YEMBIC IIpHW OCYHCCTBJICHUMW KOHTPOJA KadeCTBa
BCIIOMOIaTCJIbHBIX BECIIICCTB,

H) AOKYMCHTAJIbHOC MOATBCPIKIACHUC (Ba.HI/II[aI_II/IH) AHAITUTUYCCKUX MCTOJUK, HCIIOJB3YCMBIX IIPHU
OCYHICCTBJICHUU KOHTPOJIA KA4Y€CTBA BCIIOMOTIaTCJIbHBIX BCIICCTB,

O) I/IH(I)OpMaI_II/IH 00 HCIIONB30BAaHUU BCIOMOTaTEIbHBIX BCHICCTB YCIOBCYCCKOI'O M >XKHUBOTHOIO
MPOUCXOKIACHU A,

1) nHQopManus 00 UCIOIB30BAHUN HOBBIX BCIIOMOTATEIIBHBIX BEINECTB;

p) TpeOoBaHMS K KadyeCTBY JIEKAPCTBEHHOIO Ipernapara Uil MEIULMHCKOIO HPUMEHEHHS
(cepTudukar, cnenu@uKalus Ha JEKapCTBEHHBIN IperapaT U UX 000CHOBAHUE);

C) AHAIIUTUYCCKUE MCTOAUKH, MCIIOJB3YEMBIC IIPH OCYHICCTBJICHHMH KOHTPOJIA KadcCTBa
JICKAPpCTBCHHOTO IIpeIiapaTa I MCAULUHCKOIO ITPUMCHCHUS,

T) JTOKYMEHTAJbHOE MOATBEPXKIACHHE (BaluJalysl) aHAIMTUYECKHUX METOAUK, MCIOJb3YeMbIX MpHU
OCYILECTBICHUH KOHTPOJIS KA4ECTBA JIEKAp CTBEHHOIO IIpemnapara Juisi MEIULIMHCKOIO IIPUMEHCHU S,

y) pe3y/IbTaThl AHATM30B CEPUH JICKAPCTBEHHOTO Mpenapara it MEIUIIHHCKOTO TPUMCHCHHUS
¢) xapaKTepucTHKa IPUMECEIH;

X) NepCUYCHb CTAHAAPTHBIX O6p213LIOB, HUCIOJIB3YCMbIX IPU OCYHICCTBJICHUU KOHTPOJIA KadCCTBa
JICKAPpCTBCHHOTO ITpIliapaTa I MEAULHMHCKOI'O ITPUMCHCHU S,
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I1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOTO MpenapaTa /Ui MEJUIIMHCKOTO IPUMEHEHU .
(gactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pa:«men Q)apMaKOHOFquCKOﬁ, TOKCHKOJIO THYSCKOM JOKYMCHTAIlUU BKIIIOYACT B ce0s OTYETHI O
pe3ynbTaTax JOKIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKApCTBCHHOT'O CPCACTBA IJISI MCAUTTUHCKOIO IIPUMCHCHU A,
B TOM YHCIJIC:

1) otyer o (hapMakOAMHAMHYECKU X UCCIIEOBAHUSIX;
2) otueT 0 apMaKOKHHETUICCKUX UCCIICIOBAHUSIX;

3) OT4ET O TOKCH KOJIOTHYECKUX HCCIIETOBAHUSAX.
(vactb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

7. Pazgen WIMHWYECKOW JOKYMEHTAIIMHM BKIIOYAET B CE0S OTUETHI O pe3ynbTrarax KIMHUYECKHX
HCCIIeIOBAaHUH JICKApCTBEHHOTO IIpernapara Jijisi MEIUIIMHCKOTO TPUMEHEHHU S, B TOM YHUCJIE:

1) oruersl 00 WuCCIIENOBAaHUSAX OWOMOCTYITHOCTH W OMOIKBUBAICHTHOCTH, WCCIICIOBAHMUSIX,
YCTaHaBJIMBAIOIM X KOPPEISAIIUIO PE3YTBTATOB, MTOJYYEHHBIX B YCIOBHSX In VItro U in vivo;

2) otyeThl 0 (hapMaKOKUHETUUECKUX UCCIETOBAHMSIX;
3) oTueThl 0 (hPapMaKOJIUHAMUYECKUX UCCIICIOBAHUAX;
4) OT4ETHI O KTIMHUYECKUX UCCIIETOBAHUIX 3 PPESKTUBHOCTH B O€30MTaCHOCTH;

5) OT4ET O MOCTPETUCTPALMOHHOM OIIBITE IPUMEHEHHUS (IIPU HATMYHH ).
(vactpb 7 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 06beMy WHQOpPMAIINU, TPEIOCTABIIEMOM B COCTABE PETHUCTPALIOHHOTO JOCHE,
JUTSL OTJIEABHBIX BUOB JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHHUS YCTAHABIUBAIOTCS
YIIOJIHOMOYEHHBIM (heiepai bHbIM OPraHOM HCIIOTHUTEIBHON BJIACTH.
(vactb 8 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9. B orHolIEHHHU JICKAPpCTBCHHBIX MPEIapaToB, pa3pClICHHBIX I MCAUIUWHCKOTO IMPUMCHCHHUA B
Poccuiickoit ®@enepanuun Oomnee ABaaaTd JeT M B OTHOIICHWH KOTOPBIX HEBO3MOXHO IIPOBENICHHE
I/ICCJ'IGILOBaHI/Iﬁ ux OHMODKBHBAJIECHTHOCTH (321 HCKIIOYCHHUECM OHMOJIOTHYECKUX JICKapCTBCHHBIX
IIpenapaToB), JOMYCKAeTCsl BKIOYEHHE B COCTaB pasjena (apMaKoIOTHYECKOH, TOKCHKOIOTHYECKOM
JOKYMEHTAIlMN W pa3fenia KIMHUYECKOH TOKyMEHTAI[Md BMECTO OTYeTa pa3paboTdyMKa O pe3yinbrarax
COOCTBEHHBIX JOKIIMHHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB U KIIMHHYCCKUX I/ICCJICI[OBaHI/Iﬁ
JIEKapCTBEHHBIX IMPEnapaToB Uil MEIMIIMHCKOTO NMPUMEHEHHs 0030pa HaydyHBIX paboT O pe3ynbTarax
JOKITMHUYECKUX HCCIICOBAHUN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKHX MCCIICAOBAaHUM JTaHHBIX
JICKAPCTBCHHBIX ITPCTIAPATOB, B TOM YHCJIC BKIIIOYAs OIBIT UX NOCTPCTUCTPALITMOHHOTO TPUMCHCHH 4.
(vactb 9 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. PenepaibHOro 3akoHa OT
27.12.2019 N 475-D3)

10. Ilpu rocynapCTBEHHON perucrpanyy BOCIHPOU3BEAECHHBIX JIEKAPCTBEHHBIX IIpEnapaToB Jyis
MEIMLHUHCKOTO IPUMEHEHUsl [ONyCKAeTCsl BKIIOUYEHHWE B COCTaB paszjena (apMaKoJIOTHUYECKOMH,
TOKCUKOJIOTUYECKOM JOKYMEHTAlMM W pa3fena KIMHUYECKOW JIOKyMEHTallud BMECTO OT4YeTa
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paspaboTuuka O pe3ylnbTaTaXx COOCTBEHHBIX NOKIMHMYECKMX MCCIECJOBAHMM JIEKapCTBEHHBIX CPEICTB
0030pa Hay4HBIX pabOT O pe3ynbTaTax AOKIMHUYECKUX HUCCIENOBaHUM pedepeHTHOro JIeKapCTBEHHOIO
npernapara ¥ MpeAcTaBleHHe BMECTO KIMHUYECKUX HCCIENIOBAaHUN B MOIHOM O0OBEME, YCTaHOBIEHHOM
pas3nesioM KIMHUYECKOW JOKYMEHTALMM, OT4eTa O pe3yibTaTax HCCIIEeAOBaHUN OMOIKBUBAJIEHTHOCTU
BOCIIPOU3BEJCHHOIO JIEKAPCTBEHHOTO IIpenapaTta i MeQUUMHCKOro mnpumeHenus. He TtpeOyercs
MpEACTaBICHUE OT4YeTa O pe3ylabTaTaX HCCIeIOBaHUM OMOIKBUBAJICHTHOCTH BOCIHPOU3BEICHHOTO
JIEKApCTBEHHOI'O MpernapaTa JUlsi MEAUIIMHCKOIO IPUMEHEH U], €CJIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHbIE IIpenapaThl Uil MEAUIIUHCKOTO IPUMEHEHHU S, KOTOpbIE:

1) mpeaHa3HayeHbl A MAPEHTEPATBHOIO (IIOJKOXKHOTO, BHYTPUMBILIEYHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOIO, BHYTPHUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEICHUSA U
IPECTABISAIOT cOO0M BOJHBIE PACTBOPBI;

2) IpeCTaBISIOT cOO0M PacTBOPHI I MEPOPATLHOTO MTPUMEH CHHS;
3) mpou3sBeAeHBI B (JOpME MOPOIIKOB HIJIM JIMO(UIN3ATOB ISl IPUTOTOBJICHUS PACTBOPOB;
4) SABNSIOTCS Ta3aMu;

5) ABISAIOTCS YIHBIMU UJIH TJIA3HBIMHU JIEKAPCTBEHHBIMHU TIpENapaTaMu, POU3BEeIEHHBIMI B (hopMe
BOJHBIX PACTBOPOB;

6) MpeAHAa3HAUCHbI I MCCTHOT'O IPUMCHCHHU A U TPUTOTOBJICHLI B q)OpMC BOJHBIX paCTBOPOB,

7) mpeacTaBIsOT co00i BOJHBIE PACTBOPBI JIJISI UCIIOIB30BAHUS B (DOPME MHTAISIIHI C ITOMOIIBIO
HeOyraiizepa UiIM B KA4eCTBE HA3AIBHBIX CIIPEEB, MPUMEHSIEMBIX C TTIOMOIIIHIO CXOHBIX YCTPOUCTB.
(gactp 10 BBenena denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

11. Jnst cimydaeB, yka3aHHBIX B nyHkrax 1 - 3, 5 - 7 wactm 10 HacTosmed craThH,
BOCIIPOU3BEJICHHBIN JIGKAPCTBEHHBIN Mpernapar Ui MEIUIIMHCKOTO MPUMEHEHHS JOJDKEH COAEpKaTb
Takue e BCIIOMOTAaTeIbHBIC BEIIECTBA B TaKMX K€ KOJIMYECTBAX, KAK U peepeHTHBIN JTEeKapCTBEHHBIN
npenapar. Eciu cocTaBbl BCIOMOTaTENbHBIX BEILIECTB Pa3IMYalOTCs, 3asBUTENb JOJDKEH IPECTaBUTh
JI0Ka3aTelbCTBA TOTO, YTO HCIOJB3YeMble B JAHHBIX KOHIICHTPALMSIX BCIOMOTaTENIbHBIEC BEIIECTBA HE
BIUAIOT Ha Oe3omacHOCTh U (M) 3(P(EeKTUBHOCTH JIEKAPCTBEHHOTO Iperapara Ui MEIULMHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTENb HE MOKET MPEICTABUTH TAKUE J10KA3aTENbCTBA U (MJIM) HE UMEET
JIOCTylla K COOTBETCTBYIOUIMM JQHHBIM, OH JIOJDKEH IIPOBECTH COOTBETCTBYIOIIME HCCIENOBAaHUS IS
JIOKA3aTeNIbCTBA OTCYTCTBUSI BJIMSHHS PA3HBIX BCIIOMOTATENBHBIX BEIIECTB WJIM BCIIOMOTATEIBHBIX
YCTPOMCTB Ha Oe3omacHOCTh U (Min) 3¢hGeKTUBHOCTH JIGKAPCTBEHHOTO Iperapara JUisi MEIUITMHCKOTO
IPUMEHEHHS B COOTBETCTBUHU C aKTaMH, COCTaBJISIONMMU IpaBo EBpa3uiickoro 3kKOHOMHYECKOTO CO03a.
(uactp 11 BBegena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
22.12.2020 N 444-D3)

12. Ipu rocynapcTBEHHOM perucTpany KOMOMHAIIMI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpenaparoB Uil MEAUIMHCKOTO IPUMEHEHHUsI JONyCKaeTcs BKIIOYEHHE B COCTaB pasjiena
(bapMaKoJIOrHYECKOW, TOKCHKOJIOTMYECKOH JOKyMEHTallMM M paszjena KIMHUYECKOH JIOKyMEHTAaLHUH
BMECTO OTuYeTa pa3padoTyMKa O pe3ylbraTaX COOCTBEHHBIX JOKIMHUYECKUX MCCIEIOBAHMI
JIEKApCTBEHHBIX CpeICTB 0030pa Hay4dyHBIX paboT O pe3yiabrarax AOKIMHMYECKUX HCCIeI0BaHUM
pedepeHTHBIX JEKapCTBEHHBIX IIPENaparoB, BXOAAIMX B COCTaB KOMOMHAIMU JIEKApPCTBEHHBIX
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[pernaparoB, 1 00 OTCYTCTBHH UX B3aUMOJICHCTBHS B OJHON JIEKApCTBEHHOI (opme.
(vactpb 12 BBeneHa ®PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D03)

13. Ha oskcmepTu3y pas3iuyHBIX JEKAPCTBEHHBIX (OPM OJHOTO U TOTO XKe JIEKAPCTBEHHOIO
npemnapara Uil MEIUIIMHCKOTO TPUMEHEHHs 3asgBUTENb MPEICTABIISCT OTACNIbHbIC 3asBICHUS U
pEeruCTpaIlMOHHbBIC IOChE HAa KAXAYIO JIekapcTBeHHYIO (opmy. [Ipu ycrnoBun oqHOBpEMEHHOM MOJaud Ha
AKCIIEPTU3Y OJHOW JIEKAPCTBEHHOM (JOPMBI C PATMYHBIMU JO3UPOBKOM, KOHILIEHTpaIuend, oObeMoM
3asBUTEIb IPEJICTABIISIET OJIHO 3asBJIEHUE U PETUCTPALIMOHHOE J1I0ChE C IIPUIIOKEHUEM MAKETOB YIIAKOBOK
Ha KOKIYIO T03UPOBKY, KXY KOHLIEHTPAIUIO, KAXK/IbII 00beM U Ka)KJJ0€ KOJIMYECTBO /103 B YIIAKOBKE.
(wactb 13 BBeaena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

14. Tlpm roCymapCTBEHHOW pEerucTpaluu OpQaHHOTO JIEKAPCTBEHHOTO IIperapara 3asBHUTENb
IpeJCcTaBisieT MHPOPMALHIO, HEOOX0AUM YO Ul (JOPMHUPOBAHUS pasjiesia KINHUYECKOH NTOKyMEHTAlluH,
B 00BbEMe, YCTaHOBJICHHOM YIIOJHOMOYEHHBIM (hefiepa bHBIM OPraHOM MCTIOJHUTEIbHONU BIIACTH.

(vactb 14 BBeneHa ®@enepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpanuu OHOJOTHMYECKOTO JEKAPCTBEHHOTO Ipenapara, MOJYy4eHHOTO U3 KPOBH,
IJa3Mbl KPOBM 4EJIOBEKa, B COCTAaBE PETHCTPALlMOHHOIO JOChe Ha JIEKApCTBEHHBIN Ipenapar yis
MEJUIIMHCKOTO MPUMEHEHHS T0JKHBI ObITh MTPEACTaBIEHBI JOMOJIHUTENBHO!

1) B pazmene JOKyMEHTAlMM aAMMHUCTPATUBHOTO Xapakrepa JOKYMEHT, COJepsKalluii
nHpopMaIUI0 0 cyOBeKTaxX 0OpaleHusl TOHOPCKON KPOBU U (MJIM) €€ KOMIIOHEHTOB, O TOM, IJie Oblia
OCYIIIECTBJIEHA JOHAus (KpOBHM M (MJIM) TIJIa3Mbl KPOBH), a TaKKe JJaHHBIE 00 WHQCKIIMOHHBIX
3a00JIeBaHUSIX, TEpeNalolMXCcs MapeHTepalbHBIM IyTeM, HHQOpManus O CyObeKTax oOOpaleHus
JIOHOPCKOM KpOBM M (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHMHM KOTOPBIX OCYIIECTBIISIETCS KOHTPOJIb
JIOHOPCKOM KpOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazzesne XMMHYECKOH, (JapMalieBTUYeCKOi U OMOJIOTHYEeCKO TOKyMEHTALUH:

a) KpUTEpUU M CIOCOOBI OTOOPA, TPAHCIOPTUPOBAHUS U XPAaHEHHUs TOHOPCKOW KpPOBU U (WJHM) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl HUCCIEIOBAaHUN OTOOPAHHBIX JOHOPCKOM KPOBHU U (MJIM) IJIA3Mbl KPOBH U ITYJIOB Ha
Hajauuyue Bo3OynutTened wuHQeKuuil, BKIO4Yas HHPOpMANKIO OO0 HCIOIb30BAHHBIX METOAUKAX
UCCIIEZIOBAHUM M B ClIydae HCCIEJOBAHUS MYJIOB IIJIa3Mbl KPOBU peE3YJbTaThl JAOKYMEHTAJIbHOIO
IOATBEPKACHUS (BaIUAALMHI ) UCIIOJIb30BAHHBIX METO/IUK;

B) TEXHUUYECKUE XapaKTEPUCTUKH YITAKOBKH JIJIST OTOOpA JOHOPCKOW KPOBH M (MJIM) IIa3Mbl KPOBH,
BKJTIOYast HHGOPMAITUIO 00 UCITOIH30BAHHBIX PACTBOPAX AHTHUKOATYIISTHTOB.
(gacthb 15 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

16. KnuHudeckue uccienoBaHUs JEKapCTBEHHOIO MpemnapaTta Jyisi MEIUIIMHCKOTO TPUMEHEHUS B
LeJSIX €ro TOoCYyJapCTBEHHOW peructpaimu mposonarcss B Poccwiickoit dexepanuu B MOpPSIIKE,
yCcTaHOBJIEHHOM cTaThsiMu 38 - 44 Hacrosimero ®enepanbHoro 3akoHa. OT4eT O MPOBEACHHBIX
HCCIICIOBAHUSIX BKIIOYAETCS B COCTaB pasjiefia KIMHUYECKOW JOKYMEHTAIlUU PETUCTPAlMOHHOTO JOChE
Ha JIEKapCTBEHHBIM mpenapar Mg MEAULMHCKOTO MpUMeHeHHs. [ JeKapCTBEHHBIX MpenapaToB IS
MEJIMIIMHCKOTO TPUMEHEHUS, B OTHOUIEHHMM KOTOPBIX B PE3YyNbTaTe JKCHEPTU3bl JOKYMEHTOB,
MPEJICTaBJICHHBIX 11 ONPEACNICHUS BO3MOXXHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Tmpenapar s
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MEJIMITUHCKOTO TPUMEHEHHSI B KauecTBE Op(aHHOIO JIEKAPCTBEHHOIO IMperapara, Takas BO3MOKHOCTh
MpU3HAaHa W B OTHOIIGHUW KOTOPBIX MPOBEACHBI KIMHUYECKHE WCCIICIOBAHMUSA, BBITIOJHEHHBIE 3a
npenenamu Poccuiickoit ®enmepanii B COOTBETCTBMM C TMPaBUJIAMH HaJIeXkalled JabopaTOpHOU
MPAaKTUKA W MpaBUJIaMU HAJUIEKAIIEH KIMHUYECKOW MPAKTHKU, JONMYCKAETCA BKIIOYEHHUE B COCTaB
pasnena KIMHUYECKOHW TOKYMEHTAIlUM BMECTO OTYEeTa O pe3ylbTrarax KIMHUYECKUX HCCIEIOBAaHUMN
JIEKapCTBEHHOIO Ipenapara Ui MEANIUHCKOTO NPUMEHEHUs, TPOBeACHHBIX B Poccuiickoit denepannuy,
OT4YETAa O pe3yJbTaTax KIMHUYECKUX MCCIEAOBAaHUM, BBINOJIHEHHBIX 3a Ipenaenamu Poccuiickoi
denepannu.

(vactp 16 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

17. B cnyyae HenmpeaCTaBIEHUS C 3asABJIECHUEM O T'OCYJapCTBEHHOM PErMCTpaluy JEKapCTBEHHOTO
npenapara Ui MEJUIUHCKOTO MPUMEHEHHUs TOKYMEHTOB, MOATBEPKIAOIMX YIJIaTy rocCyIapCTBEHHOM
MOUUIMHBI W VyKa3aHHBIX B nyHkre 10 uactu 2 HacTosAmed CTaThd, a TakKe BbIJIABAEMbBIX
(mpemocTaBIsieMbIX) — YIOJTHOMOYEHHBIMH  (efiepaibHBIMA ~ OpraHaMHM  HCIIOJIHUTEIBHONH  BIIACTH
JIOKYMEHTOB (CBEICHHW), YKa3aHHBIX B MyHKTaX 3 ¥ 4 4acTh 4 HACTOSIIEH CTaTbU, YIIOJHOMOYCHHBINA
denepanbHBIl OpraH HCIOTHUTENBHOW BJIACTH 3alpalliBacT yKa3aHHbIE JIOKYMEHTHI (CBEICHUsS) B
MOPSIIKE MEXKBEJOMCTBEHHOTO MH(OPMALIMOHHOTO B3aUMOICHCTBUSIL.

(vacte 17 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

18. He nomyckaercs HCIOJb30BaHHE B KOMMEPUECKMX WEIIX HHGOpPMAIMU O pe3yabTaTax
JOKITMHUYECKUX UCCIEI0OBAHUM JIEKAPCTBEHHBIX CPE/ICTB U KIMHUYECKUX MCCIIEIOBAHUMN JIEKAPCTBEHHBIX
MpenaparoB Ui MEAUIIMHCKOTO IMPUMEHEHHUs, MPEACTABICHHOW 3asBUTENEM i1 TOCYIapCTBEHHOU
perucTpanuy JIEKApCTBEHHOTO TIpenapara, Oe3 ero corjiacus B TEUEHHE IIeCTH JIET C JaThl
TOCYIapCTBEHHOM perucTpaiuu pedepeHTHOro JeKapCTBEHHOTo Tpenapara B Poccuiickoit deneparmu.
(vactp 18 BBeneHa degepanbHbIM 3ak0OHOM OT 22.12.2014 N 429-D3)

19. llepxatenp UM BIiajeel] perucTPallMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara Ha
OMOTEXHOJIOTUYECKUI MM Op(aHHBIN JICKAPCTBEHHBINA MpenapaT 00s3aH MPEIOCTaBIIATh, Ha BO3ME3IHOM
OCHOBE 00pa3Ilbl pedepeHTHOTO JEKAPCTBEHHOTO IperapaTa 3assBUTEINSAM ISl POBEACHUS KITMHUYECKIX
uccrnenoBanuii. CtouMocTh oOpas3ua pedepeHTHOro JIEKApCTBEHHOTO IMpernapara, BKIIOYEHHOTO B
repeyeHb KU3HEHHO HEOOXOJUMBIX U BaXKHEHIIM X JICKAPCTBEHHBIX MPENapaToB, HE JI0JKHA MPEBBINIATH
3apEeTUCTPUPOBAHHYIO MPEACTbHYI0 OTIYCKHYIO LIEHY Ha pedepeHTHBIH JEKapCTBEHHBIM MpermapaTr Ui
IIEHY Ha JICKAPCTBEHHBIH Mpernapar B CTPaHEe MPOU3BOTUTEIIS.

(uacth 19 BBeneHa DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBieHHE O TrOCYJApCTBEHHON PETHCTPALMU BOCHPOU3BEIEHHOTO JIEKAPCTBEHHOTO Ipenapara
JUIST MEIUIIMHCKOTO TPUMEHEHHS MOXKET OBITh IOJIaHO B YIIOJHOMOYEHHBIH (eiepaibHBIN OpraH
WCIIOJTHUTEIPHOW  BJIACTH, OCYINECTBILIFOINMN  TOCYIAPCTBEHHYIO  PETHCTPAIIUI0  JIEKAPCTBEHHBIX
MpernaparoB, MO HMCTEYCHUHM YETHIPEX JIeT C JaThl TOCYAApCTBEHHOW perucTpamuyd pedepeHTHOTOo
JIeKapCcTBEHHOTO npenapara B Poccuiickont dexnepamum.
(vactpb 20 BBeneHa DenepanbHbIM 3ak0OHOM OT 22.12.2014 N 429-D3)

21. 3asBueHWE O TOCYIApCTBEHHOW  pETHCTpalud  OHMOAHAIOTOBOTO  (OMOITOJ00HOTO)
JIEKapCTBEHHOTO TpernapaTa (0noaHagora) MO>KeT OBITh ITOJAHO B YITOJTHOMOUYEHHBIN (eiepaibHbIi OpraH
UCIIOJTHUTEIBHON  BJIACTH, OCYIIECTBISIONMI TOCYIapCTBEHHYIO PETHUCTPAIMIO  JICKAPCTBEHHBIX
MpernaparoB, MO HMCTEUEHWH TPEX JIET C JaThl TOCYAAPCTBEHHOW perucTpanuu  pedepeHTHOrO
JIeKapcTBEHHOTO npenapara B Poccuiickont ®exnepamum.

(vactp 21 BBenena deaepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)
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22. Jlepkatenb WM BJaJEiel] PErHCTPALlMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO Ipernapara
MIPEACTABISET B YIMOJHOMOYCHHBIM (eepaabHbIi OpraH HCIOJHUTEIBHOW BIACTH, OCYIICCTBIISIO AN
GYHKIMHU O KOHTPOIIIO M HA/30py B cepe 3apaBooXpaHEHUs, OTUET MO pe3yiabTaraM (hapmMakoHaI30pa
OJMH pa3 B ILIECTh MECSALEB B TEYEHUE JIBYX JIET M1OCIE TOCYIAPCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO
npenapata B Poccuiickoit deaepanum, €KeroqHO B TEYEHUE MOCIECAYIOIMX TPEX JET U B JalbHEUIIEM
OJIMH pa3 B ISATH JIET.

(uactp 22 BBeneHa DeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

Crtatbsa 19. lNpuHATHE pelleHUsa O BblAaye IKCNEPTHOMY yUYpeXAeHUI0 3afjaHus Ha
npoBeAeHue 3KCNepTU3bl NeKapCcTBEHHOro cpeAcTBa
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Tedenue necsatu pabounx JHEN CO JTHS MPUHSTUS 3asBJICHUS O TOCYIapCTBEHHON pEerucTpaln
JEKapCTBEHHOIO  IIpernapara  COOTBETCTBYKOIIMH  YIIOJHOMOYEHHBIN denepanbHbIi opra”
MCIIOJTHUTENBHOMN BJIACTH MPOBOAMUT MPOBEPKY MOJIHOTHI, TOCTOBEPHOCTH U MPABUILHOCTH OQOPMIICHUS
IIPEACTABJICHHBIX JOKYMEHTOB PETMCTPALlMOHHOIO JOChE Ha JICKAPCTBEHHBIN IIpernapar U IPUHAMAET
pelIeHue O Bhlaue 3aJaHus Ha IPOBEICHUE:!

1) OKCIICPTU3bI JOKYMCHTOB, MPCACTABJICHHBIX JIsI ONMPCACICHUA BO3MOXHOCTHU pacCMaTpuBaThb
HeKapCTBeHHBIﬁ npenapar ajad MEAULNUHCKOIO IMPUMCHCHHA IIpU OCYHICCTBJICHHH FOCyI[apCTBeHHOﬁ
perucrpaiuu B Ka4CCTBC Op(baHHOFO JICKaApCTBCHHOTIO ITpCIiapara,

2) 9KCIICPTUIBI JICKAPCTBCHHOI'O CPECACTBA B HACTU D KCIICPTU3LI KAYECTBA JICKAPCTBCHHOTO CPCACTBA
M OKCIICPTU3bl OTHOUICHUA O)KPI}I&GMOﬁ IMMOJIB3bl K BO3MOXHOMY PHUCKY MNPUMCHCHUA JICKAPCTBECHHOI'O
npenapara Ijist MCIUIUHCKOTO IPUMCHCHH A,

3) sKcnepTU3bl JEKAPCTBEHHOIO CPEACTBA B YaCTH HKCIEPTU3bl Ka4€CTBA JIEKAPCTBEHHOIO CPEJICTBA
U DKCIIEPTU3bl OTHOILCHUS OKHUJIAEMOW MOJB3bl K BO3MOKHOMY PUCKY NMPUMEHEHHUs JIEKapCTBEHHOTO
npenapata s MEOULUHCKOTO TMPUMEHEHHUS B TMOPSAKE YCKOPEHHOW MpPOLEAyphl SKCIEPTU3BI
JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUU CO CcTaThel 26 Hacrosero denepanbHOro 3akoHa;

4) »oKcrepTu3bl JIEKAPCTBEHHOIO CPEJICTBA B OTHOIIEHUM JIEKAPCTBEHHOIO Iipernapara Juis
BETEPUHAPHOIO IIPUMEHCHU .

2. YoJHOMOYEHHBIN (efepaibHbIii OpraH MCIOJHUTEILHON BJIACTH YBEIOMIISET B DJICKTPOHHOM
dopme niM Ha OYyMaXHOM HOCUTENE 3asBUTENS M DKCIEPTHOE YUPEXKICHHE O MPUHSITOM PEIIEHUH O
BblJIaue 331aHNI1 Ha IPOBEIEHNE IKCIIEPTU3, IPEAYCMOTPEHHBIX YacThiO | HACTOSIIEH CTaThbU, U B Cy4ae
He0oOX0IMMOCTH O BbIJIaue pa3pelieHus Ha BBo3 B Poccuiickyto denepannio KOHKPETHON MapTUH, CEpUU
3aperuCTPUPOBAHHBIX U (WMJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB MM 00 OTKasze B
MIPOBEAECHUN NPENYCMOTPEHHBIX KCIIEPTU3 C YKa3aHUEM IIPUYUH TAKOrO OTKA3a.

3. B cny4ae BBISBICHHS OTCYTCTBHSI WM HEIOCTOBEPHOCTH WHOOpPMAIIMH, COJEpKaICHCS B
MPEACTAaBICHHBIX 3asgBUTENIEM JIOKYMEHTaX, YIOJTHOMOYECHHBIN (QenepalbHblii OpraH HCIOIHUTEIbHOU
BJIACTH HANpPAaBISET 3asABUTENIO 3ampoc 00 yTOYHeHWH dToil uHQopManuu (mamee - 3ampoc
YIIOJITHOMOYEHHOTO (e/IepabHOr0 OpraHa HCIOJIHUTEIBHOW BJIACTH), KOTOPBIM MOXKET ObITh INepeaaH
YIIOJIHOMOYCHHOMY MPCACTABUTCIIIO 3adBUTCIIA JIMYHO IO PAaClUCKy, HAIIPABJICH IO IMOYTC 3aKa3HBIM
IIMCbMOM WJIM NEpEeAaH B 3JIEKTPOHHOU (opMe IO TEIEKOMMYHUKALIMOHHBIM KaHajlaM CBs3U. B cimyuae
HaIlpaBJICHUs 3alpoca YIMOJIHOMOYEHHOIrO (eepaibHOTO OpraHa MCHOJHUTENBHOM BJIACTHM MO IMOYTe
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3aKa3HbIM MHUCBMOM OH CYHUTACTCA MOJIYYCHHBIM I10 HCTCUYCHUU HICCTH JHEeW C JaThl HarpaBJICHUA
3aKa3HOro 1nmuchbMa.

4. 3asBUTENHL 00sA3aH OpeaACTaBuThL OTBCT HaA 3aIIpoC YIIOJIHOMOYCHHOTI'O Q)eﬂepam,Horo opraHa
HUCIIOJIHUTEIbHON BIIACTHU B CpPOK, HC HpeBI:IH_IaIOH_[Hﬁ JACBAHOCTA pa6oqnx ,Z[HCﬁ CO OHA €ro MmoJIyudCHHUA.
CpOK, YKaSaHHBIﬁ B yacTtu 1 H&CTOHIHGIZ CTaTbH, MPUOCTAHABJIMBACTCA CO JHA HAIIPABJICHUA 3asdBUTCIIIO
3arpoca YIOoJIHOMOYCHHOI'O Q)ez[epanLHoro opraHa WCHOJHUTEIBHOM BIIACTH A0 OHSA IOJYYCHHA UM
COOTBCTCTBYIO LIICTO OTBCTA.

5. OcHOBaHUEM JUIsl OTKa3a B OpPraHU3AIlMH SKCIEPTHU3, MPEAYCMOTPEHHBIX YacThi0 | HacTosuen
CTaThU, SIBJISETCS TPEICTABICHHE HEOOXOAWMBIX s TPOBENEHUS TMPETYCMOTPEHHBIX SKCIEPTU3
JOKYMCHTOB B HCIIOJHOM o0BeMe MK HCTIPCACTABJICHUC 3adBUTCIICM B yCTaHOBHeHHBIﬁ CpPOK OTBCTA HaA
3alpoc YMOJHOMOYEHHOTO (eAepaibHOTO OpraHa HCIOJHUTENbHON BJIACTH, a TaloKe IMPEICTaBJIEHUE
JIOKYMEHTOB, HE COJIePKaIMX UCUEPITHIBAIOIIETO TTEPEYHs HEOO XOAUMBIX CBEICHUH.

6. Ilpu oTkaze B opraHu3alluy SKCHEPTU3bI, TPEIYCMOTPEHHON MyHKTOM 4 yactu | HacTosIen
CTaTbH, JOKYMEHTBI, BXOAAIME B COCTAaB PETMCTPALMOHHOIO JOCHE HA JICKAPCTBEHHBIN IIperapar Uit
BETEPUHAPHOTO MPUMEHEHHUs, MOTYT OBITh BO3BPALICHBI 3asSBUTEII0 HAa OCHOBAaHUM €ro MUCHMEHHOIO
3arpoca, HalpaBJIEHHOTO B YIIOJHOMOYEHHBIN (e/iepaibHbIi OpraH MCIOJHUTEIbHOM BJIACTH B TEUEHUE
TpUALATH pabouYuX JHEH CO IHS MPHUHSITUS YIOJIHOMOYEHHBIM (hefiepabHbIM OPraHOM HCIOJHUTENbH 0N
BJIACTU PEIICHUs 00 OTKa3e B OpTaHU3AlMU TaKOW SKCHEPTU3bl. YTIOJTHOMOYCHHBIH (hefepalbHbIi opraH
WCIIOJIHUTENbHON BJIACTH BO3BpAIlAET 3asBUTENI0 YKa3aHHBIE JOKYMEHTbl B T€UEHHE JECATH pabouyux
JHEU CO JHA MOJIy4EHHUs COOTBETCTBYIOILETO 3alpoca 3asBUTEII.

(uactp 6 BBenena OenepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

Cratba 20. O3kcnepTusa [OKYMEHTOB, nNpeAcTaBneHHbIX Ans onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTb JeKapCTBEHHbIW npenapat AnA  MeAULUHCKOro
NPpMMEHeHUs1 MNpu OCYLIeCTBMeHUM TroCyapCTBEHHOW perucTtpauMm B KayecTBe
opcdaHHOro nekapcTBEHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

1. DxcepTu3a AOKYMEHTOB, MPEACTABJICHHBIX IJIS ONpPEAENECHUS BO3MOKHOCTU paccMaTpUBATh
JIEKapCTBEHHBIM TIpernapaTr Uii MEIUWIMHCKOTO TMPUMEHEHHS TpPU OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanuy B KauecTBe Op(aHHOTO JICKAPCTBEHHOTO Mpernapara, COCTaBJICHUE KOMHCCHEH SKCIIEPTOB
3aKIIOYEHHUSI O BO3MOXKHOCTH HJIM HEBO3MOXKHOCTU PACCMATPUBaTh JICKAPCTBEHHBIM Mpenapar it
MEIUIIMHCKOTO TPUMEHEHHS TPH OCYIICCTBICHUHM TOCYIAPCTBEHHOW PpErHCTpallid B KAueCTBE
opdaHHOTO JIEKAPCTBEHHOTO IIperapara W HaIpaBJICHHWE JaHHOTO 3aKITIOYCHUS B YIIOJHOMOYCHHBIN
(e nepanbHBI OpraH UCHOJHHUTEIFHON BIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBITAIIIMA TPUALATH
pabouux JHEH CO JHS MO YIeHUS IKCTIEPTHBIM YUPEKIECHUEM 3a/IaHHs YIIOJTHOMOYEHHOTO (peiepaibHOTO
opraHa MCHOJHUTEIBHON BJIACTH U B AJICKTPOHHOU (popMe My Ha OyMaKHBIX HOCHUTENSX HEOOXOUMBIX
JIOKYMEHTOB, yKa3aHHBIX B myHkrax 1, 2, 5, 6, 10 wactu 4 u B wactu 7 cratem |8 HacTosIEerO
denepanbHOTO 3aKOHA.

2. JIoKyMeHTBI, cojepKallMecss B PEruCTPAllMOHHOM JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar u
MOCTYNMUBIIME Ha OYMaKHBIX HOCUTEIISIX B OKCIIEPTHOE YUPEK ICHHUE JIJIsl OCYIIECTBICHUS UX KCIIEPTU3BI
JUISL  OTIpENeNIeHUs] BO3MOXKHOCTH paccMaTpuBaTh JIGKAPCTBEHHBIM mpemapar A MEIULIMHCKOTO
NpUMEHEHHs] B KadyecTBe Op¢aHHOTO JICKAPCTBEHHOIO Ipermapara, IMOoJJexar BO3BpaTy B
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yHOJIHOMO‘ICHHLIfI (I)CI[Cp&HLHLIﬁ opraH HCIIOJIHUTENLHON BJIACcTU OOAHOBPEMCHHO C 3aKIHOYCHUAMU
COOTBECTCTBYIOIIIMX 3 KCIICPTUS.

Ctatba 21. PelueHMe 0 BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIM npenapar
npyM oOCyWeCcTBMEeHUA T[OCyAapCTBEHHOM perucTpauMm B Ka4vectBe opdaHHOro
neKkapcTBeHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

1. B cpok, He MPEBBIIAI NN MATH padoYnX AHEH cO JAHS MOJYYSHHS 3aKIIOUEHUS, YKa3aHHOTO B
gactu | cratem 20 Hacrosimero denepanbHOrO 3aKOHA, YIOJHOMOYEHHBIN (QeaepalbHbI opraH
MCIIOJIHUTENbHON BJIACTH OCYIIECTBJISET OLICHKY IMOJIY4€HHOTO 3aKIIOUEHHUs JUIsl ONpENeIeHHUs] €ro
COOTBETCTBUS 3aJaHUI0 Ha MPOBEAEHUE COOTBETCTBYIOIEW SKCHEPTH3bl U YBEIOMIISIET 3asBUTENS B
AJIEKTPOHHON (QopMe uiaM Ha OyMa)XKHOM HOCHTENE O pe3ylbTarax NpPOBEACHHON SKCHEPTU3BI C
MPUIIOKEHHEM KOTTMH SKCIIEPTHOTO 3aKII0OYCHUS (C COXpaHEHUEM KOH (pMICHIIHATBHOCTH WH(OpMAIIUH O
COCTaB€ PKCIEPTHOM KOMUCCHU) U O BO3MOXXHOCTU UJIM HEBO3MOXXHOCTU PAacCMAaTPUBATh JIEKAPCTBEHHbIN
npenapar s MEIUIIMHCKOTO TMPUMEHEHHSI MPHU OCYIIECTBICHUHM TOCYIApCTBEHHON perucrpanud B
KauecTBe Op (hJaHHOTO JIEKAPCTBEHHOTO Mpernapara.

2. Ilpu BpIHECEHMH KOMMCCHEM OSKCIEPTOB 3aKIOYEHHS O BO3MOXXHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA MpernapaTr A MEIULMHCKOTO MPUMEHEHMS IMpPH OCYIIECTBIEHUHM TI'OCYIapCTBEHHOU
perucTpanmm B KauecTse op(paHHOIO JIEKApCTBEHHOTI'O IpernapaTa yoJHOMOUYEHHBIH (eepanbHblii Opral
MCIIOJTHUTEIBHON BIIACTU B CPOK, HE MPEBBIMRAIONMN MATH pabouyux THEH CO JHS MOJIYy4eHUs JTaHHOTO
3aKIIOYEHUs, MNPUHUMAET pEeUleHWE O BbIJAY€ 3aJaHUs Ha IPOBEJAECHHE DSKCIEPTH3bl KadyecTBa
JIEKapCTBEHHOIO CPEJACTBA M HKCIEPTU3bl OTHOUICHHMS OXXKHUJIAEMOM MOJb3bl K BO3MOXHOMY PHCKY
IIPUMEHEHHS JIEKApCTBEHHOTO IIpernapara A MEIULMHCKOTO INPUMEHEHUS B IOpPSAKE YCKOPEHHOMH
MPOLEAYPhl AKCHEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBUM CO CTaThel 26 HACTOSIIETO
denepanbHOro 3aKOHA.

3. B ciiydyae npuHSTHS peLIeHUs] 0 HEBO3MOKHOCTH PacCMaTPUBATh JIEKAPCTBEHHBINM Ipenapar Juis
MEAMIIMHCKOTO TMPUMEHEHHS TMpPH TOCYIapCTBEHHON perucTpauiuu B  KauecTBe op(aHHOro
JIEKapCTBEHHOIO IMpernapara YIOJIHOMOYEHHBIH (efepanbHblii  OpraH MCIOJIHUTEIBHOW  BJIACTU
IIpeKpallaeT NpoIeaypy rocy1apcTBEHHON perucTpaluy JeKapcTBEHHOIO Ipenapara. 3asBUTEIb BIIPaBe
0o0paTuThcs B PETUCTPUPYIOLMIA OpraH C 3asBJICHHEM O TOCYIApPCTBEHHOM PErucTpaluM YKa3aHHOTO
JIEKApCTBEHHOI'O MperapaTa B COOTBETCTBUM CO cTaThel 18 Hacrosmero denepanbHOro 3aKoHa.

Cratbs 22. YTpatuna cuny c 1 nrona 2015 ropa. - ®eagepanbHbin 3akoH oT 22.12.2014
N 429-®3.

Ctatba 23. 3KcnepTusa KayecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHoOWeHus O)KI/IHGEMOﬁ NnoNb3bl K BO3MOXHOMY PUCKY NpUMeHeHUsa JeKapCTBeHHOro
npenapara agnd MeanumnHCKoOro npuMeHeHusA

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

1. DxcrepTH3a KauecTBa JICKAPCTBEHHOTO CPEICTBA U SKCIEPTH3a OTHOIICHHS OKUJAEMOM IOJIB3bI
K BO3MOXKHOMY PHUCKY NPHUMEHEHHMS JIEKAPCTBEHHOIO Ipenapara Ajis MEAUIMHCKOTO MPUMEHEHHS,
COCTaBJICHHE KOMHCCHUSMHU OKCIEPTOB 3aKIIOUYEHHN IO pe3ylabTaTaM IPOBEACHHBIX 3KCIEPTU3 U
HaIlpaBJICHUE AITUX 3aKITIOYCHUM B YIOJIHOMOUYCHHBIN (enepaibHbIi OpraH HMCIIOJHUTEIBHON BJIACTH
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

OCYHICCTBJIAKOTCA B CPOK, HEC HpeBLIIHaIOILH/If/'I CTa OJCCATH pa60q1/1x JHEHW co OaHS MOJIYYCHU S SKCIICPTHBIM
YUIPCIKACHUEM COOTBETCTBYIOLICTO 3aAaHUS YIIOJTHOMOYCHHOTO Q)e)lepanLHoro opraHa HCIIOTHUTCIEHON
BJIaCTH U HeO6XOI[I/IMBIX JOKYMCHTOB B BJICKTpOHHOfI (bopMe HUJIK Ha 6YM8.)KHLIX HOCHUTCIIAX.

2. B TeueHue neBsSHOCTa AHEH €O AHS TOJYYCHHUS PEIICHUS YIIOJHOMOYEHHOIO (QenepanrbHOro
OpraHa HCIIOJHUTEIbHON BJIACTU O MPOBEICHUM 3KCIEPTHU3, MPEIYCMOTPEHHBIX 4YacThio | HacTosIen
CTaThH, 3asBUTENIb MPEACTABISAET B SKCIEPTHOE YUPEKIACHUE i1 NPOBEACHUS SKCIEPTU3bl KauecTBa
JIEKApCTBEHHOI'O CpeAcTBa 00Opas3lpl JIEKAPCTBEHHOIO Ipenapara i MEIULMHCKOIO IPHUMEHEHUS,
MIPOU3BEJICHHOIO B COOTBETCTBUHU C TPEOOBAHMSMH ONBITHO-TIPOMBIITIEHHOTO U (MJIM) MPOMBILUIEHHOTO
pEerIamMeHTOB, YTBEPXKIECHHBIX PYKOBOAMTEIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBYIOIIMX CITy4asix 00pas3iibl (hapMareBTHIECKON CyOCTaHIIMHU, TECT-IITaMMa MUKPOOPTaHHU3MOB,
KYJIBTYpBI KIETOK, 00pa3iibl BEIIECTB, IPUMEHIEMBIX JJIi KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO CPECTBa
IyTeM CPaBHEHUS ¢ HUMH HCCIIEAYEMOTo JIEKapCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOTUMBIX JUIs
BOCIIPOU3BE/ICHU S METOJIOB KOHTPOJIS Ka4eCcTBa.

3. Tlpu momydeHun oOpa3IOB JIEKAPCTBEHHOTO Tpenapara M (papMareBTUUECKOW CyOCTaHITUH
AKCTIEPTHOE YUPESKICHUE BBIAACT 3asBUTENIO0 JOKYMEHT, MOATBEPKIAONMNA TMOTYyYeHHE YKa3aHHBIX
00pas3IoB, U B CPOK, HE MPEBBIMAIO M TpeX pabounx JHEH, YBEIOMIISET B SJICKTPOHHOUW (opme Wi Ha
OyMa)xHOM HOCHTEJIE 00 3TOM YIIOJTHOMOUYCHHBIH (peIepaIbHbIi OpraH UCIIOJHUTEIBHOMN BIIACTH.

4. YKazaHHbBIC B 9acTsAX 2 U 3 HACTOSAINCH CTAThU CPOK JUIS MPEACTABIICHUS 3asBUTETIEM 00Pa3IoB
JIEKapCTBEHHOTO TMpernapara W (apMareBTHYECKOH CYOCTaHIIUM W CPOK YBEIOMIICHHS JKCIEPTHBIM
yapexaeHueM o0 95ToM Ha OyMakHOM HOCHTENE YIOJTHOMOYEHHOro (emepanbHOro opraHa
MCIIOJIHUTENIBHON BJIACTH HE BKIIOYAIOTCS B CPOK MPOBEICHUS SKCIEPTU3, IIPEILYCMOTPEHHBIX YacThio |
HACTOSIIEH CTaThH.

5. JIOKYMEHTBI, IIOCTYIIMBIIME B DSKCIEPTHOE YYPEXKACHUE I IPOBEACHUS DKCIIEPTHU3,
MPEIYCMOTPEHHBIX YaCThIO | HACTOAIEH CTAaThU, IOJUIEKAT BO3BPATY B YIIOJIHOMOYEHHBIHN (enepanbHbIi
OpraH HCIIOJHUTENBHON BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMH, IOIYYEHHBIMH IO pe3yiabTaTam
COOTBETCTBYIOLLUX DKCIIEPTU3.

Ctatba 24. JkcnepTu3a KavecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWOAeMOMW MNOoJNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro
npenaparta Ansa BeTepMHapHOro NpMMeHeHus

1. DxcnepTHU3a KauecTBa JIEKAPCTBEHHOIO CPEACTBA M 3KCIEPTU3a OTHOLLIEHUS OKUJAEMOM MOJIb3bI
K BO3MOXKHOMY DPHMCKY NPUMEHEHHUs JIEKapCTBEHHOIO IIperapara Ui BETEPUHAPHOTO NIPUMEHEHHS,
COCTaBJICHHE KOMHUCCUSAMHU DKCIIEPTOB 3aKIIOUEHUW 110 pe3ynbTraTaM YKa3aHHBIX JKCIEPTH3 W
HaIpaBJICHUE TAKUX 3aKITIOUECHUN B YIOJHOMOYEHHBINH (periepabHBI OpraH HMCIOJHUTEIbHONW BIIACTH
OCYIIECTBJISIIOTCS B CPOK, HE MPEBBIMIAIONMNA CTa JecITH paboyuX JHEH cOo THS MOTydeHUs IKCIIEPTHBIM
YUPSKICHUEM 33JaHUsl YIOJHOMOYEHHOTo (elepajabHOro OpraHa MCIOJIHUTEIBHOM BIacTu ¢

JIOKYMEHTaMH, YKa3aHHBIMU B 4acTu 3 craThk 17 HacTosmero @enepaibHOIO 3aKOHA.
(B pen. enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Teuenue tpuanatd pabouMx HEH CO JHSA TOJYYCHUs PEIICHUS YIOIHOMOUYEHHOTO
(denepaabHOTO OpraHa UCIOJHUTEIBHON BIACTU O MPOBEJACHUN YKA3aHHBIX B YaCTH | HACTOSINIEH CTaTbu
SKCIEPTHU3 3asBUTENb MPEICTABIISIET B IKCIIEPTHOE YUPEKICHUE IS MIPOBEICHUS SKCIEPTU3bl KAaUeCTBA
JIEKApCTBEHHOTO CpeACcTBa 00pasibl JICKAPCTBEHHOTO MperapaTra Uisi BETePUHAPHOTO MPUMEHEHHS,
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MPOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHUSMU TEXHOJIOTMUYECKUX PETIaMEHTOB, YTBEPKICHHBIX
PYKOBOJUTENIEM MPOU3BOAUTEINSI JICKAPCTBEHHBIX CPENICTB, a TAKKE B COOTBETCTBYIOIMX CIydasiX TECT-
[ITaMMBbl MHUKPOOPTaHU3MOB, KYIBTYPbl KIETOK, 00paslbl (apmaneBTHYECKOH CyOCTaHLIMHU, 0OpasIlbl
BEILECTB, MPUMEHSEMbIE JUII KOHTPOJIA KauecTBa JIEKAPCTBEHHOIO CPEACTBA, B KOJIMYECTBAX,

HEOOXOIMMBIX ISl BOCITPOU3BEICHUS METOI0B KOHTPOJISI KAYeCTBA.
(B pen. @eaepanpHoro 3aKkoHa OT 02.08.2019 N 297-D3)

3. Ilpu momydeHMH OOpa3OB JIEKAPCTBEHHOTO mpermapara W (apMareBTUYECKOW CyOCTaHIIMU
JKCIIEPTHOE YUPEXKJECHUE BBIJACT 3aABUTENIO JOKYMEHT, MOATBEPXKIAIOLMN IOJYy4EHUE YKa3aHHBIX
00pa3LoB, 1 B CPOK, HE PEBBIIAIO I TpeX paboun X IHEH, yBeJOMIISIET B MUCbMEHHOU (opme 00 3ToM
YIOJTHOMOYEHHBIH (eiepatbHbIi OpraH UCIOJHUTEIBHON BIACTH.

4. Cpok mnus TpENCTaBICHHS 3asBUTENEM 00pasloB JIEKAPCTBEHHOTO Tpemapara |
(dapMareBTH4eCKOi CYOCTaHIIMM W CPOK YBEIOMJICHUS OKCIEPTHBIM YYpEKICHHEM 00 HTOM B
MUCHbMEHHOU (OpME YITOTHOMOYEHHOTO (peIepaIbHOTO OpraHa MCIOJTHUTEIBHONW BIIACTH, YKa3aHHBIC B
qJacTsax 2 U 3 HACTOSIIEH CTAaThU, HE BKIIOYAIOTCS B CPOK MPOBEACHUS YKa3aHHBIX B 4acTH | HacTosIen
CTaThU AKCIEPTHU3.

5. JIoKyMeHTBI, MOCTYNUBIIME B SKCIEPTHOE YUpEKJICHUE Ul NMPOBEJACHUS yKa3aHHBIX B yacTu |
HACTOSIILIEH CcTaTbu OHKCIEPTHU3, IOJUIekKAT BO3BpPATy B YINOJHOMOYEHHBIM (enepanbHbIii  opraH
MCIIOJIHUTENIbHOM BJIACTU OJHOBPEMEHHO C 3aKIIOYEHUSAMH 10 pe3ybTaTaM yKa3aHHBIX IKCIIEPTHU3.

Cratbs 25. [loBTOpHOE NpoBeaeHne IKCNepTU3bl IEKapCTBEHHbIX CPeAcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnydasx HeAOCTaTOYHOM 0OOCHOBAHHOCTH WJIM HEMOJHOTHI 3aK/TF0UEHUSI KOMUCCUU SKCIIEPTOB,
HaJIM4hs B HEM MPOTHBOPCUMBBLIX JAHHBIX, (pabCH(UKAIINN BBIBOJOB AKCIIEPTU3BI JICKAPCTBEHHOTO
CPEICTBA, COKPBITUS OT YIOJHOMOUYEHHOIO (eiepabHOTO OpraHa HCHOJHUTEIbHOM BJIACTH OCHOBAHHN
JUIsL OTBOJA DJKCIepTa BCIEACTBUE €ro 3auHTEPECOBAHHOCTH B pE3ylbTaTaX COOTBETCTBYIOILECH
OKCTIEPTU3bl, HAIWYUS JaHHBIX O TpsAMOM JIMOO KOCBEHHOM BMEIIIATEIBCTBE B  IPOIIECC
COOTBETCTBYIOLICH AKCIIEPTU3bI JIUI], HE YYaCTBYIOIIMX B €€ MPOBEACHHU, HO OKa3aBIMX BJIMSHUE Ha
MpollecC M Pe3ylnbTaThl €€ MPOBEJACHUS, YIOJIHOMOUYEHHBIM (helepalbHbIM OPTaHOM HCIIOTHUTEIBHON

BJIACTH Ha3HAYaeTCs TOBTOPHAS SKCIIEPTH 3a JICKAPCTBEHHOTO CPEICTBA M (MJIH ) ITUUYECKAs D KCIIEPTH3a.
(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

2. IloBTOpHAs 3KCIIEPTH3a JIEKAPCTBEHHOI'O CPEJICTBA IPOBOJUTCSA C Y4E€TOM PE3YIbTATOB PaHEE
MPOBEJCHHOM SKCIEPTH3bl B CPOK, YCTAHOBJIEHHBIM YINOJIHOMOYEHHBIM (eiepaibHbIM OpPraHOM
MCIIOJTHUTENIBHOM BJIACTH M HE MPEBBIAIO IMN TPUALATH pabouMX AHEH CO THS MOJy4E€HUs SKCIEPTHBIM
YUpEXKIECHUEM 33JJaHHs Ha IPOBEJCHUE TOBTOPHOM 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®unaHcoBoe oOecreyeHHE BBITIONHEHUS 3aJaHus Ha MPOBEICHUE MOBTOPHOM JKCIIEPTU3HI
JIEKAPCTBEHHOI'O CPE/ICTBA HE OCYIIECTBIISETCSL.
(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

CtaTbsa 26. YcKOopeHHas npoueaypa 3KcrnepTusbl NeKkapCcTBeHHbIX CPpeacTB

1. VYckopeHHas mpouexypa 3KCIEpTU3bl JIEKAPCTBEHHBIX CPEACTB B IENSIX TOCYAAPCTBEHHOMN
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perucTpanmuy JIEKapCTBEHHBIX IPENaparoB IPUMEHSETCS B OTHOIIEHWHM Op(aHHBIX JEKapCTBEHHBIX
IIpenapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX NpENapaToB, perucTpupyeMsix B Poccuiickon @enepanuu B
KaueCTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEIHOCTb KOTOPBIX ONPEHEISACTCS B
COOTBETCTBMM C HOMEPOM UM JaTOM BXOMALMX 3asBICHUM O TOCYJApCTBEHHOW pErucTpanuu
JIEKapCTBEHHBIX NPENaparoB B paMKax OJHOIO MEXIYHApOJHOTO HEMaTeHTOBAHHOIO HAaWMEHOBAHUS
JIEKAPCTBEHHOI'O IIperapara Wid TIPyNIMPOBOYHOIO HAWMEHOBAHUS JIEKAPCTBEHHOIO IIpernapara, |
JIEKapCTBEHHBIX IIpernaparos, IIpeAHAa3HAYECHHBIX HCKIIIOUNTEIIBHO JUTS IIPUMCHECHHUS

HECOBEPIICHHOJICTHIUMH TPAKIAHAMH.
(B pen. PenepanbHbIx 3aK0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

2. YckopeHHas mpoleaypa 3KCHEPTH3bl JIEKAPCTBEHHBIX CPEIACTB B IEJSIX TOCYAAPCTBEHHOM
perucTpaIuy JEKapCTBEHHBIX TPENapaToB HE IPUMEHSETCSI B OTHOIIICHUH

1) 6roaHanoroBhIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MTpenapaToB (0M0aHAIOTOB ),

2) pedepeHTHBIX JIEKapCTBEHHBIX IpEenaparoB (3a HCKIIOYEHHEM Op(aHHBIX JIEKApCTBEHHBIX
MpernapaToB);

3) BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX TIpErapaToB (32 HUCKIIOYEHHUEM TEPBBIX Tpex
peructpupyeMblx B Poccuiickoit @enepanuM B Ka4€CTBE BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX
IpenapaToB M JICKAPCTBEHHBIX IIPENaparoB, MNPEAHA3HAYEHHBIX HWCKIIOYUTEIBHO Uil HPUMEHEHUS
HECOBEPIICHHOJETHUMH TPaK/IaHAMH );

4) HOBBIX KOMOMHAIMH 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX ITPENapaToB;

5) 7nexapCTBEHHBIX IIPENapaToB, 3apETUCTPUPOBAHHBIX paHEe, HO NPOU3BEACHHBIX B JIPYTHX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBHHU C IEpeUYHEM HAaMMEHOBAHWU JIEKAPCTBEHHBIX (JOPM M B HOBOM
JIO3UPOBKE.

(vactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

3. VYckopeHHas mpolenypa 3KCHEpPTH3bl JIEKAPCTBEHHBIX CPEACTB MPOBOAUTCA IO PEUICHUIO
COOTBETCTBYIOIETO YIOJHOMOYEHHOIO (hefiepajbHOro OpraHa MCIOJIHUTEIbHON BJIACTH HAa OCHOBAHUM
3asBJICHUS 3aABUTENS B CPOK, HE MPEBBINRAIONMN BOCbMHAECATH pabounx auei. [Ipu sTom skcrmeptusa
JIOKYMEHTOB, COJEPKAUMXCS B PETMCTPAlHOHHOM JIOChE Ha JIEKAPCTBEHHBIM IIpenapar, IMpPOBOAUTCS B
CPOK, HE IpPEBBIMAIOLNMN JecATH pabouuX AHEH, SKCIEpTH3a KauecTBa JIEKAPCTBEHHOIO CpelACTBa U
JKCIIEPTU3a OTHOIUCHUS OXHUIACMOW IIOJIb3bI K BO3MOYKHOMY PHUCKY INPHUMEHEHHS JIEKAPCTBEHHOIO
npernapara IpoBOJAATCS B CPOK, HE MPEBBIIIAIO M MECTUIECITH PabOYM X JHEH.

(gactb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

3.1. B oTHOmIEHUH OppaHHBIX JIEKap CTBEHHBIX IIPENapaTOB MOT'YT ObITh IIPEJICTABICHBI PE3YAbTATHI
JOKITMHUYECKUX UCCIENOBAHNN JICKAPCTBEHHBIX CPENCTB U KIMHUYECKUX MCCIECIOBAHUN JIEKAPCTBEHHBIX
IIpenaparoB JUisl MEAULIMHCKOTO ITPUMEHEHH S, BBIIIOJHEHHBIX 3a Npeaenamu Poccuiickoit denepannu B
COOTBETCTBUM C MpaBUJAMH HaJUIekKalled JabopaTOpHOM MpakTMKA M TpaBWIaMU HaAJexalei
KIMHUYECKON ITPAKTHUKH.

(vactb 3.1 BBenena @enepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas TIpoIeaypa SKCIEPTU3Bl JICKAPCTBEHHBIX CPEJCTB IPOBOJIUTCS B TOPSJIKE,
ycTaHOBJIeHHOM cTaThsiMu 17 - 20, 23 u 24 nactosiero denepanbHOTO 3aKOHA, U HE 03HAYAET CHUIKEHUS
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TpeGoBaHMH K 6€30aCHOCTH, KAUECTBY U 3 (PPeKTUBHOCTH JIEKAPCTBEHHBIX IIPENapaToB.
Cratbs 27. PewweHue o rocyfapCTBEHHOM perucTpauum nekapcTBeHHOro npenapara

1. B cpok, He MpEeBBIMIAIOIMN AeCATH pabounx AHEH CO THS MOJYYCHHS 3aKITIOYECHUH KOMHUCCHUU
SKCIEPTOB MO PE3YJIbTaTaM dKCIEPTU3bl KAYECTBA JICKAP CTBEHHOI'O CPEACTBA M 3KCIEPTU3bl OTHOILCHUS
0’KMJAEMOH I10JIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIperapara, COOTBETCTBYIO U
YIIOJIHOMOYEHHBIN (pe/iepaabHblil OpraH UCIOJHUTEIBHOM BIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pa3memnaer Ha cBoeM oduIuambHOM caiiTe B ceTd "MIHTepHET" COOTBETCTBYIOIME 3aKITIOUCHUS
KOMHCCHH DKCIIEPTOB M OCYIIECTBIISET WX OIEHKY JUIsl ONpEAENeHUS COOTBETCTBHS 3aJaHUI0 Ha

MPOBEJCHHUE ITUX IKCIIEPTHU3;
(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

2) MpUHUMAET pelIeHHE O TOCYAApCTBEHHON pPerucTpaluy JIEKApCTBEHHOIO Ipernapara Wil o0
OTKa3€ B rOCYJapCTBEHHON PETMCTPALlUK JIEKAPCTBEHHOTO IIpenapara;

3) BHOCHT TIPH MPUHATHHU PEIICHUS O TOCYIAPCTBEHHON PETUCTPAIlMHU JICKAPCTBEHHOTO Iperapara
JAHHBIC O 3apPETHCTPUPOBAHHOM JICKAPCTBEHHOM IIpermapare, B TOM 4YHCJEC O QapMaieBTHICCKON
CyOCTaHIIMM, BXOMAAIIEH B COCTaB JIGKAPCTBEHHOrO IIpemapara, B TOCYIApPCTBEHHBIM peecTp
JICKAPCTBEHHBIX CPEACTB M BBIJACT 3asIBHTEIIO0 PETHCTPAIMOHHOE YIAOCTOBEPEHHE JICKAPCTBEHHOTO
npenapara, opMa KOTOPOTO YTBEPHKIAETCS YIIOTHOMOYEHHBIM (be/iepaibHbIM OPraHOM MCIIOTHUTEIBHOM
BIIACTH, COIJIACOBAHHBIC HOPMATHBHYIO JOKYMEHTAIMIO, HOPMATHUBHBIA JOKyMEHT, HHCTPYKIUIO TIO
MPUMEHEHHUIO JICKAPCTBEHHOTO TperapaTra ¢ MaKeThl TEePBUYHONW YHNAKOBKM W BTOPHYHON
(moTpeOUTENbCKOM) YIIAaKOBKM C YyKa3aHHMEM Ha HHUX HOMepa pPETrHUCTPallMOHHOTO YIO0CTOBEpPEHUS
JICKAPCTBEHHOTO TIperapaTa W JaThl €r0 TOCYJAPCTBEHHOW PETUCTpAllU WM B CIIydae MPUHSTHS
pemeHnss 00 OTKa3e B TOCYIAPCTBEHHOW PETHCTPAllMU JICKAPCTBCHHOIO Ipernapara yBEIOMIISECT B
NUCbMEHHOW (Qopme 3asBUTENss 00 OSTOM C YyKa3aHWEM TMPUYMH TaKoro OTKa3a. 3a BbIIAYY
PETUCTPALIMOHHOTO YIOCTOBEPEHU S JICKAPCTBEHHOTO IperapaTa B3UMAeTCsl TOCYIapCTBEHHAs MOTIITHHA B
COOTBETCTBHH C 3aKOHOIaTeIbcTBOM Poccuiickort @eneparuu o Hajgorax u coopax.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OcHoBaHMEM JUIsl OTKa3a B TOCYIAPCTBEHHOW PETHCTPAIlMH JICKAPCTBEHHOTO Iperapara s
MEIMIIMHCKOTO  MPUMEHEHHUS  SBISETCS  3aKII0YEHHE  COOTBETCTBYIOILIETO  YMOJIHOMOYEHHOTO
denepalbHOTO OpraHa UCHOJHUTENBHONW BIACTH O TOM, 4YTO KadecTBO u (wm) 3(QeKTUBHOCTH
PETUCTPHUPYEMOTO JICKAPCTBEHHOTO TIperaparta Il METUIIMHCKOTO TPHUMEHCHUS HE IOATBEPIKICHBI
MOJIYYEHHBIMH JaHHBIMUA WJIM YTO PUCK MPUYMHEHHUS Bpeda 370POBBIO YEJOBEKa BCIEACTBHE MpHUEeMa
JICKApPCTBEHHOTO TMpenapara Uil MEIUIMHCKOTO TPUMEHEHHS TMpeBhImaeT 3()dEeKTHBHOCTL ero
MIPUMEHEHHSL.

(gactb 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE mpencTaBlieHWE B COOTBETCTBYIOIMU YIIOJIHOMOYEHHBIN (QenepanbHblii  opra
WCIIOJIHUTENBHON BJIACTU JIEKAPCTBEHHOIO IIpernapara, B OTHOLICHHMM KOTOPOTO ITOJIy4eH OTKa3 B
rOCYIapCTBEHHOM PErMCTPALIMU U KOTOPBIM BIIOCJIECACTBUM IIOJBEPICS U3MEHEHHIO B 4YaCTHU €r0 COCTaBa,
paccMaTpuBaETCs KaK IIPEICTABICHME HOBOIO JIEKAPCTBEHHOIO IIpenapara Ha €ro IoCyAapCTBEHHYIO
PETUCTPALMIO HE3aBUCUMO OT COXPAHEHMS €r0 IIEPBUYHOIO HAUMEHOBAHNU.

(gactb 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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4. Ilpn npenocTaBiIEHUM 3aABUTEIEM B COCTaBE PETHCTPALIMOHHOIO JOCHE HA JIEKAPCTBEHHBIN
npenapar Juis BETEpUHAPHOTO MPUMEHEHUS KOMUU PEIIeHUs YIIOJTHOMOYEHHOro (eaepalbHOro opraHa
UCIIOJHUTENBHON BJIACTM O MPOBEACHUM HMHCIEKTUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
CPOK TIIPUHSTHS PpELIEHUS O TOCYJAapCTBEHHOM pPETUCTPAllUU JIEKApCTBEHHOIO Ipernapara ajis
BETEPUHAPHOTO MPUMEHEHUSI TPUOCTAHABIMBAETCS CO JAHS MOIy4CHUs 3aKII0YEHUHN, YKa3aHHBIX B YacTH
1 nacrosimel craTbu, A0 JHS NMPUHATHS YHOJHOMOYEHHBIM (efepaJbHbIM OPTaHOM MCIOIHUTEIbHON
BJIACTU PEIICHHS O BBIJAa4Ye MM 00 OTKa3e B BBIJAu€ 3aKIIOYCHHS O COOTBETCTBUU IPOU3BOAMTENS
JIEKApCTBEHHBIX CPEICTB TPeOOBAHUAM MPaBUJI HAAJIEKAIICH MPOU3BOACTBEHHON IPAKTUKU, HO He OoJee
YeM Ha CTO BOCEMBECAT paboun X JHEH.

(uacts 4 BBenena OenepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMeEM /I OTKa3a B TOCYJApCTBEHHOW PErHCTpalMM JIEKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO TMPUMEHEHUS SBIIETCS 3aKIIOYCHHE YIIOJTHOMOYEHHOTO (eiepaibHOr0 OpTraHa
UCIIOJTHUTEIPHOW BIACTH O TOM, 4YTO KauecTBO W (wiu) d(PPEKTUBHOCTH PETUCTPHPYEMOTO
JIEKapCTBEHHOIO TMpernapara s BETEPUHAPHOIO IPUMEHEHHUS HE MOATBEPKIEHBI IMOJIY4YEHHBIMU
JAHHBIMH WJIM YTO PUCK MPUUYMHEHUS BpeJia 3A0POBbIO KUBOTHOTO BCIEJICTBUE TPUEMA JIEKAPCTBEHHOTO
npemnaparta JJis BETEPUHAPHOTO MPUMEHEHHUsS TMPEBHIMAET 3()PEKTUBHOCTh €ro MPUMEHEHHs, OTKa3
VIIOJITHOMOYEHHOTO  (peiepajbHOTO OpraHa HWCIOJHUTENbHOM BIIACTM B  BbIJAY€ 3aKIIOUEHUS O
COOTBETCTBUHM  TPOM3BOJMUTENS  JIGKAPCTBEHHBIX CPEACTB TpeOOBaHUSM TMPaBHJ  HaJIeXKAICH
MPOW3BOJICTBEHHOW TPAKTUKU JUIl KaXJOW MPOU3BOJACTBEHHOM MUJIOWAJKA  PETUCTPUPYEMOTO
JIEKapCTBEHHOIO Ipenapara [yuisi BETEPUHAPHOTO MPUMEHEHUS B clydae, €ClIM I[POU3BOICTBO
JIEKapCTBEHHOIO IIpenapara JUisi BETEPUHAPHOTO MPUMEHEHMS OCYILECTBISIETCS 3a MpelaeraamMu
Poccuiickoit denepanuu, Wil OTCYTCTBHE TAKOTO 3a KITHOUEHMUS.

(uactp 5 BBeneHa @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

Koncynsrantlmroc: npumedanue.
O mopsigke W CpoKax ONpEAeIeHUs B3aMMO3aMEHSEMOCTH JIEKAPCTB JICKAPCTBEHHBIX IIPEIaparos,
3apeructpupoBaHHbix 10 01.03.2020, cM. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratbss 27.1. B3aumo3amMeHSieMOCTb NeKapCTBEHHbIX rMpenapatoB  Ansa
MeAMLUHCKOro npuMeHeHus
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3auMo3aMeHsEMOCTh JIEKAPCTBEHHBIX IIPENaparoB Uil MEAMLMHCKOIO IIPUMEHEHHS
OIpesieNsieTCsl YIOJTHOMOUYEHHBIM (eliepalbHbIM OpPraHOM MCIHOJHUTEIBHOM BIACTH, OCYILECTBIISIO MM
FOCYJApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IIPErnaparoB JUid MEIWLMHCKOIO IIPUMEHEHHUS, B
pamMKax OJHOTO MEXKIYHAPOJHOTO HEMAaTeHTOBAHHOIO (MM XUMHUYECKOTO, WJIM TPYINIIHPOBOYHOIO)
HAaMEHOBAaHUS Ha OCHOBE 3aKIIOUEHUs KOMHUCCHM DOKCIIEPTOB OKCIEPTHOIO YUPEKICHHUSA O
B3alMO3aMEHSIEMOCTH JIEKAPCTBEHHOI'O Ipenapara Jjis MEAUIMHCKOTO MPUMEHEHHUs JUO00 O TOM, YTO
JIEKapCTBEHHBIN NpenapaT Ui MEAULIMHCKOTO MPUMEHEHUs He sIBJIAeTCs B3auMo3aMeHsieMbIM. [lopsnok
OIpe/IECHNs] B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IPENaparoB Uil MEAWLMHCKOIO MPUMEHEHUS U
dopMa 3aKIIOUEHHUS] KOMHCCHUHU DSKCIIEPTOB JSKCIEPTHOIO YUYPEXKIEHHS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX NIPENapaToB Ul MEJUIIMHCKOIO IPUMEHEHHS JIMOO0 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar
AJId MCIUITUHCKOTO TPUMCHCHU A HE ABJIACTCA B3aMMO3aMCHACMbBIM, YCTAHABJIMBAKOTCA HpaBI/ITeJIBCTB OM
Poccuiickon ®enepanuu.
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2. Komuccusi 3KCIEPTOB JKCHEPTHOIO YUPEXKACHUS NaeT 3aKIIOUEHHUE O B3aMMO3aMEHSIEMOCTH
JIEKApCTBEHHOTIO Mpenapara Jjisi MEAUIMHCKOTO MTPUMEHEHHS MO0 O TOM, UTO JIEKapCTBEHHBIN Mpenapar
JUIs MEIUMLMHCKOTO NPUMEHEHHUsS HE SBIAETCS B3aMMO3aMEHSEMbIM, HAa OCHOBAHMM CIIEAYIOIIM X
KPUTEPHUEB (XapaKTEPUCTHK):

1) »SKBUBAIEHTHOCTh (W11 OMOAHAJIOTOBBIX (OMOMOAOOHBIX) JIGKAPCTBEHHBIX IIPEMapaToB
(OmoanamoroB) -  CONOCTaBUMOCTb)  KaUeCTBEHHBIX M  KOJIMYECTBEHHBIX  XapaKTEPUCTHK
(apManeBTHUECKUX CYOCTAHIIMH MM CONOCTaBUMOCTh aHTHT'€HHOTO COCTaBa BakUMH. Vcronb3oBaHue
pa3NUyYHBIX COJel, 3UpPOB, KOMILIEKCOB, U30MEPOB, KPUCTALIUYECKUX (OPM U JPYTUX MPOU3BOJHBIX
OIHOTO M TOTO K€ JICHCTBYIOIIETO BEIECTBA HE SBJSETCA MPEMSATCTBUEM JUISL  OMpPEIeICHUs
B3alMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IpENapaToB, €CIM MpPU  MPOBEIEHUM  MCCIIECIOBaHUS
OMOPKBUBAJIEHTHOCTH  JIEKAPCTBEHHOIO  Ipermapara WM HMCCIEIOBAaHMUS  TeparneBTUYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO Ipenapara J0Ka3aHO OTCYTCTBHE KIMHUYECKHA 3HAUMMBIX PA3IUUuUi
dapmakokuHeTHKH # (Miu) S(GQPEeKTUBHOCTH M 0OE30HMAaCHOCTH JICKAPCTBEHHOTO TMperapara Juls
MEAMUIIMHCKOTO MTPUMEH EHHS;

2) SKBUBAJICHTHOCTb JIEKapCTBEHHOU (opmbl. [lo] SKBUBaJIEHTHBIMH JIEKAPCTBEHHBIMHU (DopMamu
MOHUMAIOTCS Pa3HbIE JICKAPCTBEHHBIC (OPMBI, MMEIOUME OJMHAKOBBIE CIIOCOO BBEICHHS H CIIOCO0
OpPUMEHEHHS, O00JaJalole COMOCTaBUMBIMH  (PAPMaKOKMHETUYECKUMH  XapaKTePHUCTUKAMH U
(apMaKoIOTHUYECKUM JIEWCTBHEM M 00ECIICUMBAIOIIME TAlOKe JOCTHXKEHIE HEOOXOMMOro KIMHUYECKOTO
spdekra. Pazmuums nekapcTBEHHBIX (GOpPM HE  SBISIOTCS TPEMSATCTBUEM JUISL  ONPEICICHUS
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IPEraparoB, €CIM NpH HPOBEACHHH  HCCIECIOBAHHS
OMODKBUBAJIEHTHOCTH  JIKAPCTBEHHOTO  Mpermapara  WJIM  HCCIEJOBAHUS  TEpaleBTUYECKOM
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHWYECKH 3HAUYMMBIX Pa3iTuIHi
dapmakokuHeTUKM M (M) 3(GQPEeKTUBHOCTM M 0E€30MAaCHOCTH JISKAPCTBEHHOIO IpernapaTta i
MEIUIIUHCKOTO TTPUMEHEHHU S,

3) SKBHUBAJIEHTHOCTh WJIM CONOCTAaBUMOCTH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapara Ul MEIUIMHCKOTO NIpUMEHEHMs. Pa3nmuums cocraBa BCIIOMOTATENbHBIX —BEIIECTB
JICKapCTBEHHOTO TIperapara HE SBISIIOTCS MTPEMATCTBHEM Ui OIpENeNieHUs B3aMMO3aMEHSIEMOCTH
JCKapCTBEHHBIX  IpEraparoB, €CIM IpH IMPOBEICHUU  HUCCICIOBAHUS  OHOIKBHBAICHTHOCTH
JIEKapCTBEHHOI'O Ipenapara WM HCCIEAOBAaHUS TEpareBTUYECKONH SKBHUBAJIECHTHOCTU JIEKAPCTBEHHOIO
npernapara JOKa3aHO OTCYTCTBHE KIMHUYECKM 3HAYUMBIX pa3iMuuil (apMaKOKUHETUKA U (WJIM)
3¢dexTnBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO MpenapaTa Uil MEIUIIMHCKOTO mpuMeHeHus. [lpu
HAIMYUM KIMHUYECKH 3HAYMMBIX Pa3Nuduil papMakOKMHETHKU U (MIH) 3QPeKTUBHOCTH U O6€301MacCHOCTH
JICKapCTBEHHOTO Tpenaparta JUlsi MEAUIIMHCKOTO TPHUMEHEHUsS B3aUMO3aMEHSEMOCTh OIPEACISIeTCS C
yKa3aHHEM Ha UCKITI0UYEHHNE OTJETIbHBIX TPYIII MAIlEHTOB;

4) UICHTUIHOCTH CII0c00a BBEJICHUS U CII0CO0A MPUMEH CHHS;

5) cOOTBETCTBHE IMPOU3BOJIUTEINS JIEKAPCTBEHHOTO CPEACTBA TPeOOBaHUSIM IpaBUJ HaJuIexkallen
MPOU3BOACTBEHHOM MPAKTHKH.

3. OmnpeneneHue B3aMMO3aMEHSIEMOCTH BOCIIPOW3BEICHHBIX JICKAPCTBEHHBIX IIpenapaTroB s
MEJIMIIMHCKOTO TPUMEHEHHUs], yKa3aHHbIX B yacTtu 10 crtateu 18 Hacrosmero denepalibHOTO 3aKOHA,
OCYIIECTBIISIETCS €3 HEOOXOIMMOCTH JI0KAa3aTEIbCTBA UX OO’ KBUBAICHTHOCTH.

4. OcobeHHOCTH OTpeeNieHHs] B3aMMO3aMEHIEMOCTH OMOJIOTHYECKUX JIEKap CTBEHHBIX ITPENnaparos,

www.consultant.ru CrpaHuua 60 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=04.04.2022&dst=100010&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX IpenapaToB (coaepkalX KOMOWMHALMIO JBYyX U Oosee
JNEHCTBYIOIIMX  BEIUECTB), JIEKAPCTBEHHBIX MpenapaTtoB JJis MapeHTEPAJIbHOIO MHUTaHUS U
HEJO3UPOBAaHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHasimBarorcs IIpaButensctBoM Poccuiickoit
Oenepanuu.

5. OHpGJI@HeHI/Ie B3aMMO3aMCHACMOCTH HE OCYHICCTBIIACTCA B OTHOLICHHM U JICKAPCTBCHHBLIX
PACTHUTCIIbHBIX ITPCIIapaTOB, TOMCOIIATUYCCKU X JICKAPCTBCHHBIX ITPCIIapaToOB.

6. dopMupoBaHme nepeyHs B3aMMO3aMEHSIEMbIX JICKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO
MPUMEHEHHS OCYILECTBIISETCA IKCIIEPTHBIM YUPEKICHHUEM MOCPEACTBOM OOBEIMHEHUS JIEKAPCTBEHHBIX
MpenaparoB B OTAENbHBIE TPYIIbI, B KaXA0H U3 KOTOPBIX JICKAPCTBEHHBIC Mpenaparbl SBISIOTCS
B3aMMO3aMEHSIEMbIMH.

7. B cnyyae BKIIOYEHUS B MHCTPYKIUIO IO MEIUIIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO
Ipernapara Ha OCHOBAHUU PE3yJIbTATOB COOTBETCTBYIOIM X MCCIEIOBAHUM NMOKA3aHUW JJIs1 I pUMEHEHMUS,
KOTOpPbI€ OTJIMYAIOTCS OT MOKa3aHUM JUIsl MPUMEHEHUs JPYIUX JIEKapCTBEHHBIX IPEnapaToB W3 TPYIIIbI
B3aMMO3aMEHSEMBbIX JIEKAPCTBEHHBIX IIpENapaToB, B MEPEYHE B3aMMO3AMEHSEMBIX JIEKAPCTBEHHBIX
MPeraparoB JJIsl MEAUIIMHCKOTO IPUMEHEHHS JOJDKHA ObITh yKa3aHa COOTBETCTBYIOIIast MH (popMaIiusl.

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENapaTroB JUIl MEIULIMHCKOTO IPUMEHEHHUS
pasMelraeTcsi ynoJHOMOYEHHBIM (peiepalbHbIM OPraHOM HCHOJHUTEIBHON BJIACTH, OCYILECTBIISIOMM
TOCYIapCTBEHHYIO PETUCTPALUIO JICKAPCTBEHHBIX IIPENaparoB Il MEAULMHCKOIO IPUMEHEHMs, Ha
cBoeM oduiuanbHoM caiite B cetu "Hutepner". MHdopmanus B mnepeuHe B3auMO3aMEHSEMbIX
JIEKapCTBEHHBIX MpenapaToB Ul MEIUIMHCKOTO MPUMEHEHHs] OOHOBIISETCS yKa3aHHBIM (eepabHbIM
OpraHOM HCIIOJHUTEIBHOM BJIACTU C Y4€TOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX INPENapaToB
JUISL MEIWIMHCKOTO NPUMEHEHUsS W BHECEHHBIX HW3MEHEHHM B JIOKYMEHTBI, COJIEpKAIMECS B
PETUCTPAllMOHHBIX JOChE HA 3apETUCTPUPOBAHHBIC JICKAPCTBEHHBIE IIpenapaThl I MEIULMHCKOIO
IIPUMECHEHHUS.

9. Topsnok MCImoab30BaHUs MH(POPMAIIMU O B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX MpenapaTax is
MEIULMHCKOTO MPUMEHEHHS U TMOPSAOK Jlauyd pa3bsCHEHUH 10 BOINPOCAM B3aMMO3aMEHSIEMOCTHU
JIEKApPCTBEHHBIX TMpPENapaToB Uisi MEAMIIMHCKOTO TPUMEHEHUs YycTaHaBJuBawTcs IIpaBuTenbcTBOM
Poccutickoit @enepanum.

Koncynsrantlmroc: npumedanue.

Cpox perucTpanuu JEKapCTBEHHOIO Mpernapara Ajis BETEPUHAPHOTO MPUMEHEHHS, MCTEKAIoIMi ¢
14.03.2022 nmo 31.12.2022, npomnen Ha 12 wmecsneB (Ilocranosnenue IIpaButensctBa PO or
12.03.2022 N 353).

Ctatbs 28. PeructpaumoHHoe yaoCTOBEpPEHUE JIeKapCTBEHHOro npenapara

1. PerucTpalMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO IpeIapaTa ¢ yKa3aHHEM JIEKapCTBEHHBIX
GopM M JIO3UPOBOK BBINACTCA OECCPOYHO, 3a HCKIIOYEHHEM PETMCTPALIMOHHOIO Y10 CTOBEPEHMS
JIEKAPCTBEHHOI'O NIPEnapara, BbIIaBAEMOI0 CO CPOKOM JIEHCTBHS IIATH JIET, HA BIIEPBBIC PETUCTPUPYEMBIE
B Poccuiickoit @enepannu 1eKapCTBEHHBIE IIPEapaThl.

2. Ilo wucTedyeHWM yKa3aHHOTO B 4YacTH | HACTOAIEH CTaThM CpOKa BBIJACTCS OECcCpoYHOE
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PETHCTPAallHOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOIO IIpernapara Mpd YCIOBUM IMOATBEPKIAEHUS €r0
rOCYIapCTBEHHOW PETUCTPALlNU.

3. B cnyuae BHeceHHsI B cooTBeTCTBUU cO cTaTbaMu 30 u 31 Hacrosimero denepaibHOTO 3aKOHA
W3MEHEHUM B COJIEpKAalMecs B PETUCTPALlMOHHOM JOCh€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpemnapaTr JTOKyMEHTBI, 3aTparuBaloOldX CBEICHUS, OTPAKEHHBIC B PETHCTPAlHOHHOM YAOCTOBEPEHUHN
JIEKApCTBEHHOTO IMperapaTa, yOJIHOMOUYEHHBIN (eepaabHblii OpraH MCHOJHUTEIBHON BJIACTH BBIJIACT
HOBOE PErUCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara, COACp)Kalllee BHECEHHbBIE B HETO
M3MEHEHHUSI.

(uactb 3 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

4. B ciayuae yrpaThl WJIM TIOBPEXAECHUS PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
mpernapara Mo 3asBIEHUI0O B NUCBMEHHOM (GopMe aepikaTelis MM BJIaJeNblla PerucTparuioHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHOTO NIpenapara Uil YIOoJHOMOYEHHOTO MU JIPYroro IOpUAMYECKOTO JINIA O
BblJaue AyOIMKaTa pEeTUCTPALMOHHOTO YIOCTOBEPEHUsI JEKAPCTBEHHOIO IMperapara yHoJIHOMOYEHHbIH
denepaabHBIN OpraH UCIIOJHUTEIBHON BJIACTH B CPOK, HE TPEBBIMAIONMNA JECATH pabounX JHEH CO JHS
NOCTYIUICHUS 3asBJICHMS, BBIAAET NYONMKAT PETHCTPAlMOHHOIO YAOCTOBEPEHHUS JIEKApCTBEHHOTO
npenapara. 3a BblAauy OyOJaMKaTa pPErMCTPAlMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOIO Ipernapara
B3UMAaeTCs TOCyAapCTBEHHAs MONUTMHA B COOTBETCTBUHU € 3aKOHOJaTeNnhcTBOM Poccuiickoit @eneparnuu o
Hajorax u coopax.

(vactb 4 BBeneHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynsrantllmoc: npumedanue.

Cpoxk perucTpanuy JEKapCTBEHHOIO Ipenapara Jjis BETEPUHAPHOTO NPUMEHEHHS, MCTEKaloIMi ¢
14.03.2022 mo 31.12.2022, nmpomnen Ha 12 wmecsmueB (ITocranoBnenune IlpaButensctBa PD or
12.03.2022 N 353).

Cratba 29. [loarBepxaeHMe rocyfapCTBEHHOM perucrTpauum JeKkapCTtBeHHOro
npenapara
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

1. IloaTBepkaeHUE TOCYIAPCTBEHHON PETHCTPAlMy JIEKAPCTBEHHOTO IperapaTra OCYLIECTBIISIETCS
IpHU BblJaye OECCPOUHOIO PErucCTPALMOHHOIO YAOCTOBEPEHMsI JIGKAPCTBEHHOTO IpernapaTa B cllydae,
yKazaHHOM B 4acTu 2 crtatbu 28 Hacrosimiero denepanbHOro 3akoHa, B CPOK, HE IPEBBILAOIMI
IIECTUIECATH PAbOUYMX THEH CO IHSA MOJYy4EHHs] COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (heepabHbIM
OpraHOM HCIIOJHUTENBHOA BJIACTH 3asABJIEHUS] O IIOATBEPXKIECHUU TOCYAAPCTBEHHON pErucTpanun
JEKapCTBEHHOro Ipenapara. He ocymiecTBisieTcss MOATBEPKACHHE TOCYAAPCTBEHHON pErucTpalnuy B
OTHOIIICHUH JICKApCTBEHHOTO Mperapara, He HaXouBIerocs B obpamennu B Poccuiickont denepamnum B
TedeHUue Tpex U Oojee JeT, a TakKke B OTHOINEHHWU JIEKAPCTBEHHOIO CPEACTBA, IMPOU3BEJICHHOIO C
HapylLeHueM TpeOOBaHUsl, YCTAHOBJIECHHOTO YacThio 3.7 ctaThi 71 HacTosmero denepanbHOro 3aKoHa.

2. 3asBieHUE O MOATBEPKJICHUH TOCYAAPCTBEHHOW PETHCTpPAINy JIEKAPCTBEHHOTO Ipernapara s
MEIMLUHCKOTO MPUMEHEHUs MPEACTaBISIETCS] B COOTBETCTBYIOIMI YIOJTHOMOYEHHBIM (e1epalbHbIi
OpraH HCITOJIHUTEIBHON BJIACTH HE paHEe YeM 3a CTO BOCEMBJIECAT JHEH 10 MCTEYCHUS CpOKa NEHCTBUS
PETHUCTPAIIMOHHOTO YOCTOBEPEHH S JIEKApCTBEHHOTO IIperapara Jyuisi MEAULUHCKOTO TPUMEHE HUSL
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)
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2.1. 3asBlIeHNE O MOATBEPKACHUU TOCYAAPCTBEHHON PETUCTpaly JIEKAPCTBEHHOTO Tperapara s
BETCPUHAPHOTO TPUMEHEHHS TPEJCTABISETCS B COOTBETCTBYIOIIMH YIMOJIHOMOYEHHBIN (eaepanbHbIi
OpraH UCIOJHUTEIHbHON BJIACTU HE paHee YeM 3a CTO BOCEMBJAECST AHEH O MCTEUEHUs CpOKa NEHCTBUS
PErUCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara Jjisi BEeTEpUHAPHOTO NPUMEHEHUS U HE
MO37JHEE OKOHYAHUS CPOKA €T0 JIEHCTBHUSL.

(uacts 2.1 BBeaena ®exnepanbHbiM 3ak0oHOM 0T 02.08.2019 N 297-D3)

3. IloaTBepKaeHUE TOCYJapCTBEHHON PETHCTPAaLUU JIEKAPCTBEHHOIO IIpernapara OCYyLECTBIIAETCS
[0 pe3yabTaTaM SKCIEPTU3bl OTHOIUEHUS OXKUAAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOTI'O IIperapara Ha OCHOBAaHUM Pe3yJIbTaTOB MOHUTOPUHTA 3PPEKTUBHOCTU U O€30IaCHOCTU
JEKapCTBEHHOIO Ipernapara, I[pPOBOJUMOIO JepXKaTeleM MM BIAJENbLEM PErMCTPAllMOHHOIO
YAOCTOBEPEHHUSI JIEKApCTBEHHOTO Mpenapara J100 YIOJTHOMOYEHHBIM MU IOPUINYECKUM JIULIOM, a TAKKe
COOTBETCTBYIOIIIMM YIIOJHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH B COOTBETCTBUU
¢ TpeboBaHMsAMH cTaThu 64 HacTosmero OerepanbHOTO 3aKOHA.

4. K 3asBJ€HHIO O MOATBEPKICHUH TOCYAapCTBEHHON PErHCTpaIuy JIEKAPCTBEHHOTO Ipernapara Jijis
MEIULIMHCKOTO MPUMEHEHUS TPUIIATAIOTCSL:

1) NOKyMEHTHI, coJep)Kalllie pe3yabTaThl MOHUTOPUHTA H(PQPEKTUBHOCTH U 0€30MacCHOCTH
JIEKapCTBEHHOIO Ipernapara Uil MEIUIMHCKOIO IPUMEHEHMs, MPOBEACHHOIO JepiKareseM WU
BJIQJIENIBLIEM PETUCTPALIMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara Uil MEIULMHCKOIO
IpUMEHEHHUS] JHOO0 YIOJHOMOYEHHBIM UM IOPUJIMYECKUM JHMIOM, 10 ¢opMe, YIBEpKACHHOU
YIOJIHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCIIOJIHUTENBHOM BIIACTH;

2) cBefieHUA O JaTe NPEAOCTABIICHHUS U PETMCTPAIlMOHHOM HOMEpE JHUIIEH3WH Ha IPOU3BOACTBO
JIEKapCTBEHHBIX CPEJACTB FWJIM CBEICHHS O JaTe TPENOCTaBJICHUS W PETHUCTPAIMOHHOM HOMEpe
3aKIIOYEHHUS O COOTBETCTBUU TIPOM3BOJMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMUSAM TPAaBUI
HaJUIeXkKAIed TPOU3BOJCTBEHHOW MPAKTUKUA, TMPEIOCTABICHHBIX YIOJIHOMOUYEHHBIM (QeaepabHbIM
OpraHOM HCIIOJIHUTEIIFHON BJIACTH B OTHOIICHWH IPOM3BOJCTBEHHOM TIUIOMAAKA JIEKAPCTBEHHOTO
npenapara Juisi MEIULIMHCKOTO MPUMEHEHHU S, TOCYIapCTBEHHAs! PErUCTPallMsi KOTOPOTO MOATBEPKIAETCS
B Cly4ae, €Cld MPOU3BOJACTBO JICKAPCTBEHHOrO TIpenapara [Uisi MEIULMHCKOTO TMPUMEHEHUS
ocymiectBisierca B Poccuiickoit denepanuu;

(B pen. denepanpHoro 3akona ot 27.12.2019 N 478-D3)

3) komus MPEeJOCTaBIECHHON YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMTENS JIMLIEH3UU Ha
MPOU3BOACTBO JIEKAPCTBEHHOTO IMpenapara JUisi MEIUIIMHCKOTO TPUMEHEHUSI U €€ TIePEeBOJl Ha PYCCKUU
A3bIK, 3aBEPEHHBIC B YCTAHOBJEHHOM IIOPSAKE, a TaKKe KOMMSA 3aKIIOYEHUS O COOTBETCTBUU
MPOU3BOAUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMUSAM TMpaBUJ HaAJEXaleld MpPOU3BOACTBEHHON
MPaKTUKH, BBIJAHHOTO YMIOIHOMOYEHHBIM (elepadbHBIM OpPraHOM HCHOJHHUTENbHOM BJIacTH B
OTHOLICHUH TPOM3BOJCTBEHHOM IIJIONR@IKM JIEKAPCTBEHHOTO Ipenapara Juisi MEIULMHCKOIO
MPUMEHEHHS, TOCYIapCTBEHHAs PETrUCTpalusl KOTOPOrO TOJATBEPXKIACTCS, HIM KONUS pelleHUs
VIIOJTHOMOYEHHOTO (peIepaibHOr0 OpraHa HCIOJHUTENbHOW BJIACTH O MPOBEACHUM WHCIEKTHUPOBAHUS
IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB B CIlydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOIO Ipenapara s
MEJIMIIMHCKOTO TPUMEHEHHU S OCYLIECTBIISIETC S 3a nipenenamu Poccuiickoit @enepanum.

(B pen. denepanpHoro 3akona ot 27.12.2019 N 478-D3)
(uactp 4 B pen. Genepanbroro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNH OHOJOIMYECKUX JICKApCTBCHHBIX MpPEIapaTroB s MEAUIIMHCKOI'O IIPUMCEHCHH A
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3asBUTENb JOMOJHHUTEIBFHO TMPEACTABISET pEe3yNbTaThl MEPOINPUSTUH, TMPETYCMOTPEHHBIX MJIaHOM
VIIpaBJICHUS PHCKAMH, YTBEPIKICHHBIM YIOJHOMOYCHHBIM (eepaIbHBIM OpPraHOM HCIOJHUTEIIEH OH
BJIACTU TPU OCYIICCTBJICHWU TOCYIAPCTBEHHOW pErMCTpaliy JIEKAPCTBEHHOTO TMperapara Jyis
MEIUITUHCKOTO TPUMEHEHHUSL.

(uacts 4.1 BBeaena dexnepanpabiM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. K 3asBJICHUIO O MOATBEPXKICHUHM TOCYIapCTBEHHOM PErHCTpaIlMU JIEKAPCTBEHHOTO Iperapara
JUIE BETEPUHAPHOTO MPUMEHEHUS IMPUJIAraloTcs MOKYMEHTBI, COJEpXKalle Pe3ylbTaThl MOHUTOPUHTA
3¢ dekTuBHOCTH © 0E30MaCHOCTH JIEKAPCTBEHHOTO TMpenapara Jisd BETEPUHAPHOTO IPUMEHEHHS,
MPOBOJIMMOTO JIEp>KaTeJieM WIM BJAJIENblIeM PEruCTPAllMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTIO
npernapara Juis BETEPHHAPHOTO MPUMEHEHUS MO0 YIOJHOMOYEHHBIM UM IOPUIUYECKUM JIHMIIOM, IO
dopme, YTBEPKIECHHOH YIOJHOMOYEHHBIM (eepallbHBIM OpPraHOM HWCIIOJTHUTEIBHOW BJIACTH, W
JIOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moanyHkrax "a", "06", "k", "n" nynkra 4 gactu 3 ctareu 17
Hacrosero denepanbHOrO 3akoHa. B OTHOIEHHH WMMYHOOHOJIOTHYECKHU X JIEKAPCTBEHHBIX TIPENapaToB
JUUISl BETEPUHAPHOTO IPUMEHEHHUS HE MPEACTABIIAIOTCS CBEJICHUS, YKa3aHHbIE B moANyHkTe "K' myHkTa 4
gactu 3 ctatbu 17 Hacrosimero denepanbHOrO 3akoHA. B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB s
BCTCPUHAPHOTO TMPUMEHEHUs, TOJYYCHHBIX C TPUMEHCHHEM TCHHO-UHKEHEPHO-MOIU(PUIITHPOBAHHBIX
OpraHU3MOB HJIM COJAEP)KALMX TaKue OpraHu3Mbl, JOMOJHUTEIHHO TMPEACTABISAIOTCS CBEACHUS,
yKa3aHHble B TyHkTe 13 yactu 3 ctarbu 17 Hacrosmero @enepalbHOrO 3aKoHa.
(vactp 4.2 BBeneHa @enepanbHbiM 3ak0oHOM 0T 04.06.2018 N 140-D3; B pea. denepanbHOro 3akoHa OT

02.08.2019 N 297-D3)

4.3. 3asBUTENnb BIpaBE MPEACTaBUTh C 3asBJICHUEM O IOATBEPXKIECHUH TIOCYIapCTBEHHOU
pEerucTpalMi  JIEKApCTBEHHOTO  IpernapaTa  KOMHIO  JOKYMEHTa, MOJTBEP)KIAIOUIET0  YIJIaTy
rOCYJapCTBEHHON TIOUUIMHBI 3a IOATBEPKIACHUE TOCYIapCTBEHHOM PpErHCTpalM JIEKapCTBEHHOIO
mperapara, a Takke BbIJaBaeMble (TPEJOCTaBIsieMbIe) YIIOJIHOMOYEHHBIMU (elepalbHbBIMU OpraHaMH
WCIIOJTHUTEIPHON BIIACTH JOKYMEHTHI (CBEICHHS), YKa3aHHBIC B TYHKTaXx 2 W 3 4YacTu 4 HACTOSIICH
cTaThi. B cimyuae ux HempencTaBiieHUs YIIOJTHOMOYEHHBIN (hefiepaibHblii OpraH UCIOIHUTENbHON BJIACTH
3alpalBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B MOPSAKE MEXKBEIOMCTBEHHOTO WH(OPMAIMOHHOTO
B3aUMOJCHCTBUSL.

(qactp 4.3 B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Teuenue gecsatm paboumx AHEH CO MAHS TIPUHATHS 3aABJICHUS O TMOATBEPIKICHUN
rOCyJapCTBEHHOW pPETrUCTpallMy JEKApCTBEHHOIO Mpenapara U JOKYMEHTOB, COJIEPKAIIMX PE3YJIbTaThl
MOHUTOPHUHTA 3 (H(PEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO TperapaTa, TpOBOJUMOTO JepiKaTeaeM
WM BJAQJACTBIEM  PETUCTPAIlMOHHOTO  yAOCTOBEPEHHUsS  JIGKAPCTBEHHOTO  Mpemapara  Jubo
YITOJTHOMOYEHHBIM UMHU IOPHIMYECKAM JIUIIOM, YITOJTHOMOYEHHBIN (eepaibHbIii OpraH UCTIOJHUTEIbHOM
BJIACTH:

1) TpoBOOUT MHPOBEPKY IOJHOTHI CBENEHUM, COAEpKALMXCS B IMPEICTABICHHBIX 3asiBUTENIEM
JIOKYMEHTaX;

2) NpUHUMAET pPEIICHHE O MPOBEICHUHU WM 00 OTKa3e B IMPOBEIECHUHU SKCIEPTU3bI OTHOIICHUS
O’KMJIaeMON TOJIb3bl K BO3MOXKHOMY PHCKY IPUMEHEHHUs JIEKAPCTBEHHOIO Iperapara Ha OCHOBAaHHUU
pe3ylIbTaTOB MOHUTOPUHTA I((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOIO Mpernapara, mpoBOAMMOTO
JepyKaTelieM WIIM BJAJENbIEM PErUCTPAIMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO IpernapaTra Ju0o
YIIOJITHOMOYEHHBIM UMHU IOPUIUYECKUM JIIIOM, a Takke (eiepaibHbIM OPraHOM UCIOJHUTEIBbHOM BIacTH
B COOTBETCTBHH C TPeOOBaHMUSIMH CTaThu 64 HacTosmero deaeparbHOTO 3aKOHA,
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3) yBemoOMIIIET B DIIEKTPOHHOH (opMe uiaM NHUCbMEHHOW (opMe 3asBUTENs U HKCIEPTHOE
YVUpEXAEHUE O MPUHSATOM pelleHUWU JUOO B Cllydae MPUHSTUS pelleHUus 00 OTKa3e B IMPOBEACHHUU
HKCIIEPTU3bl YKA3bIBAET IPUUMHBI TAKOTO OTKA3a.

6. B cirydae BBISIBICHHS HEJOCTOBEPHOCTH U (MJIHM ) HEJOCTaTOYHOCTH MH(OpMaIuu, coaepkateiics
B IIPEJICTaBJICHHBIX 3aSBUTEIEM JOKYMEHTAX, YIIOJIHOMOUYEHHBINH (efepabHbIil OpraH MCIOJHUTEIIbHON
BJIACTU  HANpAaBJsEeT 3asBUTEN0 3ampoc 00 yYTOYHEHMM YyKazaHHOM wuHpopMmanuu. 3ampoc
YIOJHOMOYEHHOTO  (be/iepaIbHOTO  OpraHa  HCHOJHUTENBHOM BIACTH MOXET OBITh  IepenaH
YIIOJJTHOMOYEHHOMY MPEACTABUTENI0 3asBUTENA JIMYHO IIOJ PACIUCKY, HAIPaBJIEH 110 I0YTE 3aKa3HBIM
IUCBMOM WJIM IEpelaH B AJIEKTPOHHOM (opMe MO TeJIeKOMM YHUKAIlMOHHBIM KaHajlaM CBsi3U. B ciydae
HAIPABJICHUs 3alIpOca YHOJHOMOYEHHOIO (eIepaJlbHOrO OpraHa MCHOJHUTEIBHOM BJIACTH IO IOYTE
3aKa3HbIM NHMCBMOM OH CYMTAETCSl IOJYYEHHBIM I10 HMCTEUYEHHMH WIECTH JTHEW C JaThl HaIPaBJICHUS
3aKa3HOIO IIUCbMA.

7. 3asBuUTEnp 00s3aH MPENCTaBUTH OTBET Ha 3allpoC YIMOJHOMOYEHHOTO (QerepalbHOro OopraHa
WCTIOJTHUTEIBHON BIACTH B CPOK, HE MPEBBIMIAIOIMI JeBsIHOCTA paboYNX THEH CO IHS €ro MOJTydeHHs.
CpOK, yKa3aHHBIﬁ B 4acTH 5 HaCTOSIHleﬁ CTaTbH, MPUOCTAHABJIMBACTCA CO JHA HAIIPABJICHUA 3adBUTCIIIO
3ampoca YIMOJIHOMOUYEHHOTO (peiepanbHOro OpraHa HCIOJHUTENBHON BJIACTH 1O IHS IOMYYCHHS WM
COOTBETCTBYIOIITO OTBETa W HE YYUTHIBACTCS MPH HCYUCICHHM CpPOKAa TIOATBEPIKACHUS
rOCY/IapCTBEHHOH perucTpaluu JeKapCTBEHHOTO Mpernapara.

8. OcHoBaHMEeM [uIs OTKa3a B IIPOBEACHHMU OHKCIIEPTU3bl OTHOUICHUS OXHUIAAEMOH MOJB3bl K
BO3MOYKHOMY PHUCKY NPUMEHEHHUs JIEKapCTBEHHOIO Iperapara sBIISETCs IMpeACTaBIeHUE JTOKYMEHTOB,
COJIepKAIMX Pe3yabTaThl MOHUTOPUHTA 3(PHeKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipenapara, u
(M) B OTHOLIEHWM OWOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB pe3yJabTaTOB OCYIIECTBICHUS
MEpOMNPUATHIT B COOTBETCTBUM C IUIAHOM YNPABICHUS PHUCKAMH, YTBEP)KJICHHBIM YIOJIHOMOYEHHBIM
(e repabHBIM OpPraHOM HMCIIOJHUTEIBFHOM BJIACTH MPU OCYIIECTBICHHH TOCYIApPCTBEHHOHN PErucTpanuu
JIEKapCTBEHHOTO TIperapara, B HEMOJHOM 00beMe, OTCYTCTBHME MH(OpPMAIlMH, MOATBEpKIatomen (akr
yIIaTel  TOCYJApCTBEHHOW  IOUUIMHBI 32  TOATBEPXKJAEHUE  TOCYAAPCTBEHHOM  perucTpanuu
JIEKApCTBEHHOI'O Ipenapara, Ju00 HENpEACTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIM CpPOK OTBETa Ha
yKa3aHHBII B 4YacTu O HACTOAIICH CTaThbH 3alpoc YHIOJIHOMOYEHHOTo (eJepalbHOro OpraHa
MCIIOJTHUTEIBHOM BJIACTH, a TAKKE OTCYTCTBHE B YKA3aHHBIX JOKYMEHTaX WH GopMaIiuu, KOTopas 10JHKHA
OBITh B HUX OTPaXKEHA.

9. Dkcneprus3a OTHOIIEHHMS OXHMAAEMOM TOJNB3bI K BO3MOXKHOMY PpHCKY IIPUMEHEHHS
JIEKApPCTBEHHOI'O MpernapaTra B LEISIX MOATBEPKIACHUSA TOCYJapCTBEHHON PETMCTPALlUM JEKapCTBEHHOIO
npenapara MpPOBOJUTCS KOMHUCCHEH HKCIEPTOB AKCIEPTHOIO YUPEKICHUS B CPOK, HE IMPEBBIIIAIO MM
COpoka pabouu X JHEH.

10. B ciydae HEZOCTATOUYHOCTU HPEACTABICHHBIX HKCHEPTYy MATEPUANIOB IJIS JAaud 3aKIHOYEHUs
JKCIEPT OOpal@eTcs K PyKOBOJUTEIIO SKCIEPTHOTO YUPEXKACHUS O NMPEIOCTABICHUN €My HEOOXOIUMBIX
MarepranoB. PykoBOIUTENb SKCIEPTHOIO YUPEKIEHHUsI 0OpallaeTcsi ¢ COOTBETCTBYIOIMM 3allpoCOM B
YIOJIHOMOYEHHBIN (eiepanbHblil OpraH MCIOJIHUTEIBHOM BJIACTH, BBIIABIIMI 33/laHUE HA TPOBEICHHE
DKCIIEPTU3bl OTHOLICHUS OKUIAEMOW IOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHUS JIEKapCTBEHHOTIO
mpernapara Ha OCHOBAHMM JIOKyMEHTa, COJAEPKAIIEro pe3ylbTaTbl MOHUTOPUHIA S(PQPEeKTUBHOCTH H
0€30MacHOCTH JIEKapCTBEHHOTO IIpenapara. B TeueHue nsatu padouux JHEH co IHS MOCTYIIEHMs 3apoca
PYKOBOJMTENS SKCHEPTHOIO YYPEKICHUSI yKa3aHHBIM (enepanbHblil OpraH HCHOJHUTEIbHON BIIACTU
HAIPAaBJISET 3asABUTEINIO 3alPOC O IMPEACTABICHUH HEOOXOIUMMBIX MaTEpUanoB, KOTOPHIH MOXET OBITh
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nepcaad ynoJHOMOYCHHOMY IMPCACTABUTCIIIO 3asABUTCIIA JIMYHO IMOA PACIIHMCKY, HAIIPABJICH IIO IIOYTE
3aKa3HbIM MTMCBMOM HUJIM IEPECOAaH B 3J'I€I<Tp0HHOI\/'I q)OpMC MO TCJIICKOMM YHHUKAIITMOHHBIM KaHaJlaM CBS3HU. B
CJIydac HaIIpaBJICHUA 3aIipoca YIIOJHOMOYCHHOI'O (beI[CpEUIBHOFO opraHa HUCITOJTHUTEILHON BJIACTH TIO
MMOYTC 3aKa3HbIM IMHCBMOM OH CHUTACTCA NOJTYYCHHBIM IO UCTCUYCHUN HICCTU JHEW ¢ JaThl HalpaBJICHUA
3aKa3HOro nmuchbMa.

11. 3asBuTenb 00s3aH MPEINCTAaBUTh OTBET Ha 3alpPOC YHOJHOMOYEHHOIO (heAepalbHOIO opraHa
MCIOJHUTEIBHON BIIACTH B CPOK, HE MPEBBINIAIONMHA MIECTUACCATH pabounX THEH co JHSA MOTydeHUs
YKa3aHHOTO 3ampoca. YIOJHOMOYCHHBIN (enepasbHblli OpraH HCIOJHHUTEIBHON BJIACTH, BBIIABIIMN
3aJlaHie Ha TIPOBEACHUE OHKCIEPTU3bl OTHOILEHUS OXXUAAEMOW I0JIb3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHS JIEKAPCTBEHHOIO IIpenapara Ha OCHOBAaHUM JOKYMEHTa, COJIEPKAILETro pe3yabTaTbl
MOHHUTOPHUHTA 3(PPEeKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipenapara, B T€YEHUE ISATH pabodmx
JHEeH co JIHS MOCTYIUICHHs OT 3asBUTEINs OTBETa Ha 3alpOC YMOJIHOMOYEHHOTO (e/lepalbHOro OpraHa
M CIIOJIHUTEIbHOMN BJIACTH HAIPABJISIET 3TOT OTBET B AKCIEPTHOE yUpekJIeHue. B ciydae HenpeacTaBi eHUs
10 UCTEUCHUH MIECTUAECATH PabOUYMX AHEH 3asBUTENIEM OTBETA HAa YKa3aHHBIHN 3allpoC yIOJIHOMOYEHHBIH
(denepanbHbIil OpraH HWCHOJHUTENBHON BIIACTH, BBIAABIIMNA 3aJaHUE Ha IPOBEACHUE SKCIIEPTH3bI
OTHOLIEHUS OXHUIAEMOI MOJb3bl K BO3MOXXHOMY PUCKY NPUMEHEHHUs JIEKAPCTBEHHOIO Ipernapara Ha
OCHOBAaHMM JIOKyMEHTa, COJEpXKalLIero pe3ylnbTaTbl MOHUTOPUHIA 3(P(eKTHBHOCTH U 0€30MacHOCTH
JICKapCTBEHHOTO Tperapara, B TEUCHHE IATH pabouux JHEH HampaBiseT B SKCHEPTHOE YUpexIeHUE
YBEIOMJIEHHE O HEMPEJICTABICHUH 3asBUTEJIEM OTBETAa Ha 3alpoc yKa3aHHOro opraHa. Bpems co s
HaIpaBJIEHUsI 3alpoca HKCIEPTHOIO YUPEXACHHS B  YIOJHOMOYEHHBIH (QenepanbHblii  oprax
VCIIOJIHUTENBHON BJIACTU A0 JHS IOJIY4EHHUs ODKCIEPTHBIM YUYPEXAECHHMEM OTBETa Ha 3alpoc Wi
YBEIOMJIEHUSI O HENPEJCTABICHUM OTBETa Ha 3allpoC HE YYUTHIBAETCS IPU MCUUCICHUU CpOKa
IPOBEJECHMS SKCIEPTH3bl OTHOLIEHHUS OXXKUJAEMOM TMOJb3bl K BO3MOKHOMY PpHUCKY NpPHUMEHEHUs
JIEKApCTBEHHOI'O IIpenapara Ha OCHOBAHMM JIOKYMEHTA, COJEp)Kallero pe3ylbTaTbl MOHUTOpPHUHIA
3¢ GeKTUBHOCTH M 6€3011aCHOCTH JIEKAPCTBEHHOTO Mpernapara.

12. B cpok, HE TPEBBIIAIONMNA AeCATH pabo4YnX JAHEH CO THSA MOTydeHUS 3aKITI0YCHHUS KOMUCCUH
SKCIEPTOB MO pe3yJibTaTaM 3KCIEPTU3bl OTHOIICHHS OXKUJAEMOM TOJIb3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHHS JIEKAPCTBEHHOTO TIpernapaTra, COOTBETCTBYIONIMI YIOJIHOMOYEHHBIN (eaepaaibHbI OpraH
M CIIOJHUTEIBHOM BJIACTHU

1) OCYHICCTBJIAACT OLCHKY O3TOIO0 3aKIOYCHUA I ONPEACICHUA €0 COOTBCTCTBHA 3aJaHUIO Ha
IIPpOBEACHUEC YKaBaHHOI‘/’I OKCIICPTUIEI,

2) IpUHUMAET pElIeHHE O MOATBEPXKICHUM TOCYAapCTBEHHOM pErucTpalnuy JEeKapCTBEHHOIO
npenapara UM o0 OTKa3e B MOATBEPXKIECHUHM TOCYIAPCTBEHHON pPETUCTPallUM JIEKapCTBEHHOTO
npenapara;

3) BHOCUT IIpd NPHUHITUM PELIEHHUS O TOATBEP)KIEHUH TOCYIapCTBEHHON perucrpamnuu
JIEKapCTBEHHOTO IperapaTa CBEIECHUS B TOCYJapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIJAECT
3asBUTENI0 OECCPOUHOE PETUCTPALIMOHHOE YAOCTOBEPEHUE JICKAPCTBEHHOTO Mpernapara.

13. OcHoBaHMEM IJI OTKa3a B MOATBEPKIACHUU TOCYIAPCTBEHHON PETHCTPAIMH JICKAPCTBEHHOTO
mperapara SIBJISICTCS 3aKIIOUEHUE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (eIepajbHOrO OpTraHa
WCIIOJTHUTEIBHON BJIACTH O TOM, YTO PHUCK MPUYMHEHHS BpPEla 3I0POBHI0 YENOBEKA WIU >KMBOTHOTO
BCJIC/ICTBHE IpHiEMa JISKAPCTBEHHOTO MperapaTa npeBaimaet 3pPeKTHBHOCTD €r0 MPUMEHCHHS.

(B pen. @eaepanpHoro 3aKkoHa OT 04.06.2018 N 140-D3)
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14. B mnepuon mnpoBeAeHHS NPOLELYpbl IOATBEPKIEHUS TOCYAAPCTBEHHOM pEerucTpanuu
JIEKapCTBEHHOTO Mpernaparta ero oopaiuenue B Poccuiickoit @enepaniu He MpUOCTaHABIUBACTCSL.

15. Jlomyckaercsi oOpallicHUE JIEKApCTBEHHBIX IpEMapaToB JIO HUCTCUCHHS CpPOKAa TOJHOCTH,
MNpOU3BCACHHBIX B TCYCHUC CTa BOCBMHACCATH KAJICHIAAPHBIX HHCﬁ IOoCJIC MOaTbl MPUHATUA
YIIOJITHOMOYCHHBIM (bellepaJ'II)HLIM OpTraHOM HCIIOJHUTEIILHON BJIACTU peIICHUA O IMOATBCPKICHUN
TOCY/IapCTBEHHON pErucTpaiiy, B COOTBETCTBUM ¢ HHMOpMAIUel, coaepkamielics B JOKYMEHTax
PETUCTPALIMOHHOTO JIOChE HA JICKAPCTBEHHBIN MperapaT 10 J1aThl IPUHSITHS TAKOTO PEIICHUSI.

(B pen. @eaepanpHoro 3aKoHa OT 02.08.2019 N 297-D3)

Ctatba 30. BHeceHue N3MeHeHUun B  AOKYMEHThI, copgepxawmecsas B
perucTpaumMoHHOM [OCbe Ha 3apeructpMpoBaHHbIN JleKapCTBEHHbIW npenapar Ans
MeAULIMHCKOro NpUMeHeHus

1. B mendax BHECEHUs M3MEHEHUU B JOKYMEHTBI, COJAECPKAIIMECs B PETUCTPALMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpernapar Al MEAULMHCKOIO NPUMEHEHHS, AEpKATellb WU
BJIAJICNIEL] PETUCTPALlHOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipenapara Wid YIOJHOMOYEHHOE WM
Jpyroe I0pUINYecKoe IO (Jlaiee B HACTOSIIEH CTaThe - 3asSBUTENb) MPEACTABISIET B YIIOJIHOMOYEHH bI
denepanbHBIl OpraH HMCIIOTHUTETHHOW BJIACTHA 3asBIIEHWE O BHECEHHMU TAKUX M3MEHEHHU 1o Qopme,
YCTaHOBJICHHOM YITOJIHOMOYCHHBIM ()elepalIbHBIM OPTaHOM HCITOTHUTEIIBHON BJIACTH, U TIPHJIAraeMbIC K
HEMy M3MEHEHHUs B YKa3aHHbIE JOKYMEHTBI, a Takoke JOKYMEHTHI, MOATBEPKIAAIOIME HEOOX0IUMOCTh

BHECEHHUS TAKUX U3MECHECHUU.
(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOAMMOCTH BHECEHUS B JOKyMEHTHI, COJEPKAIMeECs B PETHCTPAIMOHHOM JOChEe Ha
3apETUCTPUPOBAHHBIA  JIEKADCTBEHHBIM Ipenapar il MEOULUHCKOTO NPUMEHEHHUS, HW3MEHECHUM,
yKa3aHHBIX B MyHKTE 3 4acTW 2 HACTOALICH CTaThu M TPeOYIOIMX MPOBEACHUS IKCIIEPTU3bl KauecTBa
JICKAPCTBEHHBIX CPEJICTB, 3asBUTEINb JOMOJIHUTEIBHO MPEACTABISCT B YIOJIHOMOUYEHHBIA (eaepanbHbIi
OpraH MCIIOJIHUTEIBHOW BJIACTH CBEACHHUS O JaTre MPEJOCTABICHUS W PETUCTPAlMOHHOM HOMEpE
JUILIEH3MM Ha IPOMU3BOACTBO JIEKAPCTBEHHBIX CPEACTB MJM CBEICHHMS O Jare MPEJOCTABICHUS U
pPEruCTpalluOHHOM HOMEpE 3aKIIYEHUs O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSIM MPABUJI HAJISKAICW MPOU3BOACTBEHHOM TPAKTUKH, BBIJAHHBIX (TIPEIOCTABICHHBIX)
VIIOJTHOMOYEHHBIM (eiepalIbHbIM OPraHOM HCIOJHUTEIBHON BJIACTU B OTHOLICHUU M3MEHEHHOU U (MJIH)
JIOTIOJIHEHHOW MPOU3BOACTBEHHON IJIOIIAJIKY JIEKAPCTBEHH Or0 Ipenapara, B Cly4ae, €Clid MPOU3BOICTBO
JIEKapCTBEHHOTO TIpemapaTta ocymiectBisiercs B Poccuiickoit ®depepannu, imbO CBEIEHHS O JaTe
MPEJOCTABICHUS W PETUCTPALMOHHOM HOMEPE BBIJIAHHOM YINOJIHOMOYEHHBIM OPraHOM CTpaHbl
MIPOU3BOJUTEIIS JIULEH3UH Ha IIPOU3BOACTBO JIEKAPCTBEH HOT'O IIpenapara u €€ IepeBoJ Ha PYCCKUM S3bIK,
3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TAKKE CBEICHUS O JaTe MPEAOCTABICHUS U PETUCTPALIMOHHOM
HOMEpe 3aKIIOYeHUsS O COOTBETCTBUM IMPOU3BOJAUTENS JEKAPCTBEHHBIX CPEACTB TPeOOBaHUSIM IPaBUI
HaJUIeXkKAIeil TPOU3BOJACTBEHHON MPAKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eAepalibHBIM OpPraHOM
WCIIOJHUTEIPHON BJIACTH B OTHOIICHHWM W3MEHEHHOW W (WJM) JOMOJHEHHOW MPOW3BOACTBEHHON
IJIOIIA/IKM JIEKAPCTBEHHOTO Iperapara, WM CBEIACHUS O JaTe MPENOCTaBJICHUS U PErucTPallMOHHOM
HOMEpE pEINEeHUS YIOJIHOMOYEHHOIO (elepallbHOTO OpTraHa HCIOJHUTENBHON BJIACTH O IMPOBEICHUH
WHCIEKTUPOBAaHUS IPOM3BOAMUTENS JICKAPCTBEHHBIX CpPEICTB B  Cllydae, €CIu IPOU3BOJCTBO
JIEKapCTBEHHOTIO IIperapara oCcylecTBisieTcs 3a npeaenamu Poccuiickoit denepanum.

(vactp 1.1 BBeneHa denepanpHbiM 3ak0oHOM 0T 04.06.2018 N 140-D3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 478-D3)
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1.2. Tlpu HEOOXOAMMOCTH BHECEHUS B JOKYMEHTBI, COJEPIKAIMECs B PETHCTPAIIMOHHOM JOChEe Ha
3apErMCTPUPOBAHHBIA  JICKAPCTBEHHBIM TIpenapar [Uisi MEIUIMHCKOTO TPUMEHEHHsS, W3MEHECHHUH,
YKa3aHHBIX B MyHKTE 4 4acTW 2 HACTOAIICH CTaThu W TPeOYIOIMX MPOBEACHUS DKCIIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEJICTB, 3aSBUTEIH JAOMOJHHUTEIFHO MPEICTABISCT B YIOJIHOMOUYEHHBIA (eaepaabHbIi
OpraH WCIOJIHUTEIBFHOW BJACTH CBEIACHHS O JaTe€ MPEIOCTABICHUS W PETUCTPAIIMOHHOM HOMeEpE
JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEACHHS O JaTe MPEAOCTaBICHUS H
PErMCTPAllMOHHOM HOMEpE 3aKII0YeHUs O COOTBETCTBUU IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSIM TMPAaBUI HAUICKAIECH MPOU3BOJCTBEHHONW TMPAKTUKH, BBIAAHHBIX (TIPEIOCTaBICHHBIX)
VIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HMCIIOJHUTEIBHOW BJIACTU B OTHOILCHUH MPOH3BOJCTBEHHOM
TJIOIIAJIKM JICKAPCTBEHHOIO IIperapara, B cllydae, €Clid MPOU3BOJCTBO JICKAPCTBEHHOIO IIpernapara
ocymecTBisiercsi B Poccumiickoit  ®depepanuu, auO0 CBEACHUS O Jare TPENOCTaBICHUSA U
pErucTpalluOHHOM HOMEPE BBIJAHHOM YIOJHOMOYEHHBIM OPraHOM CTPAaHbl MPOU3BOJUTENS JIMIEH3UHU Ha
MPOU3BOJICTBO JIEKAPCTBEHHOTO TIperapara W €€ IMEepeBOJl Ha PYCCKUM S3bIK, 3aBEpPEHHBIE B
YCTAHOBJICHHOM TIOPSIZIKE, @ TaKKE CBEACHHS O JlaTe MPEJOCTABJICHUS W PETUCTPAI[MOHHOM HOMEpe
3aKTIOYEHHUS O COOTBETCTBUHU TIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpPeOOBAHUSIM TMPaBUII
HaJyIeXaIeil TPOU3BOJACTBCHHON MPAKTHKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (eAepaibHBIM OpPraHOM
WCIIOJIHUTEIbHON BIIACTU B OTHOIICHHUH MPOM3BOJICTBEHHOM MIIOMIAIKA JIEKAPCTBEHHOTO Mpenapara, Ui
CBEICGHHMS O JlaT€ NPEAOCTaBICHUS U PETUCTPAlUOHHOM HOMEpE pEeUIeHUs YIOJIHOMOYEHHOTO
denepadbHOTO OpraHa MCHOJTHUTEILHOW BJIACTH O TMPOBEACHUM HMHCIECKTUPOBAHUS TPOU3BOUATEIS
JIEKapCTBEHHOT'O CPE/ICTBA B Cllydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOIO MpenapaTa OCyIEeCTBIISIETCS 3a
npenenamu Poccuiickon @enepanuu.

(uactp 1.2 BBenena denepanbabim 3akoHOM 0T 04.06.2018 N 140-D3; B pen. denepaibHOTO 3aKOHA OT
27.12.2019 N 478-D3)

1.3. Tlpunstue perieHUs O BHECEHWM H3MEHEHHWH WM 00 OTKa3e BO BHECCHMU W3MEHCHHH B
JIOKYMEHTBI, COAEpKAILMECS B PETUCTPAIMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIMA
npenapar Jjis MEIULMHCKOTO TPUMEHEHU S, B CIIydae HEOO XOAMMOCTH MPOBEICHUS IKCIIEPTU3HI KauecTBa
JIEKapCTBEHHBIX CPEACTB W (MJIM) DKCHEPTU3bl OTHOILICHHS OKUJIA€MOM MOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHS JIEKAPCTBEHHOI'O Ipernapara JUisi MEAUIIMHCKOTO MPUMEHEHHUST OCYILECTBIISIETCS B CPOK, HE
MPEBBIAI M TEBIHOCTa paboUM X JHEH, a B OCTAJIBHBIX CIIy4asiX B CPOK, HE MPEBBIAIO MU TPUALIATH
pabounx THEH CO JHS NMPUHSATHS YIOJHOMOYCHHBIM (elepalibHBIM OPTaHOM HCIIOJHUTEIBHON BIIACTH
3asBJICHUSI O BHECEHUH TAKUX U3MEHECHUN.

(gactb 1.3 BBenena @enepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. YnonHoMo4eHHBIH (enepanbHbIi OpraH HCIOJIHUTENBHOM BJIACTU C YY4E€TOM pe3YJIbTaToB
(dapMakoHa30pa U NMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB, HAXOSAIMXCS B IPAXKAAHCKOM
00opoTe, YCTaHOBJICHHBIM TpPeOOBAHMSAM K MX KaueCTBY B TEUCHHE JAECATH pabounmX JHEH cO JHA
MOCTYIUICHHUSI COOTBETCTBYIOIIEW WHQOPMAIMK pa3MeIlaeT Ha CBOeM O(QHUIIMAIbHOM CaiiTeé B CETH
"NHTepHer" cBelleHUS O HEOOXOAMMOCTH BHECEHHUS B MHCTPYKLUHIO MO MEIULMHCKOMY IPUMEHEHUI0
JIEKapCTBEHHOTO Ipenapara M3MEHEHUH B OTHOUICHHHM CBEICHHH O IMOKAa3aHUSX Ui MPUMEHEHHS U
MPOTHUBOIMOKA3aHUSX ISl IPHMEHEHHUS JIEKAPCTBEHHOTO Tperapara, BHISIBICHHBIX ITOOOYHBIX TEHCTBHSIX,
HEe)XeJaTeNbHbIX peakuMusX HpH MPUMEHEHHH JICKApCTBEHHOIO Ipernapara M yBEAOMISET 00 3TOM B
AJIEKTPOHHOU (opMe MM MUCbMEHHOH (opMe (Ha OyMa)KHOM HOCHTENE) JepiKaTells WU BJaJelbla
PETMCTPALIMOHHOIO YAOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara (MJId YIOJHOMOUYEHHOE UM JpYroe
IOPUIMYECKOE JIUI0), a TakKe JepKaresliedl WM BIAJEIbLEB PETHCTPALUOHHBIX YIOCTOBEPEHUN
JICKapCTBEHHBIX MpernaparoB (WJIM YIOJIHOMOYEHHBIX HMMH JIPYTHX HOPUIMYECKHX JIHI[), KOTOpBIE
ABJISIFOTCS B3aMO3aMEH A€MbIMHU.
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

(vactb 1.4 BBeneHa @enepanbHbIM 3ak0OHOM 0T 27.12.2019 N 475-D3)

1.5. lepxarenp v BIAAENel] pErMCTPAlHOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara, a
TakoKe JAep)KaTelny WU BIaJAEJbIbl PETHCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPEnapaToB (UM
VIIOJTHOMOYEHHBIC MU JIPYIUe IOPUIUIECKUE JIUIA), KOTOPBIC SBISIOTC S B3aMO3aMEHSIeMbIMH, 00S3aHbI
MPEICTaBUTh B YIOJHOMOYEHHBIN (efiepaibHbIi OpraH MCIOJHUTEIBHOM BJIACTH 3asBJICHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COAEpX Aalmecs B PErUCTPALMOHHBIX JIOCh€ Ha 3apEerUCTPUPOBAHHBIC
JICKAPCTBCHHBIC Hpriaparbl A MCIUIHMHCKOIO NPUMCHCHHSA, B OTHOMICHHUH CBCHCHHﬁ, YKa3aHHbIX B
MHCTPYKLIMHU M0 MEAUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHBIX MTPENaparoB, B TEYEHUE COpOKa pabouuXx
THEH CcO JHS pasMeIeHHs YIOJHOMOYEHHBIM (eAepaibHbIM OpraHOM HCIHOJHUTENBHON BJIACTH
uHpopMaIuu, ykazaHHOH B yacTu 1.4 Hacrosimel ctatbu. JlaHHOe TpeOoBaHME HE pacpoCTpaHsIeTCs Ha
ClIydal BHCECCHUA B HWHCTPYKOUIO 110 MCEIUIUHCKOMY HIPUMCHCHHIO JICKAPCTBCHHOI'O IIpCrapara
M3MEHEHUM B OTHOILIEHUH HOBBIX MOKA3aHUM JIJIsl IPUMEHEHU S JIEKaPCTBEHHOTO Mpenapara Ha OCHOBAHUHU
PE3YJIBTaTOB COOTBETCTBYIO LI X UCCIIEIOBAHU .

(vacts 1.5 BBeaena denepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

2. DKcnepTr3a JEKapCTBEHHBIX CPEACTB B YACTH HKCIEPTU3bl KAUE€CTBA JIEKAPCTBEHHOIO CPEICTBA U
(Mnn) SKCHEPTHU3bl OTHOIIEHUS 0KMIaeMOM IMOJIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara il MEAULMHCKOTO IPUMEHEHHS] IPOBOJUTCS B Cllydac BHECEHHMS U3MEHEHHWI B JIOKYM €HTHI,
coaepKalmecs B PETUCTPALIMOHHOM JOChE HA 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar, B
OTHOILCHUH

1) cBeneHuii, ykazaHHBIX B HWHCTPYKIHMH TI0 MEIUIMHCKOMY INPHMEHEHHUIO JIEKapCTBEHHOTO
npenapara:

a) JlekapcTBeHHas (opMa ¢ ykazaHHMEM HaUMEHOBAHUI U KOJMYECTBEHHOIO COCTaBa JEHCTBYIOLMX
BEIIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB (MIPU HEOOXOTUMOCTH KOITUYECTBEHHOTO
COCTaBa BCIIOMOTATENbHBIX BEIECTB);

0) ¢apmakoguHamuika W (apMakOKMHETHMKAa (32  HCKIIOYEHHEM  (apMaKoKHHETHKH
rOMEOIaTUYECKH X JIEKAPCTBEHHBIX MPENapaToOB M PaCTUTEIBHBIX JIEKAPCTBEHHBIX MIPEMapaToB);

B) IIOKa3aHUS JUIsl IPUMEHEHUS;

T) IPOTUBOIIOKa3aHUs JJIsl IPUMEHECHUS;

1) MEPBI IIPEIOCTOPOKHOCTHU IIPU IPUMEHEHUY;

€) yKa3aHHe BO3MOXHOCTH M OCOOCHHOCTEW NPHUMEHEHHUs JIEKAapCTBEHHOTO TMperapaTra s
MEIUILUHCKOTO TMpPUMEHEHUsT OepeMEHHBIMH J>KEHIIMHAMHU, JKEHIIMHAMHU B TMEPUOJ TPYIHOIO

BCKapMJIMBaHU, ACTbMU, B3POCJIBLIMU, HMCIOINMMU XPOHUYCCKUEC 3360JICB3,HI/I$I;

) PEKHM J03UPOBAHUS, CIIOCOOBI BBEJCHHUS U MPUMEHECHHUS, IIPU HEOOXOIMMOCTH BpEeMsl MpHeMa
JICKAPCTBEHHOTIO Iperapara, MpoJ0/KUTEIBHOCTh JICUCHUS, B TOM YUCIIC y JIETed 10 M MOCJE OJHOIO
roja;

3) BO3MOYKHBIC TTOOOYHBIC JICHCTBUS M HEXEIATeIbHBIC PEAKIIUK TIPU TTPUMEHCHHUH JICKAPCTBEHHOTO
npemnapara;
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1) CUMIITOMBI II€PEAO03UPOBKU, MEPHI 10 OKa3aHUIO TOMOIM ITPU MEPETO3UPOBKE;
K) B3aUMOJICHCTBHE C APYTUMU JIEKAPCTBEHHBIMU IIpernapaTaMy U (W1 ) MUIIEBBIMU TPOIYKTaMU;
1) (GopMBI BBIITYCKa JIEKAp CTBEHHOTO Ipenaparta;

M) ykazaHue (mpu HeoOXOIMMOCTH) OCOOEHHOCTEH ACWCTBUS JICKAPCTBEHHOTO Mpemapara Mpu
MIEPBOM IIPHEME WIIH TIPU €r0 OTMEHE;

H) CBCACHHA O BO3BMOKHOM BJIMAHUU JICKAPCTBCHHOTI'O IpCIiapaTa AJId MCAUINHCKOTO MPUMCHCHHU S
Ha CIIOCOOHOCTH YOpPaBJIATb TPAHCIOPTHBIMU CPEACTBAMH, MCXaHU3MaMU ;

0) CPOK I'OAHOCTH H YKA3aHHC Ha 3alIpCeT IMMPUMCHCHUA JICKAPCTBCHHOI'O IIpflapara 1o MCTCUCHUU
CpOKa rOAHOCTH,

I1) YCIIOBUS XpaHEHUS;

P) YCTIOBHSI OTITYCKa;

2) cocTaBa JIeKapCTBEHHOTO TIpernapara Jjisi MEAUITMHCKOTO TPUMEHEHUS,

3) U3MEHEHHUS MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapata Jyuisi MeIUIIUHCKOTO TTPUMEH CHUS;

4) u3MeHeHNns TIoKa3aTeneld KauecTBa JIEKApCTBEHHOIO Mpernapara Jjsl MEAUIMHCKOTO TPUMEHEHU S
U (MJIM) METOZI0B KOHTPOJIS KauecTBa JIEKApCTBEHHOTO Ipernapata JUlsi MEUIMHCKOTO IPUMEHEHHUS;

5) HU3MCHCHH S CPOKA 'OJHOCTH JICKAPCTBCHHOI'O IIpe€riapara Ajisi MCAULIMHCKOI'O IIPUMCHCHU A,

6) CBeACHUI O HEOOXOIMMOCTH BHECEHHUS MHBIX M3MEHEHHI B MHCTPYKIIHIO 1O MEIUIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOIO Ipenapara, a Takke B HMHbIE JOKYMEHTBI, COAEp)Kalmecs B
PEerHCTPallMOHHOM JI0ChE€ Ha 3aperuCTpUpOBAaHHBIN JIEKAPCTBEHHBIM mHpemnapat. IIpu 3ToM pemeHue o
IIPOBECHUM DKCIIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) DKCIEPTU3bl OTHOIUCHUS
0’KUJIAEMOM T10JIb3bl K BO3MOXKHOMY PHCKY IPUMEHEHHUS JIEKAPCTBEHH OT'0 IIpernapara Julsi MEJUIIUHCKOTO
INPUMEHEHHS] IPUHUMAETCS B COOTBETCTBUU C YTBEPHKAECHHON YIIOJIHOMOYEHHBIM (e/iepalbHbIM OpraHOM
WCIIOJIHUTENbHON BJIACTH KIaccU(uKaluell U3MEHEHWM, BHOCHUMBIX B JOKYMEHTBI, COJAEp)KallMecs B
PEruCTPallMOHHOM JIOChE HA 3aperuCTpUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar.

(uactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

3. 3asBUTENb BIPaBEe MPEACTABUTH 110 COOCTBEHHOW MHUIIMATHUBE BMECTE C 3asBJICHUEM O BHECEHUH
W3MEHEHHH B JIOKYMEHTHI, COJEpXalpecsi B PETUCTPAllMOHHOM JIOChe Ha 3aperuCTPUPOBAHHBINA
JICKapCTBeHHBIf/i npenapar ajd MCOAUIHUHCKOIO0 MNMPUMCHCHHS, KOMHWW IJOKYMCHTOB, HOATBCPXKIAAOIINX
yILUIaTy TOCYAapCTBEHHOW TOIUIMHBI 32 BHECEHHWE B JOKYMEHTHI, COJEpKAalMecss B PEeTUCTPAIlMOHHOM
JIOChE Ha 3apEeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Ui MEIUIIMHCKOTO TPUMEHEHU S, U3MEHEHHUH,
TpeOyIOIIMX TPOBEACHHS DJKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB B YacTH DKCIEPTU3Bl KauecTBa
JIEKApPCTBEHHOTO CPEACTBA M (WJIHM) DKCTIIEPTU3bl OTHOIICHUS OXKHJAEMOU IMOJIB3bI K BO3MOKHOMY PHUCKY
MPUMEHEHHS JIeKApCTBEHHOTO Mpenapara sl MEAUIIMHCKOTO TPUMEHEHUS, TOCYIap CTBEHHOW MOIIUTHHBI
3a BHECEHHUE B JIOKYMEHTBI, COJEp)KallMecs B PETHCTPALMOHHOM JIOCh€ Ha 3aperucTpUpPOBAHHBIN
JIEKApCTBEHHBIN Ipenapar uid MEJAUIMHCKOTO NMPUMEHEHHS, U3MEHEHUH, He TPeOyIMX MPOBEACHUS
HKCTIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAKKE BhIJaBaeMble (MPEAOCTaBIsIeMbIE) YIOIHOMOUYEHHBIMU
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(e nepaTbHBIMH OpTraHaAMH HUCIIOTHUTENBHON BIACTH JOKYMEHTHI (CBEIEHHUS), YKa3aHHbIE B yacTsxX 1.1 u
1.2 mactosmeit crathu. B ciydae WX HENMpENCTaBIICHHS YIIOJTHOMOYEHHBIN (eaepalbHbId OpraH
UCIIOJIHUTENBHON  BJACTH  3allpallliBaeT  yKa3aHHbIE JOKYMEHThl  (CBEIEHHUsA) B  TMOpSAKE
MEKBEJOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aUMOICHCTBHSL.

(vactb 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TedeHue aecsaTu pabouMX AHEN CO AHS MOCTYIUIEHUS YKa3aHHOTO B 4acTH | HacTosIIed CTaThbu
3asBJICHUSI U HEOOXOAMMBIX JTOKYMEHTOB YIOJHOMOYEHHBIH (eAepaabHblii OpraH HCIOJIHUTEIbHOR
BJIACTH:

1) MNpOBOAUT IPOBEPKY MOJTHOTHI U JOCTOBCPHOCTU CBCI[@HHIZ, COACPKAIM XCA B MIPEACTABJIICHHBIX
3a4BHUTCIICEM MaTCpuaiax;

2) npyuHUMaeT pelieHre O TPOBEICHUH YKa3aHHbBIX B 4aCTH 2 HACTOSIIIEH CTaThH COOTBETCTBYIO M X
AKCTIEPTHU3 JIEKAPCTBEHHOTO CPEICTBA MJIM 00 OTKa3€ B U X MIPOBE/ICHUH;

3) yBeIOMJISIET B AJIEKTPOHHOM WJIM MUCbMEHHOW (opMe 3asiBUTENSI O MPUHSITOM PEIICHUU WU B
cilydae HMPHUHATHUS pelleHus o0 OTKa3ze B IPOBEICHUHM COOTBETCTBYIOIIEH SKCHEPTH3bl C YKazaHHEM

MMPpHUYXH TAaKOI'o0 OTKasa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnydae BBISIBJICHUS HEIOCTOBEPHOCTH CBEIACHUI, COJEPKALMXCA B MPEACTaBICHHBIX
3asBHUTENIEM MaTepuaiax, yIMOJHOMOUYCHHBIH (eepabHBI OpraH WCIOJHUTEIBHOM BIACTH HAIMPABJISET
3asBUTENIO0 3alpoc OO0 YTOYHEHWH YKa3aHHBIX CBeACHWW. JlaHHBIH 3ampoc MOXXET OBITh IepenaH
YIIOJIHOMOYEHHOMY NPEACTABUTENIO 3aABUTENS JUYHO IOJ PACIIMCKY, HANPaBJIEH IO MOYTE 3aKa3HBIM
MHUCHMOM WJIM TEpe/laH B DJIEKTPOHHOU (OpMe MO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBs3U. B cinydae
HAIPABJICHNS JAHHOT'O 3apoca M0 MOYTe 3aKa3HbIM UCbMOM OH CUHUTAETCS MOJYYEHHBIM [0 MUCTEUEHUN
LIECTU JHEU C AaThl HAIIPABICHUS 3aKa3HOIO MU ChMA.

(uacts 4.1 BBegena dexnepanbHbiM 3ak0HOM 0T 25.11.2013 N 317-D3)

4.2. 3asBuTens 00s3aH MPEJCTaBUTh OTBET Ha 3alpoC YINOJIHOMOYEHHOIO (eaepalbHOro opraHa
WCIIOJHUTENBHON BJIACTH B CPOK, HE INPEBBIIRAIONMI AEBIHOCTa pabouyux AHEH CO JAHSA IMOJTY4CHHS
JaHHoro 3ampoca. Cpok, ykazaHHbI B 4acTu 4 HAaCTOSILEH CTaTbU, MPUOCTAHABIUBAETCS CO JIHS
HaIPaBJICHUs 3asIBUTEIIIO 3aIIpOCca YIIOJIHOMOYEHHOIo (hefiepajbHOr0 OpraHa HCIIOJIHUTENbHON BIACTU JI0
JIHs NOJYy4eHHUs UM OTBETA HA JAHHBIM 3alpOC U HE YUYUTBIBACTCS IIPU MCUUCICHUU CPOKA NPUHSATUS
pelleHnuss O BHECCHMM W3MEHEHHMH B JIOKYMEHTBI, COJEp)Kalmecs B PETMCTPAMOHHOM JIOChE Ha
3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar Uil MEAUIIUHCKOTO IPUMEHEHHSL.

(uactb 4.2 BBeneHa @enepanbHbIM 3akoHOM 0T 25.11.2013 N 317-@3)

5. OcHOBaHueM JJid OTKa3a B MPOBEJICHUHM YKa3aHHBIX B YACTH 2 HACTOSIIEH CTaThbU JKCIEPTHU3
SBIISICTCS TIPE/ICTABICHUE TOKYMEHTOB, MEPEUYUCICHHBIX B YacTaX | U 3 HACTOSINIEH CTaThbH, B HEMOJIHOM
o0beMe, HENpEJCTABJICHHUE 3asBUTEIEM B YCTAHOBJIEHHBIM CpPOK OTBETa Ha YyKa3aHHbIH B uactu 4.1
HACTOSIIECH CTAaThU 3allPOC YIMOJIHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa MCIOTHUTEILHON BIIACTH, a TAKKE
OTCYTCTBME€ B  MPEIACTaBJIEHHBIX JOKYMEHTAX JIOCTAaTOYHBIX  CBEACHUM, MOATBEPHKAAIOIIMX
HEO0OXOIMMOCTh BHECEHUSI M3MEHEHHUM, UM OTCYTCTBUE WH (QOpPMAIUU, IMOATBEPKIAOIMICH (AKT YIIAThI
roCyIapCTBEHHBIX MOIUIAH, YKa3aHHBIX B 4YaCTH 3 HACTOAIICH CTAaThH.

(B pen. ®denepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)
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6. YKa3aHHbIE B 4acTH 2 HACTOAIIECH CTATbU HKCHEPTHU3bI MPOBOJATCS B MOPSAKE, YCTAHOBJICHHOM
craTbel 23 Hactosuero denepaibHOTO 3aKOHA.

7. B cpok, HE MPEBBIMIAIOIMHA JACCATH pabOdYUX JHEH CO JHS MOJYUYEHHS 3aKITFOYCHUN KOMHCCHI
SKCIEPTOB MO pe3yJabTaTaM YKa3aHHBIX B YacTU 2 HACTOAIICH CTaTbU SKCIEPTU3, YIMOJTHOMOYEHHBII
(denepaabHBIN OpraH UCMOTHUTEIFHOW BIACTH
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) npuHUMAaET pellieHre O BHECEHUH U3MEHEHUU B JJOKYMEHTHI, COJIEpKAIMecs B peTUCTPAIlMOHHOM
JI0OCb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar A MEIUIUHCKOrO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUHU TAKUX U3MEHEHUI;

2) BHOCUT B TOCYIapCTBEHHBI pEecTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHMM pELIEHUS O
BHECEHWM UW3MEHEHMH B  JOKYMEHTBI, COJEpKalMecs B  PErHCTPALlMOHHOM  JIOCh€  Ha
3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBI Mpernapar i MEIUIIMHCKOIO NPUMEHEHUs, HeoOX0auMble
WM3MEHEHHUS U BO3BPAIIAET U X 3aABUTEINIO;

3) BbLAAET 3asBUTENIO0 HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOIO Ipemnapara B
Cllyyae U3MEHEHUS CBEACHUH, COAEepKAILM XCS B HEM.
(m. 3 BBeneH DenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMeM [UIsi OTKa3a BO BHECEHMHU U3MEHEHMH B JOKYMEHTBHI, COJEpKallMecs B
PETHCTPAallHOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIA JICKAPCTBEHHBIM Npenapar uisi MEIULIHUHCKOTO
MIPUMEHEHHUSI, SBJISICTCS 3aKII0OUYCHHE YIIOJIHOMOYEHHOTO (heIepaibHOTO OpTaHa WCTIOJHUTEIBHON BIACTH
0 BO3MOXKHOCTH CHHIKEHHUS O€30MacCHOCTH, KauecTBa, d(PQPEKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBa B
CIy4ae BHECEHHMS TaKU X U3MEHEHUI.

9. Jlonmyckaercsi oOpallieHHe JIEKAPCTBEHHBIX MpPErnapaToB il MEIUIIMHCKOTO MPUMEHEHUS 10
MCTEUEHHUS CPOKA TOJTHOCTH, TPOU3BEICHHBIX B TEUEHHUE CTA BOCBMUJIECATH JHEH MOCIE NaThl MPUHATHUS
VITOJTHOMOYEHHBIM ()eIepalTbHBIM OPTaHOM MCIIOJHUTEIHLHOW BJIACTH PEICHHS] O BHECCHUM W3MCEHCHUH B
JOKYMEHTBI, COJEp)KalllMecss B PETUCTPALMOHHOM JI0OChe, B COOTBETCTBUU ¢ HH(oOpMalueil,
cojepxkalleiicss B JOKYMEHTaX PEruCTPAllMOHHOIO JIOCh€ Ha JIEKApCTBEHHBIM IMpernapar A0 AaThbl
MPUHSTHUS TAKOTO PEILICHHUSI.

(gactb 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

10. IlpaButensctBo Poccuiickoit ®enepauyu BIpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHMS
U3MEHEHHH B JIOKYMEHTHI, COJEpXkalpecsi B PEruCTPAllMOHHOM JIOChe Ha 3aperuCTpUpPOBAHHBIN
JIEKApCTBEHHBIA TMpernapar Uisi METUIMHCKOTO TPUMEHEHHUs, B clydae Je(eKTyphl HJIM pHCKa
BO3HUKHOBEHUS Je(eKTypbl JI€KapCTBEHHBIX IPENapaToB B CBS3M C BBEJICHHEM B OTHOIICHUH
Poccuiickoit @enepariuv OrpaHUYUTEIbHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(vactp 10 BBenena denepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

Ctatba 31. BHeceHMe M3MEeHEHMW B [OKYMeHTbl, cojepxawmeca B
perncTpauMoHHOM [OOoCbe Ha 3aperucTpMpoBaHHbIN JeKapCTBeHHbIM npenapaT AnA
BEeTePUHAPHOIo NPUMEHEeHUsA

1. B nensix BHeceHUs M3MEHEHMI B JIOKYMEHTBI, COJEp)KalMecss B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s BETEPUHAPHOTO NPUMEHEHUs, JEep)Kareilb WU
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BJIZIEIIEl] PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara WM YIOJIHOMOYEHHOE UM
Jpyroe IpUIUYEcKoe MO (Aajgee B HACTOAIIEH CTAaThe - 3asABUTEIIb) IPEICTABISAET B YIOJIHOMOYEHHBIHI
(enepanbHbIil OpraH HMCIOJIHUTEIBHOW BIACTH 3asBJICHME O BHECEHMM TaKMX M3MEHEHHMH mo gopme,
YCTaHOBJICHHOW YIOJHOMOYEHHBIM (pe/iepabHbIM OPTaHOM HCIIOJIHUTENBHOM BJIACTH, U MpUjaraeéMble K
HEMY M3MEHEHHUs B YKa3aHHbIE JIOKyMEHTBI, a TakKkKe TOKYMEHTBI, MOJATBEPKIAIOIIME HEOOXOAUMOCTh
BHECEHUs TaKuX U3MeHeHUu. [Ipu HeoOXoauMOCTH BHECEHH S U3MEHEHUH B IOKyMEHTBI, coJlepKaliiecs B
PETUCTPALlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s BETEPUHAPHOIO
INPUMEHEHHUS, B CIydyasX U3MEHEHHUS U (WJIM) JIOMOJHEHHS [POU3BOJICTBEHHOW  IIOIIAIKI
JIEKapCTBEHHOI'O CPEJICTBA, a TAKKE M3MEHEHHs IoKa3zaTelell KayecTBa JIEKapCTBEHHOIO Ipernapara Juis
BETEPUHAPHOIO NMPUMEHEHUS M (WJIM) METOJO0B KOHTPOJS KAauecTBa JIEKAPCTBEHHOIO Ipenapara Juis
BETEPUHAPHOTO MPUMEHEHUS 3asBUTENIb  JONOJHUTEIBHO MPEJICTaBISeT B  YINOJHOMOYEHHBIN
(e iepaIbHBIN OpraH MCHOJHUTEIBHON BIACTU CIEAYIOME JOKYMEHTHI (CBEICHHUS):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBenmeHMsT O JaTe TPENOCTaBJICHHS W PETHCTPAIMOHHOM HOMEpE JHMIIEH3UH Ha TPOU3BOCTBO
JEKapCTBEHHBIX CPEACTB, MPEJOCTAaBICHHON MPOM3BOJUTENIO JIEKAPCTBEHHOTO TIpemapara s
BETCPUHAPHOTO TTPUMEHCHU S, TSI POCCUIHCKUX TTPOU3BOIUTEIICH;

(B pen. @eaepanpHOTO 3aKOHA OT 27.12.2019 N 478-D3)

2) cBefeHUA O Jare MPEeNOCTaBICHHS W PETMCTPALlMOHHOM HOMEpE JHUIEH3WH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX  CPEACTB, IPEIOCTABJIECHHOM MPOU3BOIUTENIO (apMaleBTHUYECKOW CyOCTaHIIUU,
BXOJSILIEH B COCTaB JICKAPCTBEHHOIO Ipenapara i BETEPUHAPHOIO NMPUMEHEHMS, A POCCUUCKUX
MPOU3BOIUTEIIEH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konus T0KYMEHTA, BbIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOAUTEIS I KaXK10H1
MPOW3BOJICTBEHHON IUIONRAJKA JIEKAPCTBEHHOIO Mpemnapara Uil BETEPUHAPHOIO MPUMEHEHUS U
MOATBEPIKIAIOIICTO COOTBETCTBUE MPOU3BOIMTENS JICKAPCTBEHHOTO Mperapara TPeOOBAaHUSIM IPaBUIT
HAQUIeKALIEH NPOU3BOACTBEHHOM IIPAKTHUKUA, M €ro IIEPEBOJ Ha PYCCKUMH SA3bIK, 3aBEPEHHBIC B
YCTAaHOBJICHHOM TOPSAKE, & TAK)KE KOMUS 3aKIFOYEHHS O COOTBETCTBUM MPOU3BOIUTEIS JIEKAPCTBEHHBIX
cpencTtB  TpeOOBaHMSAM  MMPAaBUJ  HAISKamedW  MPOU3BOJACTBCHHOW  MPAKTHKH,  BBIJAHHOTO
YIOJIHOMOUYEHHBIM (peiepalibHBIM OPTaHOM HMCHOJHUTEIBHOM BJIACTU ISl KaKIOW MPOU3BOACTBEHHOU
TUTOIIA/IKK JISKAPCTBEHHOTO TIperapara Ui BETEPUHAPHOTO MPUMEHEHHUs, MO0 KOmus pEIeHUs O
MPOBEJACHUN WHCIIEKTUPOBAHUS TPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, IPUHSATOTO YITOJIHOMOYEHHBIM
denepalbHBIM OPraHOM HCIIOTHUTENBHOW BIACTH JUIS KAKIAOW MPOU3BOJCTBEHHOM ILIOIIAKH
JIEKApCTBEHHOTO IMpenapaTa il BETEPUHAPHOTO MPUMEHEHHUS. YKa3aHHbIE JOKYMEHTBI MPEICTABIISIOTCS
B Clydae, €CId TMPOU3BOJICTBO JICKAPCTBEHHOIO IIpenapara Jjsg BETEPUHAPHOTO MPUMEHEHUS
OCyIIECTBIsIETCA 3a npenenamu Poccuiickoit @enepannu;

4) xomusi JIOKYMEHTAa, BBIJIAHHOIO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOW3BOJUTENS
(apMareBTHUECKOH cyOCTaHLIMH U HOJTBEPKAAIOLIETO COOTBETCTBUE POU3BOUTENS
(apMmareBTHUECKON CyOCTaHIIMM, BXOMSIICH B COCTaB JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO
IpPUMEHEHHs, TpeOOBaHMAM IIPaBUJI HAJAJEKaIleHd INPOU3BOJICTBEHHOM IIPAKTHMKM, M €ro IepeBoJ] Ha
pYCCKMII  S3bIK, 3aBEPEHHBbIE B YCTAHOBJIEHHOM IIOpSAAKE, B Clydae, €CIM IPOM3BOJCTBO
(apMaleBTUUECKON CyOCTaHLIMM OCYIIECTBIIAETCS 3a Ipenenamu Poccuiickoit @enepanuu.

(uacts 1 B pen. denepanproro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cinydae usmeHeHus u (MJHM) JOMOTHEHUS MPOU3BOACTBEHHON MJIOMAAKA JIEKAPCTBEHHOTO
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

CpencTBa JOKYMEHTHI, YKa3aHHbIE B 4acTH | HAcTOAIIEH CTaThbM, NPEACTABISIOTCA 3asBUTENEM B
OTHOIIICHUW W3MEHSEeMOW u (WJIM) JOMOJHSIEMONW MPOM3BOJICTBEHHONW TUIOMAJIKA JIEKAPCTBEHHOTO
cpencTBa. Pemenne o BHECEHUM U3MEHEHUI B TOKYMEHTBI, COIEp)KaIecs B PETHCTPAIMOHHOM JI0ChE Ha
3apeTHCTPUPOBAHHBINA JIGKAPCTBEHHBIN Mpernapar A BETePUHAPHOTO MPUMEHEHHUS, Ui 00 OTKa3e B UX
BHECEHUH MPUHUMACTCS B CITy4ae HEOOXOIUMOCTH TIPOBEACHUS IKCIIEPTHU3bI JIGKAPCTBEHHOTO CPEACTBA B
CPOK, HE TPEBBILIAIOIIMI IeBsIHOCTa paboun X THEH, a B OCTAIBHBIX CIy4asiX B CPOK, HE MPEBBIILIAL0 I
TpuAnaTH pabodux JHEH CO JHS MPUHSATHS YIOJIHOMOUYEHHBIM (eiepabHBIM OPraHOM HCIIOTHUTEIHHOMU
BJIACTH 3asIBJICHUS O BHECEHUN TaKUX U3MEHEHHH.

(vactb 1.1 BBenena @enepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.2. B cnydyae peopraHuzaluu JAep:KaTeias WIM BIIAJeNbla PErMCTPAllMOHHOIO Y0CTOBEPEHUS
JIEKApCTBEHHOI'O TIpernapara s BETEepUHAPHOIO MPUMEHEHHS, pa3padoTyMka WU PO 3BOAUTENS
JIEKApCTBEHHOI'O NpernapaTa JUlsi BETEPUHAPHOIO MPUMEHEHHS B 3asBJICHUM O BHECEHUU M3MEHEHUI B
JIOKYMEHTBI, COJEpKAalMecs B PETUCTPALMOHHOM [JIOChE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar i BETEPHUHAPHOIO IMPUMEHEHMS, YKa3bIBAIOTCA IAHHBIE NOKYMEHTA, IOATBEPKIAIOIIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHHI B EnuHBINA rocynapcTBEHHBIN peecTp IOpHAMYECKUX JHI] (JUIs
OpraHu3aluii, 3aperucTpUPOBAaHHBIX Ha TeppuTOopun Poccuiickoil @eneparnun), UM UHOTO JTOKYMEHTA,
MOJATBEPKAAIOLIECIO PEOPTAaHU3AIUIO IOPUANYECKOTO JUIA (U1 OpraHu3alnuii, He 3aperucTpupOBaHHbIX
Ha Ttepputopun Poccuiickoit ®eneparuu). 3asBlIeHHE O BHECEHUM HW3MEHEHUH B JIOKYMEHTHI,
coepKalpecss B PETMCTPALIMOHHOM JIOCBE HA 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Juist
BETEPUHAPHOTIO MPUMEHEHUS, U IIPUJIaraéMble K HEMY JTOKYMEHTBI IIPEICTABIISAIOTCS B YIIOJHOMOYEHHbII
(e iepanbHbI OpraH MCHOJHUTENBHOM BJIACTH HE MO3JHEE YeM uepe3 TPUILATh pabouuXx AHEH co IHS
BHECEHUSI COOTBETCTBYIOLIMX M3MEHEHUN B EMUHBIA rocyqapCcTBEHHBIH peecTp IOPUMUECKUX JUI (1
OpraHu3zaluii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanuu) uiam co AHA TPUHATUS
COOTBETCTBYIOLIETO JOKYMEHTA, MOATBEPKAAIOIIETO pPEOPraHu3allii0 IOPUIMYECKOr0 Juna (as
OpraHu3aluii, He 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit ®enepaunn). B ciayudae
pEOpraHu3aluy JAepKarelsl WU  BJAJEIbLA PETUCTPAllMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara Uil BETEpPUHApHOIO IPUMEHEHMUS 3asBJIEHHE O BHECEHUM HM3MEHEHMI B JIOKYMEHTHI,
collep)Kallmecs B PETMCTPAlMOHHOM JOChE Ha 3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar uist
BETEPUHAPHOIO IIPUMEHEHMS, IOAAETCS IOPUIMYECKMM JIMIOM, KOTOPOMY B XOJ€ pEeOpraHu3aluu
IIepeaaHo MPABO BIAACHUS TAKUM PETUCTPALlHOHHBIM yIOCTOBEPEHHUEM.

(uacts 1.2 BBeaena dexnepanpabiM 3akoHOM 0T 02.08.2019 N 297-D3)

2. B ciydae BHeceHHS] MU3MEHEHUM B JOKYMEHTBI, COJEpKaIlMecs B PErMCTPALlMOHHOM JOChe Ha
3aperCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpemapar JUisi BETEPUHAPHOTO IMPUMEHEHHs, B OTHOIICHUU
CBEJICHUH, yKazaHHbIX B mojamyHkrax "e", "x", "k", "n", "H", "c¢", "x" mynkra 7 wactu 3 crarbu 17
Hacrosimero deepanbHOr0 3aKOHA, U3MEHEHHUS W (WJIM) JOMOJIHEHUs MPOU3BOJCTBEHHOW IIOMIAJKA
JIEKapCTBEHHOTO CPEACTBA, a TAaKKE B Clydae HW3MEHEHHS TOKa3zaTelied KauecTBa JIEKapCTBEHHOTO
npernaparta JUisi BETEpUHAPHOTO TPUMEHEHHS W (MJIM) METOJIOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO
npemnapara Jjisi BETEPUHAPHOTO NMPUMEHEHHUsI MPOBOIUTCS JKCIEPTHU3a JIEKAPCTBEHHOTO CPEICTBa IS
BETEPUHAPHOTO TPUMEHEHUs. B ciaydae HE0OXOMMMOCTH BHECEHHS WHBIX M3MEHEHUU B JOKYMEHTHI,
coJiepKallecss B PETHCTPAlMOHHOM JOChE Ha 3aperdCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar it
BETEPUHAPHOTO MPUMEHEHHU S, IKCIIEPTH3a JIEKAPCTBEHHOI'O CPEJICTBA JIsl BETEPUHAPHOTO MPUMEHEHHUS HE
MIPOBOUTCSI.

(B pen. denepanbbix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBuUTEIb BIIpaBC NPEACTABUTE 110 COOCTBEHHOM WHHUIIMATUBEC BMECTC C 3asABJICHUCM O BHCCCHHU
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

W3MEHEHUH B JIOKYMEHTBI, COAEpP)KALUMECS B PETUCTPALMOHHOM JOChE Ha 3aperucCTPUPOBAHHBINA
JIEKApCTBEHHBIN Tpenapar il BETEPHUHAPHOTO MPUMEHEHHUS, KOMUU JTOKYMEHTOB, MOATBEPKIAIOIIM X
yILUIaTy TOCYAAPCTBEHHON IMOLUIMHBI 3a BHECEHHE B JIOKYMEHTBI, COJAEPKAIIMECS B PETHUCTPALMOHHOM
JIOCHE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO IPUMEHECHU I, U3MEHEHU U,
TPEOYIOIIMX MPOBEACHUS SKCIEPTU3Bl JIEKAPCTBEHHOTO CPEICTBA, WJIM HW3MEHEHHH, HE TpeOyIomm X
MPOBEICHUS SKCIEPTU3bI JIGKAPCTBEHHOTO CPENACTBA. B ciaydyae HE0OXOAMMOCTH WM3MEHEHHS! CBEACHHUM,
COAEPKALMXCS B PETMCTPALIMOHHOM YIOCTOBEPEHHMU JIEKAPCTBEHHOIO Mpemnapara Jisi BETEPUHAPHOTO
MIPUMEHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B YaCTH | HACTOSILEW CTAThH, 3asIBUTENIb BIPABE MPEACTABUTH
M0 COOCTBEHHOW WHHIIMATUBE KOMUIO JIOKYMEHTa, MOATBEPXkAAIOMIET0 YIJaTy ToCyIapCTBEHHOU
MOUUIMHBI 32 BbIJJa4y PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara. 3asBUTeJlb BIIPaBe
MPEJCTAaBUTH 110 COOCTBEHHOW MHUITMATUBE CBEJACHUS O JIMIICH3MX, YKa3aHHbIE B TTyHKTax |1 1 2 gacTu |
HACTOSIIIEM CTaTbU, a TakKe BbIJIABaEMbIE  YIOJTHOMOYEHHBIMH  (efiepalbHBIMU  OpraHaMu
WCIIOJIHUTENBHON BJIACTH JOKYMEHTHI, yKa3aHHbIE B MyHKTe 3 yacTu | Hacrosimeill crareu. B ciydae
HETPEJICTABIICHUST YKa3aHHBIX JTOKYMEHTOB (CBEJCHWI) YMOJIHOMOYEHHBIM (QeAepaibHbIi OpraH
UCIIONTHUTEBHOW  BJACTH  3allpallliBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEIEHHUS) B  TOPSAKE
MEXBEJIOMCTBEHHOTO MH(QOPMAIIOHHOTO B3aMMO,ICHCTBHSL.

(uacts 3 B pen. denepanbroro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, He MPEBBIIAIOIMKI AecATH pabounx JHEH CO JAHS MOCTYIICHUS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaTbU 3asBIICHUS W HEOOXOJMMBIX TOKYMEHTOB, YIIOJHOMOYECHHBIH (efepabHbId OpraH
VICIIOJIHUTENIbHOM BJIACTU

1) mpoBOAXUT IPOBEPKY MOJHOTHI U TOCTOBEPHOCTH CBEIECHUN, COAEPKAIM XCSA B MPEICTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;

2) IpUHUMAET PEIIEHHUE O IPOBENECHUH IKCIIEPTU3bl JEKAPCTBEHHOIO CPEJCTBA JUIsl BETEPHUHAPHOTO
MPUMEHEHHS UITH 00 0TKa3e B €€ MPOBEICHHN;

3) yBenoMisieT B MUCbMEHHON (popMe 3asBHUTENs O MPUHATOM PEIICHUU WM B Clydae MPUHSITHUS
pemieHust 00 OTKa3e B IPOBEIEHUM SKCIEPTH3bl JIEKAPCTBEHHOIO CPEACTBA Ul BETEPUHAPHOTO
IIPUMEHEHHS C YKa3aHUEM IIPUYUH TaKOrO OTKa3a.

4.1. B cmyuae BBISBICHHS HEIOCTOBEPHOCTH U (WJIM) HEJJOCTATOYHOCTHU CBEJICHUI, COJIEpIKaIM XCS B
MPEICTaBICHHBIX 3asBUTENIEM JIOKYMEHTAX, YIIOJIHOMOYEHHBINH (erepalbHblil OpraH HMCIOJTHUTEIbHONU
BJIACTH HAIpaBJsIeT 3asBUTENIO 3alpoc 00 YTOYHEHHWM YKa3aHHBIX CBEAEHHIl. 3ampoc MOXeET ObITh
nepesaH YIoJIHOMOUYSCHHOMY INPEJICTaBUTEII0 3asBUTENS IO PACIIHUCKY, HAIPABJICH I10 MOYTE 3aKa3HBIM
MUCHMOM WJIM TIEepelaH B AJIEKTPOHHOU (opMe MO TeIEeKOMMYHHKAIIMOHHBIM KaHalaM CBs3U. B ciydae
HaIpaBJICHHs 3aIpoca 00 YTOYHEHWH yKa3aHHBIX CBEICHUH 110 TIOYTE 3aKa3HBIM MUCHMOM OH CUHTACTCSI
MOJIy4€HHBIM 10 UCTEUEHUH ILECTH JTHEeH C JaThl HAallpaBJIeHUS 3aKa3HOTO MUChMA.

(vactb 4.1 BBeneHa @enepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBUTENb 00s13aH MPEACTaBUTHh OTBET Ha 3alpPOC YIMOJIHOMOUYEHHOTO (pe/iepaibHOrO OpTaHa
WCIIOJTHUTEIbHON BIIACTH B CPOK, HE MPEBBINIAIONMN JAEBSHOCTA PAa0OYUX THEH CO IHS MOTydeHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B yacTd 1.1 Hacrosiied cTaTbu, NPUOCTAHABIMBAIOTCA CO JHS
HaIlpaBJICHUsI 3asSBUTENIO 3aIIPOCa YIIOJIHOMOYEHHOTO (eiepalibHOTO0 OpraHa HUCIOJHUTEIbHOM BJIACTH JI0
JHs TOJIydeHHUsI OTBETa Ha JAaHHBIM 3allpOC U HE YYUTBHIBAIOTCS IPU HMCUUCICHUU CPOKa IIPUHSATHS
pelIeHUsT O BHECEHMHM HW3MEHEHHUW B JOKYMEHTBI, COJCpPXKAIIMECS B PETUCTPAIMOHHOM J0ChE€ Ha
3aperruCTPUPOBAHHBINA JIEKAPCTBEHHBIN Mpernapar it BETepUHAPHOTO TPUMEHEHHUSI.
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az%e%i”;gbgf;g;;m 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

(vactb 4.2 BBenneHa PenepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMeM yisi OTKa3a B TPOBEACHUU OKCIEPTHU3bI JIEKAPCTBEHHOTO CPEACTBA JJIA
BETCPUHAPHOTO TMPUMEHEHUS SBISACTCS NPEACTABICHWE TOKYMEHTOB, YKa3aHHBIX B dYacTsax | u 3
HACTOSIICH CTaThH, B HEMTOJHOM O00bEME MJIM OTCYTCTBUE B MPEACTABICHHBIX JIOKYMEHTAX JOCTATOYHBIX
CBEJICHHWH, TMOATBEPKIAIONMX HEOOXOJUMOCTh BHECEHUS W3MEHEHHU, JMOO HEmpeICTaBICHUE
3asBUTENIEM B YCTAHOBJICHHBI CPOK OTBETAa Ha yKa3aHHBIM B 4yacTu 4.1 HacTosmeill craThu 3ampoc

VIIOJTHOMOYEHHOTO (peIepaibHOTO OpTaHa UCIOJHUTEILHOM BIACTH.
(B pen. @enepanpHoro 3aKkoHa OT 04.06.2018 N 140-D3)

6. DKkcnepTH3a JIEKApCTBEHHOIO CPEICTBA JJIsl BETEPUHAPHOIO NPHUMEHEHHUS B IEJAX BHECEHUS
W3MEHEHUH B JIOKYMEHTBI, COJEpXkKalMecss B PETrUCTPALlMOHHOM JIOCh€ Ha 3aperMCTpUpPOBaHHBIN
JEKapCTBEHHBIM  Ipemapar i BETEPUHAPHOTO MPUMEHEHHUs, OCYLIECTBISETCS B  IOPSJIKE,
YCTaHOBJIEHHOM cTaThel 24 Hactosero denepanbHOTO 3aKOHA.

6.1. B cpok, He mpeBBIIAIONMN JeCITU paboOYMX THEW CO JHS MOJTYISHUs 3aKITIOUCHHUST KOMUCCUU
HKCIIEPTOB MO pe3yibTaTaM yKa3aHHOM B 4YacTH 2 HACTOSIIIEM CTAaThU SKCIEPTU3bI, YIOIHOMOYEHHBII

(e nepalbHbII OpraH UCMOJHUTEILHON BIIACTH:
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuHUMAET pelIeHrE O BHECEHUU U3MEHEHUH B IOKYMEHTBI, COAEP)KAIIMECS B PETUCTPALlHOHHOM
JOChE Ha 3apeTHCTPUPOBAHHBIA JIEKAPCTBEHHBIM MpenapaT Ui BETEPUHAPHOTO MPUMEHEHHUs, WIH 00
OTKa3€ BO BHECEHUH TAKUX U3MEHEHUI;

2) BHOCHT B TOCYIAapCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPEICTB HA OCHOBAHUU pEUICHUS O
BHECEHUM U3MEHEHMH B  JOKYMEHTBHI, COJIEp)KallMecs B  PErUCTPAlMOHHOM  JIOCh€  Ha
3apeTHCTPUPOBAHHBIA JIEKAPCTBEHHBIN MpernapaT Ui BETEPUHAPHOIO MPUMEHEHHS, HEoOXOTUMBbIe
M3MEHEHHUS U BO3BPAIAET 3TU JTOKYMEHTHI 3aBUTEINIO;

3) BBLIAET 3asBUTENIO0 HOBOE PETHCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO Ipemnapara ajs
BETEPUHAPHOTO MPUMEHEHHUS B CIydyae HEOOXOAMMOCTH M3MEHEHHUS CBEJICHHI, COepKalMXcsa B HEM, C
COXpaHEHUEM HOMEpa PaHee BbIJAHHOIO PETMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIperapara
JUIsl BETEPUHAPHOTO IPUMEHEHHUSL.

(m. 3 BBeneH @enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)
(vactb 6.1 BBenena @enepaibHbIM 3akoHOM 0T 22.10.2014 N 313-D3)

6.2. B cinydae BHECEHUS M3MEHEHM B JIOKYMEHTBI, COAEPKAILIMECS B PETUCTPAIIMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIA  JIEKADCTBEHHBIM Ipemapar Uil BETEPUHAPHOIO IPUMEHEHHUs, B YacCTH,
Kacarolelicss M3MEHEHUs M (Wiu) JONOJHEHWS IPOM3BOJCTBEHHOW IUIOMAJKA JIEKAPCTBEHHOIO
npenapara, Ipu MPeACTaBICHUHN 3asBUTENIEM B COOTBETCTBMU C ITYHKTOM 3 4acTH | HacTOSIIEH CTaTbH
KOIUM PEIICHUs] YIMOJHOMOUYEHHOro (hefepaabHOr0 OpraHa HCIOJHUTENbHOM BIAcTM O IMPOBEIEHUM
WHCIIEKTUPOBAHUS ITPOU3BOAUTEINS JIEKAPDCTBEHHBIX CPEACTB CPOK, YKAa3aHHBIM B 4dacTu 6.1 HacTosmen
CTaTbH, NMPUOCTAHABIUBACTCA CO IHS MOJIYYEHHUs 3aKIIOUYEHHS] KOMHCCHHM DKCIIEPTOB A0 JHS IPUHATUS
YIOJTHOMOUYEHHBIM (heiepalibHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH PELICHHS O BblJlaue WiId 00 OTKa3e B
BblJIau€ 3aKIIOYEHUS O COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM MpPaBUII
HaJJIeKalleil Npou3BOACTBEHHOM IPAKTUKHU, HO HE 00Jiee 4YeM Ha CTO BOCEMbIECAT pabouu X JHEH.

(vactb 6.2 BBenneHa PenepaibHbIM 3akoHOM 0T 04.06.2018 N 140-D3)
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

7. OcHOBaHMEM JUId OTKa3a BO BHECEHHMM HM3MEHEHHH B JOKYMEHTBI, COJAEp)Kalmecs B
PETHCTPAlMOHHOM JIOCh€ Ha 3apeTHCTPUPOBAHHBIN JICKAPCTBEHHBIA Mperapar sl BETEpUHApHOTO
IPUMEHEHHS, B CIIydasiX, He TPEOYIOIM X MPOBEACHUS SKCIIEPTU3BI JICKAPCTBEHHOTO CPEJCTBA, SBIIACTCS
IpeCTaBlIeHUuEe JOKYMEHTOB, YKa3aHHBIX B 4acTaX 1 M 3 HAcCTOSALICH CTaThbH, B HEMOJHOM O0BEME WU
OTCYTCTBUC B MPCACTABJICHHBIX JOKYMCHTAaX CBG)ICHI/Iﬁ, KOTOPBIC JOJIKHBI OLITH B HHUX OTpaXCHBI, 160
HETPE/ICTaBIICHUE 3asBUTENIEM B YCTAaHOBJICHHBIH CPOK OTBETa Ha yKa3aHHBIH B 4acTu 4.1 Hacrosiei
CTaThU 3aIPOC YIIOJIHOMOUYEHHOIO (eIepaIbHOTO OpraHa MCIOJHUTEIbHOH BIACTH.

(vactb 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM M1 OTKa3a BO BHECEHWHM HW3MEHEHUN B JIOKYMEHTBI, COJEpXKalmecs B
PETUCTPAllMOHHOM JIOCBE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i BETEPUHAPHOIO
MPUMEHEHHS, B CiIy4dasX, TpeOYIOIMX MPOBEIEHUS KCIEPTU3bl JIEKAPCTBEHHOIO CPEJACTBA, SIBISETCS
3aK/IIOYEHHE YIOJIHOMOYEHHOIrO (e/lepalbHOTO OpraHa HCIHOJHUTENBHOW BIACTH O BO3MOXKHOCTH
CHWKEHHUsI 0€301acHOCTH, KauecTBa, 3 PPEeKTMBHOCTH JIEKapCTBEHHOTO Iperapara BCISICTBUE BHECEHUS
W3MEHEHUH B yKa3aHHbIEC JTIOKYMEHTHI, OTKa3 YIIOJIHOMOYEHHOIO (peAepaJibHOIO OpraHa UCIOIHUTEIbHOMN
BJIACTU B BbIJa4€ 3aKIIOUEHHUSI O COOTBETCTBUU IPOU3BOMUTEIS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUAM
NpaBUJl HAAJEKaUEH MPOU3BOJACTBEHHON MpAaKTUKKM B CiIydyae HU3MEHEHHMS U (WJIM) JONOJIHEHUs
IIPOU3BOACTBCHHON IUIOIIAJKM JIEKAPCTBEHHOIO IIpenapara, €clid IPOU3BOJCTBO JIEKAPCTBEHHOTIO
npernapara JJis BETEPMHAPHOIO IIPUMEHEHHUs OCYLIECTBIsAEeTC 3a npenenamu Poccuiickon denepamuy,
WJIM OTCYTCTBHE 3TOTO 3aKIFOYCHUS.

(uactp 7.1 BBenena MeaepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpalleHHe JIeKapCTBEHHBIX IPENaparoB Il BETEPUHAPHOTO MPHUMEHEHHS IO
HCTCUYCHUA CPpOKAa T'OAHOCTHU, MPOU3BCACHHLIX B TCUCHHUEC CTa BOCBbMUICCATU I[Hef/'I IMMOCJIC OaThbl MMPUHATUA
YIOJIHOMOYEHHBIM (heZiepalibHbIM OPTraHOM HCIOJHUTEIBHOM BJIACTH PEIeHUs O BHECEHUH W3MEHEHU B
JOKYMEHTBI, COJIepKalecss B pETUCTPAIIMIOHHOM JJOChE Ha JIEKapCTBEHHBIN Mperapar, B COOTBETCTBUHU C
uH(popMarueil, cogepkamieiics B TOKyMEHTaX PETHCTPAIMOHHOTO JI0CkE Ha JIEKap CTBEHHBIH Ipernapar 10
JIaThl IPUHSATHS TAKOTO PEIICHHUSL.

(vactb 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

Cratbs 32. OTMeHa rocyaapCTBeHHOM perncrpauum nekapcTBeHHOro npenapara

Pemienne 00 oTMEHe rocygapCTBEHHON perucTpainuy JEKapCTBEHHOIO Ipernapara U HCKIIOUEHUH
JIEKAPCTBEHHOI'O IIperapara U3 TIOCYIapCTBEHHOIO pEecTpa JIEKAPCTBEHHBIX CPEACTB IIPUHUMAETCS
YIIOJITHOMOYEHHBIM (heiepaibHbIM OPTaHOM HUCIIOJIHUTENBHON BJIACTHU B ClIydae:

1) npesacTaBieHUsI COOTBETCTBYIOIIIMM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIbH Of
BJIACTU 3aKIIOYEHHUS] O pHCKE MJIM 00 yrpo3e 3I0pOBBIO, KHM3HU YEJIOBEKa WM JKUBOTHOTO TIPH
NPUMEHEHUH JIEKApCTBEHHOIO IIpernapara, MPeBbIIAINMX ero 3(QekTuBHOCTh, MO pe3yiabTaTam
OCYILECTBJIIEMOIO UM MOHUTOPUHIA O€30IaCHOCTH JIEKAPCTBEHHOIO MIpenapara;

2) mojgauu JAepkaTelleM MM BIIAJEIbLIEM PETHCTPALIMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOIO
mpernapara MWIM YIOJHOMOYEHHBIM UM JpPYIUM IOPUIMYECKMM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCyJapCTBEHHON PETUCTPALUM JIEKAPCTBEHHOTO IIpenapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HenoATBEPkAECHUS TOCYIapCTBEHHON PETHCTpaliH JIEKAPCTBEHHOTO Ipenapara 1o MUCTEeUYEeHUU
CpOKa JICMCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHU S, BBIIAHHOTO HA MSTh JIET;
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

4) HenpeAcTaBJICHUS 3asBUTENEM HH(POPMALIUU, KOTOpasi MOXKET MOBJIEYb 3a COO0H HEO0OXOIMMOCTh
BHECEHHUSI N3MEHEHU B TOKYMEHTHI, COJIepKallecs B PETUCTPALIMOHHOM J0ChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mperapar, B TeUeHUE TPUALATH pabounX JHEH cO THS HACTYIUICHUS 3TUX U3MEHEHUH;

5) ocyiecTBiIEHUs TOCYAAapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOI'O IIpenapara Ioj TOPrOBbIM
HANMCHOBAHUECM Sapel"I/ICTpI/IpOBaHHOFO paHee 101 3TUM TOpFOBI)IM HANMCHOBAHNECM J'ICKapCTBCHHOFO
npenapara, OTIIMYAIOIIEroc s Ka4eCTBEHHBIM COCTaBOM JICHCTBYIOIM X BEILIECTB;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

6) OCYIIECTBIICHUS TOCYIAPCTBEHHOM PEruCTpaIiiy OJTHOTO M TOTO e JICKapCTBEHHOTO Mperapara B
OTHOILIIEHUU OJHOTO M TOTO JK€ JeprkaTelsl WM BIaJeNblla PETUCTPALMOHHOTO YI0CTOBEPEHUS
JIEKApCTBEHHOTO TIperapaTa B BHJAE JBYX U 0Oojee JEeKapCTBEHHBIX MPEapaToB MO Pa3IMYHBIMU
TOPrOBBIMU HAaUMEHOBAHH SIMHU;

(. 6 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7) BBIHECEHHUS CYJIOM pELIeHUsl O HapyIIEHUH IMpaB MpaBoodaaaTest 00bEKTOB MHTEIIEKTYalIbHON
COOCTBEHHOCTH IIPU 0OpaIlCHUH JIEKAPCTBEHHBIX CPECTB;

8) oTCcyTCTBHS JIEKAPCTBEHHOTO Mpemnapara B oOpameHuu B Poccuiickoit ®denepaiiuu B TeUEHUE
Tpex u OoJee JIeT;
(m. 8 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

9) HEBBIIOJIHEHHWsS JEpXKaTeJIeM WJIM  BIAJEIbI[EM  PETUCTPAIMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara Ju0o yImOITHOMOUYEHHBIM UMH JAPYIUM FOPUIAYECKAM JIMIIOM MEPOTPUSTHA
no obecrnedeHUI0 O€30MacHOCTH JIEKAPCTBEHHBIX IPEMapaToB, YCTAHOBIICHHBIX YIIOJTHOMOYEHHBIM
denepadbHBIM OpPraHOM HCIIOJHUTEIBHOM BJIACTH B COOTBETCTBMM C dacTsMu 3 U 4 cratbu 64
HacTosiero @eepabHOTO 3aKOHA, B paMKaX OCYIIECTBIICHUS (hapMaKOHA130pa;

(. 9 BBeneH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkaza nepskarenst WM BIAJCNIblla PETUCTPAIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
nperapara Ju00 YIOJIHOMOUYEHHOTO WMH JIPYTrOTO FOPUIMYECKOTO JIUIa OT BHECCHUs] M3MCHCHHH B
HHCTPYKIIHUIO 110 TPUMCHCHHUIO JICKAPCTBCHHOIO IIpCliapara, KaCaromUXCsA HOBBIX HOATBCPKIACHHBIX
JaHHBIX O TOM, YTO PUCK NPUYMHCHUA BpCaa 340POBBIO YCJIOBCKA HWJIM KMBOTHOI'O BCJICACTBUC IIpHCMa

JIEKapCTBEHHOTO Tpernapara mpeBbImacT 3 (pPpeKTUBHOCTD €10 MPUMEHCHHUSI.
(m. 10 BBeaen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantllitoc: npumeyanue.
C 01.01.2023 ct. 32 gomonnsiercsa . 11 (D3 ot 27.12.2019 N 475-D3).

Cratbs 33. FlocynapcTBeHHbIN peecTp JfleKapCTBEeHHbIX CpeaAcTB

1. TocymapCTBEHHBI PEECTP JIEKAPCTBEHHBIX CPEICTB CONEPKUT IMEPEUCHb JIEKAPCTBEHHBIX
MpenaparoB, MPOIIEAIIMX TOCYIaPCTBEHHYIO PETUCTPAIlUI0, MepeUYeHb (apMaleBTHUYECKUX CYOCTaHIINH,
BXO/SIIM X B COCTAB JICKAPCTBEHHBIX MPENapaToB, U CICIYIOIIYI0 WH OopMAITHIO:

1) B OTHOLICHU Y JIEKAPCTBEHHBIX IIPETIapaToB:
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

a) HanMCHOBAHHUC JICKAPCTBCHHOIO IIpCIlapaTra (MC)K,[[yH apoaAHOC HCHATCHTOBAHHOC, WJIA

TPYIITUPOBOYHOE, MITH XUMHUYECKOE M TOPrOBOC HAWMEHOBAHUA);
(B pen. @enepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

0) nexapcTBeHHas (opMa ¢ yKa3aHHUEM JO3UPOBKU JIEKAPCTBEHHOTO IpernapaTa U ero KOJIN4ecTBa B
MOTPEOUTENILCKON YITaKOBKE;

B) HAaMMCHOBAHUE JCPIKATEIsl WM BJIAJIENbIa PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapara ¥ CBEICHHS O PEruCTpallud JepiKaTess WM BIAJENbla PEeruCTPAllHOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TIperapara Juisi MEIUIIMHCKOTO MPUMEHEHHS B KaUeCTBE HAIIOTOIUIATENbIIMKA B CTPaHE
perucTpanuu (Ui pOCCUMCKUX IOPUAMUYECKUX JIUI] - WICHTU(UKAIIMOHHBIA HOMEpP HAJOTOIUIATEeNbIIM Ka
(MHH), nns ”HOCTpaHHBIX IOPUIMYECKHX JIUIL - CTPaHa PETHCTPAlUi, HAMMEHOBAHNE PETHCTPHPYIOIIETO
opraHa, perHCTPallMOHHBIN HOMEp, KOJ HaJOoroIuiaTeNbIMKa B CTpaHE pEerHCcTpanuu (MHKOPIIOPAIIHH)
WJTH €T0 aHaJor);

(mm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHME U aJpec MPOU3BOIUTENS JEKAPCTBEHHOIO IIpenapara U CBEIECHUs O perucTparuu
IIPOU3BOAMUTENS  JIEKADCTBEHHOIO IIpernapara s MEAUIMHCKOTO IPUMEHEHHsI B  KadyeCTBE
HaJoronjaTreiaplliika B  CTpPaHE  perucTpauuu  (Aa8  POCCUHUCKUX  IOPUAUMYECKUX — JHUI -
UJCHTU(UKAMOHHBI HOoMep Hanoromiarenbiumka (MHH), mis mHOCTpaHHBIX IOPHAWYECKUX JIMI -
CTpaHa perucrpalnuy, HAUMEHOBAHHUE PErUCTPUPYIOILIETO OpTaHa, pPErUCTPAllMOHHBIA HOMEp, KOJ
HaJIOTroIJIaTeNblMKa B CTpaHe PErUCTpaluy (MHKOPIIOPAIUH ) UJTH €0 aHajor);

(mm. "r" B pen. denepanpHoro 3akoHa ot 28.12.2017 N 425-D03)

o) (QapmakoTeparneBTHUECKas TpYIINa, KOJ JICKAPCTBEHHOTO TIpermapara IO aHaTOMO-
TEPANeBTUYECKO-XUMHUUECKOW  KJTacCu QUKAlMK, pPEKOMEHJOBaHHONW  BcemMupHON  opraHu3zaimei
3IpaBOOXPaHECHUS;

(mm. "n" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

€) IMOKa3aHus U MPOTHBOITOKA3aHM K IPIMEHEHHUIO JIEKAPCTBEHHOTO Iperapara;
) TOOOYHbBIE ICHCTBUS JIEKAPCTBEHHOTO Mpenapara;

3) CPOK TOAHOCTH JIEKAp CTBEHHOTO IIperapaTa;

1) YCIIOBUS XpaHEHHUs JIEKapCTBEHHOTO Mpernapara;

K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOTO NIpeTapara,

J) HoMep dapMakolmelHOW cTaThl WJIM B ClIydae €€ OTCYTCTBHS HOMEpP HOPMaTHBHOM
JOKYMEHTAINU JTH00 HOPMATHUBHOTO JOKYMEHTA;

M) JaTa TOCYJapCTBEHHOW PETHUCTpAIlMU JICKAPCTBEHHOIO IMperapara W €ro PerucTparuoHHbIA
HOMEp, JlaTa 3aMEHbl PEruCTPALMOHHOTO YAOCTOBEpPEHHUs JICKAPCTBEHHOTO Mperapara Ha OeccpoyHoe
pPEruCcTpallMOHHOE  YIOCTOBEPEHHME JIEKApCTBEHHOTO IMpenapara, Jara [OoJaud  3asBJICHUS O
MOATBEPKJACHUA  TOCYJapCTBEHHOW  PETHUCTpAaIllMd  JICKAPCTBEHHOTO Mperapara, JaTra OTMEHbI
rOCyJapCTBEHHOW PErUCTPallUK JIEKAPCTBEHHOTO Mpenapara;

(B pen. @enepanpHoOro 3akoHa ot 22.12.2014 N 429-D3)
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az%e%i”;gbgf;g;;m 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

H) KAa4eCTBEHHBIM COCTaB M KOJIMWYECTBEHHBIN COCTaB NEMCTBYIONMX BEIIECTB M KAa4eCTBEHHBIH
COCTaB BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOTO MpernapaTa;
(. "H" BBeaeH DeaepaabHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

0) nadopmanus 000 BceX pa3pelieHHbIX BU/IaX BTOPUYHON (IIOTPEOUTEIHCKOM ) YITaKOB KH;
(mr. "o" BBeneH DenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

1) Jara NPHHATHS PEIieHHUs O BO3MOXKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM IIperapar IpH
rOCYIapCTBEHHOW PETUCTPAlMK B Ka4eCTBE Op(haHHOTO JIeKap CTBEHHOTO Ipernapara (s ISKapcTBEHHBIX
MpernapaToB st METUIIMHCKOTO TPUMEHCHUA);

(mm. "n" BBegen denepanbHbIM 3aKkoHOM 0T 22.12.2014 N 429-®03; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-®3)

p) Haluyue JIEKapCTBEHHOTO Ipenapara B IepeuHe >KU3HEHHO HEOOXOAWMBIX U Ba)KHEHIM X
JIEKapCTBEHHBIX MPENapaToB (i JeKap CTBEHHBIX IPenapaToB AJsi MEAUIIMHCKOTO ITPUMEHEHHUS);

nan

(mm. "p" BBenen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-D3)

C) HAJIMYUE B JIEKAPCTBEHHOM IIpenapare HapKOTUUYECKUX CPENCTB, MCUXOTPONHBIX BEUIECTB U HX
MPEKypCOpoOB, MOUIekKAaNMX KOHTpodto B  Poccuiickoir  @Denepauyud, B  COOTBETCTBHH €
3akoHoOzAaTenbCTBOM Poccuiickoit denepannu, MexIyHapoaHbIMU n1oroBopamu Poccuiickoin denepaimy,
B ToM uMcie EnuHON KoHBeHIMENH O HapkoTtuueckux cpencrBax 1961 roma um KouBenuwueinn o
MCUXOTPONHBIX BenecTBax 1971 rona;

(mm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHpOpPMAIUS O TOM, SBISETCS JM JAHHBIA JIGKAPCTBEHHBIN Tmpenapar pedepeHTHBIM
JIEKapCTBEHHBIM IPETapaToM;
(mm. "r" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D03)

Y) CBCIACHHA O moaadc 3asBJICHUA O BHCCCHUH H3MCHEHUH B JOKYMCHTBI, COACPXKAIIUCCIA B
PEruCTpaiuoOHHOM JOCBC Ha J'IeKapCTBeHHBII‘/'I IIpeIiapar,

ne, n

(nm. "y" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)
¢) yrpatun cumy ¢ 1 mapta 2020 roza. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJICHUS JICKAPCTBEHHOT'O NpernapaTa B rpakIaHCKuil 000poT;
(mm. "x" BBeaeH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2) B OTHOIIICHUH (hapMarleBTHIECKU X CYOCTaHITUMN:

a) HauMeHOBaHHWe (apMaLeBTUUYECKON CyOCTaHIMU (MEXIyHApPOAHOE HEMaTeHTOBaHHOE, WM
TPYIITUPOBOYHOE, MITH XUMHUYECKOE M TOPrOBOC HAUMCHOBAHU);
(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

0) HaMMEHOBAHUE U aJIpeC MPOU3BOIUTENS (PApMaLIEBTUUECKOM CyOCTaHITNU;
B) CPOK TOAHOCTH (papMaIieBTUYECKOM CYyOCTaHIINY;

I) YCIIOBUS XpaHeHUs (papMalleBTUUECKON CyOCTaHIINH;
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

o) HoMep ¢apMakolneWHONH cTaTbl MJIM B CIIydae €€ OTCYTCTBUS HOMEp HOPMAaTHBHOM
JIOKYMEHTAIMU 1100 HOPMaTHUBHOTO JOKYMEHTA;

€) Hanuue (papMaleBTUYECKON CYOCTaHIIMU B NepeuyHe HApKOTUUYECKUX CPEACTB, MCHUXOTPOIHBIX
BELIECTB M MX IPEKypCOPOB, NMOUIEKALMX KOHTpoir0 B Poccuiickorr denepaiyu, B COOTBETCTBUU C
3akoHoAaTenbCTBOM Poccuiickoit denepannum, MeXIyHapoAHBIMU oroBopamu Poccuiickoit denepaiyuy,
B ToM uucie EauHol koHBeHIMEH o0 HapkoTuueckux cpenactBax 1961 roma u KosBeHuueilr o
IICUXOTPONHBIX BemecTBax 1971 rona.
(. "e" BBenmeH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. ®apmareBTHUECKas CyOCTaHIMs, MPOU3BEACHHAS JJIS peau3allii, MOXET ObITh BKIIOUEHA B
TOCYJapCTBEHHBIH pEeCTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHMM 3asBJICHUS pa3paboTuMKa WU
IPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA JMOO YMOJHOMOUYEHHOTO HMH IOPUIMYECKOTO JHIA IpH
YCIIOBUU TPOBEJCHUS B OTHOIIEHMHM TakoW (papMaleBTUUYECKOM CyOCTaHIIMU HKCIEPTU3bl KayecTBa
(dapManeBTUUECKOW CyOCTaHLIMHM B NOPSAIKE, YCTaHOBJIEHHOM cTaThell 34 Hacrosiero denepaibHOTO
3akoHa. B oTHOmeHHMM (QapManeBTHYECKMX CYOCTAHLMM, MPOM3BEAECHHBIX Uil pealu3aluu, B
rOCY/IapCTBEHHOM pEeCTpe JIEKApPCTBEHHBIX CPEICTB COJNEPKHUTCS CIeNYIomas nHPopMaLus:

1) HauMmeHOBaHHE (ApMaLEBTHUYECKOM CyOCcTaHIIMU (MEXIYHApOJHOE HEMaTeHTOBAaHHOE, WU
IPYHNIIUPOBOYHOE, MJIM XUMUYECKOE U TOPIrOBOE HAUMEHOBAHUS);

2) HauMEHOBaHUE, aJIpec MPOU3BOAUTEINS (HapMaIEeBTUUYECKOM CYOCTaHIIMU, a TAakkKe B OTHOLICHUU
JIEKApCTBEHHBIX CPEACTB JUII MEIUIMHCKOTO NMPUMEHEHUs CBEICHUS O PErucTpaluy MPOU3BOAUTENS
(dapMmalnieBTHUECKON CyOCTaHIIMM B KayeCTBE HAJIOTOIJIAaTeNbIMKa B CTpaHe perucrpanuu (s
POCCHICKMX IOPUIMYECKUX JHI[ - HACHTU(UKAIMOHHBIA HoMep Hajoromatensumka (MHH), mis
MHOCTPAaHHBIX IOPUIMYECKUX JIMI] - CTpaHa PErHCTpallii, HaMMEHOBAHWE DPETHCTPUPYIOILETO OpraHa,
peruCTpallMOHHBIA HOMEp, KOJ HAJIOTOoIIaTesbIMKa B CTpaHE PEruCTpalyu (MHKOPIOPAIMH) WM €ro
aHasor);

(. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok romHOCTH (papMarieBTUUYECKON CyOCTaHINH;
4) ycnoBust XxpaHeHUs! (JapMaIeBTUUYECKOM CyOCTaHIINY;

5) HOMep dapMmakolelHol cTaTbu JMOO B Cllydae €€ OTCYICTBUS HOMEp HOPMAaTHBHOU
JIOKYMEHTAIIUX WJIK HOPMATUBHOTO JIOKYMEHTA;

6) Hamure GapMareBTHYECKONW CYOCTAHIIUHM B MEPEYHE HAPKOTHUYECKUX CPENICTB, TMICUXOTPOITHBIX
BEIIECTB M HMX MPEKypCOpPOB, MOUICKAIMX KOHTpodto B Poccuiickoit denepaimu, B COOTBETCTBUU C
3akoHOAaTenbCTBOM Poccuiickoit denepanuu, MexxayHapoaHbsIMu 1orosopamu Poccuniickont deneparmu,
B ToM uucie EanHol KkoHBeHIMEN O HapkoTHueckux cpenactBax 1961 roma w KosBenuueil o
MCUXOTPONHBIX BemecTBax 1971 roaa;

7) nara BKIIOYEHHUs (papMalleBTUUYECKON CYOCTaHLIMHM B TOCYJApCTBEHHBIM PEECTp JIEKapCTBEHHBIX
CPE/CTB, JaTa BHECEHUs M3MEHEHUH B JOKYMEHThI (papMalleBTMUECKOH CyOCTaHIMHU, JaTa MCKIIOUYCHUS
(apMmaleBTHUECKON CYOCTaHIIMU U3 TOCYJAPCTBEHHOTO pEecTpa JIEKapCTBEHHBIX CPEICTB.

(gactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

3. HOpHI{OK BCACHUSA TOCYHApCTBCHHOI'O peeCTpa JICKAPCTBCHHBLIX CPCACTB I MCIUIIUHCKOTO
NpUMCHCHUA W TNOPAAOK BCACHUA TOCYOJAPCTBEHHOTO peeCTpa JICKAPCTBCHHBIX CPCACTB  JIA
BCTCPUHAPHOI'O MNPHUMCHCHUA YTBCPKAAOTCA COOTBCTCTBYHOIIMM YIIOJTHOMOYCHHbBIM Q)eﬂepaJ'IBHBIM
OpTraHOM HCIIOJIHUTEILHON BIACTH.

Crtatbsa 34. Bknio4yeHne B rocyfapCTBeHHbIW peecTp JeKapCTBEHHbIX CpeacTB U
UCKNoYeHne u3 rocynapcTBeHHOro peecTtpa NeKapCTBEeHHbIX cpeacts
chapmaueBTUYECKOMN CyOCTaHLMK, NPpOU3BEeAEHHON ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BwiodeHus (apMareBTUUECKOW CYOCTAHIIMU, TPOU3BEICHHON [UIs peaiu3aiuu, B
rOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB, IPOBOJUTCA HKCIIEPTU3A €€ KaueCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrepTU3a KauecTBa YKa3aHHOW B yacTu | HacTosiIel cTaThu (hapMalieBTUIECKO CyOCTaHIIHH,
COCTaBJIEHHE KOMUCCHEN DKCIIEPTOB 3aKIIOYEHUN IO pe3ysbTaTaM 3TON SKCIEPTU3bI U UX HAIPABJICHUE B
YIOJTHOMOYEHHBIN (efepabHblii  OpraH HCHOJHUTEIBHONH BJACTH OCYIIECTBISIFOTCS B CpPOK, HE
MPEBBIIAIONMNA IIeCTUIeCITH padouux JAHEW Co JAHS TOJNY4eHHUsS SKCHEPTHBIM YUPEKICHHEM
COOTBETCTBYIOIIETO 3aJaHMs YIMOJHOMOUYEHHOTO (eiepabHOTO OpraHa HCIOJHUTENbHOW BIIACTH H
CIIEIYIOIIM X JOKYMEHTOB (CBEIEHU ):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D03)

1) cBeeHusi 0 nare MPEAOCTaBJICHUS M PETUCTPAI[MOHHOM HOMEpE JHUIEH3UH Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEJACTB WJIM CBEACHHUS O JlaT€ NPEIAOCTABICHUS W PETUCTPALIMOHHOM HOMEpe
3aKIMIOYEHHUS O COOTBETCTBUU TPOU3BOJUTENS JIGKAPCTBEHHBIX CPEACTB TpPeOOBAHUSAM IPaBUI
HaJUIeKalled MPOU3BOJACTBEHHONM MPAKTUKH, BBIJAHHBIX (MPEJOCTABICHHBIX) YIOJIHOMOYEHHBIM
denepaabHBIM OPTAaHOM HCIOJHUTEIBHOW BIIACTH, B Ciydae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOTO
cpencrta ocyuiectpisiercs B Poceuiickon denepanuu;

(B pen. ®enepanbhbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) xomus JOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOJUTENS
JIEKAPCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOLIETO pa3pelleHUE IPOM3BOJCTBA JIEKAPCTBEHHOIO CPENICTBA,
U €ro IepeBoJl Ha PYCCKUM S3bIK, 3aBEPEHHBIE B YCTAHOBJIECHHOM IOPSIIKE, a TAKKe KOMHS 3aKII0OUEHUS O
COOTBETCTBUHM  TPOM3BOJUTENS  JIGKAPCTBEHHBIX CPEACTB TpeOOBaHUAM MpaBUJI  HaAJeXKallei
IPOM3BOJICTBEHHOW MPAKTUKH, BBIAAHHOTO YIIOJIHOMOYEHHBIM (pesiepaabHbIM OpraHOM HCIIOJHUTEIbHOM
BJIACTH, JTMOO KOMMUS PELICHUs YINOJIHOMOYEHHOro (eAepaJbHOro OopraHa HCIOJIHUTENbHOM BIJIACTH O
MPOBEJCHUM WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEJCTBA. Y Ka3aHHBIE JTOKYMEHTBI
MIPEICTABIAIOTCS B CIydae, €CIU IPOM3BOACTBO JIEKAPCTBEHHOIO CpEACTBA OCYLIECTBIISIETCS 3a
npenenamu Poccuiickoit @enepanuu;

(. 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3) TOKyMEHT, COIep KAl CIIeIyI0 e CBeIeHUsI O (JapMalleBTHIECKON CYOCTaHITUN:
a) HauMeHOBaHue (apMaIeBTUYECKOM CYOCTaHIINHU, €€ CTPYKTypa, 0O1IMe CBONCTBA;
0) HaMMEHOBAHKE U aJIPEC MPOU3BOIUTEIIS;

B) TCXHOJIOTHUA TPOU3BOJACTBA C OITMCAHHUEM CTaI[I/Iﬁ MMpOnU3BOACTBA U METOAOB KOHTPOJISA Ha BCEX

www.consultant.ru CrpaHuua 82 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=205524&date=04.04.2022&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=223533&date=04.04.2022&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100546&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100548&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=04.04.2022&dst=100214&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=04.04.2022&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100070&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=04.04.2022&dst=100215&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=412705&date=04.04.2022&dst=100365&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.04.2022&dst=100071&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

CTa/IUSIX TPOU3BOJICTBA,
T) OIMCaHue pa3pabOTKU Mpoliecca MPOU3BOJICTBA;

J1) ONHCaHWE KOHTPOJS KPUTHUYECKUX CTaauil IIpolecca NPOU3BOJACTBA U MPOMEXKYTOUYHOMH
MPOAYKIIUH;

€) TOKyMEHTaJIbHOE MOATBEPKICHUE (BAJIM A1) MPOIIECCOB U (MJIM ) UX OICHKA,
’K) CBOMCTBA U CTPYKTYpa JACHCTBYIOIIM X BEIICCTB;

3) XapaKTepucTHKa MpUMeceit;

1) cnenuduKanus Ha GapMareBTHIECKYIO CyOCTaHITUIO U €€ 000CHOBAHUE;

K) QHAIMTUYECKUE METOJMKH, HCIIOJNb3yeMble TIPH OCYIIECTBICHUM KOHTPOJIS KadyecTBa
(dapManeBTHUECKON CyOCTaHIIUH;

J) NOKyMEHTaJIbHOE MOATBEPKJICHUE (BaIMAAlMsl) aHATUTHUYECKMX METOAMK, MUCIOIb3YyeMbIX NMPHU
OCYIIECTBIICHUY KOHTPOJIS KauecTBa (hapMarieBTHIECKON CyOCTaHIINH;

M) pe3yabTaThl aHallM3a cepuil gapManeBTUUECKO CyOCTaHIIUM;

H) MepeueHb CTaHIAPTHHIX 00pPa3IlOB UJIH BEUIECTB, UCIOIB3YEMbIX IPH OCYIECTBICHUH KOHTPOJIS
KauecTBa;

0) ONKMCAaHUE XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MATEPHAIIOB U YKYITOPOYHBIX CPEJICTR;
1) TaHHBIE O CTAOUITBLHOCTH (PApMAIIEBTUUYECKON CYOCTaHIINH;
P) CPOK TOJTHOCTH;

4) NOKYMEHT, COJep KAl CBEJCHUS O PErUCTpallud POU3BOIUTENS JEKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO MPUMEHEHUSI B Ka4eCTBE HAJIOTOIIATENbIMKA B CTPAHE PETHCTPANy (JUIS POCCHICKUX
IOPUINYECKUX JIMI] - HICHTH(UKAIIMOHHBIH HoMmep Hanoromarensumka (MHH), mis mHOCTpaHHBIX
IOPUINYECKUX JIUI] - CTpaHa PETHCTPallii, HAUMEHOBAaHUE PETHCTPUPYIOIIETO OPTaHa, PerUCTPalliOHHbIHA
HOMEP, KOJI HAJIOTOIIATeNNbIIM KA B CTPAHE PETUCTpaIliu (MHKOPIIOPAIMH ) HJI €r0 aHaJIoT).

(. 4 BBeneH DenepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)
(vactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. 13.07.2015))

3. Jlma mnpoBeAeHUS OSKCHEPTU3bl KAadyecTBA YKAa3aHHOW B YacTH | HACTOSIIEH CTaThu
dapMareBTHUECKO CYOCTaHIIMM 3asBUTENh MPEACTaBISET B YINOJIHOMOYEHHBIN (enepanbHblii OpraH
WCIIOJIHUTEIBHOM BJIACTHU

1) 3asBiIeHHE O BKIOYCHUM B TOCYIAPCTBEHHBIM pEECTp JEKApCTBEHHBIX CPEICTB JaHHOU
(apMalLeBTHUECKON CyOCTaHIUu;

2) Komus JTOKYMEHTa, MOATBEPXAAIOLIET0 YIUIATy IOCYIapCTBEHHOW IONUIMHBI 32 BKIIOYEHUE B
rOCYJapCTBEHHBIH peecTp JIEKApCTBEHHBIX CPEACTB (apMaleBTHUECKOW CYOCTaHIMM, MPOU3BEICHHON
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

JUIs  peanu3aluu, Ju00 1O COOCTBEHHOW WHHUIIMATUBE YKa3aHHBIM JTOKyMeHT. B ciydae ero
HEIpE/ICTAaBICHNUS 3asiBUTEJIEM YIOJHOMOYEHHBIN (eAepaibHbIi OpraH HCIOJHUTENIbHON BJIACTH
npoBepsieT (JaKT yIIaThl TOCYJapCTBEHHOW MOLUIMHBI 3asBUTENIEM C MCIOJIb30BaHUEM HMHGpopManuu o0
yIjiaTe TocylIapcTBEHHOM MOLUIMHBI, coaepxalieiics B ['ocynapcTBeHHON MHGPOPMALIMOHHOM cucTeMe o
rOCYJapCTBEHHBIX U MYHHUIMNAIbHBIX IUIAaTeXaX, Ha OCHOBAaHUM IPEJCTaBICHHON 3asBUTENIEM KOMUU
JOKYMEHTA, OATBEPKAAIOIETO YIIJIAaTy rOCyAapCTBEHHON MOLUUIMHBL;

(1. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

3) TOKyMEHTHI, YKa3aHHBIC B YaCTH 2 HACTOSAIICH CTaThH;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBiieHHE O BBIIaYe paspellicHHus Ha BBO3 B Poccuiickyro ®enepanuio KOHKPETHON MapTUH
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, MPEJHA3HAYCHHOIO ISl IPOBEIEHHS YKa3aHHOU
JKCIIEPTU3BL.

(m1. 4 BBeneH @enepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

3.1. B ciydae HenpeIncTaBICHHMS C 3asiBICHUEM O BKIIOYCHUU B TOCYAAPCTBEHHBIM pPEECTp
JICKapCTBEHHBIX CPEACTB (papMalleBTHUUECKON CYyOCTaHIMHM JOKyMEHTOB, IOATBEP)KIAIOIMX YIUIATY
rOCY/IapCTBEHHOM NMOLUIMHBI U YKa3aHHBIX B IIYHKTE 2 4acTU 3 HACTOSIEH CTATBbH, & TAKKE BBIJABAEMBIX
(mpenocTaBisieMbIX) — YIOJHOMOUYEHHBIMH  (efiepalibHBIMM ~ OpraHaMH  MCIIOJHUTENBHOW  BJIAcTU
JIOKYMEHTOB (CBE/IEHUM), yKa3aHHBIX B MYHKTaX 1 U 2 yacTu 2 HACTOSILIEH CTAaThbU, YINOJHOMOYEHHBIH
(denepanbHblil OpraH HCIOJIHUTENBHOW BJACTU 3alpalliBaeT yKa3aHHbIE JOKYMEHTHl (CBEACHHS) B
MOPS/IKE MEXBEIOMCTBEHHOIO HH(POPMALIMOHHOTO B3aMMOAEH CTBHUSL.

(vactb 3.1 BBeneHa @enepasibHbIM 3ak0OHOM 0T 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabouux AHEW cO JHS MPUHATHUSA 3asBJICHHS O BKIIOUYEHUH YKa3aHHOW B 4acTH
1 nacrosmeil crathM (apManeBTHUECKOH CyOCTAaHIIMM B TOCYJapCTBEHHBIH peecTp JEKapCTBEHHBIX
CPEICTB M JIOKYMEHTOB, IMEPEUYMCIECHHBIX B YacTM | M myHKTe 2 4YacTh 3 HacTOSILIEW CTaThH,

YITOJTHOMOYCHHBIHN (he/IepalIbHbI OpTaH WCIIOJTHHUTEIIBHON BIIACTH !
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

1) TpoBOIUT IPOBEPKY MOJHOTHI U JIOCTOBEPHOCTU JIAHHBIX, COJACPKALMXCS B IPEICTaBICHHBIX
3asBUTEJIEM JIOKYMEHTaX;
(B pen. denepanpHoro 3akona ot 25.11.2013 N 317-D3)

2) mpUHHMMAET pelIeHHE O HaIpaBJIEHUU B JKCIIEPTHOE YUPEKICHHE 3aJaHusl Ha IMPOBEICHUE
AKCTIEPTU3bl KAYECTBA YKA3aHHOW B YacTH | HacTOsIIEH CTaTbu (apMaleBTHYECKOW CYOCTaHIIUU WU 00
OTKa3€ B TAKOM HAIpPaBJICHUH;

3) yBenOMIISIET B 3JEKTPOHHOW WJIM MUCBbMEHHON (popMe 3asiBUTENS O MPHUHATOM PEIEHUU WUIU B
ClIydae OTKa3a C yKa3aHMEM IIPUYUH TaKOrO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BBISBICHUS HEINOCTOBEPHOCTH CBEACHUMN, COICPXKALMXCA B IIPEICTABICHHBIX
3asBUTENIEM MaTepuajax, YIOJIHOMOUYEHHBIH (elepanbHblil OpraH UCHOJHUTENBHON BJIACTHU HAIpPaBIIET
3asBUTENIO0 3alpoc OO0 YTOYHEHUHM YKa3aHHBIX CBedeHUM. JlaHHbIA 3ampoc MoOXKeT ObITh IepenaH
YIOJIHOMOYEHHOMY IPEICTaBUTEIIO 3asABUTEIA JIMYHO IIOJ PACIMCKY, HAllpaBJIEH IO IOYTE 3aKa3HBIM
MUCHMOM WJIM MIEpeJaH B AJIEKTPOHHOU (opMe MO TeICKOMMYHUKAIIMOHHBIM KaHallaM CBsi3H. B ciydae
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

HaIpaBJIEHUs JAHHOTO 3apoca MO MOYTe 3aKa3HbIM HCbMOM OH CUHUTAETCS MOJIYYEHHBIM 110 UCTEUEHUU
IECTH THEH C 1aThl HAMPaBICHUS 3aKa3HOTO MHUChMa.
(uacts 4.1 BBeaena @exnepanbHbiM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTens 00s3aH MPEJCTaBUTh OTBET Ha 3alpoC YIMOJHOMOYEHHOTO (e/IepalbHOr0 OpraHa
WCIIOJIHUTENbHON BJIACTH B CPOK, HE MPEBBIIIAIONMN JeBsHOCTAa pabouux JHEW cO JHS MOJy4EeHHUs
JaHHoro 3ampoca. Cpok, yka3aHHBI B 4acTu 4 HAaCTOSILEH CTaTbH, NPUOCTAHABIMBAETCS CO JIHS
HaIlpaBJICHUs 3asIBUTEIIIO 3a11pOca YIIOJIHOMOUEHHOIO (e/IepabHOr0 OpraHa UCIOIHUTENbHOM BJIACTU JI0
JIHS TIOJY4eHHUsl UM OTBETa Ha JAHHBIA 3allpoC U HE YYUTHIBACTCS IPU MCUHMCICHUU CPOKA HKCIEPTU3bI
KauecTBa (hapMaleBTUYECKONH CYOCTaHLMM, HEHMCIONb3yeMONH MpH MPOM3BOACTBE JIEKAPCTBEHHBIX
IIpernaparos.

(vactb 4.2 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeEM JJs OTKa3a B HAPABJICHUU B DKCIIEPTHOE YUPEKICHHUE 3aJaHUSI HA NPOBEJICHUE
AKCIEPTU3bl KauecTBa YKa3aHHOM B yacTu 1 HacTosmeidl cratbu QapManeBTHUUECKOW CyOCTaHIIUU
SBJISIETCSL HENPEJCTABICHUE JIOKYMEHTOB, YKAa3aHHBIX B YacTH 2 HACTOSLEH CTaTbH, OTCYTCTBHUE
uH(opManuu, MOATBepXkIalOmeld (akT yIuIaThl TOCYIApPCTBEHHON IMONUIMHBI 332 BKIIOYEHHUE
(dapmareBTU4YECKONM CYOCTaHIIUM, TPOU3BEICHHOW Ui peaju3alli, B TOCYJAapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB, HEMPECTABICHHE 3asBUTEIIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKAa3aHHBIN B
yacTH 4.1 HacToAIeH CTaThH 3alPOC YIOJIHOMOYEHHOTO (eIepajIbHOr0 OpraHa MCIOIHUTEIbHOM BJIACTH
WJIM TIpeJICTaBJIeHUEe JOKYMEHTOB, HE COJIEpKalllMX UCUEPIIBIBAIOILIETO MEPEYHS HEOO XOAUMbIX CBEICHUM.
(gactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

6. B TedyeHue nATHamUAaTH pabOYUX JOHEW €O JHSA MOJYYEHUS PELIEHUs YIOJIHOMOYEHHOIO
(e repaTbHOTO OpraHa WCITOJTHUTEIBHON BJIACTH O HAIIPaBJICHWH B SKCIEPTHOE YIPEKICHHUE 3aaHMs Ha
MPOBECHUE OSKCIEPTH3bl KAauecTBA YyKA3aHHOW B dYacTW | Hacrosmeld craTe (apMarieBTUUecKon
CY6CTaHI_[I/II/I 3asABUTCIIb HpeIICTaBJISIeT B BKCHepTHOe yqpen(;[eHI/Ie JUIA HpOBG[[GHI/ISI I[aHHOf/'I 3KCH€pTH3BI
00pasipl (hapMareBTHIECKON CyOCTaHIIMU B KOJIMYECTBE, HEOOXOAMMOM JUTsl BOCIIPOU3BEICHHUSI METOIOB
KOHTPOJII KadecTBa. ODKCIEPTHOE YIPEXKACHHE MPU TMOMYy4eHHH OOpa3lloB YKazaHHOW B dacTu |
HACTOSIIEH cTaThb (PapMalleBTHUECKOM CyOCTAaHIIMW BBIJAET 3asBUTENIO JOKYMEHT, MOATBEPIKIA0 i
MOJIydCHUE 3THX OOpa3loB, M B CPOK, HE MPEBBIIAMIMHA TpeX padOYMX JTHEH, YBEIOMIISCT B
ANIEKTPOHHOW WJM MUCbMEHHON QopmMe 00 95TOM YIOIHOMOYEHHBIH (QeAepalbHbIl  OpraH

W CITOJTHUTEIBHON BJIACTH. DTH CPOKU HE BKIIOYAOTCS B CPOK ITPOBEIACHUS TAHHOM 3KCIIEPTH3HI.
(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

7. JIOKyMEHTBI, IOCTYIIUBIIME B DKCIIEPTHOE YUPEKICHUE I IIPOBEACHUS JKCIEPTU3bI KAUeCTBA
yKazaHHOM B vacTu | HacrosimeWd craThbd (apMaleBTHUYECKOM CyOCTaHIIMHU, MOAJIeKAaT BO3BpaTy B
YIOJHOMOYEHHBIN (enepanbHblil OpraH UCIOJHUTEIbHON BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU IO
pe3ynbraraM MpOBEICHHON dKCIIEPTU3BI.

8. B cpok, He MpEeBBHIMAIIMN TATH PadOYUX AHEH CO IHS MOJYyYCHHUS 3aKITIOYCHHU I KOMHCCUU
JKCIIEPTOB IO pe3ynbTraTaM »dKCIEPTH3bl KadecTBa YKa3aHHOW B 4acTM | HacTosIEd CTaTbu
(apManeBTHUECKON CyOCTaHIINH, YIIOJTHOMOYCHHBIH (peiepalbHbIi OpraH WCIOJIHUTEIBHON BIIACTH

1) OoCyIIECTBISET OLIEHKY TAKOTO 3aKIIOUEHUS JJIsl OMPENEICHUS €r0 COOTBETCTBUS 3aJaHUI0 Ha
MPOBEJICHUE TAHHOM YKCIIEPTHU3bI;

2) IpyHUMAaET pelieHNe O BKIIOYEHUH YKa3aHHOM B yacTu | HacTosIlel cTaThbi (papMalieBTUUECKON

www.consultant.ru CrpaHuua 85 u3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=04.04.2022&dst=101109&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=04.04.2022&dst=101111&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=412738&date=04.04.2022&dst=11571&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100579&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100581&field=134

depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

CyOCTaHIIUM B TOCYJApCTBEHHBIA PEeCTp JEKAPCTBEHHBIX CPEJICTB WJIM pelleHHe 00 OTKa3e B TaKOM
BKIIOUCHMU;

3) BHOCHT NpU HPUHATUM DPELIEHMs O BKIOYEHHUM YKa3aHHOW B 4YacTH | HacTosIued craTbu
(dapmanieBTHUECKOH ~ CyOCTaHIMM B TOCYIApCTBEHHBI  peecTp  JIGKApCTBEHHBIX  CPEJICTB
MPEIYCMOTPEHHYIO YacThio 2 cTaThi 33 Hactosimero denepaibHOr0 3aK0HAa HHPOPMAIIUIO U YBEIOMIISIET
00 3TOM B 3JIEKTPOHHOW UM MMCbMEHHOW (hopMe 3asiBUTEIS.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 27.12.2019 N 462-D3)

9. OcHoBaHueM Uil OTKa3a BO BKIOYEHWM YKA3aHHOM B 4YacTW | HacTodAlled CTaTbu
dapMareBTHUeCKOi CYOCTaHIIMM B TOCYIApCTBEHHBIM pEecTp JEKapCTBEHHBIX CPEJICTB SIBJISETCS
3aKITFOYEHHE COOTBETCTBYIOIETO YIIOJTHOMOYEHHOTO (pe/iepalbHOTO OpraHa MCIOJHUTEIHLHON BJIACTH O
TOM, YTO Ka4ecTBO (hapMaIrieBTHYECKON CYOCTaHIIMHU HE MOATBEPKICHO MOJTyICHHBIMU JIAHHBIMHU.

(uactp 9 BBegena PenepanbHbiM 3akoHOM 0T 22.10.2014 N 313-D3; B pen. deaepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He momyckaercs BKIIOYEHHE B TOCYIApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB OJHOMN
(dapMareBTHIeCKO CyOCTaHIIMM, MPOU3BEACHHON IS pealn3allid U BBITYCKAEMON OJHHUM M TEM XKe
MPOU3BOIUTENIEM, B BUJIC IBYX U 00JIE€ PEECTPOBBIX 3aIMUCEH.

(vactp 10 BBenena denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

11. BHecenne n3MeHEHU B IOKYMEHTHI Ha (JapMalleBTHYECKYIO CYOCTAHIINIO, T POU3BEACHHYIO JIIs
peanu3alii U BKIIOUYEHHYIO B TOCYIAPCTBEHHBIN PEecTp JEKApCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCS B
nopsiake, yctaHoBieHHOM crathsiMu 30 u 31 Hacrosmero ®enepalbHOrO 3aKOHa, C YIIJIATON
roCyIapCTBEHHOW MONUIMHBI, IPETYCMOTPEHHOM 3aKOHOAATENIbCTBOM Poccuiickonn denepariuu o Hajmorax
u cOopax.

(gactp 11 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercst oOpaieHre gapMareBTHISCKIX CYOCTaHIIUM, TPON3BEICHHBIX JIJISl peaT3aliuu, B
TEYCHHE CTa BOCBMHUJIECATU JHEH 10 W TOCNe MPUHSATHS YIOJIHOMOYEHHBIM (elepaibHbIM OpraHOM
WCIIOJTHUTEIbHON BJIACTH PEIICHWS O BHECEHWM W3MEHEHHH B JOKYMEHTHl Ha (HapMaleBTHYECKYIO
CyOCTaHIIMIO, TPOM3BEIACHHYIO JIIs peallu3allil W BKIIOYCHHYIO B TOCYJApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

(vactp 12 BBenena denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

13. Pemenwe 00 WCKIIOYCHUH W3 TOCYIAPCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEACTB
dapManeBTHUeCKOi CyOCTaHIIMM, MPOU3BEACHHOW UIsl peanu3aluy, MPUHUMAETCS YIOJIHOMOYEHHBIM
(e iepabHBIM OPTaHOM M CITOJIHUTENBHOM BJIACTH B CIIydae:

1) npeacTaBieHHs COOTBETCTBYIOIIIMM YIOJIHOMOUYEHHBIM (eiepalibHIM OPTaHOM U CITOJIHUTENbH Oi
BIIACTH 3aKIIOUEHUSI O PUCKe WMIU 00 Yyrpo3e *U3HHU WM 3I0POBBIO YEOBEKAa MO0 KUBOTHOTO IMPHU
M CII0JIb30BAHUH JIEKAPCTBEHHOI'O CPE/ICTBA;

2) momayn pa3pabOTUMKOM JIEKAPCTBEHHOIO CpPEIACTBA MM IPOU3BOAUTEIEM JIEKAPCTBEHHOIO
cpeacTBa JUOO YMOJTHOMOYEHHBIM MMM JIPYTHUM IOPHAMYECKUM JIMIIOM 3asBIICHUS] 00 HMCKIIOYCHHHU U3
TOCYIapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB (papMalieBTUUECKON CYOCTAHIIMU, TTPOU3BEICHHON
JUISL peau3alui;
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

3) oTcyrcTBUS (papMaIeBTUUECKON CYOCTaHIIUU, TIPOU3BEIACHHOMN IS peaan3aluu, B oOpallieHu! B
Poccuiickoii deneparinu B TeueHHE TpexX U OoJiee JeT.
(vacth 13 BBeneHa DeaepaabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpatuna cuny c 1 nrona 2015 ropa. - ®eaepanbHbin 3akoH oT 22.12.2014
N 429-P3.

Ctatba 36. OOGxanoBaHuMe peweHUss o6 oOTKase B Bbla4ve paspelleHUst Ha
npoBeAdeHMe KIMHUYECKOro uccnefoBaHMA NEKapCTBEHHOro npenapara, pelieHuss ob
OoTKase B roCyAapCTBEHHOM perucrpaumum JneKapCcTBEeHHOro npenapara, 3aKi4eHus
KOMMUCCUM IKCNEePTOB IKCNEPTHOro yYpeXxxaeHUsi Unu 3aknyeHUs coBeTa No aTuke

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

Pemenne cOOTBETCTBYIOIIETO YHMOJIHOMOYEHHOIO (hefiepalbHOr0 OpraHa MCIOJHHUTEIbHON BJIACTU
00 OTKa3e B BbIJaue pas3pelleHUss Ha MPOBEACHHE KINHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
mpenapara, pelleHHe YKa3aHHOro (he/lepaJbHOr0 OpTaHa WCIHOJIHHUTENbHOW BJIACTM 00 OTKase B
rOCYJIapCTBEHHON perucTpaluy JIEKapCTBEHHOIO IpernapaTa, 3aKIl0YeHHE KOMHMCCHUU 3KCIEpTOB
HKCIIEPTHOTO YUPEXKIEHUS WIM 3aKII0UYEHHE COBETa IO 3THUKE MOXKET OBITh 00XKaJOBAHO B IMOPSJIKE,
YCTAaHOBJIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoil ®enepanuu. 3akIl04eHHE KOMHMCCHM SKCIEPTOB
HKCIIEPTHOIO YUPEXKJIEHHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IpPENapaTtoB Uil MEIULMHCKOTO
MMPpUMCHCHU A b0 o TOM, 4YTO JIeKapCTBeHHBIﬁ npemaapar ajil MCAULHUHCKOIO NPUMCHCHUS HE ABJISICTCA
B3aMMO3aMEHSAEMbIM, MOXET OBITh O0XKaJIOBAaHO Jep)KAaTEIeM WJIM BIAJCIBIEM PErucTPaiOHHOTO
YAOCTOBEPEHHU S JIEKAPCTBEHHOI'O Iperapara B YIOJIHOMOUYEHHBIH (efepaabHblii OpraH UCIOIHUTEIbHOM
BJIACTH, KOTOPBIM MPUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW >KaJloObl MOJBEIOMCTBEHHbBIE €My HaydHbIE
OpraHu3anuu M 00pa30BaTe/bHbIE OpPraHMU3alMM  BBICHIETO  O00pa30BaHUs, OCYILIECTBIISIOLIME
JIeSITeNIbHOCTh B cepe oOpallieHHs] JIEKAPCTBEHHBIX CPEJCTB. 3aKIOYEHHE KOMMCCHUU SKCIEPTOB
HKCIIEPTHOTO  YUPESXKACHUs, O(OPMIIEHHOE 10 HTOraM IIepecMOTpa OO0KaJOBAaHHOTO 3aKIIOYCHUS
JKCIIEPTA, MOXKET OBbITh OCIIOPEHO JepXKATENeM MJIM BIIAJEIbIEM PErUCTPALlMOHHOIO YA0CTOBEpEHUs
JIEKapCTBEHHOIO Ipernapara JU0O YIOJIHOMOYEHHBIM MMH JIMIIOM B TOPS/KE, YCTaHOBJICHHOM
3akoHO/aTenbCcTBOM Poccuiickoit  ®enepannu. Ilpm o0xanoBaHWM pemieHUs  YIIOJTHOMOYEHHOTO
(eiepaIbHOTO0 OpraHa HCHOJHUTENBHOM BIACTH, 3aKIIOYEHUsI HKCIIEPTa WM KOMHMCCHUM SKCIIEPTOB
HKCIIEPTHOIO YUPEXKJICHMS, 3aKIIOUCHHUSI COBETA 110 3TUKE JAeprKaTeib WM BiaJelel] PerucTpalOHHOIO
YAOCTOBEPEHHUsI JIEKAPCTBEHHOI'O IIpenapara JMO0O YIOIHOMOUYEHHOE MMM JIMIO BIIpaBE NPEACTaBUTH
pe3yabTaThl KCIEPTU3bl JIEKAPCTBEHHOIO IIperapara, MPOTOKOJIbI IMOJIYYEHHBIX aKKPEIUTOBAaHHBIMU
UCIBITaTeIbHBIMU JTa0OpaTOpUsiMU (LIEHTPaMH ) pe3yJIbTaTOB HCCIeIOBaHHU M, UCIIBITAHU .
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmauusa, cBfAszaHHasAs C OCYLECTBNIEHUEM rocyaapCTBEHHOMN
peructTpaumMm rneKkapCcTBEHHbIX MpenapaTtoB, WH¢opMaumMas O 3aperncTpupoBaHHbIX
fleKapCTBEHHbIX Mpenapatax W JleKapCTBeHHbIX fMpenaparax, MWCKMYEeHHbIX U3
rocyaapcTBeHHOro peecTpa fiekapCTBeHHbIX CpeacTB

1. CoOTBETCTBYIOIIMI YIOJTHOMOUYEHHBIH (peiepasibHbIi OpraH UCIOJHUTENBHOM BIACTH pa3MelaeT
Ha cBoeM o¢uuuagbHOM caiite B cetu "HHTepHeT" MHGpOpPMAIMIO, CBSI3aHHYIO C OCYILECTBICHHUEM
rOCY/JapCTBEHHON pPErucTpaluu JEeKapCTBEHHBIX MpPEnapaToB, B TOM YMCJIE MPOBEIECHUEM 3KCIEPTU3bI
JIEKapCTBEHHBIX CPE/ICTB (BKIIOUAs pe3yabTaThl €€ MPOBEACHHs), HH(POPMALIMIO O 3apETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX IpernapaTax M JIEKAPCTBEHHBIX IperapaTax, HCKIIOYEHHBIX W3 TOCYIapCTBEHHOIO
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az%e%i”;gb&ffgfgm 12.04.2010 N 61-03 [okyMeHT npepocTtasneH KoHcynsraHTlnwoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

peecTpa JICKAPCTBCHHBIX CPCACTB, HC IMO3JHCC YCM UYCPC3 IIATh pa60q1/1x JHEeH co OHS MMOJIYYCHHU A

VITOJTHOMOYCHHBIM (he/IepaibHBIM OPTaHOM HCIIOJTHUTEIBHOW BIACTH COOTBETCTBYIOIICH HH (POPMAITHH.
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpPSIOK pa3MEIleHMs] YKa3aHHOW B dYacTH | Hacrosmed cTatbu HHGOpMAIMU
YCTaHABJIUBAIOTCS YIIOJTHOMOYEHHBIM (he/iepaibHbIM OpPraHOM HCHOJHHUTENbHOM BiacTu. MHQopmarus,
yKa3aHHas B 4acTH | HacTosle cTaTbu, SBJSIETCS OTKPHITOM M OOLIEIOCTYMHONW M IPENOCTaBIIAETCS

3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUU € 3aKOHOAATENILCTBOM Poccuiickonn denepanuu.
(B pen. @enepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

Mnasa 7. KIMHWYECKUE UCCIIEAOBAHUA NNIEKAPCTBEHHbIX
NMPENAPATOB AnA MEOUUMHCKOIO NPUMEHEHUA, 0OITOBOP
Ob UX MPOBEOEHUW, MPABA NMALUUEHTOB, YYHACTBYHIOLLNX
B 3TUX UCCIIEAOBAHUAX

Crtatba 38. KnuHu4yeckue wuccnenoBaHMsA JeKapCTBEHHbIX nNpenapaTtoB AnNA
MeAMLUHCKOro NnpuMeHeHus

1. KnuHuueckue wmccieAoBaHus JIEKAPCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOTO MPUMEHEHUs, B
TOM YHUCJIe MEXITYHAPOIHBIC MHOTOIICHTPOBBIE, MHOTOIICHTPOBBIC, ITOCTPETHUCTPAIIMOHHBIC, TPOBOISATC SI B
OJTHOW MJIM HECKOJBKAX MEIUIMHCKUX OPTaHU3allMSIX B COOTBETCTBHHM C IpPABUJIAMH HaJJIeKaIleH
KIMHUYECKON MPAKTHKH, YTBEPKICHHBIMH YIOJHOMOUYEHHBIM (peiepalbHbIM OPTaHOM HCIOJTHUTEILHON
BJIACTH, COOTBETCTBEHHO B CIICAYIOLIM X [EIISIX:
(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

1) yctaHOBNIEeHNE OE30IACHOCTH JIEKAPCTBEHHBIX MPEMapaToB JUIS 310POBBIX T00POBOIIBIEB U (UIH)
MEPEHOCHMOCTH UX 3J0POBBIMHU JOOPOBOJIBIIAMH, 32 HCKITIOYCHUEM TaKUX MCCIECAOBAHU JICKapCTBEHHBIX
npenapaToB, IPOM3BEICHHBIX 3a pezenaMu Poccuiickoit denepannu;

2) moadop ONTUMANIBHBIX JI03UPOBOK JIEKAPCTBEHHOIO Mpernapara u Kypca JIedeHusl AJi MalueHTOB
C OmpeleseHHBbIM 3a00JIeBaHUEM, ONTHUMAIBHBIX 703 M CXEM BaKIMHAIUM HWMMYHOOHOJOTHYECKUMU
JIEKapCTBEHHBIMU TIpenapaTaMu 3J0POBBIX T00POBOIIBIIEB;

3) ycraHOBJIEHHE OE30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara u ero 3(h(GeKTUBHOCTH JIs TAIMEHTOB
C ompeAencHHbIM 3a0oiieBaHuEeM, MNPOPUIAKTUUECKOH HS(PPEKTUBHOCTH HUMMYHOOHMOIOTHYECKU X
JIEKapCTBEHHBIX NPENapaToB IS 3710POBBIX JOOPOBOJIBIICB;

4) u3ydeHre BO3MOKHOCTH PACHIMPEHUS MOKA3aHUU U1 METULMHCKOTO MPUMEHEHUS U BBISBICHUS
paHee HEM3BECTHBIX TOOOYHBIX M CTBUI 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX MTPENapaToB.

2. B oTHOIIEHUY BOCITPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO TPUMEHECHUS
MPOBOJATCS HCCIEAOBAHHUS OMOSKBUBAJCHTHOCTH W (MJIM) TEpaneBTHUYECKOM DSKBUBAJIEHTHOCTH B

NnopsaKe, YCTAaHOBJICHHOM YITOJTHOMOYCHHBIM Q)enepaanblM Opranom WCHOJIHUTEILHOM BJIACTH.

3. OpraHu3anuio HPOBEICHUS KIMHUYECKUX HCCIEN0BAaHUN JIEKAPCTBEHHOIO Ipenaparta s
MEIMLUHCKOIO IPUMEHEHHS BIIPABE OCYILECTBIIATD:

1) pa3paboT4HK JIeKap CTBEHHOTO Mperapara Wil yIoJIHOMOYEHHOE UM JIMIIO;
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2) 06p8.30BaTCJIBHBIe OpraHu3alvu BBICHICTO O6pa30BaHI/I}I, OpraHu3alvu  JOMOJIHUTCIILHOTO

npodecCuoHaTLHOTO 00pa30BaHus;
(. 2 B pen. @enepanbHoro 3akoHa oT 02.07.2013 N 185-D3)

3) Hay4HO-HUCCNEA0BATENbCKUE OPTaHU3aAIUH.

4. Knaunuyeckue HCCIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara Ui MEAUIIMHCKOTO MPUMEHEHUS
MIPOBOJIATCS. HA OCHOBAHUM DPa3peIIeHHs Ha MPOBEACHNUE KIMHUYECKOTO MCCIIEOBAHUs JIEKAPCTBEHHOTO
mpernapara, BBIJAHHOTO YIIOJHOMOYEHHBIM (peepaibHBIM  OpPraHOM — HCIIOJIHUTEIBHOH  BIJIACTH.
YnonHOMOUYEHHBIN (eaepatbHbIil OpraH WCIIOJHUTEIIBHON BJIACTH BEIIET PEECTP BBIIAHHBIX pa3pelleHui
Ha IPOBEJCHUE KIIMHUYECKUX MCCIIEIOBAHUI JIEKAPCTBEHHOTO Ipernapara, CoAepKalMidi yKa3aHue Ha UX

1eJb WJIH 11, B YCTAHOBJIEHHOM 3TUM OPTaHOM ITOPSIIKE.
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. ¥Yrparun cuny c¢ 1 utons 2015 roga. - @enepanbubiil 3akoH oT 22.12.2014 N 429-03.

6. K opranmsammu npoBeiaeHUs KIMHUYECKMX HCCIEAOBAaHUM JIEKAPCTBEHHOIO IIperapara Juist
MEIMLHUHCKOTO TPUMEHEHHUS] pa3pabOTYMKOM JIEKAPCTBEHHOIO Ipernapara MOTYT IPHUBJIEKATHCS
IOpUIMYECKUE JMIa JII00OH OpraHM3allMOHHO-TIPAaBOBOM (OPMBI TPU  YCIOBHUU  OOECIICUCHHUS
COOTBETCTBHSI TUX UCCIIEOBAaHUI TpeOoBaHNAM HacTosero denepalbHOro 3aKoHa.

7. KimHuYecKue HCCIENOBaHMUS JIEKAPCTBEHHBIX IIPENapaToB A MEIUIMHCKOIO NPUMEHEHUS
MPOBOAATCS B MEIUIMHCKHX OpPraHU3aLHUsX, AaKKPEIUTOBAHHBIX YIIOJHOMOUYEHHBIM (e/iepalbHbIM
OpPraHOM HCHOJIHUTENBHOM BJACTH B TMOpsAAKe, ycTaHOBIEHHOM IIpaBurensctBOoM Poccuiickoi
denepanuu.

8. [IlepeueHb MEOUIIMHCKUX OpPTaHU3AIUM, WMEIONMX TMPABO MPOBOJIUTHh KIMHUYECKHE
HCCIIeOBaHUs JIGKAPCTBEHHBIX TpPEnapaToB Il MEAWIIMHCKOTO TPUMEHEHHsS, U PEeCTp BBIJAHHBIX
paspellieHuii  Ha  TOPOBEJACHUE  KIMHUYECKUX  HUCCIEAOBAaHUM  JICKAPCTBEHHBIX  IPENapaToB
ONMYOJTMKOBBIBAIOTCS WM PA3MEIIAIOTCS  YIIOJHOMOYCHHBIM (befiepalbHBIM OpPTAaHOM HCITOTHUTEIIBHOU
BJIACTH B YCTAHOBJICHHOM UM IOPSJIKE HA CBOEM O(UIIMaIbHOM caiite B cetu "MHTepHeT".

CtaTtbsa 39. PewweHne o0 npoBeAeHNM KITMHUYECKOro UCCrieOBaHUA NEeKapCTBEHHOro
npenapara ana MeauLUHCKOro NnpuMeHeHus
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D03)

1. KinHu4eckoe HCCIENOBAHME JIEKAPCTBEHHOIO IIpemnapara i MEAUIMHCKOTO IPUMEHEHUs
MIPOBOJUTCS HA OCHOBAHUU PA3pEILUCHUS HA IPOBEACHUE KIMHUYECKOIO MCCIIECIOBAHUS JIEKAPCTBEHHOIO
npenapara, BBIJAHHOTO YIIOJHOMOYEHHBIM (QelepabHbIM OPraHOM HCIOJHUTENBHON BJACTU IO
pe3yabTaTaM 3KCIEpTHU3bl JOKYMEHTOB, HEOOXOIUMBIX JJISi TMOJYYeHHs pa3pellleHus Ha IpOoBeJIeHHUe
KIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOTIO IIpenapara U dTHYECKON SKCIIEPTU3HI.

2. Jlns momydeHUs pa3pelleHMs] Ha MPOBEICHHE KIMHMYECKOTO HCCIEI0BAaHUsS JIEKApCTBEHHOIO
npernapara Jjsi MeIMLIMHCKOTO TPUMEHEH U 3asiBUTENb IPEACTABIISIET B YIIOJIHOMOYEHHBIN (e/1epabHbIiHi
OpraH UCIIOJHUTEIbHONW BJIACTU:

1) 3a4BJICHHUEC O BBIAAYC pa3pCIICHUA HA ITPOBCACHN € KIIMHUYCCKOTO UCCIICAOBAaHUA JICKAPCTBEHHOI'O
npenapara ajit MCIUIUHCKOTO TPUMCHCHH A,
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2) KONUHU JOKYMEHTOB, MOATBEPKAAIOLUMX YIJIATy TOCYIApCTBEHHOM IONUIMHBI 3a MPOBEICHUE
ATUYECKOM SKCHEepTU3bl, SKCIEPTH3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM mpernapar [uid IOJy4eHUs
paspellleHUuss Ha IMPOBEJCHHME KIMHUYECKOTO HCCIENI0BAaHUs JICKAPCTBEHHOIO IpernapaTra Ajs
MEAUIIMHCKOTO TPUMEHEHNUs, 3a BbIJAady pa3pellieHUs Ha NPOBEICHHE KIMHMYECKOTO MCCIEIOBAHMS
JIEKApCTBEHHOTO Ipenapara Al MEAUIIMHCKOTO MPUMEHEHUS, 332 IPOBEICHUE IKCIIEPTU3bI JOKYMEHTOB
Ha JICKAPCTBEHHBIH IMpemapar sl IOJY4eHHUs pa3pellleHUus Ha MPOBEACHHUE MEXAyHapOAHOIO
MHOTOLIEHTPOBOI'O KJIMHUYECKOIO HCCIENOBAaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEIULMHCKOIO
NpUMEHEHHS, 3a BblJauy pa3pelieHUs] Ha MPOBEJCHUE MEXKIYHAPOJIHOTO MHOIOIIEHTPOBOIO
KIMHUYECKOTO HCCIIEI0BAaHUsl JIEKAPCTBEHHOI'O IIpernapara s MEIULUHCKOIO INpUMEHEHUus, 3a
IIPOBEICHUE STUUYECKOM HKCIEPTU3bl, IKCIIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIN Ipenapar ais
MOJIyYEHUsI pa3pelleHuss Ha MPOBEIEHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIEI0BAHUS
JIEKAPCTBEHHOI'O IMpernapara JUlsi MEAUIIMHCKOIO MPUMEHEHUS, 3a BblAAUy pa3pelicHUs Ha IPOBEIECHUE
MOCTPErUCTPALIMOHHOTO KIMHMYECKOTO MCCIIEI0BAaHUs JIEKApCTBEHHOIO Ipernapara A MeIULMHCKOIo
MIPUMEH EHHUS;

(B pen. denepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) IMPOTOKOJI KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O Ipcrapara I MCEAUIHUHCKOIO
IMPUMCHCHU A,

4) OpouroOpy MUCCIEeIOBATENIS;
5) uH(popMaMOHHBIN JIMCTOK MMALIUEHTA,

6) CBCACHMH 00 oImbITE pa6OTLI HCCHG,HOBaTeJIeﬁ MO0 COOTBCTCTBYHOIIIMM CIICHUAIIBHOCTAM MU HUX
OIIBITC pa6OTI)I IO MPOBCACHH IO KITMHUYCCKUX I/ICCJIC,Z[OBaHI/If/'I;

7) cBeAGHWA O MEIUIIMHCKUX OpraHu3alusaX, B KOTOPBIX TIPEAINOJaraeTcsi MpPOBEICHUE
KIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOTO Tperapara s MEIUIMHCKOTO MpUMEHeHUs (IOJHOoe U
COKpaIllcHHOS HAMMCHOBAHHS, OPTaHHU3AIMOHHO-TIpaBoBast (OpMa, MECTO HAXOXKICHUSI H MECTO
OCYIIECTBJICHUS ACITEILHOCTH, Telae(oH, Tenedake, aapec MEKTPOHHOW MOYTHl KKIO0W METUIIHHCKON
OpraHu3alluun);

8) cBemeHHsT O TMPEANOJIATAeMBIX CpPOKax IMPOBEACHHUS  KIMHUYECKOTO  MCCIICOBAHUS
JIEKApCTBEHHOTO MperapaTa JUisi MeAUIIUHCKOTO TPUMEHEH U

9) kom0 IOroBOpa O0S3aTENIFHOTO CTPAXOBAHMS, 3aKIIOYEHHOTO B COOTBETCTBHUM C TUITOBBIMU
npaBujiaMd  00S3aTENIbHOTO CTPAaXxOBaHMs, C YKa3aHUEM MPEEIIbHONM UHCICHHOCTH MAal[MeHTOB,
YYaCTBYIOLIMX B KIMHUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOIO Mpemnapara Uil MEAUIMHCKOrO
MPUMEHEHHUS;

10) nadopmaiuio o coctaBe JEKapcTBEHHOTO Mpenapara Jjs MEIUIIUHCKOTO TPUMEHEHUS;

11) 1OKyMEHT, COCTaBJIEHHBIM MPOM3BOJAUTENEM JIEKAPCTBEHHOIO Mpemnapara Jyisi MEIUIIUHCKOTrO
MPUMEHEHHUSI M COJCpKalMi TIOKa3aTesin (XapaKTepUCTUKU), a TakKe CBEICHUS O JIEKapCTBEHHOM
npemnapare Uil MEAUIMHCKOTO MPUMEHEHHS, MPOU3BEACHHOM I NPOBEACHUS KIMHUYECKUX
HCCIIEAOBAHMIA;

12) cBeneHust 0 JaTe MPEIOCTABJICHUS U PETUCTPAIMOHHOM HOMEpE JMLEH3UU Ha IPOU3BOJICTBO
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JIEKapCTBEHHBIX CPEJCTB B Cllydae, €CIU MPOU3BOJCTBO JIEKAPCTBEHHOIO IMperapara OCyIIEeCTBIISIETCS B
Poccuiickoii ®enepanmu, WM CBEACHUS O JaTe€ MPEIOCTABJICHUS MU PETHUCTPAlHOHHOM HOMEpE
3aKIIOUYEHHUS O COOTBETCTBHHM IPOM3BOJUTENS JICKAPCTBEHHOIO TIpenapara TpeOOBaHUSAM MPaBUII
HaJUIeKalleld MPOU3BOJACTBEHHON NPAKTUKU, MPEIOCTaBIEHHOIO YIMOJHOMOYEHHBIM OPraHOM CTpaHbl
MIPOU3BOAUTEIS JIEKAPCTBEHHOTO Ipernapara.

(B pen. ®enepanbabix 3aK0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1. B cinydyae HenpeacTaBI€HUs C 3asABJICHUEM O BbIJade pa3pelleHUus Ha IPOBEIACHHUE
KIMHUYECKOTO MCCIIEI0BaHUs JIEKAPCTBEHHOIO Ipernapara Al MEJUIUHCKOTO IPUMEHEHHUs] JOKYMEHTOB
(cBeneHMit), MOATBEPKAAOLUMX YIIJIATy TOCYIapCTBEHHOW MOUUIMHBI U YKa3aHHBIX B IyHKTE 2 yacTu 2
HACTOSIIIEM CTaThbU, a TAKKE BBIAABAEMBIX (MPEAOCTABISAEMbIX) YIOJHOMOUYEHHBIMHU (enepaibHbIMU
OpraHaMy HCIIOJHUTENIBbHOW BIJIACTH JOKYMEHTOB (CBEAEHMIl), yKa3aHHbIX B MNyHKkTe 12 wyactu 2
HACTOSILEH CTaThbU, YHMOJHOMOYEHHBIH (efepasbHblii OpraH HCIOJHHUTEIbHOW BJIACTH 3alpaliMBacT
yKa3aHHbIE  JOKYMEHTHl  (CBEeIEHHS) B  TOpSAKE  MEXKBEIOMCTBEHHOTO  MH(POPMALMOHHOTO
B3aUMOJEHCTBUSL.

(vactb 2.1 BBeneHa @enepaiibHbIM 3ak0OHOM 0T 27.12.2019 N 478-D3)

3. B cpok, HE MpEeBHIIAIONMHN MSITH padounX THEH cO JHS MPUHATHS YKa3aHHOTO B MyHKTE | 4acTu
2 HACTOAIIEH CTaTbU 3asBJICHHUS M HEOOXOAMMBIX TOKYMEHTOB, YIIOJIHOMOYEHHBIN (peiepabHbIi opraH
UCIIOJIHUTEIbHOM BJIACTH

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEICHUM, COJAEPKAIWM XCSA B MPEICTABICHHBIX
3aBUTEJIEM JIOKYMEHTAX;

2) NIpUHUMAET pEIICHUE O MPOBEICHUM HKCIIEPTU3bI JOKYMEHTOB JJISl NOJIydEHUs paspellieHus Ha
MIPOBEJICHUE KIMHUYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO Ipenapara Juisi MEAUIIHHCKOTO IPUMEHEHU S
M 3TUYECKOM 3KCIEPTU3bI UITH 00 OTKa3e B MPOBEJCHUH YKa3aHHBIX IKCIIEPTHU3;

3) yBemomisieT B JJEKTPOHHOW (GopMe MM Ha OyMaKHOM HOCHTENE 3asSBUTENS O MPUHSITOM
peleHny Tu00 B caydae MPUHATUS pelieHus 00 OTKa3e TakkKe ¢ yKa3aHHeM MPUYNH TaKoro OTKa3a;

4) moAroTaBJMBAET W HANpPABISIET B JKCIEPTHOE YYPEXKIEHUE M COBET IO ITHUKE 3aJaHUE Ha
IIPOBE/IEHUE COOTBETCTBYIOLM X KCIIEPTHU3.

4. B cny4yae BBISBICHUS HEMOJHOTH U (MJIM) HEAOCTOBEPHOCTH HHGOPMAIIUH, COACPIKAIICHCS B
NPEJICTaBICHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJIHOMOYECHHBINH (erepaibHbIlii OpraH HCIOIHUTEIbHOMN
BJIACTU HAIPABJISET 3asBUTEIIO 3alIPOC 00 YTOUHEHUHU yKa3aHHOW MHpopManuu. JJaHHBIA 3ampoc MOKET
OBITh TIepellaH YIOJTHOMOYEHHOMY MPEACTaBUTENI0 3asABUTENSl JHUYHO TOJ PACMIMCKy, HalpaBJeH IO
MOYTE 3aKa3HBIM MHCHMOM HJIM TEpelaH B 3JEKTPOHHOH (opMe MO TeIeKOMMYHUKAITMOHHBIM KaHajlaM
cBs3U. B ciyuae HampaBJeHUs JaHHOTO 3alpoca IO TOYTe 3aKa3HbIM IHCbMOM OH CYHTAaeTCs
MOJIyYEHHBIM 1O MCTEUEHUU IIeCTH JHEW C JaThl HapaBJICHHS 3aKa3HOTO MHCHbMa. 3asBUTENh O0s3aH
MPEACTaBUTh OTBET Ha 3alpOC YIOJHOMOUYEHHOTO (perepaqbHOr0 OpraHa HMCIOJTHUTEIBRHON BJIACTH B
CPOK, HE MPEBBITAI N ACBIHOCTA padOUnX AHEH co AHS ero mojydeHus. Cpok, yKa3aHHBIM B 4acTH 3
HACTOSIIEW CTaThH, IPUOCTAHABJIMBAETCA CO JIHS HANpPaBJICHUS 3asBUTENIO 3aIpOoca YIMOJIHOMOYEHHOIO
(deaepaabHOTO OpraHa UCIOJHUTEIBHOM BJIACTH /IO JIHS MOJTYYEHHSI UM COOTBETCTBYIOIIETO OTBETA U HE
VUUTBHIBACTCS TMPU HUCYHCICHHUU CpOKa TMPUHATHS YIOJHOMOYEHHBIM (eliepaibHbIM OpPraHOM
UCIIOJIHUTEIBbHOM BIIACTU PELICHUS O IIPOBEACHUU 3KCIIEPTU3bI JOKYMEHTOB IS IOJy4EHUs PA3PEILCHUS
Ha TMpPOBEJICHUE KIMHUYECKOTO HCCIIEOBAaHUs JIEKAPCTBEHHOIO Mperapara s MEIUIMHCKOro
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MNPpUMCHCHU 4.

5. OcHOBaHWEM [Tl OTKa3a B MPOBEICHUHN IKCIICPTU3BI JOKYMEHTOB JUTS IIOJYYICHHS pa3pelicHUS
Ha TIPOBEJCHWE KIMHUYECKOTO WCCIEIOBAHUS JICKAPCTBEHHOTO TIperapara Uil MEAUIMHCKOTO
IPUMEHEHUS. M DTUYECKOM DKCIIEPTU3Bl SBJISIETCS IPEACTABICHUE [TOKYMEHTOB, IIPEIyCMOTPEHHBIX
JacThIO 2 HaCTOSIHIeﬁ CTaTbH, B HECIIOJIHOM 06’I)GM€, HCTIPCACTABJICHHUC 3asABUTCIICM B YCTaHOBJ'ICHHI)Iﬁ
CPOK OTBETa Ha YKa3aHHBIA B 4YacTd 4 HACTOSIICH CTaThU 3alpoc YIOJIHOMOYEHHOTO (eraeparbHOro
OpraHa WCIOJTHUTEIBHOW BIACTH JMOO OTCYTCTBUE B IPEICTABICHHBIX JOKYMEHTaX HCUEPITHIBAIOIICTO
nepevyHss HeoOxoaumMor wHQopManuu WM WHGOPMAIIMHU, KOTOpas IO KHA OBITh OTpa)keHa B HHUX, a
TaKKe OTCYTCTBUE HHQPOPMALMH, IMOATBEPKIAMOMICH (AKT yIuIaThl TOCYIApCTBEHHOW TMOIUIMHBI 32
MMpOBCACHUC STUUECKOU OKCIICPTHU3bI, SKCICPTHU3bI AOKYMCHTOB Ha HCKapCTBCHHBIfI npcenapar Iajid
MOJTy9eHUS pa3pelicHus] Ha TPOBEACHNE KIMHIUYECKOTO MCCIISIOBAHMS JIEKAPCTBEHHOTO IIperapara s
MEIMIIUHCKOTO MPUMEHEHHUS, 3a BBIJAUy pa3pelieHHs Ha MPOBEJCHHE KIMNHUYECKOTO HCCIEeIOBAHUS
JICKAPCTBEHHOTO Tpernapara Juisi MeJUIIMHCKOTO TPUMEHEHUS, 3a MPOBEACHUE IKCIIEPTU3BI IOKYMEHTOB
Ha JICKAPCTBEHHBIH TIperapar JuUisl TOJYYEHHUs paspellieHUss Ha TPOBEACHHUE MEXIyHAPOIHOTO
MHOTOIICHTPOBOTO KIMHHYECKOTO HCCIENOBaHUs JIEKAPCTBEHHOTO Tpernapata s MEIUIMHCKOTO
NPUMEHEHHS, 33 BBIJAYy pa3pelicHUus Ha TPOBEICHUE MEXKIYHAPOJIHOTO MHOTOIEHTPOBOTO
KIMHUYECKOTO WCCIICJOBAaHUsl JICKAPCTBEHHOTO IIpermapara il MEIUIMHCKOTO TPUMEHEHUs, 3a
MPOBEICHUE DTUUYECKOW OKCIIEPTU3BI, SKCIEPTH3bl JOKYMEHTOB HAa JIEKAPCTBEHHBIM TMpermapar Jyis
MOJYYCHHA PaA3pClICHUA Ha MPOBCACHUEC MOCTPECTUCTPAIUOHHOIO KIMHUYCCKOIO HCCIICAOBAHUA
JICKapCTBEHHOTO Iperapara il MEAUIIMHCKOTO IMPUMEHEHUSs, 3a BbIJauy pa3pelicHUs Ha MPOBEICHHUE
MOCTPErMCTPAIIMOHHOTO KIMHUYECKOTO MCCIIEOBaHUS JICKAPCTBEHHOTO Mpernapara Ais MEIULMHCKOTO
[IPUMEHEHHUSL.

6. IlpoBeneHune »>KcnepTU3bl JOKYMEHTOB JUIsl TMOJYYEHUS pa3pellieHHss Ha IPOBEACHHUE
KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipenapara Juisi MEAUIMHCKOTO MPUMEHEHHUSI U STHYECKON
AKCIIEPTU3bI, COCTABJICHNE KOMUCCHEN IKCIIEPTOB U COBETOM IO ITUKE 3aKIIOYEHU O BOZMOXHOCTH UJIH
HEBO3MO>KHOCTH MPOBEICHUS TAKOTO KIMHHYECKOIO MCCIIEOBAHMS U HAPABJICHUE ITUX 3aKIIOUCHUHN B
YIOJHOMOYEHHBIN (enepaabHblii OpraH HCIIOJHUTEIBHOM BJIACTH OCYIIECTBIIIOTCS B CPOK, HE
MPEBBIMIAIO A TPUALNATH pabOounMX MHEH CO JHS TOJYYEHHUs] DKCIEPTHBIM YUPSKICHHEM 3aTaHUs
YIOJIHOMOUYEHHOTO (e/IepaJbHOT0 OpraHa HCIOJHUTENbHONW BJACTH C MPHUIIOKEHHEM JIOKYMEHTOB,
yKka3aHHBIX B TmyHkTax 3, 4, 10 m 11 dactm 2 HacTOSIIEH CTaThbW, ¥ COBETOM IO 3THUKE 3aJIaHUS
VIIOJTHOMOYEHHOTO (pe/lepalIbHOr0 OpTraHa WCHOJMHUTEILHON BJIACTH C MPHIJIOKEHHEM JOKyMEHTOB,
YKa3aHHBIX B MyHKTaX 3 - 6, 8 1 9 yacTu 2 HACTOSIIEH CTaThU.

7. B cpoK, HE TPEBBIMIAIOIMN TSTH PabovMX JHEH CO JHS MOJYyYCHHS 3aKIIOUCHHH, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTAaThH, YIIOJIHOMOUYEHHBIN (pefiepaibHblil OpraH UCIOTHUTEIHH O BIACTH:

1) OCYHICCTBJIACT OLCHKY IMOCT YIIUBIIUX 3aKII0YCHUN L ONIPEACIICHUA NUX COOTBCTCTBU A 3aJaHUAM
Ha MPOBCACHNEC COOTBETCTBYIOIIM X OKCIICPTU3;

2) mpUHMMAET pPEUICHHE O BbIJAue pa3pelicHUs Ha MPOBEIACHUE KIMHUYECKOTO HCCIICIOBAHUS
JICKApCTBCHHOTI'O IIpfrapara I MCAUIMUWHCKOIO IPUMCHCHHUA WJIU 00 oTKase B BbBIJA4YC YKa3aHHOI'O
paspeleHus;

3) BBIAACT pa3pCHICHUC Ha NPOBCACHUC KIMHUYCCKOIO UCCICAOBAHUSA JICKAPCTBCHHOIO ITpCliapara
A1 MCOAULHUHCKOIO MNPUMCHCHHA HIIM PCHICHUC 00 oTKaze B BbBIJA4YC YKAa3aHHOIO pa3pClCHusA C
YKa3aHUEM IIPUYUH OTKasa.
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8. OcHOBaHHEM AJI1 OTKa3a B BbIAAYC PA3pCHICHUSA Ha MPOBCACHUC KIMHUYCCKOIO HUCCIICAOBAHUA
JICKAPpCTBCHHOT'O IIpfIiapara A1 MCIUINHCKOTO IPUMCHCHHA ABJIACTCA HAITUYUC 3aKIIIOYCHUS KOMHUCCUUN
OKCIICPTOB HJIM 3aKIIIOUCHHS COBCTA II0 OJ3THKEC O HCBO3MOXHOCTH IPOBCACHHS KIMHUYCCKOIO
HCCIICAOBAaHUA JICKAPCTBCHHOTO IIpfliapara i MCECAUIHUHCKOIO IIPUMCHCHUA 110 PE3yJibTaTaM
MPOBCACHHBIX SKCIIEPTUI, TPCAYCMOTPECHHBIX YaCTbIO 6 HaCTOHHIGﬁ CTaTbH.

9. Pemienue 00 OTKaze B MPOBEICHUU SKCHEPTU3bI JTOKYMEHTOB [UIs MOJIYYEHHUS paspelleHHs Ha
IIPOBEICHUE KIMHUYECKOTO UCCIIEI0BaHHUs JIEKAPCTBEHHOTO Mperapara A MEJUIUHCKOTO IPUMEHEHU S
U ITUYECKOM 5SKCHEpTU3bl M B BbIJau€ pa3pelieHHs Ha IPOBEJECHHME KIMHUYECKOIO MCCIEeI0BaHUS
JIEKapCTBEHHOIO Ipenaparta JUlsi MEAMIIMHCKOTO HPUMEHEHHS MOXKET ObITh O00KaJOBAaHO B IOPSJIKE,
YCTaHOBJICHHOM 3aKOHO1aTenbCTBOM Pocculickon denepanuu.

Cratbsa 39.1. 3Tu4yeckasn akcnepTusa
(BBenena @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

1. DTuueckas 9KCIICPTHU3a TPOBOAUTCA COBETOM I10 3THUKC, CO3AAHHBIM B MOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (i)CI[epaJ'II)HI)IM Oopranom HCITOJTHUTCIBLHOMN BJIaCTH, B LCJIIX BbIAAa4M 3aKIHOYCHUA 00
STHYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH MMpOBCACHUA KIIMHHUYCCKOIO0 HCCICOAOBAHUSA JICKAPCTBCHHOTI'O
npenapara it MCIUIIUHCKOTO MPUMCH CHH 4.

2. DKcriepTaMH COBETa M0 3TUKE MOTYT ObITh MPEICTABUTENN MEAUIIUHCKIUX OPTaHU3al Ui, HAydHbIX
opranuzanuii, oOpa3oBaTeIbHBIX OpraHU3allMil BbICIIEr0 O0O0pa3oBaHUsA, a TaKKe MPEICTaBUTEIH
OOIIECTBEHHBIX OpraHU3allUN, PETUTHO3HBIX OpPraHU3alUi U CPEICTB MAacCOBOM MH(popManuu. J{aHHbIE
AKCHEPThl HE JOJKHBI HAXOJUTHCS B KaKOW-JTMOO 3aBHCHMOCTH OT pa3pabOTUMKOB JIEKApPCTBEHHBIX
IIpEenapaToB U APYIUX JIML, 3aUHTEPECOBAHHBIX B PE3yJIbTATaAX ITUYECKON DKCIIEPTU3HI.

3. Ommara yciyr 53KCHEPTOB COBETa IO OSTHUKE OCYIIECTBISETCS HAa OCHOBAHHHU JOTOBOPA,
3aKTIOUYEHHOTO MEXY YIMOJHOMOYCHHBIM (helepaibHbIM OPTaHOM HMCIOJHUTEIBLHON BJIACTH, KOTOPHIM
CO3/IaH COBET MO JTHUKE, U OJKCIIEPTOM COBETa IO JTHKE, 3a CYeT OIJHKETHBIX AaCCUTHOBAHUI,
MPETYCMOTPEHHBIX YIOJHOMOUYEHHOMY (heiepalibHOMY OpTaHy HCIOTHUTEIBHOW BIJIACTH, KOTOPBIM
CO37IaH COBET IO ATHKE, B (eAepaTbHOM OIOJUKETe Ha COOTBETCTBYIOIIMHU TOJl Ha OOECIICYCHHE €ro
JIeATEIIbHOCTH, B pa3Mepax, ycraHoBJIeHHbIX [IpaBuTtensctBoM Poccuiickoit @enepanuu.

4. DKCIepThl COBETA IO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATEIHCTBOM
Poccutickoit @enepanum.

5. CocraB coBeTa 10 ITHKE, IOJIOKEHNE 00 ITOM COBETE, MOPSAAOK €TO A ATEILHOCTH, TPEOOBAHUS K
KBaJTU (U KallK U ONBITY pabOTHI IO SKCIEPTHON OI[€HKE HaYYHBIX, MEIUIIMHCKUX U 3TUUECKUX aCEKTOB
KIMHUYECKUX MCCIEAOBAHUM  JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEIULMHCKOIO  IIPUMEHEHHUS,
NpEeabABIsEMbIE K JKCIEpPTaM COBETa IO O3TUKE, IMOPSJIOK OpraHu3allid U IPOBEACHHUS ITUYECKON
JKCIEPTU3BI, (PopMa 3aKIIOUCHHUS COBETA IO ITUKE YCTaHABIMBAIOTCS YIOJIHOMOUYEHHBIM (peiepalbHbIM
OpraHOM MCIOJIHUTENBHON BJacTU. YWCIO NpeAcTaBUTENIEd MEIULMHCKUX OpPraHMU3alluii HE MOJKET
[IPEBBIIIATH TOJIOBUHY OT OOILEro Yucia 3KCIEePTOB COBETA 1O STUKE.

6. Mudopmanmsi 0 cocTaBe cOBeTa IO 3THUKE, IJIaHAX €ro padoThl M TEKYUIECH AeATeIbHOCTH
pasMelaeTcss Ha O(UIMAIBPHOM CaiTe YHOJHOMOYEHHOTO (elepajabHOr0 OpraHa MCIOJHUTEIbHON
BJIaCTH B ceTH "MIHTEpHET" B yCTaHOBJICHHOM UM IOPSIKE.
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Cratbs 40. NpoBegeHUe KINMHUYECKOrO UCCNeaOoBaHUA NIeKapCTBEHHOro npenapara
ANA MeaULMHCKOro npuMeHeHus

1. PykoBoauTenb MEAMIIMHCKOM OpraHu3alu, KOTOpas MPOBOJUT KIWHHMYECKOE HCCIEI0BAHUE
JIEKApCTBEHHOIr0  Mpemapara Juid  MEOULUHCKOTO  INPUMEHEHHWs, Ha3HayaeT HCCiefoBaTels,
OTBETCTBEHHOIO 3a IMPOBEICHUE TAaKOTO MCCICAOBAHUS U HUMEIOUIET0 JIeYeOHYIO0 CIEeIHANIbHOCTD,
COOTBETCTBYIOLIYI0 IPOBOJMMOMY KIMHMYECKOMY HCCIEIOBAHUIO JIEKAPCTBEHHOIO IIpernapara, co
CTaXeM paloTHI MO MporpamMmaM KIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHBIX MPEMapaToB HE MEHEES
yeM TpU ToJla U TO €ro Npe[IOKEHWIO Ha3HayaeT CoMCCleloBaTeleil W3 uHclia Bpayeil 3Tou

MEJULMHCKON OpraHu3aluH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Hccaenoparenb OCYHICCTBJIACT BLI60p ManuCeHTOB, KOTOPBIC MO0 MCAWUIUHCKHUM IIOKa3aHUAM
MOT'YT OBITE IMPUBJICYCHBI K YJaCTUIO B KIMHHUYCCKOM HCCICAOBAHHUH JICKAPCTBCHHOI'O ITpCriapara IJIsd
MCINIHUHCKOIO MPpUMCHCHM .

3. HccnemoBaTenb M COMCCIENOBATENH JOJDKHBI OBITh O3HAKOMIIEHBI C pPe3yabTaTaMH
JOKIMHMYECKOTO  HMCCIENOBAaHUS  JIEKAPCTBEHHOIO  CPEICTBA, COAEpKAMMHUCA B Opolmope
UCCIIEA0BATEINs, IIPOCKTOM IIPOTOKOJIA KIMHUYECKOIO MCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipemnapara uis
MEIMIIMHCKOTO MPUMEHEHUs, pa3pabOTaHHBIM Pa3pabOTUMKOM JIEKAPCTBEHHOTO Iperapara MM WHBIM
IOPUJINYECKUM JIMIIOM, IIPUBJIEKAEMBIM K OpPraHM3allMM IPOBEICHUS KIMHUYECKOIO HCCIIEN0BaHUS
JIEKapCTBEHHOIO IIpemapara i MEIULUHCKOIO IPUMEHEHHsS, U JAPYTMMH MarepualamMu TaKoTo
UCCIEI0BaHU.

3.1. PykoBoauTenb MEIMIIMHCKOW OpraHU3allii B CPOK, HE MPEBBIIAIO MK Tpex pabounx AHEH co
JIHSl Hayajla IPOBEACHMS KIMHUYECKOTO MCCIEA0BAHMS JIEKAPCTBEHHOTO Mperapara s MEIULMHCKOTO
NPUMEHEHHS, COO0IIaeT 00 ATOM B YIOJHOMOUYEHHBIH (peepaibHbIii OpraH MCHOJHUTEIBHON BJIACTH,
BBIJIABIIMI pa3pelleHe Ha IPOBEECHIE TAKOIO UCCIEIOBAHMS, IO YCTAHOBICHHON UM (hopMe.
(uacts 3.1 BBegena dexnepanbHbiM 3ak0HOM 0T 29.11.2010 N 313-D3)

4. Opra"u3anuy, OCYIICCTBIISIONME OPTaHMU3ALUI0 IPOBEACHUS KIMHUYECKOIO HCCIECIOBAHUS
JIEKapCTBEHHOTO Tpemnapara Uil MEJUIMHCKOTO MPHUMEHEHHS M yKa3aHHbIEe B YacTH 3 craTbu 38
Hacrosiero denepanbHOrO 3aKOHa, B ClIyd4ae HEOOXOIUMOCTH BHECCHHS HM3MEHEHUU B IPOTOKOI
KIMHUYECKOTO MCCIICAOBAHUS JICKAPCTBEHHOTO TIperapara sl MEAUIIMHCKOTO MPUMEHEHHS! COOOMAI0T
00 3TOM B YIIOJTHOMOYEHHBIN (peZiepaIbHbIi OpraH MCIOJHUTEIBHON BIIACTH, BBIIABIIMN pa3pelicHre Ha
MPOBEJICHHE TAKOTO UCCIIEIOBAHMUS, 10 YCTAHOBJICHHONW UM (opMe.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. d)opMa COO6IJ.I€HI/I$I O BHECEHMM H3MEHEHHH B MMPOTOKOJI KIMHHUYECKOIO MHCCICAOBAHUSA
JICKApCTBCHHOTO ITpIiapaTa I MCAULHUHCKOIO MIPUMEHCHU S NOJDKHA COACPKATh CIICAYIOIME CBCACHUA

1) HauMeHOBaHUEe, UACHTA(DUKAIMOHHBIA HOMED H JIaTa MPOTOKOJIA KTHHUYECKOTO HCCIICTIOBAHMUS,
2) nata BHECEHHSI U3BMEHEHUI B MPOTOKOJ KIMHUYECKOTO HUCCIIEIOBAHMS;
3) HaMMEHOBAHME U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaMMEHOBaHHWE OpraHW3allMW, MPUBJICUYEHHOW pPa3pabOTUMKOM JIEKAPCTBEHHOIO mpernapara K
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OpraHu3alvy MPOBECACHUS KIIMHUYCCKOTO UCCIICAOBAHUA (HpI/I Ha.III/I‘-II/II/I);

5) HaAanMMCHOBAHHA W MECTa HAXOXKIACHHUA MCIUIITHHCKHX opraHmauHﬁ, B KOTOPEBIX IPOBOAHUTCHA
KIIMHHUYCCKOC UCCIICA0OBAHUC,

6) JAaTa BbIAauud paspCUICHUA Ha MPOBCACHUC KIMHUYCCKOIO MCCICAOBAHUA W HOMEP 3TOIO
paspeleHus;

7) U3MEHEeHU s, BHOCUMBbIE B IIPOTOKOJ KIIMHUYECKOTO HCCIEIOBAHMSL.
(uactb 4.1 BBenena @enepanbHbiM 3akoHOM 0T 11.10.2010 N 271-D3)

5. B cpok, He NMpeBBIMAO WA TPUIIATH PaboYrX THEH CO JTHS MOJYIeHHUS YKa3aHHOTO B YacTw 4
HACTOSIIEH CTaThM COOOINCHMS, YIOTHOMOYECHHBIN (QenepalbHblii OpraH HWCIOTHUTENBHOW BIIACTU
paccMaTpuBaeT ATO COOOIICHHWE B YCTAHOBJICHHOM MM IOPSAKE U MPUHUMAET PEIICHHE O BHECCHHH
M3MEHEHHH B MPOTOKOJ KIMHHUYECKOTO HCCIENOBaHUS JIEKAPCTBEHHOTO Mpernapara Uis MEIUIIUHCKOTO
NpUMEHEHHS] WK 00 OTKa3e BO BHECEHHUHM TakuX H3MeHeHHH. llpu paccMoTpeHu:m COOOLICHUS O
HEOOXOJMMOCTH BHECEHUS M3MEHCHWM B MPOTOKOJ KIMHUYECKOTO HCCIEAOBAHUS JIEKapCTBEHHOTO
npenapara s MEAUIMHCKOTO TPUMEHEHUs B IEeIsIX OIEHKM OOOCHOBAaHHOCTH IIpeJiaraeéMbIX
U3MCHEHUNA U OMpCACIICHUA CTCICHU PUCKA IAJid MAUCHTOB, MPUHUMAIOIIMX YYACTUC B KIMHUYCCKUX
HUCCICO0OBAaHU X, YIIOJITHOMOYCHHBIM q)enepaanLIM OopraHoM HUCIIOJIHUTEILHOU BJIACTHU MOTIyT
MPUBJIEKATHCS SKCIIEPTHI COBETA MO ITUKE.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

6. KimHundeckoe wuccienoBaHue JEKapCTBEHHOrO Ipernapara s MEIULMHCKOrO HpUMEHEHUs
MOXET OBITh NPUOCTAHOBJIIEHO WJIM IMPEKpaIlleHO, €CM B IPOLlecCe €ro IMpoBeNeHUs OOHapyKeHa
OMAaCHOCTb JIJIs1 )KU3HHU, 3/10pOBbs NALMEHTOB. B ci1ydyae BO3HUKHOBEHMS OIACHOCTHU JUISl )KU3HHU, 310POBbS
MalueHTa, Yy4YacTBYIOLIET0O B KIMHUYECKOM HCCIEIOBAaHWM JICKAPCTBEHHOIO Ipemapara s
MEIMLMHCKOTO TPUMEHEHMs, HUCCleoBaTe 00s3aHbl MPOMHGOPMHUPOBATH 00 ATOM PYKOBOAMUTEINS
MEIMIIMHCKOM  OpraHu3alid M  OpraHu3aluio, [OJYYMBIIYIO pa3pelieHHE YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa HWCIOJIHUTENBHONW BIACTH HAa OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO
M CCIIEI0OBAHNUS JIEKAPCTBEHHOIO Ipernapara. Pemenre o NpuocTaHOBIEHUN KIMHUYECKOTO UCCIIEI0BAHNUS
JIEKApCTBEHHOI'0 Ipernapara JJisi MEAUIIMHCKOTO IPUMEHEHUS IPUHUMAIOT PYKOBOAMTENb MEAUIIUHCKON
OpraHM3aluy U (WJIM) OpraHu3alus, MOJTydUBINAs pa3peliecHue YIIOTHOMOYEHHOTO (eiepabHOTO OpraHa
MCIIOJHUTEIBHON BJIACTU HAa OPraHU3alMI0 MPOBEIECHUS KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara s MEJUIMHCKOTO TMPUMEHEHHS, pelleHHe O MPEeKpalleHud TaKoro MCClIeIOBaHus
MPUHUMAET YIOJTHOMOYEHHBINA (efepabHbIi OpraH UCIOJHUTEIBHON BJIACTH HA OCHOBAHUU COOOIICHUS
B MHUCBMEHHOH (opMe PYKOBOAUTENS MEIUIIMHCKOW OpraHW3allid WM OpTaHW3allus, MONyYHBIIAS
paspelieHre YIoJIHOMOYEHHOTO (eiepajbHOr0 OpraHa HCHOJHHUTENbHON BIACTHM Ha OpraHu3allUio
MPOBEJICHUS KIMHUYECKOTO UCCIIEJOBAHMS JIEKAPCTBEHHOTO Mpernapara il MEAUIUHCKOTO MPUMEHEHHUSI.

7. B cpok, HE MPEeBBITAIONMN MATH pabo4YuX AHEH CO JHS 3aBEpIICHUS], MPUOCTAHOBIICHUS WIIH
MpEKpallEHUs] KIMHUYECKOTO HCCIEAOBAaHMS JIGKAPCTBEHHOIO Ipenapara Uil  MEIUIIUHCKOTO
MPUMEHEHHS, COOOIIeHHEe 00 3TOM HAMpPaBIISIETCS OpraHU3allMsIMH, YKa3aHHBIMH B YacTd 3 cTaTtbu 38
Hacrosimero deaepaabHOro 3aKOHA, B YIOJTHOMOUYCHHBIH (hefepabHbId OPTaH MCIOJHUTEIBHOW BIIACTH
110 YCTaHOBJIEHHOU UM (popme.

8. ®opma coOOIIEHUS O 3aBEPIUCHUM, NPUOCTAHOBICHUM HWIIM TPEKPAICHUU KIMHUYECKOTO
M CCIIE0BAHNUS JIEKAPCTBEHHOTO ITperapara il MEAULMHCKOTO IPUMEHEHHUS T0JKHA COAEP/KATh!
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1) uHopMaIuio 0 MEIUIIMHCKON OpraHW3alliy VI MEAUIMHCKAX OpPraHU3allUsIX, MPOBOJUBIIH X
IaHHOE UCCIEN0BaHNE;

2) OIMMCAaHUEC JaHHOI'O NCCICAOBAHM I,

3) manuble uccnenoBatens (pamMuiIus, WM, OTYECTBO, MECTO PaOOTHI, 3aHWMaeMasi JOJKHOCTH,
CHEIHAIBHOCTh, CTaX padOThI TO TMpOrpaMMaM KIMHHYECKHX HWCCICAOBAHUN JICKAPCTBEHHBIX
MpernaparoB, IMEepeueHb KIMHUYECKUX WCCIEIOBAHHMI JICKAPCTBCHHBIX IPENapaToB, B KOTOPHIX OH
NPUHUMAI ydacTre (TIepUOJIbI yIaCTHs) B KAYECTBE UCCIIETOBATENS MITH COMCCIIC0BATES);

(B pen. @eaepanpHoro 3akoHa oT 11.10.2010 N 271-D3)

4) pe3yabTaT JAHHOIO UCCIIE0BaHUs (3aBepIIeHNE, IPUOCTAHOBJICHHE WM MPEKpaIleHNe JaHHOIO
MCCIIEIOBAHUS C YKa3aHUEM UX IPUYMH U BIIMSHUS HA OLEHKY €r0 Pe3yJIbTaToB, OOIIYI0 OLEHKY pHCKa U
OKUJIAEMOW IIOJB3bI OT IPUMEHEHHS MCCIEAYeMOIO JIEKAPCTBEHHOIO IIpernapara, a TakkKe
IpearonaracéMple JanbHEeUIe qeCTBU).

8.1. Ilpu BeIsBIeHUU (QenepadbHbIM OpPraHOM MCHOJHUTEIBHONM BJIACTH, OCYIIECTBIISIO MM
GYHKIMH IO KOHTPOJIIO M HaI30py B cdepe 3IpaBOOXpaHEHHUs, HapyLIEHUH MpaBUil HaJylexalei
KIMHUYECKON IPAaKTUKU IIpU IMPOBEICHUM KIMHAYECKOTO MCCIECJOBAaHMS JIEKAPCTBEHHOIO IIpernapara,
BIIMSIONMX Ha MOJHOTY M (WJIHM) JAOCTOBEPHOCTh JAHHOTO KIMHHUYECKOTO HCCIEIOBAHUSL, YKa3aHHBI U
(e iepabHbI OpraH MCIOJHUTEIBHONW BIACTU NMPUOCTAHABIUBAET MPOBEJICHUE JAHHOIO KIMHUYECKOTO
UCCIIE0BAHUsI U BBIHOCUT MEIUIMHCKOM OpPraHU3allMy, B KOTOPOW IPOBOAMTCH JAHHOE KIMHUYECKOE
uccieoBaHue, IMpeanucaHue o0 YCTpaHEHUHM BBISIBIEHHBIX HapymeHuil. Ilpu HeycTpaHneHU u
MEJUIMHCKON OpraHM3alMed BBISIBICHHBIX HApyLIEHUH B YCTAHOBJEHHBI B MNPEMIMCAHUU CPOK
yKa3aHHBIN (eaepanbHblii OpraH HCIOJHUTENBHOW BJIACTH TNPUHMMAET PEIICHHE O TpPeKpalieHUU
MPOBEICHUS KIMHUYECKOTO MCCIIEI0OBAaHUs JEKapCTBEHHOIO Iperapara U HampasiiseT B (efepanbHbIN
OpraH HCIOJHUTENbHOM BIACTH, OCYIIECTBISIOUMH (YHKUMM 1O BBIpaOOTKE M  pean3alyu
rOCY/IapCTBEHHOH TMOJUTHKA W HOPMATHBHO-TIPAaBOBOMY PETYIMPOBAaHUIO B cdepe 3ApaBOOXpaHECHHS,
3aKIFOYEHHE O BBIABICHUM IIPA IIPOBEICHUN JAHHOTO KIMHMYECKOTO MCCIEAOBAHUS HAPYIIEHUH MPaBUII
HaJJIeKaIIel KIMHUYECKON MPAaKTUKK IS IPUHATHS PEIieHUsI 00 OTMEHE pa3pelieHUs] Ha OpraHU3alluio
IIPOBEJICHUS JAHHOIO KIMHHYECKOIO MCCIEIOBAHMSA C JaThl NPHHATHS PELICHUS O INPHUOCTAHOBJICHUU
IIPOBENCHUS KIIMHUYECKOTO UCCIIEI0BaHus JIEKAPCTBEHHOTO IIpernapara.

(uactb 8.1 B pen. denepanpHoro 3akoHa ot 13.07.2015 N 241-®3)

9. VYnonHomoueHHBIN deaepaTbHbIi  OpraH HMCHOJHUTEIBHOW BJIACTH OITYOJMKOBBIBAET U
pasmen@er Ha cBoeM oduuuaibHoM caiite B cetd '"MHTepHeT" cooOlueHHE O 3aBepIICHUH,
MNPUOCTAHOBJICHUN HJIM NPCKPAIICHUU KIMHHUYCCKOTO HCCICAOBAHUSA JICKAPCTBCHHOIO Ipfcrapara IJId
MCINTUHCKOI0 IMPpUMEHCHUA B CPOK, HC HpeBI)IIHaI-OHII/Iﬁ IIATHU pa60tmx )IHeﬁ CO JIHA €r0 IIOJTYy4CHU, B
YCTaHOBJIECHHOM MM TOPSIIKE.

10. YmonHoMoueHHbIN (QenepanbHbIil OpraH HMCIOJHUTENBHOM BJIACTH OCYILIECTBIISET BEACHUE
peecTpa uccienoBaTesel, MPOBOASIIM X MIIM MTPOBOIMBIIMX KIMHUYECKUE UCCIeTI0BAaHUS JIEKAPCTBEHHBIX
npenaparoB A7 MEAUIIMHCKOTO NMPUMEHEHHS, B COOTBETCTBHU C YTBEPKIECHHBIMH UM MpaBUIIaMU U
pa3MelaeT ero Ha CBOeM OQHUIIMAIBHOM caiite B ceTd "MHTepHeT" B YCTaHOBJICHHOM MM TOPSIKE.
VYka3aHHBIN peecTp COACPKUT MHPOPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIICH CTaThH.

11. Otuer o0 pe3yapTaTax KIMHUYECKOTO HCCIEIOBaHUs JIEKAPCTBEHHOIO IIpemapara s
MEJULMHCKOTO IIPUMEHEHNS COCTABJISAETCS OpPraHU3alue, YKa3aHHOM B 4acTHU 3 cTaTby 38 HACTOSIIETO
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@enepanbHOr0 3aKOHA, Ha OCHOBAHMM 3aKIIOYEHUM MEIMIMHCKUX OpraHU3allhil, MPOBOJMBIIAX 3TO
UCCIIeIOBAaHUE, U TMPEACTABIISAETCS B YIIOJHOMOYEHHBIA (eiepajbHbIi OpraH MCIOJHUTENBHON BIACTH,
BBIJABIIMI pa3pelleHNE Ha NIPOBEIECHUE ITOTO UCCIEN0BAHNS, B CPOK, HE NPEBBIIAIONIMN TPEX MECSLIEB
CO JHS €ro 3aBEpUICHUs, IPUOCTAHOBJICHUS WM IPEKPALICHUsS, B IIOPSIIKE, YCTAaHOBIEHHOM
YIIOJTHOMOYEHHBIM (heiepai bHbIM OPraHOM HCIIOTHUTEIBHON BJIACTH.

12. Hapymenue mnpaBuil HaJiexalleld KIMHUYECKON MpakTHKH, (ambcu@uKanus pe3ylnbTaToB
KIMHUYECKOTO MCCIEeIOBaHUS JIEKAPCTBEHHOIO Mpernapara s MEAUIIMHCKOTO MPUMEHEHHS BIEKYT 3a
000l OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIbCTBOM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. Ilpu npoBeneHNH KIMHUYECKOTO HCCIEI0BaHUsI IEKapCTBEHHOTO IIpernapaTa JUlsi MEAUIIMHCKOTO
MIPUMEHEHHS JIOMYCKaeTCsl 3a00p y MalMeHTOB OMOJOTHYECKHX MaTepuasioB (00pasibl OMOIOTHYECKUX
KHUJAKOCTEH, TKaHeW, CEKPeTOB W TPOAYKTOB >KU3HEIESATEIbHOCTH YENOBEKa, (PU3HMOJOTHYECKUX U
MaTOJIOTUYECKUX BBIJICJIIEHUM, Ma3KoB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOIICUIHBIM MaTepuan)
Ut ux u3ydenus B Poccuiickoit @enepanuu u (nnm) 3a mpeaenamu Poccuiickoit @eaepanum.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

14. Tlopsgok BBO3a B Poccuiickyro @enepanuio U BbIBO3a 3a mpenensl Poccuiickont depeparmun
OMOJOTMYECKUX  MAaTepHalioB, TMOJYYCHHBIX TMPU MPOBEACHUU  KIMHHUYECKOTO  HCCIEIOBAHUS
JIEKapCTBEHHOTO Tpernapara i MEIUMIIMHCKOTO MpPUMEHEHHUSs, ycTaHaBiuBaercs IIpaBuTtenbcTBom
Poccuiickoit @enepanum.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTtba 41. [loroBop O NpoBeAeHUN KIMHUYECKOro uccriefoBaHUs NieKapCTBEHHOro
npenapara ansi MeaMLMHCKOro npuMeHeHust

1. Knmmangeckoe HUCCIICAOBAHUEC JICKAPCTBCHHOIO IIpfriapara A MCIUIHWHCKOTO IPHUMCHCHUSA
MNpOBOAUTCA B COOTBETCTBUU C NOTOBOPOM O IPOBCACHUU KIIMHUYCECKOI'O UCCICAOBAHUS JICKAPCTBCHHOT'O
npenapara ajid MCEAULNHUHCKOIO IMPHUMCHCHHUA, 3aKIIIOYaCMbIM MCKIY opraHmauI/Ieﬁ, HOJIy‘-IPIBHIGﬁ
paspC€uIiCHUEC YIOJIHOMOYCHHOI'O (bez[epaJH,Horo OopraHa HCITOJHUTEIRHON BJIACTH Ha OpraHu3al o
MNpOBCACHUA TAKOTO0 HCCICAOBAHUSA, U MEIUIIMHCKON OpraHH3aHHeﬁ, OC}’H.IGCTBJISIIOH.ICI\/’I MMpOBCACHUC
TAaKOIo UCCJIICAOBAHU .

2. I[OFOBOp O MNpPOBCACHHUHN KIMHHUYCCKOIO MCCICHOBAHHA JICKAPCTBCHHOIO IIpfCliapara A
MCIUIUHCKOI'O MPpUMCHCHM A JOJIZKCH COACPIKATD:

1) ycnoBus U CpOKH MPOBEIEHUS JAHHOTO UCCIIEIOBAHUS;

2) OIMpCACIICHUC O6IHCI>’I CTOUMOCTHU HPOrpaMMbl OTAHHOIO HCCIICAOBAHUSA C YKA3aHUECM CYMMHEI,
HpCIIHﬁBH&‘-I&IOHICﬁCSI JJIA BBITIIIAT UCCIICJ0BATCIIAM, COUCCICA0BATCIIAM,

3) onpenenenue GopMbl MPeACTaBICHUS PE3YAbTaTOB TaHHOTO HMCCIIEIOBAaHUS B YIOJIHOMOYEHHbIA
(e nepanbHbIi OpraH UCHOJIHUTENFHON BIACTH.

Crtatbsa 42. duHaHcoBoe obecneyeHue KNUHUYeCKoro nccneagoBaHus
NneKapcTBEHHOro npenapara ons MeauLMHCKOro NpMMeHeHus
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duHaHCOBOE O00CCIEUeHHE KINHUYECKOrO HCCIICAOBAaHUA JICKAPCTBCHHOI'O Ipfcllapara JJid
MCINTUHCKOI0 MpUMCHCHU A OCYIICCTBIISICTCA 3a CUCT !

1) cpenctB (enepaibHOTO OFOKETA;

2) CpeACTB OpraHu3alMi, MOJYyYMBUIMX pa3pelicHUE Ha OpPraHU3allUI0 IPOBEIEHUS JaHHOIO
HCCIIEZIOBAHUs, B COOTBETCTBUH C YCIIOBUSIMH JIOTOBOPA O €ro MPOBEACHUH;

3) HWHBIX HC 3alIPCHICHHBIX 3aKOHOAATCILCTBOM Poccuiickoit q)ez(epaunn NCTOYHHKOB.

Ctatba 43. lpaBa nauyuMeHTOB, y4acTBYHWOLMUX B KIWHUYECKOM uUcCcneaoBaHUM
feKapCTBEHHOro npenapara Ans MegUUUHCKOro NpuMeHeHus

1. VYuacrtme IMaMMCHTOB B KIMHUYECKOM HMCCICAOBaHUMU JICKAPCTBCHHOTO IIp€rapara Ijid
MCIUTUHCKOIO MPpUMCHCHUSA ABJIACTCA I[OGpOBOHLHBIM.

2. TlanMeHT WM €ro 3aKOHHBIM MPEACTaBUTENb JOJKEH ObITh MH(OPMUPOBAH B MHMCbMEHHOU

dopme:

1) O JICKAPpCTBCHHOM IpcHaparc i MCAUIMWHCKOTO NMPHUMCHCHUA W CYIIHOCTU KIMHHUYCCKOTO
HUCCIICA0OBaHUA 3TOr0 JICKAPCTBECHHOI'O IMpcIiapara,

2) o Ge30MacHOCTH JEKapCTBEHHOTO Ipernapara A MEJUIIMHCKOTO MPUMEHEHHUs, €ro 0>KH1aeMOoi
3¢ PEKTUBHOCTH U CTETICHH pUCKA IS MTAIlHEeHTA;

3) 00 ycnoBHSX ydacTHs MalMeHTa B KIMHUYECKOM HMCCIIEOBAHHHU JIEKAPCTBEHHOTO Ipenapara Jijis
MEIUILIMHCKOTO MPUMEHEHUS;

4) 0 e nik OeisixX W HOpPOAOJDKHUTCIBHOCTU KIMHHUYCCKOI0 HCCICAOBAHHA JICKAPCTBECHHOI'O
npemnapara ajrt MCAUMIUHCKOT'O ITPUMCHCHM S,

5) o pAelcTBUSX MalMeHTa B CiIydyae HENPEIBUIACHHBIX A(PQEKTOB BIUSHUS JIEKAPCTBEHHOIO
Ipernapara i MEAULUHCKOTO IPUMEHEHHS HA COCTOSIHUE €T0 3/I0POBbS;

6) 00 YCIIOBUSIX 0053aTEIIBHOTO CTpaxXOBaHUM KU3HU, 3N0POBLA ITALIUCHTA,

7) 0 TapaHTHUsXx KOH(bI/II[CHIII/IaJH)HOCTI/I ydqacTtusd IMaUuC€HTa B KIMHWUYCCKOM MCCIICI0B aHUU
JICKApCTBCHHOTO IIpfriapara I MEAULIMHCKOT'O ITPUMCECHCHU A.

3. I[OGPOBOJIBHOC COTJIACUC MalMCHTA HAa YIaCTHUC B KIIMHUYCCKOM UCCIICAOBAHUU JICKAPCTBCHHOT'O
npenapara 4 MECAULUWMHCKOIO0 MNPUMCHCHHSA IMOATBECPKAACTCA €ro IMOANMCHIO WX NTOANMCBIO €ro
3aKOHHOTO MPEACTABUTEIIS HA I/IH(I)OpMaI_II/IOHHOM JJUCTKC IMalTMCHTA.

4. TlauMeHT WA €ro 3aKOHHBIM IPEACTAaBUTENb HMEET IIpaBO OTKA3aTbCsl OT Y4acTUsl B
KIMHUYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOIO Ipernapara i MEAUIIMHCKOTO MPUMEHEHHUsI Ha 00
CTaJuy MPOBEICHUS TAKOTO UCCIEAOBaHHUS.

5. HpOBeI[CHI/Ie KIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOTO IIprapara Ijid MCEAULHUHCKOI'O
INPpUMCHCHHUA C Y4aCTHEM B Ka4€CTBEC MAllUCHTOB HCTCI;'I JOIIYCKACTCA TOJBKO C COIjlaCusa B M CHEMEHH Ol
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dopme ux ponutenei, ychlHOBHTeNeW. JleTm Moryr paccmarpuBaThCs B KauecTBE IOTEHIMAIbHBIX
HAIMEHTOB TAKOIO UCCIIEA0BAHU, TOJIBKO €CIIN €TI0 IPOBEACHNE HEOOXOAUMO Ul YKPEIUIEHUS 310pPOBbs
JeTed Wi NpOoQUIaKTH KM MH(EKIMOHHBIX 3a00JIEBaHUN B IE€TCKOM BO3pacTe JIMOO €CIIM LENbI0 TAKOTO
MCCIIEIOBAHNUS SBJIAETCS MOJy4EHHE AAHHBIX O HAWJIydlleW JO3MPOBKE JIEKApCTBEHHOIO Ipenapara Jyis
JICUCHU A JICTGI\/’I. B »stnx CllydasdX TaKOMy HCCICIOBAHUIO MOOJDKHO MPEANICCTBOBATH KIMHHYCCKOC
UCCIIeZIOBaHUE JIEKAPCTBEHHOTO IpernapaTa JUlsi MEAMIIMHCKOTO NPUMEHEHHUS Ha COBEPILEHHOJIETHUX
rpakJaHaX, 3a HCKIIOUEHUEM CIIy4aeB, €CIU MCCIECIYyeMbIl JIEKAPCTBEHHBIM Ipemapar Juid
MEIUITUHCKOI'O IMPUMCHCHU A npcaHasHauYCH HUCKIIOYUTCIBHO JIIsL HCIIOJIb30BaHU
HECOBEPILEHHOJIETHUMU TPaXIaHaAMH.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpeu1aeTCﬂ OPOBEACHHUEC KIWMHUYECKOIO MCCICAOBAHUA JICKAPCTBECHHOI'O IMperiapara A
MCIAUTUHCKOIO MPpUMCHCHU S C YHAaCTUCM B KAYCCTBC MAITUCHTOB:

1) nereii-cupoT U eTeH, OCTaBIIMXCSI O€3 MoneyeHus: poAUTENeit;

2) KEHIMH B TepuojJ OepeMEeHHOCTH, J>KEHIMH B TMEpUOJ TPYIHOTO BCKAPMIIMBAHUS, 3a
UCKIIOYEHHEM CIIy4aeB, €CJIM MPOBOAUTCS KIMHMYECKOE MCCIEIOBAHUE JIEKAPCTBEHHOIO IIpernaparta,
MPEIHA3HAUYEHHOIO JJIsl YKa3aHHBIX JKEHIMH, MPHU YCIOBUU HEOOXOJUMOCTU MOJIy4eHUs MHpopMaIuu
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIENOBAHUN M TPUHATUSA BCEX
HEOOXOAMMBIX MEp MO HCKIIOYCHHIO PHCKAa HAaHECEHHs Bpela JKEHIIMHE B Iepuoj OepeMEeHHOCTH,
KEHIIMHE B IEPUO]] TPYJHOTO BCKapMJIMBAHUS, I1JIOTY UIH PEOCHKY;

3) BOEHHOCIYKallMX, 3a MCKIIOUEHUEM CIYy4acB IPOBEICHUS KIMHUYECKOIO HCCIEN0BaHUS
JIEKapCTBEHHOTO TIpernapaTa, CHEelHalbHO pa3pabOoTaHHOTO Ui TMPUMEHEHHUs B YCIOBHUSX BOEHHBIX
NENCTBUM, 4Ype3BbIYAWHBIX CHUTyallud, NOpOQUIAKTUKKM M JiedeHUs 3a00JIeBaHMN U TOpaXKeHUH,
MOJIy4EHHBIX B  pe3yibTaTe BO3JCHCTBUS  HEONAronpuATHBIX XMMHYECKUX, OHOJOTUYECKUX,
pamuanuoHHbIX (akropoB. KimHMYeckoe HCCIeOBAaHUE TAaKOTO JIEKAPCTBEHHOTO IIperapara MOXKeT
IIPOBOJUTHCS C Y4aCTUEM B KaU4eCTBE NALIMEHTOB BOCHHOCITY)KAIM X, 34 UCKIIOYEHHEM BOCHHOCITY KAl X,
MPOXOSIIIM X BOCHHYIO CIIY)KOY 110 NMPU3BIBY, C COONIOIEHUEM TPeOOBaHUM, YCTAHOBICHHBIX HACTOSAIIMM
@enepanbHbIM 3aKOHOM B OTHOIICHUH TPAYKIAHCKHU X JIMLL;

4) COTpYTHUKOB MPABOOXPAHUTEIBHBIX OPTAHOB;

5) nui, oTOBIBAIONMX HAKAa3aHHE B MECTaX JHUIICHHUS CBOOOMBI, a TAKKe JHUIl, HAXOASIMXCS MO/
CTpaXkeil B CIEICTBEHHBIX U30JISATOPAX.

7. Jomyckaercsi NpoOBeNEHME KIMHUYECKOTO MCCIEAOBAHMUSA JIEKAPCTBEHHOTO IIpenapara s
MEIMIIUHCKOTO TPUMEHEHUS, IPEAHA3HAYSHHOTO ISl JT€USHUSI ICUXMYECKUX 3a00JIeBaHUM, C yUaCTHEM B
KauecTBE MAI[MEHTOB JIMIL{ C ICUXUYECKUMH 3a00J1€BaHUSAMHU, IPU3HAHHBIX HEJAEECIIOCOOHBIMU B TOPSIIKE,
YCTaHOBJIEHHOM  3aKkoHoJarensCcTBoM  Poccuiickoir  ®@enepanuu. KimHuyeckoe  HcciaenoBaHue
JIEKapCTBEHHOTO IIpernapara B 3TOM CIIydae MPOBOAMTCS NMPH HAIMYUK COTJIACHS B NMHUCBMEHHOH (opme
3aKOHHBIX ITPEICTABUTENEH YKa3aHHBIX JIMII.

Ctatba 44. OO6GsAsaTenbHoOe CTpaxoBaHME XWU3HU, 30OOPOBbSA  NaALMUEHTa,
yyacTBywLWero B KIMHMYECKOM MUCCneaoBaHUM JeKapCTBEHHOro npenapara Aans
MeAULIMHCKOro NpUMeHeHus

(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)
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1. Opra#uzanus, TONMyYWBINAS pa3peliecHHe Ha OPraHWU3alUI0 TMPOBEACHUS KINHHUYECKOTO
MCCIIEIOBAaHUS JIGKAPCTBEHHOTO Tpenapara Ais MEIUIIMHCKOTO IpPUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTellsl CTpaxoBaTh PUCK MNPUYMHEHUS Bpeda KU3HHU, 3J0POBBIO NAlMEHTa B pe3yJbTaTe
MPOBEICHUS] KITMHUYECKOTO MCCIICIOBAHMS JIEKAPCTBEHHOTO Tpernapara Jyisi MEAUIIUHCKOTO TPUMEHECHU S
3a CBOH CUeT MyTeM 3aKIIUEHHUs JOTOBOPa 00s13aTEIbHOTIO CTPaXOBaHUSL.

2. OObBeKTOM 0043aTEIBHOIO0 CTPAXOBAaHHS SBIISETCS MMYIIECTBEHHBIH WHTEPEC NalMEHTA,
CBSI3aHHBIN C IPUYMHEHNUEM BPE/a €ro >KU3HHM WM 3J0POBBIO B pe3yibTaTe MPOBEACHUS KIMHHYECKOTO
M CCIIeIOBAHUS JISKAPCTBEHHOTO MperapaTa AJIsl MeIUIIMHCKOTO TPUMEHECHHUSL.

3. CTpaxoBbIM CiTydaeM MO JOTOBOPY 003aTEIBHOTO CTPAXOBAHUS ABJISIETCS CMEPTh MAllMEHTa WU
YXyAIIEHUE €TO 30POBBsI, B TOM YHUCIIE BJICKYIIIEE 3a COO00I YCTaHOBJICHHE WHBAIMTHOCTH, TIPH HAJMYHN
MPUYHHHO-CIICJICTBEHHON CBS3M MEXIYy HACTYIUICHHEM STOTO COOBITHS M y4acTHEeM TMallueHTa B
KIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO Tperapara.

4. TpeOoBaHWs O BO3MEIICHWUH Bpeda, MPUYUHEHHOTO JKHU3HM WM 370POBBIO IMAIMCHTA,
HpeII’bﬂBHHIOTCH B TCUCHUC CpOKOB I/ICKOBOI>'I JaBHOCTH, YCTaHOBJ'IeHHbIX I'pa)KI[aHCKI/IM
3aKOHOIATEIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITLJIATBI ITIO JOTOBOPY 00s13aTeIILHOTO CTpaxXxOoBaHUs COCTABJIACT :

1) B cmyyae cMepTH ManueHTa JBa MAJUIMOHA pyOJiell Ha KaKAOTO MalMeHTa, YYacTBOBABILETO B
KIMHUYECKOM MCCIIEAOBAHNY JIEKAPCTBEHHOTO MIpenapara;

2) Ipu yXyIILIEHUH 3[0POBbs MAllUEHTA:

a) MOBJIEKILIEM 3a cO0O0Il YCTaHOBJIEHWE MHBAJIMIHOCTH | rpymnmnbl, OAUH MUJUIMOH MSTHCOT THICAY
pyOneil Ha KaXJOTO MAallMeHTa, YYacTBOBABIIEIO B KIMHHUYECKOM HCCIEI0BAaHUU JIEKAPCTBEHHOTO
npenapara;

0) moBiyieKIIeM 3a co0oOW ycTaHOBJeHHWE MHBaMuAHOCTU Il rpymnmel, onuH MUUIMOH pyOned Ha
KaX/I0TO MAI[MeHTa, Y4aCTBOBABIICTO B KIIMHUYECKOM HCCIIECAOBAHUH JICKAPCTBEHHOTO IpenapaTa;

B) IMOBJICKIIEM 3a CcOOOH ycTaHOBJICHWE MHBAMAHOCTH III rpymmbl, mAThCOT ThICSY pyOsei Ha
KaX/10TO MaleHTa, Y4aCTBOBABILEIO B KIIMHUYECKOM UCCIIEI0BAHUY JIEKAPCTBEHHOIO IIpenapara;

T) HEe TIOBJICKIIIEM 3a cO00#l yCTaHOBJICHHS MHBAIMJHOCTH, HE OOJiee 4eM TpUCTa THICSY pyOniel Ha
KaXJIOTO TMAIlMeHTa, Y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOTO TIperapara,
UCXOJsl W3 HOPMATHBOB, OTPAXAIONMX XapakTep M CTENEHb TOBPEXKICHHUS 3I0pOBBS, a TaKoKe
(GaKTUYECKH TIOHECEHHBIX MAIlMEHTOM PACXOJ0B, BBI3BAHHBIX IMOBPEXKIACHHEM 3J0POBBS, Ha
MEIHUITUHCKYIO TTOMOTIIh, TPUOOPETCHHE JICKAPCTBEHHBIX MTPETapaToB.

(. "r" B pen. ®eaepanpHOro 3aKk0Ha OT 22.12.2014 N 429-D3)

6. Ytpatun cuny ¢ 1 uronst 2015 roga. - @eaepanbhblii 3akoH otT 22.12.2014 N 429-D3.

7. Cpok moroBopa 00S3aT€IbHOTO CTPAXOBAHHUS HE MOXKET OBITh MEHEe, YeM CPOK MPOBEICHUS
KIMHUYECKOTO UCCIIEeI0BAHUS JIEKAPCTBEHHOIO IIpenapara.
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8. VYcnoBus goroBopa o00s3aTeNBPHOTO CTPaXOBaHHS, B TOM 4YHCJIE CTpaxoBbie Tapudbl IO
00s13aTEIbBHOMY CTPaXOBaHUIO, MEpeueHb HEOOXOJUMBIX JOKYMEHTOB JJIsi OCYLICCTBIIEHUSI CTPaXOBOM
BBITIATHI, TIOPSIOK YCTAHOBJICHHWS CTpaxoBaTeIeM WHIAWBUAYAILHOTO HWIACHTH(PUKAIIMOHHOTO KOJa
nanueHTa, TOpsIoK HHAQOPMUPOBAHHUS CTPAXOBATENIEM CTPAaXOBIMKA O MPUBJICUEHHBIX K KITHHUYECKOMY
WCCIIEZIOBAaHUIO JICKAPCTBEHHOTO TIperapara i MEAWIIMHCKOTO TPUMEHEHHsS TMalMeHTaX, MOPSI0K
VILIaThI CTPAXOBOM MPEMUH, MTOPSIOK PEATTU3AUU ONPEACIICHHBIX HACTOSIMM DenepanbHbIM 3aKOHOM H
IpyruMu  GeAepaibHBIME 3aKOHAMHU TIpaB M OO0S3aHHOCTEH CTOPOH MO JOTOBOPY 00S3aTeNbHOIO
CTanOBaHI/ISI, a TakKkKe HOpMaTHBLI, 0Tpa>1<afoume xapaKrep U CTCIICHb HOBpC)KI[eHI/Ifl 3I[OpOBB$I,
YCTaHABIUBAIOTCS TUTIOBBIMU TTPaBUIIaMU 00S3aTEIBHOTO CTPAXOBAHMUSL.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

9. B ciiyyae npudnHEHUS Bpeaa )KU3HU MAIMEHTa, y9aCTBOBABIIETO B KITMHHYECKOM HCCIICIOBAHUH
JIEKApCTBEHHOTO TIpernapara, BBITOJONPUOOpETATENIIMH 10 JIOTOBOPY O0S3aT€IBHOTO CTPAaXOBaHUS
ABJIAIOTCA TpaXkJaHe, MMEIONME IMpaBO Ha BO3MEIIEHHWE BpeAa B Cilydae CMEpPTH KOpPMHUJIbLA B
COOTBETCTBUM C TPaXJTaHCKUM 3aKOHOJATEIbCTBOM, MPH OTCYTCTBUM TaKUX TPaKIaH - DPOAUTENH,
CyNpyT, I€TH yMEpPLIETro MalyeHTa, yYaCTBOBABLIEIO B KIMHUYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOTO
npenapara, B CIy4ae CMEpPTH T[alME€HTa, YJYacTBOBABILEIO B KIMHHUYECKOM MCCIIEAOBAHUU
JICKApCTBEHHOTO Tpernapara U He UMEBILIEr0 CaMOCTOSITEIbHOTO J0XOJAa, - TpakJaHe, Ha MKIUBEHHU
KOTOPBIX OH HaXOQWICS, B OTHOIICHWH BO3MEIICHUS pACXOJ0B Ha TNOrpeOcHUE TMalNeHTa,
y4acTBOBABIIETO B KIMHUYECKOM MCCIIEOBAHUU JIEKAPCTBEHHOIO Ipernapara, - JHLO, TOHECIIee TaKue
pacxopl.

10. CrpaxoBass BbIIIaTa B CYET BO3MEIICHUS BpeIa, NPUUYMHEHHOTO JKU3HU MalMEHTA,
Y4aCTBOBABIIIETO B KIMHUYECKOM HMCCIIEIOBAHUU JIEKAPCTBEHHOTO Iperapara, pacipeneisieTcs MEexIy
BBITOAONPHOOPETATESIMU MPOTOPIIHOHAIIBHO UX KOJTHMYECTBY B PABHBIX JAOJISIX.

11. Tlpm HacTynJgeHHUH CTPAXOBOTO Ciydash [MAllMEHT, YYaCTBOBABIIMH B KIMHUYECKOM
HCCIEAOBAaHNM  JIEKAPCTBEHHOIO  Iperapara, BBITOJIONIpUOOpETaTeNh ~ BIpaBe  MPEABIBUTDH
HETMOCPECTBEHHO CTPAXOBIMKY TpeOOBaHKE O BO3MEIICHHH MPUUMHEHHOTO Bpeaa. CTpaxoBas BhIIIaTa
OCYIIECTBIISICTCSI CTPAXOBIIMKOM B TEUYCHWE TPHALIATA JHEH CO JHS MPEICTABJICHHUS HEOOXOIUMBIX
JIOKyMEHTOB. [laniiieHT, y4acTBOBaB LMl B KIMHUYECKOM MCCIIEA0BAHUH JIEKAPCTBEHHOTO Npernapara, Ui
BBITOAONIpHOOpeTaTenh 00s3aH COOONUMTH CTPAXOBUMKY JUIS OCYIIECTBICHHUS CTPaXOBOW BBITLIATHI
WHJUBUYATbHBIA UACHTA(PUKAIIMOHHBIA KOJI TAIUEHTA, YCTAHOBJIECHHBIN CTPAaXOBaTeIeM B COOTBETCTBUH
C TUIIOBBIMHU IIPaBUJIaMU 00SI3aTEIBHOIO CTPAXOBAHMUSL.

12. Jlo mosHOro OIpeAeneHus pa3Mepa IOJUIEKAILEr0 BO3MEIICHUIO Bpela CTPaxOBIMK I10
3asBJICHUIO MAallMEHTa, yJaCTBOBABILETO B KIMHUYECKOM HCCIIEI0OBaHUH JIEKAPCTBEHHOTO Mperapara, uin
3asIBJICHUIO BBITOAOIPUOOpETATENS BIIPaBe OCYIIECTBUTD YaCTh CTPAXOBOW BBIIJIATHI, COOTBETCTBYIO LITYIO
(aKTUUECKH ONPENEICHHON YacTH MPUUYUHEHHOTO Bpea.

13. CrpaxoBas BbIIIJIaTAa B COOTBETCTBHU C JIOTOBOPOM OOS3aTENIBHOTO  CTPaxOBaHMS
OCYIIECTBIISIETCS] HE3aBUCUMO OT BBITIAT, TPUUUTAIOMIMXCS 11O APYTUM BUIAM CTPAXOBaHMUSL.

14. He JOITYCKacCTCA yd4acTuC IanueHTa B IMIPOBCACHUU KIMHUYCCKOTO HCCICOOBAHU
JIEKapCTBEHHOTO IperapaTa Mpu OTCYTCTBUU JOTOBOpa 00s3aTEITLHOTO CTPAXOBAHHSL.

15. KoHTposb 3a HCHOJHEHMEM OpraHM3alMel, IOJYYUBILEH pa3pelieHUE Ha OpraHU3aLUI0
MIPOBEJICHUS KIIMHUYECKOTO MCCIEI0BAHUS JIEKAPCTBEHHOTO Iperapara Jjis MEAUIIMHCKOTO IPUMEHEHHS,
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YCTaHOBJICHHOW HACTOAIIEH CTaTbeil 00S3aHHOCTU MO 00s3aTEIbHOMY CTPaXOBAHHUIO JKU3HH, 3/I0POBbBS
MalKueHTa, Y4JacTBYIOIIETO (Yy4acCTBOBAaBILETO) B KIMHUYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOIO
npernapara, OCYILIECTBIJIICTCS YIOJHOMOUYEHHBIM (QeliepalbHbIM OpPraHOM HCHOJHUTEIbHOM BIIACTH,
BBIJABIIMM pa3peICHUE Ha NPOBEIACHUE KIMHUUYECKMX MCCIIEJOBAaHUMN JIEKAPCTBEHHBIX NPENapaTroB s
MEAUIIMHCKOTO TPUMEHEHHUSL.

Nnaea 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratbs 45. [Ipon3BoACTBO NNeKapCTBEeHHbIX CPeAcTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBATH TPEOOBAaHUSIM IIpaBuMIl
HaJyIeXalleil mMpONU3BOJCTBEHHONW MPAKTUKH, YTBEPKICHHBIM YITOJIHOMOUYEHHBIM (eiepabHbIM OPTaHOM
UCITOTHUTETbHON BIacTU. OCOOCHHOCTH MEePEeX0/ia MPOU3BOJICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEJICTB K
WX TMPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSIMH MPABUI HAJICKAIICH MPOU3BOJICTBEHHON MPAKTHUKU
ycra"aBiuBarorcs [IpaBurensctBom Poccuiickoit deneparuu. Bpigada 3akiO4eHU O COOTBETCTBUU
MPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJCTB TPEeOOBAaHUSM TpaBUJI HaJUIeKAICH IMPOM3BOJICTBEHHOM
MPAKTUKA OCYIIECTBIISIETCS IO pe3yJbTaTaM HWHCIEKTUPOBAHUSA MPOU3BOJIUTENICH JIEKAPCTBEHHBIX
CpeACTB B Mopsnke, ycraHoBiaeHHOM IIpaBurtensctBoM Poccuiickoit ®enepanuu. Pasmep mniatel 3a
BBIJIa4y 3aKIIOYCHHUS O COOTBETCTBUH ITPOM3BOJMUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM TPaBHIT
HaJJIeXKaled  MpOM3BOACTBEHHOM MpakTUKM  ycraHaBiuBaeTcsi  [IpaButensctBoM  Poccuiickoi
®epnepaunu. [lopsaok opranuzanuu U NpoOBEICHUS UHCIIEKTUPOBAHUS MIPOU3BOAUTENICH JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBUE TpPEOOBAHUSM TMPABHJI HAUICKAICH IPOU3BOJICTBCHHOW IPAKTUKA
ycranaBiuBaetcs [IpaButensctBoMm Poccuiickoit denepanuu.

(B pen. denepanbabIx 3ak0HOB OT 25.06.2012 N 93-D3, o1 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
D®3)

2. llpou3BOACTBO JEKapCTBEHHBIX cpeacTB B Poccuiickoit dexepayin  OCYLIECTBISAETCS
IIPOU3BOJUTEISIMU JICKAPCTBEHHBIX CPEICTB, UMEIOUMMHU JIMLEH3UIO HA IIPOU3BOJACTBO JIEKAPCTBEHHBIX
cpencts. IlonTBepskneHnMe COOTBETCTBUS JIMLEH3MATa IpAaBUJIAM HAIJICKallC MPOU3BOACTBECHHON
IIPaKTUKH OCYILECTBISAECTCA B PaMKaX JIMLIEH3MOHHOTO KOHTPOJSA B COOTBETCTBUM C 3aKOHOIATEILCTBOM

Poccuiickoii deneparuu ¢ yuetoMm 0COOCHHOCTEH, YKa3aHHBIX B 4aCTU | HACTOSIICH CTaThH.
(B pen. ®enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYILECTBISETCS C COOMOJIEHHEM TpeOOoBaHMid
MIPOMBIIIIEHHOTO PETJIaMEHTa, KOTOPBIA YTBEPIKIACTCS PYKOBOAUTEIEM MTPOU3BOIUTENIS JICKAPCTBEHHBIX
CPEICTB U BKIOYaeT B ce0s IMepeueHb HCIOJIb3yeMbIX (apMaleBTUUECKUX CYOCTaHUHMH H
BCIIOMOTATENFHBIX BEIIECTB C YKAa3aHHEM KOJIMYECTBA KAKJIOTO W3 HUX, JaHHBIE 00 HCIOJIB3YyeMOM
000pyOBaHUHU, OMNHUCAHUE TEXHOJIOIMYECKOr0 IIpolecca M METOJOB KOHTpOJsE Ha BCEX JTamax
MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB.

4. Tlpn mpOM3BOJACTBE JICKAPCTBEHHBIX CPEJICTB MCIIOIB3YIOTCS (papMalleBTHUECKHE CYOCTaHIUU,
CBEICHUS O KOTOPBIX COJEPXKAaTcsi B TOCYIapCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CpEJICTB, 3a
UCKIIIOYCHHEM (apMalleBTUUECKUX CYOCTaHIMM, MPOU3BOJMMBIX JJIS MPOBEICHHUS KIMHUYECKUX
ucclieloBaHui 1 i sKkeriopta. K mporeccy mpousBojcTBa apMaieBTHYECKON CyOCTaHIIMU OTHOCSTCS
a00ble  CTaguM  TEXHOJOIMYECKOro IIpolecca, MO3BOJAIIME IOJY4YUTh TOTOBBIM  IPOAYKT,
COOTBETCTBYIOIIMI TpeOoBaHUAM (apMakolelHOM CTaTbd, B TOM uHcle (epMeHTalMs, SKCTPaKLIMs,
OUHMCTKA, BBIJCIIEHUE, NMEPEKPUCTAIUIN3AIMs, BBICYIIMBAaHUE, M3MenbueHue. B ciiyqae HeoOxonmMocTH
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MCIOJIb30BAHMS STHJIOBOTO CHUPTA, B TOM 4Hcle (papManeBTUYEeCKOW CYOCTaHLIMM CIHUPTa 3THIIOBOTO
(;TaHONa), TPU TPOU3BOACTBE JIEKAPCTBEHHBIX CPEICTB B KauecTBe JCHCTBYIOIIEro M (WJIN)
BCIIOMOI'aTeJIbHOTO BEILECTBA, a TAKKE B MHBIX TEXHOJOIMYECKUX LIEISAX JOJKHA OBITh MCIIONb30BaHA
TOJIBKO (papMarieBTHYecKasi CyOCTaHIUs CIIUPTA STUIIOBOTO (3TAHOM).

(B pen. @enepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-D3, ot 27.12.2019 N 481-
D3)

4.1. IlepeueHb JIEKapCTBEHHBIX IpENapaTroB A MEIUIMHCKOIO NPUMEHEHUS, B OTHOLICHUM
KOTOPBIX YCTaHABJIMBAIOTCA TpeOOBaHMS K OOBEMY Tapbl, YHNAKOBKE M KOMIUJIEKTHOCTH, I€pEYEHb
JIEKapCTBEHHBIX NPENapaToB [yl BETEPUHAPHOIO IPUMEHEHU sI, B OTHOIIEHUH KOTOPBIX YCTaHABINBAIOTCS
TpeOoBaHUsI K 00BEMy Tapbl, a Takke TpeOOBaHUSI K OOBEMY Tapbl, YIAKOBKE U KOMIUIEKTHOCTHU
JIEKApCTBEHHBIX IMpEenaparoB Jjs MEIUIMHCKOTO MPUMEHEHHS, TpeOoBaHUS K OO0beMy Tapbl
JIEKAPCTBEHHBIX IIPENapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHUsSI OINPENEISIOTCS COOTBETCTBYIOIIIMMHU
YIOJTHOMOYEHHBIMH  (pe/iepalibHBIMU OpraHaMU HMCIIOJTHHUTEIBHOW BIACTH B TOPSIKE, YCTAHOBJICHHOM
[TpaBuTenscTBOM Poccuiickoit denepanyu.

(vactb 4.1 B pen. @enepanpHoro 3akoHa ot 14.12.2015 N 374-®3)

4.2. Opra"uzaiuy, OCYIIECTBISIOIME MPOU3BOJACTBO (apMalleBTUUECKON CYOCTAaHIIMU CHUPTA
ATUJIOBOTO (3TaHONA) JUIA MPOM3BOJICTBA CIMPTOCOAEPKALMX JIEKAPCTBEHHBIX MpPENapaToB, OOsS3aHbI
OCYILECTBIISATh YYET B MOPSIIKE, YCTAHOBJICHHOM cTaThsiMu 8 U 14 denepanbHOrO 3akoHa OT 22 HOSOPS
1995 roma N 171-®3 "O rocymapcTBEHHOM PETYIMPOBAHUHU ITPOU3BOJICTBA U 000OPOTA ITHIIOBOTO CITUPTA,
QJIKOTOJIBHOW W CIHPTOCOJEpIKAllled MPOAYKIMU U 00 OrpaHMYeHHHd MOTpeOiieHus (pacmuTHs)
ankoroyibHOU npoaykuu'. IIpon3BoacTBo papmaneBTHUECKOH CyOCTaHIIMU CIMPTa STHIJIOBOTO (3TaHOJA)
JIOTTYCKAaeTCcs TOJIbKO OpraHM3alMed, OCYILECTBISIOIIEH MPOU3BOACTBO PEKTU(DUKOBAHHOIO 3THUIJIOBOIO
CHUpTa M3 MUIIEBOTO ChIPbS HAa OCHOBAHUHU JIMIEH3UM Ha IPOU3BOJCTBO STHJIOBOTO CHUpPTA IS
MPOM3BOJICTBA (JapMAlleBTHUECKOH CYOCTaHIIMM CIHpPTa ATHJIOBOTO (3TaHOJNA) B COOTBETCTBHH C
TpeboBanusiMu DenepaibHOro 3akoHa ot 22 HOsOpsa 1995 roma N 171-d3 "O rocymapcTBEHHOM
pEryIupoOBaHUU MPOU3BOACTBA U 00OpPOTa STUIOBOTO CHHMPTA, AJIKOTOIBHOM M CHHPTOCOAEpIKAICH
OPOAYKIMHM U 00 OrpaHHYEHUM TMOTpeONeHUsT (pacluThs) aJKOTOJIBHONH MPOAYKIUHU", METOIOM
pa3BelieHUsl BOJAOW OYMINEHHON TaKOTrO ATHUJIOBOTO CIHUPTA, MPOU3BEICHHOIO TaHHOW OpraHu3aluen 1o
MECTY OCYIIECTBIICHHUS TPOU3BOCTBA (hapMalleBTUYECKONW CYOCTaHIIMM CIIMPTA 3TUIIOBOTO (3TAHOINA).
(uactp 4.2 BBegena denepanbubiM 3akoHOM 0T 03.07.2016 N 261-D3; B pen. denepaibHOrO 3aKOHA OT
27.12.2019 N 481-D3)

4.3. NHnuBuayalbHbIe TPEANPUHUMATEIN U IOPUIMYECKUE JIMIA, OCYILECTBILIONME 3aKYyNKy H
WCIIOJIb30BaHuE (PapMaIleBTUYECKON CYOCTaHIIMU CIMPTa STUIIOBOTO (3TaHOA), a TAkKEe MPOU3BOJCTBO,
W3roTOBJICHWE W (Wum) 000poT (32 MCKIIYCHHUEM PO3HUYHOM TIPOJIAXKH) CIHMPTOCOISPKAIM X
JIEKapCTBEHHBIX IpenapaToB, 00s3aHBl OCYIIECTBIATh HMX Yy4eT M JCKIapUpOBaHUE B TIOPSIIKE,
ycTaHOBJIEHHOM cTaThiMu 8 u 14 denepanpHoro 3akoHa ot 22 Hosops 1995 roma N 171-03 "O
rOCYJapCTBEHHOM pErylIMpOBaHUM TMPOU3BOJCTBA M 000pPOTa STUIIOBOTO CHUPTA, AalKOTOJIBHOW U
CHUPTOCOAEPIKAIIEH MPOAYKIUU U 00 OTpaHUYCHUN MOTPeOIeHNs (PaCTUTHS) aTKOTOJIBHOM MPOTyKIuu'".
(vactb 4.3 BBeieHa PeaepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Ilpn npou3BOJACTBE JEKAPCTBEHHBIX IIPENapaTroB [Uld BETEPUHAPHOIO IPUMEHEHUS
JOMTYCKAeTCs HMCIOJB30BaHME IPOM3BEACHHBIX [UIA peann3anuu  (apManeBTHUYECKUX CYOCTaHIIHH,
BKJIIOYEHHBIX B TOCYIAPCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEACTB YIOJIHOMOYEHHBIM (eiepabHbIM
OpraHOM HUCIIOJIHUTENIBHOW BJACTH, OCYIIECTBIISIIOIIMM  BEIEHHE TOCYIApCTBEHHOIO  peecTpa
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

JIEKapCTBEHHBIX CPEJICTB JUIsl MEIULIMHCKOTO TPUMEH EHHUS.
(vactb 4.4 BBeneHa ®@enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

5. 3anpenaercs npou3BoOJICTBO:

1) nexapCTBEHHBIX CPEACTB, HE BKIIOYEHHBIX B TOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB,
32 MCKIIOYEHHUEM JIEKADCTBEHHBIX CPEICTB, IPOMU3BOAMMBIX Ml IPOBEACHHUS KIMHAYECKUX
MCCIIEIOBAHUM U IS DKCIIOPTA;

2) danbcu puuMpPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) IeKapCTBEHHBIX CPEICTB O€3 JIMLEH3UH Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKAPCTBCHHLIX CPCACTB C HAPYHMICHHUCM IIpaBUJI OpraHu3aluid MpPOU3BOJACTBA U KOHTPOJIA
Ka4eCTBa JICKAPCTBCHHEBIX CPCICTB,;

5) yrpatui cuny. - @enepanbHbiil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOCOAepKAUMX JIEKAPCTBEHHBIX IPENapaToB IO MECTY OCYIIECTBICHHUS IMPOU3BOJICTBA
(dapMareBTHYECKON CyOCTaHIIMM CHHPTAa 3THJIOBOTO (dTaHONA) W (WMJM) 1O MECTy OCYIIECTBICHUS
MPOU3BOACTBA STUIIOBOTO CIIUPTA;

(. 6 BBeneH PenepanbHbIiM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapmarieBTHUECKOW CYOCTaHIIMM CIMPTa STUJIOBOTO (dTaHOda) W (MJM) CIHMPTOCOISPIKAII X
JIEKapCTBEHHBIX IPENapaToB Ha OCHOBHOM TEXHOJIOTUYECKOM OOOpPYIOBAHMM JUIS MPOU3BOJCTBA
ATUJIOBOTO CIIUPTA, yKa3aHHOM B nyHkTe 1.1 crathu 14.1 denepanpHoro 3akoHa ot 22 Hos0pa 1995 roga
N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUU TPOM3BOJACTBA M 000pPOTa ATUIIOBOTO CITHPTA,
AJIKOTOJIBHOW W CHUPTOCOAEpIKAIlel TPOAYKIUM M 00 OrpaHMYeHHH NOTpeOieHus (pacruTus)
aJIKOTOJIBHOW MPOIyKIUHU ".

(. 7 BBeneH DenepanbHbIM 3akoHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE IIEKAPCTBEHHBIX CPEIACTB B TPAXKIAHCKUU O0OOPOT YIOJTHOMOYCHHOE JIHUIIO
MIPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJCTB OCYIICCTBIISICT MOATBEPKIACHUE COOTBETCTBHS JICKAPCTBEHHBIX
CpEICTB TpeOOBaHUSAM, YCTAaHOBIECHHBIM IPH MX TOCYIaPCTBEHHON PETHCTpAlMM, U TapaHTUPYET, 4TO
JICKAPCTBEHHBIE CPEJICTBA TPOU3BEACHBI B COOTBETCTBUM C TPEOOBAaHUSIMU TPaBUI HaJISKAIICH
MPOW3BOJICTBEHHOM TPAKTUKH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

7. YIOIHOMOYEHHBIM JIUIIOM TPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJICTB SBISETCS €ro pabOTHHK,
aTTECTOBAHHBIA B YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIOJHUTEIHHON BIACTU
MOpsA/IKE U UMEIOLMI cTaX paboThl HE MEHEEe YeM IATh JIeT B 00JIaCTH MPOU3BOJCTBA U (MJIIH) KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPE/ICTB, BhICIIEE 00Pa30BaHUE COOTBETCTBEHHO 10 OJJHOM U3 CIELUATbHOCTEH
U (MIK) OJIHOMY U3 HAINpaBJIECHUN MOATOTOBKU: OUOJIOTHS, OMOTEXHOJIOTHUS, BETEpUHAPHS, BETEPUHAPHO -
CaHMTapHas SKCIEpTH3a, KIMHUYECKas MEAMIIMHA, PpaAJAUalMOHHAs, XUMHYecKas M Ouoyormyeckas

3ammTa, gapMarus, GyH IaMeHTaIbHAS MEAUITUHA, XAMUYICCKA S TSXHOJIOTHS, XUMHSL.
(B pen. ®enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTeNM JEKAPCTBEHHBIX CPEACTB (32 MCKIIOUYEHHEM (papMaleBTUUECKOH CyOCTaHIIMU
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az%e%i”;gbgf;g;;m 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

CIIUpPTa 2TUIIOBOTO (3TaHOJ’Ia) MOTI'YT OCYHICCTBJIATH MPOAAXKY JICKAPCTBCHHBIX CPCACTB HJIM IICPCAABATH

MX B YCTAHOBJIEHHOM 3aKOHOJIaTeNbCTBOM Poccuiickoit denepanny nopsiake:
(B pen. @enepanpHOTO 3aKOHA OT 29.07.2017 N 278-D3)

1) ApyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEACTB AJIs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anusM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCYHBIM OpraHu3alusAM, BCTCPHUHAPHBIM AIITCUHBIM OpTraHU3alusAM, HWHAWBUAYAJIIbHBIM
ONpCAIPUHUMATCIIAM, UMCIOIIUM JIMOCH3UIO Ha (bapMaIICBTI/ILIeCKYIO JACATCIBbHOCTh WJIM JIMIOCH3HWIO Ha
MCINTHUHCKYIO JEATCIIbHOCTD,

4) Hay4yHO-HCCIIeI0BATEIbCKUM OpPraHU3aLMsIM JJIs HAy9HO-HCCIIEeJOBATEIBCKON PabOTHI;
5) MEIULIMHCKUM OpraHU3alysIM U BETEPUHAPHBIM OpraHU3allHsIM;

6) OpraHu3amusaM ¥ WHIWBHIYaIbHBIM MPEANPUHUMATEISM, OCYIICCTBJISIONMM pa3BeICHUE,
BBIpAIIMBAHUE U COJCPKAHHE IHKUBOTHBIX (32 WCKIIOYCHHEM IMPOJAXH WM (apMareBTHISCKUX
CyOCTaHITUM WJIU UX TIEPEIavH ).

(1. 6 B pen. ®enepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

9. TlpousBomutenu QapMaeBTUYSCKOH CYOCTaHIIMM CIHUPTA STHWIOBOTO (dTaHOJIA) OOS3aHBI
OCYIIECTBJIISATh peayin3aiuio (Iepeaady B YyCTAaHOBJICHHOM 3aKOHOJATENbcTBOM Poccuiickort denepannu
nopsimke)  (apmaneBTHYECKOM — CYOCTaHIIMKM  COMpPTa  JTUJIOBOTO  (9TAaHOJA)  MPOW3BOIUTENSIM
JIEKApCTBEHHBIX CPEJCTB /sl IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB, TPOU3BOAUTEINSAM (M3TOTOBUTEISIM)
MEAMITUHCKUX U3JEIUH JIIsl MPOU3BOJCTBA U U3TOTOBJICHUSI MEAUITUHCKUX U3/IETHI B eMKOCTSIX 00EMOM
He Oonee 1 matpa u (uau) He MeHee 1000 MUTPOB, a OpraHU3aLMsIM, YKa3aHHBIM B IyHKTaX 3 - 5 yacTtu §
HACTOSIIEH CTaTbU, B Tape 00beMoM He Oosee 1 muTpa.

(uactp 9 BBeneHa denepanbHBIM 3ak0oHOM OT 29.07.2017 N 278-D3; B pen. @eaepaibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3)

10. Peaymzanus (mepemaya B YCTaHOBJICHHOM 3aKOHOJATeNbcTBOM Poccuiickoin ®Denepamun
nopsiake) (apMaleBTHYECKOM CYOCTaHIIMM CHUPTa ATUJIOBOTO (3TaHOJA) OpraHU3alUsIM OINTOBOU
TOPIOBJIU JIEKAPCTBEHHBIMU CPEJICTBAMU HE JOIYCKAETCSI.

(vactb 10 BBeneHa ®@enepanbHbIM 3akoHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apManeBTUUECKON CYOCTaHIIMHM CHUPTA STUIOBOTO (3TaHOJIA) OCYILIECTBISIOTCS C
coOntoieHreM TpeOOBaHUl, yCTAaHOBJIEHHBIX a03alleM 4YeTBEpPThIM NyHKTa 3 craThu 9 DenepanbHOro
3akoHa OT 22 HosO0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM pPETYITMPOBAHWM IPOM3BOJICTBA H
000poTa STHJIOBOTO CIUPTA, AJKOTOJBHOW M CIHMPTOCOJAEpKAIleH NPOAYKIMH U 00 OrpaHMYEeHHH
noTpedsieHust (pacuTHsI) ATKOTOJIBHON MPOAYKIUN".

(vacte 11 BBeneHa deaepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Ctatbs 46. MapkupoBKa fieKapCTBeHHbIX CpeaCcTB
1. .HeKapCTBeHHLIC nmpenaparbl, 3a UCKIIOYCHUCM JICKAPCTBCHHBIX IPCIIapaTOB, U3TOTOBJICHHBLIX

AllTCYHBIMU  OpraHu3alsaMu, BCETCPUHAPHBIMU aAlITCYHBIMH OpraHu3alusaAMH, HWHAWBUAYAJIbHBIMU
npcanpuHuMareIsiMi, HWMCIOINMMU  JIMLOCH3WUIO Ha (I)apMaHeBTI/I‘ICCKy'IO JACATCIBHOCTb, JOJI?KHBI
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

IMOCTYIIAaTh B 06pameHHe, CCJIIN:

1) Ha uX NEepBUYHOM YMakoBKe (32 HUCKIIOUEHUEM MEPBUYHON YIMAKOBKU JIEKAPCTBEHHBIX
pacTUTENBHBIX NPENapaToB) XOPOILO YUTAEMbIM LIPU (TOM Ha PYCCKOM SI3bIKE YKa3aHbl HaHMEHOBaHHE
JEKApCTBEHHOIO Ipenapara (MeXIyHapoJHOE HENAaTEHTOBAaHHOE, WM TIPYNIHUPOBOYHOE, WIH
XAMUYECKOE, UM TOPrOBOE€ HAMMEHOBAHUE), HOMEP CEpPHUH, J1aTa BBIITYCKa (171 MMM YHOOHOJOTHYECKHU X
JIEKapCTBEHHBIX IpEnapaTroB), CPOK TOJAHOCTH, J03UPOBKA MIIM KOHIIEHTpalus, oObeM, aKTUBHOCTH B
€AMHULIAX ICHCTBUS NI KOJIUYECTBO 103;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHON (ITOTPEOUTENHCKOM) YHAKOBKE XOPOILIO YUTAaeMbIM IIPH TOM Ha PYCCKOM
S3bIKe yKa3aHbl HAMMEHOBAHHE JIEKAPCTBEHHOTO Tperapara (MeXIyHapoAHOE HEMaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, WJIM XHMHYECKOE M TOPTOBOE HAMMEHOBAHHS), HAWMEHOBAaHHWE IPOM3BOMTEINS
JIEKapCTBEHHOTIO Iperapara, HOMep Cepuu, JaTa BhIMycKa (s MMM YHOOHOJIOTHYECKU X JIE€KapCTBEHHBIX
MPErapaToB), HOMEP PETUCTPAIMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CHOCOO TpPHUMEHEHHS,
JIO3UPOBKA HJIM KOHIIEHTpAIMs, 00beM, aKTHBHOCTh B EJMHHIIAX NEWCTBUS JTHOO KOJIMYECTBO 103 B
yIaKOBKe, JIeKapCcTBEHHas (JopMa, YCIOBHS OTITYCKa, YCIOBUS XpaH €HUsI, TPEIYIIPEAUTEIbHbIC HAITHCH.
(B pen. denepanbhbix 3ak0HOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapmareBTUUYECKUE CYOCTAHIIMU JIOJDKHBI MOCTyNaTh B OOpallieHWe, eClId Ha WX MEePBUYHON
VIIAKOBKE XOPOIIO YMTAEMBIM IIPU (PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHUE (apMalleBTHICCKOM
cyOCTaHIIHK (MEXITyHAPOTHOEC HEIMATCHTOBAHHOE, WJIM TPYHNITHPOBOYHOE, UM XUMHUUYECKOE M TOPTOBOE
HaMMEHOBAaHUs1), HAMMEHOBAHHE TTPOU3BOAUTENS (hapMalleBTUUYECKON CyOCTaHIIMHM, HOMEp CEepUM U Jara
W3TOTOBJICHUS, KOJMYECTBO B YIIAKOBKE U €IUHMUIBI U3MEPEHUS KOJUYECTBA, CPOK TOJAHOCTH U YCIIOBH I
XpaHCHUS.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. JlekapCcTBEHHBIE CPEACTBA B KAUECTBE CIBOPOTOK JOJKHBI OCTYNaTh B 0OpallieHUE C yKa3aHUEM
’KMBOTHOTI'0, U3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB M TKAHEH KOTOPOTO OHH MOJTYYECHBI.

4. Ha BTOpHuHYIO (IOTPEOUTENILCKYIO) YITAKOBKY JI€KApPCTBEHHBIX CPE/ICTB, MOJIYYCHHBIX U3 KPOBH,
TJIa3Mbl KPOBH, OPTaHOB M TKaHEH YeslOBEeKa, JOJKHA HAHOCUTHCA HaAmuch: "Antutena k BUY-1, BUU-
2, x Bupycy renaruta C u IOBEpXHOCTHBII aHTUTEH BUpYyca rernaruta B orcyrcrByror".

5. Ha  nepBuunyro YIAKOBKY M BTOPHYHYIO  (IOTPEOUTEIBCKYIO) YIAKOBKY
pagrodapMareBTHUECKUX JIEKAPCTBEHHBIX CPEICTB IOJDKEH HAHOCUTHCS 3HAK PaJMAllHOHHON OMacHOCTH.

6. Ha BTOpHYHYyIO (MOTpeOUTENTHCKYIO) YIMAaKOBKY TOMEONAaTHYECKUX JEKAPCTBEHHBIX MpEnapaTroB
JIOJDKHA HAaHOCUTHCA HaAamuch: "T'oMmeonaTnueckuii".

7. Ha BTOpHYHYIO (HOTPEOMTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpPEnapaToB
JI0JKHA HAHOCUTHCS HaaAnKCh: "TIpoaykius nponuia paguaioOHHbI KOHTPOJIb'.

8. Ha mepBuuHyr0 ymakoBKy (€Ciau i 3TOTO CYIIECTBYET TEXHHUYECKash BO3MOJXKHOCTH) H
BTOPUYHYIO (ITOTPEOUTENLCKYIO) VYIIAKOBKY JIEKAPCTBEHHBIX IMpenaparoB, IpelHa3HAuYEHHBIX s
KIMHUYSCKUX UCCICAOBAHNH, TOJKHA HAHOCUTHCS HAAMUCh: "[{JIs KIMHUYSCKA X UCCIICIOBaHUMI ",

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

9. VnakoBka JI€KapCTBEHHBIX CpPEACTB, MPEJHA3HAYEHHBIX MCKIIOYUTENBHO JJIs JKCIOPTa,
MapKUpYeTcs B COOTBETCTBUU C TPEOOBAHUSMHU CTPaHbI-UMIOPTEPA.

10. Ha TpaHcmopTHyl Tapy, KOTOpas He MpeaHa3HaueHa s moTrpeduTtenel M B KOTOPYIO
MOMEIICHO JIEKAPCTBEHHOE CPEICTBO, JODKHA HAHOCHTHCS HWHQOpMAIus O HaWMEHOBAaHMM, CEpUH
JIEKApCTBEHHOI'O CPEJCTBA, JaTe€ BBIIYCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YIIAKOBOK
JIEKAPCTBEHHOTO CPEJICTBA, MPOU3BOJUTENE JIEKAPCTBEHHOIO CPEICTBA C yKa3aHMEM HAaMMEHOBAHHS U
MECTOHAXO0K/ICHUSI IPOU3BOAUTEIS JIEKAPCTBEHHOTO CpeICTBA (aApec, B TOM YHCIIE CTpaHa U (UJIM) MECTO
MIPOU3BOCTBA JIEKAPCTBEHHOIO CPEJICTBA), & TAKKE O CPOKE T'OJHOCTH JIEKAPCTBEHHOTO cpeicTBa M 00
YCIIOBHSIX €r0 XpaHEHUS M MEPEeBO3KU, HEOOXOIUMBIE MTPEAyPEAUTEIbHbIC HAAMUCH U MAHUITYISTOPHBIC
3HAKU.

11. Ha nepBUuYHYIO YNAaKOBKY M BTOPUUYHYK (IOTPEOUTENIBCKYK) YINAKOBKY JI€KApCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO MPUMEHEHHSI [OJDKHA HAHOCUTBHCS Haamuch: "Jlns BeTepuHaApHOro
pUMeHeHus "

12. Ha BTOpuuHylO (ITOTpEOUTENBCKYIO) YMAKOBKY JIEKAPCTBEHHOIO IIpenapara HaHOCHTCS
LITPU XOBOU KOJI.

Masa 9. BBO3 JIEKAPCTBEHHbBIX CPEAOCTB
B POCCUNCKYIO ®EOEPALMUIO U BbIBO3 IEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKON ®EOEPALIMU
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

CtaTtba 47. Nopsnok BBo3a NekapcTBeHHbIX cpeacTB B Poccunckyro ®degepaumio u
BbiBO3a NeKapCTBEHHbIX cpeacTB u3 Poccunckon degepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapctBeHHBIX cpeactB B Poccuiickyto @enepanuio OCYILIECTBIAETCS B IOPSIKE,
ycraHoBJIcHHOM IIpaButensctBom Poccuiickoii ®@enepaunn, B COOTBETCTBUM C TaMOKEHHBIM
3aKOHOJATEILCTBOM TaMOXEHHOTro coro3a B pamkax EBpA3DC (mamee - TaMOXEHHBIH COIO3) U (WJIN)
3aKOHOAaTeNIbCTBOM Poccuiickont denepauny 0 TaMOKEHHOM JIETIE.

(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto ®eznepanuio JE€KapcCTBEHHbIE CPEACTBA JOJKHBI COAEPKATbCA B
rOCyJapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
(B pen. denepanbubix 3ak0HOB 0T 06.12.2011 N 409-D3, ot 27.12.2019 N 462-D3)

3. Jlonyckaercs BBO3 B Poccuiickyro @enepanuio KOHKPETHOM MapTUU 3apeTMCTPUPOBAHHBIX U
(uM)  HE3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MpPEJHA3HAYEHHBIX I [POBEICHUS
KINHUYECKUX MCCIEJOBAHUM JIEKApCTBEHHBIX IMpENapaToB, MPOBEAEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX
CPEACTB JUIsl OCYILECTBJIEHUSI TOCYIAPCTBEHHON pPETHCTpallMU JIEKApCTBEHHBIX MpPEnapaToB WM IS
OKa3aHMSI MEIULMHCKOM MOMOLM IO >KM3HEHHBIM IMOKa3aHUSM KOHKPETHOTO MAallMeHTa Ha OCHOBAaHWU
paspelleHus, BBIAAHHOIO YIOJHOMOYEHHBIM (peepaibHbIM OPraHOM HCHOJHUTEIBHOM BJIACTH IO
3asBJICHUSM JIMI], YKa3aHHBIX B craTbe 48 Hacrosuero denepalbHOro 3akoHa. PaccmMorpeHue Takoro
3asBJIEHUs W TPUHSTHE PELIEHUs O BblJade pa3pelleHUss Ha BBO3 KOHKPETHOW MapTUH
3aperuCTPUPOBAHHBIX U (MJIM) HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAUYCHHBIX JUIS
IIPOBEACHUS KIMHUYECKUX HCCIEJOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB, NPOBEACHUSI SKCIEPTHU3BI
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

JIEKapCTBEHHBIX CPEJACTB JUIi OCYIIECTBJIEHUS TOCYAapCTBEHHOM pPETHCTPALMU  JIEKApCTBEHHBIX
npenaparoB MWW JIA OKa3aHUA MeﬂHHHHCKOﬁ IIOMOIIM IO KHU3HCHHBIM ITOKa3aHUAM KOHKPETHOTO
namueHTa 1100 00 OTKa3e B BbIaue YKa3aHHOTO pa3pelleHus MPOU3BOIATCS B CPOK, HE TPEBBIIIAIO LI
naTH pabounx aHei. [lnara 3a BeIgauy yKa3aHHOTO pa3pelleHusl He B3MMAeTCsl.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynsrantllntoc: npumedanue.
C 01.01.2024 4. 3.1 c1. 47 yrpauuBaet cuiy (O3 ot 27.12.2019 N 475-D3).

3.1. Honyckaercst BBo3 B Poccuiickyro @enepannio KOHKPETHON MapTUU HE3apeTUCTPUPOBAHHBIX
JIEKApCTBEHHBIX MPENapaToB, COACPKAIMX HAPKOTUYECKUE CPENICTBA WMJIM MCHUXOTPOITHBIEC BEIIECTBA, B
nopsiake, ycraHoiaeHHOM IlpaBurtensctBom Poccuiickoit ®enepauunu, Mg OKa3aHUS MEIULIMHCKON
MOMOIIM IO >KU3HEHHBIM MMOKAa3aHHUSM KOHKPETHOTO MAalMEHTA WJIW TPYIIbI MAlMEHTOB B Clydae, €ClIH
UMeeTCs pelleHue BpayeOHOW KOMHMCCHH MEAWIMHCKON opraHu3aimu o Hed()(OeKTHBHOCTH WM
HEBO3MOXXHOCTH TMPUMEHEHUSI Y KOHKPETHOTO MallM€HTa MHBIX 3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHUCJIE COJEPKAINMX IPYTUe NCHCTBYIONME BEINECTBA, © O HEOOXOIMMOCTH BBO3a
ONPEIEICHHOTO HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara ¢ ykazaHueM €ro MeK1yHapOaHOTO
HEMaTeHTOBAHHOTO (MJIM XUMHYECKOTO, WIU TPYNIHPOBOYHOIO) HAMMEHOBaHHS, (OPMBI BEHITyCKa M
kosmmdecTBa. llepedeHsr 3a007€BaHUN M COCTOSHUM W COOTBETCTBYIONMX JICKAPCTBEHHBIX MPEMapaToB,
cojiepKallX HAPKOTUYECKUE CPEICTBA U MICUXOTPOIHBIE BEILECTBA, B LIEJISIX OCYIIECTBICHHUS X BBO3a B
COOTBETCTBHHM C TPEOOBAHUSMHU HACTOSIICH YacTH YTBEPIKIACTCS YIOTHOMOYCHHBIM (eIepabHbIM
OpPraHOM MCIOJHUTEIBHOW BIIACTH.

(vactpb 3.1 BBenena @enepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)

3.2. o 31 nexabps 2022 roga momyckaroTcs BBO3 Ha Tepputopuio Poccuiickoit denepannu u
obpamenue B Poccuiickoit ®deneparuu ¢ ydeToM OCOOEHHOCTEH, ycTaHOBJICHHBIX [IpaBUTENbCTBOM
Poccuiickoii ®enepauuu, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB Ul MEIULIMHCKOIO
NIPUMEHEHHS B YITAKOBKaX, MPEeJIHA3HAUCHHBIX ISl 0OpalicHs] B MHOCTPAHHBIX TOCYAapCTBaX, B ciydae
ne(eKTyphl JIEKapCTBEHHBIX IpEnapaToB WM pUCKA €€ BO3HUKHOBEHHUS B CBSA3UM C BBEICHHEM B
oTHOIIeHUN Pocculiickon @enepanyy OrpaHUYUTEIbHBIX MEP HYKOHOMMYECKOIO XapaKrepa IIpU YCIOBHUU
COOTBETCTBHSI BBO3WMBIX JIEKAPCTBEHHBIX IpENapaToB TpPEOOBAaHUSM, YCTAaHOBJIEHHBIM TIPH UX
perucTpanmm, 3a UCKIYEHHEM TpeOOBaHUM K MEPBUYHON YHNAKOBKE, BTOPUYHON (MOTPEOUTENHCKOMN)
VIAKOBKE, a TaKKe MNpH HAIMYUKM HA BTOPUYHOM (MOTPEOMTENBCKOW) YHAKOBKE JEKAapCTBEHHBIX
IIpenapaTroB, HAXOMALMXCAd B OOpallleHUHU, CaMOKIESLIEHCS STHUKETKH, coaepkaleill mH@opManuoo o
JIEKAPCTBEHHOM IIPENapaTe Ha PYCCKOM SI3bIKE.

(vactb 3.2 BBeieHa PenepasibHbIM 3ak0HOM 0T 26.03.2022 N 64-D3)

4. B Poccuiickyto ®denepaniiio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
MOATBEPKACHO  CePTH(GUKATOM  MPOU3ZBOAUTENS  JIGKAPCTBEHHBIX  CPEICTB,  YAOCTOBEPSIO M
COOTBETCTBHE BBO3UMBIX JICKAPCTBEHHBIX CPEJICTB TPpeOOBaHUSIM (PpapMaKONEHHBIX CTaTeH MO0 B CiTydae
UX OTCYTCTBUSI HOPMAaTUBHOM JTOKYMEHTAlUH UJIM HOPMATUBHOTO JOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D03)

5. 3anpemaercs BBo3 B Poccuiickyro denepaunio ¢anbeu GuipOBAHHBIX JEKAPCTBEHHBIX CPENICTB,
HeZI00pOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJCTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(pen. or 26.03.2022) JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

6. DanbcuUIIMPOBAHHBIC JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKauECTBEHHBIE JIEKAPCTBEHHBIE
CpEACTBA MOJICKAT UBATUIO U MOCIENYIOIIEMY YHHUYTOKEHUIO UK BbIBO3Y U3 Poccuiickont depepanuu,
KOHTpa(aKTHBIE JEKaPCTBEHHBIE CPEJCTBA - U3BSTUIO U MOCIEAYIOUIEMY YHUUYTOXKEHUIO. YHUUTOXKECHHE
unu  BeBO3 u3 Poccuiickoit ®enepaunu  (ambcu UIIUPOBAHHBIX JIEKAPCTBEHHBIX  CPEICTB,
HEIOOPOKAUYEeCTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTPA(aKTHBIX  JICKAPDCTBEHHBIX  CPEJICTB
OCYILLIECTBJISIETCS 3a CYET JMLa, OCYIIECTBUBILETO HX BBO3. [lOpsok YHUYTOXKEHHS M3BATHIX
(hanbcu QUIHPOBAHHBIX JICKAPCTBEHHBIX CPEJACTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPENCTB ycTaHaBiuBaeTcs [IpaButensctBoM Poccuiickoit deneparum.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D03)

7. Jluma, ocymecTtBistoume BBo3 B Poccuiickyto  ®enepanuio  ¢aibcu GUIIMPOBAHHBIX
JIEKApCTBEHHBIX  CPEACTB, HEJOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB, KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TaMOXXEHHBIM 3aKOHOATEIBbCTBOM
TamoxeHHOro coro3a u (MiK) 3akoHoaaTenbcTBoM Poccuiickoit denepanun o TaMOKEHHOM JETie.

(B pen. @eaepanpHoOTO 3aK0HA OT 06.12.2011 N 409-D3)

8. BbIBO3 NekapcTBEHHBIX cpeAcTB U3 Poccuiickoit deaepannu ocyecTBisieTcs: 03 TpUMeHEHUs
OTPaHUYEHUM, YCTAHOBJIEHHBIX TAaMOXXEHHBIM 3aKOHOJATEIBCTBOM TaMOXEHHOTro coro3a U (MJM)
3akoHOoJaTenbcTBOM Poccniickoit denepanuu 0 TOCyIapCTBEHHOM PEryIMPOBAaHUM BHEIHETOPTOBOU
JIESATEIIBHOCTH.

(B pen. ®eaepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N 429-
D3)

9. BBoa B rpakJaHCKMI OOOpOT JIEKAPCTBEHHBIX IMPENApaToB JUIsl MEAUIIMHCKOIO IPUMEHEHHUS,
BBE3eHHBIX B Poccuiickyro deneparino, OCyIeCTBISETCS C COONIOACHNEM TpeOOBaHM M, YCTAHOBICHHBIX
crarbell 52.1 Hacrosmero denepanbHOIO 3aKOHA.

(vactp 9 BBeneHa denepanbHbiM 3ak0HOM OT 28.11.2018 N 449-D3)

Koucynerantlhitoc: npumedanue.
C 01.09.2023 ct. 47 nomonusiercs 4. 10 (P3 ot 02.07.2021 N 317-D3).

CraTtbsa 48. lOpugnyeckune nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbIX CPeACTB
B Poccuuckyro denepauuto
(B pen. @eaepanpHoro 3aKkoHa oT 06.12.2011 N 409-D3)

JlexapcTtBenHbIe cpeacTBa B Poccniickyro @enepanuto MOryT BBO3HUTh:
(B pen. @eaepanpHoTO 3aK0HA OT 06.12.2011 N 409-D3)

1) mnpou3BOIMTENM JIEKAPCTBEHHBIX CPEACTB Ul 1eineld  COOCTBEHHOIO IPOM3BOJCTBA
JIEKApCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHbIE pPa3pabOTUYUKKU JIEKAPCTBEHHBIX CPEICTB W WHOCTPAHHBIE MPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WJIH JIPYTHE IOPUANYECKUE JTUIA 10 TOPYIEHHUIO pa3paboTYMKa JIEKAPCTBEHHOTO
CpeICTBa JUIsl MPOBEACHUS KIMHUYECKHX HCCIEIOBAHUM JIEKAPCTBEHHOTO IIperapaTa, OCYLIECTBIICHUS
TOCYJAapCTBEHHOW  pErucTpalryd  JEKapCTBEHHOTO IMpemapara, BKIOYEHHS  (apMaleBTHYeCKOM
CyOCTaHLIUM B TOCYJapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJISI KAUEeCTBA JIEKAPCTBEHHBIX
CPEICTB MPU HAIMYMHN pa3peliecHUsl YIOJIHOMOUYEHHOro (¢elepalbHOr0 OpraHa UCHOJHUTEIbHOM BJIacTU
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

Ha BBO3 KOHKPETHOM MapTHHU JIEKAPCTBEHHBIX CPEACTB;
3) opranu3anuu ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMU CPEJICTBAMHU;

4) Hay4yHO-MCCJICIOBATEIbCKUE OpraHM3alliH, O00pa30BaTElIbHbIC OpPTraHU3allMd  BBICIIETO
0o0pa3oBaHus, MPOU3BOMUTEIM JICKAPCTBEHHBIX CPEACTB IS pa3pabOTKu, HCCIENOBAaHUM, KOHTPOJSA
0e30MmacHOCTH, KauecTBa, d((EKTUBHOCTH JICKAPCTBEHHBIX CPEACTB NPU HAIWYUHM  pPa3pelieHUs
YIOJIHOMOYEHHOTO ()e/iepabHOTO OpTaHa UCIOJIHUTEIBHOM BIACTH;

(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MeIMIMHCKUE OpraHU3alliH, UHbIE YKa3aHHbIE B MYHKTax | - 4 HAcTOSIIENH CTaTbl OpraHU3aLUU
JUISL OKa3aHUsI MEAUIIMHCKOM TTOMOIIM I10 )KM3HEHHBIM ITOKa3aHMSAM KOHKPETHOTO MMallMEHTa IPU HAJIUYIH
pa3pelieHusl yIoJIHOMOYEHHOro (efepaJbHOr0 OpraHa MCIOJHUTENIBHON BJIACTH Ha BBO3 KOHKPETHOM
NapTUN JIEKApCTBEHHOTO Mpernapara, BHIAAHHOIO B YCTAHOBJIEHHOM IOpsAAKe B (OpME 3JIEKTPOHHOTO
JOKYMEHTA, MOANMMCAHHOTO YCUJICHHOW KBAJTH(UIIMPOBAHHON 3JIEKTPOHHOM MO/ IUCHIO;
(B pen. @exnepanbHoro 3akoHa ot 12.03.2014 N 33-®3)

Koucynerantlhitoc: npumedanue.
C 01.01.2024 1. 6 cT. 48 yrpaunBaet cuiry (O3 ot 27.12.2019 N 475-D3).

6) TOCy/apCTBEHHBIEC YHUTAPHBIC TPEIIPUATHS, UMYIICCTBO KOTOPBIX HAXOAUTCS B (eaepabHOM
cobctBeHHOCTH, onpeaensembie [IpaButenbctBom Poccuiickoit ®enmeparmu, B 4YacTH BBO3a B
Poccuiickyto ®enepanuio  HE3aperUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX MPENapaTroB, COAEpPKaLMX
HApKOTHYECKUE CPEICTBA WJIM TICUXOTPOITHBIE BEIIECTBA, Ui OKa3aHUS MEAUIIMHCKOW IMOMOIIM T10
YKU3HEHHBIM IMOKa3aHUAM KOHKPETHOTO Mal[MeHTa UJIW TPYMIIbl MAIMEHTOB B COOTBETCTBUHU C YacThiO 3.1
cratbi 47 Hacrosiero PeaepanbHOro 3aKOHA.

(. 6 BBeneH denepanbHbIM 3akoHOM 0T 27.12.2019 N 475-03)

Crtatba 49. [lIoKkyMeHTbl, NpeacTaBnseMbie B TaMOXEHHble opraHbl Poccunckon
Penepauum npu BBO3e NieKapCcTBEHHbIX cpeacTB B Poccuinckyro Peaepaumio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D03)

1. Ilpu BBO3e nexkapcTBeHHbIX cpeAcTB B Poccuiickyto ®denepanuio B TaMOXXEHHbIE OpPTraHbl
Poccuiickoii ®enepauuu Hapsaay C© JAOKYMEHTaMH, IPEICTaBICHUE KOTOPBIX IIPENYCMOTPEHO
TaMOKCHHBIM 3aKOHOAATEIILCTBOM TaMOXKEHHOTO COr03a M (MJIM) 3aKOHOAATEIhCTBOM Poccuiickoit

denepany 0 TAMOXKEHHOM JIEIIe, MPECTABIISIOTCS CICYIONME JOKYMEHTBI:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D03)

1) cepTudukar TPOU3BOAUTENS JIEKAPCTBEHHOTO CPENCTBA, YIAOCTOBEPSIIOUMI COOTBETCTBHUE
BBO3MMOIO JIEKAPCTBEHHOI'O CpEACTBAa TpeOOBaHUAM (QapMakolnelHON craTbu JmMOO B ciydae ee
OTCYTCTBHSI HOPMATUBHOM JOKYMEHTAIIMU UM HOPMATUBHOIO IOKYMEHTA;

2) paspelleHUEe YHOJHOMOYEHHOIO (eIepalbHOr0 OpraHa MCIOJIHUTEIbHON BJACTH Ha BBO3
KOHKPETHOM MapTHHU JIEKapCTBEHHOIO CpEeACTBAa B CllydasiX, YCTAaHOBJIEHHBIX 4YacThio 3 crarbu 47

HACTOAIICTO (I)eﬂepaJILHOFO 3aKOHa.

2. JIOKyMEHTBI, yKa3aHHble B NyHKTax | m 2 yactu 1 Hacrosmen CTaThH, MPEJICTABISAIOTCS B
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

TaMOXeHHbIe opranbl Poccuiickoit @enepannu npu NpuOBITUM JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.
(B pen. @eaepanpHoTO 3aK0Ha OT 06.12.2011 N 409-D3)

Crtatba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuickyo depepauuto ans
JINYHOrO UCNOJSIb30BaHUSA U UHbIX HEKOMMEPYECKUX Liefier, a Takke ANA UCNOoSb30BaHUsA
Ha TeppPUTOPUMU MEXAYHAPOAHOro MeAULIMHCKOro KrnacTtepa
(B pen. denepanbhbix 3ak0HOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE IpemnapaTsl MOTryT ObITh BBe3eHBbl B Poccuiickyto @enepanuio 0e3 ydera
TpeOOBaHUM, MPETYCMOTPEHHBIX YacTsiMu | - 4 cratbu 47, crarbsamu 48 u 49 HacTosimero denepaibHOTO

3aKOHa, €CJIM OHU MpPeJHa3HAYCHBI IS
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TMYHOTO WCIMOAB30BaHUS (U3MUYSCKUMU JIHIIaMU, MpUOBBIMMHA B Poccuiickyto dDenepanuio.
I[Ipu »stom BBO3 B Poccuiickyto ®enepanuio JIEKAPCTBEHHBIX IMPENAPATOB,  COAEPKALMX
CUJIBHOACHCTBYIONIME ¥ (WJIM) SIOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CIIHCOK
CHUJIBHOJICVCTBYIOIIM X BEILECTB /I €€l YrOJIOBHOTO 3aKoHOAaTenbcTBa Poccuiickoit denepanuu u B
CIIMCOK SIIOBUTBIX BEIIECTB [UIS LEJEH YroJOBHOIO 3akKoHonarenbcTBa Poccuiickont @Penepauuy,
yrBepxkaeHHbIe [IpaBuTtensctBom Poccuiickoit denepannu, OCyIMIECTBISIETCS IPU HAIMYAHM TOKYMEHTOB
(3aBepeHHBIX KOMHI JOKYMEHTOB WIIM 3aBEPEHHBIX BBIMKMCOK U3 HUX), MOATBEPKIAIOIMX Ha3HAUYCHUE
¢u3rYeCKOMY IMIY YKa3aHHBIX JICKAPCTBEHHBIX TPEMapaToB (32 HCKIIOYCHUEM JIEKAPCTBEHHBIX
IIpenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoir ®enepanmm u  oTmyckaemslx B Poccuiickoit
Oenepanyu 6e3 pelenTa Ha JeKapcTBeHHbIN mpenapar). [loarBepkaaronme JOKYMEHTHI (MX 3aBEPEHHbBIE
KOTMMHU WJIM 3aBEPEHHBIEC BBITUCKU U3 HUX) TOJKHBI COJIEPKAaTh CBEICHHUSI O HAMMEHOBAHUU U KOJIUYECTBE
Ha3HAYCHHOTO JICKAPCTBEHHOTO TipermapaTta. B ciydae, eciau TMOATBEPXKIAONME TOKYMEHTHI (MX
3aBepEHHbIC KOMWHM WIM 3aBEPEHHBIC BBIIUCKUA M3 HUX) COCTABJICHBI HAa WHOCTPAHHOM S3bIKE, K HUM
MpUJIaraeTcs HOTapUaIbHO 3aBEPEHHBIN MEPEBO HA PYCCKUM S3BIK;
(m. 1 B pen. ®enepanbHoro 3akoHa oT 02.06.2016 N 163-D3)

2) UCHOJNB30BaHHMS PAOOTHUKAMU  JUILUIOMATHYECKOTO KOpIyca WIM  MPeACTaBUTENsIMU
MEKIyHApOHbBI X OpraHU3aluii, aKKpeIMTOBaHHbIX B Poccuiickont denepanuu;

3) nedeHHs NAcCCaAXUPOB U YJICHOB SKUNAXEH TPaHCIOPTHBIX CPEICTB, MOE3AHBIX Opurang u
BOAUTENEH TPAHCIIOPTHBIX CPEACTB, NpHObBIIMX B Poccuiickyro ®@enepanuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHusl y4aCTHUKOB MEXJIYHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONIPUATUN U YUACTHUKOB
MEXIYHAPOIHBIX SKCIICIUITUH;

5) neyeHus KOHKPETHBIX JKMBOTHBIX B 300MapKaX, 300CajgaXx, LHUpPKAX, OKEaHApHyMax,
nenbGUHAPUAX, JIEYCHHS NWKUX JKUBOTHBIX, TMOCTOSHHO WJIM BPEMEHHO HACEMSIONMX TEPPUTOPUIO
Poccuiickoii ®denepaumy, HaXOASLUMXCS B COCTOSHHUM €CTECTBEHHOW CBOOOJABI U INMPUHAMISKALMX K
BHUJaM, 3aHeceHHBIM B KpacHyro kuury Poccuiickoit denepanuu u (WJiM) KpacHbIE KHUTH CYOBEKTOB
Poccuiickoii @enepanuu, a Takke >KMBOTHBIX, BBO3UMBIX B Pocculickyro denepaunio Mg y4acTus B

CIIOPTUBHLBIX U 3PCIIUITHBIX MCPOIIPHUATUAX,
(B pen. ®enepanbabix 3ak0HOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

6) UCIIOJIB30BAHUS HA TEPPUTOPHH MEXKTYHAPOIHOTO METUIIMHCKOTO KIacTepa.
(m. 6 BBeneH @enepanbHbIM 3akoHOM 0T 29.06.2015 N 160-D3)

2. B cnyuasax, npenycMOTpPEHHBIX 4acThiO | HacTosAleH cTaThu, AOMYCKAaeTcs BBO3 B Poccuiickyro
denepannio JEKapCTBEHHBIX IIPENApaTOB, HE 3apErUCTPUPOBAHHBIX B Poccuiickoit Penepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBEHHBIE IIpenaparhl, IpeJHa3HauYeHHbIE ISl TYMAaHUTApHOM MOMOIM (COACHCTBUS) MU
IIOMOIIM IPU Ype3BBIYAWHBIX CHUTyalUsX, BBO3ATCA B Pocculiickyro ®Penepanuio B IOPSIKE,
ycraHoBJiecHHOM [IpaButenbctBoM Poccuiickoit ®@enepanmu. 3ampemiaercss BB0O3 B Poccuiickyro
denepanvlo  HE3APETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaToB,  MPEJHA3HAYEHHBIX UL
r'yMaHUTapHON ITOMOLM (COACHCTBUS) NI TOMOLM IIPH YPE3BbIYANHBIX CUTYALIUSIX.

(B pen. @eaepanpHoTO 3aK0HA OT 06.12.2011 N 409-D3)

Crtatba 51. CorpyaHu4yecTBO hbeaepanbHOro opraHa MCNOSIHUTENIbLHOM BRacTu,
YyNOSIHOMOYEHHOro B 0O6facTM TaMOXEHHOro pnena, WM APYruxX YNOJIHOMOYEHHbIX
chemepanbHbIX OPraHOB UCNOJSTHUTESIbHOW BNacTu

1. VYnonHomoueHHble (enepaibHble OpraHbl HCHOJHUTENBHOM BJIACTM HPEJOCTAaBISIOT B
pacriopsbkeHue (eepalbHOTO0 OpraHa MCIOJIHUTEIbHONH BJIACTH, YIOJIHOMOYEHHOTO B 00JacTu
TaMOXKEHHOI'0 [IeJla, TOCYAAPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEACTB, a TaKke HHQOOPMALHUIO O
BBIJIAHHBIX pa3pellleHUusX Ha BBO3 KOHKPETHOM NapTUM JIEKAPCTBEHHBIX CPEACTB B CIydasx,
YCTaHOBJIEHHBIX 4acThio 3 cTaTtbu 47 HacTosiiero denepalbHOTO 3aKOHA.

2. denepanbHBI OpraH HCHOJHUTENBHON BJIACTH, YIOJHOMOYEHHBIA B 0OJACTH TaMO>KEHHOTO
nena, UTHGOPMHUPYET yKa3aHHbIE B 4acTU | HAcTOSIIEW CTaThbM YIOJIHOMOYEHHbBIE (efiepaibHble OpraHbl
WCIOJIHUTEIPHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX CpelncTB B Poccuiickyto denepanui0o U BbIBO3E
JIEKapCTBEHHBIX cpeAcTB M3 Poccuiickoit denepanuu no GopMe U B TMOPSAKE, KOTOPhIE YCTaHOBJICHBI
IIpaButensctBOoM Poccuiickont denepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Maea 10. PAPMALEEBTUYECKAA OEATEJNIbBHOCTb
Cratbs 52. OcywecTBrneHue hapmaLeBTUYECKON AEATENIbHOCTH

1. dapmaneBTHUeCKas ESATEIFHOCTh OCYIIECTBISETCS OpTaHU3AIUMSIMH ONTOBOWH TOPTOBIH
JICKapCTBEHHBIMH  CPEICTBAMH,  AalTEYHBIMH  OPraHHU3AUSMH, BETCPUHAPHBIMH  aANTCUHBIMU
OpraHu3aIUsIMH, WHIUBUIyaIbHBIMU pe pUHAMATEISMH, UMEIOIIMMU JHIEH3UI0  Ha
(dapMareBTHUECKYI0 JIEATETBHOCTh, MEAWIIMHCKUMH OpTaHU3aIlMsIMH, WMEIONMMH JIHIICH3UI0 Ha
(dapMaIleBTHUECKYIO JIESTEIBHOCTh, W WX 000COOJICHHBIMHU IOJpa3leliecHusMU  (aMOyIaTopusiMH,
denpaimepckuMu M QeNIbIMIEPCKO-aKYIIEpCKUMU  MyHKTaMH, I[eHTpamMHu (OTACICHUSAMH) OOIen
BpaueOHON (CeMEHHOI) MPaKTUKK), PACIIOJOKEHHBIMUA B CEIIbCKAX HACEIECHHBIX MYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT alT€YHbIE OpPraHU3allMi, U BETEPUHAPHBIMU OpPraHU3aIU IMU, UMEIOUMMH JIMLEH3UI0 Ha
(apMaLeBTHUECKYIO IESTETBbHOCTb.

(B pen. @eaepanpHOTO 3aKOHA OT 25.11.2013 N 317-D3)
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"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

Koncynerantllnoc: npumedanue.

006 0co0eHHOCTSX AONYCKa K OCYIIECTBICHUIO AEATEIbHOCTHU JHUI O€3 cepTH (U KaTa CreuaiicTa uiu
MPOXOXKACHUS aKKPEAUTAWH CIIeNHaIMcTa ¥ (MJIM) 10 CHENUaTBHOCTSM, HE TPEIyCMOTPCHHBIM
cepruduraTom unu akkpeautanueit, cMm. [Ipuka3z Munsapasa Poccun ot 23.12.2021 N 1179H.

2. @usuyeckue JMIa MOTYT OCYLIECTBJATH (PapMaleBTUUYECKYIO JEATENIBHOCTh MPH HATUYUU
BBICILIETO HJIM CPEIHEro (papManeBTUUECKOTO 00pa30BaHUs U CepTH (UKaTa CIEHHATUCTA, BHICIIETO WIIH
CpeHero BETepMHApHOTO 00pa3oBaHUsS M cepTU(UKATA CIIEHUANNCTA, a TAKKE BBICHIEIO UM CPETHETO
MEIMIMHCKOTO 00pa3oBaHusl, CepTH(UKaTa CIELHATUCTa W JOHNOJHUTEIBHOIO MpOodecCuOHATBHOTO
00pa3oBaHUs B YaCTH PO3HUYHOW TOPTOBIIM JIEKAPCTBEHHBIMU TpENapaTaMy MpH YCIOBUU MX pabOTHI B
000COOICHHBIX MOIPA3ACTCHUAX MEUIIMHCKIX OpPraHM3alllii, YKa3aHHBIX B 4acTH | HacTOSIIEH cTaThy.
(gactb 2 B pen. @enepanbpHoro 3akoHa ot 27.07.2010 N 192-03)

KoncynprantlIntoc: npumeyanue.

JlexkapCTBEHHBIE Mpenaparhl UIsl MEAUIIMHCKOTO TPUMEHEHU S, BBEJICHHBIC B TPaX aHCKUN 000pOT 10
29.11.2019, nmomsexkatr XpaHEHHIO, MEPEBO3KE, OTHYCKY, pealv3aluu, Nepenadye, MPUMEHEHHUIO [0
ucTeueHus cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxagaHCKUn OOOpPOT JieKapCTBEHHbIX npenapaTtoB Ans
MeAULMHCKOro NPUMeHeHUA
(BBenena @enepanbubiM 3akoHOM OT 28.11.2018 N 449-03)

1. Ilepen BBOIOM B Tpa)AaHCKUN OOOPOT KaXKIAON CepHU WM KaKIOW MapTHU MPOU3BEIACHHOTO B
Poccuiickoii @enepanun JIEKApCTBEHHOTO Npenapara Jyisi MEAUIMHCKOTO MPUMEHEHHS, 3a UCKITIOUEHUEM
MMMYHOOHMOJIOTUYECKU X JIEKAPCTBEHHBIX IMpEnapaTroB, MPOU3BOJUTENb TaKOTO JIEKapCTBEHHOTO
npenapara npeacTaBiiseT B (eepalbHbIi OpraH WCIIOTHUTENBHON BIACTH, OCYIIECTBISIONIMN (pyHKIUH
[0 KOHTPOJIO W HaI30py B cdepe 3ApaBOOXpPAHEHUS, IJOKYMEHT MPOU3BOAMTENS JIEKAPCTBEHHOTO
CpPEeICTBa, TOATBEPKIOAIONMI  KauecTBO  JICKAPCTBEHHOIO  Ipemapara, ©  HOATBEpXKICHUE
YIIOJTHOMOYEHHOTO JIMI[a IPOU3BOJUTENSL JIEKAPCTBEHHBIX CPEJIICTB COOTBETCTBHUS JIEKAPCTBEHHOIO
npenapara TpedOBaHMAM, YCTAaHOBJIEHHBIM IIPU €r0 TOCYJapCTBEHHON PErHCTpaIui.

2. Ilepen BBOIOM B TIpa)KAaHCKUI O0OpPOT KaXKIOW CEepUM WIM KaKIOH MapTUU BBO3MMOIO B
Poccuiickyro @epepanuio JIEKQpCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO IPUMEHEHMs, 3a
UCKIIOYEHHEM MMMYHOOMOJIOTMYECKU X JIEKAPCTBEHHBIX INPENapaToB, OpPraHU3allks, OCYIIE CTBIISIO A s
BBO3 JIEKapCTBEHHOTrO mnpenapata B Poccuiickyto ®denepanuio, npeactaBiseT B ¢eaepalbHbI opraH
UCIIOJHUTEIbHON BJIACTH, OCYHIECTBIAIONMN (QYHKIMM 110 KOHTPOIIO U Ham3opy B cdepe
37paBOOXPAaHEHUs, CEPTHU(QUKAT MPOU3BOAMUTENSI JIEKAPCTBEHHOIO  CPEJCTBA,  YAOCTOBEPSIO LI
COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO IpernapaTta TpeOoBaHUsIM (GapMaKoNeiHOW CTaThH, a B CIydyae
OTCYTCTBHS (DPapMaKomeiHHOW CTaThi TPeOOBaHWSIM HOPMATHBHOM JOKYMEHTALMHM, W TOATBEPKICHHE
NpEICTaBUTENSl OpraHU3allui, OCYLIECTBIAIOIICH BBO3 JEKapcTBEHHOro mpenapara B Poccuiickyro
Qenepauylo U YIOJHOMOYEHHOM HHOCTPAHHBIM  IIPOU3BOJAUTEIEM  JICKAPCTBEHHBIX CPEJICTB,
COOTBCTCTBHAA BBO3UMOIO JICKAPCTBCHHOIO Ipcriapara TpC6OBaHI/I$IM, YCTaHOBJICHHBIM IIpU  €TO
rOCYy/IapCTBEHHOM perucTparuu.

3. Tlopsinok mpeacTaBiIeHUsSI B COOTBETCTBUU C YacTAMHU | U 2 HACTOSIIEH CTaTbU JIOKYMEHTOB U
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

CBEJICHUN O IIEKApPCTBEHHBIX IperapaTax, BBOJUMBIX B TPAXKIAHCKUH 00OPOT, YCTaHABIMBAECTCS
[TpaBuTenscTBOM Poccuiickoit denepanuu.

4. B OTHOLIEHMM MNEPBBIX TpPEX CEpUA WM MapTHH JIEKAPCTBEHHOTO IIperapara, BIIEPBBIC
npousseneHHoro B Poccuiickoii @enepauyu nim BIiepBble BBO3UMOro B Pocculickyro ®denepanuio, B
(e nepanbHbIl OpraH WCIOIHUTENBHOM BJIACTH, OCYLIECTBIISIONMNA (YHKIHHU 110 KOHTPOJIO U HA/30pPy B
cdepe 31paBOOXpaHEHUS, JOTOIHUTEIBHO MPEICTABISAETCA MPOTOKOJ UCIIBITAHUM O COOTBETCTBUH CEPUU
WM TapTHM JIEKAPCTBEHHOIO IIpernapara Uil MEIMIMHCKOIO IPUMEHEHHs I10Ka3aTeslsiM KadecTBa,
MPEIyCMOTPEHHBIM HOPMATHUBHOW JOKyMEHTallMed (Jajee - MIPOTOKON MCHBITAHUH), MPOBOAUMBIX
aKKpeIMTOBaHHBIMU B COOTBETCTBUHU C 3aKOHOAATeNbcTBOM Poccuiickoit denepannu 00 akkpenuTaluu B
HAI[MOHAIBHOM  CHCTEME  aKKpeIuTalmuu  QenepalbHbBIMH  TOCYJApCTBEHHBIMU  OFOJIKETHBIMU
YVUpEXACHUSIMU,  TOJBEJOMCTBEHHbIMH  (elepa’dbHOMy  OpraHy  HCHOJHMTENbHON  BiacTy,
OCYILECTBIISIOIEMY (DYHKIIUU 110 BBIPAOOTKE M pealn3alyy rocyIapCTBEHHON MOJMTUKU U HOPMATUBHO -
MIPaBOBOMY DETYIMPOBAHHUIO B cdepe 3ApaBOOXpaHEHUs, W (elepaIbHOMY OpTaHy HCIOIHUTEIHHOH
BJIACTH, OCYIIECTBISIOIMEMY (DYHKIMU MO KOHTPOIIO M Haa3opy B cdepe 3apaBooxpaHeHus. [lopsamok
BBIJIAYM YKa3aHHBIMH (eepalbHbIMH TOCYIAPCTBEHHBIMH OIOJUKETHBIMU YUPESKICHUSIMU JTAHHOTO
MPOTOKOJIA M pa3Mep IUIATHI 3a €ro Bbiaauy ycranaBinBarorcs [IpasutensctBom Poccuiickont deneparum.

5. ExeronHo He mo3aHee 1 ¢eBpaiss NpOU3BOAUTENM JIEKAPCTBEHHBIX CPEJACTB MJIM OPraHU3aLUH,
OCYILECTBJISIIOLIME BBO3 JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuio, MPeaCTaBIAIOT B
(e nepanbHbIil Oprai UCIOJIHUTENBHON BIACTH, OCYIIECTBIIAIOUMN (YyHKIUH 10 KOHTPOJIIO U HAJI30py B
cdepe 31paBOOXpaHEHUS, TPOTOKOJ UCHBITAHUN MTOCTYIUBILETO B TEUEHHUE I'oJla B IPaXIaHCKUH 000poT
JIEKAPCTBEHHOI'0 IIpernapara KOHKPETHOIO IPOU3BOIUTENS (HAa OJHY CEPUI0 KaXKAOTO TOPTOBOIrO
HAaMMEHOBAaHUSl C Y4ETOM JIEKapCTBEHHOW (OPMbI U JO3UPOBKU), MPOBOAUMBIX AaKKPEIUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOjaTenbcTBOM Poccuiickoit @enepanuu 00 akkKpeAMTAallMM B HAllMOHAJIBHOU
CHUCTEME aKKpEAUTALIMY UCIIBITATENIbHBIMU J1A00paTOPUSAMH (LIEHTPAMN ).

6. IlpomsBomuTenu JEKAPCTBEHHBIX CPEICTB WM OPraHU3alMU, OCYIIECTBISIOINME BBO3
JeKapCcTBEHHBIX mpenapartoB B Poccuiickyro denepanuio, He MEHEE YeM 3a OJUH TOJ J0 MIaHUPYEMBIX
MPUOCTAHOBJICHUS WJIM TPEKPAIllCHUs MPOU3BOJICTBA JIEKAPCTBEHHBIX IpEnapaToB WM HMX BBO3a B
Poccuiickyro ®enpepanuio yBeaomisitoT 00 3ToM  (enepasbHBId OpraH HMCHOJHUTEIBHONW BJIACTH,
OCYIIECTBISIO I (PYHKIMU MO KOHTPOIIO U HAA30pY B cdepe 3ApaBooXpaHeHus U (eaepaibHblii OpraH
UCIIOJIHUTEIBHOW  BJIACTH, OCYIIECTBIIIOUMN  (QYyHKUMM 1O JIMIEH3UPOBAHUIO IPOU3BOJACTBA
JICKApCTBEHHBIX CPEJICTB.

7. BBoa B TrpakAaHCKUI 00OpOT KaKJIOM Cepuu WM KaKAOH MapTUd UMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOTO Ipenapara, Ipou3BeaeHHoro B Poccuiickorn @enepanuy WM BBO3UMOro B P occuiickyro
deneparuio, OCYIIECTBJIAETCS Ha OCHOBAaHUM paspellieHUs, BbIAAHHOTO (eAepaJbHBIM OPraHoM
UCIOJHUTENBHON BJIACTH, OCYHMIECTBIISIIONMM (YHKIMH 110 KOHTPOJIIO M Haa3opy B cdepe
3IPaBOOXPAaHEHUS, HAa OCHOBAaHWM BBIJAHHOTO (¢eAepaTbHbIMH TOCYIAPCTBEHHBIMU OIO/HKETHBIMU
YUPEXKICHUSIMH, YKa3aHHBIMA B 4acTW 4 HACTOSILEH CTaTbU, 3aKIIOYEHMS O COOTBETCTBUM CEPUH WU
napTUd WMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Iperapara TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIPU €T0
rocyiapcTBeHHOH perucrpauuu. [Topsaok Bbelgaun paspelieHuss Ha BBOJ B IPaKJaHCKUH 000pOT cepuu
WJIM AT UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO IIpernapara, a Takoke MOpsA0K BbIAAYM YKa3aHHOTO
3aKII0OYEHHUS W pa3Mep IUIaTel 3a €ro BblAady ycraHaBiauarorcsa IIpaBurensctBoM Poccuiickoin
denepanuu.

8. 3a HempelCTaBlIeHHME WJIM HECBOEBPEMEHHOE IIPEACTABJICHUE JIOKYMEHTOB M CBEJCHUH,
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

peIyCMOTPEHHBIX YacTsMu 1, 2, 4, 5 u 6 HacTosIel CTaThH, MPOU3BOJUTENH JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aluy, OCYILECTBIISIONIME BBO3 JEKApCTBEHHBIX NpenapaToB B Poccuiickyto deneparuio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMH C 3aKOHOAATENbCTBOM Poccuiickoii ®enepanumn.

9. IlpencraBneHue JOKYMEHTOB W CBEAEHHUM, MPEIyCMOTPEHHBIX yacTsaMu 1, 2 u 4 HacTroseH
CTaThbd, M IIOJYy4EHUE IMPEAYCMOTPEHHOIO 4YacThiO 7 HACTOSAUICH CTaTbU pAa3pelIeHUss Ha BBOJ
MMMYHOOHMOJIOTMYECKOTO JICKAPCTBEHHOIO Tpernapara B TpaxJaHCKUH 000poT He TpeOyloTcs B
OTHOILUCHUM JICKAPCTBEHHBIX IIPENapaToB, IPEAHA3HAYEHHBIX JUIA IIPOBEICHUS KIMHUYECKHUX
HCCIE0OBAaHNI JICKAPCTBEHHBIX IPENapaTroB, MPOBEICHUS HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JIA
OCYILECTBJICHUS] TOCYJapCTBEHHON pPETUCTpalMM JICKAPCTBEHHBIX MPENaparoB, a TAKKE B OTHOLUCHHUU
HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaToB, NPEAHA3HAYECHHBIX JUIS OKa3aHUs MEIUIIUHCKON
IIOMOIIM MO JKU3HEHHBIM NOKa3aHWSM KOHKPETHOTO IMAIllMEHTa WM TPYNIbl MAMEHTOB, BBO3UMBIX B
Poccuiickyto ®@enepainio B COOTBETCTBUM ¢ yacTsMu 3 U 3.1 crateu 47 Hacrosiuero denepanbHOTO
3aKOHa.

(B pen. @eaepanpHOTO 3aKOHA OT 27.12.2019 N 475-D3)

10. Ilpu BBISIBIEHUWH B TPaKAAaHCKOM 00OpOTE CEpHUU WM MapTUU JIEKAPCTBEHHOTO Ipernapara,
JOKYMEHTBl M CBEIEHHUS O KOTOPBIX, MPEAYCMOTpPEHHbIE HacTaMu |, 2 W 4 HacTosIed cTaTbu, HE
IpeacTaBlieHbl B (efepalbHbIl OpraH HCHOJHUTENBHOM BIIACTH, OCYILECTBILIIONMMI (YHKUMHM IO
KOHTPOJIIO U HaI30py B cdepe 3IpaBOOXpaHEHUs, JHUO0 CepuH MM NAapTUM UMMYHOOH OJOTMYECKOTO
JEKapCTBEHHOIO IIpernapaTra, He MMEINMX pa3pelleHduss Ha BBOJA B IPaXIaHCKUH 000poT,
IPEIYCMOTPEHHOIO YacTbl0 7 HACTOSIIEH CTaThH, (¢enepaibHbli OpraH HUCIOJHUTENBHOM BJIACTH,
OCYILIECTBISIIONMKA (QYHKIUU IO KOHTPOIIO W Haa3opy B chepe 3ApaBOOXpaHEHUs, B IOPSIKE,
ycraHoBJIeHHOM [IpaButensctBom Poccuiickoit @enepanyu, NpUHUMAET pPEIIEHHE O MpPEKpalleHUun
IPaXKAaHCKOTO 000pOTa TAaKMX CEpUU WM MapTUU A0 TNPEACTaBICHMsS YKa3aHHBIX JOKYMEHTOB U
CBEICHUI MO0 MOTyUYeHUs YKa3aHHOTO pa3peIeHHsI.

Koncynsrantllitoc: npumeyanue.
C 01.09.2023 poxyment nonosnsiercs ctT. 52.2 (D3 ot 02.07.2021 N 317-D3).

Cratbsa 53. Npoaaxa, nepenaya nekapCTBEHHbIX CPeACTB OpraHM3auusiMm OonToOBOW
TOProBIM JfleKapCTBEHHbIMU cpeaAcTBaMu

1. Oprauu3zaiy ONTOBOWM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU MOTYT OCYILECTBIISATH IPOAAKY
JICKapCTBEHHBIX CPEICTB WJM IepelaBaTh MX B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu mopsake (3a HCKIIOYCHUEM (apMaIeBTHYECKONW CyOCTaHIIUH CITUPTA ITUIIOBOTO (3TaHOA):
(B pen. denepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

1) nqpyrum opraHu3aiusiM OITOBOM TOPTOBJIN JIEKAPCTBEHHBIMU CPEICTBAMM;

2) NIpOU3BOUTEISAM JEKAPCTBEHHBIX CPEJICTB JJIs 1€1€ MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB;
3) anTeYHbIM OpraHU3alUsAM U BETEPUHAPHBIM allTEYHBIM OpraHU3aLUsAM;

4) Hay4HO-HCCIIEA0BATEIBCKUM OpTaHU3aIM M JJIsl HAy4HO-HCCIIeI0BaTENbCKOM paboThI;

5) WHIUBUIYaNbHBIM NPEANPUHUMATENSAM, HWMEIONMM JHUIEH3UI0 Ha (apMaleBTHIECKYIO
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ACATCIIBHOCTD WJIN JIMICH3UIO HA MCAUTTUHCKYIO JICATCIIbHOCTD,

6) MEIULIMHCKUM OpPraHU3alusIM, B TOM YUCJIE CO3/IaHHBIM U 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEeNbCTBOM HHOCTPAaHHOrO rocygapcrBa - ujeHa OpraHu3alMy SKOHOMHUYECKOTO
COTPYOIHMYECTBA M  pa3BUTUs  WHOCTPAHHBIM  IOPUJMYECKUM  JIULAM,  HHAWBUIYaJIbHBIM
MpEeANPUHUMATEIISAM, SBJISIONMMCS Y4aCTHUKAMU IIPOEKTa B COOTBETCTBUM ¢ DenepanbHbIM 3akoHOM "O
MEXIYHAPOJHOM MEAMIIMHCKOM KJIacTepe M BHECEHHHM U3MEHEHHUIl B OTJICNIbHbIC 3aKOHOIATEeIbHbIE aKThl
Poccuiickoii @enepanun', 1 BeTepuHapHbIM OpraHU3aLMIM;
(B pen. @eaepanpHOTO 3aKOHA OT 26.07.2019 N 240-D3)

7) opraHuzanusM M WHIUBUIyaJIbHBIM TpPEANPUHUMATENSAM, OCYIIECTBISIOLMM pa3BeJeHHE,
BbhIpallliBaHUEC W COJACPIKAHHUC IKUBOTHBIX (321 HCKIIOUYCHUEM IPOJaKH UM (bapMaIIeBTI/I‘ICCKI/IX
CyOCTaHITUM WJIH UX TTEPEIavH ).

(. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHuW3anyy OINTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH CpEACTBAMH HE BIIPABE OCYIIECCTBIIATH
npojaxy (mepenadyy B YCTAaHOBJICHHOM 3aKOHOJATenbcTBOM Poccmiickoli dexepanum  mopsiake)
(apMareBTHUECKOI CyOCTaHIIMU CIIMPTA ATUIIOBOTO (3TaHOJA).

(vactb 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-@3)

CtaTbA 54. [IpaBnna onToBOW TOProBSN NIeKapCTBeHHbLIMU cpeaAcTBaMm

1. OnroBas TOpProBis JEKAPCTBEHHBIMU CPEICTBAMHU OCYIIECTBISETCS MPOU3BOAUTEISIMH
JIEKapCTBEHHBIX CPEACTB M OpPraHU3alMsSMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU IO
TpaBUIaM Ha/JIEXKAIIEH TUCTPUOBIOTOPCKON TIPAKTUKHU W IPaBUJIaM HaJJIeKAIeH MPAKTU KA XpaHCHUS U
MEPEBO3KH JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKIECHHBIM COOTBETCTBYIOILMMH YIIOJIHOMOYEHHBIMU
(e nepaTbHBIME OpTaHAMU W CITOTHUTEIIEHON BJIACTH.

(B pen. @eaepanpHOTO 3aKOHA OT 22.12.2014 N 429-D3)

2. Opra#uzanys ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMM CpEACTBaMH o00s3aHa  cOOMI0IaTh
npeesbHbIe CPOKU OTTPY3KU 3aTpeOOBAaHHBIX allTEYHON OpPraHU3alMeil JIeKapCTBEHHBIX MPErapaToB s
MEIMLHUHCKOTO IPUMEHEHHs W HE BIIPaBE OTKa3blBaTh ANTEUYHOM OpraHu3aluu, C KOTOpOM y Hee
3aKII0YE€H COOTBETCTBYIOLUMH JOrOBOP O IIOCTaBKaX JIEKAPCTBEHHBIX IPENapaToB ISl MEAUIIMHCKOIO
IPUMEHEHHS], B IIOCTABKE JIEKAPCTBEHHBIX MPENapaToB JJIsi MEIULMHCKOTO MPUMEHEHHUS MpPU HaIU4hd
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPENapaToB Ul MEIULIMHCKOTO MPUMEHEHUs y OpraHU3alluy ONTOBOH
TOPIOBJIM JIGKAPCTBEHHBIMU CpeAcTBaMU. lIpenenbHble CPOKUM OTIPY3KH 3aTpeOOBAaHHBIX AamnTEYHOH
OopraHu3aluell JIeKapCTBEHHBIX MPENnapaToB i MEIUIMHCKOTO MPUMEHEHUsS B 3aBHUCHUMOCTH OT
pacIloo)KeHUsT MecTa OTIPY3KM JIEKApCTBEHHBIX IpenapaToB s MEIULHMHCKOTO MpPUMEHEHUs
YCTaHABJIMBAIOTCS YIIOJIHOMOYEHHBIM (peZiepalbHbIM OPraHOM HCIIOJTHUTEIBHON BJIACTH.

(vactb 2 BBeneHa denepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3)

CrtaTbs 55. nOp'iI,EIOK pO3HI/I‘-IHOI7I TOProBJiN NeKapCTBeHHbIMA NpenapaTamMmn

1. Po3HuuHas TOProBis JIEKAPCTBEHHBIMU IIpeapaTaMd B KOJIMYECTBAX, HEOOXOTUMBIX JUIs
BBIIIOJIHEHUSI BpaueOHbIX ((espAIepCKUX) HA3HAYEHWH WM Ha3HAYEHMH CIIEUAIMCTOB B 00JacTU
BETEPUHAPHU,  OCYLIECTBJIACTCS  alNTEYHBIMM  OPraHMU3aLMsIMU, BETEPUHAPHBIMU  aAlTEUHBIMU
OpraHH3alusIMH, VH/IUBU/1yalIbHBIMU IpeMIPUHUMATENSMU, UMEIOLMMH  JIMIEH3UI0  Ha
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(bapMareBTHYECKYI0 JIeSTeNbHOCTh, MEIUIIMHCKUMH OpTraHU3allUsMU, WMEIONMMHU JHUIEH3UI0 Ha
(dapMaleBTUUECKYIO JIEATEIbHOCTh, U HX OOOCOOJEHHBIMU NOApa3ACICHUAMHU (aMOyIaToOpUsIMH,
denpamepckuMu U QeNbIIMEPCKO-aKyIIEPCKUMH  ITYHKTAMH, IIEHTpamMu (OTHCICHUSAMH) 0OOIIei
BpayeOHOI (CeMeifHOl) MPaKTUKK), PACHOJIOKEHHBIMH B CEIBCKMX HACEICHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTCYHBIC OpPraHU3AIMU, U BETCPUHAPHBIMU OPTaHHU3AMUSIMHU, UMCIONMMHU JUICH3WIO Ha
(dapMaleBTUUECKYI0 JEeATENbHOCTh. Pa3pelieHa po3HWYHAs TOPTOBJIS TOJBKO JIeKap CTBEHHBIMU
npenaparaMu, 3aperucTpupoBaHHbIMA B Poccuiickoii denepauuy WM W3rOTOBJICHHBIMU allTEYHbBIMU
OpraHH3aIUsAMH, BETCPUHAPHBIMHU Al TeYHBIMH OpraHU3aIHsIMH, VH M BH Ty TbHBIMU
NpEANPUHUMATENIAIMU, HMEIONMMHU JIMIEH3UI0 Ha (apMaleBTUYECKyI0 JAesSTeNbHOCTh. Po3HUYHas
TOPIOBJIA JICKAPCTBEHHBIMHU IIpeHapaTaMyd OCYLISCTBISETCS MO TpaBHJIaM HaJIeKalled anTedHOon
MIPAKTHKH, YTBEPKICHHBIM YIIOJIHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM UCITOJTHUTEIILHOM BIIACTH.

(B pen. denepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)

1.1. Po3Hu4uHas TOProBjsl JEKAPCTBEHHBIMU IMperapaTamMu Jjsi MEIUIIMHCKOTO MPUMEHEHUs (3a
HCKIIFOUEHHUEM JIEKAPCTBEHHBIX NPENapaToB, OTIIYCKAEMBIX MO PEUENTY Ha JIEKAPCTBEHHBIN IMpenapar,
HAPKOTHUYECKU X JIEKAPCTBEHHBIX MpPENapaToB M IMCHUXOTPOITHBIX JICKAPCTBEHHBIX MPENaparoB, a TAaKKe
CIIUPTOCOJIEPKAIMM X JICKAPCTBEHHBIX TPENnapaToB ¢ OOBEMHOM 10JIed ITUJIOBOTO CIMPTa CBBIME 25
MPOLICHTOB) MOXET OCYIIECTBISATbCS ANTEUYHBIMU OPraHU3alUsIMU JUCTAHIMOHHBIM  CIOCOOOM.
Po3HMYHYIO  TOpProB/II0  JICKAPCTBEHHBIMM  MpemaparamMu Uil ~ MEAUIUHCKOTO  MPUMEHEHHS
JMUCTAHIITMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISITh AlTEUHBIE OpPTaHU3AIMU, WUMEIONME JIMIICH3UI0 Ha
dapManeBTUYECKYI0 JEATEIbHOCTh W COOTBETCTBYIOIEE paspelleHue (QenepaibHOro OpraHa
UCIIOJTHUTENBHON BIACTH, OCYIIECTBISIOMIETO (QYHKIMH 1O KOHTPOJIO M HAm30py B cdepe
3npaBooxpaHeHus. [lopsgok BbImauM  paspelieHus] Ha OCYHIECTBICHHME PO3HUYHOM TOPTOBJM
JIEKApCTBEHHBIMHU TpenaparaMu JUCTaHIIMOHHBIM CIIOcOO0M, TpeOOBaHUS K alTEYHBIM OpPraHHU3AIUsIM,
KOTOpPBbIE MOTYT OCYILIECTBJISITh TAKYI0 TOPTOBJIO, U TOPSIOK €€ OCYIIECTBICHHUS, a TaKXKe MpaBUiia
JIOCTAaBKM JIEKAPCTBEHHBIX IMpernapaToB rpaxkaaHaM ycTaHaBiauBaroTcs [IpaBurtenscTBoM Poccuiickoit
Oenepannu. Mudopmanus o6 ommadyeHHbIX (OTHYIIEHHBIX) M MOJMYYEHHBIX JICKAPCTBEHHBIX MpenapaTax
BHOCUTCSI B CHUCTEMY MOHHUTOpPHHIA JBUXKEHHS JICKAPCTBEHHBIX IMPENaparoB s MEIUIIUHCKOTO
MIPUMEHEHHS B MOPSIZIKE, TPETYCMOTPEHHOM 4YacThio 7 cTaThu 67 HacTosimero deaepaibHOro 3aKOHa.
(vactb 1.1 BBenena @enepanbubiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Bungel anTeyHBIX OpraHW3allMii ¥ TpaBujia OTIYCKA JIEKAPCTBEHHBIX IMperapaTroB s
MEIULMHCKOTO IPUMEHEHMs alTeYHbIMH OpraHU3alUsAMH, MHIMBHUAYyaJIbHBIMU IpEANPUHUMATEIAMH,
MMEIOIIMMH JMICH3UI0 Ha (apMalleBTUUECKYIO JEATEIbHOCTD, @ TAKKE MPABHIIA OTIYCKA JIEKAPCTBEHHBIX
MPeraparoB ISl MEAWIIUHCKOTO MPUMEHEHUS MEIUIMHCKIMH OPTaHU3aLMsIMHA, UMEIOIIMMHU JIHIICH3UI0
Ha (apMaleBTHYECKYIO IEATEIbHOCTb, U HMX O0OCOOJEHHBIMU NOJpa3efeHUsAMH (aMOylIaTOpUsIMU,
denpaiepckuMu M QeNIbIMIEPCKO-aKYIIEpCKUMU  IYHKTaMH, ILeHTpaMu (OTJENICHUsIMU) OOIIei
BpaueOHON (CeMEHHOI) MPaKTUKKU), PACIIOIOKEHHBIMUA B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbl€ OpraHMU3allMM, YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (eiepaibHbIM OpraHOM
MCIIOJTHUTEIBHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IlpaBuna oTIycka HapKOTUYECKUX CPENCTB U ICUXOTPOIHBIX BEUIECTB, 3aPETUCTPUPOBAHHBIX B
KaueCTBE JIEKApPCTBEHHBIX IPENaparToB, JEKAPCTBEHHBIX IPENapaTroB, COAEpKALMX HAPKOTUUYECKUE
CpPEICTBA U ICHUXOTPOIHBIC BEIIECTBA, YTBEPXKAAIOTCS YIOJIHOMOUYEHHBIM (eiepaJbHbIM OpraHOM
MCIOJHUTENBHON BJIACTH 110 COIVIACOBAHUIO C (elepajbHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH,
YIOJIHOMOYEHHBIM B cpepe BHYTPEHHUX JIEII.
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(B pen. denepanpHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHBIE IIpemapaTel JUIsl BETEPUHAPHOIO IPHUMEHEHMS MOMJIEXKaT  OTIYCKY
BCTCPUHAPHBIMU AlTCUYHBIMU OPraHU3alUsIMH, BETEPUHAPHBIMU OpPraHU3ALMAMH, WHAWBUIYaIbHBIMU
OpeaIpUHUMATESIMYA, HMMEIONMMHU  JIMLIEH3UI0 Ha (apMaleBTUYECKYI0 JeATeNbHOCTh. OTHmyck
JIEKapCTBEHHBIX MPENapaToB sl BETEPUHAPHOIO INPUMEHEHHUS OCYILIECTBIIIETCS B COOTBETCTBUU C
IIpaBUJIaMU  HAJUICKAIIEW anTeYyHON IPAKTUKU JIEKapCTBEHHBIX IIPENaparoB Ul BETEPUHAPHOIO

PUMEHEHH S, YTBEPKACHHBIMH YITOJIHOMOYEHHBIM ()e/IepajbHbIM OPraHOM HCIOJIHUTEIBHON BIACTH.
(B pen. @enepanpHoro 3aKoHa OT 02.08.2019 N 297-D3)

5. TlepeyeHb MEOMIMHCKUX OpTAaHH3alHH, WMEIONMX JIMIEH3UI0 Ha (apMaleBTHYECKYIO
JIeSITEIbHOCTh, U UX 000COOJIEHHBIX TOJpa3feneHuil (amOynaTopuii, Genbamepckux u (Herbaepeko -
aKyImepcKAX TIYHKTOB, IIGHTPOB (OTAeNieHMi) oOmeld BpayeOHOW  (CEeMEWHOW) TPaKTHUKH),
PacIoOJIOKEHHBIX B CEITBCKU X HACEIICHHBIX MMyHKTaX, B KOTOPHIX OTCYTCTBYIOT aliT€YHbIE OPraHU3aluy, a
TAKKC NEPCUCHDb JICKAPCTBCHHLBIX NIPEIIapaToB, MpOoJAaKa KOTOPBIX MOXKCT OCYHICCTBJIATHECA YKa3aHHBIMU
OpPraHM3alUsIMH ¥  HUX O00OCOOJEHHBIMH  MOJpA3ICICHUSMH,  YCTAaHABIMBAIOTCS  OpPTraHaMH

MCIIOJTHUTENNBbHOH BiacTu cyObekToB Poccuiickoii @enepannu.
(B pen. denepanbHbIx 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnTedyHble OpraHu3allM, HWHAMBHUIAYyAIbHbIC IPEANPUHUMATENIN, HUMEIOLME JIMLIEH3UI0 Ha
(dapMaleBTHUECKYI0  AEATENBHOCTh, 00sM3aHBI  OOecreynBaTh  YTBEpKIeHHBIH [IpaBUTEIHCTBOM
Poccuiickoii ®enepauru u GopMupyemMblii B YCTAHOBJICHHOM UM IOPSIIKE MUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPEnapaToB, HEOOXOAMMBIX JUIsl OKa3aHUS METUIIMHCKONU MTOMOIIH.

(vactb 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-@3)

7. AnTeuyHble OpraHW3ANNU, WHIAVNBUAYAJIbHBIC MPEINPUHUMATEIN, HMCIOIHME JMICH3UI0 Ha
(dapMaleBTHYECKYI0 JIeATeNbHOCTh, Hapsily C JIeKAPCTBEHHBIMU IIpemapaTaMd HMEIOT IPaBo
npuodperarh W TMpojaaBaTh, B TOM YHCJIEC TUCTAHIIMOHHBIM CIOCOOOM, MEIWIIMHCKUAE W3JICIHS,
NE3MHPUIIUPYIONIME CPEACTBA, MPEIMEThI M CPEACTBA JHUYHOW THTHEHBI, MOCYNY IUIS MEAMIIMHCKHUX
1eJe, mMpeaMeThl U CPeACTBa, MPEAHA3HAUCHHbIE IS YX0/1a 32 OOJTBHBIMU, HOBOPOXKICHHBIMUA U JIETHMH,
HE JOCTUTIIMMH BO3pacTa TPeX JIET, OYKOBYIO ONTHKY M CPEACTBA yXOJa 3a HEH, MUHEPAIbHBIC BOJPBI,
HOPOAYKTHl JIEYEOHOTO, JETCKOrO M JIUETHYECKOrO IHTaHUs, OWOJIOTMYECKH AaKTUBHbBIC J00aBKH,
nappOMepHbIe U KOCMETHYECKUE CPEACTBA, MEIUIMHCKAE U CAHUTAPHO-TPOCBETUTEIBHBIC TE€YaTHHIC
W3JIaHU S, TTPETHA3HAYCHHBIE JIJIS IIPOIaraH sl 3[0POBOTO 00pa3a KHU3HH.

(B pen. @eaepanbHbIX 3ak0HOB 0T 27.07.2010 N 192-D3, ot 25.11.2013 N 317-D3, ot 03.04.2020 N 105-
®3)

8. [esarenbHOCTh anTeuHblx opranu3anuil Boopyxennbix Cun Poccuiickont ®@enepanuun, Ipyrux
BOMCK, BOMHCKUX (POPMHPOBAaHMI U OpPraHoB, B KOTOPBIX 3aKOHOAATeNbcTBOM Poccuiickoit ®@eneparnuu
MPEIYCMOTPEHO TMPOXOXKJACHUE BOCHHOW CIyXObl MM (eAepaTbHOW TOCYIapCTBEHHOM CITYXKOBI,
CBSI3AHHOM C TPAaBOOXPAHUTEIBHOM JEATEIbHOCTBIO, pErIaMeHTHPYeTCs Hactosumm Denep albHbIM
3aKOHOM U YTBEP>KICHHBIMH COOTBETCTBYIOUMMH (eAepalbHbBIMH OpraHaMU HCIOJHHUTENBHONW BIIACTU
noyIoKeHUsAMH. KOHTpOIb 3a COOMIOJCHUEM YKa3aHHBIMU AalTeYHBIMH OPTAaHU3AMMSIMH TTOJIOKCHHUN
Hacrosimero demepanbHOrO 3aKOHA OCYINECTBIIETCS COOTBETCTBYIOIIMMH (eiepalbHBIMA  OpraHaMu

HWCHOJIHUTEIIFHOM BJIACTH.
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Vrparun cuny ¢ 1 suBapst 2021 rona. - @enepanbublii 3akoH o1 03.04.2020 N 105-D3.
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

Crtatbs 56. UsroToBneHne n oTnyck fiekKapCTBeHHbIX NpenapaToB

Koncynsrantllmtoc: npumedanue.
C 01.03.2023 B u. 1 ct. 56 BHOCsTCS M3MeHeHust (D3 ot 30.12.2021 N 463-D3).

1. M3roroBieHuEe JEKapCTBEHHBIX IPENapaToB alTeUYHbIMH OPraHU3ALMSAMM, BETEPUHAPHBIMU
anTEeYHbIMU OpPraHU3ALMAMHU, WHIMBUAYAIBHBIMUA [PEANPUHAMATEIIAMHA, HMMCIOUMMHU JIMLICH3UIO Ha
(dapMaLleBTUUECKYIO JEATEIbHOCTb, OCYIIECTBIISETCS MO pelenTaM Ha JeKapCTBEHHbIC MpemnapaTsl, M0
TpeOOBaHUSIM MEIULIMHCKMX OpPraHM3allMii, BETEPUHAPHBIX OPraHU3allMil B COOTBETCTBUM C MpaBUJIaMU
U3TOTOBJIEHUSA M OTIIYCKA JIEKAPCTBEHHBIX IPENapaTroB, YTBEPKACHHBIMU  YIIOJHOMOYEHHBIM
(e iepabHBIM OpraHOM MCIOJIHUTENIBHOM BIACTH.

2. Ilpn M3rOTOBIIEHWHU JIEKAPCTBEHHBIX MPEMapaToOB ATEYHBIMU OPTaHW3aIllMsIMH, BETEPHHAPHBIMA
anTeYHBIMA OPraHU3AIMSIMH, WHIMBHUIYaJbHBIMH NPEANPUHAMATEISIMU, WUMEIONMMH JIMIEH3UI0 Ha
(dapMalleBTHUECKYIO JAEATeNbHOCTb, HCHOJB3YIOTCS (hapMaleBTUYECKUe CyOCTaHIMU, BKIIOUECHHBIC
COOTBETCTBEHHO B TOCYIapPCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEJICTB TSI METUITUHCKOTO TIPUMEHEHUS 1
TOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB IJISl BETEPUHAPHOTO NMPHUMEHEHHUS B YCTaHOBJICHHOM
nopsiake. He momyckaercst M3roTOBJIEHWE ANTEUYHBIMH OPTaHU3AIMSMH, BETCPUHAPHBIMH AarTEYHBIMH
OpPTraHM3alUsAMM,  HWHAWBUAYAIGHBIMH  TNpEIPHUHUMATENSAMH,  HMMEIOIIMMH  JIMIEH3UI0  HA
(apMaIeBTHUECKYIO JEATeIbHOCTD, JICKAPCTBEHHBIX MPENapaToB, 3aperucTpUPOBaHHBIX B Poccuiickoii
denepanum.

3. MapkupoBKa JIEKapCTBEHHBIX MPENapaToB, HW3rOTOBIECHHBIX AaNTECYHBIMH OpraHU3alUsIMY,
BETEpUHAPHBIMU AalTEYHBIMU OpPraHU3alMsIMHM, WHIUBUIYATbHBIMU MPEANPUHUMATEISIMA, UMEIOIMMU
JUIEH3UI0 Ha (AapMaleBTHUECKYIO JAESTEIbHOCTh, W OQOpPMIICHHE TaKHX IIPENaparoB JOJDKHBI
COOTBETCTBOBATh IIPABHUJIAM, YKA3aHHBIM B 4acTH | HACTOALIEH CTaThU.

4. AnTeuHble OpraHu3alliM, BETEPUHAPHBIE aIlTEYHbIE OpPraHMU3aAllM{, WHIUBUyaJIbHbIE
NpCAIPUHUMATEIIN, UMCIOIME IMICH3UIO Ha (i)apMaHGBTI/ILICCKYIO ACATCIIBHOCTh, HECYT OTBETCTBCHHOCTD
3a HecoONIOJIeHUE IpaBUJ M3TOTOBJICHHUS U OTIYCKAa JIEKAPCTBEHHBIX IPENaparoB B COOTBETCTBHU C
3aKoHOAATeNbCTBOM Pocculickon denepanuu.

Cratba 57. 3anpeweHune npogaxkum danbCUPULNPOBAHHbIX JleKapCTBEHHbIX
CpeacTs, HefoOpOKaYeCTBEHHbIX  JIeKapCTBEHHbIX  CPeAcCTB, KOHTpadaKTHbIX
neKapcTBEeHHbIX CpeaAcTB

Iponaxa danbcu puITPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJOOPOKAUECTBEHHBIX JICKAPCTBEHHBIX
CPEICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aMPEeIIAETC L.

Ctatbs 58. XpaHeHUe nekapCTBEHHbIX CpeacTB

1. XpaHeHI/Ie JICKApCTBCHHBIX CPCACTB OCYHICCTBIIACTCA IPOU3BOAUTCIIIMU  JICKAPCTBCHHBIX
CpCacCTB, OpraHH3alUuAMN OITTOBOM TOProBJin JICKApCTBCHHBIMU cpeacresamu, aIlITCYH bIMHU
OpraHu3alusMu, BCTCpHUHAPHBIMU AlITCYHBIMHU OopraHu3alvsMu, HHIWBUAYAJIIbHBIMHA
NpCANPUHUMATCIIAMU, UMCIOIIMMU JIMIICH3UIO Ha (llapMaL[eBTI/I‘-IeCKyIO ACATCIIbHOCTh WJIN JIMICH3WIO Ha
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JokymeHT npeaoctaeneH KoHcynsraHTInoc

MEAUIUHCKYIO JAEATENbHOCTb, MEAMIIMHCKUMU OpraHU3alMsIMH, BETECPUHAPHBIMU OpPTaHM3aLMsIMHU U
WHBIMH  OPTaHU3aIMSMH, OCYIICCTBISIIOIMMHU  OOpallleHue JICKAPCTBEHHBIX CPEACTB. XpaHEHUE
JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO NPUMEHEHUs OpraHU3alMsIMU M WHAWBUIYAJIbHBIMU
NPEANPUHUMATEISIMU B CIIydasiX, €CJIM OHHM MCIOJIB3YIOTCS HCKIIOUYHUTEIBHO IpU Pa3BEACHUH,
BhEIpallliBaHU U, COACPKAHUU U JICUHCHUHU XUBOTHBIX, MOXKCT OCYHICCTBJIATHCA 0e3 IMOJIY4YCHUA JINLCH3UN
Ha (apMalleBTHYECKYIO A€STEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBuna  XpaHeHUsS  JICKAPCTBEHHBIX  CPEJICTB  YTBEPXKJAIOTCA  COOTBETCTBYIO UM
VIIOJITHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIIOTHUTEIBHON BJIACTH.

3. XpaHeHHEe HApKOTUYECKUX JIEKAPCTBEHHBIX CPEJCTB, MCHUXOTPOIHBIX JIEKAPCTBEHHBIX CPE/ACTB,
panmuodapMaleBTUUECKUX  JICKAPCTBEHHBIX  CPEACTB  OCYIIECTBJISETCS B COOTBETCTBHUU  C
3akoHozarenbCcTBOM Pocculickon denepanun.

Ctatba 58.1. lNpeaMeTHO-KONMMYECTBEHHbLIN Y4YeT JieKapCTBEeHHbIX CpeacTB AnA
MeAVLUHCKOro NnpuMeHeHus
(BBenena denepanbHbIM 3aK0HOM OT 25.12.2012 N 262-D3)

1. Hepequb JICKApPCTBCHHBIX CPCACTB I MCIAUITUHCKOTO MPUMCHCHU S, MOAJICIKAIM X TPEAMETHO -
KOJIMYCCTBCHHOMY YYCTY, YTBCPKOAACTCA YIOJIHOMOYCHHBIM (bez[epaanmM OopraHoMm M CIIOJTHUTEIIHH OM
BJIACTH.

2. Tlopsimok BKITIOYEHHS JEKAPCTBEHHBIX CPEICTB JJISI MEAWIIMHCKOTO MPUMEHEHUS B TIEpPEUeHb
JIEKApPCTBEHHBIX CPEJCTB JJIsI METUIIMHCKOTO TTPUMEHEHHS, MOUICKANM X MTPEIMETHO-KOTMISCTBEHHOMY
y4eTy, YCTaHaBJIMBAETCS YIMOTHOMOYEHHBIM (eJepalbHbIM OpPraHOM HCIOJIHUTENBHOW BIACTH IO
COTJIACOBAHUIO C (eiepalibHBIM OPTaHOM HCIIOJHHUTEIFHON BJIACTH, VYIIOJMHOMOYEHHBIM B cdepe
BHYTPEHHHUX JIC]I.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IlpenmMeTHO-KONMYECTBEHHBIH YUYET JIEKAPCTBEHHBIX CPEACTB sl MEAUIMHCKOTO NMPUMEHEHHUS
BEIyT IPOU3BOAUTEIN JICKAPCTBEHHBIX CPEICTB, OPTaHU3allMM ONTOBOM TOPIOBJM JIEKAPCTBEHHBIMU
CpEeICTBaMH, alTE4YHbIE OPraHU3alMy, WHMBUIAYAJIBHbIC NPEANPUHUMATENN, UMEIOLME JIMLEH3UI0 Ha
(apMaleBTUYECKYIO JESITEIbHOCTh WJIM JIMIEH3UI0 Ha MEAMIMUHCKYIO JIeSTE€IbHOCTh, U MEAUIIMHCKUE
OpraHu3aluy, OCYILIECTBIAIO e 00palleHe JIEKapCTBEHHBIX CPEACTB sl MEAUIIMHCKOTO TPUMEH EHHUS,
IyTeM PErucTpaluu JIIOOBIX CBS3aHHBIX C MX OOpalleHHeM Omepanuid, IpH KOTOPHIX M3MEHSETCS UX
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIIELMATIbHBIX )KypHaAJIaX ydyeTa onepaiuii, CBsI3aHHBIX ¢ 0OpalleHHeM
JIEKapCTBEHHBIX CPEJICTB JUISl MEIUIIMHCKOTO IPUMEHEHHUS (Jlajiee - CrielUaIbHbIe )KypPHAJIbI ).

4. TlpaBuyia perucTpanuy Orepalyid, CBsI3aHHBIX ¢ OOpalleHHWeM JIEeKapCTBEHHBIX CPEACTB IS
MEIULMHCKOTO NPUMEHEHHS, BKIIOYEHHBIX B II€PEYECHb JIEKAPCTBEHHBIX CPEACTB Il MEAULIMHCKOIO
IIPUMEHEHHUS, MTOUICKANM X IPEIMETHO-KOJIUYECTBEHHOMY YUETY, B CIELMAIBHBIX XKYpHAJIaX U IIpaBUia
BEJICHUS W XPAaHEHHUs CIEHUAIbHBIX JXYPHAJOB YTBEP)KIAIOTCS YIOJHOMOYEHHBIM (QerepalbHbIM
OpPraHOM MCIIOJIHUTEIbHON BIIACTH.

5. KouTponp 3a coOmioeHHMEM MpPaBUJI PETUCTPALUH ONEpaluii, CBA3AHHBIX C OOpaleHueM
JIEKapCTBEHHBIX CPEACTB JUI MEIMIIMHCKOIO IPUMEHEHUs, BKIIOYECHHBIX B IIEPEYECHBb JIEKAPCTBEHHBIX
CPEACTB Ul MEIULUMHCKOIO IMPUMEHEHHs, IOJUIKANMX I[PEIMETHO-KOJIMYECTBEHHOMY Y4eTy, B
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

CIICHUAJIBHBIX JKypHaJlldaX, a TaKKC 3a CO6J'IIOI[CHI/ICM InpaBuJl BCACHUA U XpaHCHUA CIICHUAJIBHBIX
KypHaJIOB BO3JIaractcCda Ha yMOJIHOMOYCHHBIC q)ez[epanBHHe OpTraHbL HCIIOTHUTENLHON BJIACTH U OpTraHbI
HCITOJTHUTEIBHON BJIACTH Cy@b@KI‘OB Poccuiickoit q)ez[epaunn, OCYIICCTBJIAIOMEC JIMICH3UPOBAHUC
Npon3BOACTBA JICKAPCTBCHHLIX  CPCICTB, (I)&pM&LI@BTH‘-ICCKOfI ACATCIIbBHOCTHU n MEIUIIMH CKOM
ACATCIIBHOCTHU, U OCYHICCTBJIACTCA B paMKaX JUICH3MOHHOI'O KOHTPOJIA.

Masa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEOCTB
Ctatbsa 59. OcCHOBaHUA U NOPAAOK YHUUTOXEHUS NeKapCTBEHHbIX CpeacTB

1. HenmobpoxauecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (habCH PUIIMPOBAHHBIE JIEKAPCTBEHHbIE
CpeACTBa TMOJIEKAT U3BATUIO M3 OOpalleHUs M YHUYTOXKEHHUIO B TMOPSAAKE, YCTaHOBJIEHHOM
IIpaButensctBOM Poccuiickoit ®@enepanun. OCHOBaHHWEM JJIsi YHUUTOKEHHUS JIEKAPCTBEHHBIX CPEJICTB
ABJIAETCS ~ PEUICHWE  BJIAJCIBLA  JIEKADCTBEHHBIX  CPEACTB,  PEIICHHME  COOTBETCTBYIOIIETO

YIOJHOMOYEHHOTO (e/iepaIbHOT0 OpTaHa NCIOJHUTENBHOM BJIACTH WM pellieHue Cy/a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KonTpadakrHble JeKapCTBEHHBIE CPEJICTBA MOIEKAT U3BATHIO U3 OOPAIICHUS U YHUUYTOKEHUIO
o pemeHuo cyaa. [lopsaok YHUYTOKEeHHST KOHTPa(aKTHBIX JTIEKAPCTBEHHBIX CPEIICTB YCTAHABIMBACTCS
[TpaBuTenscTBOM Poccuiickoit denepanuu.
(B pen. @eaepanpHOTO 3aKOoHa OT 22.12.2014 N 429-D3)

3. Pacxompl, cCBsi3aHHBIE C YHUYTO)KEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEJ0OPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (hanbcu GUIIMPOBAHHBIX JIE€KAPCTBEHHBIX CPE/CTB,
BO3MEILAIOTCS U X BJIAJIEIBLEM.

4. Brazgenen JEKapCTBEHHBIX CPEJICTB JIOJKEH NPEICTAaBUTH B YIIOJTHOMOYECHHBIH (erepanbHbIi
OpraH HCIIOJIHUTENbHON BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSJIKE €r0 KOMHIO,
noATBepKAaonpe (haKT YHUUTOKEHHS JICKAPCTBEHHBIX CPEJICTB.

5. CoOTBETCTBYIOIIMI  YIMOJHOMOYEHHBIH (eaepallbHbIii OpraH HCIOJIHHUTEIBHOW BIIACTH,
NPUHSABIMKI pelieHne o0 YHMUTOXKEHHH JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBISET KOHTPOJIb 3a HUX
YHUYTOKEHUEM.

6. VYHUYTOXXCHHE JIEKAPCTBEHHBIX CPEACTB IPOM3BOAUTCS OpPraHU3ALMSIMH, HMEIOUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIIEIMAIBHO 000PYJOBaHHBIX TUIOMA/IKAX, TIOJIUTOHAX U B CIEIIHAIBHO
000pyIOBaHHBIX MMOMEIICHUSX C COOMIOZICHUEM TPeOOBaHMUM B 00MACTH OXpaHBI OKPYXKAlOUIeH Cpeasl B
COOTBETCTBHU C 3aKOHOAATENIbCTBOM Poccuiickoit @enepanuu.

7. HapkoTuueckue JE€KapCTBEHHBIE CPEICTBA, ICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
paauodapMalieBTUUECKUE  JICKAPCTBEHHBIE  CPEJICTBA  YHHYTOXAIOTCI B COOTBETCTBUM  C
3aKoHo1aTeNbcTBOM Poccuiickoit denepannu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHMUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbI AJNA MEAULIMHCKOIo NPUMEHEHUA

Crtatbsa 60. FlocyaapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHbIe npenaparbl
AN MeAULUHCKOro NpuMeHeHus

www.consultant.ru CrpaHuua 121 un3 142
Ha&XHas nNpaBoBas noaaep)xka


https://login.consultant.ru/link/?req=doc&base=LAW&n=297220&date=04.04.2022&dst=100144&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=362650&date=04.04.2022&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100671&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=362650&date=04.04.2022&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.04.2022&dst=100672&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=412705&date=04.04.2022&dst=100355&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=412727&date=04.04.2022
https://login.consultant.ru/link/?req=doc&base=LAW&n=370330&date=04.04.2022&dst=143&field=134

az%e%i”;gbgf;g;;m 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

1. TocymapcTBeHHOE pETyIMpOBaHWE II€H Ha JIEKAPCTBEHHBIC Tpemaparsl Ui MEIUITAHCKOTO
MIPUMEHEHHS OCYIIECTBIISCTCS TOCPEICTBOM
(B pen. ®enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxkaenus IlpaButensctBom Poccuiickoit denepaiuu nepedHs )KM3HEHHO HEOOXOAUMBIX U
BOKHEUIIMX JIEKAPCTBEHHBIX IPENaparoB, KOTOPbIA (GOpMUpYETCS M HE pPEXe OJHOTO pa3a B TOJ
[IEpEeCMaTPUBACTCS B YCTAaHOBJICHHOM UM IIOPSAKE HAa OCHOBE KOMIUJIEKCHOM OLICHKU JIEKAPCTBEHHBIX
npenapaToB, BKIOYAs aHAIM3 CBEICHUM O CpPaBHUTEIBHOM KIMHUYECKOW d(PPeKkTuBHOCTH U
0€30macHOCTH  JIGKAPCTBEHHOTO CPEJACTBA, OLICHKY OSKOHOMHUYECKHX IMOCIEICTBUA MPUMEHEHUS
JIEKaPCTBEHHOIO CPEJICTBA M H3Y4ECHHE JOINOIHUTEIBHBIX ITOCIEICTBUN IPUMEHEHUS JIEKAPCTBEHHOIO
CpEeNCTBa;

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) yTBEpKIEHUS METOAWKH pacueTa TMpeACTHbHBIX OTHYCKHBIX II€H MPOU3BOAMTENCH Ha
JICKAPCTBEHHBIC TIpernaparhl, BKIOYCHHBIE B TEPEYCHBb JKM3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKAPCTBEHHBIX MPENaparoB, a TAKKe BHEAPEHUS] MEXaHU3MOB (JOPMUPOBAHUS CUCTEMBI peepeHTHBIX
ICH;

(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TrocymapCTBEHHOW pErHCTpallMy MPEJeNbHBIX OTIYCKHBIX I[€H MPOU3BOAMUTENICH Ha
JIEKapCTBEHHBIC TMpemaparbl, BKIOYEHHBIE B IEPEUEHb >KM3HEHHO HEOOXOJAMMBIX M BaKHEHIIMX

JIEKapCTBEHHBIX NTPENapaToB;
(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeleHUs TOCYIapCTBEHHOTO peecTpa MpENeNIbHBIX OTIYCKHBIX IIGH TMPOW3BOAUTENCH Ha
JIEKApCTBEHHBIC TMpenaparhl, BKIIOYCHHbIE B TMEPEYCHBb JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIMX
JIEKapCTBEHHBIX IIPENApaToB;

5) yTBepXKAEHUS METOJMKU YCTAHOBJIGHUS OpraHaMu HCIHOJHUTENBHONW BJIACTH CYOBEKTOB
Poccuiickoii @enepanuu NpeAesbHBIX pa3MEpPOB ONTOBBIX HAA0ABOK M TMPEAETbHBIX pa3MepoB
PO3HUYHBIX HAA0aBOK K (PAaKTHUYECKUM OTIYCKHBIM I[€HAM, YCTAHOBJIEHHBIM IPOU3BOIUTEIISIMA
JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIpenaparbl, BKIOYECHHBIE B IIE€PEUYCHb KU3HEHHO
HEOOXOMMBIX U Ba)KHEHIIM X JIEKAPCTBEHHBIX IIPENapaToB;

6) ycTaHOBJIEHUS MPEICTbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MPEICIbHBIX PA3MEPOB POSHUYHBIX
Hag0aBOK K (PaKTUYECKUM OTMYCKHBIM I[€HaM, YCTAHOBJICHHBIM IPOU3BOAUTESIMH JIEKAPCTBEHHBIX
MpernaparoB, Ha JIEKAPCTBEHHBIE Iperaparbl, BKIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX U
BA)KHEUIIMX JIEKAPCTBEHHBIX MTPENapaToB;

7) yTBep:KIEHHUS MOpsAKa BbIAAYM IMpeINuCaHuid opraHaM HCIOJHUTENBHOW BIAcTH CYOBEKTOB
Poccuiickoii denepanun 0 NpUBEICHUN B COOTBETCTBHUE C 3aKOHOJATENBCTBOM Poccuiickoit denepaunu
peleHnii 00 YCTaHOBJIEHMHM IHPEIEIbHBIX Pa3MEpOB OINTOBBIX HAaJ0ABOK M IPEAEIbHBIX Pa3MEpOB
PO3HUYHBIX HaA0aBOK K (PAKTMUYECKUM OTIYCKHBIM I[€HaM, YCTAHOBJIEHHBIM IPOU3BOIUTEIISMU
JIEKApCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHBIE IpENaparbl, BKIIOUYEHHbIE B IIE€PEUYEHb MKU3HEHHO
HEOOXOAMMBIX M BaXHEWIMX JEKapCTBEHHBIX IpenapaToB, €CIM OHU MPUHATHI C HapyLIEHUEM
3akoHozarenbCcTBa Poccuiickoit denepanuu, B nopsiake, ycraHoBiieHHOM IIpaBurensctBoM Poccuiickoit
denepannu;
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

8) HampaBieHUs YHNOJTHOMOYEHHBIM (Qe/lepalbHbIM OpPraHOM HCHOJHUTENBHOM BJAacTW OpraHam
UCIIOJIHUTENbHONU BiacTu cyObekToB Poccuiickoit ®denepauuu mnpeanucaHuii o0 MpPUBEACHUU B
COOTBETCTBHE C 3aKOHOIATENbCTBOM  Poccuiickoii ~ @Dexepanuu  NpHUHATBIX € HapyLICHUEM
3aKoHo/aTenbcTBa Poccuiickoit denepanuu pemeHnii 00 yCTaHOBICHUH MPEAETbHBIX pa3MEPOB ONTOBBIX
HaJ0aBOK U TpENEeNbHBIX pPa3MEpOB PO3HUUYHBIX Hal0aBOK K I[€HAM Ha JIEKAPCTBEHHBIE Mpenaparsl,
BKJIFOUYEHHBIE B ITEpEUEHb )KU3HEHHO HEOOXOMMBIX M Ba)KHEHIIMX JI€Kap CTBEHHBIX IIPENapaToB;

9) ocymecTBiaeHHs (enepaTIbHOrO rocyIapcTBEHHOTO Ha/i30pa B cepe oOpalieHus IeKapCTBEHHBIX
CPEICTB M PErHMOHAIBHOIO TOCYJApPCTBEHHOIO KOHTPOJIA 3a INPHUMEHEHHEM LEH Ha JIEKapCTBEHHbBIE
npenaparbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMH (hefiepaibHbIMU OpraHAMHU HCIIOJHUTENBHON BIACTH U
OpraHaMy HCIIOJTHUTETBLHOU BIAcTH CyOBekTOB Poccuiickoit denepanuu COrIaCHO WX KOMIIETCHIIUU B
nopsjake, ycranoieHHoM [IpaBurensctBoM Poccuiickont denepannm;

(m. 9 B pen. @enepanbHoro 3akoHa oT 25.06.2012 N 93-D3)

10) mnpuMeHeHHs TPEAYCMOTPEHHBIX 3aKoHOAaTtenbcTBOM Poccuiickoit  ®denpeparum  mep
OTBETCTBEHHOCTM 3a HapyllleHHe TMOopsAKa I[€HOOOpa30BaHMS Ha JIEKapCTBEHHBIE Ipernaparsl,

BKIIFOUCHHBIC B IICPCUYCHD KU3HCHHO H606XOI[I/IMBIX Y BaXXHCHUIIIMX JICKAp CTBCHHBLIX ITPCTIapaToB.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix 4ype3BbIlYaiiHON CUTyallMu M (WJIM) NMPU BO3HMKHOBEHHU YIPO3bl PacIpOCTPAHEHUS
3a00JIeBaHUs, TPEACTABIIAIONICTO OMACHOCTh ISl OKPYKAIOIMX, a TalkKe B Clydae, €CliM B TEUCHHUE
TPUILATHA KaJIEHJIAPHBIX JHEW nocne npuHsatus llpaBurenscrtBom Poccuiickonn @enepanuu pemieHus o
IIPOBEJECHUM MOHUTOPHUHTA PO3HUYHBIX 1I€H Ha JIEKAPCTBEHHBIE IIPENApaThl, HE BKIIOYECHHBIE B I1EPEUYEHD
KU3HEHHO HEOOXOJMMBIX W BAXKHEHIIMX JIEKAPCTBEHHBIX MpPENapaTroB, Ha TEPPUTOPUIX CYOBEKTOB
Poccuiickoii @enepannu BBISBIEH POCT PO3HUYHBIX IIEH HA YKa3aHHbBIEC JICKAPCTBEHHBIE Ipenaparsl Ha
TpUALATH MPOLIEHTOB U Ooutee, [IpaButenscTtBo Poccuiickoit denepanuy BpaBe yCTaHOBUTH MpeAeIbHbIE
OTIIYCKHBIE LI€HBbl IPOM3BOJUTENICH Ha yKa3aHHBIE JIEKAPCTBEHHBIE MpENaparhbl, IPeIebHbIE pPa3Mephbl
OINTOBBIX HAJI0ABOK U MpEJE/IbHbIE pa3Mepbl POZHUUYHBIX HaJ0ABOK K (PaKTMUYECKMM OTIYCKHBIM IL[€HaM
IIPOU3BOAMTENEN HA yKa3aHHBIE JEKapCTBEHHBIE Npenaparsl. [lepedeHs geKkapCTBEHHBIX IPENapaToB, HE
BKJIIOYEHHBIX B IEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BaXHEWIIMX JICKAPCTBEHHBIX MPENaparoB, H
nopsiok ero opmupoBanus onpeaensatorcs [IpasutensctBoM Poccuiickont denepamnuu.

(gactb 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TedyeHue NEBAHOCTA KAJICHIAPHBIX JHEW cO IHS yrBepxkiaeHus lIpaBurenscrBom Poccuiickon
@denepanuy nepeyuHs, yKa3aHHOIO B YacTHU 2 HACTOSILEN CTaThbH, HE JONYCKAIOTCSA pealu3alus U OTIYCK
BKJIIOUEHHBIX B HETO JIEKAPCTBEHHBIX IIPENAPATOB I10 LI€HaM, IPEBBIAIOIIMM IIPEIEIbHbIE OTIYCKHbIE
LIEHbl TPOM3BOJMUTENICH Ha YKA3aHHBIE JIEKAPCTBEHHBIC MpPENaparhl, MPEIEIbHBIE Pa3MEPbl ONTOBBIX
HaJ0aBOK W TMpelelibHble pa3Mepbl PO3HMYHBIX HAaJ0aBOK K (PaKTUYECKUM OTHYCKHBIM L€HaM
MPOU3BOAMTENEH Ha YKa3aHHbIE JIEKAPCTBEHHBIE IIperapaThl C YYETOM Hajora Ha J00aBJIEHHYIO
CTOMMOCTb.

(vactb 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynsrantlmroc: npumedanue.
3apeructpupoBanHbie 0 07.06.2019 mnpenenpHble OTIYCKHBIE IIEHBI MMOJJICKAT 00s3aTeIbHOM
nepeperucrpaunu B 2019 - 2020 rogax B coorBercTBuHU c0 cT. 2 @3 o1 06.06.2019 N 134-D3.

Ctatbs 61. locymapcTBeHHas perucrpauusi M nepeperucTpaumsa npepenbHbIX
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

OTNYCKHbIX LUeH I'IpOVI3BO,D,VITeJ1917| Ha JeKapCTBeHHble TMnpenaparbl, BKIO4YeHHbIE B
nepevyeHb KU3HEHHO H606XOAMMI:IX M BaXXHEeNLKnxX JNIeKapCTBEeHHbIX npenapaTtoB
(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenensHas OTIYCKHAs LI€HA NPOM3BOJIMTENSA HA JICKAPCTBEHHBIM Ipernapar, BKIOYEHHBIM B
nepeueHb KU3HEHHO HEOOXOIMMBIX M BaXXHEHIMX JIEKapCTBEHHBIX MPENapaToB, MOIJICKHUT
rOCyIapCTBEHHOW PETUCTPALMMU B MOPsiKe, ycTaHOBJIEHHOM [IpaBuTensctBoM Poccuiickoit denepaumu,
Ha OCHOBAHUU IPEACTABJIEHHOIO B YIOJIHOMOYEHHBIM (elepaabHblii OpraH HCIOJIHUTENbHOW BJIACTU
3asBJICHUS JeprKaTelsl WM BJIAJENblia PErUCTPAlMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara
(YITOJTHOMOYEHHOI'0 UM JINLIA).

2. 3aperucTpupoBaHHas TMpeeNbHas OTIYCKHAs IleHa TMPOM3BOJUTENS Ha JIEKapCTBEHHbIN
npernapar, BKIIOYEHHBI B TMEPEYCHb IKU3HEHHO HEOOXOMUMBIX W BaXKHEWIIMX JIEKapCTBEHHBIX
IIpenaparoB, MOKET OBbITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEJIMUEHUS OJMH Pa3 B KaJEHIAAPHOM IOy
Ha OCHOBAHWH MPEACTABJICHHOTO B YITOJTHOMOUYCHHBIN (beiepalibHbI OpraH UCTIOJIHUTEIBHOM BIIacTH 10 1
OKTSOpSl KaXJOTO TO/Aa 3asBJICHUS JAep)Karens WU BIAAENblla PETHMCTPAIlMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara (yIoJHOMOUYEHHOTO UM JIUIIA).

3. 3aperucTtpupoBaHHas NpeAeNibHAas OTHYCKHAs LieHa MPOU3BOJUTENS Ha JIEKAPCTBEHHBIN
mpernapar, BKIIOYCHHBI B TIE€pEeYeHb JKU3HEHHO HEOOXOJMMBIX M BAXHEHIIMX JIEKAPCTBEHHBIX
[pernaparoB, MOXKET ObITh EPEPErMCTPUPOBAHA B CTOPOHY CHUIKEHHSI HA OCHOBAHUU IPEJICTABICHHOIO B
VIIOJTHOMOYEHHBIN (hefiepaibHbId OpraH UCHOJHUTEIFHOM BJIACTH 3asBJICHUS JepKaTells UM Blaaemblia
PETUCTPALIMOHHOTO YI0CTOBEPEHU JIEKAPCTBEHHOTO Ipenapara (yrnoJIHOMOYEHHOTO UM JIUIIA).

4. Jlepxatenb WM BIaJeNel] PETHCTPALMOHHOIO YJIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpernapaTa
(ymoTHOMOYEHHOE MM JIMIIO) O0s3aH MNPEACTaBUTh B YINOJHOMOYEHHBIH (enepasbHBIi  opran
MCIIOJIHUTEBHON BIIACTH 3asIBJEHME O MEPEPETrHCTPALMU 3apETUCTPUPOBAHHON MPENEIbHON OTIYCKHOM
LIEHbI IPOU3BOIUTENS HA JIEKAPCTBEHHBIN Npenapart, BKIOUYEHHBIN B epeueHb AKU3HEHHO HEOOXOIMMBIX
Y BOKHENIMX JIEKap CTBEHHBIX [IPENapaToB, B CTOPOHY CHUKEHUS B CIEAYIOIM X CIydasX:

1) cHMIKEHHE 1IeHbl B MHOCTPAHHOM BaJIIOTE Ha JICKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3BOUTEIS
u (W1M) B cTpaHaX, B KOTOPBIX JICKAPCTBEHHBIA IMpernapaT 3aperucTpupoBaH M (UJM) B KOTOpHIE
MOCTABJIAETCS IPOU3BOIUTEIIEM;

2) CHWJ)KEHHE IIeH Ha pedepeHTHBIE JIeKapCTBEHHBIC IpenapaTbl B COOTBETCTBUH C ITYHKTOM |
HacToOsIIe dYacTH (I COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OMOAHAIOTOBBIX (OMOMOJO0OHBIX)
JIEKApCTBEHHBIX IIPETIApaTOB);

3) mpeBBIICHUE TPEACTbHON OTIMYCKHOW IIEHBI Ha MEPBBIA BOCIPOM3BEICHHBINA, OMOaHATOTOBBIA
(6uomo100HBIN) NEKapCTBEHHBINM MpernapaT WHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEeNbHON OTITYCKHOM
LEHOM MPOM3BOJIUTENSI HA BTOPOUM BOCITPOM3BEICHHBIN, OM0aHaAIOTOBBIN (01OM0100HBIH ) JIEKApCTBEHHBIN
npemnapar, pacCCYMTaHHOW B COOTBETCTBUU C METOJUKOW, yrBepxkaeHHoU [IpaButenscTBoM Poccuiickoi
QDenepauuuy;

4) mpeBBIIICHUE TPENEbHON OTITYCKHOW IIEHBI Ha TEepBBI BOCIPOW3BENICHHBIN, OMOaHAIOTOBBII
(6rorooOHbIN) JEeKapCTBEHHBIM IpernapaTr IpPOM3BOAUTENA TIocydapcTBa - wieHa EBpasuiickoro
JKOHOMHMYECKOTO COI03a HaJ IPEIEIbHOM  OTIYCKHOM I€HOM IIPOM3BOJUTENS HAa BTOpPOU
BOCIIPOU3BEJCHHBbIN, OHOaHaIoroBbli (OMOMOAOOHBIN) JIEKAPCTBEHHBIN mpernapaT MpPOU3BOUTESA
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

rocyiapcTsa - ujeHa EBpa3suHCKOrO 3KOHOMMYECKOTO COK033, PACCUUTAHHOW B COOTBETCTBUMU C
METOIMKOU, yrBepxkaeHHoU [IpaButensctBoM Poccniickoit @enepannu.

5. Ilopsimok nepeperucTpauu 3aperuCTPUPOBAHHBIX TPEACIbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENECH
Ha JICKAPCTBEHHBIC MpenapaThl, BKIIOUYEHHBIE B MEPEUCHb JXU3HEHHO HEOOXOMUMBIX M BAKHEWUIIM X
JIEKapCTBEHHBIX TMIPEMapaToB, B CIy4asX, MPEAYCMOTPEHHBIX dYacTsaMu 2 - 4 HACTOSAIICH CTaThH,
ycra"asiuBaercs [IpasurensctBom Poccuiickoit @enepannu.

6. DKOHOMUYECKMI aHalIu3 MpeAeIbHOM OTIYCKHOM ILIEHbl IMPOU3BOAMTEINS HA JIEKAPCTBEHHBIN
npenapar, BKIIOYEHHbI B II€peYeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIMX JIEKapCTBEHHBIX
IpernaparoB, MHpH €€ TOCYJapCTBEHHOW pErucTpalid WM [EepeperucTpaliyd  OCYIIECTBIISETCS
(denepalbHBIM  OPTaHOM  HCIOJHUTENBHONM BJIACTH, OCYIIECTBISIIOUMM (QYHKIUU 10 TPUHSTHIO
HOPMAaTUBHBIX IIPABOBBIX AaKTOB M KOHTPOJNIO 33 COOJIOAEHHMEM 3aKOHOJATeNbCcTBA B  cdepe
rOCY/IapCTBEHHOI'O PETYIUPOBaHU LIeH (TapuQoB) Ha TOBAPHI (YCIYTH).

7. Pacder mpenenbHBIX OTHYCKHBIX II€H, YKA3aHHBIX B 4acTaX | W 2 HACTOSIICH CTaTbh, TIPH UX
TrOCYIapCTBEHHOW PETUCTPALIMU WJIM TEPEPErUCTPAIlUN OCYLICCTBIISIETCS B COOTBETCTBUU C METOJUKOM,
yreepxkaeHHou [Ipasutenscteom Poccniickoit denepanuy U yduTHIBAIOLIECH B TOM YU CIIE:

1) coGmoenre OalaHca MHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B
NepeYeHb JKU3HEHHO HEOOXOIUMBIX W BaKHEHIIMX JIEKApCTBEHHBIX IpEnapaToB, U IPOU3BOIUTENEH
JICKAPCTBCHHBIX IMPCIapaToB, BKIOYCHHBIX B IICPCUYCHb KHU3HCHHO H€O6XOI[I/IMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX MTPENapaToB;

2) gakTUYeCKyrO OTIyCKH VIO IIEHY Ha JIEeKapCTBEHHBIE Mpenapatkl B Poccuiickoit @enepanuu, ieHy
BBO3a JIEKaPCTBEHHBIX mpemnaparoB B Poccuiickyro Penepanuio, a TaKKe [IEHbl HAa AHAJIOTUYHBIC
JIeKapCTBEHHBIE MperapaThl, Haxosmecs B oOpamennu B Poccuiickoit deneparuu;

3) 3arparhl TNPOU3BOMUTEINS JIEKAPCTBEHHOTO IIpernapara Ha MPOM3BOJACTBO M PEANU3ALHIO
JIEKApCTBEHHOTO Mpernapara;

4) ueHy Ha JIeKapCTBEHHBIH IpenapaTt, ero eHy B CTpaHe MPOU3BOJUTENS U B CTpaHaX, B KOTOPBIX
JIEKApCTBEHHBIN Iperapar 3aperucTpUpoBaH U (WJIM) B KOTOPBIE ITOCTABIISIETCS IPOU3BOIUTENIEM.

8. He momyckarorcst peanu3anus U OTIIYCK JI€Kap CTBEHHBIX IIPENapaToB, BKIOYEHH bIX B IIEPEUYCHb
JKU3HEHHO HEOOXOJUMBIX M BaKHEUIIMX JEKAPCTBEHHBIX MpENapaTroB, Ha KOTOPHIE MPOU3BOAUTEISIMU
JICKApCTBEHHBIX MPENapaToB HE 3aperucTpUpOBaHa IMpelesibHas OTHYCKHAs I€Ha, pean3alus
MPOM3BOJUTEISIMUA JICKAPCTBEHHBIX MPENapaToB MO I[€HAM, MPEBBIIAIIIMM 3apEeTUCTPU POBAHHBIC I
nepeperucTpUpPOBaHHbIE MTPE/IeTIbHBIC OTITYCKHBIE IIEHBI Ha JIEKAPCTBEHHBIE MpenapaThl C y4ETOM Hallora
Ha 100aBJICHHYIO CTOUMOCTb.

9. OcobeHHOCTH TOCYIapCTBEHHOTO PETYITHPOBAHUS MPEACTbHBIX OTIYCKHBIX [[€H MPOU3BOAUTENEH
Ha JICKAPCTBEHHBIC Mpenaparbl, BKIOYCHHBIE B TEPEYCHb XKMU3HEHHO HEOOXOAMMBIX U Ba)KHEHIMX
JICKApCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMMYECKUX M (MJIM) COLIMAJIbHBIX KPUTEPUEB
(M3MeHEeHUE YCIOBUM, MOPSIIKA U CTOMMOCTHU ITPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIOIb30BaHUE
HOBBIX (OpPM, METOJOB M CIIOCOOOB TOCYAAPCTBEHHOIO PEryJIUpOBaHUS LIEH Ha JIEKapCTBEHHBIC
npenaparsl, B TOM YHCJI€ Ha OCHOBE MeXaHHU3Ma pe(epeHTHOro 11eHO00pa30BaHusl, U3MEHEHUH MOpsIKa
OKa3aHHMSl MEIUIIMHCKONM TOMOIM, HM3MEHEHHE Kypca WHOCTPAHHOW BANIOTHl W HWHBIE H3MEHEHUS)
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ycranasnuBarorcs [Ipasurenscreom Poccuiickon denepanuu.
(B pen. @exnepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Ctatba 62. TlocypapCTBeHHbIN peecTp npefesibHbIX  OTNYCKHbIX  LeEH
npousBoauTerien Ha neKkapCTBEHHble npenapaTbl, BKNOYEeHHbIe B NepevyeHb XXU3HEHHO
HEeob6XoANMbIX U BaXKHEMLLUX NIeKapCTBEHHbIX NpenapaToB

1. 3aperucTtpupoBaHHBIE WJIM THEPEPETUCTPUPOBAHHBIE IMPEICIIbHBIE  OTIIYCKHBIE  I[E€HBI
MPOU3BOAUTENECH HA JIEKAPCTBEHHBIC MpEnapaThl, BKIIOYEHHBIC B MEPEUCHb JKU3HEHHO HEOOXOAUMBIX U
BOKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB, IOAJNEKAT BKIIOYEHUIO B TOCYJapCTBEHHBIM peecTp
MpeaeabHBIX OTIYCKHBIX I[€H MPOU3BOIUTENEH Ha JIeKapCTBEHHbIE Mpenaparhl, BKIIOUEHHbIE B IEPEUeHb

JKU3HEHHO HEOOXOMMBIX U BaXKHEUIIM X JIEKAPCTBEHHBIX IIPETapaToB.
(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapCcTBEHHBIN peecTp MPEAeIbHBIX OTHYCKHBIX II€H MPOU3BOJUTEIEH Ha JICKApCTBEHHBIC
npenaparbl, BKIIOYCHHBIE B TMEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEUIMX JIEKaPCTBEHHBIX
MIPETapaToB, COACPKUT B ceOe CIETYIO ITyI0 HHPOPMAITUIO:

1) HauMeHOBaHUE JIepKaTelNs WM BIAAENblla PETUCTPALIMOHHOTO Y10 CTOBEPEHHUS JIEKapCTBEHHOTO
npemnapara, HauMEHOBAaHUE ITPOM3BOJAUTENS JICKAPCTBEHHOIO Ipernapara, CBEICHUS O pEerucTpauuu
JiepKaTenis UM BJIAJEIblla PETUCTPAMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOIO IIpernapara, CBeJIeHUs O
pPEruCTpaluy MPOU3BOJUTENS JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO MPUMEHEHHS B KauecTBE
HajJoronjareapllka B CTpPaHE  perucTpauvu  (AI8  POCCHUHCKUX  IOPUAMYECKUX  JHUI -
UJIeHTU(UKAIMOHHBIA HOMep Hanoromnarensumka (MHH), ans mHOCTpaHHBIX IOpUAMYECKUX JIHUI[ -
CTpaHa pErucTpaluy, HAUMEHOBAaHHUE PETUCTPUPYIOLIETO OpraHa, PErHMCTPALMOHHBIA HOMEp, KOJ
HaJIOTOIIaTeNbIIIMKAa B CTPAaHE PErucTpaluu (MHKOPIOPALMK) WM €ro aHajior), MECTO HaXOXKJEHUS
MPOU3BOACTBEHHBIX IUIOIIA0K, YIaCTBYIOIMX B Ipoliecce MPOM3BO/ICTBA JIEKAPCTBEHHOIO IMperaparta, ¢
yKa3aHUEM CTaJiu Mpoliecca MPOU3BOJICTBA;

(. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBaHHWE JIEKAPCTBEHHOTO IIpernapara (MEeXAIyHapOJHOE HEMaTeHTOBAHHOE, WIIM
IPYHNIIUPOBOYHOE, HJIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHUS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp perucTpalMOHHOrO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Mperapara;

4) nexkapcTBeHHas (GopMa ¢ yKazaHUEM JIO3MPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIU4YecTBa
BO BTOPUYHOU (TOTPEOUTENHCKOMN ) YITaKOBKE, a TakKe KOMITJIEKTHOCTB;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MMpeeibHas OTIYCKHAS [EHA Ha JICKAPCTBEHHBIN Mpemnapar B pyossx;
(B pen. @eaepanpHOTO 3aKOHA OT 27.12.2019 N 475-D3)

6) mata ¥ HOMEp IpHKa3a YINOJIHOMOYEHHOro (efepalibHOro opraHa HMCIOJHUTEIbHON BIACTU O
roCyJapCTBEHHOW PETMCTPAllMU WM IIEPEPETUCTPALNU TPEAEIBHON OTITYCKHOM LIEHBI HA JIEKAPCTBEHHBIN
npenapar, BKIIOYEHHBI B TIEpeYeHb IKU3HEHHO HEOOXOJUMBIX U BaKHEWIMX JIEKapCTBEHHBIX
Ipenaparos;

(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)
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6.1) nata BCTYIUIEHUS B CUJIY MpHKa3a YIOJHOMOYEHHOIO (he/lepalbHOro OpraHa UCIOJIHUTEIbHON
BJIACTH O TOCYAAPCTBEHHOW PETHCTpPAlMM WM TEPEeperucTpalui MPeaelbHOW OTHYCKHON IEHBI
IPOM3BOIUTENS] HA JIGKAPCTBEHHBIH IperapaT, BKIIOYCHHBIH B IMEpeYeHb XU3HEHHO HEOOXOAWMBIX U
BAKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB;

(m. 6.1 BBenen ®PenepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WITPUXOBOM KOJ, HAHECCHHBIH HAa BTOPUYHYIO (ITOTPEOUTENBCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npernapara;
(. 7 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) Koa NeKapcTBEHHOIo Mpenapara MO aHaTOMO-TEpaleBTHYECKO-XMMUYECKOW Kiaccu (uKaluy,
pEeKOMeH0BaHHON BeceMupHON opraHu3anuei 31paBoOXpaHeHU.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass perucTpanust WIW TEpPEeperucTpalus MNpeleiabHbIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIC Tpemnaparbl, BKIOYEHHbIE B TEPEUYCHb KU3HEHHO HEOOXOMUMBIX U BaKHEUIIMX
JIGKAPCTBEHHBIX TMpenapaToB, BEICHUE TOCYIAapCTBEHHOIO peecTpa MNPEACbHBIX OTIYCKHBIX II€H
MPOU3BOAUTENEH HA JICKAPCTBEHHBIC MPENapaThl, BKIIOUYCHHBIC B MMEPEUYCHb KU3HEHHO HEOOXOAUMBIX U
BOXHEHIIMX  JIGKAPCTBEHHBIX  IpPENapaToB,  OCYIICCTBISIOTCS B TOPSKE,  YCTAaHOBJICHHOM
IIpaButenscTBoM Poccuiickont denepanum.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Ctatba 63. YcTtaHOBneHMe opraHamMm WCNOJIHUTENILHOM BNAcTU CYyObLEKTOB
Poccuinckon ®depgepaumm npegenbHbIX pasMepoB ONTOBbIX HagbaBOK UM npefenbHbIX
pa3MepoB PO3HUYHbIX HaA0GaBOK K (paKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
npou3BoauUTENIsSIMM JIeKapCTBEHHbIX MpenapaTtoB, Ha nNeKapCTBEeHHble npenaparbl,
BK/TIOYE€HHbIE B NepevYeHb XWU3HEeHHO HeoOXOoAUMbIX U BaXHEWUWUX JeKapCTBEHHbIX
npenaparos
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D03)

1. Opra#bsl HCIOJHUTEIBHOW BJIACTU CYOBEKTOB Poccuiickoit @enepanur ycTaHABIWBAIOT
npeaeabHbIe Pa3Mephl ONTOBBIX HAI0OABOK U MPEACIbHBIC Pa3Mephbl PO3HUYHBIX HaJ0ABOK K (PaKTUUECKUM
OTHYCKHBIM IIeHaM (0e3 ydera Hajora Ha J0OaBJICHHYIO CTOMMOCTD), YCTaHOBJICHHBIM MTPOU3BOIUTEIISIMA
JIEKapCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbIC IIpenapaThbl, BKIOYEHHBIE B II€PEUYEHb >KU3HEHHO
HEOOXOIMMBIX U BOKHEUIIMX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKIACHHOW B MOPSIKE,
ycraHoBJIecHHOM [IpaButensctBoM Poccuiickoii ®Penepauuu, METOAUMKOM YCTAHOBJICHHWS OpraHaMu
MCIIOJIHUTEBHOU BJIacTU cyOBbekToB Poccuiickoii denepanuu npeaenbHbIX pa3MepoB ONTOBBIX HAI0ABOK
U TIpEICTBHBIX Pa3MEepOB PO3HUYHBIX HAJ0AaBOK K (PAaKTUYECKUM OTIMYCKHBIM II€HAM, yYCTaHOBIIEHHBIM
MPOU3BOIUTENISIMA JICKAPCTBEHHBIX IPEMapaToB, Ha JIEKAPCTBEHHBIC Tpemaparbl, BKIOYCHHBIC B
nepeueHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEMIIMX JIEKapCTBEHHBIX INpernaparoB. [IpoekTsl pereHuit
OpPraHOB HCIIOJHUTEIHFHOW BIIACTH CyOBekTOB Poccuiickoit denepannu 00 ycTaHOBIEHHH W (VM)
W3MEHEHUN TIPEACIbHBIX Pa3MEPOB OMTOBBIX HAT0ABOK U MPEETHHBIX Pa3MEPOB PO3HUYHBIX HAI0ABOK K
(haKTUYECKUM OTIYCKHBIM II€HAM, YCTAaHOBJICHHBIM MPOU3BOIUTENSIMH JEKAPCTBEHHBIX MpemapaToB, Ha
JICKAPCTBEHHBIC TMpenaparhl, BKIOYCHHBIE B TEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIMX
JICKApCTBEHHBIX IpENnaparoB, MOJJIEKAT COIIACOBAHUIO C YIOJIHOMOYEHHBIM (efepalibHbIM OpPraHOM
WCIIOJTHUTEIbHON BIIACTH, OCYLICCTBIISIONIMM (DYHKIIUH MO MPUHSATHIO HOPMATUBHBIX MTPABOBHIX aKTOB U
KOHTPOJIO 32 COOJIIOJICHHMEM 3aKOHOAATENbCTBA B c(epe TOCYAapCTBEHHOTO pEryIMpOBAHUS IIEH
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(tapudoB) Ha ToBapHI (yciyru), B mopsake, ycranosyieHHOM [IpaBurensctBoM Poccuiickoii @eneparuu.
(B pen. ®enepanbHbIX 3aK0HOB 0T 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpraHu3anuyd ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH, aNTEUYHbIe OpraHU3alluy,
WHJIMBUTyalIbHbIE TPEANPUHUMATEIH, HMCIOIME JHUIEH3UI0 Ha (apMaleBTHUYECKYIO IesTeIbHOCTb,
MEIMIIMHCKUE OpraHHU3aliM, HMEIOIME JULEH3UI0 Ha (apMalleBTUUYECKYIO0 JEsITeIbHOCTh, M UX
o0ocobiieHHble To/pa3aeneHus (aMOynatopuu, Qenbaiepckue U (enbauepcKo-aKymepCKUe MYyHKTHI,
HeHTphl (OTAeneHus) oOmeld BpadyeOHOW (CEMEWHON) MpaKTUKU), PACIOIOKEHHBIE B CEIIbCKUX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIE OpraHU3alliH, OCYIIECTBISIOT peaau3allio
JICKApCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B I€pEUYCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX MpEraparoB, MO II€HaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBUU C TOPSIKOM,
ycranoByieHHBIM [IpaButensctBoM Poccuiickoit deneparyiu, 1 ypoBeHb KOTOPHIX (0€3 ydera Hajora Ha
MOOABIECHHYI0O CTOMMOCTB) HE JO/DKEH TMPEBBINIATh CYMMY (aKTHYECKOW OTIYCKHOM IEHBI,
YCTaHOBJIEHHOM MPOM3BOJMTENEM JIEKAPCTBEHHOIO IpenapaTa, He MPEBbI A0 LIEH 3aperucTpUpOBaHHON
UM TIepeperucTpUpOBaHHON MpelenbHOM OTHYCKHOM I[eHbl MpPOW3BOAMTENS (Ha JaTy peanu3aluu
JIEKApCTBEHHOTO TIpernapara MpPOM3BOJMTENEM), W pa3Mepa ONTOBOW HaaOaBku U (MIU) pa3Mmepa
PO3HMYHON HaA0aBKU, HE MPEBBIIIAIONIMX COOTBETCTBEHHO pa3Mepa MpeAeabHOM ONTOBON Haa0aBKU U
(i) pazmepa npeneaTbHON POSHMYHON Hal0aBKH, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit denepanumu.
(vactb 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-@3)

3. Opranbl HMCHOJHUTEIBHOM BJIACTH CyObeKkTOB Poccuiickoit ®denepanuu pa3sMeniaiOT B CETU
"UutepHer" nHpOPMAIIMIO O 3apErMCTPUPOBAHHBIX MPEEIbHBIX OTIIYCKHBIX I[€HaX MPOU3BOAUTENEH Ha
JIeKapCTBEHHBIE TIpenapaThl, BKIOYEHHbIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX W BaXHEUIIMX
JIEKapCTBEHHBIX TpernaparoB, 00 YCTaHOBJEHHBIX B cyObekre Poccuiickoit demepanuu mpenenbHBIX
pa3Mepax ONTOBBIX HAA0ABOK U (MIM) MPEENbHBIX pa3Mepax pO3HUYHBIX HA/I0ABOK K YCTAHOBJIEHHBIM
MPOM3BOJHUTEISIMUA JICKAPCTBEHHBIX MpPENaparoB (PAKTUUECKUM OTIIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npenaparbl, BKIIOYEHHBIE B TMEPEYeHb KU3HEHHO HEOOXOAMMBIX M BaKHEWIMX JIEKapCTBEHHBIX
MpEnapaToB, a TAKKE O CyMME 3aperHMCTPUPOBAHHBIX MPEACIbHBIX OTIIYCKHBIX IIE€H MPOU3BOJIUTENECH HA
JIeKapCTBEHHBIE TpenapaThl, BKIIOYEHHbIE B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BaXHEUIIMX
JIEKapCTBEHHBIX TPEMapaToB, YCTAHOBJEHHBIX B cyOwbekTe Poccuiickoit ®enepanum mpenenbHBIX
pa3MepoB ONMTOBBIX HAJ0ABOK U MPEENbHBIX pa3MEPOB POZHUYHBIX HAA0ABOK U HAJIOTa Ha JJ00ABJICHHYIO
ctoumMocTh. MHQpopmanus, mnperycMOTpeHHass HACTOSIIEH YacThio, JOJDKHA HAXOJUThCSA TaKkKe B
anTEeYHbIX OPraHU3alUsIX B JOCTYITHOM JUIsl BCEX 3aMHTEPECOBAHHBIX JIUI opME U OOHOBJISATHCA 11O MEpe
ee pa3MElIeHMs] OpraHaMHM HCIOJHUTENIBHOM BiacTH cyobekToB Poccuiickoit ®Denepauuu B ceTH
"UntepHet".

(uacts 3 B pen. denepanproro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrpatun cuny ¢ 1 mapra 2020 roga. - @eaepanbHblii 3akoH oT 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI Q®PEKTUBHOCTU U BE3OINMACHOCTHU
JIEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLINXCA B OBPALLEHUU
B POCCUMNCKON ®EOEPALIMA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTbsa 64. ®DapmakoHaa3op
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D03)
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(pen. or 26.03.2022) JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

1. .HeKapCTBCHHLIe npenaparbl, HAXOAAIMECS B 06paH_[eHI/II/I B Poccuiickoi d)eﬂepauml, noaJacxKar
MOHHUTOPUHTY S(b(i)eKTI/IBHOCTI/I u 0e30HacHOCTH B OEIIX BBIABICHHUSA BO3MOXHBIX HETaTUBHBIX
HOCJ'IC,I[CTBI/Iﬁ UX IMPUMCHCHUA, HHIHJBHHyaJIBHOﬁ HCIICPCHOCUMOCTHU, IPCAYHNPCIKIACHUA MCIAUITUHCKUX
pa60THI/IKOB, CIICOuaJIuCTOB B obactu BCTCpHUHAPUU, MTAOUCHTOB HWJIM BJIAACIBICB KHUBOTHBIX U HUX

3aIMTHI OT TPUMEHCHHS TAKUX JICKAPCTBEHHBIX ITPEIapaToB.
(B pen. @eaepanpHoro 3aKkoHa OT 02.08.2019 N 297-D3)

2. ®apMakoHaI30p OCYILECTBISETCS COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (heaep aabHBIM
OpraHOM HCIIOJHHUTEIBHOM BJIACTH B YCTAHOBJICHHOM KM IOPSIKE IIYT€M aHajau3a MPeJoCTaBIsIEMOU
cyObekTamMu OOpallleHus JIEKAPCTBEHHBIX CpeJACTB HMH(opManuu o0 MOOOYHBIX JIEHCTBUSX,
HEXEJIaTeJIbHBIX PEeaKIUsAX, CEphe3HbIX HEXKENaTeNbHbIX PEaKUUsIX, HEMPEIBUICHHBIX HEXKEIaTeIbHBIX
peakuusx Mpu MPUMEHEHUH JIEKapCTBEHHBIX IIpernapaToB, 00 HHIMBUIAYaJbHOW HEMEPEHOCHUMOCTH,
OTCYTCTBHH 3((PEKTUBHOCTH JIEKAPCTBEHHBIX MTPEMapaToB, a Takke 00 UHBIX GaKTax U 0OCTOSTENbCTBAX,
NPEICTABISIONMX YIpo3y KHU3HU WM 370POBBIO YENOBEKa JUOO KHUBOTHOTO TIPU TNPUMEHEHUH
JIEKapCTBEHHBIX IIPENapaToB U BBISBJICHHBIX HA BCEX ATalax OOpalleHMsl JIEKApCTBEHHBIX IPENapaToB B
Poccuiickoit denepanuu U Ipyrux rocygapcrax.

3. CyOBeKThl 0OpalieHus JIEKAPCTBEHHBIX CPEJICTB B MOPSIKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM
(denepadbHBIM ~ OpraHOM  HCIIOJHUTENBHOW BJACTH, O0s3aHBl COOOIIATH B YIIOJIHOMOYCHHBIH
(eepanbHbIil OpraH MCHOJHUTEIBFHON BIACTU O MOOOYHBIX ACHCTBUAX, HEKENATEIBbHBIX PEAKIUAX,
CEpPBE3HBIX HEXKENATEIBHBIX PEAKIIUAX, HEMPEABUACHHBIX HEKENATEIFHBIX PEAKIUAX MPH IPUMEHCHHU
JICKapCTBEHHBIX INpenaparoB, 00 WHAMBHUIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBHH 3(PQPSKTHBHOCTH
JIEKapCTBEHHBIX MPENaparoB, a Taloke 00 MHBIX (PakTax U 0OCTOSTENbCTBAX, MPEACTABISIONMX YIPO3Y
KU3HU WU 37I0pPOBBIO YeNlOBEKa JIMOO >KMBOTHOTO TPU TPUMEHEHWH JIEKapCTBEHHBIX MPENapaTtoB U
BBISIBJICHHBIX Ha BCEX JTamax oOpalleHMs JIeKapCTBEHHBIX IpernapaToB B Poccuiickoit denepanun u
JPYTHX TOCYIapCTBaX.

4. Jlepxatenu WM BJaJeiblibl PETHCTPAIMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX IPEIapaTos,
IOPUINYECKUE JINIIA, HA UMSI KOTOPBIX BBIJAHBI pa3pelicHus Ha MPOBEICHUE KIMHIUYECKUX UCCIeIOBAaHUN
B Poccuiickoit ®eneparnun, Tu0O0 YNOJIHOMOUYEHHBIE HMHU JPYrUe IOPHAWYECKHE JUIAa B PaMKax
obecrnieueHu st 0€30MaCHOCTH JIEKAaPCTBEHHBIX MPENapaToB B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM
YIOJIHOMOUYEHHBIM (peiepalibHbIM OPTaHOM HCIOJHUTEIBHON BJAacTH, 00S3aHBI OCYIIECTBISATH HPHEM,
yueT, o0paboOTKy, aHaJIU3 W XpaHCHUE TOCTYMAIOIMX B WX aapec OT CYOBEKTOB OOpalleHHs
JICKAPCTBEHHBIX CPEJICTB M OPraHOB TOCYIapCTBEHHOH BJIACTH COOOLICHUN O MOOOUYHBIX JEHCTBUSIX,
HEXENIaTEbHBIX PEAKIUIX, CEPbEe3HBIX HEXKETATeNbHBIX U HEMPEIBHUICHHBIX HEXKEIATeIbHBIX PEaKIIUsIX
P TPUMCHCHUHU JICKAPCTBEHHBIX IpenaparoB, 00 OCOOCHHOCTAX WX B3aUMOJICHCTBUS C JAPYTHMHU
JIEKApCTBEHHBIMU TperapaTaMH, HHIMBUYallbHON HENEepeHOCHMOCTH, a Takke 00 HHBIX (akKrax u
00CTOSITeNhCTBAX, MPEACTABISIONMX YIPO3y JKU3HH WM 3J0POBBIO YelOBEKa OO KXUBOTHOTO HIIH
BIIMSIONMX Ha W3MCHCHHWE OTHOIICHUS OXHUIAEMOH II0Jh3BI K BO3MOXKHOMY PHCKY ITPHMECHCHHUS
JIEKapCTBEHHBIX IPETapaToB.

5. Tlpu BBISBICHUU WHQPOPMAIIUU O CEPHE3HBIX HEKENIATEIBHBIX PEAKIHSAX W HEMPEIBUICHHBIX
HEXEJIaTeJIbHBIX pEeaKUusX MpU NPUMEHEHHUH JIEKApCTBEHHBIX IpPErnapaToB, 00 OCOOEHHOCTSIX HX
B3aUMOJCICTBUS C APYrMMHU JIEKapCTBEHHBIMU IpernaparaMy, WHIAUBUIYAIbHOM HENEPEHOCUMOCTH, a
TakoKe 00 MHBIX (PaKkTax U 00CTOSATEIBCTBAX, BIIHSIOMMX HA U3MEHECHHUE OTHOIICHUSI 05KHIaEMOM TOJIh3BI K
BO3MOXKHOMY pPHUCKY TIPUMEHEHHUs JIEKAPCTBEHHBIX IpenaparoB, JAepKaTead WIM  BJaJeiblibl
PEruCTPAllMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX MPENAPaTOB, IOPUAMUYECKUE JTUIA, HA UMS KOTOPBIX
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

BBIJIaHbI pa3pellieHus Ha MpPOBEICHHE KIMHMYECKUX HccienoBaHuil B Poccuiickoit @eneparum, n1bo
VIIOJITHOMOYEHHbIE MMHU Jpyrue IOpUAUYEcKHe Jula oOsM3aHbl MPUHSTH MEphI, HallpaBJIEHHbIE Ha
YCTpaHEHHE  HETaTUBHBIX  IOCIHEACTBUH  NPUMEHEHMs  TaKUX JIEKAPCTBEHHBIX  IIPENaparos,
NpeaynpexIeHue TPUUNHEHUS Bpea >KM3HU WU 30POBBIO YeJIOBEKa JIMOO KWBOTHOIO, 3aLMTYy UX OT
MPUMEHEHHS TaKHX JIEKAPCTBEHHBIX MPENnapaToB, Ha JOMOJHUTENbHbIN cOOp AaHHBIX 00 3P deKTuBHOCTH
1 0€30MacCHOCTH TAaKMX JIEKApCTBEHHBIX MPENapaToB.

6. 3a HecooOIeHNEe TN COKPhITHE MH(MOPMAIINH, TPETYCMOTPEHHON YacThi0 3 HACTOSILEH CTaThu,
JepKaTelnd WM BIIAJENBIBI  PETHCTPALMOHHBIX  YIOCTOBEPEHUH  JICKAPCTBEHHBIX IIPENapaToB,
IOpPUIMYECKUE JINIA, HAa UMS KOTOPBIX BBIIAHBI pa3pelieHUs Ha IPOBEICHHE KIMHUYECKUX UCCIICIOBAHUI
B Poccuiickoit ®eneparnuu, mbOO YIOJIHOMOYEHHBbIE UMM JIpYTHE IOPUIUYECKHE JUIA, a TaKKe
JOJDKHOCTHBIE JIUIIA, KOTOPBIM 3Ta WHQOpPMAaIus cTaja H3BECTHA IO pOay HX MpodeccHoHaTbHON
JIeSITeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBMH C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

7. Ilpu monydyeHnH ymoJIHOMOUYEHHBIM (efiepaibHbIM OPraHOM HCIOJHUTENBHON BJIACTH B paMKax
OCYILECTBJIEHUsI UM (PapMaKoHa/A30pa JOKa3aTeIbCTB O HECOOTBETCTBMU JIEKAPCTBEHHOIO Iperapara
YCTaHOBJICHHBIM TpPeOOBaHUAM WM TNpPH TMOJYYCHUM HMHQPOPMALKUM O HECOOTBETCTBHUM MJAHHBIX 00
3G PEKTUBHOCTH B O OE30MaCHOCTH JIEKApCTBEHHOTO IpernapaTa JaHHBIM O JISKAPCTBEHHOM IIperapare,
COJIepKaIMMCSl B MHCTPYKIHMH 110 €r0 NPUMEHEHHIO (B TOM YHCJIE BBISBICHHBIX B XOJI€ OCYIIECTBICHUS
(apmakoHa30pa KOHTPOJBHO-HAJ30PHBIMH OpraHaMH HWHOCTPAHHBIX TOCYIAPCTB), YHOJTHOMOYEHHBIH
(enepanbHbIil OpraH HCHOJHUTEIBHON BJIACTH B YCTAHOBJIEHHOM UM IOPSJIKE paccCMaTpuBaeT BOIPOC O
IIPUOCTAHOBJICHUN ITPUMEHEHH S TAKOT'O JIEKAPCTBEHHOTO IIpernapara.

CrtaTtbs 65. MpuocTtaHoBNeHne NpUMeHeHUsi NeKapCTBEHHOro npenapara
(B pen. denepanbHoOro 3akoHa oT 22.12.2014 N 429-D3)

1. Ilpu monydeHun MHQOpPMAMU O HEXENTATENbHBIX PeaKUMsIX IPU MPUMEHEHUH JIEKapCTBEHHOIO
Ipernapara, He yKa3aHHbIX B HHCTPYKUMHM 110 NPUMEHEHHUIO JIEKAPCTBEHHOIO Ipernapara, Cepbe3HbIX
HEXEJIaTENIbHBIX PpeaKuMsaX, 00 OCOOEHHOCTAX €ro B3aMMOJAEHCTBUS C JAPYIMMH JIEKapCTBEHHBIMU
npenaparamu, KOTOpble MOT'YT MPEACTaBIIATh YIPO3Y )KU3HU UIU 310POBBIO YEI0BEKa JIMOO0 )KUBOTHOTIO, a
TaKKe O HECOOTBETCTBUHU JAHHBIX 00 3(h(EeKTUBHOCTH U O OE30I1aCHOCTH JIEKAPCTBEHHOIO IIperapara
JTAHHBIM O JIEKAPCTBEHHOM IIpenapare, CoAepKalpMCs B MHCTPYKLIMH 10 €r0 IPUMEHEHUIO, B TOM YHCIIE
OT YINOJHOMOYEHHBIX OPraHOB HWHOCTPaHHBIX TIOCYJApCTB, OOMEH KOTOPOH OCYLIECTBJISIETCS B
COOTBETCTBUM C COMIAIICHUSMH MEXIY YIOJIHOMOYEHHBIM (efepabHbIM OpraHOM HCIOJHUTEIBHOM
BJIACTH M YIOJIHOMOYEHHBIMH OpraHaMH HHOCTPAHHBIX TOCYJapCTB, YIOJHOMOYEHHBIN QenepaibHbIi
OpraH MCIHOJHUTENIBHON BJIACTH PAacCMaTPUBAET BONPOC O BO3MOXHOCTH NPUOCTAHOBJIEHUS OOpaIlCHHUs
TaKOTrO JIEKAPCTBEHHOIO IIpernapara B TOPSJKE, YCTAaHOBJIEHHOM YIOJHOMOUYEHHBIM (erepaTbHbIM
OpraHoOM MCIOJIHUTEIbHON BJIACTH.

2. Ilpm HeWCHONHEHWM WJIM HEHa/UIeKalleM HCIOIHEHUHN Jep)KaTelssMd WIM BlajelblaMu
PErUCTPAllMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IMPENaparoB, HOPUIAYECKUMHU JUILAMU, Ha UM
KOTOPBIX BBIJIAHBI pa3pelICHHsI HA TPOBEICHUE KIMHUYECKUX HccaeaoBannii B Poccuiickoit @enepannmy,
UJTH YIIOTHOMOYEHHBIMU UMHU JPYTUMH FOPUANYECKUMHU JIUIIaMU 00sS3aHHOCTEH, YCTAaHOBJICHHBIX YaCTsIMU
3 u 4 crateu 64 Hactosimero DeaeparbHOTO 3aKOHA, JIN0O0 B CIydasX MPEICTaBICHUS COOTBETCTBYIO M
YIIOJITHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIOJHUTEIBHOW BJIACTH 3aKIIOYEHUS O HEOCTOBEPHOCTH
pe3yAbTaTOB KIMHUYECKOTO MCCIEI0BAHMS JIEKAP CTBEHHOTO Iperapara A1 MEAUIUHCKOTO IPUMEHEHHUS,
KOTOPOE€ OCHOBAHO HA pe3ylbTaTax MPOBEPKH MEIUIIMHCKOW OpraHU3allid, MPOBOAMBILECH YKa3aHHOE
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

KIMHUYECKOE UCCIIEI0BAHNE C HApYILIEHUEM NPAaBHJI HaJJIEXKalleH KIMHUYECKON NMPAaKTUKU, U MIPUBEIIO K
MOJIYYEHUIO HEJOCTOBEPHBIX PE3yNbTaTOB, JUOO B Cllydae HEBBIIOJHEHUS MPEANUCAHUS, BBIIAHHOTO
YIOJHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIHOJHUTEIBHOM BJIACTH IO HTOTaM OCYIIECTBIIEHUS
BBIOOPOYHOTO0 KOHTPOJISI KauyeCcTBa JIEKApCTBEHHOTO IpernapaTa, YIOJIHOMOYEHHBIH (enepanbHblii opran
WCIIOJIHUTENbHON BJIACTH B YCTAHOBJIEHHOM MM IMOPSJIKE paccMaTpuBaeT BONPOC O MPHOCTAaHOBJICHUU
IMPUMEHEHHS TaKOro JIEKapCTBEHHOTO Ipernapara.

3. YnonHoMOYeHHBIH (eaepaabHBIi OpraH MCIOJHUTEIBHON BJIACTH TpPU MPEICTABICHUH €My
CBEICHUH O HECOOTBETCTBMM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM  IpaBUI
HaJJIeKalleil Mpor3BOACTBEHHON IPAKTUKK U (MJIM) O HApYILIEHUH JIMIIEH3MOHHBIX TPEOOBAaHUM, KOTOPbIE
ObUIM BBISBJICHBI B XOJI€ NMPOBEAECHUS MHCIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB I
OCYIIECTBJICHUS JTULEH3UOHHOTO KOHTPOJIS B cdepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIN
WU MOTYT IIPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENApAaTOB I MEAUIUHCKOIO NPUMEHEHHS,
NPUYMHUBIIMX WM CIIOCOOHBIX MPUYUHUTD BPE KU3HU WIH 310POBbIO TPaX/aH, pacCMaTpUBAET BOIIPOC
O TNPHUOCTAaHOBJICHUM NPUMEHEHUs JICKAPCTBEHHBIX IIPENapaTroB JUlsl MEOULUHCKOIO IPUMECHEHUS B
YCTaHOBJICHHOM UM IOPSAKE B CIECIYIO M X CIydasX:

1) cocraB M (WaM) TEXHOJOTHS MPOU3BOACTBA JIEKAPCTBEHHOIO IpernapaTra A MEAUIIUHCKOIO
IPUMEHEHHs (C OMMCAaHMEM CTaauil MPOM3BOACTBA) OTIUYAIOTCSA OT 3asBJICHHBIX B PETUCTPALMOHHOM
JI0CKBE;

2) neKapCTBEHHBIN Mpemapar il MEAUIIMHCKOTO MPUMEHEHHUS MPOU3BEICH Ha IMPOU3BOICTBEHHOU
IUIOLIAJIKE, HE YKAa3aHHOW B PETMCTPALlMOHHOM JI0ChHE;

3) y NOpou3BOIUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, IOJATBEP)KIAIOIIE
COOTBETCTBHME KauecTBa JICKAPCTBEHHOIO Ipernapara Uil MEIUIUHCKOrO MPUMEHEHHUs, BBOJUMOIO B
rpaXkAaHCKUI 000pOT, TPeOOBAHUSIM, YCTAHOBJIEHHBIM IIPH €T0 TOCYAap CTBEHHOM perucTpalmu;

4) TpOW3BOJUTEIEM JICKAPDCTBEHHBIX CPEACTB B  COMIACOBAHHBIA C COOTBETCTBYIOIM
VIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM HCIIOJTHUTENBHON BIIACTH CPOK HE YCTpaHEHbI HapyUIeHUs
TpeOOBaHUI TpaBUJI HAIUICKAIICH MPOU3BOJICTBEHHOM MPAKTUKU W (WJIM) JMIIEH3UOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISBICHBI B XOJI€ NPOBEACHUS HMHCICKTUPOBAHUS IPOM3BOIAMTEINS JICKAPCTBECHHBIX
CPEICTB UJIM OCYILECTBJICHUS JIMIIEH3UOHHOTO KOHTPOJIS B c(hepe Mpou3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB
U TPUBETH WM MOTYT HPHUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPEMApaTOB I MEIUIIMHCKOTO
MPUMEHEHHU S, TPUUYMHUBIINX UM CIOCOOHBIX MPUYMHUTH BPE] )KU3HU WUJIU 3I0POBBIO IPaXKJIaH.

(uactsb 3 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4. YIoJTHOMOYEHHBIN (eiepaibHbIi OpraH UCIIOJIHUTEIBHOMN BIACTH MPU HAIMYUHU Y HETO CBEICHUM
O HECOOTBETCTBMM IPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NpaBUJI HaJJeKallei
MPOU3BOJICTBEHHOW MNPAaKTMKM U (MJIM) O HapyUIEHWM JIMLEH3UOHHBIX TpeOOBaHUH, KOTOpbIE ObLIM
BBISIBJICHBI B XOJI€ INPOBEACHUS WHCIEKTUPOBAHUS IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM
OCYILECTBJICHUS JIMIIEH3UOHHOIO KOHTPOJIS B cepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB U MPUBEIH
UM MOTYT NPUBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX IPENApaToB I BETEPUHAPHOIO IIPUMEHEHHUS,
IPUYMHUBIIMX WJIM CHOCOOHBIX NPUYMHUTH BPEX JKU3HU WM 30POBBIO >KMBOTHBIX, PacCMaTpHUBAaET
BOIIPOC O IIPUOCTAHOBJICHWH pealu3alid W IPUMEHEHUs JICKAPCTBEHHBIX IIPEnapaTroB I
BETEPUHAPHOIO IIPUMEHEHHU B YCTAHOBJICHHOM UM IIOPSJIKE B CIEAYIOLIMX CIIydasX:

1) coctaB M (MJIM) TEXHOJIOTMS IMPOM3BOJCTBA JIEKAPCTBEHHOIO Mpernapara AJisi BETEpUHApPHOIO
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

MPUMEHEHHS (C OMMCAHMEM CTaauil MPOM3BOJCTBA) OTIUYAIOTCSA OT 3asBICHHBIX B PETHUCTPAIMOHHOM
IIOChE;

2) nexapCTBEHHBIN Mpenapar sl BETepPUHAPHOTO MPUMEHEHUS MPOU3BEICH Ha MPOU3BOACTBEHH OI
IJIOIIA/IKE, HE YKa3aHHOU B PETUCTPAI[MOHHOM JIOCHE;

3) y NOpoM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, IOJATBEPKIAIOIIE
COOTBETCTBHME KauecTBa JICKAPCTBEHHOIO Ipernapara JUisi BETEPUHAPHOIO MPUMEHEHHS, BBOJAUMOIO B
TpaXKIaHCKHI 000POT, TPEOOBAHMSIM, YCTAHOBIIEHHBIM IIPH €TO TOCY/AAp CTBEHHOW PETHCTPAIlNK;

4) 1npou3BOIUTENEM JIEKAPCTBEHHBIX CPEACTB B  CONIACOBAHHBIM C  COOTBETCTBYIOLMM
YIOJHOMOYEHHBIM (peiepalibHbIM OPTaHOM MCIIOJHUTEIbHOM BJIACTH CPOK HE YCTPaHEHbl HapyIEHUs
TpeOOBaHUM NpaBUJI HaJUIEKAIEH MPOU3BOJCTBEHHON MPAKTUKU U (MJIM) JMIIEH3UOHHBIX TPeOOBaHUM,
KOTOpble OBUIM BBIABICHBI B XOJ€ NPOBEAECHUS HHCIEKTUPOBAHUS IPOU3BOIMTENS JIEKAPCTBEHHBIX
CPEZCTB WJIM OCYLIECTBICHHS JUIICH3MOHHOTO KOHTPOJIS B c(epe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB
U OPUBEIM WJIM MOTYT NPUBECTH K NMPOM3BOJCTBY JIEKAPCTBEHHBIX INpENapaTroB il BETEPUHAPHOTO
NPUMEHEHH S, IPUUMHUBIIMX MIJIM CIOCOOHBIX TPUYMHUTE BPE]] )KU3HU UIIM 3[J0POBBIO KUBOTHBIX.

(vactb 4 BBeneHa DenepanpHbiM 3ak0oHOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeyanue.
C 01.01.2023 cr. 65 gononusercs u. 5, 6 (@3 ot 27.12.2019 N 475-D3).

Koncynsrantlmroc: npumedanue.
C 01.09.2023 ct. 65 nomonusiercs 4. 7 (@3 ot 02.07.2021 N 317-D3).

Cratbs 66. UHopmaumsa o pesynbTaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-@3)

YnonHoMoueHHbIH  ¢eAepalibHBIIl  OpraH  UCHOJHHUTENBHONW  BJACTH,  OCYIIECTBIISIO MM
(dapMakoHa30p, MO €ro pe3yjabTaTaM pa3MelaeT Ha CBOeM oduuHalbHOM cailite B cetu "MaTepuer"
WHPOPMAIIUIO O:

1) BbISIBJICHHHW HOBBLIX IIOATBCPIKIACHHBIX AOAHHBIX O MOOOYHEBIX ﬂeﬁCTBHHX, HCXKCIIATCIIbHBIX
pPCaKkuuAax, CCPbC3HBIX HEKCIATCIbHBIX PCAKIHAX, HCOPCABUACHHBIX HCKCIATCIBHBIX PCAKIUAX IIPU
IMPUMCHCHUHU JICKAPCTBCHHOTI'O IIpCIiapaTra, B TOM YUCJIC BJIMAIOIIMX HA OTHOHMICHHUEC O)I(H,I[aeMOfI II0JIB3BI K
BO3MOXHOMY PUCKY IIPUMCHCHUS JAHHOTO JICKAPCTBCHHOIO ITpCTiapara,

2) NPUHSATHIX PELIEHUSIX O BHECEHUU U3MEHEHUN B MHCTPYKLUIO 110 MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara, O MPUOCTAaHOBJICHUU MPUMEHEHHUs JIEKApCTBEHHOTO IpernapaTta, 00 M3bSITUHU U3 OoOpalleHus
JIEKapCTBEHHOTO Iperapara Wik 0 BO30OHOBJIEHUH ITPUMEHEHHU s JIEKapCTBEHHOTO Ipernapara.

asa 14. AH®OPMALINA O JIEKAPCTBEHHbBIX MPEMAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHUA NIEKAPCTBEHHbIX MPENAPATOB
anda MEQULUHCKOIo NPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

Cratba 67. MHdopmauma o nekapCTBeHHbIX npenapatax. CucrtemMa MOHUTOPUHra
ABWXEHUA NeKapCcTBEeHHbIX NpenaparoB ANA Me AULIMHCKOTO NPUMEHEeHUs
(B pen. @enepanpHOTO 3aKOHA OT 28.12.2017 N 425-D3)

1. Madopmanust o JEKapCTBEHHBIX Ipenaparax, OTITYCKAeMbIX IO PEIEeNTy Ha JICKapCTBEHHBIN
npenapar, J0/DKHA COJCPkKAaThCs TOJIBKO B CICIHAIM3HPOBAHHBIX M3IaHUSAX, MPEAHA3HAYCHHBIX JUIS
MEIUITUHCKUX, (apManeBTUUECKX PaOOTHUKOB, CIICIIUATUCTOB B 001acTu Berepunapun. Mudopmamms o
JICKAPCTBEHHBIX Ipenaparax i CIeIHATMCTOB B 00JIACTH OOpaIleHHS JICKAPCTBEHHBIX CPEJCTB MOXKET
collepKaThCsl B MOHOrpadusiX, CHpaBOYHUKAX, HAYYHBIX CTaThsiX, B JIOKIagaX Ha KOHIpeccax,
KOH pepeHIIUsIX, CHUMIO3MyMaX, HAy4dHBIX COBETaX, a TaKKe B HWHCTPYKIHUSAX MO MPUMECHEHUIO
JICKApCTBEHHBIX IIPEIapaToB.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D03)

2. Nudopmanusi o JeKapcTBEHHBIX Iperaparax, OTIyCKaeMbIX 0e3 pelenrta Ha JIEKapCTBEHHBIA
npenapar, MOXET COAEpKaTbCsi B MYyONMKAMSAX U OOBABIECHUAX CPEICTB MaccoBOM HHGOpMaIUH,
CHEIUATM3MPOBAHHBIX U OOLMX MEYAaTHBIX M3JaHUSAX, MHCTPYKIHUSAX 10 MPUMEHEHHUIO JEeKapCTBEHHBIX
MPErapaToB, HHBIX U3JAaHHIX CYOBEKTOB O0paIeHUs JIEKAPCTBEHHBIX CPEJCTB. PexiaMHbIe MaTepHalibl O
JICKApCTBEHHOM TIpernapare, OTIyckaeMoM 0e3 pelenTta Ha JEKapcTBEHHBIN Mpemnapar, JOJHKHBI
COOTBETCTBOBATH MHCTPYKLMH 10 IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara.

3. JlomyckaeTcsi MCIOJB30BAHUE JIIOOBIX MaTepUalIbHBIX HOCHUTENEH, IO3BOJISIONMX XpPaHUTH,
nepeaaBarh U UCIOJIb30BaTh HH(POPMALIUIO O JIEKAPCTBEHHBIX Ipenaparax 0e3 ee MCKaKeHUs.

4. Jlng uenedl wuAeHTU(PUKAIIUM YIIAKOBOK JIEKAPCTBEHHBIX MPENaparoB Il MEAUIMHCKOTO
MPUMEHEHHS TTPOU3BOAMTENM JICKAPCTBEHHBIX CPEJICTB B TOPSJIKE, YCTAHOBIIEHHOM [IpaBUTEIHCTBOM
Poccuiickoii @eneparum, HaHOCAT Ha TEPBUYHYIO YIAKOBKY (B OTHOIIICHHU JIEKAPCTBEHHBIX MPEMapaToB
JUTSE METUIITHCKOTO TIPUMEHEHHU S, JUII KOTOPBIX HE MPEAYCMOTPEHA BTOPHYHAS YITAKOBKA) M BTOPUIHYIO
(TOTpeOUTENBCKYIO) YIAKOBKY JICKAPCTBEHHBIX IMPEMapaToB Uil MEIWIIMHCKOTO TPUMEHEHUS CPEeACTBa
UICHTU(UKALMK, 32 HWCKIIOYEHHEM JICKAPCTBEHHBIX MPENnapaToB Uisi MEAUIMHCKOTO MPUMEHEHHS,
MPOU3BOAMMBIX JJISI TIPOBEJICHUS KITMHUYECKUX MCCIICOBAHUMN, IKCIIOPTA, JICKAPCTBEHHBIX MPENapaToB
JUIT METUITUHCKOTO TPUMEHEHUS, YKa3aHHBIX B 4YacTsX 5 u § crarbu 13 Hacrosimero demepaabHOTO
3aKOHa, paauoQapMaleBTUUYEeCKUX JIEKapCTBEHHBIX MpENapaToB, MHUSBOK MEIUIIMHCKUX M Ta30B
MEIUITUHCKUX.

(uactp 4 BBeneHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3 (pexn. 27.12.2019))

5. XapaKTepuCTHKH CPEACTBA UICHTU (U KallMK, TTOPSIOK €r0 HAHECEHHS U TPEOOBAHUS K CTPYKTYype
u Qopmary uHPOpMAIUU, KOTOPYKO COJEPKUT CPEACTBO  HUJEHTU(UKALMUK, ONPEAeNSIoTCs
[TpaBuTenscTBOM Poccuiickoit denepaiyu.
(uactb 5 BBeneHa DenepanbHbiM 3ak0oHOM OT 28.12.2017 N 425-D3)

6. Tlopsimok co3maHus, pa3BUTHUS, BBOJA B OKCIUTyaTallUiO, OKCIJyaTalldd M BBIBOJA U3
AKCIUTyaTallMd CHUCTEMbl MOHMTOpPUHTA JBWKCHUS JIEKAPCTBEHHBIX MPENapaTtoB s MEIUIIMHCKOTO
NPUMEHEHHS, TOPSIOK TPEIOCTaBIeHUs HWHQOpPMAIMU, COAepKallelics B CHCTEME MOHUTOPWHTA
JIBYKEHUSI JIEKAPCTBEHHBIX MPENapaTroB I MEIUIIMHCKOTO NMPUMEHEHHS, U TOPSI0K B3aUMOJICH CTBUS
yKaSaHHOﬁ CUCTCMBbI C HNHBIMHA FOCyIIapCTBeHHLIMI/I I/IH(I)OpMaI_[I/IOHHLIMI/I CucrecmMmamMm nu
MH(OPMAITMOHHBIMUA CHCTEMaMU IOPUANYECKUX JIUII U WHMBUAYATbHBIX IPEATIPHHUMATENICH, yKa3aHHBIX
B yacTsax 7 u 10 mHacrosmmed crtaThu, ycraHaBimBaroTcs IIpaButensctBoM Poccuiickort depepanuu.
OHGp&TOpaMI/I CUCTCMBI MOHI/ITOpI/IHFa JOBUXCHU S JICKapCTBeHHLIX HpenapaTOB oJd MCOUIIUHCKOI'O
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

MPUMEHEHHS SBISIOTCA  (e/iepalbHblii OpPraH MCIOJHUTEIBHOW BJIACTH U (MJIM) OpraHU3aIus,
ynosiHomoueHHbI€ [IpaBuTensctBoM Poccuiickoit denepammm.
(vacTp 6 BBeneHa denepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-D3)

7. YOpuauyeckue nuna U MHAMBUAYaJIbHbIE MPEAIPUHUMATENN, OCYLIECTBIISAIOME IPOU3BOJICTBO,
XpaHeHue, BB0O3 B Poccuiickyto ®Depepanuio, OTIYCK, peald3alHio, Nepeaady, NPUMEHEHUE U
YHUUTOKEHHUE JICKAPCTBEHHBIX MPENapaToB sl MEJUIIMHCKOTO TPUMEHEHHS, 00ECIIEYNBAIOT B MOPSIIKE U
B COCTaBe, KOTOpble YycTaHoBieHbl lIpaButensctBoM Poccuiickoii @Penepanuu € y4eTOM BUJIA
OCYIIECTBJIIEMO HMHU JESITEIbHOCTH, BHECEHHE HHGOpPMAlMM O JIEKAPCTBEHHBIX Iperaparax s
MEIULMHCKOTO NPUMEHEHUS B CHUCTEMY MOHHUTOpPUHIA JBHKEHHUS JIEKAPCTBEHHBIX IpENapaToB UIs
MEJULMHCKOTO IIPUMEH CHU .

(vactp 7 BBeneHa denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl Uil MEAUIMHCKOTO TNPUMEHEHMS, NpeJHa3HadeHHBbIE Ul
obecrieueHusi JUIl, OOJBHBIX TeMO(GUIINe, MYKOBHUCIIMIO30M, TUIO(QU3apHBIM HAHU3MOM, OO0JIE3HBIO
['omie, 37M0KaYeCTBEHHBIMH HOBOOOPA30BAHUSAMH JUMQPOUIHON, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHEH, pacCesIHHBIM CKJIEPO30M, JIUI] I1OCJIE€ TPAHCIJIAHTALlMM OPTraHOB U (MJM) TKAHEH, IPOU3BEACHHBIE
1o 31 nexabps 2019 rona, a Tarke WHBIE JIEKAPCTBEHHBIC MPENapaThl sl MEIUIIMHCKOTO TPUMEHEHHS,
npousBeneHnpie a0 1 wuroms 2020 roma, mojsexar XpaHEHUIO, MEPEeBO3Ke, OTIYCKY, pealu3alui,
nepenaye, MPUMEHEHHIO 0e3 HAaHECEHUs CPEACTB MIACHTU(HMKALMM JI0 MCTEUEHHUs CPOKA MX I'OJIHOCTH.
[IpaButensctBO Poccuiickoit ®enepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BBOJA B TpaXkIaHCKUU
000pOT JIEKAPCTBEHHBIX MPENaparoB i MEAUIIMHCKOTO MPUMEHEHUs, MPOM3BEICHHBIX B mepuoa ¢ 1
utonst 2020 roma mo 1 okrsi6ps 2020 roma. B mensx BBojga B IpakIaHCKUN 00OPOT JIEKApCTB €HHBIC
npenaparbl s MEAWIIMHCKOTO TNPUMEHEHHs, 3a UCKIIOYEHHEM JIEKapCTBEHHBIX IPEaparos,
NpeIHa3HAuYEeHHBIX A OoOecleyeHus JIML, OOJIbHBIX reMo(uiInei, MyKOBUCIIMA030M, TMIO(U3apHBIM
HaHU3MOM, OoJie3HbIO [ollle, 3710KaYeCTBEHHBIMH HOBOOOPA30BAHUSAMH JMMMOUIHON, KPOBETBOPHON H
POJICTBEHHBIX UM TKaHEH, pacCeIHHBIM CKIIEPO30M, JIUII [TOCJIE€ TPAHCIIAHTAIUN OPTaHOB U (MJIM) TKaHeil,
MpoU3BEICHHBIE 3a mpenenamu tepputopun Poccuiickoit ®@enepaumu 1o 1 oxradps 2020 roma, moryr
ObITh BBe3eHBI B Poccuiickyto @enepamuto mo 1 sHBaps 2021 roma B mopsiike, yCTaHOBICHHOM
[IpaButenscTBOM Poccuiickori deneparum, 6€3 HaHECEHUS CPEACTB UICHTH(UKAITUH.

(B pen. denepanbHbIX 3aKOHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Oprammzanust WHGOPMAIMOHHOTO B3aMMOJCHCTBHS CHUCTEMBl MOHHMTOPWHTA JIBHKCHHUS
JIEKapCTBEHHBIX IIpenapaToB JJIs MEAMUIMHCKOIO IPUMEHEHUs ¢ MHBIMM TOCYJapCTBEHHBIMU
UH(OPMAIITMOHHBIMU CUCTEMaMU OOECIIEYMBAETCS B TOM 4YHCIE IOCPEICTBOM HH(PACTPYKTYPHI,
obecrieunBaronmei  MHPOPMAIIMOHHO-TEXHOJIIOTHYECKOE B3aMMOCUCTBHE WH(POPMALMOHHBIX CHCTEM,
UCIOJIB3YeMbIX JUISI MPEJOCTABJIEHUS TOCYJApCTBEHHBIX M MYHHMIIMNAIBHBIX YCIYT W MCIIOJIHEHUS
rOCY/IapCTBEHHBIX U MyHUIIUTIATIBHBIX (PYH KLU B AJIEKTPOHHOU (popme.

(vactsb 8 BBeneHa denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

9. OOmenocrynHas wuHGOpMaLKs, CcoAepKalasicss B CHCTEME MOHHTOPUHTA JBUIKEHHS
JICKapCTBEHHBIX IIPENapaTroB Uil MEIWLIHUHCKOTO TMPUMEHEHHs, pa3Mem@ercs B HHQPOPMALMOHHO -
TeJIeKOMMyHHKaIMoHHOW cetn "MHTepHeT" (B TOM umncie B ¢GopMe OTKPBITHIX JAHHBIX) B TOPSIKE,
ycranoBJieHHOM [IpaButensctBom Poccniickoit denepanuu.

(uactp 9 BBenena denepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-D3)

10. ITponsBoauTeNN JIEKapCTBEHHBIX CPEACTB MOIYYarOT COIAEPIKAILYIOCS B CHCTEME MOHUTOPHHIA
JBUKCHHS JIEKAPCTBEHHBIX MPENapaToB s MEIULMHCKOTO MPUMEHEHUs MH(OpPMAIMI0 O Cepusix M
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az%e%i”;gb&ffgfgm 12.04.2010 N 61-03 [okyMeHT npepocTtasneH KoHcynsraHTlnwoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

MapTHsX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJUMBIX HMH U HAXOAAIMXCS B TPAXKIAHCKOM 000pOTE B
Poccuiickoii deneparun, 6€3B03Me3THO.
(vacte 10 BBeneHa DeaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO MM MPOJAKY JIEKAPCTBEHHBIX MPENApPaTOB IS MEAUIIUHCKOTO MPUMEHEHHS
0e3 HaHECEHHS CPEJICTB HJCHTU(HKAIIMU, C HAPYIICHHEM YCTAHOBJICHHOTO TOPSIKA WX HAaHECCHUs, a
TaKKe 332 HECBOCBPEMEHHOE BHECCHHE IaHHBIX B CHUCTEMY MOHUTOPHHTA JBUXKCHHS JIEKap CTBEHHBIX
npenaparoB i MEIUIMHCKOTO TMPUMECHEHHWS WM BHECEHHE B HEE HEIOCTOBEPHBIX JIAHHBIX
IOPUIMYECKUEe JIUIA W WHIMBUIYaJbHBIC MPEANPHHAMATENN, YKa3aHHbIE B dacTsX 4 W 7 HacTosIIeH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATEIbCTBOM Poccuiickoit deneparvu.
(uacte 11 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TIIpaButensctBo Poccuiickoit denepanuu BIpaBe YCTaHOBUTH OCOOCHHOCTH BHEIPECHUS
CHUCTEMbl MOHUTOPHHIA JBHXEHHUS JIEKAPCTBEHHBIX MPENapaToB JUisi MEAUIMHCKOTO IMPUMEHEHUs,
BKIIIOYasi CPOKM €€ BHEAPEHHS, B OTHOIICHUU JICKAPCTBEHHBIX TPENapaTroB JUisi MEIUIITMHCKOTO
MPUMEHEHHS, BKIIOYEHHBIX B IEPEYeHb KU3HEHHO HEOOXOAMMBIX M Ba)XHEHIIMX JIE€KapCTBEHHBIX
MpernaparoB, JICKAPCTBEHHBIX IMpENaparoB, MPEAHA3HAYCHHBIX Ui OOECTIEYeHHsS] JHI, OOJBHBIX
reMo puiiMeil, MyKOBHUCIIMIO30M, THIIO(U3apHBIM HAHU3MOM, O0Je3HbI0 [olle, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUSAMU JTUMQPOUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKAHEH, PACCESIHHBIM CKIEPO30M,
JUI[ TOCTE TPAHCIUIAHTAIMA OPraHOB W (WJM) TKaHEH, WHBIX JIEKAPCTBEHHBIX IPENapaTtoB s
MEIUIIMHCKOTO MTPUMEH CHU .

(vactb 12 BBeaena denepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3)

Nnasa 14.1. O PAHUYEHUA, HAJIATAEMbIE
HA OPITAHU3ALUUU, OCYLWLECTBNAKLWUE OEATEJIbHOCTb
Mo O6PALLEHUIO JIEKAPCTBEHHbLIX CPEACTB
(BBenena denepabHBIM 3akoHOM OT 25.11.2013 N 317-D3)

Crtatba 67.1. OrpaHuyeHusi, HanaraeMble NpU OCYLUECTBIIEHUU AeATeNIbLHOCTU B
cthepe ob6paLyeHus nekapcTBEeHHbIX CPeaCTB

1. Opranuzanuu, 3aHUMaOIMeEcs pa3pabOTKON, TMPOM3BOACTBOM H (WMJM) peanu3aruen
JICKAPCTBEHHBIX MPENaparoB JUIsi MEAUIMHCKOTO MPUMEHEHHUs, OpraHu3alyu, o01aialonpe npaBaMu Ha
MCIIO0JIb30BaHNE TOPTOBOTO HAMMEHOBAHMUS JICKAPCTBEHHOTO Mpenapara Jjisi MEAUIIUHCKOTO TPUMEH CHHS,
OpraHu3aluu OIITOBOH TOProBJIW JICKAPCTBCHHBIMU CPECACTBAMM, AIITCUHBIC OpraHH3alun (I/IX
MPEICTaBUTENH, UHbIE (PU3UYECKUE M IOPUAMYECKHE JIUIA, OCYIIECTBISIONME CBOIO JESITEIbHOCTH OT
MMEHHU 3TUX OpraHU3aliii) B OTHOIIEHUH MEAUIMHCKMX PAOOTHUKOB U PYKOBOJUTENIEH MEAMIIMHCKHX
OpraHu3alnui He BIIPABeE:

1) BpydaTh MOJapKu, BHINIJIAUMBATh JIEHEKHBIE CPENCTBA (32 MCKIIOYEHHEM BO3HATPKICHUHN MO
JIOTOBOpaM MpH TPOBEICHUU KIMHUYECKUX HCCICIOBAHUM JICKAPCTBEHHBIX MpEmaparoB s
MEIUIIMHCKOTO TIPUMEHCHUS, BO3HATPAKICHUM, CBSI3aHHBIX C OCYIICCTBICHUEM MEIUITMHCKAM
pabOTHUKOM MEJaroTUYECKON M (MJIM) HAYydHOH NeATeNbHOCTH), B TOM YHCIIE OIJIaunMBaTh Pa3BJICUCHUS,
OT/BIX, MPOE3]] K MECTY OTAbIXa, a TAKKE MPUBJIEKATh K YYACTHUIO B Pa3BJICKATEIbHBIX MEPONPUATHUSIX,
MIPOBOJIMMBIX 32 CYET CBOUX CPEJICTB;

2) 3aKIII049aTh CONNIAIICHUSA O HAa3HAYCHUU WM PCKOMCHAAIWU MMAaOUCHTAM JICKAPCTBCHHBIX
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

[okyMeHT npepocTtasneH KoHcynsraHTlnwoc

MpernaparoB JUIsi MEJUIIMHCKOTO IPUMEHEHHS (32 UCKITIIOYEHHEM JIOTOBOPOB O MPOBEACHUH KIMHUYECKUX
M CCIIEeI0OBAaHUI JIEKAPCTBEHHBIX MTPENapaToB Uil MEAUIIMHCKOTO IPUMEHEHHUS);

3) mpenocTaBisATh 00pa3libl JEKAPCTBEHHBIX MTPENapaToB A MEIUILIMHCKOTO IPUMEHEHHS B IIeJIsAX
Bpy4EHHMSI IalMEHTaM (32 MCKIIOYEHHEM CIIy4aeB, CBSI3aHHBIX C IIPOBEIEHUEM KIMHUYECKUX
M CCIIEeI0OBAHMI JIEKAPCTBEHHBIX MTPENapaToB Ui MEAUIIMHCKOTO IPUMEHEHHUS);

4) mpenoCTaBIISATh HEAOCTOBEPHYIO U (MJIM) HETIOIHYIO MH (JOpPMaIIUIO O JIEKapCTBEHHBIX MperapaTax
JUTSI METUITUHCKOTO TPUMEHCHUS;

5) mocemath ux B pabodee Bpems Ha pabOYMX MeECTaX, 3a MCKIIOUYEHHUEM CIy49aeB, CBS3aHHBIX C
MPOBEACHUEM KIMHUYECKUX HCCIECOBAaHUN JIEKAPCTBEHHBIX IMpenaparoB s  MEIUIIUHCKOTO
IIPUMEHEHHS, C YJaCTUEM B IOPSJIKE, YCTAHOBJIEHHOM PYKOBOJIMTEIEM MEAUIIMHCKOW OpraHU3allvd, B
COOpaHUsX MEIUIIMHCKHX PAOOTHUKOB W HWHBIX MEPOIPHUSATHSIX, HAIPABICHHBIX Ha TIOBBIIICHUE WX
npodecCHOHaTbHOTO YPOBHS WM Ha TPENOCTaBIICHHE WHQOPMAIUU, CBS3aHHOW C OCYIIECTBICHUEM
MOHUTOPHUHTA 0€30TIaCHOCTH JICKAPCTBEHHBIX IIPEIIapaToB;

6) MOOYKIaTh K BBIIMCHIBAHUIO JICKAPCTBEHHBIX MPENApaTOB ISl MEAUIIMHCKOTO MMPUMEHEHUs Ha
OnaHKax, COJACpKALMX WH(POPMAIMIO PEKIaAMHOTO XapakTepa, a TakKe Ha peleNnTypHbIX OlaHkaxX, Ha
KOTOPBIX 3apaHee HaleyaTaHO HaMMEHOBAaHHWE JIEKAPCTBEHHOTO Tpenapara Uil MEIUIIHHCKOTO
MPUMCHCHHSL.

2. Opranu3anuy, ykazaHHble B a03alle epBOM 4acTu | HAcTOAINEH CTaTbH, U UX IPEACTABUTENN B
OTHOLIEHUU (papMarieBTHUYECKH X paOOTHUKOB M PyKOBOJUTENEH allTeYHBbIX OpraHU3al[Mii He BIIpaBe:

1) Bpy4aTh MMOAAapKu, BBIIJIAYMBATH ACHCKHBIC CPECACTBA, B TOM YHHCJIC OILIAYUBATL PA3BJICUYCHUS,
OTABIX, MpPOC3a K MECTY OTAbIXa, W IMPHUBJICKATH K YYAaCTUIO B Pa3BJICKATCIbHBIX MCPOIIPHUATUAX,
IMPOBOJUMBIX 34 CYHET CBOUX CPCACTB,

2) mpenocTaBIATh OOpa3lbl JICKAPCTBEHHBIX IMPENAapaToB s MEAUIMHCKOTO TPUMEHEHUS s
BPYYCHUSI HACEJIEHUIO;

3) 3aKIK0YaTh COoINIaICHUA O IPCHIOKCHHU HACCICHUIO OIIPCACICHHBIX JICKAPCTBCHHBIX
npenapaTtoB A MCIUIIUMHCKOI'O ITIPUMCHCHU S,

4) MpeaoCTaBIIsATh HEIOCTOBEPHYIO U (MJIM ) HETIOJIHYIO WH (OPMAITUIO O JICKApCTBEHHBIX ITpenapaTax
JUIST  MEOUIMHCKOTO TNpPUMEHEHHS, B TOM 4YuCI€ MMEIONMX OJWHAKOBOE MEXKIyHApPOJIHOE
HENaTeHTOBaHHOE HAMEHOBAHHE.

CratbAa 67.2. TpeboBaHUA K OpraHusauum v NPoBeAEeHNIO HayYHbIX MEpPONpPUATUMN,
MHbIX MEPOMNPUATUNA, HanpaBfieHHbIX Ha MNOBbiWeHNe npodecCMoOHaNLHOroO YpPOBHA
MeAULMHCKMX pPabOTHMKOB WM Ha npepocTtaBrieHMe UWHQoOpMauuu, CBA3AHHOW C
ocyliecTBNeHMeM MOHUTOPUHIa 6€30MacHOCTU NieKapCTBEHHbIX NpenapaToB

1. Ilpn npoBeneHMM HAayYHBIX MEPONPUATUI, UHBIX MEPONPUATHI, HAIIPABJICHHBIX HA MOBBIILICHUE
npo(eCCHOHANBHOTO YPOBHS MEIUIIMHCKUX pAaOOTHHKOB WM Ha MPEJOCTAaBJICHUE CBS3aHHON C
OCYIIECTBJIEHUEM  MOHHUTOpPUHIAa  OE30IIaCHOCTH  JIEKAPCTBEHHBIX  IpernaparoB  HHGOpMaLUH,
OpraHHM3yeMbIX OpraHu3alMsIMH, YKa3aHHbBIMU B aO3are mepBoM uacTu | crateum 67.1 Hacrosero
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@enepanLHoro 3aKOHa, HUX MNPCACTABUTCIIAMU U (I/IJ'II/I) (I)I/IHaHCI/IpyeMLIX 3a CUCT CpCACTB ITUX
opraHmauHﬁ n #ux HpeﬂCTaBHTCHGﬁ, 3apeimacTCsa MNOpCrATCTBOBAThL YJ4AaCTUIO B YKA3aHHBIX
MCPOIIPUATUAX HMHBIX OpraHI/ISaHHI;'I, KOTOPBIC IMPOU3BOAAT WJIM PCAIMIYIOT JICKAPCTBCHHBLIC ITPCIIAPAThI
A1 MCAULHUHCKOIO IMPHUMCHCHUA CO CXOXHUM MCXaHHU3MOM (bapMaKOJ'IOFI/I‘-ICCKOFO HeﬁCTBHH, 0o
Cco3gaBaTb JUCKPUMHUHALMOHHBIC YCIOBUA 4 OJHHUX YYaCTHHKOB TII0 CpPaBHCHUIO C JPyTUMU
y4aCTHUKaMU, a UMCHHO:

1) npenocTaBisATh pa3inuHOE KOJUYECTBO BPEMEHU JJISl BHICTYIIJIEHUN YYaCTHUKOB, pPa3IMYHbIE 10
pasMepy 3aHMMaeMOM IION@AAM MecTa sl JEMOHCTpallMu O0pa3loB JIEKAPCTBEHHBIX NpEnapaToB JUls
MEJMIMHCKOTO IPUMEHEHMS WJIM PEKIAMHBIX MaTEpHAIOB O JIEKAPCTBEHHBIX Ipenaparax s
MEJULIMHCKOTO NIPUMEHEHHUS Ha DKCIIO3ULIMAX, CTEHIAX, 32 UCKIIOYECHUEM CIIy4aeB, €CIIM TaKUE YCIOBHUS
3aKperJIeHbl B COMIAIIEHUSIX 3TUX OpraHM3allui, WX MpeacTaBUTeneil o (UHAHCUPOBAHUM YKa3aHHBIX
MEpONPUATHI U 00YCIIOBIIEHBI Pa3IMYHBIMU 3aTpAaTaMU YIaCTHHUKOB HA UX OpPraHU3aIUIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA Ui YYACTHHUKOB MEpONPUSTHUM, yKa3aHHBIX B al3alle MmepBOM
HACTOSIIIIENH YaCcTH, TPEBBIIAIO NI CyMMY 3aTpaT Ha OPraHU3alNI0 YKa3aHHBIX MEPONIPUITUI U BEYyIMIA
K HGOGOCHOBaHHOMy OrpaHUYCHUIO YU CJIa UX YHaCTHHUKOB.

2. Opranuzanuu, ykazaHHble B a0s3are nepBoMm dactu | crateu 67.1 Hacrosimero denepanbHOTrO
3aKOHa, X MPEACTAaBUTENN, OCYILECTBIAIOIME OpTaHU3aUI0 U (MIK) (UHAHCUPOBAHHE MEPOIPHUATHI,
YKa3aHHBIX B 4aCTH 1 HAacTOAIEH CTaThH, 005M3aHbI 00ECIIEYNBATh JOCTYNI K MH(POPMAIIUHU O J]aTe, MECTE U
BpEMEHHU TMPOBEICHUS YKA3aHHBIX MEPONPHUATHH, IUIaHAX, IporpaMMax IPOBEAECHUS YKa3aHHBIX
MEPONPUATUN U TeMax, INIAHUPYEMBIX NIl paCCMOTPEHMS], COCTABE UX YJACTHUKOB IIyTEM pPa3MEILCHUS
COOTBETCTBYIOIICH MH(pOpMallMK Ha CBOMX O(QUIMANBHBIX caiiTax B cetu "MHTepHET" HE mo3/1Hee JABYX
MecsIIeB J0 Havaja MPOBEACHUS YKa3aHHBIX MEPOIPUSATHIA.

3. Undopmarius o IpoBEACHUHN MEPOIPUATHH, YKa3aHHBIX B 4acTH | HACTOAILEH CTaThH, B CPOK,
YCTaHOBJICHHBIM YacThl0 2 HACTOSIIEH CTaTbu, JOJDKHA OBITh HampaBjieHa B (eaepaibHBIA OpraH
UCIIOJTHUTEIbHOM BJIACTH, OCYHICCTBIIONMN (QYHKIMH 10 KOHTPOIIO MW Hamopy B cdepe
37IPaBOOXPAaHEHUs, U MOCIEIYIOIEro pa3MeIieHusl ee Ha OQUIIMAIbHOM caiiTe 3TOro opraHa B CETH
"UntepHet".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOWU ®EOQEPALIUN NMPU OBPALLEHUUN NEKAPCTBEHHbLIX CPELQCTB
N BOSMELLEHUE BPEOA, MTPUMUMHEHHOIO 30OPOBbLIO I'P AXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3akoHoaaTenbcrBa Poccunckon
denepauum npu obpalleHNn NeKkapCcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit ®enepanuu mnpu 0OpalieHHH JIEKapCTBEHHBIX
CPEIICTB BJIEUET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATENHCTBOM Poccuiickoit
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HempeCTaBIICHUE UM HECBOEBPEMEHHOE MPEICTaBIIeHHE HHPOPMANH U (M) TOKYMEHTOB
nu00 TpEeACTaBJIEHHE HEIOCTOBEPHBIX HH@opManuu U (WJIM) JOKYMEHTOB, IPEIYCMOTPEHHBIX
HactosiumM ~ DenepanbHBIM — 3aKOHOM, CYOBEKTHI OOpallieHUs JICKApCTBEHHBIX CpPEICTB  HECYT
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OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJIaTEILCTBOM Poccuiickoi (Dez[epam/m.

(uactp 2 BBeneHa DenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Ctatbs 69. BoamelweHue Bpena, NPUYMHEHHOro 300POBLI0 rpaXnaH BcneacTBue
NPUMeHeHUs NneKkapCcTBEHHbIX NpenapaToB

1. IlpousBoauTens JeKapCTBEHHOIO Mpenapara 00si3aH BO3MECTUTh BPEJl, MPUUUHEHHBIN 3/10pO BBIO
rpakJaH BCJIEICTBUE IPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, €ciid J0Ka3aHo, YTo:

1) nexkapcTBEHHBIM IpernapaT MPUMEHSUICS 110 Ha3HAYEHUIO B COOTBETCTBUM C MHCTPYKLMEHN IO
MPUMEHEHHUIO JIEKAPCTBEHHOTO IpernapaTa W NPUYMHOW Bpela SBUJICS BBOJ B TIpakJaHCKUN 000OpOT
HEJ00pOKaueCTBEHHOIO JIEKap CTBEHHOTO IIpenapara;

2) Bped 3I0pOBBI0 MPUYMHEH BCJIEICTBUE HEJOCTOBEPHOW WHQOpMAIIMK, COACpKaIleiics B
MHCTPYKIMU 110 TPUMEHEHUIO JIEKAaPCTBEHHOTO Ipernapara, U3JaHHOW MPOU3BOAUTENEM JIEKApCTBEHHOTO
npemnapara.

2. B ciydae, ecnm Bpel 30pOBBIO TPaKIaH MPUYMHEH BCIEACTBUE MPUMEHEHUS JIEKApPCTBEHHOTO
nperapara, MpUIIeIIIer0o B HETOJAHOCTh B PE3y/bTaTe HAapYIICHHs TPaBHJI XpaHEHUs JICKapCTBEHHBIX
CPEJICTB, NMPABUJI ONITOBON TOPTOBIIM JICKAPCTBEHHBIMU TIperapaTaMu, MPaBU OTIIYCKA JIEKAPCTBEHHBIX
MpernaparoB, TPaBUJ HM3TOTOBICHUS W OTIYCKA JICKAPCTBEHHBIX IIpPEMapaToB, BO3MENICHUE Bpela
OCYIIIECTBIISIETCSI COOTBETCTBEHHO OpraHU3alliell OMTOBOW TOPTOBIU JIEKAPCTBEHHBIMU CPENICTBAMH,
anTeYHON oOpraHu3anued, WHIUBUIYAIbHBIM MpEIIpHHUMATETIEM, WMEIONMMH JIUIICH3UI0 Ha
(hapMareBTHYCCKYIO JICATCIIBHOCTh WM JIMIICH3WIO Ha MEIUIIUHCKYIO JeSTeIBbHOCTh, MEIMITHHCKOMN
opraHu3aiued, WMeEIoNeH JHUIEeH3UI0 Ha (apMalleBTUUYECKYI0 NEATENbHOCTh (€€ 000COOIeHHBIM
nojapaszeneHueM (amOynaropueit, denpamepckuM u (GelbaImepc Ko-aKymepCeKuM TyHKTaMu, IEHTPOM
(oTmenennem) oOIEH BpadyeOHON (CEMEHHON) MPAKTHKH), PACIIOJIOKEHHBIM B CEIBCKOM HACEICHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET anTe4Hasi OpTraHu3aIusl), JOMYCTUBIIMMHU MPOJAXy HJIH OTIYCK TAKOTO
JIEKapCTBEHHOTO Iperapara.

(B pen. @eaepanpHOTo 3aKoHa OT 25.11.2013 N 317-D3)

3. Bo3MmeueHue Bpena, INPUUYMHEHHOIO 370POBBIO IPaXJaH BCJIEICTBUE IPUMEHEHUS
JIEKApPCTBEHHBIX IPENapaToB HJIM COBEPILICHUSI MPOTUBONPABHBIX JEHCTBUI CyOBEKTaMu OOpalleHUs
JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIAETCS B COOTBETCTBMM C 3aKOHOJATENILCTBOM Poccuiickoi
denepanuu.

Mnaea 16. 3AKITIOYUTEJIbHbIE NMOJIOXXEHUA

Cratbsa 70. O Nnpu3HaHMM yTpaTUBLUMMU CUIY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB
(nonoxeHnn 3akoHoaaTenbHbIX akToB) Poccuinckon ®depgepauum

[Ipu3HaTh yrpaTUBIIMMHU CUITY:

1) ®enepanbubiii 3akoH OT 22 wutoHsA 1998 roma N 86-®3 "O nexkapcTBeHHBIX cpeacTBax”
(Cobpanue 3akononarensctBa Poccuiickont deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHbiil 3ak0H OT 2 stHBapst 2000 roga N 5-®3 "O BHeceHMM M3MEHEHUS M JIOTIOJTHEHUHA B
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@enepanbubiii 3akoH "O nekapcTBeHHBIX cpencrBax” (CoOpaHue 3akoHoaaTenscTBa Poccuiickoit
®enepannu, 2000, N 2, ct. 126);

3) crarbpio 40 denepanproro 3akoHa ot 10 saBaps 2003 roga N 15-®3 "O BHeCeHHH W3MEHEHHH U
JIOTIOJIHEHUIM B HEKOTOpBIE 3akoHoAarenbHble akTbl Poccuiickoii denepanuu B CBS3U C IPUHATUEM
OdenepanpHoro 3akoHa "O  JTUIICH3UPOBAHWUM  OTHENBHBIX BHUIOB AestenbHocTu"  (CoOpanue
3akoHoAarenbCcTBa Poccuiickort deneparnum, 2003, N 2, c1. 167);

4) cratpio 31 denepanpaoro 3akona ot 30 uronst 2003 roga N 86-D3 "O BHeceHUH U3MEHCHUI U
JIONIOJTHEHUI B HEKOTOPBIE 3aKOHOMAATENIbHbIE akThl Poccuiickoit deaepanunu, Mpu3HAHUK YTPATUBILIMMU
CUJIy OTHENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit @Dexeparnuu, MpenOCTaBICHUH OTACIBHBIX
TapaHTHil COTPYTHUKAM OPTaHOB BHYTPEHHHUX JI€J, OPTaHOB MO KOHTPOJIIO 32 000POTOM HApKOTHYECKHU X
CPEICTB M TICUXOTPOIHBIX BEILIECTB M YIpazAHSAEMbIX (elepalbHbIX OpPTaHOB HAJIOTOBOM MOJHUIIUM B
CBSI3M C OCYIIECTBJICHHEM MeEp IO COBEPIICHCTBOBAHUIO TrocynapcTBeHHOro ympasienus" (CoOpaHue
3akoHoAarenbcTBa Poccuiickont deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanpHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeCeHUH W3MEHEHHI
B 3aKOHoJareibHble akThl Poccuiickoil Penepauuy W NPU3HAHUM YTPATUBIIMMH CUIIy HEKOTOPBIX
3aKOHOJATeNbHBIX akToB Poccuiickoit ®denepaunu B cBs3u ¢ npuHstueM DenepanbHbIX 3akoHOB "O
BHECEHUM H3MeHeHud u JononHeHuid B denepanbHblii 3akoH "OO oOUMX MPUHIMIIAX OpraHU3alUH
3aKOHOJATENbHBIX (IIPEACTAaBUTENbHBIX) M HCIOJIHUTENIBHBIX OPraHOB TIOCYJIApCTBEHHOH BJACTH
cyobekroB  Poccuiickont  ®enepanuun" u  "O6 o0umMX NpUHIUIAX OpraHU3alUU  MECTHOTO
camoynpasieHus B Poccuiickoit ®enepanun" (Cobpanue 3akoHoaarensctBa Poccuiickoit denepanuu,
2004, N 35, cr. 3607);

6) crareio 28 denepanpHoro 3akoHa ot 18 gexkadpst 2006 roma N 231-®D3 "O BBeaeHNHU B ACHCTBHE
gactu ueTBepTrod ['paxkmanckoro koaekca Poccuiickoit @enepanuu" (CoOpaHue 3aKOHOIATETHCTBA
Poccuiickoit ®enepanun, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactosiwero ®eagepanbHOro 3akoHa

1. Hactosinmii denepanbHbIi 3aK0H BCTyaeT B cuity ¢ 1 ceHtsops 2010 roxa.

2. JlexapcTBEHHBIE CPEICTBA, 3apETMCTPUPOBAHHBIE A0 AHS BCTYIUIEHMS B CHUJIy HACTOSLIETO
DenepalbHOTO 3aKOHA, MOAJIEKAT BKIIOUYEHUIO B TOCYIapCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB C
BHECEHMEM YKa3aHHbIX B uyacTu | cratbu 33 Hacrosimero denepajbHOro 3akoHa CBEIEHUM 00 3THX
JIEKapCTBEHHBIX CpeACTBaX O€3 MPOXOXKIEHUS BHOBb IPOIEAYPbl TOCYIApPCTBEHHON perncrpanuu
JIEKapCTBEHHBIX MTPENApaTOB.

3. TocymapcTBeHHAast perucTpaius JIEKapCTBEHHBIX MPenaparoB, 3a UCKIIOUEHUEM JIEKAPCTBEHHBIX
npenaparoB A MEAUIHMHCKOIO NPUMCHCHHSA, MPCACTABJICHHBIX HAa YKA3aHHYIO PCTUCTpalUIO 0 OHA
BCTYIUICHUS B CHJTy Hactosmero deaeparbHOTO 3aKOHA, OCYIIECTBISICTCS] B COOTBETCTBUHU C HACTOSIIMM
denepanbHbIM 3aKOHOM Ha OCHOBAHHMH JOKYMEHTOB M JIaHHBIX, MPEIACTABJICHHBIX 10 THS BCTYIUICHUS B
crty Hacrosimero deaeparbHOrO 3aKOHA.

(B pen. @enepanpHoro 3akoHa oT 11.10.2010 N 271-D3)

3.1. I'ocynapcTBeHHas perucrpanus JIEKapCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO IPUMEHEHHUS,
NPEACTABJICHHBIX HA TOCYIapCTBEHHYI0 PErHCTPAlMI0 J0 JHS BCTYILUIEHMS B CHJIy HAaCTOSILIETO
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denepanbHOr0 3aKOHAa, MW TOCYIAPCTBEHHAs PETUCTpalMsl JIEKApCTBEHHBIX IMPENapaToB  JUIs
MEIUIIMHCKOTO TPUMEHEHHUS, TPEACTABICHHBIX Ha DJKCIEPTH3Yy JEKAPCTBEHHBIX CPEACTB 10 JHS
BCTYIUIEHUS B CHJIy HacTosuero deaepaibHOrO 3aKOHA B LENSIX MX MOCIHEAYIOIIEH rocyqapCTBEHHON
perucTpanum, OCYIIECTBIAIOTCS Ha OCHOBAHUU JOKYMEHTOB M JIaHHBIX, MPEJICTABJICHHBIX A0 AHS
BCTYIUIEHUS B CHIIy Hacrosimero denepalbHOro 3aKOHAa, a TaKKe 3asBJICHUS O TOCYIapCTBEHHOM
perucTpaluy JIEKAPCTBEHHOI'O Ipenapara, MpPEICTAaBICHHOTO MPOU3BOIUTENEM JIEKAPCTBEHHBIX
MpenapaToB WM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHU C HacTosIMM DenepabHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIHN (peiepalibHbIi OpraH UCTIOJHUTENbHOM BaacTy 10 1 mapta 2011 roma, 6e3 TpeGoBanms
YILIaThl TOCYAAPCTBEHHON MOUUIMHBI, IPEIYCMOTPEHHOM 3akoHoaaTesbcTBoM Poccuiickoit deneparuu o
Hajorax u coopax.

(uacts 3.1 B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. lloaTBepxkAeHUE TOCYIAPCTBEHHOM PpErHCTpallMU  JIGKAPCTBEHHBIX MPENaparoB Ui
MEIUIIMHCKOTO TPUMEHEHUs, MPEICTABIIEHHBIX ISl TTOATBEPKIEHUS TOCYIapCTBEHHON pEerucTpanyu Jio
IHS BCTYyIUJICHUS B cuily Hactosimero denepanbHOro 3aKkOHa, W MOATBEPXKIACHHE TOCYIapCTBEHHOM
pPETUCTpallMM JICKAPCTBEHHBIX TPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS, MPEACTaBICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 0 JHS BCTYIJIEHUS B CHJIy Hacrosmero denepajbHOrO 3aKoHa B
HEeIsIX TMOCIHEAYIOIIET0 MOATBEPKACHHUS HUX TOCYAAPCTBEHHON perucTpainiy, OCYILECTBISIIOTCS Ha
OCHOBAaHHWH JOKyMEHTOB U JIaHHBIX, MPEICTABJICHHBIX A0 MJHS BCTYIJICHUS B CHIIy HACTOSIIETO
@denepalbHOTO 3aKOHA, a TaKKe 3asdBJICHUS O MOATBEPXKICHUU TOCYAAPCTBEHHOM pPETUCTpaLluU
JICKApPCTBEHHOTO Ipernapara, MPeACTaBICHHOTO IPOU3BOJUTENEM JIEKAPCTBEHHBIX IMPENapaToB WIH
VIIOMTHOMOYEHHBIM MM JIMIOM B COOTBETCTBUM C HacrosumMm @DenepalibHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIHN (he/iepalibHbI OpTraH UCIOMHUTENbHOM BiacTy 10 1 mapta 2011 roma, 6e3 TpeGoBanms
yILIaThl TOCYJAPCTBEHHOM MOIUIMHBI, TPETYCMOTPEHHOM 3aKOHOaTeILCTBOM Poccuiickoit deneparuu o
Hajorax u coopax.

(vactb 3.2 B pen. denepanpHoro 3akoHa ot 29.11.2010 N 313-®3)

3.3. IlpunsATHE peleHHs O BHECEHUM W3MEHEHUH B JOKYMEHTBHI, COJepXalmecs B
PETUCTPALlMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uisi MEIUIIUHCKOIO
MPUMEHEHHUSI W TpeJICTaBJEHHbIE 10 JHS BCTYIUIEHUs B cully Hacrosimero denepaqpbHOro 3akoHa, U
MPUHSATHE PELICHUS O BHECEHUHM U3MEHEHHUH B IOKYMEHTBI, COAEpKalleecsl B PErUCTPALIMOHHOM JJOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIA Mpemnapar il MEIUIIMHCKOTO TPUMEHEHUS U MPEICTaBJICHHbIE Ha
HKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JIHS BCTYIJICHUS B CUiy Hacrosimero denepanbHOro 3aKoHa,
OCYILECTBJISIFOTCS HA OCHOBAHUU JIOKYMEHTOB M JAHHBIX, MPEJICTaBICHHBIX /10 JHS BCTYIJICHUS B CHILY
Hactosiiero denepaqbHOTO 3aKOHA, a TaKKE 3asBJICHUS O BHECEHUM HM3MEHEHUH B JOKYMEHTHI,
coJiepKallliecs B PETHCTPAlMOHHOM J0ChE Ha 3aperucTPUpPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar Juist
MEIUILMHCKOTO TMPUMEHEHHs, MPEACTABICHHOIO IPOU3BOJUTENEM JIEKAPCTBEHHBIX MpenaparoB WU
VIIOTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUM ¢ HacTosumMm DenepalibHbIM  3aKOHOM B
VITOJTHOMOYCHHBIHN (he/iepalIbHbI OpTraH MCIOJHHUTENbHOU BiacTy 10 1 mapta 2011 roma, 6e3 TpeGoBaHus
YILIAThI TOCYAAPCTBEHHON MOLUIMHBI, IIPELYCMOTPEHHOM 3aKoHOaTenbcTBoM Poccniickoit denepanuu o
HaJiorax u coopax.

(gactb 3.3 B pen. ®enepansHoro 3akona oT 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMil Ha TPOBENEHHE KIMHUYECKUX HCCIEJOBAaHUN JIEKAPCTBEHHBIX
[IpenaparoB Il MEIULIMHCKOIO MPUMEHCHUS IO 3asBJICHUSAM, IIOJAHHBIM 1O JHS BCTYIUICHUS B CHILY
HacTosero denepanbHOro 3aKoHa, a TAKKE 10 3asBJICHUAM, IIOJaHHBIM I10CJE JHS BCTYILUIEHUS B CHILY
Hacrosuero denepanbHOrO 3aKOHA HA OCHOBAHUH JKCIIEPTU3, IPOBEIECHHBIX 10 JHS BCTYIUICHUS B CHILY
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depepanbHbiii 3aKoH ot 12.04.2010 N 61-03
(peap. or 26.03.2022)
"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

JokymeHT npeaoctaeneH KoHcynsraHTInoc

Hacrosuero denepanbHOrO 3aKOHA, OCYILECTBIISIETCS B COOTBETCTBUU C HacroAumM dDenepaabHbIM
3aKOHOM Ha OCHOBAHUHW JOKYMEHTOB M JTaHHBIX, IIPEICTABJICHHBIX UJIN MOJYYEHHBIX A0 JHS BCTYIIICHUS
B CuIy HacTtosmero denepanbHOro 3aKk0Ha, a TAlKE HA OCHOBAHMU KOIMHM NPEIBAPUTEIIBHOTO JOTOBO Pa
00513aTE€NBHOTO  CTPAaXOBAHMSI JKU3HM, 3I0POBbSl TMAl[MEHTOB, YYaCTBYIOUMX B KIMHUYECKOM
WCCIE0OBAaHNN JIEKAPCTBEHHOIO Mpenapara Uil MEAMIMHCKOTO NPUMEHEHWs, WJIM KOINHUHM JOTroBOpa
00s13aTE€NBHOTO  CTPAXOBAHMS JKU3HM, 30POBbS TMAlMEHTOB, YYAaCTBYIOIMX B KIMHUYECKOM
MCCIICZIOBAaHUH JIEKAPCTBEHHOTO IpernapaTra JUis MEAWLIMHCKOTO IpPUMEHEHUs, JMOO MpeIcTaBIeHHOH
KOIIMU JIOTOBOpa 00s3aTEIbHOI0 CTPaXOBaHMs, 3aKIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMU IpaBUJIaMU
00513aTeNBHOIO0 CTPAaXOBaHHUs, C YKa3aHHEM IpeAeIbHON YMCICHHOCTH MAalMEHTOB, YJ4acTBYOUIMX B
KIMHUYECKOM HCCJIECOBAaHUM JIGKAPCTBEHHOTO TIperapara s MEAWIHMHCKOTO MpHUMEHEeHHs, 0e3
TpeOOBaHUsl yIJIaThl TOCY/IapCTBEHHOM MOIUIMHBI, MPEIYCMOTPEHHONW 3aKOHO/AaTeNnbcTBOM Poccuiickoit
denepanuu o HaJorax u coopax.

(vactb 3.4 B pen. enepanpHoro 3akoHa oT 29.11.2010 N 313-®3)

3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOW BaJIOTE€ JO JHS BCTYIJEHHS B CHJIy HACTOSILETO
denepalbHOrO 3aKOHA MPEAEIbHBIE OTIYCKHBIE [IEHBl MHOCTPAHHBIX IIPOU3BOIUTENEH HA JIEKAPCTBEHHbIE
npenaparbl, BKIOYEHHBIE B II€PEUEHb JKU3HEHHO HEOOXOJMMBIX U BaXXHEHIMX JIE€KapCTBEHHBIX
MpenaparoB, MoJyiexar nepecuety B pyonu no kypcy Llentpansnoro 6anka Poccuiickoit denepanun Ha
nary, ycraHoBiieHHyIo IlpaButensctBom Poccuiickoit @enepanuu, 0e3 MpeicTaBICHHS 3asBJICHUS O
repecyeTe IeHbl C BHECEHHEM COOTBETCTBYIOIIMX MU3MEHEHUHN B TOCYAAPCTBEHHBIN peecTp MpeaeiabHbIX
OTIYCKHBIX LIE€H IMPOU3BOJUTEECH HA JEKAPCTBEHHBIE MPENaparhbl, BKIIOUEHHbIE B NIEPEUYCHb KU3HEHHO
HEOOXOMMBIX U Ba)KHEHIIM X JIEKAPCTBEHHBIX IIPENapaToB.

(uacts 3.5 BBegena dexnepanbHbiM 3akoHOM 0T 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIE [0 JHS BCTYIJIEHUS B CHJIYy Hactodimero deaepanbHOro 3aKOoHa
MpeJe/ibHbIE OTIYCKHBIE I[€HBl POCCHUMCKUX MPOU3BOJUTENEH Ha JIGKAPCTBEHHBIE IMperaparsbl,
BKIIOYCHHBIE B TIEPEUYCHb KU3HEHHO HEOOXOMMMBIX M BAXHEUIIMX JICKAPCTBEHHBIX IPEMapaToB,
noanexxar uHuekcanuu ¢ 1 HosOps 2010 roma wucxols M3 MPOTHOHPYEMOTO YPOBHS HHIAIUH,
ycraHoBjeHHOTO DeepaibHbIM 3akoHOM OT 2 aekadpst 2009 romxa N 308-D3 "O denepanbsHOM Or0 KETE
Ha 2010 rox u Ha manoBsii neproa 2011 u 2012 ronos" Ha 2011 rog.

(gactb 3.6 BBenena @enepanbHbiM 3akoHOM 0T 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He qomyckaroTcsl MPOU3BOJICTBO M BBO3 B Poccuiickyro denepanuto
JICKApCTBEHHBIX IIPETapaToB B yIAaKOBKaX C Map KUPOBKOI, KOTOpas Obljla HAaHECeHA JI0 JTHS BCTYIJICHHUS B
cunty Hactosimero ®denepanbHoro 3akoHa. [lo McTeueHHM yKa3aHHOTO CpOKa JaHHbBIE JICKAPCTBEHHBIC
mpernapaTbl MOTYT OTITYCKAaThCs, PEaTU30BBIBATHCS, MEPENABATHC M MPUMEHSTHCA 10 MCTCUYCHHS HX
CpOKa TOJHOCTH.

(B pen. ®enepanbhbix 3ak0HOB 0T 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nHs BCTymJeHHS B cuiy Hactosimero @enepanbHoro 3akoHa u no 30 ampens 2011 roma
BKITIOYUTENBHO JIOMYCKAETCS TMPOBEIEHUE OKCIEPTH3bl JIEKAPCTBEHHBIX CPEJCTB  AKCIEpTaMHU
OKCIICPTHOIO  YUPCKACHUA [0 TMNPOXOXKICHHUA HUMHU aATTCCTAalUU B MnopsAAKe, YCTAHOBJICHHOM
YIIOJIHOMOYEHHBIM (hefiepai bHbIM OPraHOM HCIIOTHUTEIbHON BJIACTH.

5. Co mus BeTymieHHs B cuily Hacrosimero ®enepanpHoro 3akoHa u mno 31 nexadbps 2013 roma
BKJIFOUUTENBHO OCYIIECTBIIIETCS MEPEXOA K IMPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUU C
IIPaBUJIAMU OPraHU3aLMU IPOU3BOJCTBA U KOHTPOJI KaueCTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
yactu | crateum 45 Hactosmero ®enepa’dbHOro 3akoHa, B TMOJHOM oObeme. Cpoku mepexona
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az%eﬁ”;gb&ffgfgm 12.04.2010 N 61-03 JokymeHT npeaoctaeneH KoHcynsraHTInoc

"O6 obpalLeHnn nekapCTBEHHbIX cpeacrB”

IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB K HUX IPOU3BOACTBY B COOTBETCTBUM C KOHKpPETHBIMU
Tp€60BaHI/I$IMI/I JaHHBIX ITpaBWJI, BKIKOYAasd CPOKM aTTECTalUU YIIOJHOMOUYCHHBIX JIMI[, YKAa3aHHBIX B
yactsaix 6 m 7 cratbu 45 Hacrosmero denepadbHOro 3akoHa, ycTaHaBiuBaroTca IlpaBuTenscTBOM
Poccuiickon denepanuu.

6. JluneH3un Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, BbIOaHHbIE 10 | suBaps 2014 rona,
nerctBytoT nocne 1 suBaps 2014 roga g0 ucTtedeHUs CpoKa UX ACUCTBUS NPU YCIOBUM COOTBETCTBUS
JUIIeH3WaTa TMpaBUilaM OpPraHU3alMU IPOU3BOACTBA M KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B yactu | crarbu 45 HacTosero deaepaibHOTO 3aKOHa.

7. ®dopMHpOBaHME TOCYAAPCTBEHHOIO 3aJaHUs Ha IIPOBEACHHME OKCIEPTU3BI JIEKAPCTBEHHBIX
CpeAcTB (enepaTIbHOMY TOCYIApCTBEHHOMY OIOKETHOMY YUPEXKJICHHIO 1O MPOBEIACHHIO SKCIEPTH3bI
JIEKapCTBEHHBIX CPEICTB U (MHAHCOBOE OOECIEUeHHE BBIMOIHEHUS 3TOTO 3aJaHMs OCYIIECTBISIOTCS B
MOPSIIKE, YCTaHOBIEHHOM DenepalibHbIM 3aK0HOM OT 12 auBapsa 1996 rona N 7-®3 "O HekommepUecKu X
opranu3zanusx".

(uactp 7 BBenena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

[Ipe3uaeHt
Poccuiickoit ®enepanuu
JI.MEJBE/JIEB
Mocksa, Kpemib
12 anpens 2010 roxa
N 61-®3
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