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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 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, o1 22.10.2014 N 313-D3,
otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-D3,
oT 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3,
ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
otT 28.04.2023 N 171-®3, ot 24.07.2023 N 341-P3, ot 04.08.2023 N 428-D3,
ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-®3, ot 19.10.2023 N 503-P3,
o1 30.01.2024 N 1-®@3, ot 08.08.2024 N 232-P3, ot 08.08.2024 N 323-D3)

Nnaea 1. OBLUUE NMOJNOXXEHUA
Cratbsa 1. [lpeameT perynupoBaHusi HacTosilero PegepanbHOro 3akoHa

1. Hacrosmuii ®enepaibHbIii 3aKOH PEryJUpPyeT OTHOUICHUS, BO3HUKAIOUIME B CBSI3H C
oOparieHueM - pa3pabdOTKON, MOKIMHMYECKUMHU HCCIEAOBAHUSAMHU, KIMHUYECKUMHU HCCIEIOBAHUSIMU,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

AKCIIEPTHU30M, TOCYIaPCTBEHHON PETHUCTpaIueil B COOTBETCTBHH ¢ HacToAmuM DenepanbHbIM 3aKOHOM
(mamee - rocyaapcCTBEHHasi pPEerucTpalusi) WM PETUCTpanueldl B COOTBETCTBUU C MEKIyHapOJIHBIMHU
JIOTOBOpaMM M aKTaMM, COCTaBJSAIOLIMMHU INpaBo EBpa3suiickoro 3SKOHOMMUYECKOIO COo3a (lanee -
perucTpanusi), cCo CTaHAapTU3alMed M C KOHTPOJEM KadyecTBa, MPOU3BOJCTBOM, H3TOTOBJICHUEM,
XpaHEHHEM, MepeBO3KoM, BBO30M B Poccuiickyro deneparnuio, BiBo30M U3 Poccuiickoit dexneparuu,
peKiIamMoi, OTIYCKOM, pealu3aluel, Iepenayeii, NpUMEHEHUEM, YHHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. ®eaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

2. Hacrosumii @enepanbHblii  3aKOH  yCTAHAaBIMBAET IPUOPUTET  T'OCYJApPCTBEHHOIO
perynupoBaHus 0€301MacHOCTH, KadecTBa M 3()(EKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB IPH HX
oOpareHumu.

(B pen. deaepanpHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Cchepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa

Hacrosuuit ®enepanbHplil 3aKOH MPUMEHSETCS] K OTHOILIEHUSM, BO3HUKAIOLIUM IpU 00pallieHun
JIEKApCTBEHHBIX CPEJICTB HAa TeppuTtopuu Poccuiickoit @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 006 OOpaleHnn neKapCcTBEeHHbIX CpeacTB

1. 3akoHomaTenbcTBO 00 OOpalleHWH JIEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
CDCI[epaJ'IBHOFO 3aKOHa, ApPYIrux (bezlepanLHbe 3aKOHOB MW HWHBIX HOPMATUBHBLIX IIPABOBBLIX A4KTOB
Poccuiickoit deneparum.

1.1. 3akoHOAATENBCTBO 00 OOpAILIEHUH JIEKAPCTBEHHBIX CPEICTB B OTHOIICHUU FOPUIUIECKUX JTUI]
W UHIUBUIYaIbHBIX NPEANPUHUMATENEH, OCYLIECTBISIOIIMX JESATEIIbBHOCTh Ha TEPPUTOPUHU
MEXIYHAPOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, YyCTaHOBJICHHBIX
®enepanbubiM 3aKk0HOM OT 29 utons 2015 roga N 160-D3 "O MexayHapOIHOM MEAUIIMHCKOM KJlacTepe
Y BHECEHHH U3MEHEHUM B OTIENbHBIC 3aKOHO1aTebHbIe akThl Poccuiickoit deneparun'.
(uactp 1.1 BBenena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-D3; B pen. PenepaibHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. Jle#ictBue Hacrosmero @enepadbHOro 3aKOHA paclpocTpaHseTcss Ha oOpalleHue
HapKOTUYECKUX JIEKAPCTBEHHBIX CPEIACTB U IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
0COOEHHOCTEH, YCTaHOBJIICHHBIX 3aKOHOIATEIbCTBOM Poccuiickoii ®enepanud 0 HAPKOTHYECKUX
CPEICTBAaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. [He#ictBue Hacrosmero @enepallbHOTO 3aKOHA PAcHpOCTpaHsSETCs Ha  oOpaleHue
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB € YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHonarenbcTBOM Poccuiickoit deneparuu B o0nacTu o0ecrieyeHus paIualuoHHON 0e30MacHOCTH.

4. Eciiu MexTyHapOJHBIM 10roBOopoM Poccuiickoit deaepanniu, Mex1yHapOJHBIMU JOTOBOPAMHU U
aKTaMH, COCTABJISIFOIIMMU MPpaBo EBpa3uiickoro 3KOHOMHYECKOTO COI03a (J1ajiee - aKThl, COCTABIISIOIINE
npaBo Coro3a), YCTaHOBJEHbl HMHBIC TMpaBWiIa, YeM Te, KOTOpbIE NPEIYCMOTPEHBI HACTOSIINM
®denepanbHBIM 3aKOHOM, IPUMEHSIOTCS TIPaBUJIa MEXTYHAPOIHOTO JIOTOBOpa, MIpaBuia, CoIepKaIIHecs
B aKTax, cocTaBistomux nparo Coroza.

(uacts 4 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. Pemenus MCKTOCYHAPCTBCHHBIX OpPraHOB, IIPUHATBIC HA OCHOBAHUU MOJIOKESHUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MEXIYHapoAHbIX J0roBopoB Poccuiickoii @Penepany B HUX HCTOJIKOBAaHUM, IPOTHUBOpEYAILEM
Konctutynuu Poccuniickoit @enepanuy, He moyiexaT ucnonHeHnto B Poccuiickoit ®enepanuu. Takoe
MPOTHBOPEYNE MOXKET OBITh YCTAHOBIICHO B OPSIKE, ONPEACICHHOM (e/iepaTbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

(uacts 4.1 BBeeHa ®PenepanbHbIM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoit denepaiuu B COOTBETCTBUU C MEXAYHApOJIHBIMU JoroBopamu Poccuiickoit
Qenepanii M (UIM) HAa OCHOBE MPHUHIMIA B3aMMHOCTH TPHU3HAIOTCA PE3yJIbTaThl KIMHHYECKUX
HCCIEAOBaHUM JIEKapCTBEHHBIX MPenapaTroB JUisi MEAMIMHCKOTO NIPUMEHEHUs, NPOBEICHHBIX 3a
npezaesnamu treppuropun Poccuiickonn @enepanuu.

Cratba 4. OCHOBHbIe MOHSATUA, UCMOSib3yeMble B HacTosiwem ®PeaepanbHOM
3aKoHe

ﬂJ’I}I 1eJIe HacTOSIIEro (Dez[epanbﬂoro 3daKOHA UCIOJIB3YIOTCA CICAYIOINEC OCHOBHBIC IMOHATHA:

1) nexapcTBEHHbBIE CpEICTBA - BELIECTBA WJIM HUX KOMOMHALMM, BCTYNAIOIIUE B KOHTAKT C
OpPraHU3MOM Y€JOBEKa WJIM >KUBOTHOIO, NMPOHUKAIOIIME B OpPraHbl, TKAHU OpraHU3Ma dYelloBeKa WU
KUBOTHOTO, MPHUMEHSEMbIE IJi1 NMPOQPUIAKTUKH, IUArHOCTUKU (32 MCKIIIOUEHHWEM BELIECTB WM HX
KOMOUHAIMH, HE KOHTAKTUPYIOLUX C OPraHU3MOM 4eJI0BEKa WM >KUBOTHOTO), JIEYEHUs1 3a00J1eBaHus,
peadwinTaluy, Ui COXpaHEeHus, IPEeJOTBPALLCHHs WK MPephIBaHUs OEPEMEHHOCTH U MOJTYYECHHBIE U3
KpOBH, IUIa3Mbl KPOBM, W3 OPraHoB, TKaHEW OpraHu3Ma 4YeJIOBE€KAa WJIM JKUBOTHOTO, PACTEHHH,
MUHEPAJIOB METOJIaMU CHHTE€3a WM C PUMEHEHUEM OMOJIOrMYecKHX TexHosoruil. K mekapcTBeHHbIM
CpeAcTBaM OTHOCATCS (papMareBTUIeCKue CyOCTaHIINH U JIEKapCTBEHHBIE TPENapaThl;

2) (dbapmaneBTHUECKasi CyOCTaHIIUS - JIGKAPCTBEHHOE CPEJCTBO B BHJIC OJIHOTO WJIM HECKOJIBKHX
oOnagaromux (apMakoJIOTHYECKOH aKTUBHOCTHIO JCHCTBYIOIIMX BEIISCTB BHE 3aBHCHUMOCTH OT
MIPUPOJIBI TPOUCXOKACHHUS, KOTOPOE TMPEAHA3HAYCHO JIJISl IPOU3BOJICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX
MpernaparoB U ornpenenser ux 3pPpeKTUBHOCTD;

(n. 2 B pen. @exnepanbHoro 3akoxa ot 22.12.2014 N 429-03)

3) BCIIOMOr'aTCJIbHBIC  BCIIECCTBA - BCHIECCTBA  HCOPraHUYCCKOTO - WU OpPraHn4€CcKoro
MPOUCXOXKACHUA, HCIOJIB3YEMBIC B IIPOHECCE MPOU3BOJACTBA, HU3IOTOBJICHHUA JICKAPCTBCHHBIX
IperiapaToB IJIA IpUJAaHUA UM HCO6XOI[I/IMI)IX (1)I/I3I/IKO-XI/IMI/ILIeCKI/IX CBOfICTB;

4) nexkapcTBEHHbIe IpenapaTbl - JIEKAPCTBEHHbIE CPEACTBA B BHJE JIEKApCTBEHHBIX (OpM,
NpUMEHSIeMble Ul NPO(PUIAKTHKH, JUATHOCTUKH, JIeUeHUs 3a0ojieBaHMs, peaOuIuTaluu, s
COXpaHEeHHUs, IPEAOTBPAIICHHUS WU MPEPhIBaHUsI OEPEMEHHOCTH;

5) nekapcTBeHHas popMa - COCTOSHUE JIGKAPCTBEHHOTO IpernapaTa, COOTBETCTBYIOIIEE CIToco0am
€ro BBEJICHHS M MPUMEHECHHS M 00ECIIeYMBAIOIIEe JOCTIKEHHE HEO0X0IMMOTO JieueOHOTO ) (deKTa;

5.1) nmo3upoBka - CoOAEp)KAHHWE OIHOTO WM HECKOJbKUX JCWCTBYIOUIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPOXEHUH HA EAWHUILY MO03bl, WM EIWHUIly 00beMa, WU EIUHUILy Macchl B
COOTBETCTBUHM C JIEKaQpCTBEHHOW (opmoit 5mbO s HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOXKIIAEMOTO M3 JIEKAPCTBEHHOW (HOPMBI JICHCTBYIOIIETO BEIIECTBA 3a EIUHUILY
BPEMEHU;

(. 5.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) HepCeUYCHL JKHU3HCHHO H606XOI[I/IMBIX H BaKHEHIIHNX JICKApCTBCHHLIX IIPCIIapaToOB -
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

yTBep)kaaemblii [IpaBurensctBoM Poccuiickoit denepanuu nepedeHsb JIEKapCTBEHHBIX NIPENapaToB s
MEIULUHCKOTO TMPUMEHEHHs, 00eCNeunBaIOIIMX MPUOPUTETHBIE MOTPEOHOCTU 3]PABOOXPAHEHHS B
Hensax NpoQWIAKTUKA M JIeYeHHs 3a00JIeBaHUI, B TOM 4YHCIIE TNPeoONajaroIuX B CTPYKType
3aboneBaemoctu B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHble NeKapCTBEHHbIE NpenapaThl - JIEKAPCTBEHHbIC IIPEnapatsl, MpeJHa3HauCHHbIE
UCKJTIOUUTENIBHO I JMAarHOCTUKM, 3THUOMATOT€HETHYECKOI0 MM IaTOTEHETUYECKOIro JICUEeHUs
(J1leyeHus1, HaNPaBJICHHOTO HA MEXaHU3M Pa3BUTH 3a00JeBaHus) peaAkX (opdaHHBIX) 3a001€BaHUN;

(n. 6.1 BBenen PenepasibHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHoro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OWonoTrHYeCKHe JIEKApCTBEHHBIC MperapaThl - JIEKAPCTBEHHBIC Mpenaparsl, JICHCTBYIOIIEES
BEIIIECTBO KOTOPBIX MPOU3BEACHO WM BBIICICHO W3 OMOJIOTMYECKOTO MCTOYHHMKA W JIIS ONPEICICHHS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOAMMa KOMOHWHAIMS OHMOJOTHYECKUX U (U3MKO-XUMHUYECKUX
MeTonoB. K OHONOTrMYEeCKHM JIEKapCTBEHHBIM IIpernapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKApCTBEHHBIC TPENapaThl, JICKAPCTBEHHBIC IMpenaparbl, IMOJIYYEHHBIE W3 KpPOBU, IUIa3Mbl KpPOBHU
YEeJIOBEKa M JKMBOTHBIX (32 HMCKIIOYEHHUEM IIEIbHOM KpPOBHU), OMOTEXHOJOTUYECKHUE JIEKAPCTBEHHBIE
npenaparsl, TCHOTEPaNeBTUYECKHUE JIEKAPCTBEHHBIC TIPENapaThl, JICKAPCTBEHHBIC MpenapaThl HA OCHOBE
COMAaTHUYECKHX KJIETOK;

(m. 6.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN IpenapaT - FeHOTEPaNeBTUYECKUIN JIEKaPCTBEHHbII
rpenapar Juisi MEIULIUHCKOTO MPUMEHEHHNs, WIHM JEKapCTBEHHBIN INpernapaT Ha OCHOBE COMAaTHYECKUX
KJIETOK Ul MEIULIMHCKOTO IPUMEHEHMSI, WJIM TKaHEHH>KEHEPHBII JIeKapCTBEHHBIHN npemnapat (mpenapar
TKQHEBOW MH)KEHEPUH);

(m. 6.3 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) WMMYHOOHMOJOTHYECKHE JICKQpCTBEHHBIE TMpemapaThl - JIEKAPCTBEHHBIC IIperaparsl,
NpeaAHa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0 HJIM MAaCCMBHOI'0O MMMYHHUTCTA oo JHUArHOCTHUKHN
HaJIU4us HMMYHUTCTA 1501041 AUArHOCTUKU CHGIII/I(bI/I‘-IeCKOFO HpI/IO6p€TCHHOFO HU3MCHCHUA
MMMYHOJIOTHYECKOTO OTBETa Ha aUIeprH3upyloIme BemectBa. K  HMMMyHOOMOJOTHYECKHM
JIEKapCTBEHHBIM  MpenapataM  OTHOCSTCS ~ BaKIMHBI, AHATOKCUHBI,  TOKCHUHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJlIEPTeHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OHOTEXHOJIOTMYECKUE JIEKAPCTBEHHBIE IIpemapaTbl - JIEKAPCTBEHHBIE IIperaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISIETCSI C HCIIOJIB30BAaHMEM OHOTEXHOJIOTHYECKUX TPOIECCOB U
MeTo0B (B Tom unciie JJHK-pekoMOMHAaHTHON TEXHOJIOTHH, TEXHOJIOTHH KOHTPOJIUPYEMOM IKCITPECCUH
I€HOB, KOAMPYIOLIMX OMOJIOTMYECKH AaKTHUBHbIE O€JKM B HPOKApUOTaX M JYKapHOTax, BKIIOYAs
M3MEHEHHBIE KJIETKH MJIEKOIUTAIOIIHUX ), THOPUIOMHOTO METO/Ia U METOAa MOHOKJIOHAJIbHBIX aHTHUTEN,
(m. 7.1 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) TreHoTepamneBTUYECKHUE JICKAPCTBEHHbIE Tpernaparbl - JIGKAPCTBEHHBIC Ipenaparsl,
(dapmarneBTHUeCKass CyOCTaHIIUSI KOTOPBIX SIBISETCS PEKOMOWHAHTHOW HYKJICHMHOBOW KHCIIOTOW HITU
BKJIIOYaeT B ce0sf1 pPEKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, TIO3BOJISIONIYI0 OCYIIECTBISITH
peryJupoBaHue, perapaluio, 3aMeHy, 100aBJICHHE WK yIalleHHe TEHETHYECKOM MOCIe0BaTeIbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

8) HapKOTHUYECKHE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE MpemnapaThl U (papMareBTHUYECKHE
CyOCTaHIMH, COJEpsKallie HAapKOTHMYECKHWE CpPEeJCTBAa M BKIIOUEHHBbIC B llepeyeHh HAPKOTHUECKHUX
CPEACTB, INCUXOTPOIHBIX BEUIECTB M HX MPEKYpPCOPOB, MOMICKAIMX KOHTPOI B Poccuiickoit
@enepanuy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon ®enepanuu, MeXIyHapOIHBIMHU
noroBopamu Poccuiickont @enepanuu, B TOM yuciae EAMHON KOHBEHIIMEW O HAPKOTHUYECKUX CPEACTBAX
1961 ropa;

9) MCUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpemapaThl U (GapMalleBTUIECKUE
CyOCTaHIIMH, COJEp>Kallie TMCUXOTPOMHbIC BEIIECTBA M BKIIOYCHHbIE B IlepeueHb HAPKOTHUECKHUX
CPEACTB, TNCUXOTPOIHBIX BEUIECTB M HX MPEKYpPCOPOB, MOMICKAIIMX KOHTPOIK B Poccuiickoit
@enepanuy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon ®enepanuu, MeXIyHapOIHBIMHU
noroBopamu Poccuiickont @enepanun, B ToM unciie KoHBeHIMEH O NMCUXOTPOIMHBIX BemecTBax 1971
rojaa;

10) pagmodapmarieBTHUECKHE JEKapCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
CoJIepKaT B TOTOBOM JIJIsl MCTIOIB30BaHUS (hOpMEe OJUH PAAUOHYKIIU] WIA HECKOIBKO PaIHMOHYKIHIOB
(pannoakTUBHBIX U30TOIOB);

10.1) opuruHaIbHBIM JIEKApCTBEHHBIM TMpenapaT - JEKapCTBEHHBbIM Ipemnapar ¢ HOBBIM
JEUCTBYIOIIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBaH B Poccuiickoit Penepanyu wiv B
MHOCTPaHHBIX TOCYJapCTBaX HAa OCHOBAaHUU  PE3YJIBTATOB  JOKIMHUYECKUX  MCCIEIOBAHUN
JEKapCTBEHHBIX  CPEICTB M  KIMHUYECKHX  MCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaToB,
MOJTBEPXKIAOIINX €r0 KauyecTBO, 3P(HEKTUBHOCTh U OE30MIaCHOCTD;

(n. 10.1 BBenen denepanbHbiM 3ak0HOM 0T 27.12.2019 N 475-D3)

11) pedepenTHBII JEKaPCTBEHHBII Npenapar - JeKapCTBEHHbIN MTpernapaT, KOTOPbIH UCIOIb3YeTCs
JUISL OLIEHKH OMO3KBHBAJICHTHOCTH WJIM TepaneBTUYECKON 3KBUBAJICHTHOCTH, KauecTBa, 3 PpeKTUBHOCTH
u  0e30macHOCTH  BOCIPOM3BEIEHHOIO  JIEKAPCTBEHHOrO  Ipernapara WiId  OMOaHaJIOrOBOTO
(buomogo0OHOrO)  JNEeKapcTBEHHOro  mpemapata (O6woanamora). B kauectBe  pedepeHTHOrO
JEKapCTBEHHOI'O Ipemapara Uil MEIUIUHCKOrO IPUMEHEHHUS HCIOJIb3YeTCS OpPUTMHAJIBHBIN
JIEKapCTBEHHBIN IIpernapar JIn00, €CI OpUTMHAIbHBINA JIEKAPCTBEHHBIN IpernapaT He 3aperucTpUpOBaH
WK He HaxoauTcs B obopore B Poccuiickoit ®denepanyiv 1 HE HAXOAUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/apcTBax, BOCHPOM3BEICHHBIN JIEKApCTBEHHBIM INpenapaT Wid OMoaHaioroBbli (OMOMOJOOHBIN)
JIeKapCTBEHHbIH Mpenapar (61MoaHaior), KOTOPbIi NEPBbIM 3apETUCTPUPOBAH U3 YMCIIA HAXOJAIIUXCS B
obopore B Poccuiickoit ®deneparyy, OMOIKBUBAJIEHTHOCTh WJIM TepaleBTUYECKas HKBUBAJIEHTHOCTD,
Ka4yecTBO, F3(P(PEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OIEHWBAIMCH MO OTHOUICHUIO K OPUTHHAIBHOMY
JIEKapCTBCHHOMY TMpemnapary, a TakkKe KadecTBO, J(PQPEKTUBHOCTP M OE30MaCHOCTh KOTOPOTO
MOJITBEPKIAIOTCS pe3yiIbTaTaMy (hapMaKkoHa(30pa U IPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJAIIUXCS B TPakJaHCKOM 00OpOTe, YCTaHOBJIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTBe
peepeHTHOro JIeKapCTBEHHOI'0  IIperapara /s BETEPUHAPHOIO HPUMEHEHHS HCIOJIb3YeTCs
JIEKapCTBEHHbIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHMs, 3aperucTpUpoBaHHBIH B Poccuiickoit
@denepallii Ha OCHOBaHMM PE3YJIBTATOB JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECKUX MCCIEAOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB, MOATBEP)KIAIOIIMX €ro KayecTBO,
3¢ (HeKTHBHOCTE M 0€30MaCHOCTH;
(m. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHpOM3BEIECHHBIM JICKAPCTBEHHBIM TMpenapaT - JIGKApCTBEHHBIM Ipemapar s
MEIUIIMHCKOTO TPUMEHEHHS, KOTOPBIH HMEEeT OJKBUBAJCHTHBIH pePepeHTHOMY JIE€KapCTBEHHOMY
npenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAB IEUCTBYIOMIMX BEIIECTB B SKBUBAJICHTHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

nexkapcTBeHHON (opme, T1OO0 JeKapCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHUS, KOTOPHIA
UMEeT Takue e, 4YTO W pedepeHTHBI JIeKapCTBEHHBIM Mpenapar, KaueCTBEHHBIM COCTaB U
KOJIMYECTBEHHBI  COCTaB  JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JICKApCTBEHHOH  (opme,
OMOSKBUBAJICHTHOCTh WJIM  TEpareBTUYECKas HSKBUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY TIpenapary MoATBEPKIeHA COOTBETCTBYIOIIIMMH MCCIICIOBAHUSIMH;

(n. 12 B pen. @enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJICHTHOCTh JIEKAPCTBEHHBIX MPETAPATOB - JOCTHKEHUE KIIMHHUECKU
COTOCTaBUMBIX TepameBTHUecKoTo 3(ddexra u mokazateneid 3PpPeKTUBHOCTH U OE30MACHOCTH MPHU
MPUMEHEHUN JICKAPCTBCHHBIX MPENaparoB Ui MEIUIMHCKOTO TPUMEHEHHUS, HWMEIONINX OJHO
MEXYHApOJAHOE HEMAaTCHTOBAHHOE (MJIM XHMHUYECKOE, WM TPYNIUPOBOYHOE) HAWNMEHOBAaHUE, B
SKBHBAJICHTHBIX JO3MPOBKAX IO OJHUM W TEM e IMOKa3aHWSAM K NMPHUMCHCHUIO W TPU OJIMHAKOBOM
croco0e BBEJICHHUS Y OJHOM M TOH K€ IpyMITbl OOJBHBIX;

(m. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananoroBelii (0MOMOAOOHBIN) JIEKApCTBEHHBIN Mpenapat (OnoaHanor) - OHOIOTUYECKUI
JIEKapCTBCHHBIN IMpermapaT, CXOXKHW IO MapaMmerpaMm KadecTBa, dPQPEKTUBHOCTH W OE30MAaCHOCTU C
pedepeHTHBIM OHOJIOTUYCCKUM JIEKAPCTBEHHBIM TIPEIapaToM B TAKOW Ke JICKAPCTBCHHOH (opme H
AMEIONINH HIECHTUYHEINA CIT0cOo0 BBEICHUS;

(n. 12.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIEMbI JIGKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpemapaT ¢ JI0Ka3aHHON
TEPaNeBTUYECKON OSKBUBAJICHTHOCTHIO WIIM OHOIKBHBAJIIEHTHOCTHIO B OTHOIIEHUH pedepeHTHOTO
JIEKapCTBEHHOT'O Mpenapara, UMEIOIINN SKBUBAIICHTHBIE €MY KaU€CTBEHHbBI COCTaB M KOJIMYECTBEHHBIN
COCTaB JCHCTBYIOLIMX BELIECTB, COCTAB BCIIOMOTaTENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (popMy U crtocod
BBE/ICHUS;

(n. 12.3 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX MpPEMapaToB - JOCTHKEHHE COMOCTaBUMBIX
MOKa3aTesiel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUIEHUS! K MECTY JIEUCTBHSI U CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJIBKUX 00JIaqaroiux (apMaKoJIOTHIECKOW aKTHBHOCTRIO JICHCTBYIOIINUX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpENapaToB Uil MEIUIIMHCKOTO TMPUMEHEHHUs, WMEIOUUX OJIHO
MEXIyHApOAHOE HEMAaTEHTOBAHHOE (WM XHUMHYECKOE, WIM TPYNIHUPOBOYHOE) HAWMEHOBAaHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(m. 12.4 BBenen PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) JICKAPpCTBCHHOC PACTUTCIBHOC CBIPHC - CBCIKUC HJIM BBICYHICHHBIC PACTCHUA 0o ux 4acCTu,
HCIIOJIb3YCMBIC IJid IMPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB OpraHU3aliusIMU - IPOU3BOJUTCIAMU
JICKApCTBCHHBIX CPCACTB HUJIW HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alsaIMU,
BCTCPHHAPHBIMH ANTCYHBIMU OPraHu3alusaMi, WHAUBUAYAJIbHBIMU HNPCAIPUHUMATCIAMA, UMCIOIIUMU
JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKYIO JCATCIIbHOCTD,

14) nexapcTBEHHBIN pacTUTENbHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar, MPOU3BEJCHHbBIN HIIN
M3TOTOBJICHHBIA U3 OJHOT'O BUJIA JIEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPbs WJIM HECKOJIBKUX BHOB TAKOTO
CBIPBSI U pean3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUHON (TIOTPEOUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JEKapCTBEHHBIN Ipernapar, Mpou3BEAECHHbIN
WIM M3TOTOBJIEHHBIM H3 (apmaleBTHUeCKON cyOcTaHIMM WK (apMaleBTHUYECKUX CyOcTaHIMil B
COOTBETCTBUM C TPeOOBAHUAMHU OOIIMX (papMaKoNeHHbIX cTaTel K rOMEONAaTHYECKUM JIEKapCTBEHHBIM
npernapataM MM B COOTBETCTBUM C TpeOOBaHMSAMHU (apMakolen CTpaHbl MPOU3BOJUTENST TAKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOTO ITpernapara;
(m. 15 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAaHUE JIGKAPCTBEHHOTO  CpeACTBA -
HAaMEHOBAHME [ICHCTBYIOIIETO BemlecTBa (hapMameBTUYECKOW CyOCTaHIMHM, PEKOMEHJIOBAaHHOE
BcemupHoii oprannszanuen 31paBoOXpaHeHUs;

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

17) ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOI'O CpEJCTBA - HAMMEHOBAaHHE JIEKaPCTBEHHOI'O
CpeACTBa, MPHUCBOCHHOE €ro pa3pabOTYMKOM, JepiKaTeleM WM BIAJENbIeM PEerucTpaluoOHHOTO
yZIOCTOBEPEHHS IEKApPCTBEHHOT'O NIpeNapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HaWMEHOBaHHE JIEKapCTBEHHOTO Ipenaparta - HauMEHOBaHUE
JIEKapCTBEHHOI'O IIpernapaTa, He UMEIOIIEro MeXAyHapOAHOIO HENAaTCHTOBAHHOTO HAMMEHOBAHUS, WIH
KOMOMHAIIMM JIEKapCTBEHHBIX NpenapaToB, MCIOJIb3yeMOE B LEISIX OOBEAMHEHHS UX B TPYIIy HOJ
€MHBIM HAUMEHOBAHUEM UCXO/S U3 OJUHAKOBOI'O COCTaBa JCHCTBYIOIIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

18) obmas papmakorneiiHas CTaThs - TOKYMEHT, YTBEPKICHHBIH YITOITHOMOUYEHHBIM (eiepaabHbIM
OpPTraHOM HCIIOJHHUTEIBHOM BJIACTH M COJACPIKAIIMK MEpedYeHb MoKa3aTeNiell KayecTBa M (MJIM) METOJIOB
KOHTPOJISI KauyecTBa KOHKPETHOM JIeKapCTBEHHOH (OpPMBI, JEKapCTBEHHOI'O PACTUTEIBHOIO ChIPh,
BCIIOMOTATENIbHBIX BELIECTB, OMNHCAHUS OHOJOTMYECKUX, OHOXMMHYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XUMUYECKUX, (U3NYECKUX, XUMHUYECKUX M JPYTUX METOJNOB aHaju3a JIEKapCTBEHHOTO
CpeACTBa, a TaKkXke TPeOOBaHMS K HCHOJIB3YEMBbIM B IENISAX MPOBEIEHHs JaHHOTO aHAIM3a PEaKkTHUBaM,
TUTPOBAHHBIM PacTBOPaM, HHANKATOPAM;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19) dapmakoneliHas cTaThsi - IOKYMEHT, YTBEP)KICHHBIH YIIOJHOMOYECHHBIM (henepaabHbIM
OpPraHOM HCIIOJTHUTENIFHOM BIIACTH W COJCp)KAIIMil TepeyYeHb IOKa3aTelieil KauecTBa M METOJIOB
KOHTPOJISI ~ KauecTBa  JIGKAPCTBEHHOI'O  CPEJCTBA,  JIGKAPCTBEHHOTO  PACTUTEIBHOTO  CHIPBS,
BCIIOMOTATENIbHBIX BELIECTB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19.1) cranmapTHBIe 00pa3IBl - BEIIECTBA, MMOCPEICTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKAPCTBEHHBIX CPEJICTB C IMOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJOTMYECKUX METOAOB B IENSIX TMOATBEPKICHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUH TOCYAapCTBEHHON
pEeTHCTpalii, W KOTOPbIE MPUMEHSIOTCS JUIsi KadMOpPOBKM CTaHAAPTHBIX OOpa3lOB MPOU3BOIUTEIIS
JIEKAPCTBEHHBIX CPEJICTB, MCIOJIB3YEMBIX JIi KOHTPOJISI KadeCTBAa WM HHBIX IIeJIed Mpu OOpalieHuun
JIEKapCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) ¢apmakoneiHblii craHgapTHBI oOpa3en - CTaHAApTHBIM oOpasel, NPOU3BENCHHBIM B
COOTBETCTBUHM C (hapMaKONeHHON CTaThel;
(n. 19.2 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

20) HoOpMaTHBHasi JOKYMEHTAlUs - JOKYMEHT, COJAEpXalluid IepeueHb ONpPEeNesIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OJKCIIEPTH3 IOKA3aTeNed KadecTBa JIEKAPCTBEHHOTO CPEACTBA JUIA
MEIULMHCKOTO IPUMEHEHHS, METOI0OB KOHTPOJIS €r0 KA4eCTBA U YyCTaHOBJICHHBIN €ro MPOU3BOIUTEIIEM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

21) HOpMaTHBHBII TOKYMEHT - JIOKyMEHT, COJICPKAIIUi TIepeUeHb OMPEICIIIEMBIX 110 pe3yJIbTaTaM
COOTBETCTBYIOIIUX OKCIIEPTH3 TIOKa3aTenei KadecTBa M (WJIM) METOJOB KOHTPOJIS KadecTBa
JIEKapCTBEHHOH  (OPMBI, ONUCAHUS OWOJNIOTUYECKUX, OMOXMMHUYECKUX, MHUKPOOHUOIOTUYECKHUX,
(UBHKO-XUMHYECKUX, PUINICCKUX, XUMHUECKUX U JIPYTUX METOJOB aHAJIM3a JICKAPCTBEHHBIX CPEIICTB
JUTSL BETEPUHAPHOTO IPUMEHEHUS, TPEOOBAHHSI K UCIIOJIB3YEMBIM B IICIISIX MPOBEACHHS TAHHOTO aHAIN3a
peaKTHBaM, THTPOBAHHBIM PACTBOPAM, HHIUKATOPAM U YCTAHOBJIICHHBIN €0 MMPOU3BOIUTEIICM;

21.1) oOmuii TeXHUYECKU NTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUaJIOB, COCTOSIINHA M3
HECKOJIbKMX  pa3delioB -  JOKYMEHTAallMM  aJMUHUCTPATUBHOIO  XapakTepa, XUMHUYECKOH,
(dapmareBTHUECKON W OHMOJOTHYECKOW JOKYMEHTAIlluu, (apMaKOJIOTUICCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIMUM M MPEACTABISEMbIA OJHOBPEMEHHO C 3asBJICHUEM O
FOCY/IApCTBEHHOW PErucTpauyyd JEKapCTBEHHOrO IMpenapara isi MEIUIHUHCKOrO TMPUMEHEHUS B
(dbopMate, yCTaHOBJIEHHOM YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

(m. 21.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapmakomneiiHoii craThbu JMOO B Cilydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIlMM WJIH
HOPMAaTUBHOTO JOKYMEHTA;

23) 0e30MacHOCTh JICKAPCTBEHHOTO CpPEACTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CpECTBa,
OCHOBAHHAs Ha CPABHUTEIILHOM aHaIN3e ero 3PPEKTUBHOCTH U PUCKA IIPUYUHEHHS Bpeia 3710POBBIO;

24) 3¢ ¢eKTUBHOCTh JIEKApCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHH IOJIOKUTEIbHOIO
BIMSIHUS JIGKAPCTBEHHOTO Tperapara Ha TEYEHHE, IPOJOKUTENBHOCTh 3a00JIeBaHUsI WIH  €ro
IIPEI0TBPALLEHUE, pEaOUIUTALINIO, HA COXPAHEHUE, IPEJOTBPAIlEHNE WIH IIpepbIBaHIE OEPEMEHHOCTH;

25) cepusl JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKJIA €ro MPOM3BOUTEIIEM,

Koncynpranrlntoc: npumedanwue.
C 01.01.2025 m. 26 ct. ct. 4 uznaraercs B HOBo#M pemakiuu (P3 ot 30.01.2024 N 1-®3). Cwm.

OyaylUIyI0 pEeIaKIHIo.

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Ipermapara -  JOKYMEHT,
MOJTBEPXKAAIOUINNA (PaKT rOCYAaPCTBEHHON PEerucTpalyu JIEKapCcTBEHHOTO Ipernapara;

26.1) nepkareib WM BIaAEEl] PETUCTPALIMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapara -
pa3paboOTYMK JIEKAPCTBEHHOTO CPEJCTBA, IPOMU3BOJHUTENb JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOpUAMYECKOE JIMIO0, 00Jafarollee MpaBoM BIIAJAECHHUS PETUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPBIE
HECYT OTBETCTBEHHOCTh 32 Ka4eCTBO, 3(PPEKTUBHOCTH U OE30MACHOCTD JIEKAPCTBEHHOT'O IIPEnapara;

(. 26.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

277) perucTpallMOHHBIN HOMEp - KOJ0BOE 0003HAUEHHE, TPUCBOEHHOE JIEKAPCTBEHHOMY Tpernapary
IIPU €TI0 TOCYAAPCTBEHHOU PErUCTPALIMK UM PETUCTPALUU;
(B pen. @eaepanvuoro 3akona ot 30.01.2024 N 1-D3)

28) oOpaieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTka, MOKIMHUYECKHE HCCIIEeIOBAaHNUS,
KIMHUYECKUE WCCIENOBAaHUs, OJKCIEpPTHU3a, T[OCYIapCTBEHHAs pPETUCTpalusd WIH perucrpanus,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CTaHJapTHU3aLUs U KOHTPOJb KayeCcTBa, IIPOU3BOJCTBO, M3TOTOBJIEHUE, XPAHEHHUE, NIEPEBO3KA, BBO3 B
Poccuiickyro @enepannro, BbeiBO3 U3 Poccuiickoir denepanuu, pekinama, OTIYCK, peald3anus,
repeaayda, IpUMEHEHNe, YHUUTOXKEHHUE JICKAPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

29) cyObexkThl OOpalleHus JEeKapCTBEHHBIX CpeACTB - (U3WYECKUEe JIMLa, B TOM 4YHCIIE
UH/IMBUJyallbHbIE IMPEIIPUHUMATENN, U IOPUIUUYECKUE JIMIA, OCYIIECTBIISIOIIUE JEATEIbHOCTh MPHU
00pallleHNH JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboTUMK JEKapCTBEHHOT'O CPEJICTBA - OpraHU3alys, 00JIaaronas MpaBaMH Ha pe3yJIbTaThl
JOKIIMHUYCCKUX I/ICCHCILOBaHI/Iﬁ JICKApCTBCHHOT' O CcpcacTea, KIIMHHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ
JIEKapCTBEHHOTO Npenapara U (WIK) Ha TEXHOJIOIHIO IPOU3BOCTBA JIEKAPCTBEHHOIO CPECTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) IMPOU3BOACTBO JICKAPCTBEHHBIX CPCIACTB - ACATCIIBHOCTH IO IIPOMU3BOJACTBY JICKAPCTBCHHBIX
CpeACTB OpraHUu3alUsAMU - NTPOU3BOJUTCIIAIMU JICKAPCTBCHHBIX CPCACTB Ha OJIHOM CcTaanu, HCCKOJIbKHNX
HJIN BCCX CTAAUAX TCXHOJIOTHYCCKOI'O IMPOHIecca, a TaK¥XKC M0 XpaHCHUIO U pCain3aliui IMPOU3BCACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) mpon3BOICTBEHHAS TUIOMIA/IKA - TEPPUTOPHAITBEHO 000COOICHHBI KOMIUIEKC MPOU3BOIUTEIS
JICKaPCTBCHHBIX CPEJICTB, MPEJIHA3HAUCHHBIA IS BBITOJIHEHUS BCETO Ipollecca IMPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB WM €r0 OMPEeNIEHHON CTaauH;

(m. 31.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMUTEND JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alysi, OCYIIECTBISIOLIAs MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUAMHU HacTosAwero denepanbHOro 3aKoHa;

33) dapmareBTHYECKAS ESATEIBHOCTD - JIESTENbHOCTD, BKIIOYAIONIasi B CE0s1 ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU  CPEJICTBAMHU, MX XpaHEHHWE, NEepeBO3KYy M (WIM) PO3HUYHYIO TOPIOBIIIO
JIEKapCTBEHHBIMU IIperapaTaMi, B TOM YHUCJIE AWCTAHIIMOHHBIM CHOCOOOM, MX OTIYCK, XpaHEHHE,
MepEBO3KY, U3TOTOBJIEHHUE JIEKAPCTBEHHBIX MPETapaToB;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMM CPEACTBAMU -  OpraHU3anus,
OCYIIECTBIISIONIAs ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU CPEACTBAMM, UX XpaHEHHE, NEPEBO3KY B
COOTBETCTBHUU C TpeOOBaHUAMH HacTOsAIIEro DenepabHOTO 3aKOHA;

35) anreuyHas opraHuzanus - OpraHM3alus, CTPYKTYpHOE MOApa3AeieHUe MEeIULMHCKON
OpraHu3aliK, OCYILECTBIIAIONINE POSHUYHYIO TOPrOBIIO JEKAPCTBEHHBIMU IperapaTtaMu, B TOM 4HCIe
JMCTAHIIMOHHBIM ~ CIOCOOOM, XpaHEHHE, NEepeBO3KY, M3TOTOBIEHHE U OTIYCK JIEKAPCTBEHHBIX
npenaparoB ajid MCAULMUHCKOTO HNPUMCHCHHA B COOTBCTCTBHU C Tp€6OBaHI/I$IMI/I HaCTOAIIECTO
denepanbHOrO 3aK0HA;

(B pen. denepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N_105-D3)

36) BerepuMHapHas anTe4YHas OpraHU3alys - OpraHU3alus, CTPYKTYpPHOE IIO/pa3/elicHHe
BETCPHHAPHOW  OpraHW3alyd, OCYIICCTBISIOIIME  PO3HHYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMH
npernapatamMd, B TOM YHCJ€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, HW3TOTOBIEHHE U OTIIYCK
JICKApCTBCHHBIX MNpCHapaTtoB I BCTCPUHAPHOTO MNPUMCHCHHA B COOTBCTCTBHUH C Tp660BaHI/I$IMI/I
Hacrosmuiero dexepaabHOro 3aKOHA,;

(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

37) ¢danbcupupoBaHHOE  JISKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPEJCTBO,
COIIPOBOKIaeMOe JIOKHOM MH(OpMAIIHel 0 ero cocTaBe U (W) MPOU3BOJUTEIE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEE TPeOOBAHMIM (papMaKOIEHHOW CTAaThU JINOO B ClIydae €€ OTCYTCTBHUS TPeOOBaHUSIM
HOPMATHUBHOM JIOKyMEHTAIIUU WK HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JEKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HAXONAIIEEeCs B
000pOoTe ¢ HApYIIEHHEM I'PaXTaHCKOT'0 3aKOHOAATEIhCTBA;

40) [OKIMHHMYECKOE  HCCIENOBAaHUE  JICKAPCTBEHHOTO  CpPEACTBA -  OMOJOTHUYECKHE,
MUKPOOUOJIOTHYECKUE, UMMYHOJIOTHYECKIE, TOKCHKOJIOTHYECKUE, (hapMaKoIOTUYecKue, (Pu3mdecKue,
XUMUYECKUE U IPYTHUE UCCIETOBAHUS JIEKAPCTBEHHOT'O CPEJICTBA ITyTEM NMPUMEHEHUSI HAyYHBIX METOIOB
OIICHOK B IMENAX TOJY4YeHUs JOKa3aTeIbCTB OE30MacHOCTH, KadectBa W I(PPEKTUBHOCTH
JIEKApCTBEHHOT'O CPEJICTBA;

4]) KIMHWYECKOE HCCIeIOBaHHE JIEKAPCTBEHHOTO Ipenapara - H3yYeHHe JMarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTUYECKHX, (PapMaKOIOTHYECKUX CBOIMCTB JIEKAPCTBEHHOT'O MpernapaTa B Ipolecce
€ro TMPUMEHEHUS y 4YelIOBeKa, >KUBOTHOTO, B TOM YHCIIE MPOIECCOB BCACHIBAHMSA, PACIPEICIICHUS,
HU3MCHCHHUA W BBIBCACHUA, IMYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OICHOK B HCJIAX IMOJIYUYCHUA
JI0Ka3aTesbCTB 0€30MacHOCTH, KadecTBa M 3(PQEKTUBHOCTH JIEKAPCTBEHHOIO Ipemnapara, AAHHBIX O
HEXKENIATEIbHBIX PEAaKIUSAX OpraHu3Ma YeJIOBEKa, J>KMBOTHOTO HA IPHMEHEHHE JIEKapCTBEHHOTO
npenapara U 00 3pQexre ero B3aMMOJCHCTBHS C APYTMMH JICKAPCTBEHHBIMH IperapaTaMu U (WIIN)
MUILEBBIMU IPOAYKTaMH, KOPMaMH;

42) MHOTOLICHTPOBOE KJIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOIO Mpernapara JJisi MeIUIUHCKOTO
MPUMEHEHUS - KJIMHUYECKOE HCCIIeIOBaHWE JICKapCTBEHHOIO TMpernapara id MEIUIIMHCKOTO
MIPUMEHEHHUS, TPOBOAUMOE Pa3pabOTYMKOM JIEKaPCTBEHHOI'O Iperapara B JByX U Oosiee MEAMIIMHCKHUX
OpraHu3alysIX M0 eAUHOMY MPOTOKOIY KIMHHYECKOr0 UCCIIEJOBAaHUS JIEKAPCTBEHHOT'O IIperapara;

43) MexIyHapOJIHOE MHOTOIEHTPOBOE KIMHHUYECKOE HCCIENOBAHHME JIEKAPCTBEHHOTO IMpernapara
JUISL MEIULMHCKOTO TPUMEHEHMSI - KIMHUYECKOE HCCIEOBaHUE JIEKAPCTBEHHOTO Ipenapara i
MEIUIIMHCKOTO MPUMEHECHHS, TPOBOANMOE Pa3padOTIMKOM JIEKAPCTBEHHOTO MperapaTra B pa3iIMuHbIX
CTpaHax I10 eIMHOMY IIPOTOKOJY KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO Mpernapara;

44) TOCTpEruCTpPAllMOHHOC KIMHUYECKOE WCCIICIOBAaHUE JIGKQpCTBEHHOTO TIperapara s
MEIUIIMHCKOTO TMPUMEHEHHUsI - KIMHUYECKOE MCCIe0BaHUEe JIEKApCTBEHHOrO Ipemapara s
MEIHUIIMHCKOTO MPUMEHEHUS, IPOBOJAUMOE MTPOU3BOJUTENEM JIEKAPCTBEHHOTO MpernapaTa, Tpaxk 1aHCKUN
000pOT KOTOPOTO OCYIIECTBISETCS TOCTE TOCYIapCTBEHHONW PETHCTPAIMK WM PETUCTPAIMU, B IENIAX
JIOTIOJTHUTEIHHOTO cOOpa JaHHBIX O €ro 0e30MacHOCTH U d(PPEKTUBHOCTH, PACHIMPEHUS MMOKA3ZAHUHA K
MPUMEHEHHIO JTAHHOTO JIGKAPCTBEHHOTO Tpernapara, a TaKXKe BBISBICHUS HEXeJATeIbHBIX peaKinui
MAIMEHTOB Ha €To JICHCTBHE,

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccnenoBaHue OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara - BHUJA KIMHHUYECKOTO
HCCIIE0BAHMs JICKAPCTBEHHOIO IIperapara, IIPOBEACHUE KOTOPOIO OCYILECTBIIACTCS I ONPENCIICHUS
CKOPOCTH BCAChIBaHUS M BBIBEJCHHS OJHOTO MJIM HECKOJBKUX OO0JIAZaomuX (apMaKoIOTHIeCKOM
AKTUBHOCTBIO JCHCTBYIOIIMX BELIECTB, KOJIMYECTBA JIEKAPCTBEHHOIO IIpemnapara, JOCTHUIAOIIEro
CHUCTEMHOI'O KPOBOTOKa, U Pe3yJbTaThl KOTOPOTO MO3BOJISIIOT CHENaTh BHIBOJ O OMO’KBHBAJIECHTHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO Nperapara B ONpeIeIEHHbIX JIEKAPCTBEHHON (OpMeE U JJO3UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOro JIEeKapCTBEHHOTO MTpernapara;
(1. 45 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wuccrnenoBaHUE TEpPANEBTUYECKONW OSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KITMHAYECKOTO UCCIIEIOBAHMS JICKAPCTBEHHBIX MPEMapaToB, MPOBEACHNE KOTOPOTO OCYIIECTBIISIETCS /IS
BBISIBJICHUS] OIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPEMApaTOB OINPEACICHHON JIEKapCTBEHHOH (HOPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKa3zareneil Oe3omacHOCTH M S(QPEKTHBHOCTH JIEKapCTBEHHBIX
MPernapaToB, OJJUHAKOBBIX KIMHUYECKHX 3()(PEKTOB Npu UX NPUMEHEHHH;

47) IpOTOKOJ KIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOI'O IIperapara - JOKYMEHT, B KOTOPOM
OTIPENIENIAIOTCS EJH, (POPMBI OPTaHU3ALUN W METOJIOJIOTHS MPOBEIACHUS KIMHUYECKOTO HUCCIICIOBAHMS,
CTAaTUCTHUYECKHE METOAbl O0OpabOTKH pe3yJbTATOB TAKOTO HCCIIEIAOBAHUS U MEphbl MO OOECIEYEHUIO
0e30macHOCTH (U3NYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npernapara;

48) 6p0m10pa HCCIICAOBATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOTI'O UCCIICAOBAHUA
JICKApCTBCHHOTO CpCACTBA MU  KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara I
MCIUIIUHCKOI'O IPUMCHCHUA

KoncynprantlIntoc: nmpumeyanue.
C 01.01.2025 B m. 49 ct. 4 BHOCcarcs m3meHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

49) uHbOpMaLMOHHBINA JHMCTOK MAalUEHTa - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMH
¢dopme cBeNeHMs, KacarollyMecss MPOBOAMMOIO KJIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOH (hopMe TOOPOBOJBHOE cOrjlacHe MalMeHTa Ha ydacTHe B KIMHUYECKOM
UCCIICZIOBAaHUM JIEKAPCTBEHHOTO Ipernapara IMocje O3HAKOMIIEHUS C OCOOEHHOCTSIMHM KIMHUYECKOTO
HCCIIEA0BaHMs, UMEIOIMMHU 3HAYE€HHE JUUIS BBIPAYKEHUS TAKOT'O COTJIACHS;

50) mobo4HOEe MAEWCTBHE - pEaKUusi OpraHW3Ma, BO3HUKIIAS B CBA3M C NPUMEHEHHEM
JICKApCTBEHHOT'O IpfrapaTta B J03aX, PEKOMCHAYCMbLIX B HWHCTPYKOHU 110 €ro HNpHUMCHCHHUIO, I
npoUIAKTUKY, TUATHOCTUKH, JIE€UCHUS 3a00I€BaHMs WK JUTS PeaOInTalNy;

50.1) HexenarenbHas peakuUus - HeNpeAHaMEpeHHas HeOJaronpusATHas peaklus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApCTBEHHOTO Mperapara;
(n. 50.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hast HexenaTelbHas pPeaklMsl - HEXKeJaTeslbHas peaklMs OpraHu3Ma, CBS3aHHAas C
MIPUMEHEHUEM JIEKapCTBEHHOTO Ipernapara, MpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIHUSAM WU
MOpOKaM Pa3BUTHUS JHOO MpeAcTaBisiomas co0oi yrpo3y >KW3HM, TpeOyromias roCIUTaIN3alul HIn
MpHUBEAIIAas K CTOUKON yTpaTe TPYA0CTIOCOOHOCTH U (M) UHBAJUIHOCTH;

52) HenpenBUACHHAs HEXKENaTeabHas PEaKIMs - HEKeJIaTelbHas peakuusi opraHu3Ma, KOoTopas
CBSi3aHa C NPUMEHEHUEM JIEKaPCTBEHHOI'O Ipenapara B J03aX, PEKOMEHAYEMBIX B IIPOTOKOJE €ro
KIIMHUYECKOTO HCCIIEZIOBaHUs, OpOLIIOpe HUCCIeAOoBaTeNs, WIM C IPUMEHEHHEM JIEKapCTBEHHOTO
mpernapata B J103aX, PEKOMEHIYEMbIX B HHCTPYKLUHH [0 €ro MNPUMEHEHUIO JUIsl MpO(UIaKTUKH,
JMAarHOCTHKH, JIEYeHUs 3a00JIeBaHUs WJIM MEIUIMHCKON peadMIuTaluy ManueHTa, W CYIIHOCTb,
TSOKECTh WJIM  MCXOJ KOTOPOM HE COOTBETCTBYET HMH(OpPMALUMU O JIEKAPCTBEHHOM IIpernapare,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CoJiepKaleiicss B TPOTOKOJE €ro KIMHUYECKOTO HCCIIEOBaHUs, OpOIIOpEe HCCIeI0BaTeNsl WM B
WHCTPYKIIUU TIO TPUMEHEHUIO JIEKAPCTBEHHOTO TIperapara;
(. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHJ JAEATEIHHOCTH IO MOHUTOPHHTY 3(()EKTUBHOCTH M 0€301MacHOCTH
JIEKapCTBEHHBIX  IpEenapaToB, HANpPABIECHHBIM Ha BBIABIECHUE, OLEHKY U NPEIOTBpALICHHE
HE)XeJaTeNbHbIX MOCIEICTBUNA IPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ympaBlieHUs PUCKaMHU - MOJAPOOHOE OIMUCAaHWE MEpONpUATHH Mo (apmakoHaa30pY,
HaIIPaBJICHHBIX HA BBIABICHHUE, OLEHKY U MPEIOTBPALEHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMH ITperapaTaMu, BKIF0Yast OIEHKY 3()(PEeKTUBHOCTH TaHHBIX MEPOIPHUSATHI;

(. 52.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynbrantllmoc: npuMeyanue.
C 01.03.2025 B m. 53 ct. 4 BHOCsATCa m3meHeHus (D3 ot 30.12.2021 N 463-®3). Cm. Oyaymryio

PECAAKIINIO.

53) penent Ha JEKapCTBEHHBIN Mpenapar - MEAUIMHCKUI JOKYMEHT YCTAaHOBIIEHHOW (hOpMBI,
coJiepKalliii Ha3HaYeHHe JICKApCTBEHHOTO Mpernapara A MEIUIUHCKOTO MPUMEHEHUS, BbIIAHHBIN
MEJUIIMHCKUM PaOOTHHKOM B IENSIX OTIYCKa JIGKAPCTBEHHOTO Tperapara WiId €ro M3TOTOBICHUS U
OTIIyCKa Ha OyMa)KHOM HOCHTEJIE WM C COIJIaCHs MAIMEeHTa WM €ro 3aKOHHOTO TPEACTAaBUTENS B
(dhopMe IEKTPOHHOTO JOKYMEHTA, MOMMCAHHOTO C UCIOJIb30BAaHNEM YCWICHHON KBATM()UIIMPOBAHHOMN
JEKTPOHHON MOAMMCH MEAMIMHCKOIO pabOTHHKA, JIMOO JOKYMEHT YCTAaHOBJICHHOW (OPMBI,
coJiepKalliii Ha3HAYeHHE JIEKAPCTBEHHOrO TMperapara Jjs BETEPHUHAPHOTO MPUMEHEHUs, BbIIAHHBIN
CHEIMATUCTOM B OOJIAaCTH BETEPHUHAPUU B IENSIX OTIYCKa JIEKApCTBEHHOTO IIpernapara WM €ro

HU3TOTOBJICHUSA U OTITYCKaA Ha 6YMa)KHOM HOCHTCIIC,
(B pen. @enepanbHbIX 3aK0OHOB OT 29.07.2017 N 242-P3, ot 02.08.2019 N 297-P3)

Koncynprantlntoc: npumeyanue.
C 01.03.2025 n. 54 cr. 4 uznaraerca B HoBOM pemakuuu (@3 ot 30.12.2021 N 463-03). Cwm.

OyIyIIyIo pPEAaKIHUI.

54) TtpeGoBaHMEe MEIUIIMHCKON OpTraHU3aIllMH, BETEPHHAPHON OpraHW3alMi - JOKYMEHT
YCTAQHOBJIEHHOH (DOPMBI, KOTOPBII BBITUCAH MEAUIIMHCKAM PAaOOTHUKOM HJIHM CIIEIHAIMCTOM B 00JacTH
BETCPHHAPUH, UMEIONIMMHU Ha 3TO TPaBO, W COACPKUT B NMHUCHMEHHOH (opme ykasaHWE anTeYHOM
OpraHu3alM WIK BETEPUHAPHON alTeYHOM OpraHu3anuu 00 OTIYCKE JIEKAPCTBEHHOrO Mpernapara WiH
O €ro M3rOTOBJIEHMHM U OO0 OTIycKe A oOecrnedyeHus Je4eOHOro mporecca B MEIUIIMHCKOM
OpraHu3aIlH, BETCPUHAPHON OpraHU3aluu;

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

55) KOMIUIEKCHAasE OIlEHKa JICKapCTBEHHOTO IIperapara - OIEHKa 3aperuCTPUPOBAHHOTO
JICKApCTBEHHOTO Mperapara, BKIYaronias B ce0st aHaJIn3 WHPOPMAIIUU O CPAaBHUTEILHON KIIMHUYECKON
3 GEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Iperapara, OlEHKY dKOHOMHUYECKUX IOCIEICTBUI
€T0 NPUMCHCHUSA, U3YYCHUC NOIIOJIHUTCIBHBIX HOCJ’IC,Z[CTBI/Iﬁ MMPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara B
oeiIAaxX MPUHATHUA peH_IeHI/Iﬁ O BO3MOXHOCTH BKIIOYCHHUA JICKAPCTBCHHOI'O IIpflapara B ICPCUYCHb
KN3HCHHO HCO6XO}II/IMBIX U BaKHEHUIIINX JICKAPCTBCHHBIX IMPEIIapaTOB, HOPMATHUBHBIC IIPABOBLIC aKThI U
WHBIC JIOKYMEHTBI, OTIPEIEIISIONINE MTOPSI0K OKa3aHUsI MEIUIIMTHCKON TTOMOIIH, WM HUCKITIOYCHUS €T0 U3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;
(. 55 BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHTA JBM)KCHHUS JIEKAPCTBEHHBIX TMpENapaToB [UIi MEAUIIMHCKOTO
pUMeHEeHHs - (enepaiibHas TOCyIapCTBeHHAss WH(GOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JIBYKCHUS
JIEKAPCTBEHHBIX TMPEMapaToB JJIsi MEAWIIMHCKOTO TPUMEHEHHUS OT MPOU3BOAMUTENS JO KOHEYHOTO
MOTpeOUTENsT C HCIONB30BAHUEM B OTHOIICHUHU JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO
MIPUMEHEHUS CPEICTB UACHTU(DUKAIIH.

(. 56 BBeneH PeaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Masa 2. MOJIHOMOYNA ®EOEPAJTIbHBLIX OPFTAHOB VICI'IOJ'IHVITEJ'IbHQVI
BJIACTU, NCINMOJTHUTEJNbHbBIX OPTAHOB CYBBEKTOB POCCUNCKOU
OEOEPAUUU NMPU OBPALLEHUUN NEKAPCTBEHHbBIX CPEOCTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 5. NonHomounsa cepepanbHbIX OPraHOB MCMOJIHUTENbHOM BRacTU MNpwu
obpalleHnm nekapcTBeHHbIX CPeaAcTB

K momaOMOYMSIM (beI[epaJ'IBHBIX OpraHoB HCIIOJIHUTEILHONH  BIIACTH IIpu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) mposenenue B Poccuiickoit Penepauuu €IUHONH TOCYAAPCTBEHHOW MOJUTUKM B 001acTH
obecrieueHus JICKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoii @enepanmu;
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) ytBepxkaeHue oOummMX (apmakomelHbIXx craTeil, (apmakoneiHbIX cTaTed, W3AaHUe
roCyJapCTBEHHON (apmakomneu, co3JaHMe M BeleHUEe peecTpa (apMakONEWHBIX CTaHIAPTHBIX
00pasIoB;

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

3) ocymuiecTBieHHEe (enepaabHOr0 [OCYNIAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus

JIEKapCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nuueH3UpOBaHME IPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB, B TOM uHcie (eaepaibHbli
rOCYJapCTBEHHBIH JIMIIEH3MOHHBINH KOHTPOJIb AEATEIILHOCTH 1O MTPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB,
NEPUOJINYECKOE MOJTBEPHKICHUE COOTBETCTBUS JIMIICH3HATA, UMEIOIIETO JIMIICH3HIO Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPENCTB, U (hapMaleBTHUECKON JEATETLHOCTH B COOTBETCTBUHU C 3aKOHOIATEILCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

5) opraHuzanus SKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB, 3TUYECKOH HKCHEPTH3bl BO3MOKHOCTH
IIPOBEJEHUS]  KIMHMYECKOTO MCCIEAOBAaHUS JIEKapCTBEHHOIO Ipenapara s  MEIULUHCKOIO
IIPUMEHEHHUs, DOKCIEPTU3bl JOKYMEHTOB, IIPEACTABICHHBIX JUIS  ONPENECICHUS BO3MOXKHOCTH
paccMaTpuBaTh JICKApPCTBEHHBIN Ipenapar Ajis MEAMIHWHCKOTO NMPUMEHEHHs B KadecTBe Op(haHHOTO
JIEKapCTBEHHOI'O IIPEIapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

51) opraHu3anus IIPOBCACHUA KOMILJICKCHOM OLCHKHU JICKAPCTBCHHOI'O IIpCIlapaTa B MLEIAX
NIPUHATHA peI_HeHI/Iﬁ O BO3MOKHOCTHU BKIIFOUYCHUS JICKAPCTBCHHOTO IpfriapaTra B MNEPEUCHb KU3HCHHO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

HEOOXOMUMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX MpPENapaToB, HOPMATHUBHBIC MPABOBBIE aKThl U HHBIC
JIOKYMEHTBI, OINPEIENSIONUE MOPSAOK OKa3aHUs MEAUIIMHCKOM MOMOIIM WM MCKIIOYEHUS €ro us3
yKa3aHHBIX MIEPEUHsI, AKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen ®enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

6) BbIJaua paspemieHud Ha TPOBEACHHE KIWHUYECKUX HCCICIOBAHUN JIEKApPCTBEHHBIX
IIpenapaTroB, BEACHUE PEECcTpa BBIJAHHBIX pa3pelICHUN Ha MPOBEACHUE KIMHUYECKHUX HCCIEAOBAHUI
JIEKapCTBEHHBIX IPEIAPATOB;

7) rocynmapcTBEHHas PErHCTpallus JICKAPCTBEHHBIX MPENapaToB, BEICHUE TOCYJIapCTBECHHOTO
peecTpa JeKapCTBEHHBIX CPEJICTB;

7.1) peructpausi, MOATBEPKIACHUE PETUCTpaLUU (TIEpeperucTpairs), BHECEHHE H3MEHEHHH B
PETrUCTpallMOHHOE J10ChE, a TaKXkKe MPOBEJCHHUE MPOIIeyp, CBSI3aHHBIX C PETUCTpaliel, B COOTBETCTBUH
C yTBepXkeHHbIMU EBpa3uiickoil 5KOHOMHYECKON KOMUCCHEN MpPaBUIAMU PETHCTPALUU M SKCHEPTU3bI
JIEKapCTBEHHBIX CPEACTB JIi MEIUIMHCKOIO NMPUMEHEHUS U IOPAaBUIAMHU PEryJIMPOBaHUS OOpalleHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TaAMOKEHHOM TeppuTopun EBpa3suilckoro 3KOHOMHUYECKOTO
COI033;

(. 7.1 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) npencraBieHue UHGOPMAlMM O  PETUCTPAllMH, IOATBEPXKACHUU  PErHUCTpaluu
(mepeperucTpanuu), BHECEHHMM HW3MEHEHHUH B pPETUCTPALMOHHOE [0ChE, a TaKkKe O MpoLeaypax,
CBSA3aHHBIX C perucrpauueld, B EBpa3suiCKyl0 SKOHOMHYECKYID KOMHUCCHIO C HCIOJIb30BAaHUEM
MHTETPUPOBAHHON MH(OPMAIIMOHHOHN crcTeMbl EBpa3uiickoro SKOHOMHYECKOT0 COK03a B COOTBETCTBUU
C yTBepKACHHbIMU EBpa3uiicKoil IKOHOMHYECKOW KOMHUCCHEH HOPSAAKOM (POPMUPOBAHHUA U BEICHHS
€IMHOIO pEeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpasuilckoro 3KOHOMHUYECKOIO
col03a W [PaBWJIAMH pEryJIHpoBaHUS OOpallleHHss BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha
TaMOKEHHOU TeppuTopuu EBpa3suiickoro 3KOHOMHYECKOTO COK03a;

(m. 7.2 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBepKIeHHE MOpSAIKA MPUOCTAHOBICHHS JEHCTBHUS PETUCTPALMOHHOIO YAOCTOBEPEHUS
JICKApCTBCHHOT'O Ipfliapara HWJIKW OrpaHUYCHUA MPUMCHCHUA JICKAPCTBCHHOI'O IIpcriapara JId
MEJIMLMHCKOTO IPUMEHEHHs B Cly4asxX, IPEeAyCMOTPEHHBIX YTBEpXKACHHbIMM EBpasuiickoit
SKOHOMHYECKON KOMHCCHEH OpaBujiaMu PETHUCTpAllMA W OSKCICPTHU3BI JICKAPCTBECHHBLIX CPEACTB JIA
MEIUIMHCKOTO MPHUMEHEHHsS, W BO30OHOBIEHHS JCHCTBUS PErHCTPAlMOHHOIO yIOCTOBEPEHHUS
JIEKapCTBEHHOTO TperapaTa WM CHATHUS OTPaHUYEHHS MPUMEHEHHs JEKapCTBEHHOTO Iperapara s
MEIULUHCKOTO MPUMEHEHHUS;

(n. 7.3 BBeneH denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

8) opranm3anus ¥ (WIKM) MPOBEJACHUE WHCIIEKTUPOBAHHUS CYOBEKTOB OOpaIleHUs! JIEKAPCTBCHHBIX
CpPEACTB Ha COOTBETCTBHE YTBEPXKACHHBIM EBpa3uiicKOll SKOHOMHYECKOW KOMMCCHUEW MpaBHIIAM
HajuIexaled 1abopaTOpHON MPaKTUKM, MpaBUIAM HaJJexalleld KIMHUYECKOM MpPaKTHKHU, IpaBUiiaM
HaJuIexalel IUCTPUOBIOTOPCKON MPAKTUKH, MpaBUIaM HaAJexalled NMpakTUKU ¢apMaKkoHaI30pa, a
TaK)K€ YTBEPXKIACHHBIM YIIOJHOMOUYEHHBIMU (peepalbHBIMH OpPraHaMU HWCIOTHUTEIBHON BIIACTH
[IpaBUJIaM HaJUIeKaIEH anTeYHOU MPAKTUKH, MPABUJIaM XPaHEHUS JICKAPCTBEHHBIX CPECTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranmzanus ¥ (WJIM) TPOBEICHUE WHCIIEKTHPOBAHUS CyOBEKTOB OOpaIeHus JIEKapCTBEHHBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM IpaBUJ HAJJICKAIIeH MPOU3BOJCTBEHHOW MPAKTHKH, BbLaaya
3aKJIIOUEHUH O COOTBETCTBUM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM MPABHI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

Ha/JIexalield Ipou3BOJCTBEHHOM MPAKTUKH;
(m. 8.1 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJIEHHE MOpsAJKA BEACHHUS U BEJIEHUE T'OCYAAPCTBEHHOIO PEECTpa 3aKIIOUEHUH O
COOTBETCTBUHM TPOW3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MOPAaBHUI  HaJUICKAIICH
IIPOU3BOJICTBEHHOMN NIPAKTUKH;

(. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) rocymapcTBeHHas perucTpainus TMpeleNbHbIX OTMYCKHBIX II€H MPOW3BOAUTENeH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHBIE B IEPEUYCHb JKU3HEHHO HEOOXOIUMBIX M Ba)KHEUIINX
JIEKapCTBCHHBIX TPENapaToB, W BEACHHE TOCYJApPCTBEHHOTO peecTpa MpeAeibHBIX OTIYCKHBIX IICH
MIPOM3BOIUTEIICH HA JICKAPCTBEHHBIC TIPEIapaThl, BKIFOYCHHBIC B TICPEUCHD KU3HEHHO HEOOXOIUMBIX U
BOKHEHIIINX JICKAPCTBEHHBIX TPENapaToB;

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornmacoBaHHMe TMPOEKTOB PEIICHUN HCIOIHUTENBHBIX OpraHoB cyObekToB Poccuiickoit
Oenepanii 00 yCTaHOBJICHUHM M (WJIM) M3MEHEHUH TMPEACThHBIX pPa3MEpPOB OMNTOBBIX HAJA0aBOK U
MpeIeIbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0aBOK K (PAaKTUYECKUM OTIYCKHBIM I[€HAM, YCTaHOBICHHBIM
MIPOU3BOUTEISIMU  JIEKAPCTBEHHBIX TPEMapaToB, Ha JIEKAPCTBEHHBIE TIpernaparbl, BKJIIOYCHHBIE B
MepevYeHb )KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JICKaPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. DeaepadbHOrO 3aK0HA OT
08.08.2024 N 232-®3)

10) BBIgaua, yCTAaHOBICHHME TMOpPSJIKAa BBLAAYM pPAa3peIIeHUs] Ha BBO3 KOHKPETHOM MapTUH
JIEKapCTBEHHOT0 cpeacTBa B Pocculiickyro denepanuio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) Beinaya, ycTaHOBJICHHE MOPSJIKA BbIAAYN U (POPMBI JOKYMEHTA, KOTOPbIN MOATBEPKIAET, YTO
IIPOU3BOJCTBO JICKAPCTBEHHOI'O Ipenapara i MEJULIHUHCKOIO IIPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHMSIMU [PABUJ HAAJEKaIled MPOU3BOJACTBEHHONM NPAKTUKU WM YTO
JICKapCTBEHHBIN Npenapar Juis BETEpUHAPHOTO NMPHUMEHEHHs JomylleH K oOpamienuio B Poccuiickoit
@denepanyy, ¥ MOUICKHUT MPEACTABICHUIO 1O TPeOOBAHMIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN ITpenapar;

(m. 10.1 BBenen PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BpIIaua, YCTAaHOBJICHUE HOPSJIKA BBIAAYM M (HOPMBI JOKYMEHTA, COIACPIKALIETO CBEICHHS O
CTaIUAX TEXHOJOTHYECKOTO MpoIlecca MPOU3BOJICTBA JIGKAPCTBEHHOTO CPENICTBA IS MEAUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIISIEMBIX Ha TEPPUTOPUN EBPa3UIICKOT0 SKOHOMHYECKOTO COI03a;

(nm. 10.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. @enepanbHOro 3aKOHa OT
13.07.2015 N 241-®3)
11) co3manue COBETOR 1O BOMPOCAM, CBSI3aHHBIM C OOpaIICHUEM JICKAPCTBECHHBIX CPE/ICTB;

12) arrectanus u cepTuUKAIMS CIIEIUATNCTOB;

13) yrpatun cuiy c 1 centsiops 2013 rozga. - @enepanbublii 3akod ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

15) yuacTre B MEXIyHapOIHOM COTPYIHUYECTBE;

16) momyuyeHue Mo 3ampocaM YHOJIHOMOYEHHOTO (he/iepalbHOro opraHa UCIOJHUTENLHONW BIACTH
OT UCIIOJIHUTENBHBIX OpraHoB cyOobekToB Poccuiickoit @enepanuu, a Takke OT CyObEKTOB 0OpamieHHs
JIEKApCTBEHHBIX CPEJICTB TSI MEIUIIMHCKOTO NMPUMEHEHHsI HHPOPMAIIUH 0 BOTIPOCAM YCTAHOBIICHHS U
MPUMEHEHHS IeH Ha JIEKapCTBEHHBIE TPETapaThl U HaI0aBOK K HUM;
(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mnpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapylleHHWE 3aKOHOJaTeNnbCcTBa Poccuiickoit
denepauny;

18) yTBepxaeHME MpaBU HaAJIEKAlEHd aNTeYHON IPAKTHKHU, IIPABWJI XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB;
(n. 18 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

19) ycraHoBieHue mopsaaka (OPMHUPOBAHUS PErUCTPALMOHHOIO JIOChE Ha JIEKapCTBEHHBIN
npernapar JAjsl BETEpUHAPHOTO IPUMEHEHHs U TpeOOBaHUM K JOKYMEHTaM B €0 COCTaBe;
(n. 19 BBenen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepasbHOrO 3aK0Ha OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - ®enepanpusiii 3akos ot 30.01.2024 N 1-03;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3ak0H oT 27.12.2019 N 475-D3;

23) yTBepkaeHue TpeOOBaHUM K MHCTPYKIMU 110 BETEPUHAPHOMY MPUMEHEHUIO JIEKApCTBEHHBIX
[IPernaparos;
(n. 23 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepasbHOrO 3aKOoHa OT
30.01.2024 N 1-®3)

24) npuHATHE PELIEHUM, SBIAIOIIUXCS OCHOBAHUSMHU JJISl BKJIIOUYEHHS JOMEHHBIX UMEH M (WJIN)
yKazaTesell CTpaHUI] CaiToB B MH(OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON cetn "MHTepHeT", a Takke
CETEeBBIX aJPECOB B EIMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(pOpMalMOHHYIO cucteMy "EauHbiii peectp
JIOMEHHBIX HMEH, yKasaTelel CTpaHHul] CaiiToB B HH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETH
"NHTepuer” " CETEBBIX a/Ipecos, MIO3BOJISIOIINX UACHTU()UIIUPOBATH CalThI B
nH(OPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHON ~ cetn  "MHTepHetr",  comepkamme  WHGOPMAIHUIO,
pacnpocTpaneHue kotopoil B Poccwmiickoit ®Demepanuu 3ampenieHo", B OTHONICHUH HWH(OPMAIIHH,
cojJiepkallel MpeUioKeHHe O PO3HUYHOM TOProBje JIEKAPCTBEHHBIMU IpenapaTaMu, B TOM 4HCIIE
JTUCTAaHLIMOHHBIM CHOCOOOM, pO3HUYHAs TOPIOBJIS KOTOPHIMH OrpaHWYEeHAa WIM 3alpelleHa B
COOTBETCTBUM ¢ HacTosamuMm DenepanbHbiM 3aKkoHOM, u (WiM) HWHPOPMAIUH, CoOAepKaleit
MIPEIOKEHUE O PO3HUYHON TOProOBIIE JIEKAPCTBEHHBIMU IIpeNapaTaMy, B TOM YMCIE JUCTAHLMOHHBIM
CIOCOOOM, JIMIIaMH, HE UMEIOIIMMH JIMLEH3UN U Pa3pelIeHUs] Ha OCYIIECTBICHUE TaKOW JIeSATEIbHOCTH,
€CJIM TOJyYeHHE JIMLEH3UW U pa3pellieHHs MpelyCMOTPEHO 3aKOHOJATelNbCTBOM 00 oOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. @enepanpuoro 3akona ot 03.04.2020 N 105-D3)

25) BbIaya paspeuleHnd Ha BBOA B TPaXTAHCKHH 000pOT HMMYHOOHOJIOTMYECKUX
JIEKapCTBEHHBIX MTPENAPATOB.
(. 25 BBeneH denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

26) peryaupoBaHUe BOIIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX PEIapaToB
JUIL METUIITHCKOTO TIPUMEHEHUSI.
(. 26 BBeneH denepanbHbpiM 3aKoHOM OT 19.10.2023 N 503-D3)

Cratba 5.1. lepepava ocywecTBneHUs1 MosiIHOMo4Yun eaepanbHbIX OpPraHoB
MCMNONIHUTESIbHOM BrlacTy Npu obpalleHun neKapcTBeHHbIX CPEeACTB UCNONMHUTENbHbLIM
opraHam cy6bekToB Poccunckon Pepepaumm

(B pen. denepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

[TotHOMOuUMS (penepanbHBIX OPraHOB MCIOJHUTENBHOM BIAcTH HpU OOpAaILEHUM JIEKApCTBEHHBIX
CPEICTB, MPEAYyCMOTpEHHbIe HacTosiuM @DenepalibHBIM  3aKOHOM, MOTYT IepeAaBaTbCsl Ul
OCYILECTBIICHHUS] MCIIOJHUTEIbHBIM OpraHaM cyObekToB Poccuiickoit @enepanuu MOCTaHOBICHUSIMU
[IpaBurensctBa Poccuiickoit @enepauuu B nopsiake, yctaHoBieHHOM (DenepanbHbIM 3akOHOM OT 21
nexabpst 2021 roga N 414-@3 "O6 oOummx NpUHIMIIAX OpraHU3alyy MyOJUYHOM BIACTU B CyObEKTax
Poccuiickoit ®eneparun’.

Ctratba 6. [MonHomouMA wucnonHUTENbHbLIX oOpraHoB cy6bekTta Poccuickon
®denepauumm npu odpaLleHnn neKapcTBEHHbIX CPeacTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

K momHOMOUMSIM MCTIONHUTENBHBIX OpraHoB cyObekTa Poccuiickoit dexepanun npu oOpamieHun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) paszpaboTka u peanu3alusi PETHOHAIBHBIX MporpaMMm  OOeCHedYeHUs  HaceJIeHUs
JIEKapCTBEHHBIMU TperapaTaMu;

2) ycTaHOBJICHHE MPEJIEIbHBIX pa3MEPOB OINTOBBIX Ha/10aBOK M MPEICIIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIE NpEnaparbl, BKIIOYEHHbIE B IEPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) oCyIIecTBIEHHE PETHOHAIBLHOTO TOCYAApPCTBEHHOTO KOHTPOJS 3a IPUMEHEHHWEM IIeH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEPEeUeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JIEKAPCTBEHHBIX TIpPENapaToB, OpPraHU3alUsIMA OITOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMHU,
anTEeYHBIMU OPTraHU3ALUSMU, WHIUBUIYAIbHBIMU MPEANPUHUMATEIISIMU, UMEIOUIUMU JIMIICH3UIO Ha
(dapMameBTHYECKYI0 JACSITEIbHOCTh, MEAWIIMHCKHUME OpraHU3allUsM{, HWMCIOIMIMMH JIUICH3UIO Ha
(hapMaIeBTHUECKYI0 JEATEIHHOCTh, U UX 000COOJEHHBIMHU TMOAPA3ICICHUSIMH, PACIIOJI0KEHHBIMU B
CEIBCKUX HACEIICHHBIX MyHKTAX, B KOTOPBIX OTCYTCTBYIOT alITEUHbIC OPraHU3alluH;

(B pen. denepanpHbix 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 27.12.2019 N 475-@3, ot 08.08.2024 N
323-®3)

4) mpunHsTHE pemeHus 00 KCIOJB30BAHWU Ha TeppuTopun cyOwbekta Poccuiickoit Depepanuu
Hapsoy C pelenTamMH Ha JICKapCTBEHHBIE Iperaparbl, Oo(OpMIIEHHBIMH Ha OyMa)KHOM HOCHUTEIE,
pEIenTOB Ha JIEKapCTBEHHBIE TIpenapaThl, chOPMUPOBAHHBIX B (JOPME AIEKTPOHHBIX TOKYMEHTOB.

(. 4 BBennen denepabHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®PAPMAKOIEA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

Cratbsa 7. Paspabotka n uspgaHue rocyaapcTtBeHHoW chapmakoneun, pasmelieHue
AaHHbIX O HEeH

1. Tlox rocymapcTBeHHOH (hapmakomneeil MmoHUMaeTcss CBOJA OOMMX (apMaKOIEWHBIX CTaTed W
(hapMaKOIICHHBIX CTATEH.

2. Pazpaborka oOmmx QapmakoneiiHpIXx cTaTeli U (dapMaKONEWHBIX CTAaTe, B TOM YHCIIE
(dapmakonelHbIX cTaTeii Ha (QapMakoleiHble CTaHAapTHbIE O0pa3lbl, M BKIIOUYEHHE HX B
rOCy/IapCTBEHHYIO (hapMaKOIE0 OCYIIECTBISIOTCS B MOPSAIKE, YCTAHOBIECHHOM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pa3pabotka ¢apmaxoneiiHoil cTaTb Ha peepeHTHBIN JeKapCTBEHHBIN MpenapaT U BKIIIOUEHUE
€e B IoCyJapCTBEHHYIO ()apMakolel0 B TEUYEHUE CPOKa ACHUCTBUS 3alllUThl MCKIIOYMTEIBHOTO IpaBa,
yIIOCTOBEPEHHOI'0 ATEHTOM Ha pe()epeHTHBIH JIeKapCTBEHHBIN Mperapar, OCyIECTBIISIOTCS C COTJIacus
€ro pa3paboT4HKa.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

4. TocynapcTtBeHHast (QapMmakores HW3IAeTCd YIOJIHOMOYEHHBIM (QelepaibHbBIM  OpPraHOM
UCIIOJIHUTEJIBHOM BIIACTHU 3a CUET CPEACTB (eIepaIbHOrO OFOIKETa U MOAJISKUT IEPEU3AaHUSAM HE PEKe
4eM OAMH pa3 B IATh JIET, B IIEPUOJ MEXKIY KOTOPBIMM H3JAIOTCA MPWIOKEHUS K IOCYNapCTBEHHOU
dapmakonee, coaepxamue oOmue ¢dapMakonelnsle cTatbu M (Win) (QapMakoneidHble CTaThH,
YTBEPKJICHHBIE [TOCTIe U3/IaHMsI WM NIEpen3JaHus TOCYJapCTBEHHOM (papmakomne.

5. YnonHOMOYEHHBIH (enepalibHbIil OpraH WUCIOJHUTEIBHOW BIACTH pa3MENIAcT JaHHBIE O
roCyJapCTBEHHON (apmakornee W TPUIOKEHUAX K HEW Ha CBOeM O(UIMAIbHOM CcalWTe B CETH
"NHTepHET" B yCTAHOBIEHHOM UM HOPSJIKE.

Mnasa 4. NIMUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALIEBTUYECKOU OEATEJIBHOCTU, TOCYOAPCTBEHHbBIU KOHTPOIJ1b
(HAO3O0P) B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. nVILI,eH3VIpOBaHMe npom3BoacTBa JieKapCTBEeHHbIX cCpeaActTB U
cbapmaueBTquCKoﬁ AeATernbHOCTU

1. JIunen3upoBaHue MpoOM3BOICTBA JICKAPCTBEHHBIX CPEACTB M (hapMalleBTHUECKON EATEIIbHOCTH
OCYIIECTBIISIETCS B COOTBETCTBHUHM € 3aKOHONATENbCTBOM Poccuiickon Penepanuu.

2. OO0s3aTeNbHBIM YCIOBUEM TPEJOCTABICHUS JHUIEH3UUM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEZCTB SBISIETCS NPUIOKEHUE K 3asBJICHUIO COMCKATENs JIMLIEH3UH MEePEeUHsl JEeKapCTBEHHBIX (HOpM U
(umm) BUIOB (papMalleBTUYECKUX CYOCTaHIMM, KOTOpbIE HPOM3BOJIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepEeH MTPOU3BOIUTD.

3. B ciyyae HE0OXOAMMOCTH pacIIMPEHHs IPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB 3a CUET HOBBIX
JIEKapCTBCHHBIX (OPM H BHUAOB (hapMaIEBTUYCCKUX CYOCTAaHIMA TPOU3BOAMTENH JIEKAPCTBCHHBIX
CPEJICTB JIOJDKCH TOJaTh B JIMICH3UPYIOIIUKA OpraH 3asBICHHEC O BHECCHWHM H3MCHCHHHA B peecTp
JIUIICH3UH Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHbix 3aKk0HOB OT 02.08.2019 N 297-®3, ot 11.06.2021 N _170-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

4. JIuueH3us Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPeACTB ((papMarieBTUUECKON CyOCTaHIIMU CITUPTa
STUJIOBOTO (3TaHONIAa) BBIJAETCS MPH YCIOBHHM HAIWYHs y OpPraHU3allid Ha IpaBe COOCTBEHHOCTH,
XO3MCTBEHHOTO  BEJEHUS WM  OINEPAaTUBHOIO  YIPABIEHUS OCHOBHOTO  TEXHOJOTHYECKOTO
o0opyIoBaHus JJI TPOU3BOJACTBA STUJIIOBOTO CIHUPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBHH CO
cratbeil _14.1 ®PenepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocymapcTBeHHOM
peryJMpoBaHUU TPOMU3BOACTBA W 000pPOTA AITHIIOBOTO CIIMPTA, AJIKOTOJIBHON W CIUPTOCOIEpIKAIIeH
MPOIYKIMH U 00 OrpaHrueHUH NOTpeOIeHHs (PAaCIUTHS) AIKOTOJIBHOM MPOTYKITHH'".

(uactb 4 BBeneHa denepaibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCoOGeHHOCTM IMUEH3NPOBaHUA TMPOU3BOACTBA JIeKaPCTBEHHbIX
cpeacTtB (hapmaueBTMYECKON CyOGCTaHLMKU cnMpTa 3TUNOBOrO (3TaHona)
(BBeneHna deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleficTBMe JNHIEH3UM Ha TPOU3BOACTBO JICKAPCTBEHHBIX CpPeACTB ((papMalieBTHYECKOH
cyOCTaHIIMM CHHpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBACTCS B YacTU IpaBa Ha MPOU3BOJICTBO
(bapManeBTHYECKON CyOCTaHIIMK CITUPTA STHIOBOTO (3TaHOJA) JIMICH3UPYIOIUM OPTaHOM B CITy4Yasix,
onpeaeneHHbIX crather 20 PenepanbHoro 3akoHa ot 4 mas 2011 romga N 99-®3 "O nuueH3upoBaHun
OTIENBHBIX BUAOB JEATENBHOCTH', a TAaKKE€ HA CPOK IPHUOCTAHOBJICHUS [EHCTBUS JIMICH3UU Ha
MIPOM3BOJICTBO 3TWJIOBOTO CINUPTa JUIsl TPOM3BOJACTBA (papMalleBTUYECKOM CyOCTaHLUHU CHHpTa
STUJIOBOTO (3TaHOJA), BBIIAHHON B cOOTBETCTBUU ¢ DeiepaabHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N
171-®3 "O rocyaapCTBEHHOM pETyJMPOBAHMHM TPOU3BOACTBA U 00OpPOTa ATHIOBOTO CIUPTA,
QIKOTOJILHOM ¥ CHUPTOCOJAEpKAIIeH TMPOAYKIMH M 00 OTrpaHWYCHHWH TMOTpeOJIeHHs (pacruTHs)
AJIKOTOJIBHOW MpOyKIuu'.

2. JleiicTBHe JUIEH3UUM Ha TMPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((apmaneBTHUECKON
CyOCTaHIIMM CHHpPTa STWIOBOTO (3TaHOJNA) B YacTH IpaBa Ha MPOU3BOJCTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CIHPTa STHIOBOTO (3TaHOJNA) MPEKpPaIlaeTcsl JMLEH3UPYIOIMIMM OpraHOM B CIIydasix,
onpeneneHHbIx crathel 20 denepanbHoro 3akoHa oT 4 mast 2011 roga N 99-®3 "O nuieH3upOBaHUT
OTIENbHBIX BHUJAOB JIEATENBHOCTH", @ TaKXK€ C JaThl NMpEKpallleHUus WM aHHYJIUPOBAaHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJACTBO STUJIOBOTO CIHUPTa JJIs MPOM3BOJACTBA (papMalleBTUYECKON CyOCTaHIIMH
CIIUPTa ATHUJIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUHU ¢ DenepaabHbIM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMpPOBAaHUU MPOU3BOACTBA M 000POTa ITUIOBOTO CIUPTA,
QJIKOTOJILHOM ¥ CHUpPTOCOJEpKalllel MPOAYKIMH MU 00 OrpaHWYeHUH TMOTpeOiaeHus (pacruTHs)
QIKOTOJILHOM MPOAYKITUH".

Koncynprantlntoc: npumeyanue.

Cr. 8.2 Ha tepputopusax Jloneukoit Hapomguoit Pecrybmuku, Jlyranckoit HapomgHoii PecmyOmukwy,
3anopoxckoil obnactu, XepcoHckoil obOnactu mpumensiercss ¢ 01.09.2024 (P3 or 04.08.2023 N
428-03).

Cratba 8.2. OcobeHHOCTU NUUEH3npoBaHMA (hapmaLeBTUYECKON OEATENbHOCTU B
YacTu OCyLeCTBNEHNA ONTOBOMW TOProBiv NIeKapCTBEHHbIMU CpeacTBaMu
(BBenena denepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. [eiicTBue nuiieH3uH HAa (apMaleBTUYECKYIO JEITeIbHOCTh B YaCTH OCYIIECTBICHUSI OMTOBOM
TOPTOBIIM  JICKAPCTBEHHBIMH  CPEACTBAMH  JJIs  MEAMIIMHCKOTO TMPUMEHEHHS  MpeKpaliaercs
JIMIEH3UPYIOIIUM OPTaHOM B CITydasiX, onpeiefeHHbIX crathen 20 denepanbHoro 3akona ot 4 mast 2011
ronra N 99-®3 "O numeH3upoBaHUU OTICIBHBIX BHUIOB JEATEIBHOCTH', a TaKKe IO PEIICHHIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JTUIEH3UPYIOIIETO OpraHa, MPUHITOMY B COOTBETCTBHHU C HACTOAIIEH YacThio. B ciyuae BhIABIEHUS TTPH
OCyHIECTBIIEHUH (eAepatbHOr0 TOCYAapCTBEHHOTO0 KOHTpols (Ham3opa) B cdepe oOpaiieHus
HeKapCTBeHHbIX CpeI[CTB HapymeHI/ISI OpFaHH3aHHCﬁ OHTOBOfI TOpFOBJII/I JIeKapCTBeHHbIMI/I CpeI[CTBaMI/I
TpeboBanuit yacteit 1 - 3 cratbu 53 Hactosmiero denepaabHOTO 3aKOHA JEHCTBUE JIMIIEH3WU Ha
(bapMaHeBTI/I‘IeCKYIO JCATCIIBHOCTE B 4YaCTH OCYHIGCTBJ'IGHI/IH OHTOBOI71 TOpFOBJ’II/I J'IeKapCTBeHHI)IMI/I
CpencTBamMu ISl MEAUITMHCKOTO MPUMEHEHHS TPHUOCTAHABIIMBACTCS B TCUCHUE JIECATH pabounx JHEH CO
TTHS BBISIBIICHUS YKa3aHHOTO HapyleHus. JleficTBue nuieH3nu Ha (hapMaleBTHUECKYIO JAeSITeIbHOCTh B
YaCTH OCYIIECTBJICHUS OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJACTBAMU JJIsi  MEAUIIMHCKOTO
MIPUMEHEHHUS TPUOCTAHABIMBACTCS HA CPOK, KOTOPBIN OMpPEACIIIeTCS JUIECH3UPYIOUUM OPraHOM (HO He
MCHEC YEeM Ha OIUH MGCSIII), I1I0 HCTCUCHUU KOTOpOFO Ilel\/JICTBI/Ie I[aHHOI\/JI JIMIICH3UN IIOOJIC)KUT
MPEKPAIICHUI0O HAa OCHOBAaHWU PEIICHUS JHICH3UPYIOIIETO OpraHa, 3a WCKIIOYCHHEM CiIydas,
YKa3aHHOTO B YaCTH 2 HACTOSIICH CTaThH.

2. JleticTBue NHIIEH3UH Ha (apMalleBTUYECKYIO JESITENbHOCTh B YaCTU OCYIIECTBICHUS OMTOBON
TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMM JJII MEIULMHCKOTO TPUMEHEHMs, AEUCTBHE KOTOPOM
MIPUOCTAHOBIICHO B COOTBETCTBUU C YaCThIO | HACTOAIICH CTAaThH, MOJUIEKHUT BOZOOHOBIICHUIO B CIIydae,
€CIIM B MEPHO/ MPUOCTAHOBIICHUS JCHCTBUS JAaHHOW JIMIICH3UMH B PaMKax JOCYJeOHOro O0KaJIOBaHHS
pelieHne KOHTPOJIBHOTO (HAaI30PHOTO) OpraHa B YaCcTH BBISBJICHHOTO HapyIIeHUs TpeOoBaHUi yacTen |
- 3 crarbu 53 Hactosuiero denepaibHOTO 3aKOHA OTMEHEHO. B ykazaHHOM cilydae elcTBUE JTUIICH3UU
Ha (apMaleBTUYECKYIO AEATEIbHOCTh B YaCTH OCYIIECTBIEHHUS ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU
CpeACTBaMU JUIsl MEAULMHCKOTO TMPUMEHEHUsI BO30OOHOBIISIETCS HE MO3JHEEe OJHOr0 paboyero AHS CO
JTHSI OTMEHBI PEILIEHUSI KOHTPOJIBHOTO (HaJ30pHOI0) OpraHa.

Cratba 9. locypapcTBeHHbIN KOHTponb (Hag3op) B cdepe obpaleHus
NeKapCTBEHHbIX CPeaAcTB
(B pen. ®exnepanbHoro 3akona ot 11.06.2021 N 170-D3)

1. TocynapcTBeHHBII KOHTpOJIb (Ham30p) B cdepe oOpamieHust JIEeKapCTBEHHBIX CPEICTB
OCYIICCTBIISIETCS TTOCPEICTBOM (heepaibHOTO TOCYAapCTBEHHOrO KOHTpods (Ham3opa) B cdepe
oOpareHust JTeKapCTBEHHBIX CPEACTB U (PemepasbHOTO TOCYJApPCTBEHHOTO JHUIIEH3MOHHOTO KOHTPOJIS
JeSITeNIbHOCTH 110 MTPOU3BO/JICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYHIECTBIIAEMBIX (eliepalbHBIMU OpraHaMu
HCIIOJIHUTENIBHOM BJIACTH, yIIOJIHOMOUYEeHHBIMU [IpaBurenscTBoM Pocculickoint @enepanuu.

2. Tlpeametrom (henepanbHOTO TOCYJApCTBEHHOTO KOHTpouss (Hag3opa) B cdepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB SIBIISIIOTCS:

1) cobnronenne o0s3aTebHBIX TPEOOBAHUN B cdepe oOpalleHus JIeKapCTBEHHBIX CPEJCTB, B TOM
qrce:

a) Tpe60BaHI/II7I K AJOKIMHHUYECCKHUM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHHUYCCKHUM
HUCCIICAOBAHUAM JICKAPCTBCHHBIX TIPCHapaToB, MUW3IOTOBJICHUIO, XPAHCHUIO, IICPCBO3KEC, BBO3Y B
POCCHﬁCKym (I)e,uepaumo, OTIIYCKY, pcajn3dalnuu, nepcaavc, MNpoaa)xKC JICKAPpCTBCHHBIX CpPCIACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IMPENapaToB, YHUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB, YCTAHOBJICHHIO
MPOU3BOAUTCIIAMU JICKAPCTBCHHBIX IPCIAapaToB HCH HA JICKAPCTBCHHLBIC IPCIIapaThbl, BKIOYCHHLBIC B
MEPCUYCHDb ) KU3HCHHO HGO6XO}II/IMBIX 1 BaXKHEHIIINX JICKAPCTBCHHBIX IIPCIIapaToB;

0) TpeOoBaHMIl K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B OOpalleHuw,
MoKazareisiM KadecTBa, 3((EeKTHBHOCTH U OE30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
HactosuuM DeiepaabHbIM 3aKOHOM;

www.consultant.ru Crpanuua 20 uns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=464307&amp;date=22.10.2024&amp;dst=102523&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=479538&amp;date=22.10.2024&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=479538&amp;date=22.10.2024&amp;dst=100011&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

B) TpeOOBaHUIl K COOMIOAEHUIO CyOBeKTaMU OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosmero denepanbHOro 3aKOHA, OTPAHUYEHUM, HAIAaraeMelxX cTatbiMu 67.1 n
67.2 nacrosiero denepaibHOro 3aKOHA;

2) coOnrofeHHe JIMLEH3MOHHBIX TpeOOBaHMM K  OCYIIECTBICHHMIO  (papManeBTHYECKON
TeSITeTbHOCTH;

3) coOmogeHue TpeOOBaHWUN K MPEJOCTABICHUIO CYOBEKTaMH OOpaleHusl JIeKapCTBEHHBIX
cpeacTB uWHGOpPMAlMKU O JIGKAPCTBEHHBIX CpeacTBax U (WJIM) JIEKApCTBEHHBIX IIpemapaTax,
npeaycMoTpeHHoM cratbsimu 9.1, 52.1, 52.2 u 64 nactosiero denepanbHOro 3aK0HA;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yrpauuBaer cuy (P3 ot 20.10.2022 N 405-D3).

4) coOmroieHne MpeayCMOTPEHHBIX cTaThell 55.1 HacTosmero denepaibHOTO 3aKOHA TPEeOOBaHUN
K TIPOBEACHHWIO OJKCIIEPHUMEHTA [0 OCYIISCTBJICHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBECHHBIMU
npernapaTamMu Juisi MEAUIMHCKOTO MNPUMEHEHHS, OTIYCKAaeMbIMHU IO PELENTy Ha JIeKapCTBEHHBIN
npenapar, TUCTaHIIMOHHBIM CITIOCOOOM.
(. 4 BBenen OenepanbubiM 3akoHOM OT 20.10.2022 N 405-D3)

2.1. B mensx oOecneueHUs TOCYAapCTBEHHOTO KOHTpoOJisi (Haa3opa) B cdepe oOparieHus
JICKApCTBEHHBIX CPEIACTB  (pelepalbHbIii OpraH HCIOJHUTEIBHONH BJIACTH, OCYLIECTBIISIOIINI
TOCYAapCTBEHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX MPENapaToB, MPEAOCTaBIseT (elepalbHOMY OpraHy
UCTIOJIHUTENBHONW BIIACTH, OCYLIECTBIIIOMIEMY (YHKIMHA 10 KOHTPOJIIO M Haa30py B cdepe
30paBOOXPAaHEHMS, IO €ro 3ampocy B paMKaX MEXBEIOMCTBEHHOTO  HWH(OPMAIIOHHOTO
B3aMMOJICHCTBHS B IOPSIZIKE, YCTAHOBICHHOM yKa3aHHBIMH (e/lepaabHbIMI OpraHaMH MCIIOJTHUTEIbHON

BJIACTH, CJIEAYIOIIHME CBEACHHUS O JICKAPCTBEHHBIX CPEJCTBAX, B TOM YHUCJIE B Clydyae, €Cld TaKue
CBEJICHHUS COCTABJISIIOT KOMMEPUECKYIO TalHy:

1) cBenenust o papManieBTUYECKON CyOCTaHIIUU:

a) HauMeHoBaHue (hapMaIleBTHUECKOM CyOCTaHINH, €€ CTPYKTypa, 00IIe CBONCTBA,
0) HauMEHOBaHUE U a/IpeC MPOU3BOAUTENS;

B) CBOMCTBA U CTPYKTypa ACHCTBYIOLINX BEIIECTB;

T') XapaKTepUCTHKA TPUMECEH;

n) crieniukanus Ha (apMaleBTHUECKYIO CyOCTaHIINIO U €¢ 000CHOBaHUE;

€) aHAIMTUYECKHE METOAMKH, WCIOJIb3yeMble TPHU OCYIIECTBIEHWH KOHTPOJsS KayecTBa
(hapmareBTHUeCKON CyOCTaHIINH;

) pe3yNbTaThl aHAJIU30B cepuil papMalleBTUYECKOM cyOCcTaHInY;

3) NEepCUCHb CTAHAAPTHBIX 06pa3u0B HJIN BCIICCTB, UCIIOJIb3YyCMBIX IMPU OCYIICCTBICHUN KOHTPOJIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

KayecTBa (hapMaleBTHYECKON CyOCTaHIINH;
1) OMUCAHKUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaTEPUAIIOB U YKYIIOPOUHBIX CPEJICTB;
K) JaHHBIE O CTAOMIBLHOCTH (hapMaIeBTHUECKON CYyOCTaHIINN;
J1) CPOK TOJTHOCTH;
2) CBeJICHHS O JICKAPCTBEHHOM Ipernapate JijIsi MeIUIUMHCKOTO TIPUMEHEHUS:
a) OMHMCaHKUE U COCTAB JICKAPCTBEHHOTO Mperapara JJisi MeIUIIMHCKOTO IIPUMEHEHHUS,

0) omucanue (apmareBTHUECKONH pa3paboTku (0OOCHOBaHHME BBHIOOpa cCOCTaBa, MEPBUYHOMN
YIaKOBKH);

B) HAMMEHOBAHUE U AJPEC MECTA OCYLIECTBIICHUS MPOU3BOACTBA JEKAPCTBEHHOI'O Mpenapara ajs
MEIUIMHCKOTO TMPUMEHEHHs (B Clyyae HaJIWYUs HECKOJbKHMX YYAaCTHUKOB Ipoliecca NPOHU3BOJCTBA
He0o0X0MMO yKa3aTh HAUMEHOBAHUE U a/IpEC KaXKJI0TO U3 HUX);

') MUKPOOHOJIOTUYECKUE XapaKTEPUCTUKH;

1) OITUCAHKE XapaKTEPUCTHK U CBOWCTB YITAKOBOYHBIX MaTEPHAIIOB M YKYIOPOUHBIX CPECTB;

e) Tpe6OBaHI/I}I K Ka4C€CTBY BCIIOMOTI'aTCJIbHBIX BCIICCTB,

)K) AHAIIUTHUYCCKUC MCTOAWKH, MCIIOJIB3YyCMbIC TIpH OCYIICCTBJIICHUMU KOHTPOJIS KadCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

3) CBCIICHHUA 00 HCHOJIb30BAHUH BCIIOMOTaTEILHBIX BC€IICCTB YCJIIOBCUYCCKOTO M >XKHBOTHOI'O
IIPOUCXOKIACHUSA,

I/I) CBCACHUA 00 HCITOJIb30BAaHUM HOBBIX BCIIOMOTaTeNbHBIX BCIICCTB,

K) TpeOOBaHMS K KauecTBY JIEKaPCTBEHHOI'O TMpemapara i MEAMIMHCKOTrO0 MpPUMEHEHHUs
(ceprudukar, cienudukanys Ha JSKapCTBEHHBIH Mpernapar ¥ uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUC MCTOAUKH, MCIIOJIB3YyCMbIC TPU OCYHICCTBICHUM KOHTPOJA KadeCTBa
JICKApCTBCHHOTO IMperaparta JJIid MEAUIUHCKOI'0 IPUMCHCHUS ;

M) pe3yJIbTaThl AaHAJIM30B CEPH JIEKApCTBEHHOTO IIpenapara Al MEJUIMHCKOrO IPUMEHEHMS;
H) XapaKTepUCTHUKa IIpUMeceii;

0) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O Ipernapara Juisi MEJUIIMHCKOTO IPUMEHEHMUS,;
3) OTYeTHI O JOKIIMHUYECKUX HUCCIIEIOBAaHUSIX;

4) OTYCTHI O KIMHUYCCKHUX UCCICIOBAHUAX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

5) macTtep-daiin cuctemsl (hapMaKoHaI30pa;

6) TuIaH ynpaBIeHUs PUCKAMHU.
(dactb 2.1 BBegena denepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

3. Ilpu ocymectBiieHnr ¢eaepaTbHOrO TOCYIapCTBEHHOTO KOHTposs (Ham3opa) B cdepe
oOpalleHust JICKAPCTBEHHBIX CPEACTB IMPOBOJATCS CIEAYIONUE BHUJIBI KOHTPOJBHBIX (HAI30PHBIX)
MEPOIPUSITHH:

1) nokyMeHTapHas poOBepKa;

2) BbI€3JHAsI IPOBEPKA,

3) BEIOOPOYHBII KOHTPOJIh KA4eCTBA,
4) KOHTpOJIbHAs 3aKyIIKa;

5) UHCTIEKITMOHHBINA BU3UT;

6) HaOmroACHWE 3a COOIOJIeHHEM O00s3aTelbHBIX TpeOOBaHUNM (MOHUTOPUHT OE30MMaCHOCTH)
(papmakonanzop).

4. OpraHuzanusi U OCYIIECTBIEHHE (eaepaTbHOI0 TOCYIapCTBEHHOIO KOHTpOJs (Haa30pa) B
cdepe oOparieHus JIEKapCTBEHHBIX CPEACTB perynupyrorcs denepanbHbiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (Haa30p€e) U MyHULMIATILHOM KOHTpoJie B Poccuiickoit
Oenepanun.

5. BHemaHOBBIM BBIOOPOUYHBIH KOHTPOJIb KAauyecTBAa MPOBOJUTCS B TOM 4YMCJIE€ HAa OCHOBAHUU
IIPOrpaMMBbI IPOBEPOK.

6. I1naHoBEII BBI60pOQHBIﬁ KOHTPOJIb Ka4€CTBa HC IMTPOBOAUTCH.

7. Tlo pesynbrartam (enepalbHOTO TOCYAapCTBEHHOIO KOHTPOIs (Hama3opa) B cdepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJCTB HApsAy C PELICHUSAMH, MpeaycMOTpeHHbIMU DenepaibHbIM 3aKoHOM OT 31
ntosisg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJie (Haa30pe) M MyHUIIMITAIbHOM KOHTPOJIE B
Poccutiickoit @eaepannn", GpeaepaabHBIMU OPTaHAMH UCIIOTHUTEIBHON BIACTH, YIIOJHOMOYCHHBIMU Ha
ocymiecTBlieHHe (eaepaibHOro TOCYJapCTBEHHOTO KOHTposs (Ham3opa) B cdepe oOpaieHus
JIEKAPCTBEHHBIX CPEJICTB, IPUHUMAIOTCS CIIETYIOLINE PEIICHHUS:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) o nmanbHeWIeM IpaXXAaHCKOM O0OpOTE CEepuH, NapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpelCcTBa B Cllydae MOATBEPKIACHUS 1O pe3yIbTaTaM MPOBEACHHBIX UCTIBITAHUNM COOTBETCTBHS KaueCcTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 U3BATUU U3 TPAKAAHCKOTO 000pOTa CepUH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO
CPEICTBa B CIy4ac BBIABJICHMS II0 Pe3yJbTaTaM IPOBEIEHHBIX MCIBITAHUA HECOOTBETCTBMSI KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSAM;

3) o mepeBoje JICKAPCTBEHHOTO CPEJCTBA HA TMOCEPUHHBIA BBIOOPOUYHBIA KOHTPOJIH KadecTBa
JICKApCTBCHHBIX CPCACTB B CJIydac MOBTOPHOI'O BBIABICHHUA HECOOTBCTCTBUA KAYCCTBA JICKAPCTBCHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CpeACTBa YyCTAaHOBJIEHHBIM TPeOOBaHUAM M (IpU HEOOXOTUMOCTH) O MpOBEpKe CyOBeKTa oOpaleHHs
JIEKapCTBEHHBIX CpeACTB. Pacxofpl, CBA3aHHBIE C MPOBEACHUEM MOCEPUHHOTO BEIOOPOYHOTO KOHTPOJIA,
OIUTaYMBAIOTCS MPOU3BOAUTENEM JIEKAPCTBEHHOIO CpeAcTBA JHOO JAepKaTeleM WM BIaJelbleM
PETUCTPALIMIOHHOIO YJJOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapara.

4) 0 CHATHUH JIEKAPCTBEHHOTO CPEACTBA C IMOCEPHIHOTO BBHIOOPOYHOTO KOHTPOJIS KaduecTBa
JIEKAPCTBEHHBIX CPEJCTB HA OCHOBAHHMHM IOJIOKUTEIBHBIX DJKCIEPTHBIX 3aKIFOYCHHH, BBIJAHHBIX
(denepanbHBIM TOCYAaPCTBEHHBIM OIO/DKETHBIM YUPEKICHHEM, [OABEIOMCTBEHHBIM (heaepaabHOMY
OpraHy HCIIOJHHUTEIBHOW BJIACTH, OCYIIECTBISAIONIEeMY (YHKIIMH O KOHTPOJI M Haa30py B chepe
3IpaBOOXpaHEHUs, WK (perepaTbHOMY OpraHy MCIIOJHUTEIHHON BIACTH, OCYIIECTRISIONEMY (DyHKIUN
M0 KOHTPOJIO H Hama3opy B cdepe oOpamieHuss JIEKApCTBEHHBIX CPEICTB IS BETCPUHAPHOTO
MIPUMEHEHHUS, Ha OCHOBAaHWHU TPOTOKOJIA UCTIBITAHUH JIEKAPCTBEHHOT'O CPEJICTBA, IPOBEICHHBIX MO BCEM
MOKAa3aTeJIsIM YTBEP)KJIEHHON HOPMAaTUBHOM JIOKyMEHTAllMd (HOPMAaTHBHOTO JOKYMEHTA) B OTHOIIICHUH
TpeX cepuil JIeKapCTBEHHOTO CPEACTBA.

(. 4 BBenen denepanbubiM 3akoHoM OT 30.01.2024 N 1-03)

8. denepanbHblii rOCYAAPCTBEHHBIH JIUIIEH3UOHHBIM KOHTPOJb JAEATEILHOCTU IO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIETCS B COOTBETCTBUHM C 3aKOHOJATENBCTBOM Poccuiickoin
denepanuu.

Cratbs 9.1. Nporpamma npoBepok
(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. B menax opraHuzanud BbIOOPOYHOTO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB
(dbopMupyeTcst mporpamma MpoBEPOK.

2. g uened peanusallid IPOrpaMMBbl IIPOBEPOK MPOM3BOAMTEIMN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alliM, OCYILECTBISIOUIME BBO3 JIEKAPCTBEHHBIX cpeacts B Poccuiickyro ®epnepanuio,
NIPEAOCTABIIAIOT B OTHOLICHUM JICKAPCTBEHHBIX CPEACTB JUII MEAMIMHCKOIO IIPUMEHEHUS B
YIOJTHOMOYCHHBIN (hefiepaibHblii OpraH HCIOJHUTEIBHON BIIACTH, OCYIICCTBISIOMUN (DYHKIUU T10
KOHTPOJIIO M HaA30py B cdepe 3apaBOOXpAaHEHHS, B OTHOIICHWH JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO0 TPUMEHEHUS B YIOJHOMOYEHHBINH (enepaabHblii OpraH HCIOJHUTENIBHON BIACTH,
OCYILECTBIIAIOUIMNA (YHKLIMHU 110 KOHTPOJIIO M HAaA30py B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIs  BETEPUHApPHOIO IPUMEHEHHs, CBEIEHUS O CEpUsAX, NapTUAX JIEKApCTBEHHBIX CPENCTB,
MOCTYMAIOUINX B TpakJaHCKUi o0opoT B Poccuiickoit dexepanuu, B MOpsIKe, cocTaBe U o0beMme,
YCTQHOBJICHHBIX YKa3aHHBIMU (peiepabHBIMU OpraHaMU HCIOJHUTEIBHON BIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IIPUMEHEHNS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOT0 IPUMEHEHUS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opmupyercs Ha KaJeHIapHBIM rox B cpok 10 30 gexabpsi rona,
MPEIECTBYIONIEr0 TOAY MPOBEACHHS BBIOOPOUYHOTO KOHTPOJIS.

n_n

4. B ciydae HacTyIUIeHUs COOBITHH, yKa3aHHbIX B HOAmyHKTax "0" m "B" myHkTa 2 4yactu 6
HACTOSIIEH CcTaThH, (eiepaIbHBIM OPraHOM HCTIOJHUTENLHON BIIACTH, OCYIIECTBISIONIMM (PYHKIUH T10
KOHTPOJIIO M HaJ30py B c(epe 31paBOOXpaHEHMs, (efepalbHbIM OPraHOM HCIIOJHUTEIIBHOW BIACTH,
OCYILECTBIIIONIMM (YHKIIUU 110 KOHTPOJI U HAaA30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
JUI1 BETEPUHAPHOIO IMPUMEHEHMs, IIPU HEOOXOAMMOCTU BHOCATCS COOTBETCTBYIOLIME HM3MEHEHHs B
IporpamMmy IMpOBEPOK.

5.B nporpammy IpoOBEPOK MOTYT BKIIHOYATHCA MEPONPUATUSA C YICTOM HapymeHHﬁ, BBIABJICHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

B PaMKax KOHTPOJIbHBIX (Ha/J30pHBIX) MEPOIIPUATHIL 3a MPEIbI YN KaJleHJapHbIN TOI.
6. IIporpaMmMa poBEpPOK COAEPIKUT:

1) mepeueHsb JIEKapCTBEHHBIX CPEICTB, OTOOP 00Pa3IOB KOTOPBIX OYIET OCYIIECTBISTECS B pAMKax
BBIOOPOYHOTO KOHTPOJISA, (GOPMHUPYEMBIH C YYETOM pE3YyJIbTaTOB TOCYIJApCTBEHHOTO KOHTPOJIS
(Hamzopa) B chepe oOpallieHus IEKapCTBEHHBIX CPEJICTB 3a KaJEHAAPHBINA rojl, MPeAIEeCTBYIOMINNA roay
MIPOBEICHUS] BBIOOPOYHOTO KOHTPOJIS;

2) YKa3aHHue€ Ha CO6BITI/IG, HACTYIUICHUC KOTOPOTO ABJISICTCSA OCHOBAHHUEM IJId OCYHICCTBJICHUA
BBIGOpO‘-IHOl"O KOHTPOJIA:

a) TIOJIy4YEeHUE CBEICHUH, MPEACTABIIEMBbIX B COCTaBE U 00bEME, YCTAaHOBJICHHBIX (heaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BIJIACTH, OCYIIECTBISIOIUM (PYHKIMH 1O KOHTPOJI M Haa30py B chepe
3/IpaBOOXpaHeHus, GeaepatbHbIM OPraHOM HCIIOJIHUTENBHON BIACTH, OCYIIECTBIISIIOIIMM (PYHKIIMH 10
KOHTPOJIIO ¥ HaJI30pY B c(hepe oOpallieHus JIeKapCTBEHHBIX CPEJCTB AJIi BETEPUHAPHOTO MPUMEHEHHS, O
Cepusx, MapTUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYMAIOMIMX B Tpa)xaAaHCKHil o0opoT B Poccuiickoit
@denepaly, YyKa3aHHbIX B IIyHKTe | HacTosmed 4YacTH, OpraHu3alUsMHU, OCYIIECTBISIOIUMU
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CpeacTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®enepanuio, 3a HCKIIOUYEHUEM CEPUM WM NApTUX JIEKAPCTBEHHBIX IMpenapaToB,
YKa3aHHBIX B 4acT 4 crathu 52.1 v yactu 6 ctatbu 52.2 HacTosmero deaepabHOrO 3aKOHA;

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

0) moy4yeHue MOCTYyMaIIel B MOPSAIKE, YCTAHOBICHHOM cTaThell 64 Hacrosmero denepanbsHOro
3aKoHa, MH(pOpMAIMK O TOOOYHBIX NEHCTBUSIX, HEXKEIATEIBHBIX PEAKIUAX, CEPbEe3HBIX HEXKENaTEeIbHBIX
peaKIUsaX, HETPEIBUICHHBIX HEXKENATEIbHBIX PEaKIUsIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MIPEapaToB,
00 WHIWBHIyaJIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHU I(PPEKTUBHOCTH JICKAPCTBCHHBIX IPEIapaToB, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WIN 37]0POBBIO YEIIOBEKA
nu00 JKMBOTHOTO MpPH MPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB M BBISABICHHBIX Ha BCEX JTamax
oOparlieHus JIeKapCTBEHHBIX IpenapatoB B Poccuiickoii depepanuu 1 pyrux rocy1apcTBax;

B) MojyudeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 31 urong 2020 roga N 248-D3 "O
roCyJJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHMIMNAIbHOM KoHTposie B Poccuiickoit denepanun”
CBEJICHWU O MPUYMHEHUHU Bpefa Wih 00 yrpo3e NMPUYHMHEHUS Bpeaa >KU3HH, 3J0POBBIO TPAKIaH WU
’KUBOTHBIX.

Cratba 9.2. TlocypnapcTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
MCNONIHUTESNIbHLIMKU oOpraHamun cyb6bekToB Poccunckon depepauum nNONHOMOYUMA B
cdepe obpalieHUs nekapCcTBeHHbIX CPeACTB AN MeAULIMHCKOro NpUMeHeHunsA
(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. TocynapcTBeHHBIII KOHTpPOJbL (HAA30p) 3a peaJn3alueil HCIOJIHUTENbHBIMU OpraHaMu
cyobekToB Poccuiickoit denepanuy NoIHOMOYHMM B cdepe oOpallleHus JIGKapCTBEHHBIX CPEJICTB JUIS
MEJIULMHCKOIO IIPUMEHEHUS OCYILECTBISETCS yNoJaHOMOuYeHHbIM [IpaBurensctBoM Poccuiickoit
denepan OPraHOM UCIIOJIHUTEIIBHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. TlpenMeToM TrocynapCTBEHHOI'O KOHTpoJid (HaA30pa) 3a peanu3auuedl HCHOIHUTEbHBIMU
opraHamu cyOobekToB Poccuiickoit ®denepanuu mnonHomMouuii B cdepe oOpalieHHs JeKapCTBEHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CpeACTB s MEOUIIMHCKOTO  TNPHMEHEHHs  SBJSCTCA  COOJIOJCHHE  YIOJHOMOYCHHBIMH
WCTIONHUTENBHBIMU ~ OpraHamMu  cyObekToB Poccuiickoit ®enepanuu METOIUKH  YCTAHOBIICHUS
MpeleIbHBIX Pa3MEpPOB ONTOBBIX HAM0ABOK M TPEICIBHBIX PAa3MEPOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTITYCKHBIM IICHAM, YCTAHOBJICHHBIM ITPOW3BOIUTEIISIMU JIGKAPCTBEHHBIX MPENapaToB, Ha
JICKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIC B TEPEUCHb J>KM3HCHHO HEOOXOMUMBIX W BaKHCHITUX
JICKaPCTBCHHBIX MPETapaToOB.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

3. Ilpm oOCyLIECTBIEHMH TOCYAApPCTBEHHOIO KOHTpoJid (Hajg3opa) 3a  peanu3anuei
WCTIOJHUTENIbHBIMU OpraHamu cyowsekToB Poccuiickoii denepanyu nmonHomMounii B chepe oOpaiieHus
JIEKAPCTBEHHBIX CPEACTB JUII MEAMIMHCKOIO NPUMEHEHUS MNPOBOAATCA  CICAYIOUIUME  BHUABI
MEpONPHUSITHI:

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) nOKyMeHTapHbIe IPOBEPKH;
2) BbI€3/IHBIE TPOBEPKH.

4. Opranuzanuss ¥ OCYIIECTBICHHE TOCYJIapCTBEHHOIO KOHTPOJA (HAa30pa) 3a peaiau3anueu
WCTIOJTHUTENBHBIMU OpraHaMu cyowsekToB Poccuiickoit denepanmm nmomHoMounid B cepe oOpamieHus
JICKAPCTBCHHBIX CPEJICTB JUISI METUITMHCKOTO MPUMEHEHHUS peryIupyroTcs denepanbHbIM 3aK0HOM OT 21
nexadbpst 2021 roga N 414-®d3 "OO6 o0muX NPUHIKIIAX OpTraHU3AMK MyOJIMYHON BJIACTH B CYOBEKTax
Poccuiickoit ®enepanun".

(B pen. @enepanbuoro 3axoHa ot 08.08.2024 N 232-D3)

5. IlonoxeHue O rocyAapCcTBEHHOM KOHTpoJie (Haa30pe) 3a peanu3alnuedl HCIOJHUTEIbHBIMU
opranamu cyObekToB Poccuiickoit denepanmm monmHOMOUMi B cdepe oOpaimieHHs JeKapCTBEHHBIX
CPENCTB JIJIsl MEJUIIMHCKOTO pUMEHEHHs yTBepxkaaetcs 1IpaBurensctBom Poccuiickoit @enepannn.

(B pen. deaepanbroro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.3. PerunoHanbHbInW rocyfapCTBEHHbIM KOHTposnb (Hap3op) 3a
NPUMEHEeHMEM LIeH Ha NeKapCcTBeHHbIe nNpenapaTtbl, BKITHOYEeHHbIe B NepeYeHb XXNU3HEeHHO
HeobXoAMMbIX U BaXKHEMLLUUX FleKapCTBEHHbIX NpenapaToB

(BBengena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernoHanbpHbIi TOCYJapCTBEHHBIM KOHTPOJIb (Ha30p) 32 MIPUMEHEHHEM LIeH Ha JIEKapCTBEHHbIE
npernaparsl, BKIIOYEHHBIE B [IEPEUCHb >XMU3HEHHO HEOOXOAMMBIX M BaXKHEHMIIMX JIEKapCTBEHHBIX
MpernaparoB, OCYLIECTBISIETCS HCIOJHHUTENBHBIM OpraHoM cyoOwsekta Poccuiickoiri ®Penepanuu,
YIOJHOMOYEHHBIM BBICIIUM HCIIOIHUTEIbHBIM OpraHoM cyObekTa Poccuiickoit denepannu.

(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

2. IlpeaMeTOM PETMOHATIBLHOTO TOCYJAPCTBEHHOTO KOHTPOJIA (HAA30pa) 3a MPUMEHEHHUEM LIeH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX  MpEmapaToB, SBISETCS  COOMIOJCHHE  OpraHW3alUsIMH  ONTOBOW  TOPTOBIH
JIEKApCTBEHHBIMU CPEJICTBAMH, alITEYHBIMU OPraHU3ALUSIMH, UHIUBUYIBHBIMUA MPEITPUHUMATEIISIMU,
UMEIONUMH  JIUIIEH3UI0 Ha (HapMareBTHUECKYIO JESATeIbHOCTh, MEIUIIMHCKUMH OPTaHU3alUsIMU,
AMCIOIIMMH  JIMIIEH3UI0 Ha  (apMareBTUYECKYI0  JICSITEIbHOCTh, HM  HX  000COOJECHHBIMHU
MO/IPa3/ICNICHUsIMU, PACIIONIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpPraHMU3AlMM, MPU PeaU3allK JIEKAPCTBEHHBIX IMpenapaToB TPeOOBaHHWI K MPUMEHEHHUIO
1IeH, YPOBEHb KOTOPBIX HE JOJHKEH MPEBBIMIATE CyMMY (PaKTUYECKOW OTIYCKHOH II€HBI, YCTAaHOBICHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MIPOM3BOJIUTENIEM JIEKAPCTBEHHBIX IPENapaTtoB, M KOTOpble HE MPEBBIIIAIOT 3apPEerHCTPUPOBAHHBIX
NpeJeNbHBIX OTIYCKHBIX IIEH, U pa3MepOB ONTOBBIX Ha10aBOK M (WJIM) pa3MEepPOB POSHUYHBIX HAJ0aBOK,
HE TPEBBIIIAIOIIMX COOTBETCTBEHHO PAa3MEPOB IMPEICIbHBIX ONTOBBIX Hal0aBOK M (WJIM) pa3MepoB
Mpe/ieIbHBIX PO3HUYHBIX HaJ0aBOK, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoit @eneparui.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 323-03)

3. Opranusanys M OCYLIECTBICHHE PErMOHAJIbHOIO I'OCYJapCTBEHHOIO KOHTpOJs (Haa3opa) 3a
NIPUMEHEHHUEM 1IeH Ha JIEKApCTBEHHBIE MpernapaThl, BKIIOYEHHbIE B I€peUeHb KU3HEHHO HEOOXOAUMBIX
U BaXHEMIINX JIEKAPCTBEHHBIX MpenaparoB, peryiaupyrorcs denepanpHeiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJI€ (HaJ30p€e) U MyHULMIIAIBHOM KOHTpoJie B Poccuiickoit
Oenepanun".

4. [lonoxeHne 0 perHoHAIbHOM TOCYAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MpUMEHEHHUEM IIeH Ha
JICKapCTBEHHbIE IIpenapaThbl, BKIIOYEHHbIE B II€PEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JICKApCTBEHHBIX  IPENaparoB, YTBEPXKAAETCSl BBICIIMM  HCIOJHUTENIBHBIM OpPraHOM CyObeKTa
Poccuiickoit deneparum.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.4. ®depepanbHblA rocyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
OeATeNIbHOCTU NO NPOU3BOACTBY NleKapCTBEHHbIX CPeaAcCTB
(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®@enepanbHblil TOCYJapPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb AESITEIBHOCTH IO IPOU3BOJICTBY
JIEKApCTBEHHBIX CPEJICTB OCYHIECTBISIETCS (PenepalbHBIMA OpPraHaMH HCIIOJIHUTENIFHONW  BIIACTH,
ynostHoMo4eHHbIMM [IpaButenscTBoM Poccniickoit denepanun.

2. ®epnepanbHbIl TOCYJAPCTBEHHBIN JTUIEH3UOHHBIA KOHTPOJIb JESTENLHOCTH IO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsIETCS B cooTBeTcTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AeATeabHOCTH" U DenepanbHbIM 3aKOHOM OT 31
utoiig 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpOJiE (HaA30pe) U MyHULIUITAIbBHOM KOHTPOJIE B
Poccwuiickoit @enepanmu”. B pamkax ¢eaepaabHOro TOCYIAPCTBEHHOTO JUICH3MOHHOTO KOHTPOJIS
NESTeIbHOCTH 0 TPOMU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB ILJIAHOBBIE KOHTPOJIbHBIE (HAA30pHBIC)
MEpPOIPUATHSI HE MPOBOASTCS, IPU 3TOM MPOBOAMUTCA MEPUOANMUECKOE MOATBEPKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIEH3MOHHBIM TpeOOBaHUSIM B cOOTBeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
roga N 99-®3 "O nuueH3upoBaHUU OTACIbHBIX BUAOB JI€ATEIBHOCTH".

Mnasa 5. PASPABOTKA, JOKITMHWYECKUE UCCIIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIIEANOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JEKapCTBEHHBIX CPEACTB BKIIOYACT B Ce0S MOHMCK HOBBIX (hapMaKOJIOTHICCKU
AKTUBHBIX BCHICCTB, IMOCICAYIOMICEC HN3YUYCHHUE HX JICKAPCTBCHHBIX CBOf/iCTB, JOKIIMHUYCCKHUC
HCCIIeIOBaHMs, pa3paboOTKy TEXHOJIOTUH MPOU3BOJACTBA (hapMalleBTUYECKUX CYOCTaHLUN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOACTBA JIEKAPCTBEHHBIX MTPEMApaTOB.

2. ®duHaHCOBOE 00ECIIEUCHUE pa3pa60TK1/1 JICKAPCTBCHHBIX CPCACTB OCYILICCTBIIACTCA 3a CUCT:

1) cpencTs denepanrbHOTO OFOIKETA;

www.consultant.ru Crpanvua 27 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=22.10.2024&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=480240&amp;date=22.10.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=363284&amp;date=22.10.2024&amp;dst=100008&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482484&amp;date=22.10.2024&amp;dst=101304&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=464307&amp;date=22.10.2024&amp;dst=102574&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454666&amp;date=22.10.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=480240&amp;date=22.10.2024
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454666&amp;date=22.10.2024
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpelICTB IIPOU3BOJUTENEN JIEKapCTBEHHBIX CPEICTB npu BBITOJIHEHUH
HAYYHO-HMCCJIEIOBATEIbCKUX PAadOT MO JOrOBOPY MEXKAY pa3padOTUMKOM JIEKapCTBEHHBIX CPEICTB U
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPE/CTB;

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepann HCTOYHUKOB.

3. IlpaBa  pa3paboTymka  JIGKQPCTBEHHOTO  CpPEACTBA  OXPAHAIOTCA  TPAKIAHCKUM
3aKOHOJIaTE€JIbCTBOM.

Cratba 11. [JOKnNuUHM4YECKOe wuccrefoBaHWe JeKapCTBEHHOro cpeacTtBa Ans
MeAULMUHCKOro npumMmeHeHus

1. ]_IOKJ'II/IHI/ILIGCKOC HUCCICA0OBAHUE JICKAPCTBCHHOI'0O CPEACTBA AJId MCIHMIMHCKOIO IIPHUMCEHCHUA
IpOBOAUTCA NMYTCM IIPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOJYUYCHHUS IOOKAa3aTCIbCTB
6630HaCHOCTI/I, KadeCTBa U 3(1)(I)CKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. JIOKIMHUYECKOE HCCIIEAOBAHHE JIEKAPCTBEHHOTO CPEACTBA JJS MEAMIMHCKOTO NMPUMEHEHHUS
MIPOBOJIUTCS. B COOTBETCTBHU C MPABWIAMHU HaJyIeKameil 1abopaTOPHON MPAKTHUKH, YTBEPKICHHBIMHU
EBpa3uiickoil 3KOHOMHYECKON KOMUCCUEHN.

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

3. Jlns opraHu3aiyiyi U MPOBEAEHUS JOKIMHHUYECKOrO HCCIIEOBAHMS JIEKAPCTBEHHOTO CPENCTBA
JUTSE MEAMIIMHCKOTO TIPUMEHEHUS pa3pabOTYHKHU JIEKAPCTBEHHBIX CPEJICTB BIPABE MPUBIEKATh HAYYHBIC
OpraHM3aIly, 00pa3oBaTeIbHBIC OPraHU3AI[UH BHICIIETO 00pa30BaHUS U WHBIC OPTaHU3AINN, UMEIOIIUE
HEOOXOMUMYI0  MaTepHaTbHO-TEXHUYECKYI0 0a3y W  KBAIM(DHUIMPOBAHHBIX  CICIHAIUCTOB B
COOTBETCTBYIOIIEH 001aCTH UCCIIETOBAHMS.
(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. I[OKJII/IHI/ILIGCKOC HUCCIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA IJId MCIHUIMUHCKOIO IMPHUMCECHCHUA
OpOBOAUTCA IO YTBCPKIACHHOMY pa3pa6OT‘-II/IKOM JICKApCTBCHHOT'O CPCACTBA IINIaHY C BCIACHUCM
IIPOTOKOJIa 3TOI0 HUCCIACAOBAHUA W COCTABJICHUCM OTUYCTA, B KOTOPOM COJACPKATCA PE3YJIbTAThl 3TOI'O
HCCIICAOBAaHHUA W 3aKIIIOUYCHUC O BO3MOXKHOCTU  IMPOBCACHHUA  KIMHHUYCCKOIO  HCCICOAOBAHUA
JICKApCTBECHHOTO ITperapara JJIid MCIUITUHCKOI0 IpUMCHCHUS.

5. IlpoBeaeHue mpoBEpOK COOMIOAEHUS NpPaBWI HaJuIexkalledl 1abopaTOpHOM MNpPaKTHUKU U
IIPaBOBBIX HOPM HCHOJb30BAHUS JKUBOTHBIX IPH MPOBEAECHUM JOKIMHMYECKHX MCCIEIOBAHUMN
JIEKapCTBEHHBIX CPEACTB JUISI MEIMLUHCKOTO NPUMEHEHHUS OCYLIECTBISETCS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEITHLHOU BIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynbTaTel NOKIMHUYECKOTO HCCIICAOBAHUS JICKAPCTBEHHOTO CPEACTBA JJISI MEIUIIMHCKOTO
INPUMEHEHHS MOTYT OBITh NPEICTABJICHBI B YIOJTHOMOYEHHBIN (hefepaibHblli OpraH MCHOJIHUTEIBHOM
BJIACTH B YCTaHOBJICHHOM TIOPS/IKE B IEISX PErUCTPAIINH JICKAPCTBEHHOTO IpernapaTa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

Cratba 12. [oknuMHWYecKoe uccrneaoBaHWEe JleKapCTBEHHOro cpeacTtesa W
KNUHMYECKoe wuccrneaoBaHWe neKapCcTBEHHOro rnpenapata Ans  BeTepuHapHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npuMeHeHusA

1. JIoKIMHHYECKOE HWCCIICOBAaHKE JICKAPCTBEHHOTO CPEICTBA JUISI BETCPUHAPHOTO MPUMEHEHUS
MIpOBOAUTCA MYTEM IPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B MHCIAX MOJIYYCHHS OOKA3aTCIbCTB
0e30macHOCTH, KadecTBa M A()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHUCJIE OIPEIACICHHS
CpOKa €ro BBIBEJICHUS W3 OpraHu3Ma >KMBOTHOTO, B IEJSIX OOecredeHus 0e30MacHOCTH MPOIYKIHH
YKHUBOTHOTO TIPOMCXOXICHUS MOCIIE MPUMEHEHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Mperapara.

2. JloxnuHMYECKOE HCCIENOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIEA0BAHNE
JICKApCTBEHHOTO TpenapaTta Jjsl BETEPUHAPHOTO MPUMEHEHHs, MCCIeJOBaHHE OMOIKBHUBAJICHTHOCTH
YKa3aHHOT'O JIEKApPCTBEHHOI'O Mpernapara MpoBOJATCS B COOTBETCTBUU C MPABUIAMH, YTBEPIKIECHHBIMU
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

3. JlokiIMHHYECKOoe HCCIel0OBaHUE JIEKAPCTBEHHOIO CpEICTBA M KJIMHUYECKOE MCCIIEJOBAHUE
JIEKapCTBEHHOT'O Ipernapara il BETEPHUHAPHOIO NPUMEHEHUS MPOBOAITCA IO YTBEP)KICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJCHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHUN U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTAThl ITUX UCCIIEIOBAHUM.

4, I[J'I)I opraHu3anv U NpPOBCACHUA JOKIIMHUYCCKOr0 UCCICAOBAHNA JICKAPCTBCHHOI'O CPEACTBA U
KIIMHUYCCKOIro HUCCICAOBaHWA JICKAPCTBCHHOI'O IIpf€riapata A BCTCPHUHAPHOIO IMPUMCHCHUA
paBpa6OT‘lI/IK JICKAPCTBCHHOT'O CpEACTBA MOXKCET IIPHUBJICKATH OpPraHu3alid, MMCIOIIHE H€O6XOI[I/IM}’IO
MaTCpHUAJIbHO-TEXHUYCCKYTO 6a3y u KBaJIH(i)I/II_II/IpOBaHHLIX CIICHaJIuCTOB B COOTBGTCTBYIOH_IGI\/'I obnactu
HUCCICIOBAaHU.

5. KiimHnyeckue ucCiaenoBaHMs JIEKAPCTBEHHBIX IIPENapaToB Ul BETCPUHAPHOIO IPUMEHEHUS
MIPOBOASATCS B BETEPUHAPHBIX OpraHM3alMSIX M B OPraHU3alusiX, OCYIIECTBISIOLIUX pa3BEACHUE,
BBIpAILIIMBAHUE U CO/ICPKAHHUE KUBOTHBIX, B LEJISIX:

1) YCTAaHOBJICHH IIEPEHOCUMOCTHU JICKAPCTBCHHBIX ITPEIIapaToOB 3J0POBBIMUA )KUBOTHBIMH,

2) noz[6opa ONTHUMAJIBHBIX HO3UPOBOK JICKAPCTBCHHLBIX TIIPCIApaTOB MW KypcCa JICYCHHA Ha
KOHerTHOﬁ TpyHrIic ) XKUBOTHLIX C OIIPCACIICHHBIM BaGOﬂeBaHI/IGM;

3) ycraHoBieHuss ~ Oe3omacHOCTH W 3((EKTUBHOCTH  JICKAPCTBEHHOTO  IIperapara,
NpeJHa3HAYEHHOTO ISl JICYCHHs OINPEACTICHHBIX 3a00JeBaHUN KUBOTHBIX, WIH 3((HEKTHUBHOCTH
JIEKapCTBEHHOTO Mpemnapara st popHIaKTHKH 3a00ICBaHUI 3JOPOBBIX KUBOTHBIX;

4) u3yyeHHs BO3MOKHOCTEW pAacCIIMpEeHHs] IMOKa3aHWM K NPUMEHEHHUIO 3aperdCTPUPOBAHHOIO
JIEKapCTBEHHOT'O TIperapaTa U BhISIBICHUS paHee HEU3BECTHBIX MOOOUYHBIX JEHCTBHIA.

6. Knuanueckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O MpfriapaTta IJjid BCTCPUHAPHOTO IMPUMCHCHUSA
OCYHICCTBJIACTCA 3a CUHCT CPCACTB pa3pa60TqHKa JICKApCTBCHHOT'O CPCACTBA.

7. OtyeTsl © pe3yiibTaTax MOOKIMHHUYCCKOro HMCCICAOBAHUA JICKAPCTBECHHOIO CPEACTBA U
KIIMHUYCCKOIro HUCCICAOBaHWA JICKAPCTBCHHOI'O IIpf€riapata [JIA BCTCPHUHAPHOI'O IMPUMCHCHUA
COCTaBJIAKOTCA pa3pa60Tq1/H<0M JICKAPCTBECHHOI'0O CpE€ACTBa C YUYETOM 3aKJII0YCHUHN OpFaHI/IBaHI/Iﬁ,
NPUHUMABIINX YUACTUC B OPraHU3alUU U IIPOBEACHNUHU 3THUX HCCIICIOBAHUM.

8. KOHTpOJIB 3a IMPOBCACHUCM HOOKIMHHUYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB H
KIIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHBIX  IMpCrapaToB AJid BCTCPHUHAPHOI0O IMPHUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OCYHICCTBIIACTCA YIIOJITHOMOYCHHBIM (bezlepaanLIM OpraHomMm HUCITOJTHUTEILHOM BIIACTH.

Masa 6. OCYWECTBINEHUE FOCYOAPCTBEHHOW PETMCTPALIMM,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: nmpumedanue.

Ilo 3asBnenumsM, nomanHeiM 10 01.01.2021, nexapcTBeHHbIE Npenaparbl Uisl MEIULIHUHCKOTO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUsAMH, nericTBoBaBmmMu 10 30.01.2024.
O npusenenuun B coorBercTBUE ¢ akTamMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX MPENApPaTOB
cMm. @3 or 30.01.2024 N 1-®3.

Cratba 13. [locypapcTBeHHasi perucrpauusi, perucrTpauusi JeKapCTBEeHHbIX
npenaparoB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

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

1. B Poccuiickoii @enepauuu IOMYyCKAlOTCS MNPOU3BOJICTBO, XpaHEHHE, IEPEeBO3Ka, BBO3 B
Poccuiickyto ®enepanuto, BbiBo3 u3 Poccuiickoit denepanuu, pekiama, OTIYCK, pealu3alus,
nepeaaya, MIPUMEHEHUE JIEKAPCTBEHHBIX MPENapaToB, €CJIU OHU 3apEruCTPUPOBAHBI YIIOJTHOMOYEHHBIM
(pGIICpEUILHBIM OpraHom HWCIIOJTHUTEILHOM BJACTH B COOTBETCTBUHM C HaCcTOAIIUM CDeaepaanHM
3aKOHOM JIN0OO B COOTBETCTBUU C AKTAMM, COCTaBIsAOIMMU MpaBo Coro3a.

(B pen. ®enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N_1-D3)

2. 'ocygapCTBEHHOM perucTpaiuu moajiexKar:

1) Bce JexapcTBEHHbIE Mpenapathl, BIEpPBbIE MOJUIekalllle BBOJAY B oOparieHue B Poccuiickoit
Odenepauny;

2) I5eKkapCTBEHHBbIE IIpenaparbl, 3aperuCTPUPOBAaHHBIE pPaHEE, HO IPOU3BEACHHBIE B JPYIUX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUHU C TEPEUYHEM HAUMEHOBAHUI JIEKapCTBEHHBIX (POPM, B HOBOM
JO3UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MTPENapaToB.

3. 'ocynapcTBeHHast perucTpanys JIEKapCcTBEHHBIX MIPENapaToB OCYIIECTBIISETCS M0 pe3ybTaTaM
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB.
(uactsp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. l'ocynapctBeHHast ~ perucTpauus  JIGKQpCTBEHHOrO  IIpermapaTa  OCYLIECTBIISETCS
COOTBCTCTBYIOIIHUM YIIOJTHOMOYCHHBIM (beﬂepaJ'II)HBIM OopraHomM HCIOTHUTEIbHON BIIACTH B CpPOK, HC
MPEBBILIAIONINM CTa MIECTUAECATH PadOuMX IHEM CO JHS NPUHATHS 3a4BICHUS O TOCYAapCTBEHHON
perucTpaluy JEKapCcTBEHHOTO TMpemapara [Aisi MEIULUHCKOTO TpPUMEHEHUs, U B CpPOK, HE
MPEBBIIAIONINA CTa JBagUaTH paboyuX JHEH CO JHS TPUHATUS 3asBICHUS O TOCYAapCTBEHHOU
perucTpalnuy JEKApCTBEHHOrO IMpenapara JJisi BETEPUHAPHOrO MpPUMEHEHUs. B ykazaHHBIN Cpok
BKJIFOYAETCS] BpeMs, HEOOXOUMOE JIJIsl IOBTOPHOTO MIPOBEICHUSI DKCIIEPTU3BI JICKAPCTBEHHOTO CPEACTBA
B COOTBETCTBHHM CO cTaThell 25 Hactosmero ®denepansHoro 3akoHa. Cpok TrocyaapCTBEHHOM
perucTpaly JIeKapCTBEHHOIO IMperapaTa MCUUCISETCS CO JHS TPUHATUS COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (eiepalbHbIM OpraHOM HCIIOJIHUTEIBHON BIACTH COOTBETCTBYIOLIETO 3asIBICHUS O

www.consultant.ru Crpanuua 30 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100084&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=451218&amp;date=22.10.2024&amp;dst=196&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100086&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477536&amp;date=22.10.2024&amp;dst=100026&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=22.10.2024&amp;dst=100015&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100087&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100088&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=319062&amp;date=22.10.2024&amp;dst=100537&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

TOCYJapCTBEHHON perucTpalyy JIEKAPCTBEHHOIO0 Mperapara ¢ TMPUIOKEHHEM HE0O0XOAUMBIX
JOKYMEHTOB I10 JI€Hb BBIIAYU PETMCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipernapara. Bpems,
HE00X0IMMOE JIJIsl HAPABJICHUSI YIOJIHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCHOJIHHUTENBHON BIACTH
3arpoca O IpeACTaBICHUN HEOOXOIUMBIX MAaTEePUAIIOB H MPEICTABIICHUS 3asBUTEIIEM OTBETa Ha TaHHBIN
3ampoc B COOTBETCTBHUHU €O cTaThaMu 16, 19 m 23 Hacrosmero @enepasbHOrO 3aKOHA, HE YUUTHIBAECTCS
IIPY UCYUCIIEHUU CPOKA IOCYIapCTBEHHOM PErUCTPalliy JIEKAPCTBEHHOTO IIpernapara.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. l'ocynapcTBeHHOM perucTpalvu He MOJJIeKaT:

Koncynprantlntoc: npumeyanue.
C 01.03.2025 B . 1 u. 5 cr. 13 BHOCATCs u3meHeHus (D3 ot 30.12.2021 N 463-D3). Cum. Oyayuryio

PEAAKIINIO.

1) nmekapcTBeHHBIE MpernapaThl, U3TOTOBJICHHBIC ANTECYHBIMU OPTAHMU3ALUSIMH, BETEPUHAPHBIMU
anTEeYHBIMU OPTaHU3ALMIMU, UHINBUIYATHHBIMH MIPEANPUHUMATEIISIMH, KOTOPbIE UMEIOT JTUIEH3UIO Ha
(hapMaleBTUUECKYIO JEsTebHOCTh, IO pEeLenTaM Ha JIEKapCTBEHHbIE IMpernapaTbl U TpeOOBaHUSIM
MEIUIIMHCKUX OpraHu3aliii, BETepUHAPHBIX OPraHU3AlIHIA;

2) J5eKapCTBEHHble NpenapaTrhl, NPUOOPETEHHblE (PU3MUECKUMM JMLIAMU 3a [pejaeiIaMu
Poccuiickoit denepanuu U npeIHasHaA4CHHbIE I INYHOTO UCIIOJIb30BaHU;

3) nekapcTBeHHbIE TIpenaparbl, BBO3UMBIE B Poccuiickyro ®enepanuio A oOKa3aHUs
MEIMIIMHCKOM TOMOIIM M0 JKMU3HEHHBIM [IOKa3aHUSIM KOHKPETHOTO TMAalM€HTa Ha OCHOBAHUU
paspelieHus, BEIIAHHOTO YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM MCTIOJTHUTEIHHOM BJIACTH;

4) nexkapcTBeHHBIE CpeACTBa, BBO3UMbIe B Poccuiickyto denepanuio Ha OCHOBAHUU BBIAAHHOTO
YIOJIHOMOYEHHBIM (e/iepaIbHbIM OpraHOM HCHOJHHUTEIBHOM BIacTU pa3pellieHus U MpelHa3HaueHHbIe
JUI TIPOBEACHMS KIMHUYECKHUX HCCIIEOBAaHUM JIEKApCTBEHHBIX IpenapaToB W (WIM) IPOBEIEHUS
JKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB JJIA  OCYLIECTBICHUS TOCYHApPCTBEHHOW  pErucTpanuu
JIEKAPCTBEHHBIX IPENAPATOB;

5) bapmaneBTHUECKHE CyOCTAHIINM;

6) panno@apMaueBTquCKHe JICKAPCTBCHHLIC IIPCIIApaThbl, WM3TOTOBJICHHBIC HCIIOCPCACTBCHHO B
MCIAUIMHCKUX OPraHu3anugaXx B HOPAAKE, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM (bel[epaﬂbHHM OpraHomMm
HCIIOJIHUTEIbHOM BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE AJIs1 DKCIIOPTA;

8) OMOTEeXHOJIOTUYECKHE JIEKAPCTBEHHBIC IIperaparhl, NMpeJHa3HAYCHHbIE IS TPHUMEHEHHS B
COOTBETCTBUM C WHIUBHUIYAIbHBIM MEIUIMHCKMM HA3HAYEHUEM M CIELHAIBHO HM3TOTOBJIEHHBIE IS
KOHKPETHOI'O TalMeHTa HEMOCPEICTBEHHO B MEIMLMHCKON OpraHM3alyy, B KOTOPOM IPHUMEHSAETCS
TaKOW OMOTEXHOJIOTMYECKHH JIEKapCTBEHHBIN Ipenapar, MMEIOLIMEe B CBOEM COCTaBe COEJUHEHUS,
CUHTE3UPOBAaHHBIE 10 PE3yJbTATAM TE€HETHUYECKUX MCCIECIOBAHUNM MaTepuaia, IOJIy4eHHOIO OT
MaIMeHTa, A KOTOPOrO HW3TOTOBJIEH TakoW OWOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN mpemnapar.
IlepeyeHp MEIMIMHCKUX OpraHU3allMi, HWMEIOLMX IIPaBO HW3rOTABIMBAaTh M NPHUMEHATb TaKUE
OMOTEXHOJIOTMUECKHE JIEKapCTBEHHBbIE TNpenaparbl, yTBepkaaercs [IpaButenbctBom Poccuiickoit
@enepanun. PasperieHue Ha NpUMEHEHHE TaKUX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnapaToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BBIIAETCS  YMOJHOMOUYEHHBIM (hefiepalibHbIM OpraHOM HCHOJHMTENBbHOM BIAcCTH B  IOPAJIKE,
ycraHaBiuBaeMoM [IpaBurensctBoM  Poccuiickoit  ®eneparuu. Ilopsnok  oOpalneHuss Takux
OMOTEXHOJIOTMYECKHX JEKAPCTBEHHBIX MPENapaToB, BKIIOYAs MOPSIOK UX M3TOTOBJICHUS, TPOBEICHHS
9KCIIEPTU3bl, OCYIIECTBICHHUS] KOHTPOJISI KauyecTBAa TaKUX OHMOTEXHOJOTHYECKUX JIEKapCTBEHHBIX
MpernapaToB, NMPUMEHEHUs, XpaHEHUs], TPAHCIOPTUPOBKU U YTHIIM3ALMU TaKUX OHMOTEXHOJOTHYECKHX
JICKapCTBEHHBIX IPENapaToB, a TakXke TPeOOBaHUSA K TAKMM OHOTEXHOJOTHMUECKUM JIEKApCTBEHHBIM
mpernapataM M MEIMLMHCKMM  OpPraHM3alMsiM, WX  HW3TOTaBIMBAOIMM M IPUMEHSIOIINM,
ycranasinusaroTcs [IpasurensctBom Poccuiickont @enepannu.

(. 8 BBeneH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.1. 3asdBieHue O pErucTpalud BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO Ipemnapara  JAjs
MEIUIMHCKOTO MPUMEHEHHUS MOXKET OBbITh MOJAHO B YIOJHOMOYEHHBIH (eaepanbHbIl Oprax
UCIIOJIHUTEJIBHOM ~ BJIACTH, OCYLIECTBISIOIMIMNA TOCYJApCTBEHHYI PErMCTPALUIO  JIEKAPCTBEHHBIX
[IpernaparoB, MO MCTEYEHUH YEThIpeX JEeT C JaThl TOCYAAPCTBEHHOM PEruCTpallii WM PEerucTpaluu
pedepeHTHOro JeKapCTBEHHOTO Mpenapara sl MeIUIIMHCKOTo puMeHeHus B Poccuiickoit @enepannu.
(uactp 5.1 BBeneHa @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBneHHE O pErucTpanuyd OWOaHANIOroBOro (OWOMOJTOOHOTO) JIEKAPCTBEHHOTO Iperapara
(Omoanasora) sl METUIIMHCKOTO TIPUMEHEHUSI MOXKET OBITh TIOaHO B YIIOJTHOMOUYEHHBIHN (eepanbHbIH
OpraH MCIIOJHUTEIbHON BIJIACTH, OCYILECTBIAIOLUIMNA I'OCYJapCTBEHHYIO PErHCTPALUIO JIEKAPCTBEHHBIX
IpenapaTroB A MEAMLUHCKOTO NPUMEHEHHUs, MO MCTEYEHUH TpeX JIET C JaThl IOCyJapCTBEHHOMN
pEerucTpaIyy Wik perucTpaluu peepeHTHOro JIeKapcTBEHHOro npenapata B Poccuiickoii deneparui.
(uactsp 5.2 BBeeHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He nomyckaercsi HCIOJNb30BaHHE B KOMMEpPYECKHX MEIIX HHPOPMAIMH O pe3ysibTaTax
JOKIIMHUYCCKUX I/ICCJ'IelIOBaHI/Iﬁ JICKApPCTBCHHBIX CpEacCTB )51 KIIMHUYECKUX I/ICCJ'IeJIOBaHI/Iﬁ
JIEKapCTBEHHBIX MPErnapaToB Ui MEAMIMHCKOTO MPUMEHEHUSs, MPEACTAaBICHHOW 3asBUTEIEM JUIS
rOCy/apCTBEHHOW PErucTpali WM PEerUCTpallid JIEKApCTBEHHOTO MpemapaTa, 0e3 ero coriacus B
TEYCHHE IIeCTH JIeT C JaThl TOCYJApCTBEHHOW pETUCTPAllMU WM PETUCTpalud pedepeHTHOTO
JIEKapCTBEHHOT O Ipenapara B Poccuiickont Penepauuu.

(dactb 5.3 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. He nomyckaeTcst rocy1apCTBEHHAs! pErUCTPALIMS:

1) JICKApCTBEHHBIX IIPCIapaToB, OTIHYAOIIUXCA Apyr OT Jpyra Kad€CTBCHHBIM COCTaBOM
ILGIZCTBYIOIHHX BCIICCTB, IMOA OANHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;

2) OJHOTO JIGKAPCTBEHHOTO TpernapaTa, MPeJCTaBICHHOTO HA TOCYAAPCTBEHHYIO PETUCTPALIUIO B
OTHOIICHWU OJIHOTO W TOTO JK€ JepiKaTelis WM BIIAJeNblla PETUCTPANMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O Tpernapara B BUAC ABYX W OoJiee JIEKAPCTBEHHBIX MPEMApPaToOB TOJ| Pa3THYHBIMH
TOPTOBBIMU HAMMCHOBAHUSMHU.

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

7. Tlo 3ampocy B »31eKTpoHHOH ¢opme cyObeKkTa oOpallleHus] JEKapCTBEHHBIX CpPEICTB
COOTBETCTBYIOIIUM  YIOJHOMOYEHHbIM  (peiepalbHbIM  OpraHOM  HCIIOJHUTEIbHOM  BIIACTH,
OCYIIECTBIISAIOIUM I'OCYJapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX [IPENApPaTOB, B YCTAHOBIEHHOM UM
[OPSAJIKE OCYIIECTBISETCSI HAyyHOE KOHCYJIbTHPOBAaHHE IO BOIPOCAM, CBSA3aHHBIM C IPOBEIACHHUEM
JOKJIMHUYECKUX UCCIIeI0BaHUM, KIMHUYECKUX UCCIIeI0BaHUH JIEKApCTBEHHBIX IIPENapaToB, IKCIEPTU3HI
KayecTBa JIEKApCTBEHHBIX CPEICTB, 3(deKkTuBHOCTH U  OE30MaCHOCTH, C OCYLIECTBICHUEM
rOCYJJapCTBEHHON pPErucTpaluy JIEKapCTBEHHBIX MpenapaToB. KOHCYJIbTUPOBaHHE OCYIIECTBIISETCS C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npuBiedeHHeM (eaepaabHbIX TOCYAAPCTBEHHBIX OIOHKETHBIX YUYPEXKICHHM, TOIBEJOMCTBEHHBIX
JaHHOMY (QellepaJbHOMY OpraHy HCIIOJHUTENIBHOW BJIACTH M HE YYacTBYIOUIMX B OpraHU3aLUU
IIPOBEACHUS JKCIEPTU3bl KAayecTBAa JICKAPCTBEHHBIX CPEICTB B LEIAX OCYLIECTBICHUS HUX
rOCYIapCTBEHHOW PETHUCTPALIMM B COOTBETCTBUM €O cTaThed 16 Hactosmero denepabHOroO 3aKOHA, B
BUJIE OTBETa B MHCbMEHHOHN (pOopMe yIOITHOMOUEHHOTrO (heJiepaIbHOr0 OpraHa UCIOIHUTEILHON BIACTH
Ha 3anpoc. Pazmep B3uMaeMol ¢ 3asiBUTEIS IUIATHI ONPEJEIISIETCS B COOTBETCTBUU C 3aKOHOJATENBCTBOM
Poccuiickoit ®@enepanuu 00 OpraHu3alMy MPEIOCTABICHUS TOCYAapCTBEHHBIX M MYHHUIUMAIbHBIX
ycayr. Unpopmarys 00 ocymecTBIEHHH HAyYHOTO KOHCYJIBTUPOBAHMSA, B TOM YUCIIE CTaThU, 0030DHI,
CIpaBOYHBIC MaTepuanbl U WHass WHPoOpManus 00 OCYUIECTBICHHHM HAYYHOTO KOHCYJIHTHPOBAHMUS,
pa3memaercs Ha O(UIIMAILHOM CalTe YIOJIHOMOYEHHOTO (enepaJbHOro OpraHa HCIOJHUTEIHHON
Brnactu B cetu "MHTepHeT" ¢ cOOMIOEHHEM OrpaHMYEHUN, YCTAHOBJICHHBIX 3aKOHOAATEIHCTBOM O
MEePCOHANBHBIX JaHHBIX, KOMMEPUECKOH U (MJIHM) TOCy1apCTBEHHOMN TailHe.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

8. T'ocynapcTBeHHass perucrpanysi JEKapCTBEHHBIX IPENapaToB, KOTOPbIE NMpEAHA3HAYEHBI IS
IIPUMEHEHUsT B YCIOBUSAX BOCHHBIX JEHCTBHUM, YPE3BBIYAWHBIX CUTyallud, MPEeAyNpexICHU
Ype3BBIUANHBIX CUTYAIUi, MPOMWIAKTUKA U JICYCHUs 3a00JI€BaHNH, MPEICTABISIONNX OIMACHOCTD IS
OKpY’KaroIINX, 3a00JI€BaHUI U MOPaKEHUI, MOJyUSHHBIX B pe3yJIbTaTe BO3AEUCTBUS HEOIArONMPUSTHBIX
XMUMHUYECKHUX, OMOJIOTMUECKUX, PAJUALMOHHBIX (AaKTOPOB, U KOTOpPbIE pa3paboTaHbl B TOM 4YHCIE IO
3aJaHUI0 (pelepanbHbIX OPraHOB MCIOJHHUTEIbHON BIIACTH, YIMOJHOMOYEHHBIX B 00JACTH OOOpPOHBI
CTpaHbl M O€30MaCHOCTH IOCYAapCTBa, a TaKXkKe JICKApPCTBEHHBIX CPEJCTB B CiIydae UX AC(PEKTypbl WM
pUCKa BO3HHKHOBEHHUS Ie(PEKTypbl B CBSI3M C BBEICHMEM B OTHOWIEHMHM Poccuiickoit ®enepaunu
OTPAaHUYMUTENIBHBIX MEpP DKOHOMHYECKOTO XapakTepa OCYLIECTBISAETCS B IOPSAJKE, YCTAaHOBIEHHOM
[IpaBurenscTBOM Poccuiickoit deneparum.

(B pen. deaepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bI NIEKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. BKCHepTI/ISa JICKApCTBCHHEBIX CPCIACTB OCHOBLIBACTCA Ha IMPUHIOUIIAX 3aKOHHOCTH, CO6J'IIO)I€HI/I${
InpaB " CBO60,Z[ YCJIOBCKA W TIpaxaaHWHA, IIpaB HOPHIWYCCKOI'O JiMIa, HE3aBUCHUMOCTH OJKCIIEPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IIOJIHOTBI HCCHCHOBaHHﬁ, MMPpOBOAUMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX ,I[OCTI/I)KGHI/II\/'I HAaYKH U TCXHHUKH, OTBCTCTBCHHOCTHU (I)e;[epanLHor 0 TOCyAapCTBCHHOI'O
6IOI[)KCTHOI‘O YUPCKACHUA IO HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB MW I3KCICPTOB 34
IMPOBCACHUEC U KAUYCCTBO 3KCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHBIX MPENnapaToB ISl METUILIMHCKOTO IPUMEHEHHSI BKIIIOYAET B ceOsl:

1) aKcrepTH3y JOKYMEHTOB, MPEICTABICHHBIX JJIS ONpPEACICHUs] BO3MOXXHOCTH PaccCMaTpUBATh
JIEKapCTBEHHBIH Mpenapar il MEJUIMHCKOTO NMPHMEHEHUS B KadecTBE Op(aHHOTO JIeKapCTBEHHOTO
npernapara;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) 3KCHEePTU3Y MPEATIOKEHHBIX METOAO0B KOHTPOJII KadecTBa JICKApPCTBEHHOTO CpejcTBa M (WIIH)
KadecTBa MPEJCTABICHHBIX 00pa3lloB JICKAPCTBEHHOTO CPEJICTBA C HCIOJB30BAHUEM ATHX METOJIOB
(manee - 3KCIIEPTH3a KAUeCTBA JICKAPCTBEHHOTO CPEJICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) DOKCHepTH3y OTHOIICHUS OXKUJAeMOW TMOJIb3bI K BO3MOXKHOMY PHCKY TNPUMCHEHUS
JICKapCTBEHHOTO Ipernapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

4) sKCHepTH3y PETHCTPAIMOHHOTO JIOChE Ha JIGKapPCTBEHHBIN IperapaTr B LENSX ONpeaeIeHHs
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MTPENapaToB JUIsi MEAULIMHCKOTO TPUMEHEHHUS.
(. 4 BBeneH @enepanbHbIM 3ak0oHOM 0T 27.12.2019 N 475-03)

3. DkcnepTH3a JIEKapCTBEHHBIX MPENapaToB /i BETEPUHAPHOTO MPUMEHEHHUS BKIIOYAET B ceOs
AKCIEPTU3Y KauecTBa JICKAPCTBEHHOTO CPEICTBA M HKCIEPTU3Y OTHOILICHUS OXKUJAEMOW MOJb3bl K
BO3MO>XHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO IIperapara.

Cratba 15. ®depepanbHoe rocyfapCcTBeHHoe OHKETHOe Yy4pexaeHue no
npoBeAeHNI0 3KCNepPTU3bl NleKapCTBEHHbIX CPeACTB

DKcnepTu3a JIEKapCTBEHHBIX CPEICTB MPOBOAUTCS (eiepalIbHbIM IOCyAapCTBEHHBIM OIO/IKETHBIM
YUpPEXKJICHUEM COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heepaabHOro OpraHa UCIIOJIHUTEIBHON BIIACTH,
CO3JJaHHBIM JJIs1 00ECHEeYeHUs] WCIIONHEHUS TOJHOMOYMHA 3TOro (elepanbHOro opraHa IO Bblave
paspelieHnii Ha NMpOBeJCHHE KIMHUYECKUX HCCIIEOBAHUM JIEKapCTBEHHBIX MpernaparoB U (MJH) 1O
TOCYJapCTBEHHON perucTpauuy (perucTpalyii) JIEKAPCTBEHHBIX NpenapaToB (Jajee - HKCHEePTHOE
yUpexIeHue).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: npumedanue.

[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT IpU
OoOpalIeHUn JIEKapCTBEHHBIX CPEICTB: Ui MEAWLUHCKOIO IPUMEHEHUs IOCPEICTBOM €IUHOMN
cucTeMbl U (WIM) eaquHoro nopraina, opuMmenstores ¢ 01.01.2025; ana BeTepUuHAPHOTO MPUMEHEHUS
IIOCPEACTBOM €AMHOrO nopTaia, npuMeHnsred ¢ 01.01.2026.

CrtaTtbsa 16. Opral-maau,vm npoBeneHusa 3KCnepTu3bl NNeKapCcTBeHHbLIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOxcmepTusa JEKapCTBEHHBIX CpPEICTB MPOBOJUTCS KOMHCCHEH HKCIEPTOB HKCIEPTHOIO
yUpeX/IeHUs, Ha3HAUEHHOW €ro pyKOBOJMUTENEM, HA OCHOBAaHMM 3aJ[aHHsI HA MPOBEIECHUE SKCIEPTHU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOIO YIOJHOMOYEHHBIM (heepanbHbIM OPraHOM MCIOJHUTEIbHON
BJAacTU. PyKOBOIUTEINb SKCIIEPTHOTO YUPEXAEHUS oOecrieunBaeT HaAjlesKallee IpoBeIeHUE SKCIIEPTU3bI
JICKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJ]aHUEM, BBIJAHHBIM YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIOJHUTEIBbHOM BJIACTH, U OpPraHU3yeT MOATOTOBKY CBOJHOIO 3aKJIOYEHMS 3TOM KOMHCCHU.
B cocraB 3TOH KOMHCCMM N0 PELIEHUIO PYKOBOJIUTENSI SKCIEPTHOIO YUPEKACHHUS MOTYT OBITh
BKJIFOUEHBI B KQUE€CTBE DKCIEPTOB JIUIla, HE padoTaroye B JaHHOM 3KCIEPTHOM YUPEXKJIECHUH, €CIIN UX
CrellMalIbHble 3HAHUSI HEOOXOAMMBI IJIs MPOBEICHHS HKCHEPTH3bl U TAaKHUE€ KCIEPThl OTCYTCTBYIOT B
JAHHOM SKCHEPTHOM YUPEXKJICHHH.

2. DKCIepToM IO MPOBEJCHUIO KCHEPTU3bl JEKAPCTBEHHBIX CPEACTB SBISETCS aTTECTOBAHHBIN
pabOTHUK S3KCIIEPTHOTO YUYPEXKAEHHUsS, KOTOPbIM HMEeT BhICIIEe MEAUIMHCKOE, (hapMaleBTHUECKOE,
OMOJIOTHYECKOE, BETEPUHAPHOE WIM XMMHYECKOe 00pa30BaHUE U MIPOBOIUT IKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEJCTB B MOPSAKE UCIIOIHEHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (J1ajee - SKCIepT).

3. Ilpn mpoBeaeHMH SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB SKCHEPT HE MOXKET HAXOAMTHCS B
KaKkoi-1100 3aBHCHUMOCTH OT JIMIIA, HAa3HAUMBILIETO 3Ty ASKCIEPTHU3Y, pa3pabOoT4HMKa JEKAPCTBEHHOTO
CpelcTBa WK JPYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTaTaX SKCIEPTU3BI JIHLI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

4. Tlpu npoBeleHUM SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE JIOMyCKaeTcs HUcTpeOoBaHME
HKCHEPTOM Y 3asBUTENS JHMOO0 MHBIX JIMI] MaT€pPUaIoOB, HEOOXOIUMBIX Ui MPOBEAEHUS 3KCIepTu3bl. B
Cllydyae HEJOCTaTOYHOCTH IMPEICTABICHHBIX JKCIEPTY MATEpUAIOB B JIMYHBI KaOMHET 3asiBUTENS B
€IMHOW TOCYJapCTBEHHON WH(GOPMAIIMOHHON cHUCTeMe B cdepe 3ApaBOOXpaHEHUs (Haliee - exuHas
cUCcTeMa) OKCHEPTHBIM YUPEKICHHEM HANpaBISIETCS 3ampoc O TMPEIACTABICHHA HEOOXOIUMBIX
MaTepHalioB, MOJAMMCAHHBIA PYKOBOAUTENIEM (YIOJIHOMOYEHHBIM JIUIIOM) SKCHEPTHOIO YUPEKICHUS C
UCIOJIb30BAHUEM YCHJICHHON KBAJIN(UIIMPOBAHHOM JIEKTPOHHON HOMHCH.

(uactsp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.1. 3asBuTenp 00s3aH HANPABUTh B JIMYHBI KaOMHET HSKCHEPTHOTO YUYPEKICHUS B E€IUHOU
CHCTEeME TOJIHMCAHHBIA YCHJICHHOW KBAaTH(DUIIMPOBAHHON >JIEKTPOHHON MOIMHMCHI0O OTBET Ha 3ampoc
SKCIIEPTHOTO YUPEKIEHHUS B CPOK, HE MPEBBIMIAIOIMNN AeBSIHOCTA pabouMX JHEW CO JIHS MOJyYeHUs
9KCIEPTHBIM YYPEXKICHUEM DJIEKTPOHHOIO YBEJAOMIICHHS O IIOJyYEHUU 3asBUTENIEM 3ampoca. Bpems co
JIHSI HAlIpaBJICHUs SKCIIEPTHBIM YUPEKICHUEM B JIMUHBIA KaOMHET 3asBUTENS B €JMHON cUCTeMe 3alpoca
O TPEACTaBJICHUH JIOTIOJIHUTENBHBIX MAaTEpHAIIOB JI0 JIHS HAIpaBJICHUS 3asBUTENEM B JMUHBIA KaOWHET
JKCIIEPTHOTO YUYPEXKJIECHUS B €IMHOW CUCTEME OTBETAa Ha 3alpOC HE YYMUTHIBACTCS IIPU HUCUYUCICHUHU
CPOKa IIPOBEJEHUS DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA.

(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecnn 3asBuTeleM B COOTBETCTBMM ¢ 4acThio 1.1 cratbum 30 wmnm yacteio 2 crtathu 34
Hacrosero denepanbHOro 3aKOHA MPEACTAaBICHA KOMHUS PEIIEeHUs] YIOJIHOMOYEHHOIO (erepasbHOro
OpraHa HCIHOJHHMTENIbHOM BJIAcTH O TMPOBEACHUM (apMalleBTUYECKOH MHCHEKIMH MPOU3BOJICTBA
JICKApCTBEHHBIX CPEJICTB U MEIUIIMHCKOTO NPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSAM IPABHI
HaJUIeKAIEed MPOU3BOJCTBEHHOW NPAKTUKM EBpa3HiCKOr0 SKOHOMHYECKOIO COK03a, 3KCIEPTY J0
odopMIIeHHsT PEe3YyJIbTAaTOB HKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA MPEJICTABISETCS KOMUS 3aKII0UCHUS
O COOTBETCTBUM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpaBWIl HaJUIeXKaleH
MIPOU3BOJICTBEHHO! NMPAKTHKH, BBIIAHHOTO YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM MCIIOJHUTEIbHON
BJIACTH, MJIM KONUS cepTU(UKATa COOTBETCTBHS IMPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEIULMHCKOTO TIPUMEHEHHUS TPEeOOBAHUSAM TMPaBHJ HAJISKANIeW MPOU3BOJACTBEHHONW NPAKTHUKU
EBpa3uiickoro 5KOHOMHUYECKOTO COKO3A.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.3. 3asBuTenb 005S3aH HANPaBUTh B JIMYHBIM KAaOWHET ASKCIIEPTHOTO YUYPEKICHUS B E€IUMHOU
CUCTEME KOIIMIO 3aKJIIOYEHHUs WM KOIHUI0 cepTH(HKaTa, YKa3aHHBIX B 4acTH 4.2 HACTOAIIEH CTaThu, B
CpPOK, HE TPEBBIMIAIOIINNA CTa BOCBMHIECATH pabo4yMX JHEH cO JHS TMONY4YeHHs] DKCIEPTHBIM
YUPEXKJIEHUEM IEKTPOHHOI'O YBEAOMJIEHUS O MOJIYYEHHM 3asBUTEIEM IMOJINUCAHHOIO PYKOBOJIUTENIEM
(YIOJIHOMOYEHHBIM ~ JIMIIOM)  3KCIEPTHOTO  YUYPEXKIEHHs] C  HCIIOJIb30BAHUEM  YCHIJICHHOMN
KBIN(UIIMPOBAHHON 3JIEKTPOHHOM MOANKCHU 3ampoca O MPeJoCTaBICHUH TOKyMeHTa. Bpems co nHs
HaIpPaBJICHUS SKCIIEPTHBIM YUPEXKICHUEM 3apoca B JTUUHBIN KaOMHET 3asBUTENS B €IMHOM CUCTEME 10
JTHSI HATIPaBJICHUS 3asBUTENIEM B TUYHBIN KaOWHET HKCIIEPTHOTO YUPEXKACHUS B €UHON cHUCTEME KOIUU
3aKJIFOUEHUs] WIIH KOTIMU cepTU(dUKaTa, yKa3aHHBIX B YacTh 4.2 HACTOSAIICH CTaThU, HE YYUTHIBACTCS MPHU
UCYMCIIEHUH CPOKa MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(uactp 4.3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. DkcnepT Npu NPOBEICHHH IOPYYEHHOM €My pPYKOBOJIMTENEM 3KCHEPTHOTO YUPEKICHUS
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s13aH:

1) IMPOBECTU TIIOJIHOC HUCCICAOBAHUC TIPCACTABJIICHHBIX CMY O6’beKTOB, MaTepHuaJioB, naTb
000OCHOBAaHHOE€ M OOBEKTUBHOE 3aKJIIOUCHHE 110 ITOCTAaBICHHBIM nepea HUM BOIIpoOCaM WA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MOTHUBHUPOBAHHOC 3aKIIFOYCHHEC O HEBO3MOXHOCTH TIIPOBCACHUA HM OKCICPTHU3BI JICKAPCTBEHHOTI'O
CpeacTBa, C€CJIMW IMOCTABJICHHBLIC BOIIPOCHI BBIXOAAT 3a MNPCACIIbI CHCHUAIIBHBIX 3HAHUN 9KCIIeCpTa,
00BEKTHI I/ICCJIGI[OBaHI/If/’I 1 MaTCpuajibl HCIIPUT'OJAHBI MJIX HEAOCTATOYHBI IJIA IIPOBCACHUSA I/ICCJIGIIOBaHI/Iﬁ
n aadr 3aKIH4YCHHA 1100 COBpeMCHHI)H\/JI YPOBCHb pa3BUTHA HAYKHW HC IIO3BOJIACT OTBCTUTHL HaA
IIOCTaBJICHHBIC BOIIPOCHI;

2) He pa3riiamarh CBEIEHUS, KOTOPbIE CTAIIM €My M3BECTHBI B CBSI3U C IPOBEIECHUEM HKCIEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA, a TAaKXKe CBEACHUS, COCTABIIIONINE IOCYIapCTBEHHYI0, KOMMEPUYECKYIO MU
HHYI0 OXPaHsAEMYI0 3aKOHOM TaliHy;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN 1 MATEPHAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOIUTH SKCIEPTHU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIllEHUI0 HEMOCPEICTBEHHO K HEMY
opraHu3anuii Wi GU3NYEeCKUX JIML;

2) caMOCTOATENbHO cOOMpaTh MaTepuaiabl [UIsl TPOBEIACHHS JKCHEPTU3Bl JIEKAPCTBEHHOTO
CPEJICTBa;

3) IpOBOAUTH 3KCIIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA B KAYECTBE HErOCY1apCTBEHHOIO 3KCIIEPTA.

7. B cinyyae HEOOXOIMMOCTH JKCHEPT BIpPAaBE XOJaTaliCTBOBAaTh Mepe PYKOBOAMUTEIEM
SKCIIEPTHOTO YUYPEXKACHUS O NPUBICUCHHM K MPOBEIACHHUIO SKCIEPTH3bl JIEKAPCTBEHHOTO CpEICTBa
JPYTUX SKCIEPTOB.

8. Kaxnplil 3KcepT, BXOASIIUN B COCTaB KOMUCCUH 3KCIIEPTOB, KOTOPOM MOPYYEHO NPOBEICHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSTENBHO INPOBOJIUT HCCIEAOBAHUSA,
OLICHUBAET PE3yJIbTAaThl, MOIYYEHHBIE UM JIMYHO M JAPYTUMH 3KCIEpPTaMHu, U (HOPMYITUPYET BBIBOJIBI
OTHOCHTEJILHO ITOCTABJIIEHHBIX BOIPOCOB B Ipe/ieiaX CBOMX CIEIUAIbHBIX 3HAHUH.

9. PesynbTaThl 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA OGOPMIISIOTCS 3aKIIOUYEHUEM KOMHUCCHUU
9KCIEepTOB. B 3akilloueHUM KOMHUCCHHM HKCIEPTOB YKa3bIBAIOTCA IMEpPEUYeHb HCCIEAOBAHUN, 00beM
MPOBEJICHHBIX KAXKIBIM OSKCIEPTOM HCCIEIOBAHUN, YCTAaHOBIEHHBIE KaXKIbIM M3 HUX (aKThl U
CICIIaHHbIE B pE3yJbTaTe MCCIEIOBAHUN BBIBOJBI. JKCIEPT, MHEHHE KOTOPOrO HE COBIMAJAET C
pelIeHHneM KOMHUCCHHM JKCIEPTOB, BIPABE BBIPA3UTh CBOC MHEHHE B MUCHBMEHHOU (hopme, KOTopoe
MIPUOOIIAETCS K 3aKJIFOUEHUIO0 KOMUCCUH IKCIIEPTOB.

10. DxcnepThbl, BXOJSIIME B COCTaB KOMHCCUH, MpeaynpexaaroTcss 00 OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3aKOHOJATENbCTBOM Poccuiickonn @enepanuu 3a Aady 3aKIOYCHHs, COAEPIKALLETO
HE0OOCHOBaHHBIE WK (allbCU(PUIMPOBAHHBIE BBIBO/BI, O YEM OHM JAIOT MOJIHUCKY.

11. Onpenenenuie ypoBHs MpodeccHOHAIBHON MOATOTOBKH IKCIEPTOB U aTTECTallMs X HA TPaBO
MIPOBEJICHUS IKCIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS YKCIIEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOTHUTEIHHOW BIACTH. YPOBEHb MPO(ECCHOHATHLHON IMOATOTOBKH JKCIIEPTOB TOJJICKHUT
MIEPECMOTPY YKa3aHHBIMU KOMHMCCHUSIMHU HE PEKE YEM OJIMH Pa3 B IIATh JIET.

12. HpaBI/ma MMPOBCACHUA SKCIICPTU3LI JICKAPCTBECHHBIX CPEACTB U 0COOEHHOCTH OKCIICPTU3BI
OTACJIIBHBIX BHUAOB JICKAPCTBCHHBLIX IPCIIapaTOB (pe(l)epeHTHBIX JICKApCTBCHHBIX  IIPCIIApaToB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX MpENaparoB, OHOJOTHYECKHX JIEKaPCTBEHHBIX MPEnaparosB,
OMOaHANOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX TMIpernapaToB (OMOAHAJIOrOB), TOMEOMATHUYECKHUX
JIEKapCTBCHHBIX  MPEMapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  MpENaparoB,  KOMOWHAIIHIA
JIEKapCTBCHHBIX  IpenaparoB), (OpMBI 3aKIFOUYEHUH KOMHCCHH JKCIIEPTOB  YCTAHABIIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (heJiepalbHbIM OPraHOM HCITOJIHUTEIIBHOMN BITACTH.

(gactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.

Ho 31.12.2024 nns npemapatoB, NOpou3BeAeHHbBIX B P® B 1ensix HMIOPTO3aMeENIeHuUs,
YCTAaHABIMBAETCS PEXKUM YCKOPEHHOM MPOLEAYpbl TOCPETHCTPAllMd B  COOTBETCTBHHM C
ITocranoBnenuem IIpaButensctBa PO ot 12.03.2022 N 353.

CrtaTtba 17. Nopgava n paccMoTpeHune 3asaBrieHnsa o rocynapCTBeHHoﬁ pernctpauuvm
NeKapCTBEHHOro npenapara Afsl BeTepPUHAPHOro NpuMeHeHust
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantllntoc: npumeuanue.

[Tonoxxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUS TOC. YCIYT IpU
oOpallleHuu JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO IPHUMEHEHUS IOCPEICTBOM EJIMHOIO
nopraina, npumenstores ¢ 01.01.2026.

1. Jlng rocynapCTBEHHOM PpErucTpaluy JIEKAPCTBEHHOIO IIpernapaTa Uil BETEPUHAPHOIO
MPUMEHEHHS pa3paboOTUYMK TaKOro JIEKAPCTBEHHOrO Mpenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUANYECKOE JIMIO (Jajiee B HACTOSIIECH CTaThe - 3asBUTENb) HAIPABISIET MOCPEACTBOM (eepaibHON
rocyJIapCcTBEHHOM MH(POpMAMOHHOM cucTeMbl "EquHBIN mOpTain rocy1apCTBEHHBIX U MYHHIIUIIAIBHBIX
yenyr  (QyHkuwmii)" (mamee - eOuHBIA TOpTal) B YNOJHOMOYEHHBIM (enepanbHBI  Oprax
HCIIOJIHUTENIBHOM BIIACTH 3asIBJIEHUE O TOCYJapCTBEHHOM PETMCTpaLliU JIEKAPCTBEHHOIO Ipenapara ajs
BETEPUHAPHOTO MPUMEHEHHSI, ITOIMUCAHHOE YCHIICHHON KBATU(UIIUPOBAHHOMN 3JEKTPOHHOM MOAIHUCHIO,
a TaK)Ke TOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCSl PETUCTPAIIHOHHOE JOChE HA JIEKAPCTBEHHBIN MpenapaT
JUISL BETEPUHAPHOTO MPUMEHEHUSI.

(dactp 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBneHUN 0 TOCYJapCTBEHHOMN pErucTpaliy JeKapCTBEHHOTO Mpenapara JJisi BETepUHAPHOT O
IIPUMEHEHHUS YKa3bIBAIOTCS:

1) HammeHOBaHME U ajapec 3asiBUTENs, pa3paboTYMKa M IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O
mpernapata s BETEPUHAPHOTO NPUMEHEHUS U aJpec MecTa OCYIIECTBIECHUS IPOU3BOJCTBA
JIEKapCTBEHHOI'0 Tpernapara /i BETEpUHAPHOIO IMpPUMEHEHHUs (B cllydae HaJW4HUsl HECKOJIbKUX
YYaCTHHKOB TIpoliecca IPOU3BOACTBA HEOOXOJUMO YKa3aTh KaXJI0r0 U3 HUX);

2) HaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCiapaTta JJIs1 BETCPUHAPHOI'O0 IIPUMCHCHU A (Me)K,I[yHapOI[HOG
HCIMAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/Iﬂ);

3) MEpCUCHDb I[eﬁCTBYIOHlHX 1 BCIIOMOTr'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjid BETCPUHAPHOT0 MPUMEHCHU A, C YKa3aHUECM KOJIMYUCCTBA KAXKAOT'O U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JIEKapCTBEHHOI'O Ipernapara Jisi BETepUHAPHOTO PUMEHEHHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

5) papmakoTrepaneBTHUECKas IpymIa;

6) HEOOXOAMMOCTH MMPUMEHEHHS YCKOPEHHOW TIPOIEAYPhI SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHON PEerucTpaluu JeKapCcTBEHHOTO MIpernapara;

7) KOIIMM TOKyMEHTOB, OATBEPKIAAIOIINX YIIJIATy TOCY1apCTBEHHON MOLUIUHBIL:

a) 3a MpOBEJIEHUE HKCIEPTHU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBAa U SKCIEPTU3bl OTHOILIEHUS
OKHJIaeMOW TMOJIb3bI K BO3MOXKHOMY PHMCKY IPUMEHEHHsI JIEKapCTBEHHOrO Iperapara Jyls
BETEPUHAPHOTO MPUMEHEHHUS IIPU €ro roCyIapCTBEHHON perucTparim;

6) 3a BblAa4y PCTUCTPAUOHHOTO YAOCTOBCPCHU A JICKAPCTBCHHOTI'O MPCIIapara,

8) HanmMuue corjacHs, MPeJyCMOTPEHHOTO 4YacTbi0 7 HACTOSIIEH CTaThH, €CIM C MOMEHTa
perucrpanuu peepeHTHOro JIEKAPCTBEHHOTO IperapaTa JUisi BETCPUHAPHOTO TPUMEHEHUS TPOIILIIO
MeHee YeM IIECTh JIET.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpannonHoe JOChe B LENSAX SKCIEPTH3BI JEKAPCTBEHHOTO Tperapara JJIsl BETEPHHAPHOTO
npuMeHeHHUs GOpMUpYeTCs U3 CIEAYIOMNX TOKYMEHTOB U CBEJICHUM:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeeHHs O Aate MPEIOCTABICHUS M PETUCTPAMOHHOM HOMEpPE JIMIICH3UH Ha IPOM3BOJICTBO
JICKAPCTBCHHBIX CPEJCTB, NPEIOCTABICHHOW TMPOW3BOJUTEIIO PETHCTPHPYEMOTO JIEKAPCTBEHHOTO
mpernapara Jijisi BETepUHAPHOTO IPUMEHEHUS, 111 POCCHICKUX MTPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

2) cBeeHMs O JaTe MPEJOCTaBICHUS U PETHCTPAMOHHOM HOMEpe JUICH3MM Ha MPOMU3BOJCTBO
JICKApCTBEHHBIX CPEICTB, NPEIOCTABICHHONW TMPOM3BOJUTENIO (hapMalleBTUYECKOH CyOCTaHIIHNH,
BXOJISIIIIEH B COCTaB PETHCTPHPYEMOTO JIGKAPCTBEHHOTO TpernapaTa Jjisi BEeTEpUHAPHOTO MPUMEHEHHS,
JUTSL POCCUMCKHX ITPOU3BOIUTEIIEH;

(B pen. Deaepanbubix 3akoHOB 0T 04.06.2018 N _140-P3, o1 27.12.2019 N 478-D3)

2.1) xomusi JOKYMEHTA, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOWU3BOIUTENS LIS
KaX/J10il TMPOM3BOACTBEHHOM IUIOMIAJIKU PETHCTPUPYEMOro  JIGKApCTBEHHOTO Iperapara s
BETEPUHAPHOTO TPUMEHEHUS M TOATBEP)KIAIOIIETO COOTBETCTBHE MPOM3BOJUTENS JIEKAPCTBEHHOTO
npenapara TpeOOBaHMAM OpPaBUJI HAJIEKANIEW NPOW3BOJICTBEHHOW IPAKTHKH, W €ro MEepeBOx Ha
PYCCKHUH SI3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM TIOPSIZIKE, a TAK)KE KOMHS 3aKIFOUEHHS] O COOTBETCTBUHU
MPOM3BOANTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMSIM NPaBHJI HaJJIKAIIEH MTPOU3BOJCTBEHHOM
NPaKTHKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (pelepalbHbIM OPraHOM WCIIONHHUTENBHONW BIIACTH IS
KaX/J10i MPOM3BOACTBEHHOM IUIOMIAJIKU PETHCTPUPYEMOro JIGKApCTBEHHOTO Ipermapara s
BETEPUHAPHOTO MPUMEHEHHS, JTUOO0 KONHs PEIICHUs O MPOBEICHNH WHCIEKTHPOBAHUS TPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEICTB, IMPHHATOTO YIOJTHOMOYEHHBIM (heJiepalbHbIM OpPTaHOM HCITOJTHUTEIHHON
BJIACTH JIJISI K&KAON MPOU3BOACTBEHHON TUIOMIAJKH PETUCTPHPYEMOTO JICKAPCTBEHHOTO Tperapara Jjis
BETEPHHAPHOTO NMPUMEHECHHS. Y Ka3aHHbIC JOKYMEHTHI IIPEJCTABISAIOTCS B CIIydae, €CIIH MPOU3BOACTBO
JIEKapCTBEHHOTO Mpenapara OCyIIeCTBIseTCs 3a mpeaenamu Poccuiickoi deneparym;

(m. 2.1 BBeneH ®PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

22) KOIIUA AOKYMCHTA, BBIAAHHOI'O YIIOJHOMOYCHHBIM OPraHoM CTpaHbl IIPOU3BOAUTCIIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

¢dapmanieBTHUECKO ~ CcyOCTaHIIMM W TOATBEPXKJAIONIETO  COOTBETCTBHE  MPOM3BOAUTENS
(dapmaieBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKapCTBEHHOIO Mpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHS], TPEOOBAHUAM MPABHII HAAJIEkKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro NepeBoJl Ha PYCCKUMN S3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM IOPSIKE, B CIy4ae, €CJIM MPOU3BOICTBO
(hapmareBTHUeCKOM CyOCTaHITUU OCYIIECTBIsETCS 3a npeaenamu Poccuiickoit deneparuu;

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

3) NpOEeKT HOPMATHBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIH mpenapaT s BETEPUHAPHOTO
IPUMEHEHHUS;

4) DOKyMEHT, COJAEpKaIlMi CIeAyIONyl0 HH(pOpMaIuo o dapMaleBTUYECKONH CyOCTaHIIMHM WA
(bapManeBTHYECKIX CyOCTaHIUAX, BXOIIINX B COCTAB JIEKAPCTBEHHOTO Tperapara Jisi BETEpUHAPHOTO
MIPUMEHEHUS:

a) HaMMEHOBaHHE (DapMaleBTUYECKOW CyOCTaHIIMM, €€ CTPYKTypa, OOIMe CcBOWCTBa (TpH
TOCYJapCTBEHHON  PErHCTpaliid  MMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpPENapaTtoB s
BETEPHUHAPHOTO TPUMEHEHHUS MPEACTaBISIOTCS CBEJIEHHUS O IITaMMe, BKJIIOYas €ro HAauMEHOBAaHHUE,
MH(POPMALIHIO O TPOUCXOXKICHUH, €0 CBOWCTBAX, XapAKTEPUCTUKAX U MECTE JICIOHUPOBAHMS);

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HaMMEHOBaHUE U aJIpeC MPOU3BOAUTENS;

B) TEXHOJIOIrUs IMPOMU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJOB KOHTPOJISI Ha BCEX
CTaugXx IMPOU3BOACTBA,

r) uHpopMmauus O npuUMecsX (HEe NpPEACTaBIseTCs NpPU TOCYAAPCTBEHHOM perucTpanuu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETApaToB JIJsl BETEPUHAPHOTO IPUMEHEHHS);
(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukamus Ha  (apMalEBTHUECKYI0 CyOCTaHIMI0O (HE TPEACTaBIsSETCS  TpH
rOCy/IapCTBEHHOW  pPErucTpallid  MMMYHOOHOJIOTUYECKUX  JICKAPCTBEHHBIX  NpernapaTroB s
BETEPUHAPHOTO MMPUMEHEHHS );

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OnucaHue METOIUK KOHTPOJISl KaueCTBa;

) pe3ynbTaThl aHanM3a cepuil (papmaneBTHYECKOH CyOCTaHIMM (HE NpPEICTaBISAIOTCS TpU
rOoCy/JapCTBEHHOW  pErucTpallid  HMMMYHOOHOJIOTUYECKHX  JICKApCTBEHHBIX  NpernapatoB s
BETEPUHAPHOTO IPUMEHEHHUS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) MepeueHb CTAaHAAPTHBIX 00Pa3IlOB WM BEIIECTB, UCTIOIB3YEMBIX MPU OCYIIECTBICHUN KOHTPOIIS
KauyecTBa;

1) ONMCAHHUE XapaKTEPUCTHK U CBOWCTB YIAKOBOYHBIX MaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JaHHble O CTaOWJIBHOCTH (HE TMPEACTaBISAIOTCA TIPU TOCYNAPCTBEHHOM pErucTpaluu
UMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MPENapaToB /jsl BETEPUHAPHOTO IPUMEHEHMS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCIIOBHS XpaHEHMUS],
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

Koncynsrantllntoc: npumeuanue.
IIpy yCKOpeHHOM MpOLEAYpEe PETUCTPallMy BOCHPOM3BEIEHHOIO Ipenapara JOIyCKaeTcs
HENPEJCTaBICHUE ONMMCAHUA METOJOB M MX JOKYMEHTAJIbHOI'O IOJITBEP)KJIEHUS, NPU MHUCbMEHHOM

0053aTENbCTBE MX TPEACTaBUTh B TeueHWe 12 mecsimeB co aHs peructpanuu (IlocTaHoBneHue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) ordyer O pe3yJbTarax JOKIMHUYECKOTO HCCICAOBAHUS JIEKAPCTBEHHOI'O CPEJCTBA st
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, BKJ'IIO‘IaIOHlI/Iﬁ OIIMCaHUEC METOOAOB onpeneneHI/m OCTATOYHBIX KOJINYECCTB
JIEHCTBYIOIIETO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), JOCTUTAIOMIETO (JIOCTUTAIOIINX) CHUCTEMHOTO
KPOBOTOKA, B TPOAYKIIUU >KHBOTHOTO MPOMCXOXKACHHUS TOCIE MPUMEHEHHUS TaKOTO JICKAPCTBEHHOTO
CPEICTBA, a TAKXKE JOKYMEHTAIbHOE MOATBEPKACHNE (BAIUIAINS) YKa3aHHBIX METO/IOB;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O Ppe3yJbTaTaX KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara A
BC€TCPHHAPHOI'O TMNPUMCHCHHA Y KaXIOro BHJAAa JKHWBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUH 11O

BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TPOEKT UHCTPYKIUU 1O BETEPUHAPHOMY NPUMEHEHHUIO JIEKApCTBEHHOrO Ipemnapara,
cozepxkalieu cieayrone CBeAeHus:

a) HAaMMEHOBaHUE JIEKAPCTBEHHOTO Mpernapara Ui BETepUHAPHOTO NMPUMEHEHUS (MEXIyHapOIHOE
HENaTEeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

0) mekapctBeHHass ¢opMa C yKa3aHHEeM HaWMEHOBAaHMA M KOJIMYECTBEHHOTO COCTaBa
JIEUCTBYIOIIMX BEIIECTB U KAYECTBEHHOI'O COCTaBa BCIIOMOTaTEIIbHBIX BEIICCTR;

B) OIMMCAHME BHEIIHETO B A JICKAPCTBCHHOI'O IIp€riapaTta Ajid BETCPUHAPHOI'O IPUMCHCHUS

r) (dapmakorepaneBTHUECKas TIpyIa JEKApCTBEHHOIO Ipemnapata sl BETEPUHAPHOTO
IIPUMEHEHHUS WIM yKa3aHHUEe "TOMEONaTHUYECKHI JIEKapCTBEHHbIN Npenapar';

n) dapmakomuHamMuka W (papMakOKMHETHKAa (32  HCKIOYeHWEeM  (papMaKOKWHETUKU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEIAapaTOB M PACTUTEIHLHBIX JICKAPCTBCHHBIX IPENapaToB) WA
OIMMCaHNE UMMYHOOHOJIOTMUECKHUX CBOWCTB JICKAPCTBEHHOTO Tperapara;

€) MOKa3aHus JUIs NPUMEHCHHUS;

K) IPOTUBOTIOKA3aHUs AJIs1 IPUMEHEHUS;

3) MepbI IPEJOCTOPOKHOCTH NPU IPUMEHEHUHY;

M) yKa3aHue BO3MOXXHOCTH U OCOOCHHOCTEH MPUMEHEHUS y OEpEMEHHBIX KHUBOTHBIX, Y )KUBOTHBIX
B TIEPUO/T JIAKTAIMH, Y TIOTOMCTBA JKHBOTHBIX;

K) peXHUM J03UpPOBaHUS, CIOCOO BBEIEHUS U MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs Mpuema
JIEKapCTBEHHOTIO IIpernapara Jjis1 BETEpUHAPHOI0 IIPUMEHEHUS, IIPOAOJKUTEIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE TOOOYHEIE HeﬁCTBHﬂ, HEXKEJIATCIIbHBIC PECAaKIIUU TP ITPUMCHCHUU JICKAPCTBECHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npernapara Juisi BETepUHApHOTO IPUMEHEHMS,;
M) CUMIITOMBI IEPEIO3UPOBKH, MEPBI IO OKA3aHUIO IOMOILLY IPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (WJIn) KopMaMu;
0) ¢opMBI BBITyCKa JIEKAPCTBEHHOTO MPeTapara Jjisi BETEPHHAPHOTO MPHUMEHEHHS,

M) ykazaHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEH NeHCTBHUS JIEKQpCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO NPUMEHEHHUS IIPU TIEPBOM IIPUEME UJIH NP €r0 OTMEHE;

p) omucanue (IpH HEOOXOIMMOCTH) ACHCTBUH CIIEIMANINCTA B 00JIACTH BETEPUHAPHH, BIIaJIENblIa
KMBOTHOTO TPH MpPONYCKE NpHUeMa OJHONW MM HECKOJBKMX /03 JIEKapCTBEHHOIO Ipemnapara ajs
BCTCPHUHAPHOI'O ITPUMCHCHUS,

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

C) CpPOK TOAHOCTH W YKa3aHME Ha 3ampeT MPUMEHEHHs JIEKapCTBEHHOTO TIpemapara s
BETEPUHAPHOTO MPUMEHEHHUS 110 UICTEYEHUH CPOKa F'OJIHOCTH;

T) YCIIOBHSI XpaHEHMS;

y') YKa3aHuC¢ Ha HeO6XOI[I/IMOCTL XpaHCHUA JICKAPCTBCHHOTO Ipfrapara 1 BCTCPHUHAPHOI'O
MNPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA ;[eTeﬁ;

¢) ykazanue (mpu HEOOXOAMMOCTH) CHELMAIBHBIX MEpP MPEAOCTOPOKHOCTH NMPU YHUUYTOKEHUU
HEWCIIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENapaToB ISl BETEPHHAPHOTO IPUMECHEHUS;

X) CPOKH BO3MOXXHOI'O HMCIIOJB30BaHUA IPOAYKIHUH KUBOTHOI'O ITPOUCXOXKACHUA IIOCIIE BBEACHUA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa AJIsI BETCPUHAPHOTO IIPUMCHCHUS

1) YCIIOBUS OTITYCKa;

Y) HAMMEHOBAHUS W aJpeca MPOU3BOJICTBEHHBIX IUIOMIAJOK MPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

II) HAaNMEHOBAaHWE, aJpec OpraHW3aIlMH, YIOJIHOMOYCHHOW JepXKaTelieM WM BIaJelbIeM
PETHCTPAllHOHHOTO ~ YIOCTOBEPEHHMSI JICKAPCTBEHHOTO TIperapata Ha MPHHATHE TIPETEH3UH OT
MOTpeOUTENS;

8) IMPOCKTHI MAKCTOB HepBI/I‘-IHOI\/'I YIaKOBKH U BTOpH‘-IHOﬁ YIAaKOBKH JICKAPCTBCHHOI'O IIpCIiaparta
AJI1 BETCPUHAPHOT'O IPUMCHCHMUA

9) cnenyromue CBeIEHHsS O JIEKAPCTBEHHOM IIperapare JJisi BETEPHHAPHOTO IIPUMEHEHUS:

a) OIMCaHKE W COCTaB JICKAPCTBECHHOTO TIperapara Jisi BETePUHAPHOTO MPUMEHEHHUS;

0) onucanue hapMalneBTHUECKONU pa3padOTKH;

B) OMHCaHUE TpoIlecca MPOU3BOJICTBA U €r0 KOHTPOJIS, TOAMMCAHHOE B TIOPSIIKE, YCTAHOBICHHOM

B COOTBETCTBHUU C YaCThIO | HacTOsIIEH CTaThH;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

I) ONHMCaHWE KOHTPOJS KPUTHUECKHX CTaaWii TPOU3BOJCTBA M TPOMEKYTOYHON MNpPOTYKIUH,
MOJINMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBUM € YaCThIO | HAcTOsIIEH cTaThH;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

7) HaUMEHOBAaHWS M ajapeca pa3padOT4MKa, AepkaTens WIM BIAAEIblla PETHCTPAL[IOHHOTO
YIOCTOBEPEHUS]  JIGKAPCTBEHHOTO  Iperapara, IMPOU3BOACTBEHHBIX  IUIOMAJIOK  TPOW3BOIUTEIS
JIEKapCTBEHHOTO Ipenapara Julsi BETCPHHAPHOTO NPUMEHEHHUS C yKa3aHUEeM CTaJUi TEXHOJIOTHYECKOTO
NPOIIECCa, OCYIIECTBIIEMBIX Ha MPOM3BOACTBEHHBIX IUIOLIAJKAX IPOM3BOAMTEINS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHUS,

(B pen. @enepanbubix 3aKkoHOB OT 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

€) (hapmareBTHYECKasi COBMECTHMOCTB;
) MUKpOOHOJIOTHYECKHE XapaKTePUCTUKH;
3) MaTepuaibHbIi OalaHC U1 IPOU3BOJICTBA CEPUU TOTOBOTO MTPOAYKTA;

I/I) OIMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIIaKOBOYHBIX MATCPpUATIOB U YKYIIOPOYHBIX CPCACTB;

Koncynprantllntoc: npumeuanue.

IIpu perucrtpauum IO YCKOPEHHOH MpoLEnype MAOINYCKAeTCsl HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbix . "K" m. 9 4. 3 cr. 17, mpu yCIOBHMM MHCBMEHHOTO O00s3aTelibcTBa MX
MPeoCTaBUTh B TeueHue 12 mecsuen co nHs peructpauuu (Lloctanosnenue [IpaButensctBa PO ot

12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BalMIalusl) MPOLIECCOB U (UIIN) UX OLIEHKA;

J) TpeOoBaHUS K KayecTBY BCIIOMOraTeJbHBIX BellecTB (cepTudukar, crneurduxanus Ha
BCIIOMOTaTEJIbHbIE BEILECTBA U UX OOOCHOBAHUE);

Koncynprantllntoc: npumeuanue.
[Ipu perucrpanum 1O YCKOPEHHOM TMpOLEAype JOMYCKAETCs HENPEACTaBICHUE JOKYMEHTOB,
npexycMoTpeHHbIX . "M" m 9 u. 3 cr. 17, mpu yClIOBHM THCHMEHHOTO O0s3aTeNhCTBA HX

IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrea PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC IIPU OCYHICCTBJICHUNW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

KoncynprantlIntoc: npumedanue.
[Ipm perucrtpanum 1O YCKOPEHHOM MpOLIEAype JONMYCKAaeTCs HENpEeACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIX . "H" m. 9 4. 3 cr. 17, mpu yCIOBUM TNHCBMEHHOTO O0s3aTelIbCTBA HMX

IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrsa PO or
12.03.2022 N 353).

H) JAOKYMCHTAJIbHOC MOATBCPIKIACHUC (BaJ'II/I,[[aLII/IH) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YEMbIX IMPU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OCYHICCTBJIICHNU KOHTPOJIS Ka4€CTBA BCIIOMOT'aTCJIbHBIX BEIICCTB,

0) I/IH(I)OpMaI_II/IH 00 HCIOJIB30BAHUH BCIIOMOTaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOTO MW XKHMBOTHOI'O
MMPOUCXOKIACHUA,

) yrpatuia cuiy. - ®enepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHHMS K KadyeCTBY JICKAPCTBCHHOIO TMpernapara Uil BETEPHHAPHOTO TPUMEHCHUS
(ceptudukar, cnenudukaus Ha JEKapCTBEHHBIN MpermapaTr U uX 000CHOBAaHHE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHUU KOHTPOJIA KadceCTBa
JICKApCTBCHHOTO ITpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

Koncynprantlntoc: npumeyanue.

IIpn perucrpanum 1O YCKOPEHHOM IIPOLIEAYyPE JOIYCKAeTCs HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbx T, "t m 9 4. 3 cTr. 17, mpW YCIOBHM THUCBMEHHOTO O00s3aTelbCcTBa HMX
MpeI0CTaBuTh B TeueHue 12 mecsieB co aas peructpanuu (Ilocranosnenue I[lpaButensctBa PO ot

12.03.2022 N 353).

T) AOKYMEHTaJIbHOE MOATBEPKICHHE (BaUAALNS) aHATUTUYECKUX METOAMK, UCTIOIb3yEMbIX MpHU
OCYILLECTBIEHUU KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOIO Mperapara AJi1 BETEpUHAPHOTO IPUMEHEHUS;

y) JAOKYMEHT, MOJATBEPKAAIOLINI KayecTBO JICKapCTBEHHOIO Ipernapara TpeX HMPOMBIIICHHbBIX
cepuil (IPOTOKOJN aHaNM3a WIM CepTU(UKAT aHAIM3a), OJIHA CEpUs KOTOPOrO JIOJDKHA COBIAAATH C
cepueil oOpasiia JeKapCTBEHHOTO Mperapara, MoAaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NpUMecei;

X) MepevYeHb CTAaHIApTHBIX 00pa3lO0B, UCIOIb3YEMbIX MPU OCYILIECTBICHUU KOHTPOJIS KauyecTBa
JIEKapCTBEHHOTIO IIpernapara JJis BETEpUHAPHOIO IIPUMEHEHUS;

Koncynprantllntoc: npumeuanue.

IIpy yCKOpEeHHOM MpOLEAYpEe pPETUCTPAllMM BOCHPOM3BEIEHHOIO Ipenapara JOIyCKaeTcs
HEMPEACTABICHUE CBEACHUM, MpeaycMOTpeHHbIX mm. "in" m. 9 4. 3 cr. 17, npu NUCEMEHHOM
00s3aTeNbCTBE MX MPENOCTaBUTh B TeueHHe 12 mecsaueB co aHA peructpaunu (IlocraHoBieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO IPUMEHEHMUS;

10) komusi AOKYMEHTa, CojAepKamero WHGOPMAIUI0O O HAIWYUU WU 00 OTCYTCTBUHU (PaKTOB
perucTpaluy JeKapCTBEHHOTr 0 MpernapaTa Juisi BeTepUHapHOro IpUMEeHEeHus 3a npeaenamu Poccuiickoit
denepanuu;

11) cornacue B mucbMeHHOH (opMe, MPeTyCMOTPEHHOE YacThl0 7 HACTOSIIEH CTaThy, B Cilydae
perucTpaiyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O IpenapaTta;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomust NOKyMEHTa Ha PYCCKOM $I3bIKE, 3aBEPEHHOT0 B YCTAHOBJIEHHOM TOpSAKE U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MOJTBEPXKIAIOLIETO MPAaBOMOYHOCTh 3afBJICHHMS O TOCYJApCTBEHHOM PEruCTpaly JIEKapCTBEHHOTO
npernapara Juisi BEeTepUHApHOTO TPUMEHEHHS (JI0BEpEHHOCTD);

Koncynprantlntoc: npumedanue.

HJo 31.12.2030 poccuiiCKHM HPOU3BOAUTEISIM Pa3pelICEHO HE MPEIACTaBIATH CBEICHUS B
cooTBeTcTBUU ¢ M. 13 4. 3 cr. 17 mpu perucrpani MUMMYHOOHOJOTUYECKUX JIEKApCTBEHHBIX
npenaparoB (Iloctanosnenue [IpaButensctBa PO ot 12.03.2022 N 353).

13) cBemeHWss O TOCYIApCTBEHHOH pETHCTpPAallMM T'€HHO-WH)XEHEPHO-MOIU(HUIIMPOBAHHBIX
OpPTraHU3MOB, TPEIHA3HAYCHHBIX /IS BBIIYCKa B OKpYXKAIOIIyI0 cpeay (IpU TOCYIapCTBEHHOM
pEerucTpanyy JIEKapCTBEHHBIX IMPENapaToB Jjs BETEPUHAPHOIO IMPUMEHEHUS, IOJIYYEHHBIX C
NPUMEHEHUEM T'€HHO-UHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COZAEpXKALIMX  TaKue
OpIraHU3MBl).

(n. 13 BBenen denepanbHpiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeAeHMHM YCKOPEHHOH MpOLEAYypbl 3KCIEpPTU3bl JIEKApCTBEHHOTO Ipernapara ajs
BETEPUHAPHOIO0 TPUMEHEHMs (32 HCKIIOYEHHEM JIEKapCTBEHHOI'O IIpernapaTta JUisi BETEpUHAPHOIO
MIPUMEHEHHUS, YKa3aHHOTO B yacTu 4.1 HacTosIIel cTaTby) B LENSIX €ro TOCYJapCTBEHHOM perucTpaiuu
BMECTO OTYeTa pa3paboTduMka O pe3yldbTaTax JOKIMHUYECKOTO WCCIEAOBaHUs JIEKAPCTBEHHOTO
CpeAcTBa Uil BETEPUHAPHOIO IMPUMEHEHHS MOXKET OBbITh MpPEICTaBleH 0030p HAy4HBIX pPabOT o
pe3yibTatax JOKIMHHYECKOTO HCCIENIOBaHUSA pe(QepeHTHOro JIeKapCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHHsS, a BMECTO OT4eTa O pe3yJbTaTax KIMHUYECKOTO MCCIeI0BaHus
JIEKapCTBEHHOI'0 IpernapaTta JJii BETEPUHAPHOTO MPUMEHEHHUS OTYET O pe3yjbTaTax HCCIIEeTOBaHHM
OMOPKBUBAJICHTHOCTH  BOCHPOM3BEIEHHOTO  JIGKAPCTBEHHOrO  Mpemapara Juisi  BETEpUHAPHOTO

PUMEHEHHS.
(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-P3, ot 28.04.2023 N _171-P3)

4.1. Tlpu mpoBeneHUHM YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO IMpemnapara s
BETEPUHAPHOTO MPUMEHEHUs, NMPEAHA3HAYEHHOTO JUIsl JICUCHUS JIOMAITHUX JKMBOTHBIX, OMPEICICHHBIX
®enepanbubiM 3akoHOM OT 27 nekabps 2018 roma N 498-®3 "OO6 OTBETCTBEHHOM OOpAICHHH C
YKUBOTHBIMHU 1 O BHECEHMH U3MEHEHHI B OT/JIETIbHBIC 3aKOHOIaTeNIbHbIe akThl Poccuiickoit denepanuu",
U 3apEerHCTPUPOBAHHOTO B KAaueCTBE JIGKAPCTBEHHOTO Mpemnaparta A MEAMIHUHCKOTO MPUMEHEHUs, B
LeIsIX €ero TOCYJapCTBEHHOW perucrpamuy BMECTO OTdeTa pa3paboTumka o pe3ylbTaTax
JOKJIMHUYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA JJII BETEPUHAPHOTO NMPUMEHEHHUS MOTYT
OBITH TIPE/ICTABIICHBI PE3YJIbTAThl JOKIMHUYECKOTO HCCIIEIOBAHNS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTtBa Il MEAWIIMHCKOTO TPUMEHEHHsS, a BMECTO OTdeTa O pe3yjibTaTaX KIMHHYECKOTO
HCCeA0BaHMS JIEKAPCTBEHHOTO TIpenapara JJisi BEeTepUHAPHOTO MMPUMEHEHHUS - 0030p Hay4YHBIX paboT o
pe3ynbTaTax KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHOTO MpenapaTa il MEAUIIMHCKOTO IPUMEHEHUS
Ha BHJIaX )KMBOTHBIX, KOTOPBIM MPETHA3HAUAETCS UCCIEAYEeMbIN JIeKapCTBEHHBIN Mpenapar.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha »kcnepTu3y pasmuyYHBIX JIEKApCTBEHHBIX (OPM OFHOTO W TOTO K€ JIEKApPCTBEHHOTO
rnpenapara Uil BETEPHUHAPHOIO IPUMEHEHMs 3asBUTENb NPEACTABISAECT OTICIbHBIE 3asBICHUS U
pErucTpalioHHbIE 10ChEe Ha KAXKAYIO JeKapcTBeHHYyIo ¢opMy. Ilpu ycioBuM oaHOBpeMEHHOH Hojauu
Ha 3KCIEePTU3Y OJHOM JIEKapCTBEHHON ()OPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLue, 00beMoM
3asBUTEIb IPEJCTABISACT OJHO 3asBJIICHHE W PETrUCTPALMOHHOE J0ChE C IMPUIIOKEHUEM MAKETOB
IIEPBUYHOM YIIAKOBKM M BTOPUYHOM ymNakoBKM. Ha makerax NEpBHYHONM YNAKOBKM M BTOPUYHOU
YIaKOBKH YKa3bIBAIOTCS BCE TMPOU3BOIMMEIE TO3HUPOBKH, KOHIICHTPALNH, 0OBEMBI M KOJHMYECTBO /103 B
YITAKOBKE JIEKAPCTBEHHOT'O IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHHS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciydae HenpeaCcTaBIEHUs € 3asBICHUEM O TOCYJApPCTBEHHON PETMCTpALMU JIEKAPCTBEHHOTO
Ipenapara il BETepUHapHOro IPUMEHEHUS JOKYMEHTOB, IOATBEPKAAOIINX YIUIATy FOCY1apCTBEHHON
[OLUINHBI U YKA3aHHBIX B IyHKTE 7 Y4acTU 2 HACTOSILEN CTaTbU, CBEICHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHktax 1 u 2 yactu 3 HacTosAmled CTaTbM, a TaKXKe BbIJAaBaeMbIX (IIPEIOCTABIISIEMBbIX)
YIOJIHOMOYEHHBIMU (heZiepalIbHBIMU  OpraHaMHU HCIIOJIHUTENBHONW BJACTH JOKYMEHTOB (CBEIEHM),
yKa3aHHbIX B MNyHKTe 2.1 Yactu 3 HacTosIIed CTaThbHM, YIMOJHOMOYEHHBIN (enepanbHblii OpraxH
UCTIOJHUTEIBHOM ~ BJIACTH  3alpalllMBaeT  yKa3aHHbIE JOKYMEHTHl (CBEICHHs) B  IOPSIKE
MEXBEJOMCTBEHHOTO HH()OPMAIIIOHHOTO B3aUMOJICHCTBUSI.

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

7. He nomyckaercs WCIOJIb30BaHHE B KOMMEpPUECKHX MeNsiX HMHpOpMalMu O pe3yibTaTrax
JNOKIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeAOBaHUMN
JIEKapCTBEHHBIX TIPEnapaTroB I BETEPUHAPHOTO TMPUMEHEHUS, MPEJICTaBICHHON 3asBUTENEM IS
rOCYJJapCTBEHHOI perucTpannu JeKapCTBEHHBIX MPenapaToB, 6€3 ero corgacus B TEUEHHUE IIECTH JIET C
JaThl TOCYJApCTBEHHOW peructpanuu pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara B Poccuiickoi
denepauuu.

8. Jlepkartenp WM BIIAJENEI PETHCTPALIIOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Tperapara s
BETEPHHAPHOTO MPUMEHEHHS MTPEJCTABISCT B YIOJTHOMOUYCHHBIN (heiepaibHblii OpraH HCIOTHUTEIBHOM
BJIACTH OTYET II0 pe3yJbTaTaM (papMaKoHAI30pa OAWH Pa3 B IIECTh MECSLEB B TEUCHHE JBYX JIET ITOCTIE
TOCYJapCTBEHHON perucTpanu JieKapcTBEHHOro mpemnapata B Poccuiickoit ®enepanuu, 3artem
CIKCTOJHO B TCHCHHUEC MMOCIICAYIOINX TPEX JICT U B I[aJ’IBHefIH.IeM OIWH pa3 B TpH roja.

(uactp 8 BBeneHa denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. YTpatuna cuny ¢ 1 ceHtabpa 2024 ropa. - PepepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Koncynbrantllntoc: npumeuanue.

[Tonoxxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
oOpallleHuN JIEKapCTBEHHBIX CPEIACTB: I MEAMIMHCKOIO IPUMEHEHHs IOCPEICTBOM EIUHOMN
CUCTEMBI U (WJIM) ennHoro noprana, opuMenswred ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €MHOT0 nopraia, npuMenstores ¢ 01.01.2026.

Cratba 19. MNpuHATUE pelueHMA O BblAaye 3KCMEePTHOMY YUYpeXAeHUI0 3af4aHuMA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Tteuenume necatm pabouyux JHEH cO JHS TPHUHATHS 3asBICHHS O TOCYIApCTBEHHOMN
perucTpalyy JIEKapCTBEHHOTO MperapaTa WM 3asBICHUS O MPU3HAHWU JIEKapCTBEHHOIO TMperapara
ophaHHBIM JIEKAPCTBEHHBIM IMPENapaToM COOTBETCTBYIOIIUN YHNOJTHOMOYEHHBIN (eaepaabHbId OpraH
WCTIOJTHUTEIILHOUN BIACTH MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABWIBHOCTH O(hOpMIICHUS
MIPEJICTABICHHBIX JIOKYMEHTOB PETUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIA IperapaTr W MPUHHUMACT
peleHre o BbIIavye 3aJaHus Ha MPOBEICHHE:

(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OKCICPTU3BI NOKYMCHTOB, NPCACTABJICHHBIX IAJId ONPCACICHUA BO3MOXHOCTH PACCMATPUBATH
HeKapCTBeHHBIﬁ npenapar Ajd MCOAUIUHCKOTO IMPUMCHCHHA B KauCCTBC Op(l)aHHOF 0 JICKAapCTBCHHOTI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npenapara;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.
C01.01.2026 n. 2 4. 1 c1. 19 yTpaunsaet cuny (D3 ot 30.01.2024 N 1-D3).

2) SKCHCPTU3bI JICKAPCTBCHHOI'O CPCACTBA B YaCTHU OSKCHCPTU3bI KAYCCTBA JICKAPCTBCHHOI'O
CpeacTBa MW OSKCIHCPTU3bI OTHOUICHUA oncnnaeMoﬁ MMOJIb3bl K BO3MOXXHOMY PHCKY I[IPUMCHCHUA
JICKApCTBCHHOTO Iperapara JJId MCIUIUHCKOI0 IPUMCHCHUS ;

KoncynprantlIntoc: nmpumeyanue.
C01.01.2026 1. 3 4. 1 cT. 19 yrpauusaer cuiy (93 ot 30.01.2024 N 1-D3).

3) sKcmepTusbl JIEKAPCTBEHHOTO CPEJCTBA B YACTH OKCIEPTU3Bl KAvyeCTBA JIEKAPCTBEHHOTO
CpPEICTBA U DKCHEPTU3bl OTHOUICHHS] OKHUIAEMOW TMOJb3bl K BO3MOXKHOMY PHUCKY NpPUMEHEHUS
JIEKapCTBEHHOI'O TMpernapara i MEAMIIMHCKOIO MPUMEHEHHUs B TMOPSAKE YCKOPEHHOM Mpoleayphl
JKCMEPTU3bl JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTaThedl 26 Hacrosimero denepasbHOTO
3aKOHa;

4) osKcnepTu3bl JIEKAPCTBEHHOIO CpEACTBA B OTHOUIEHWM JIEKAPCTBEHHOrO IIpernapara A
BETEPUHAPHOTO MPUMEHEHHS.

2. YnonHOMOYEHHBIN (enepaibHblii OpraH HWCIOJHHUTEIIBHOW BIIACTH HAIPABISCT B JIMYHBINA
KaOWHET SKCIEPTHOIO YUPEKICHHS B €IUHON CHCTeMe MOIMUCAHHOE YCHUJICHHON KBAaTH(QUIMPOBAHHON
3JIEKTPOHHOW MOJANUCHIO 33JJaHUE Ha MPOBEACHUE IKCIEPTHU3, MPETYCMOTPEHHBIX YacThio | HacTosei
CTaThbW, B JIMYHBIA KaOWHET 3asBUTENs] B EAWHOM CHCTEME - TIOJIUCAHHOE YCHJICHHOMN
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOM MOJMHCHI0 YBEJJOMJIICHHE O MPUHSATOM PEIICHUH O BbIJaue 3a/1aHUs
Ha TPOBEJIEHHE OKCIEepPTU3, MPEIyCMOTPEHHbIX 4YacTblo | Hacrosimed craTbM, M B Ccllydae
HEOOXOAMMOCTH O BBIFaue paspenieHuss Ha BBo3 B Poccuiickyro deneparuio KOHKPETHOW IMapTHH,
CEpUU 3apErUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MPOBEACHUM TAKUX SKCIEPTU3 C YKA3aHUEM NPUUUH OTKa3a.

(uacts 2 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. B ciyyae BBISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH HH(pOpMAIHH, COACpXkKaliehcs B
MIPEJICTABICHHBIX 3asBUTENIEM JIOKYMEHTAX, YIOJHOMOYCHHBIH (peIepaibHbIi OpraH HCIIOJTHUTEIHHON
BJIACTH HAIPABIISET 3asBUTEIIO MOCPEACTBOM €IMHOTO IMOpTaia WINA B €r0 JUYHBIA KaOMHET B €IUHOMN
CHCTEME 3ampoc 00 YTOYHEHWH 3TOW HMH(OpPMAIMH, MOINHCAHHBIA YCHICHHOW KBAIM(UIIMPOBAHHOM
ANEKTPOHHON MOAMKCHIO (Jaliee - 3ampoc YMOJTHOMOUYEHHOTO (hefepaibHOr0 OpraHa MCIONMHUTEIbHON
BJIACTH).

(dactb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3agBuTenp 00s3aH HANpPaBUTh IIOCPEACTBOM E€IMHOIO MOpTaja B  YIOJIHOMOYEHHBIN
GbenepanbHbli  OpraH HCIOJHUTEIBHOW BJIACTH WIM B JIMYHBIA KAaOMHET yIOJIHOMOYEHHOIO
(denepanbHOrO OpraHa HCIOJHUTENBHOW BJIACTM B €IUHOM CHUCTEME IOANUCAHHBIN YCHUIEHHOM
KBAJIM(HUIUPOBAHHON 3JIEKTPOHHOW MOAMUCHI0 OTBET HAa 3alpoC YIMOJIHOMOYEHHOro (enepansbHOro
OopraHa HCIOJHUTEIbHONH BJIACTH B CPOK, HE MPEBBIMIAIONINA JIeBIHOCTA paboO4YMX JHEH cOo JHA
MOJIyYCHHUS YIOJHOMOYECHHBIM (ellepalbHbBIM OPraHOM HCIOJHHUTEIBHOM BIIACTH DJIEKTPOHHOTO
YBEJOMJICHHUSI O TOJyYE€HUHU 3asBUTEIEM JaHHOro 3ampoca. Cpok, yKa3aHHBIM B yacTH | HacTosieu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CTaThH, MPUOCTAHABIMBAETCS CO JHSA HAMpaBIEHUS MOCPEICTBOM EIMHOrO MOopTala WM B JTUYHBIN
KaOWHET 3asBUTENS B EIWHONW CHCTEME 3ampoca YIOJHOMOYEHHOro (enepalbHOTO OpraHa
WCIIOJTHUTEJIbHOW BJIACTU JIO JIHA HAIMpPABJICHUS 3asBUTENIEM IOCPEICTBOM E€IMHOTO IMOpTaja WU B
JUYHBIA KAOWMHET YIMOJTHOMOYEHHOTO (heepaibHOTO OpraHa HCIOJHUTENBHOM BJIACTU B €IUHOU
CUCTEME OTBETA.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM Ul OTKa3a B OpraHU3alluy 3KCIEPTU3, IPEIyCMOTPEHHBIX YacThio | HacToAmEen
CTaThH, SBISETCS NPEJCTAaBICHUE HEOOXOMUMBIX JIsi TPOBEICHHUS MPETYCMOTPEHHBIX 3KCIEPTU3
JIOKYMEHTOB B HEIIOJIHOM 00BbEME WJIM HENPEJICTaBICHHUE 3asIBUTEIIEM B YCTAHOBIIEHHBIN CPOK OTBETA Ha
3arpoc yHoJHOMOYEHHOIo (hefiepajabHOro OpraHa HCIOJIHUTEIbHOW BIIACTH, a TaKXKe IpPEJCTaBICHUE
JIOKYMEHTOB, HE COJIEPKall[X NCUYEPIBIBAIOIIETO MepeUHsl HEOOXOJUMBIX CBEICHUN.

6. [Ipu oTkaze B opraHu3anvu KCIEPTU3BI, MPETYCMOTPEHHONW MyHKTOM 4 yacTu | Hacrosiiei
CTaThH, IOKYMEHTHI, BXOJSIINE B COCTAaB PETHCTPAIIMOHHOTO J0ChE Ha JIEKApCTBEHHBIN Mpernapar s
BETEPUHAPHOTO TPUMEHEHUS, MOTYT OBbITh BO3BpAIllEHBI 3asSBUTEII0 HA OCHOBAaHUHM €ro 3ampoca,
MOJANUCAHHOTO yCHJICHHOW KBaTU(UIIMPOBAHHOW JIIGKTPOHHON TMOAMKUCHIO W  HAMPABICHHOTO
MTOCPEACTBOM €MHOTO IOpTajia B YIIOJHOMOUYEHHBIN (DeepaabHblid OpraH UCTIOTHUTEILHOM BIACTH WIIH
JUYHBIA KAaOWMHET YIMOJTHOMOYEHHOTO (heepaIbHOTO OpraHa HWCIOJHUTEIHHOM BJIACTH B €IUHOU
CUCTeMEe, B TEUYCHHME TPHUALATH PadOYuX JHEH CO THS NPUHATUS YHOJHOMOYEHHBIM (erepanbHbIM
OpraHOM HCIOJIHUTENIBHOW BIACTH peIIeHHuss 00 OTKa3e B OpraHU3aldd TaKOW HKCIEPTU3HL.
YnonmHOMOYeHHBIN (heepanbHblii OpraH UCIOJHUTENBHON BIACTH BO3BpAIllaeT 3asiBUTENIO0 YKa3aHHBIC
JOKYMEHThI B TEYCHHE JAeciITH pabouumx IHEH CO JHS TMOJyYeHHsS COOTBETCTBYIOIIETO 3ampoca
3asIBUTES.

(gactp 6 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-@3; B pen. DeaepanbHOrO 3aK0HA OT
30.01.2024 N 1-®3)

KoncynprantlIntoc: npumeyanue.

[Tonoxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeI0CTaBICHUS TOC. YCIYT TPH
oOpallleHny JEKapCTBEHHBIX CPEACTB IS MEIUIMHCKOTO MPUMEHEHHUS TOCPEICTBOM EIMHON
cuctemsl, npumenstores ¢ 01.01.2025.

Cratba 20. 3kKcnepTu3a [OKYMEHTOB, MpeAcTaBfieHHbIX ANA onpeaeneHus
BO3MOXHOCTW paccmaTpuBaTb JleKapCTBEeHHbIW npenapat Ans  MeAULMHCKOro
NnpUMeHeHnA B KayecTBe opchaHHOro nekapcTBeHHOro npenapara

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1. Tlpouenypa omnpeneneHusi BO3MOXXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM mpenapar st
MEIHUIIMHCKOTO MPUMEHEHUs! B KauecTBe OopaHHOTO JIEKAPCTBEHHOTO Mperapara MOXET MPOBOJUTHCS
KAaK B OTHOLIEHMM JIEKapCTBEHHOI'O IMpenapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSIILIUM
denepanbHbIM 3aKOHOM JHMOO B COOTBETCTBHM C aKTaMM, COCTaBIsiomMMHU mpaBo Coro3a, Tak U B
OTHOIIEHWH HE3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IIpermapaTta. OKCIEpTH3a JIOKyMEHTOB,
MIPE/ICTAaBICHHBIX JJIsl OMNPEJENIEHNUsT BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHBIN Ipernapar ais
MEIUIIMHCKOTO TPUMEHEHHs] B KadecTBe Op¢aHHOro JIEKapCTBEHHOIO IIperapaTa, COCTaBJICHUE
KOMHCCHEN DKCIEPTOB 3aKIIOYEHUS O BO3MOXHOCTH WM HEBO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN mpenapar Ui MEIULMHCKOrO NMPUMEHEHHUs B KauecTBE OP(PAaHHOTO JIEKapCTBEHHOIO
mperapara W HamlpaBieHWE B JIMYHBIM KaOWHET YIOJHOMOYEHHOro (erepanbHOro oOpraHa
WCTIOJTHUTEJILHOM BJIACTH B €JMHON CHCTEME JaHHOTO 3aKJIIOYEHUS B (OpME DIEKTPOHHOTO JOKYMEHTa,
MOJNKCAHHOTO YCUJIEHHON KBaTU(UIUPOBAHHOM 3JIEKTPOHHOM MOANKUCHIO, OCYIIECTBIISIIOTCS B CPOK, HE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MPEBBIIIAIONINN TpUAUATH pabouyMx [HEH cO [HS HAmpaBiICHHs B JIMYHBIA KaOWHET HSKCIEPTHOTO
YUpEeXKJIEHUSI B €IUHOW CHUCTeME 3aJaHHs YIOJTHOMOYEHHOTO (eiepaibHOTO OpraHa MCIOJTHUTEIHHON
BJIACTHU U CJIEAYIOIIUX JOKYMEHTOB U CBEJICHHI:

1) 3asBIeHNE O MPU3HAHUHU JIEKAPCTBEHHOTO IpernapaTa op(aHHbIM JIEKapCTBEHHBIM IIPENapaToM,
cocTaBlieHHOE 10 (hopMe, YTBEPKIEHHON YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH, NOJMNMCAHHOE YCUJIEHHOM KBaNM(DUUIUPOBAHHOHN 3JIEKTPOHHON MHOJMMCHIO YHOIHOMOYEHHOTO
NPEICTaBUTENS  IOPUIUYECKOro  JIMIA, JEHCTBYIOLIETO B COOCTBEHHBIX  MHTepecax WU
YIIOJIJHOMOYEHHOTI'O IPEACTaBIIATh HHTEPECHI APYTOro OPUANIECKOrO JIULIA;

2) xomMsi [JOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOATBEPKIAIOILIET0 PAaBOMOYHOCTh 3asiBUTEINS MOAABaTh 3asBJICHHE O NPU3HAHUU JIEKAPCTBEHHOI'O
npernapaTa oppaHHbIM JIEKAPCTBEHHBIM IIpenapaToM (IIpu He0OXOIUMOCTH);

3) obGocHoBaHuEe Op¢haHHOCTH 3a00JieBaHMs, HE OTHECEHHOIO B COOTBETCTBHM ¢ DenepaabHbIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-®3 "OO ocHOBax OXpaHbl 30pOBbs I'paxJaH B Poccuiickoit
@eneparun” Kk peakuMm (opdaHHBIM) 3a00j€BaHHUSIM, B TOM YHCIE MOApoOHas HHPOpManus o
JMAarHOCTHKE, MPOPUIAKTUKE WU JICYEHUHU TaKOTO 3a00JIeBaHMS;

4) yTBepXkJIeHHAas MHCTPYKIMS MO MEAMIMHCKOMY IPHMEHEHHIO JIEKapCTBEHHOrO IIpernapara,
3aperucCTpUPOBAHHOTO B COOTBETCTBUMM C HactosmuMm DenepanbHbIM 3aKOHOM, WM  00mias
XapaKTEePUCTUKA JIEKAPCTBEHHOI'O IIperapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBUU C AKTaMHU,
cocTaBisolMMH paBo Coro3a (Ipu HAJTMYUK);

5) MHCTPYKLHA MO MEIUIMHCKOMY NPUMEHEHMIO WIIM KpaTKas XapaKTepUCTHUKa JIEKapCTBEHHOT'O
npenapara, yTBEp>KICHHbIE B CTPAHE POU3BOAUTENS (IIPU HATUYHH);

6) KONMM JIOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM IMOpPSJAKE M IOATBEPKAAOIUX (PaKT
perucTpalyy JIEKapCTBEHHOrO0 Mpernapara B HMHOCTPAaHHBIX TIOCYyAapCcTBaX B KadecTBe Op¢aHHOIro
JIEKapCTBEHHOT0 Npenapara (Ipu HaIuYuK);

7) MPOEKT XapaKTEePUCTHKH HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipernapara, CoAepkKallero
CIIEQYIOIINE MUHUMAJbHBIE CBEACHHS O HE3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpemnapare
(momyckaercs IpeICTaBICHHE IPOEKTa XapaKTEPUCTUKH HE3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
Ipernapara, COCTaBJIEHHOTO B COOTBETCTBUU C JOCTYNHBIMHU J@aHHBIMU I10 MPOBEACHHBIM KIMHUYECKUM
HCCJIEIOBAaHUSAM JIEKAPCTBEHHOTO TMpenapara U JOKJIMHUYECKHUM HCCIEAOBAHUSAM JIEKaPCTBEHHOIO
CpeAcTBa Ha MOMEHT IOJAaud 3asBJICHUS O IMPU3HAHUM JIEKApPCTBEHHOrO IIpernapara OpQaHHbIM
JIEKapCTBEHHBIM IIPETapaToM):

a) HaNMMEHOBAHME JIEKAPCTBEHHOI'O TpemnapaTa (MEXAyHapoJIHOE HENaTeHTOBAaHHOE, WU
IPYyIIIMPOBOYHOE, MIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) mekapctBeHHass ¢opMa C yKa3aHHEeM HaWMEHOBAaHMA M KOJIMYECTBEHHOTO COCTaBa
JICHCTBYIONIMX BEIMIECTB M KAaY€CTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (ITPH HEOOXOIUMOCTH
KOJIMUYECTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB);

B) dapMakoquHaAMUKa U (apMaKOKMHETHKA;

1") NOKa3zaHud 1JIs1 MIPUMCHCHUSA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

I[) MMPOTHUBOIIOKA3aHUA IJII IPUMCHCHUS

e) BO3MOXHBIC IOOOYHBIE JEHUCTBUS M  HEXKeJaTeIbHbIS pcakiimn 1Opu  HOPUMCHCHUU
JICKApCTBCHHOTO IIperiapaTa JJIsd MCIUIUHCKOI'O IPUMCHCHUS

’K) HaMMEHOBAaHUS W aJapeca MPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

3) cBeA€HHA O pa3paboTuMKe JIEKaPCTBEHHOIO CpEeACTBa (IepiKaTelie PEeruCTPAMOHHOIO
yIOCTOBEpPEHUS);

8) CBCACHUA O TCKyHIEM CTAaTyCC pa3pa60TKH HE3apCTUCTPUPOBAHHOI'O JICKAPCTBCHHOI'O
Ipemnapara, a TaKiKe IUIaH €ro pa3pa60TKH;

9) 0030ppl JNOKIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX
WCCIIC/IOBAaHNI HE3apEeTHCTPHPOBAHHOTO JICKAPCTBEHHOTO IIperapara, JOCTYIHBIE Ha JEeHb TOJadu
3asBJICHUS,

10) OTUYCTBI O MPOBCACHHBIX HOOKIMHUYCCKHUX HUCCICAOBAHUAX JICKAPCTBCHHOI'O0 CpEACTBa H
KIIMHUYCCKUX UCCICAOBAHUAX HE3APCTUCTPUPOBAHHOT'O JICKAPCTBCHHOI'O ITpCTIapara (HpI/I HaJ'II/I‘-II/II/I);

11) pexkBU3UTHI TOKYMEHTA, TIOJITBEPKIAIOIETO YIUIATY TOCYAapCTBEHHOM MOIUIMHBI.

2. B ciiyyae HeIOCTaTOYHOCTH IPEACTABICHHBIX MaTEPUAJIOB B LENSIX MPOBEACHUS IKCIEPTU3BI
JUISL OTNPEEIICHUsT BO3MOXXHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIM INpenapar uisi MEIUIMHCKOTO
IIPUMEHEHHs B KauecTBe Op(aHHOIO JEKApCTBEHHOI'O IIperapara SKCIEPTHOE YUPEKICHUE HAIIPABIIAET
B JIMUHBIA KaOMHET 3asBUTENS B €IMHON CUCTEME 3aIpocC O MPEACTaBIEHUN HEOOXOIUMBIX MaTepUaoB,
MOJANUCAHHBIA  PYKOBOAMTENEM  (YHNOJHOMOYEHHBIM  JIMIIOM)  3KCIEPTHOTO  YYpPEXIEHUs C
WCTOJB30BAHUEM YCHJIEHHOW KBadM(PUIMPOBAHHON HJIEKTPOHHON TOAMUCH. 3asBUTENb 00s3aH
HaIpaBUTh B JUYHbIN KaOMHET 3KCHEPTHOIO YUPEKICHHUS B €IMHOM cHCTEME MOANMCAHHBIN yCUICHHON
KBAIN(UIMPOBAHHON AJIEKTPOHHOM TMOANKUCHIO OTBET Ha 3alpoc B CPOK, HE IMPEBHINIAIOMINN
LIECTUAECATH pabouyux JHEH CO JHS IOJIY4YEHUs SKCHEPTHBIM YUPEKAECHUEM DJIEKTPOHHOTO
YBEAOMIJIEHHsI O MOJIY4YEHHM 3asBHUTeneM 3anpoca. Cpok, yKa3aHHBIM B 4yacTH | HacTosIled CTaTbu,
MIPUOCTAHABJIMBACTCS CO JHS HANpaBICHUS 3asABUTENI0 B €ro JMYHBIA KaOWHET B €IMHOW cHcTeMe
3arpoca SKCIEPTHOTO YUPEXKICHHUs O JHS HANpaBJICHUS 3asBUTEIEM B JIMYHBIH KaOMHET SKCIIEPTHOTO
YUpEKIEHUS B €QUHOM CHUCTEME OTBETAa Ha 3alpoCc M HE YYHUTHIBACTCA NPH HCUHUCICHUU CpPOKa
MIPOBEACHUS  DKCIEPTU3bl  JOKYMEHTOB, MPEJACTABICHHBIX [UI  ONPEAEICHUS  BO3MOYKHOCTH
paccMaTpuBaTh JICKApCTBEHHBIN Ipenapar Ajis MEAMLMHCKOrO HNPUMEHEHHs B KauecTBe Op(aHHOIo
JIEKapCTBEHHOI'O IIperapara.

3. B cpok, He mpeBbIIIAOMUI NATH pabouyux AHEW CO JHS HAmpaBiIeHHUS B JIMYHBIA KaOMHET
YIIOJTHOMOYEHHOT0 (pe/iepaqbHOr0 OpraHa MCHOJIHUTEIbHOM BIACTH B €AMHON CHCTEME 3aKJIIOYCHUS,
YKa3aHHOTO B 4acTH | HacTOsIIEH CTaThH, YIMOJHOMOUYEHHBIH (penepanbHblii OpraH HCIOTHUTEIHHON
BIIACTH OCYUIECTBIIIET OLEHKY 3aKIIOYCHUS MU ONPENENCHHs €ro COOTBETCTBHA 3aJaHUI0 Ha
IIPOBE/ICHUE HKCIEPTU3bl U HAIPABJISIET B JIMUHBIM KaOMHET 3asBUTENS B €MHOM cUcTEeMe MOANNUCAaHHOE
YCUJIEHHOM KBaJIM(UIIMPOBAHHON 3JIEKTPOHHON MOJNKCHIO YBEJIOMIIEHHE O pe3yJsibTaTax MpPOBEIECHHOMN
HKCHEPTHU3BI C MPUIOKEHUEM KOMUH HKCIEPTHOTO 3aKII0UEHHS (C COXpaHEeHHEM KOH(UACHIIUATILHOCTH
nHpOpPMALUK O COCTaBE KOMHCCHU 3KCIIEPTOB) U BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Ipenapar A MEAMIIMHCKOrO NMPUMEHEHMsI B KayecTBe Op(paHHOTO JIEKapCTBEHHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npemnapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepgepanbHbIA 3aKOH OT
30.01.2024 N 1-93.

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®PepepanbHbIi 3aKOH OT
22.12.2014 N 429-®3.

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
0oOpalleHun JIEKApCTBEHHBIX CPEACTB JJIsi MEAMUIMHCKOTO TPUMEHEHHS IOCPEICTBOM €AMHOU
cucreMmsl, npumMenstores ¢ 01.01.2025.

Cratba 23. JkcnepTu3a KayecTBa JNEKAapCTBEHHOro CpeaAcTBa WM 3KCMepTusa
OTHOLUEHUSA OXMAAeMOMW MNOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 neKkapcTBeHHOro
npenaparta Ana MeguLUMHCKOro NnpMmeHeHus

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

1. DkcnepTr3a KayecTBa JICKAPCTBEHHOTO CPEICTBA M KCIIEPTH3a OTHOIICHUS OXKUIAEMOM TOJIB3bI
K BO3MOYXHOMY pHUCKY NPHUMEHEHUs JICKapCTBEHHOTO MpernapaTta s MEAUIMHCKOIO MPUMEHEHUs,
COCTABJICHUC KOMUCCHIMU 3KCHepTOB SaKJIIO‘-IeHI/Iﬁ 110 pe3y.]'H>TaTaM HpOBCI[eHHBIX :—)Kcneme. n
HanpaBneHHe ATHUX 3aKJIIO'-IeHI/II7I, IIOAITNCAHHBIX YCI/IJIGHHBIMI/I KBaJII/I(l)I/IIII/IpOBaHHI)IMI/I BHGKTPOHHBIMI/I
MOJINHUCSAMH, B JUYHBIN KaOMHET YHOJHOMOYEHHOTO (efepaibHOro OopraHa MCIOJIHUTEIbHOW BJIACTH B
€IMHOM CHCTEME OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONINN CTa ACCATH Pabo4yux THEW cO JHS
HaIpaBJieHUs B JUYHBIM KaOWHET SKCIEPTHOTO YUYPEKICHHUS B €IMHOW CHCTEME COOTBETCTBYIOIIETO
3aJlaHusl  YIIOJIHOMOYEHHOTo (heepanbHOr0 OpraHa WCIOJHUTENBHON BIACTH M HEOOXOIUMBIX
JOKYMEHTOB.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.

ITo 3agBnenuto, noganHoMy B Munsnpas Poccun 1o 11.04.2022, npu HEBO3MOXKHOCTH MPOBEICHUS
DKCIEPTHU3bl KAayeCTBa JIEKAPCTBEHHBIX CPEACTB B DJKCIEPTHOM YUYPEXKIEHUH, NOIYyCKAaeTcs ee
IPOBEIEHUE TOCPEACTBOM JUCTAHIIMOHHOTO B3aUMOJCHCTBUS, MOPAJOK U (OPMBI KOTOPOTO

OTPENeNAIOTCA AKCIEPTHBIM YUPEXKICHUEM IO coryiacoBanuio ¢ 3assurerasiMu (LlocTaHoBneHue
[TpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue AEBSHOCTA JIHEH CO JIHSA TOJyYeHHs YMOJHOMOYEHHBIM (pelepanbHbIM OpPraHOM
WCTIOJTHUTENILHOW BJIACTH YBEJOMJICHHS B DJIEKTPOHHOH (hopMe O MOJy4YeHHHU 3asiBUTEIEM PEIICHUsS O
IIPOBEJICHUH HKCIEPTU3, IPETYCMOTPEHHBIX YacThl0 | HAcCTOsIIEH CTaThbH, 3asBUTEJb MPEJCTABISIET B
SKCIIEPTHOE YUPEXKACHUE NIl MPOBEACHUS IKCIEPTU3bl KAaueCTBa JIEKAPCTBEHHOI'O CPENICTBAa 00pasIibl
JIEKAPCTBEHHOIr'0 Ipernapara Uil MEAMIMHCKOTO NPUMEHEHUs, MPOU3BEACHHOIO B COOTBETCTBHUU C
TpeOOBaHUSMHU OIBITHO-IIPOMBILIUICHHOTO U (MJIM) TPOMBIIUIEHHOTO PErJIaMEeHTOB, YTBEPKICHHBIX
PYKOBOJUTENEM NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXKE B COOTBETCTBYIOLIMX CIIydasx
o0pa3ubl  (papmaneBTHUECKOH CyOCTaHIIMM, TECT-UITaMMa MMKpPOOPTaHM3MOB, KYJIbTYPHI KIIETOK,
00pa3iubl BEIIECTB, MPUMEHSIEMBIX JUIsI KOHTPOJIS Ka4eCTBA JICKAPCTBEHHOTO CPEACTBA ITyTEM CPAaBHEHHS
C HHMH HCCJIEIyeMOro JIEKapCTBEHHOI'O CpEICTBA, CleUU(UYECKUe peareHTbl, HEOOXOAUMBIE IS
MIPOBEJICHUS] UCIBITAHUN 00pa3LOB JIEKAPCTBEHHBIX MPENaparoB, B KOJUYECTBAX, HEOOXOAUMBIX IS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BOCIIPOHM3BEICHNSI METOJJOB KOHTPOJISI KAYeCTBa.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpernapara u (apManeBTHUECKONW CyOCTaHLIUU
AKCIIEPTHOE YUPEKICHUE HAMPABISACT B JTUYHBIA KAaOMHET 3asBUTENIS B €IMHON CUCTEME yBEIOMIICHUE,
MOITBEP K IAIOIIEee MOTYUYeHHE YKa3aHHbIX 00pa3IoB.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHbIM B 4acTu 2 HAcTOSIIEH CTaTbu CPOK JUIs MPEACTaBICHUS 3asBUTENEM 00pa3IoB
JIEKapCTBEHHOTO Mpernapara U (apMaleBTHUECKOW CyOCTaHIIMKM HE BKIJIIOYAETCS B CPOK MPOBEACHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSILEH CTaTbU.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. Yrparun cuity. - @eaepanbHsiil 3akoH ot 30.01.2024 N 1-®3.

KoncynprantlIntoc: npumedanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
OoOpalleHnn JIeKapCTBEHHBIX CPEJICTB AJS BETEPUHAPHOTO NPUMEHEHUS IOCPEICTBOM E€IMHOTO
noprana, npumenstores ¢ 01.01.2026.

Ctatba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXUAAaeMOMW MOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JleKapCTBEHHOro
npenapara Ans BeTepMHapHOro NnpuMeHeHus

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA U AKCIIEPTHU3a OTHOLLIEHUS O’KUAAEMOM TOJIb3bI
K BO3MOXKHOMY PHUCKY IPHUMEHEHHUS JIEKapCTBEHHOIO IpernapaTra JJii BETEPUHAPHOTO NPUMEHEHUS,
COCTaBJIEHME KOMHUCCHSIMHM OHKCIEPTOB 3aKIIOYeHMH IO pe3ylbTaTaM YKa3aHHBIX OJKCHEPTU3 U
HampaBlIeHWE TaKUX 3aKIIOYEHH B AJIEKTPOHHON (opme B YMOTHOMOUYEHHBIH (efepaibHbIi Opraxn
UCTIOJHUTEJIBHOM BJIACTH OCYILECTBIISIIOTCS B CPOK, HE MPEBBIMIAIOMIMN cTa JecsITH pabodux AHEH co
IHS TIOMYYEHHs OSKCIEPTHBIM YUPEKACHHEM B DIIEKTPOHHOH (opMe 3akaHusi yHOIHOMOYEHHOTO
(denepanbHOTO OpraHa MCIOJHHUTEIBHON BIIACTH C JIOKYMEHTaMHM, YKa3aHHBIMH B 4acTH 3 cTaThu 17
HacTosero denepaibHOTO 3aKOHA.
(B pen. @enepanbubix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B Teuenue Tpuauatd pabouMX IHEH €O JHS IMOJyuyeHHs YHOJIHOMOYEHHBIM (eaepabHbIM
OpPraHOM HCIIOJIHUTENIFHOW BJIACTH YBEIOMIICHHS B AJIEKTPOHHOH (oOpMe O MOJIYUYCHHUHU 3asiBUTEIEM
pelIeH st 0 TPOBEICHIH YKa3aHHBIX B YacTH | HACTOSAIIEH CTaTbU KCIIEPTH3 3asBUTEIb MPEICTABISET B
AKCHEPTHOE YUPESKICHHUE Ul MPOBEACHUS SKCIEPTU3bI Ka4eCTBA JICKAPCTBEHHOTO CPENCTBA 00pa3Ilbl
JIEKapCTBEHHOTO TIperapaTa Juisi BETEPHHAPHOTO IMPHUMEHEHHs, MPOHM3BEJCHHOTO B COOTBETCTBHHU C
TpeOOBaHUSAMH TEXHOJOTHYECKUX PErjJaMeHTOB, YTBEP)KACHHBIX pPYKOBOJIUTEIEM IPOU3BOIUTEIS
JICKapCTBEHHBIX CPEACTB, a TaKXKe B COOTBETCTBYIOLIUX CIIydasiX TECT-IITaMMbl MHKPOOPTraHH3MOB,
KyJIbTYpBl KJIETOK, 00paslbl (hapManeBTHUECKO cyOcTaHIMU, 0Opa3ibl BEIIECTB, NMPUMEHSEMbIE IS
KOHTPOJISI KayecTBa JIEKAPCTBEHHOT'O CPE/ICTBA, B KOJMUYECTBAX, HEOOXOMUMBIX IJIsi BOCHPOHM3BEICHUS
METOZOB KOHTPOJISI KAYeCTBA.

(B pen. deaepanbubix 3akoHOB OT 02.08.2019 N 297-03, ot 30.01.2024 N _1-D3)

3. IIpu momyueHun oOpa3OB JIEKAPCTBEHHOTO TMpemnapara U (apmarneBTHUYECKOH CyOcTaHIIUU
IKCIIEPTHOE YUPEKICHHE B JIEHb MOMyUeHHUs 00pa3loB HAMpaBIsET B DJIEKTPOHHOUN (GopMe 3asBUTEIIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

yBeJIOMJICHHE, IIOATBEPIKJatoIlee OJTyYeHIe yYKa3aHHbIX 00pas3IioB.
(uactsp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Vka3aHHbBII B YacTu 2 HACTOALIEH CTaThbU CPOK AJIs NPEACTABICHUS 3asBUTENIEM 00pa3loB
JIEKapCTBEHHOTO Tpernapara U (hapMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYACTCS B CPOK MPOBEICHUS
JKCIEPTHU3, MPEYCMOTPEHHBIX YaCThIO | HACTOSIEN CTAThHU.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. VYrparun cuny. - ®enepanbubiii 3akoH or 30.01.2024 N 1-D3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeACTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cayyasx HeIocTaTOYHOH OOOCHOBAaHHOCTH WM HEMOJHOTHI 3aKJIIOYEHHS KOMHCCUHU
HKCHEpPTOB, HAJIM4YUs B HEM IPOTUBOPEUMBBIX [JaHHBIX, (anbcu(UKALUMU BBIBOJOB 3KCIEPTU3I
JICKapCTBEHHOTO CPE/ICTBA, COKPBITHA OT YIOJHOMOYEHHOTrO (efepabHOrO OpraHa MCIOJHUTEIbHON
BIACTU OCHOBAHUM JJIsI OTBOJA DOKCIEPTa BCIEACTBUE €r0 3aUMHTEPECOBAHHOCTU B PE3yJIbTaTax
COOTBCTCTBYIOIHeﬁ OKCIICPTU3bI, HAJIMYUA OAHHBIX O IIPAMOM JIM00 KOCBEHHOM BMENIATEIILCTBE B
MIPOLIECC COOTBETCTBYIOIIEH SKCHEPTU3bI JIML, HE YYacTBYIOLIMX B €€ IMPOBEICHUH, HO OKa3aBIIMX
BIMSIHUE Ha MpPOLECC U pe3ybTaThl €€ IPOBEACHUS, YIOJIHOMOYEHHBIM (elepalbHbIM OpraHoM
UCTIOJHUTENIbHOM BJACTH Ha3HA4YaeTCs MOBTOpPHAsl SKCHEPTH3a JIEKAPCTBEHHOI'O CpeAcTBa M (WIIN)
9THYECKAsl SKCIIEPTH3a.

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

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
oOpallleHnH JIEKapCTBEHHBIX CPEICTB: JJIsi MEAMIIMHCKOTO MPUMEHEHUS MOCPEIACTBOM EIMHON
cucTeMbl U (WIK) eaquHoro nopraina, npuMmeHsatoTes ¢ 01.01.2025; ans BeTepUHAPHOTO MPUMEHEHUS
IIOCPEACTBOM EAMHOrO nopTasa, npuMeHnsred ¢ 01.01.2026.

2. IloBTOpHAas 3KCHepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAMUTCS C YYETOM pEe3YyJbTaTOB paHEE
MPOBEJICHHOW JKCIEPTU3bl B CPOK, YCTAHOBJICHHBIH YIOJIHOMOYEHHBIM (heJepaabHbIM OpraHOM
WCTIOJHUTENILHON BIIACTH W HE TPEBHINIAIIMNA TpuAnatu pabodux JHEH cOo [AHA TONydYeHUs
AKCIIEPTHBIM YUPEKICHUEM B JIMTYHOM KaOWHETE B €MHON CHCTEME 3aJaHHs Ha MPOBEICHNE TOBTOPHON
IKCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA, IMOAMMCAHHOTO YCHIICHHOW KBATM(UITMPOBAHHOMN AJIEKTPOHHON
MOJIITUCHIO.

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

3. ®unaHcoBoe oOecrieueHHE BBIIOJHEHMS 3a/JaHUSl HA IPOBEAECHUE MOBTOPHOW 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILIECTBIISIETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynsrantlntoc: npumeyanue.
C 01.01.2026 cr. 26 He pacmpoCTpaHsE€TCS Ha MPABOOTHOIICHUS, BO3HUKAIOIIME MPU OOpaIlleHUN
JIEKapCTBEHHBIX CPeACTB i MeauuHckoro npumenenus (93 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

1. YckopeHHas mponenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX T'OCYJAapCTBEHHOMN
perucTpanyy JIeKapCTBEHHBIX IMpEenapaToB IMPUMEHSETCS B OTHOLICHHM OP(AHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, IEPBBIX TPEX JEKAPCTBEHHBIX IIpENapaToB, perucTpupyeMsix B Pocculickonn denepanuu B
Ka4yeCcTBE BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEIHOCTh KOTOPBIX OIpEAesercs B
COOTBETCTBUM C HOMEPOM M JaTOM BXOJAUIMX 3asBICHUNM O TOCYJapCTBEHHOM pErucTparuu
JIEKapCTBCHHBIX IIPENapaToB B PaMKax OJHOTO MEXKIyHAPOJHOTO HENAaTCHTOBAHHOIO HAaWMEHOBAHMS
JIEKapCTBEHHOI'O IIpernapaTa MW TPYNIHPOBOYHOIO HAMMEHOBAHMs JIEKAPCTBEHHOI'O IIperapara,
JIEKapCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOIO NPUMEHEHUs, IPEIHA3HAYEHHBIX Ui JICYCHHUS
JOMAIIIHUX >KUBOTHBIX, OmpeaeieHHbx PenepanbHbiM 3akoHOM OT 27 nexadbps 2018 roma N 498-D3
"O0 OTBETCTBEHHOM OOpamieHHH C JKUBOTHBIMA W O BHECEHHM W3MEHEHHWH B OT/IEIIbHBIC
3aKOHOJIaTeNnbpHble akThl Poccniickoit Penepanyn', U 3aperuCTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
IIPENapaToB I MEIULUHCKOIO IPUMEHEHMs, U JIEKapCTBEHHBIX IIPENapaToB, NpeAHA3HAYCHHBIX
UCKJIIOYMTEIIBHO JUIsl IPUMEHEHNS] HECOBEPILIEHHOJIETHUMHY I'PAKIAHAMM.

(B pen. denepanbHbix 3aKk0HOB OT 22.12.2014 N 429-@3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YckopeHHas TMpoleaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYAapCTBEHHOU
pPEruCTpaliy JIEKAPCTBEHHBIX MPETapaToOB HE TPUMEHSIETCS B OTHOIIICHUH:

1) 6uoanaioroBsIx (OMOMOMOOHBIX) JICKAPCTBEHHBIX MTpenapaToB (0M0aHaIOrOB);

2) pedepeHTHBIX JEKapCTBEHHBIX MpenapaToB (3a HCKIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
IIpEenapaToB);

Koncynprantlntoc: npumedanue.

Jo 31.12.2024 poccuiicKUM NIPOU3BOAMTENSAM JIEKAPCTBEHHBIX IPENapaToB il BETEPUHAPHOTO
MPUMEHEHHUS pa3pelieHo M0/1aBaTh PErMCTPAlMOHHOE J0Che M0 YCKOPEHHOU mponeaype 6e3 yuera
TpeboBanuii 1. 3 4. 2 cT. 26 (HocTtanornenue I[paBurenscta PO ot 12.03.2022 N 353).

3) BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX MpenaparoB (3a HCKIIOUYEHUEM TMEPBBIX TPEX
peructpupyeMbix B Poccuiickoit ®enepanyii B KauyeCTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaTtoB M JICKaPCTBEHHBIX IPENapaToB, MNPEIHA3HAYECHHBIX HCKIIOUWUTEIBHO MJI NPUMEHEHHS
HECOBEPIIECHHOJETHUMHU Tpa)kJaHaMH, a TakKe JIEKapCTBEHHBIX NpPENaparoB, MPEIHA3HAUYECHHBIX IS
JICUEHUsI IOMAITHUX XKMBOTHBIX, ONpeaeieHHbIx DenepanbHbM 3akoHOM oT 27 aekabpst 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpANICHWH C >XHBOTHBIMH M O BHECCHHMHM HW3MEHCHHH B OT/CIbHBIC
3aKoHoAaTenbHble akThl Poccuiickoil @enepanun’, u 3aperucTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
[IpernapaToB JUIsl MEIUIUHCKOTO IPUMEHEHUS);

(B pen. deaepanbHoro 3akoHa ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHAIIMI 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaTos;

5) NeKapCcTBEHHBIX IPENapaToB, 3aPETMCTPUPOBAHHBIX paHEe, HO IPOU3BENEHHBIX B JPYIHX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (pOpM M B HOBOM
JO3UPOBKE;

6) JIeKapCTBEHHBIX MpPENapaTroB Ui MEIUIIMHCKOTO MPUMEHEHHUsI, TOCYAapCTBEHHAs perucTparus
KOTOPBIX OTMEHEHA, IIPU MX PErUCTPALMM B KaueCTBE JIEKAPCTBEHHBIX MPENapaToB JJIsi BETEPUHAPHOTO
MIPUMEHEHHUSI.

(n. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 28.04.2023 N 171-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

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

3. YckopeHHas mpoueaypa SKCHEpTH3bl JEKAPCTBEHHBIX CPEACTB MPOBOJUTCS IO PEIICHHIO
COOTBETCTBYIOIIETO YHOJTHOMOUYEHHOrO (he/iepabHOr0 OpraHa MCHOJTHUTEIbHOM BIaCTH HA OCHOBAaHUU
3asBIICHHS 3asSBUTENSI B CPOK, HE MPEBBIMIAIONINA BOCbMUAECATH padounx anei. [Ipu sTom sxcrepTusa
JOKYMEHTOB, COJICPKAIINXCSI B PETHCTPAIMOHHOM JIOChE Ha JIEKApCTBEHHBIN Mpemnapar, MPOBOIUTCS B
CPOK, HE TPEBBIMIAIONINNA JecATH pabouymMx JHEH, HKCIEepTH3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U
IKCTIEPTU3a OTHOUICHUS OXHJAeMOW IMOJb3bl K BO3MOXKHOMY DPHCKY IPHUMEHEHHS JEKapCTBEHHOTO
npernapara MpoBOAATCS B CPOK, HE MPEBBIIIAIONINHN HIECTUACCATH pabounx THEH.

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

3.1. Yrparun cuny. - ®enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

4. YckopeHHas MpoIlEeAypa SKCHEPTHU3bl JICKAPCTBEHHBIX CPEJCTB TPOBOIUTCS B TOPSIJIKE,
ycTaHoBlIeHHOM ctathsiMu 17, 19, 20, 23 u 24 Hactosmero deaepaibHOTO 3aKOHA, U HE O3HAYAET
CHIDKEHHUS TpeOoBaHM K 0€30MacHOCTH, KauecTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPETmapaToB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

Cratbs 27. PeweHune o rocyaapCTBEHHOW perMcTpauum nekapcTBeHHOro npenapara

1. B cpok, He mpeBBIIAIONUN JECATH PaboYMX THEH CO JHS MOJYYCHHS 3aKIFOYCHHH KOMHUCCHU
3KCIEPTOB M0 Pe3ysibTaTaM HKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTU3bl OTHOIICHUS
OKUJAEMOM  MOJIb3Bl K  BO3MOXKHOMY DHCKYy IPUMEHEHHMS JIEKQpCTBEHHOIO  IIpernapara,
COOTBETCTBYIOLIUH YIIOJTHOMOYECHHBIN (heiepabHbIi OpraH UCIIOJHUTEIBHOM BIACTH:

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ocymiecTBISET OIEHKY 3aKIFOYCHHIA KOMHCCHHM JKCIIEPTOB JUIS OMPEICIICHUS COOTBETCTBHS
3aJIAHUIO Ha MPOBEJICHUE YTHX IKCIEPTHU3;
(m. 1 B pen. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) mpUHUMAET pelIeHHe O TOCYJAapPCTBEHHON PETUCTpallMu JEKapCTBEHHOTO Mperapara uiud o0
OTKa3e B TOCYJJapCTBEHHOI perucTpaluu JeKapCcTBEHHOIO IIpenapara;

KoncynprantlIntoc: npumeyanue.
C 01.01.2025 B m. 3 cr. 27 BHOcsarcs u3meHeHus (@3 ot 30.01.2024 N 1-@3). Cm. Oyaymryio

PEAAKIINIO.

3) BHOCHUT IIpY NPUHATUHU PEIICHUS O TOCYJapCTBEHHOM pEerucTpaluy JeKapcTBEHHOIO Mpernapara
JaHHbIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM Ipernapare, B TOM 4ucie O (apmManeBTHUYECKON
cyOcTaHIMM, BXOJALIEH B COCTaB JICKApCTBEHHOIO IIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB M BBIAACT 3asBUTEII0 PETHMCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO
npemnapara, opMa  KOTOPOTO  YTBEpPXKIACTCA  YHOJIHOMOYEHHBIM  (pefiepanbHbIM  OpraHoOM
WCIIOJIHUTENIBHOM BJIACTH, COTJIACOBAHHBIE HOPMATHBHYIO JOKYMEHTAlMI0, HOPMATHUBHBIN OKYMEHT,
MHCTPYKLHIO 1O MPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara M MakeThl IEePBUYHOM YIAKOBKU U
BTOPUYHOU (ITOTPEOUTENHCKON) YMNAKOBKM C YyKa3aHMEM Ha HUX HOMEpa pErucTpalioOHHOIO
yIIOCTOBEpEHHsI JIEKapCTBEHHOT'O Mpenapara U J1aThl €ro rocyJapCTBEHHON PErucTpalyy Wi B Cllydae
NPUHATUS pelleHuss o0 OTKa3e B TOCYAAPCTBEHHOM perucTpalyuy JIeKapCTBEHHOIO Ipenapara
yBEJIOMJISICT B TUCbMEHHON (popMe 3asBUTENS 00 3TOM C YKa3aHHEM IMPUYHMH TaKOTO OTKa3a. 3a BblAauy
PETUCTPALIMOHHOTO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO MIpenapaTa B3UMAeTCsl TOCY1apCTBEHHAs MOLUIMHA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

B COOTBETCTBHUHU € 3aKOHONaTeabcTBOM Poccuiickoit denepannu o Hasorax u coopax.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHOBaHuEM I OTKa3a B IOCYJApPCTBEHHOM PETUCTpPALMU JIEKAPCTBEHHOIO IpernapaTa Ajis
MEIUIMHCKOTO  TIPUMEHEHUs  SBJIAETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YHOJHOMOYEHHOI'O
(denepanbHOrO OpraHa HCIOJIHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO U (uiau) 3¢(PEeKTUBHOCTh
PErUCTPUPYEMOrO JIEKAPCTBEHHOIO IIpernapara Al MEIUIMHCKOIO NPUMEHEHHs HE MOATBEP)KICHbI
MOJyYEHHBIMH JIaHHBIMU WJIM YTO PUCK NPUYMHEHUS Bpena 370pOBBI0 YEJIOBEKa BCJEJICTBHE IpuemMa
JICKapCTBEHHOTO Tpenaparta sl MEIUIMHCKOTO NPUMEHEHHs MpeBblmaeT 3((eKTUBHOCT €ro
MIPUMCHCHUA.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeAcTaBieHHE B COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIN (heaepaabHbli OpraH
UCIIOJIHUTEJIBHOW BJIACTU JIEKAPCTBEHHOr'O IIperapara, B OTHOIIEHHMH KOTOPOro IOJIY4YeH OTKa3 B
rOCYJJapCTBEHHOMN perucTpaluy U KOTOPBIA BIIOCIEICTBUM MOABEPICsS N3MEHEHHIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTCsl Kak MPEJCTABICHUE HOBOTO JIEKAPCTBEHHOIO Ipenapara Ha €ro rocylapCTBEHHYIO
pErucTpanmio He3aBUCUMO OT COXPAHEHUSI €T0 IEPBUYHOIO0 HAMMEHOBAHUS.

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

4. Tlpu mpemoCTaBICHUHU 3asBHUTEIEM B COCTaBE PETHCTPANMOHHOTO JOChe Ha JIEKAPCTBEHHBIN
npenapar Juisi BETepHHApHOTO MPUMEHEHUS KOIIMU PEIIeHUs] YIIOJIHOMOYSHHOTO (eepaibHOro OpraHa
UCTIOJTHUTENEHON BJIACTH O TNPOBEACHHHM WHCIIEKTHPOBAHHS IMPOM3BOIMTEINS JIEKAPCTBEHHBIX CPEICTB
CPOK TMPHHATUS pEIIeHUs O TOCYJapCTBEHHOM perucTpaluu JIeKapCTBEHHOIO Ipernapara Juls
BETEPUHAPHOTO MIPUMEHEHHS TPUOCTAHABIMBACTCS CO JIHS MOIYYCHHUS 3aKII0UCHUH, yKa3aHHBIX B YaCTH
1 Hacrosimie#l cTaThu, A0 THS TMPUHSATHS YIIOJIHOMOYEHHBIM (hefepallbHbIM OpraHOM HCIOJTHHUTEIBHOM
BJIACTH PEIICHHS O BBIJaUe WM 00 OTKa3e B BbIJa4e 3aKIIOUEHHS O COOTBETCTBUHU IPOHM3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSM IPAaBWJI Ha/IeXalled MPOW3BOACTBEHHOW MPAaKTHUKH, HO HE
OoJiee 4eM Ha CTO BOCEMBAECAT PabOYHX JTHEH.

(uacts 4 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHuEM ISl OTKa3a B TOCYJIA@pCTBEHHON pErucTpaluy JIEKapCTBEHHOTO MIpernapara s
BETEPUHAPHOTO TMPUMEHEHUs SIBIACTCS 3aKIIOYEHHE YIOJIHOMOYEHHOro (heepaibHOTO oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, YTO KadecTBO u (wiu) 3((PEKTHUBHOCTH PETUCTPHPYEMOTO
JIEKAPCTBEHHOI'0 Tpernapara [Jjisi BETEPUHAPHOIO IPUMEHEHUs HE MOJITBEPKACHbI IMOJYyYECHHBIMU
JAHHBIMH WJIH YTO PUCK MPUUYMHEHHUS Bpeia 310POBbIO dKUBOTHOTO BCIEACTBUE ITPUEMA JIEKAPCTBEHHOTO
mpemapaTta JUis BETEPUHAPHOTO MPUMEHEHUS MpeBbIIIaeT A(P(EeKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIOJTHOMOYEHHOTO (he/iepaabHOr0 OpraHa WCIOJMHHUTEIBHOW BJIACTH B BBIIAYe 3aKIIOYCHUS O
COOTBETCTBUHM TIPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWMSM TMPaBUI  HaJIeKamen
MPOM3BOJICTBEHHON TMPAKTUKUA IS KaKIO0M TMPOW3BOJCTBEHHOW TUIOMIAJKU PETUCTPHPYEMOTO
JIEKApCTBEHHOr'0 Ipernapara il BETEPUHAPHOrO IPUMEHEHHsS B Cllydae, €CIM IPOU3BOJCTBO
JIEKApCTBEHHOr'0 TIpernapaTta s BETEPUHAPHOTO TPUMEHEHMsI OCYIIECTBISIETCS 3a INpelaeaaMu
Poccuiickoii deneparuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(uactp 5 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeyanue.
O mnopsiike U CpoKax OIpeneeHHs] B3aMMO3aMEHSEMOCTH JIEKAPCTB JIEKAPCTBEHHBIX MPENaparos,
3apeructpupoBanHbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aumo3aMeHsieMOCTb JIeKapCTBEHHbIX MnpenapaTtoB AnA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MeaAULUUHCKOIro npuMmeHeHus
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3anmmo3aMeHsSEeMOCTh JIEKAPCTBEHHBIX TPEMapaToB Ui MEAWIIMHCKOTO TMPUMEHEHUS
OTIPEICIIACTCS YIIOTHOMOYCHHBIM (eiepaibHBIM OpPraHOM HCIIOJTHUTEIFHON BIIACTH, OCYIIECTBIISIONTUM
TOCY/JIapCTBECHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX IPENapaToB JUIsi MEIUIMHCKOTO NPHUMEHEHUsS, B
paMKax OIHOTO MEXKIYHapOJAHOTO HEMAaTeHTOBAHHOTO (WM XHMHUYECKOTO, WU TPYIIHUPOBOYHOTO)
HAUMEHOBAHHMS Ha OCHOBE 3aKIIFOUCHUS KOMHCCHHM OJKCIEPTOB OKCIEPTHOTO YUPESKICHHS O
B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHOTO Mpernapara s MEIUIIUMHCKOTO MPUMEHEHHS OO0 O TOM, 4TO
JIEKapCTBEHHBIN TIperapar I MEJIUIMHCKOTO TPUMEHEHHUS HE SBIISCTCS B3aMMO3aMeHsIeMbIM. [1opsyiok
OTIpe/ICNICHUS] B3aMMO3aMEHSICMOCTH JICKAPCTBEHHBIX MPEIapaToB JIIi MEAWIIMHCKOTO MPUMEHEHHUS U
dopMa 3aKIIOYCHUS KOMHMCCHH ODKCIEPTOB 3KCIEPTHOTO YYPEXKJCHHS O B3aMMO3aMCHICMOCTH
JICKAPCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO TPUMEHEHHs MO0 O TOM, YTO JIEKApPCTBEHHBIN
mpemapaTr A7 MEAWIUHCKOTO TPHMEHEHHUs He SBISETCS B3aUMO3aMEHSEMBIM, YCTaHABIUBAIOTCS
(denepanbHBIM OpPraHOM HCIIOJIHUTEIHHONW BIACTH, OCYIISCTBISIFOIIMM (YHKIIMH IO BBIPAOOTKE U
peaiM3ali TOCYJApCTBEHHOW TIOJUTHKH W HOPMATHUBHO-TIPABOBOMY DETYJIHMPOBAaHUIO B cdepe
3pAaBOOXPAHEHUS, TI0 COTJIACOBAHHMIO C (peJepalbHBIM OpPraHOM HCIOJHUTCIBHON  BJIACTH,
OCYIIECCTBIIAIONUM (PYHKIUH I10 JIMIICH3UPOBAHHIO MIPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

2. Komuccust 9KCIEpTOB 3KCHEPTHOIO YUPEXKIEHUS NAeT 3aKIIOUYEHHE O B3aUMO3aMEHSIEMOCTU
JICKApCTBEHHOTO IIpernapara Uil METUIIMHCKOTO MPUMEHEHHS JIMOO O TOM, YTO JIEKapCTBEHHBIN
mpernapaTr Juisl MEAMIMHCKOIO TPUMEHEHHUS He SBISIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CIIEYIOIINUX KPUTEPHUEB (XapaKTEPUCTHK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAJIOTOBBIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX ITPENapaToB
(OMoaHaNOTOB) -  COMOCTaBHMOCTB)  KAa4eCTBEHHBIX M  KOJHYECTBCHHBIX  XapaKTCPUCTHK
(hapmaneBTHUECKUX CYOCTaHIIMN WM COMOCTaBUMOCTh aHTHTEHHOTO COCTaBa BaklMH. Mcmons3oBaHue
Pa3IUYHBIX COJIeH, 23PUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUTHUECKUX (HOPM U APYTUX MPOU3BOIHBIX
OJTHOTO W TOTO JK€ JCHCTBYIONIETO BEIICCTBA HE SBISETCS TPEMATCTBUEM JUJISL OINpPEACTICHUS
B3aMMO3aMCHICMOCTH  JICKAPCTBCHHBIX ~ NIPEMapaToB, €CIW TMPU  MPOBEACHUU  HCCIICIOBAHUS
OMOAKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mperapara  WIM  WCCICAOBAaHHMS  TEPareBTHYCCKOM
9KBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpernapara JOKa3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3IHunil
dapmakokuHeTHKU # (W) 2(G(GEKTUBHOCTH M O€30MacHOCTH JIEKApCTBEHHOrO IMIpemapaTta Jils
MEIUIIMHCKOTO MPUMCHCHHS,

2) SKBHUBAJICHTHOCTb JIEKapCTBEHHOM (opMbl. [1oa SKBUBaJIEHTHBIMM JIEKAPCTBEHHBIMU (hOpMaMu
MMOHUMAIOTCSI pa3Hble JIEKapCTBEHHBIE (OPMBI, MMEIOIINE OIMHAKOBBIC CIIOCOO BBEIEHHS M CIIOCO0
NpPUMEHEHUs, O00JaJalIue COMOCTaBUMBIMU  (DAPMAKOKMHETUYECKUMH  XapaKTEepPUCTUKaMU U
(dapMakoIOTHYECKUM  JIeHCTBMEM H  OOecledyHBalolIie TakKe JIOCTIDKEHHE HEOOXOAMMOTO
KIMHUYeckoro s¢¢ekra. Pasnuuus nexkapcTBEHHBIX (GOpPM HE SBISAIOTCS MPEMSATCTBUEM IS
OTIpeJICJICHUs] B3aUMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIH MPH MPOBEICHUN UCCIIETOBAHMS
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WIA  WCCIEAOBAaHHUS  TEPareBTHYECKOM
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Tperapara JOKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX Pa3iIHunit
(dhapmakokuHeTHKH H (Wiau) A(PEGEKTUBHOCTH W OE30MacCHOCTH JIGKAPCTBEHHOTO TIperapara Jyis
MEIUIIMHCKOTO TPUMEHEHHUS,

3) 9KBUBAJICHTHOCTb HUJIM COIIOCTABUMOCTBL COCTaBa BCIIOMOTAaTCIIBHBIX BCHICCTB JICKAPCTBCHHOI'O
npenapara A MCIAUUOHUHCKOrO IMPUMCHCHHA. Pazauums cocraBa BCIOMOIaTeIbHBIX BCIICCTB
JICKApCTBCHHOT'O IIpf€riapaTta HE ABJIAIOTCA HNPCHATCTBUEM JII OHNPCACICHUA B3aWMMO3aMCHACMOCTU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHbIX  IpenapaToB, €CIM TpU  TPOBEJCHUU MCCIEJOBAaHUS  OMOIKBHUBAJIEHTHOCTH
JIEKapCTBEHHOI'O IIpenapaTa WM MCCIEAOBAHUS TEPaleBTHUECKON 3KBUBAJEHTHOCTH JIEKAPCTBEHHOIO
mpernapara JI0OKa3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3NUuuil (apMaKOKMHETUKA M (WIIN)
3¢ GEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Tperapara il MEeIUIIMHCKOTO IpuMeHeHus. [lpu
HAJIMYUU KIMHUYECKH 3HAYMMBIX paznuuuidl  (apMakoKMHETHMKH H (win) 5PQPEKTUBHOCTH U
0€30I1aCHOCTH JIEKApCTBEHHOT'O IpernapaTra uld MEAMLUHCKOro IMPUMEHEHHs] B3aMMO3aMEHSIEMOCTb
OTIpeJIeNIAeTCs ¢ yKa3aHUeM Ha UCKIIFOUYEHHUE OT/IENbHBIX TPYI MallUeHTOB;

4) UACHTUYHOCTD criocoba BBCACHUA U crocoba MMPUMCHCHU A,

5) cOOTBETCTBHE MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBAa TPEOOBAHMAM HPABUI HaJUIeKallen
IIPOU3BOJICTBEHHOU MPAKTHKHU.

3. be3 HeEoOXOAMMOCTH J10Ka3aTENhCTBA OMOIKBHUBAJICHTHOCTH OCYIIECTBISICTCS OMpEaeTeHNe
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MTPENapaToB, KOTOPHIC:

1) mpeaHa3HadeHbl [UId NapeHTEPaJbHOrO (MOAKOXKHOIO, BHYTPHUMBILIEYHOTO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOI'O, BHYTPHUCYCTaBHOI'O, BHYTPUKOPOHAapHOIO) BBEIEHUSA U
HPEACTABISAIOT COOO0M BOAHBIE PACTBOPHI;

2) mpeCTaBiIsIOT COOOM pacTBOPHI AJIs NEPOPATILHOTO PUMEHEHMUS;
3) mpou3BeeHbl B (hOpME MOPOIIKOB HIIA THOPUIN3ATOB JJISI PUTOTOBIICHUS PACTBOPOB;
4) SBISAIOTCS Ta3aMu;

5) SABJBIFOTCA YITHBIMU UJIH TTIa3HBIMH JICKAPCTBECHHBIMU IIp€liapaTaMiu, IPOU3BECACHHBIMU B (I)OpMe
BOAOHBIX paCTBOPOB;

6) mpenHa3HAYEHBI JJII MECTHOTO M (WJIM) HapyKHOTO NMPHUMEHEHHs W HPUTOTOBJIECHBI B (hopMme
BOJHBIX PACTBOPOB;

7) TpenCcTaBIAIOT COOOM BOJHBIE PACTBOPHI JJI UCIOJIB30BAHUS B (DOpME HHTAISIINUNA C TIOMOIIIBIO
HeOyJaiizepa WJIM B KaueCTBE HA3albHbIX CIIPEEB, NMPUMEHAEMBIX C MOMOIIBIO CXOAHBIX (IOXOXKHX,
aQHAJIOTUYHBIX ) YCTPOICTB (MprOOPOB, anmapaTos).

(vacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.  OcoOeHHOCTH OIpENeNICHUs]  B3aHMMO3aMEHIEMOCTH  OMOJIOTUYECKHUX  JICKapCTBEHHBIX
IpernapaToB, KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX NpEnapaTtoB (cCoiepialiux KOMOMHAIMIO JBYX U
Ooyee JEHCTBYIONIMX BEIIECTB), JICKAPCTBCHHBIX TIPENapaToB IS TAPEHTEPATBHOTO NHTAHUS H
HE/IO3MPOBAaHHBIX  JIGKAPCTBCHHBIX  IIPENapaToB  yCTAHABIHMBAIOTCS  (elepalibHBIM  OpPraHoOM
UCTIOJTHUTEIEHON BJIACTH, OCYIIECTBISIFONIMM (PYHKIMU 1O BEIpaOOTKE M peaNn3aliiy rocyaapCTBEHHOM
MOJIUTUKA M HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHHIO B cpepe 3IpaBOOXPAaHEHHUS, 110 COTIACOBAHUIO C
(bellepaHBHbIM OopraHnomM HUCITOJTHUTEIbHOMN BJIaCTHU, OCYHICCTBJIAOIIUM q)YHKI_[I/II/I 10 JIMOCH3UPOBAHUTIO
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEIICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

5. OHpe,Z[CJ'IeHI/Ie B3aUMO3aMCHACMOCTH HE OCYIICCTBIIICTCA B OTHOLICHHUH JICKAPCTBCHHBIX
PAaCTUTCIIBHBIX MTPEIapaTOB, TOMCOINIATUYCCKUX JICKAPCTBCHHBIX IIPCIIAPATOB.

6. q)OpMI/IpOBaHI/Ie NEpCUHS B3aMMO3aMCHACMEBIX JICKAPCTBCHHBIX MPCIapaToB IS MCAUITUHCKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

NMPUMCHCHUA OCYIHICCTBIIACTCA 3KCICPTHBIM YUPCKACHUEM IMOCPEACTBOM 06’LCI[I/IHGHI/I$I JICKApCTBCHHBIX
npenapatoB B OTACIbHBIC TPYIIILI, B Kaxaoi us KOTOPLBIX JICKAPCTBCHHBIC IIPCIIAPAThI SABJIAIOTCH
B3aMMO3aMCHIACMBIMMU.

7. B cayuae BKJIIOYEHHUS B HMHCTPYKIHIO IO MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara Ha OCHOBAaHUHU PE3yJIbTATOB COOTBETCTBYIONIUX MCCIICIOBAHHUN TTOKA3aHUH ISl TPUMEHEHUS,
KOTOpBIE OTIUYAIOTCS OT MOKA3aHUH JIJIsl IPUMEHEHHSI JPYTHUX JIEKAPCTBEHHBIX MPENapaToB U3 IPYIIIbI
B3aMIMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IIPEMapaToB, B IEpPEUYHE B3aUMO3aMEHSIEMBIX JIEKapCTBEHHBIX
MpernapaToB JIsl MEIUITUHCKOTO MPUMEHEHHS T0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIAs HH(POpMAIIHSL.

8. IlepeueHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO MPUMEHEHHS
pa3MeniaeTcst yIOJTHOMOYCHHBIM (pelepallbHbIM OPTraHOM HCIIOJHUTEIIBHON BJIACTH, OCYIIECTRISIFOIIHM
TOCYJJaPCTBEHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX MPENapaToB i MEJAWIIMHCKOTO MPUMEHEHHs, Ha
cBoeM odunuansHoM caite B cetn "HMHrepHer". MHbopmanus B TepeyHe B3aMMO3aMEHSIEMbBIX
JIEKapCTBEHHBIX MPEMapaToB JJIs MEIUIMHCKOTO MPUMEHEHUsI OOHOBIIAETCS yKa3aHHBIM (peepanbHbIM
OpraHOM HCIIOJTHUTEIBHOU BJIACTH C YUYETOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENapaToB
JUISL MEIUUMHCKOTO TPUMEHEHHUS W BHECEHHBIX HM3MEHEHHMM B JIOKYMEHTBHI, COJEpKaluecs B
PErUCTPAllMOHHBIX J0Ch€ Ha 3apeTrHCTPUPOBAHHBIC JICKAPCTBEHHBIE Mpenaparbl Il MEIUIIMHCKOTO
MIPUMEHEHUS.

9. [lopsJIOK MCITOJIb30BaHUS HH(POPMAIIMK O B3aUMO3aMEHICMBIX JICKAPCTBEHHBIX IpernapaTax Jijis
MEJIHUIMHCKOTO TIPUMEHEHHUSI W TOPSIOK Jadd pPa3bsICHEHHH 10 BOMPOCaM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX TPENaparoB [Uisi MEAMIIMHCKOTO TMPUMEHEHHs] YCTaHABIMBAIOTCSA (enepanbHbIM
OpPraHOM HCIIOJIHUTEIPHOW BIIACTH, OCYIICCTBISIOMUM (DYHKIMA TIO BBIPAOOTKE H peaau3aiuu
rOCy/apCTBEHHOW MOJMTUKY U HOPMATHBHO-TIPABOBOMY PETYIIHPOBAHUIO B Cepe 3IpaBOOXPAaHEHUS, 10
COTJIACOBAHUIO ¢ (peiepalIbHBIM OPTaHOM HWCIOJHUTEIIEHON BJIACTH, OCYIISCTBIISIFOIIAM (DYHKIIHH TT0
JIUICH3UPOBAHHUIO ITPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTR.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

Koncynbrantllntoc: npumeuanue.

Cpok perucTpanuu JIeKapcTBEHHOI'O MpenapaTa Uil BeTepUHAPHOIO MPUMEHEHHUs, UCTEKAIOMIUN C
14.03.2022 mo 31.12.2022, a rtaxxke B 2023 roay, mpomieH Ha 12 mecsaueB (IloctanoBinenue
ITpaButensctBa PO ot 12.03.2022 N 353).

Koncynpsrantllntoc: npumeudanue.

Cpoku  fA€MCTBUSL  PETUCTPALMOHHBIX  YIOCTOBEPEHUU  JICKAPCTBEHHBIX  MpemnapaTroB s
MEJIUIIMHCKOTO TPUMEHEHHs, KOoTopble ucTekaloT B 2024 r. mpomneHsl Ha 12 wmecsueB (
[ocranoBnenue [IpaButenscrBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yoocToBepeHne nekapCTBEHHOro npenapara

Koncynprantllntoc: npumeuanue.

Pa3pemntaercsa obpamienue B PO 3aperucTpupoBaHHbBIX JIEKAPCTBEHHBIX IPENApaToB, CPOK JIEHCTBUS
PETUCTPALIMOHHOTO yJAOCTOBEPEHUSI KOTOPHIX UCTEK B Cllydae, mpeaycMoTpeHHoM 4. 11 c¢1. 4 @3 or
30.01.2024 N 1-®@3.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

KoncynprantlInroc: mpumedyanue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacHpOCTPaHSIOTCS HAa IMPABOOTHOLIEHUS, BO3HMKAIOLIUE IPU
00paleHuN JIEKapCTBEHHBIX CPeACTB i Meauuuackoro npumenenus (O3 ot 30.01.2024 N 1-D3).

1. PeructpanmoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOI'O IpemapaTa C YKa3aHUEM JIEKAPCTBEHHBIX
¢bopM U J103UPOBOK BbLIACTCS OECCPOUYHO, 33 HMCKIIOUYECHHEM PErMCTPALMOHHOTO YyJIOCTOBEPEHHS
JIEKAPCTBEHHOI'0  IIperapaTra, BbIIaBAEMOIO CO CPOKOM JIEWCTBUS IATh JIET, Ha BIIEpBbIC
peructpupyemsele B Poccuiickont denepannn JeKapCTBEHHbBIE IPENapaThl.

2. Tlo wucredyeHMH yKa3aHHOTO B 4YacTU | HACTOSIIEH CTaThU CpOKa BBIAACTCS OECCPOUHOE
pPETUCTPALIMOHHOE YAOCTOBEPEHUE JICKAPCTBEHHOTO IMpenapara MpH YCJIOBUU MOATBEPKACHUS €ro
rOCYJIapCTBEHHOU PETUCTPALIUH.

3. B ciy4ae BHeceHus: B coOOTBETCTBUM cO cTatbiMu 30 u 31 Hacrosmero ®denepanbHOro 3aKoHa
M3MEHEHUN B COJACPIKALIUECS B PETMCTPALIMOHHOM JIO0ChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rpenapar JOKyMEHThI, 3aTParuBaroOIINX CBEICHUS, OTPAXKEHHBIE B PErUCTPALMOHHOM YyIOCTOBEPEHUHU
JIEKApCTBEHHOTO TIperapara, yroJIHOMOUYCHHBIN (elepabHbId OpraH MCIIOJHUTEIHHOW BIACTH BBIIACT
HOBOE€ PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKaPCTBEHHOTO Mperapara, CoAEprKallee BHECEHHBIE B HETO
MU3MEHEHUS.

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 4 cT. 28 yrpaunBaet cuiry (D@3 ot 30.01.2024 N 1-D3).

4. B ciydae yTpaTbl WIM HOBPEXAECHUS PETHMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
mpernapara 1O 3asBJICHHI0O B IMUCHBMEHHOW (opme aepikarens WIM BiaJieiblia PErHCTPAlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara Uil yIOJIHOMOYEHHOTO UMHU JIPYroro IPHUINYECKOTro JINIa
0 BblJadye  ayOnMKaTta  perucTPallMOHHOIO  YJOCTOBEPEHMs  JIEKAPCTBEHHOro  Ipenapara
YIOJIHOMOYEHHBIN (esiepaabHblil OpraH UCIOJIHUTENBbHON BJIACTH B CPOK, HE NMPEBBIMIAIOLINN AeCATH
pabouux JHEW co JHs MOCTYIUICHUsS 3asBJICHHs, BbIIAeT MyONMKAT PErMCTPALMOHHOTO YAO0CTOBEPEHUS
JEKapCTBEHHOTO  Ipemaparta. 3a  BblJady  AyOJUKaTa  PEruCTPAllMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O0  IIpernapaTa  B3UMAeTCsl TIOCYAApCTBEHHAas  [OUUIMHA B COOTBETCTBUM  C
3akoHoaaTenbcTBOM Poccuiickoit @epepanuu o Hajorax u coopax.

(dactp 4 BBenena denepabHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 ct. 29 He pacmpocTpaHsSeTCS Ha MPABOOTHOIICHUS, BOSHUKAIOIIME TPHU OOpaIICHUN
JIEKapCTBEHHBIX CPEJICTB sl MeauHcKoro npumenenus (P3 ot 30.01.2024 N 1-D3).

KoncynprantlIntoc: npumeyanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
OOpallleHnn JIEKapCTBEHHBIX CPEJCTB: Ul MEAUIUHCKOIO IPUMEHEHHUs IOCPEACTBOM E€IHHOI
cucteMbl U (Win) equHoro noprana, opumenstores ¢ 01.01.2025; ana BeTepuHAPHOTO MPUMEHEHUS
MOCPEACTBOM €AMHOro mnoprtana, npumenstorcs ¢ 01.01.2026. PeructpanuoHHbIE yAOCTOBEPEHUS
JIEKapCTBEHHbIX INPENapaToB s MEIULUUHCKOTO IPUMEHEHMs, Ha OyMa)KHOM HOCHUTEIE U

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHuua 59 mns 157


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=319062&amp;date=22.10.2024&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100439&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100176&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=466853&amp;date=22.10.2024&amp;dst=11576&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100441&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100177&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100471&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100472&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

nyonukatel ¢ 01.01.2025 He BrImaroTCS.

KoncynprantlIntoc: nmpumeyanue.

Cpok perucrpanuu JEKapCTBEHHOIO Mpernapara sl BETEPUHAPHOTO MPUMEHEHUS, UCTEKAIOIIUN ¢
14.03.2022 mo 31.12.2022, a Ttaxxe B 2023 romy, mpomieH Ha 12 wmecsneB (IlocranoBnenue
ITpaButensctBa PO ot 12.03.2022 N 353).

Cratba 29. lMoarBepxAaeHWe rocyfapCTBEHHOW perucrpauvm JrieKapcTBeHHOro
npenapara
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TTonTBepkAEHUE TOCYTAPCTBEHHOM PErMCTpalMy JIEKAPCTBEHHOTO MpenapaTa OCYIIECTBISETCS
IIpU BbIJa4€ OECCPOUHOTO PErHCTPALMOHHOIO YJIOCTOBEPEHMsI JIEKAPCTBEHHOIO IpernapaTa B cllydae,
YKa3aHHOM B 4acTH 2 cTtaTtbk 28 HacTosmero @eaepaabHOTO 3aK0OHA, B CPOK, HE MPEBBILIAIOIIANA COPOKa
pabounx THEH co JTHS HAIMPaBJICHUS MOCPEICTBOM €IMHOTO MOpTalia B YIIOJIHOMOUYEHHBIN (perepanbHbIii
OpraH HCIOJHUTEIBHOW BIACTH WIM JMYHBIA KaOMHET YIOJIHOMOYEHHOro (eaepanibHOro opraHa
WCIOTHUTEILHON BJIACTH B CHHHOfI CUCTCMC 3asdBJICHUA O IOATBCPIKICHUU I‘OCy,Z[ElpCTBCHHOfI
perucTpalMi  JEKapCTBEHHOIO  IpernapaTa, [MOANHWCAHHOTO  YCWJIEHHOM  KBaJU(UIUPOBAHHOM
JJEKTPOHHOW mnoanucbo. He ocymiecTBisieTcss MOATBEPKACHUE TOCYJApPCTBEHHOM pErucTpaluyd B
OTHOLIEHUHU JIEKAPCTBEHHOTO Ipernapara jisi BETEPHUHAPHOIO NPHUMEHEHMs, HE HAaXOJMBIIETrOCs B
obpamennn B Poccuiickoit denepanuu B TeueHHe Tpex U Oojee JIeT, a TakkKe B OTHOILEHHUH
JICKapCTBEHHOT'O CPEJICTBA, IPOU3BEACHHOIO C HapyIIEHHEM TpeOOBaHUs, YCTAHOBIEHHOT'O YacThio 3.7
ctateu 71 Hacrosimiero denepaabHOTO 3aKOHA.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. 3asgBieHUE O TMOJTBEP)KICHUU TOCYJApPCTBEHHOW pErucTpalnuu JEKapCTBEHHOrO Mpenapara
HampaBlIIeTCS TMOCPEACTBOM E€AMHOrO TopTala B  YIOJHOMOYEHHBINM  (QenepanbHblil  oprax
WCTIONIHUTENBHON BJAacTH WM JIMYHBIA KaOWMHET YIOJHOMOYEHHOro (enepalbHOTO OpraHa
HUCIIOJIHUTEIHLHONU BJIACTU B e,Z[HHOﬁ CUCTCMC HC paHCC YCM 3a CTO BOCCMBJICCAT I[Heﬁ J0 UCTCUCHUA
CpOKa JIEHCTBUSl PETUCTPALMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O Ipenapara W HE IO03]Hee
OKOHYaHHsA CpOKa €10 I[GfICTBHﬂ.

(dactp 2 B pen. Denepanbaoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Ytparun cuiy. - ®eaepanbusiii 3akoH ot 30.01.2024 N 1-D3.

3. IloaTBepkIeHUE TOCYAAPCTBEHHOM PErHCTpalyy JIEKApCTBEHHOIO TpenapaTa OCyIIEeCTBISIETCS
o pe3ylibTaTaM 3SKCIICPTHU3bl OTHOLICHUSA O)KH,Z[&CMOI\/'I MOJIb3bI K BO3MOXHOMY PUCKY NPHUMCHCHUA
JIEKapCTBEHHOTO TpernapaTa Ha OCHOBAHUH PE3yJIbTaTOB MOHUTOPHHTA 3()(HEeKTUBHOCTH 1 0€301TacCHOCTH
JIEKapCTBEHHOTO TMpemnapara, HpPOBOAMMOIO JepiKaTeleM WIM BJIaJeNIblleM PpETUCTPALUOHHOTO
YIOCTOBEPEHUsI JIEKapCTBEHHOTO Mpernapara JU00 YIMOJTHOMOYEHHBIM HUMH IOPHIMYECKUM JIUIIOM, a
TaKKE€ COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (efiepabHBIM OpPraHOM HCIIOJIHUTENBHOW BIIACTH B
COOTBETCTBUHM C TPeOOBaHUSMHU CTaThu 64 HacTosero denepaibHOTO 3aKOHA.

4. K 3asBI€HUIO O MOATBEPKACHUU FOCYJapCTBEHHOM PErMCTpaLUyU JIEKAPCTBEHHOIO Iperapara
JUISL METUIIMHCKOTO IPUMEHEHMSI IPUIIAraroTCs:

1) nOKyMeHTBI, cojepaliue pe3yJabTaTbl MOHUTOpUHTa 3((EeKTUBHOCTH M 0€30MacHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JICKApCTBCHHOT'O IIpfllapaTa AJd MCEAULIUHCKOTO IMPUMCHCHHA, IPOBCACHHOTO JCpKATCICM HIIN
BJIAACIIBICM PECTUCTPAIUOHHOTO YIAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpf€rapara e MCEAUIUHCKOTO
MMPUMCHCHUA 0o YIOOJHOMOYCHHBIM WM HKPUIAAYCCKUM JIMIOM, II0 opME, YTBep)KI[eHHOﬁ
YIOOJIHOMOYCHHBIM q)eﬂepaJ'II)HI)IM OopraHom HCIIOJIHUTEILHOM BJIACTH,

2) cBefeHUs O JaTe MPEJOCTaBIECHUS M PETUCTPALMOHHOM HOMEpE JMIIEH3UMH Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJACTB, WJIM CBEIACHUS O JaTe NPENOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIIQUEHHsT O COOTBETCTBHHM TMPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSM IPABHI
HaJJIeXxaleld MPOU3BOJICTBEHHOW MPAKTUKH, WU KOMUS cepTHU(HKATa COOTBETCTBHUS MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEIACTB JUIsI MEAMLMHCKOIO IPUMEHEHHs TpeOOBaHUSAM IIPAaBWI HaJIeKallen
MPOU3BOACTBEHHOM  MPAaKTUKUM  EBpa3WilcCkOro  SKOHOMHYECKOTO  COK03a,  MPEJOCTABICHHBIX
YHOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCTOJIHUTEIBHOM BJIACTU B OTHOLIEHUU MPOU3BOJICTBEHHOM
IUIOIIAJKH  JIEKAPCTBEHHOrO Ipenapara Uil MEAMIMHCKOIO IPUMEHEHUs, TOCyAapCTBEHHAs
perucTpanusi KOTOporo MOATBEPKIAETCS B Cllydae, €Clid MPOU3BOJACTBO JIEKAPCTBEHHOTO Mpenapara Jajs
MEIUIMHCKOrO IPUMEHEHUS ocyliecTBisAeTcs B Poccuiickoit @enepanuy;

(B pen. @enepanbHbix 3aK0OHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N _1-P3)

3) xomus TPEAOCTaBICHHON YMOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOU3BOAMTENS JIUIICH3UU Ha
MIPOM3BOICTBO JIEKAPCTBEHHOTO TMperapaTa Ijisi MEIUIIMHCKOTO MPUMEHEHHUS U €€ TIEPEBOI Ha PYCCKHI
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IIOPSJIKE, a TaKXE KOMHS 3aKIIOUEHHUS O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSM MPAaBUI HaANEXKalleld MPOU3BOJICTBEHHON
MPAKTUKU, WM KOMHUS CepTH(HUKATAa COOTBETCTBUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB s
MEIUIIMHCKOTO TIPHUMEHEHUs TpPEeOOBAaHMSIM MPABWI HAAISKANEH TMPOU3BOJCTBEHHON MPAKTUKU
EBpasuiickoro 3KOHOMHUYECKOTO COI03a, BBIJIAHHBIX YIIOJIHOMOUYEHHBIM (hefepaabHbIM OpPraHOM
WCTIOTHUTEIIPHON BJIACTH B OTHOIICHUH MPOW3BOCTBEHHON IJIOMIAIKH JICKAPCTBEHHOTO MpernapaTa Jiist
MEJIUIIMHCKOTO TPUMEHEHUS, TOCYJapCTBEHHAs PErHCTpalsi KOTOPOTO IMOATBEP)KIACTCS, WM KOIIHS
pelIeHrs YIMOJIHOMOYEHHOTo (hefepadbHOr0 OpraHa MCHOJHUTENBHOM BJIACTM O TPOBEIACHHUH
(apManeBTHUECKON HMHCIEKIIMM TMPOW3BOJACTBA JICKAPCTBEHHBIX CPEACTB JUISI  MEAUIMHCKOTO
MPUMEHEHHUST Ha COOTBETCTBUE TPEOOBAaHUSM MPaBUJ HAJJIeKAIIeH MPOW3BOJACTBEHHON MPAKTUKU
EBpasuiickoro s3KOHOMHYECKOTO COI03a B Cliydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara Jjist
MEIMIIMHCKOTO MMPUMEHEHHUS OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit denepanu.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
(uacts 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOImIEHNH OUONOTHYECKUX JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TPUMEHEHUS
3asBUTEb JOMOJHUTENBHO TMPEACTABISET pPE3yJIbTaThl MEPONPHUATHM, MNPEIYCMOTPEHHBIX ILJIAHOM
YIIpaBJICHUS PUCKAMHU, YTBEP>KIECHHBIM YIIOJTHOMOYEHHBIM (PeepaIbHbIM OPTaHOM HCIIOJTHUTEIbHON
BJIACTH TIPH OCYIICCTBICHUM TOCYJApCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO TIpemapara Jyist
MEIUIIMHCKOTO TIPUMECHCHHUS.

(uacts 4.1 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJIEHHIO O MOATBEPKICHUH TOCYAApPCTBEHHOM pEerucTpanuu JIEKapCTBEHHOTO Mpenapara
JUIsl BETEPUHAPHOTO MPUMEHEHUS MPUIIATalOTCs JOKYMEHTBI, COAEp Kallue pe3ysibTaTbl MOHUTOPUHIA
3¢ (HEeKTHBHOCTH W 0OE30MACHOCTH JIEKAPCTBEHHOIO TMpemnapara JUisi BETCPUHAPHOTO MPHUMEHEHUS,
MMPOBOJIUMOTO JIEp>KaTelIeM WM BJAQACIBIEM PErHUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
npenapara JJjisi BEeTEpUHAPHOTO MPUMEHEHUS JMOO YIMOJHOMOYEHHBIM MM IOPUIUYECKHAM JIUIIOM, I10
dopMe, YTBEpXKIEHHOW YMOTHOMOUYEHHBIM (heepaabHbIM OpPraHOM HCIOJIHUTEIbHOW BIACTH, U
JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hactosmero @denepanbHOr0 3aKOHa. B OTHOIICHMM WMMYHOOHOJOTHYECKHX JIEKapCTBEHHBIX

npemnapaTtoB i1 BETCPHUHAPHOI0 MPUMEHCHUS HE MPCACTABIAIOTCA CBEACHHW A, YKA3aHHBIC B ITOAITYHKTC
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

"k" nmynkra 4 yactu 3 ctateu 17 Hacrosimero denepanbHOro 3akoHa. B OTHOIIEHHH J1€KapCTBEHHBIX
rpenaparoB IS BETEPUHAPHOTO MIPUMEHEHUS, MOy YEHHBIX c MIPUMEHEHUEM
TCHHO-MH)KCHEPHO-MOIM(MUIIMPOBAHHBIX ~ OPTaHM3MOB WM  COJCPXKAIIMX TaKWEe  OPTaHHU3MBI,
JIONIOJTHUTEIBHO TPEJICTABISAIOTCS CBEIAECHUS, YKa3aHHbIe B MyHKTe 13 wactu 3 crarbu 17 Hacrodiero
denepanbHOro 3aKOHa.

(dactp 4.2 BBeneHa denepabHpiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aK0HA OT
02.08.2019 N 297-®3)

4.3. 3asBuTenb BOpaBe MPEACTaBUTh C 3asBICHHEM O TOATBEPXKICHUU TOCYAapCTBEHHON
peructpanu JICKAPCTBCHHOI'O Ipfrapara PpCeKBHU3UTBI JOKYMCHTA, IOATBCPIKAAOIICTO YILIATY
rOCyJapCTBEHHOM MOLUIMHBI 3a IOATBEPKACHHE TI'OCYJapCTBEHHOM pETruCTpanuu JIEKapCTBEHHOTO
npernapaTa, a TakKe BblJaBaeMble (MpeAoCTaBiIsieMble) YIOIHOMOYEHHBIMU (heliepadbHbIMU OpraHaMu
UCTIOJTHUTEIBHON BJIACTH JIOKYMEHTHI (CBEICHUS), YKa3aHHbIE B IMYHKTax 2 M 3 4acTH 4 HACTOSILEH
crathl. B cimy4ae WX HempeAcTaBlICHHs YIOJIHOMOYCHHBIH (eaepaibHbIi OpraH HCIOJHUTEIBHOW
BJIACTU 3alpalllBaeT YKa3aHHbIE JOKYMEHTHl (CBEIEHHsS) B TOpPSJIKE MEKBEJOMCTBEHHOTO
MH(POPMALIMOHHOTO B3aMMOICHCTBHSL.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N _1-D3)

5. B Tteuenue nsaTH paboumx OHEH €O JHS HaMpaBlIEHUS MOCPEICTBOM E€IUMHOrO TMopTaja B
YIOJHOMOYEHHBIM  (efepaibHblii  OpraH  HCIOJHUTENbHOM  BIACTH WM  JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJHUTENbHON BJIACTH B €IMHOM CHCTEME 3asiBICHUS O
MOATBEPXKJICHUU TOCYJAAPCTBEHHOW PpETUCTpaluu JIEKAPCTBEHHOTO IMpenapara U JIOKYMEHTOB,
COJIeprKalINX Pe3yabTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO TIpernapara,
MIPOBOAMMOIO JepiKaTeleM WU BIAJENbleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKaPCTBEHHOI'O
npenapara Ju00 YIoTHOMOYEHHBIM UMHU IOPUIUICCKAM JIUIIOM, YITIOJTHOMOYEHHBIN (heepanbHbIil opraH
WCIIOJIHUTENIBHOM BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJICHUN, COJEPKAIIMXCA B MPEACTABICHHBIX 3asBUTEIIEM
JIOKYMEHTAaX;

2) npyUHMMAET PELIEHHE O MPOBEICHUM WM 00 OTKa3e B MPOBEIECHUU IKCHEPTU3blI OTHOILEHUS
OKUJaeMOM MOJIb3bl K BO3MOXHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOTO Mpernapara Ha OCHOBAaHUU
pe3yJNbTaTOB  MOHUTOpPUHTa J(PQGEKTUBHOCTM U  0€30MacHOCTH  JIEKAPCTBEHHOrO  Iperapara,
MIPOBOJIUMOIO JI€p>KATENIEM WM BJIAAEIbLEM PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Ju00 YIOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (eaepalbHbIM OpraHoM
WCTIOJTHUTENILHOW BJIACTH B COOTBETCTBUHM C TpeOOBaHUSMH cTaThul 64 Hactosimero denepaibHOTO
3aKOHa;

3) HampaBisAeT B JUYHBIH KaOWHET 3KCIEPTHOTO YYPEXKJCHUS B CIMHON CHCTEME IOIIHCAHHOS
YCUJICHHOW KBaJH(DUIMPOBAHHON AJIGKTPOHHOW TIOANMUCHIO 3aJlaHie Ha TPOBEJICHHE JKCIIEPTH3HI,
MPEIYCMOTPEHHOM ITyHKTOM 2 HACTOSIICH 4YacTH, a TaKKe HAlpaBiIsIeT 3asBUTEIIO IOCPEICTBOM
€IMHOTO TOopTaja WIM B JIMYHBIA KAaOWHET 3asABUTENS B €IWHOW CUCTEME MOJMUCAHHOE YCHJICHHOMN
KBUTH(UIIMPOBAHHOHN SJICKTPOHHOW TOJIMUCHIO YBEIOMIICHUE O MPUHATOM PEUICHUH O BbIIAa4e 3a/IaHus
Ha TIPOBEJCHHE yKa3aHHOM H3KCIEpTHU3bl JIMOO 00 OTKa3e B NPOBENEHUHM YKa3aHHOW JKCIEPTH3HI C
yKa3aHHEeM MPUYMH 0TKAa3a.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B CJIydac BbIABJICHUA HEAOCTOBCPHOCTU U (I/IJ'II/I) HEOOCTAaTOYHOCTH I/IH(l)OpMaI_II/II/I,
COI[Cp)KﬁI.I.ICﬁCH B IPCACTABJICHHBIX 3adBHUTCICM JOKYMCHTAX, yr[OJIHOMO‘ICHHBIfI (I)eﬂepaHBHLIﬁ opraH

www.consultant.ru CrpaHuua 62 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=22.10.2024&amp;dst=100038&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=22.10.2024&amp;dst=100057&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=22.10.2024&amp;dst=100198&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100186&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100188&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100189&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

WCIIOJTHUTENIBHOM BIIACTH HANpPABIISIET 3asBUTENIO MOCPEACTBOM €IMHOIO MOpTajia WM B JIMYHBIA
KaOMHET 3asBUTENS B €IUHON CHCTeMe 3alpoc 00 yTOUHEHHH yKa3zaHHON MH(OpMAaIiH, MOAMUCAHHBIN
YCHJICHHOW KBATH(DUIIMPOBAHHOMN 3JIEKTPOHHOH MOMHCHIO.

(uactsb 6 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

7. 3asBuTenb o00sf3aH HANpaBUTh TOCPEJICTBOM €AMHOTO IMOpTajia B YHOJHOMOYEHHBIN
(benepanbHbIi OpraH UCHOIHUTEIBHOM BIACTH WJIM JIMYHBIN KAaOMHET YIOJIHOMOUYEHHOIoO (hefiepalbHOro
OopraHa HCHOJHHUTENbHOIN BIAcTH B €IUHOM CHUCTEME MOJMMCAHHBIA YCHJIEHHON KBaJIM(UIIMPOBAHHOM
3JIEKTPOHHON MOJMHMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (e/lepajIbHOr0 OpraHa MCIOJHUTEIbHON
BJIACTH, YKAa3aHHOT'O B 4acTU 6 HACTOSILIEH CTaThH, B CPOK, HE MPEBBIIAIOINN AEBIHOCTA PA0OUNX JHEN
CO JIHS TIOJIyYEHUS YIIOJTHOMOYEHHBIM (heIepaibHBIM OpPTraHOM HCIOJTHHUTEIBHON BIACTH 3JIEKTPOHHOTO
YBEJIOMJIEHUSI O TOJYYEHHMM 3asBUTENEM Takoro 3ampoca. Cpok, yKa3aHHbBIM B 4acTH 5 HACTOSAIIEH
CTaTbH, NPUOCTAHABIUBAETCS CO JHs HAIPAaBICHUS 3asBUTEIIO IMOCPEICTBOM €IMHOIO MOpTaja WA B
JUYHBIA KaOWHET 3asBUTENI B €IMHOM CUCTEME TaKOro 3ampoca 10 JHs HaIlpaBlICHHs 3asBUTENIEM
MOCPEJICTBOM €MHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (eiepabHblil OpraH UCTIOJHUTEILHON BIACTH WU
JUYHBIA KaOWHET YMOJIHOMOYEHHOTO (eAepalbHOTO OpraHa WCIOJHHUTEIbHOM BIAacTH B EIUHOMN
CHUCTEME OTBETAa Ha TAKOM 3ampoC M HE YUYWTBHIBACTCS IPH HCYUCICHMM CpPOKa IOATBEPKICHUS
rOCYJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOT'O Mperapara.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHHMEM MJi OTKa3a B TPOBEICHHH SKCIEPTH3bl OTHOUICHHS OXHAaeMOH TMONb3bl K
BO3MOKHOMY PHUCKY NMPHUMEHEHHs JEKapCTBEHHOTO Mperapara sSBJsSeTcs MpeACTaBIeHUE JOKYMEHTOB,
COJIeprKalINX Pe3yabTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO TIpernapara,
U (UIM) B OTHOIIEHHWH OWOJIOTMYECKHX JIEKAPCTBEHHBIX IPENapaToB pPe3yJbTaTOB OCYLIECTBIICHUS
MEpPOTIPUSTHIA B COOTBETCTBHU C TUIAHOM YIPABJICHHS PUCKAMH, YTBEP)KICHHBIM YITOJTHOMOUYEHHBIM
(denepanbHBIM OPraHOM HCIOJHUTENIBHOM BIACTH MPHU OCYLIECTBICHUU FOCYAAPCTBEHHONW pEerucTpanuu
JIEKapCTBEHHOT'O TMpernapaTta, B HEMOJIHOM 00beMe, OTCYTCTBUE MH(OpMAaIUU, MOATBEpKIAoei (akT
yIjaThl  TOCYAApCTBEHHOM  MONIUIMHBI 32  TOATBEPXKICHHE TOCYJAapCTBEHHOM  perucTpanuu
JICKapCTBEHHOTO TIpernapaTa, Ju00 HENpeJCTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
VKa3aHHBIH B dYacTH O HACTOSIIEH CTAaThU 3alpoc YIOJTHOMOYEHHOTO (heaepaabHOro OpraHa
WCTIOJTHUTEIEHOW BJIACTH, a TaKXe OTCYTCTBHME B YKa3aHHBIX JIOKYMEHTax HH(GOpMAIMH, KOTOpas
JIOJKHA OBITH B HUX OTpa)KeHa.

9. DOkcmepTuza OTHOLIEHHS OXHMIAaeMOH TONb3bl K BO3MOKHOMY PHUCKY TNPUMEHEHUS
JICKapCTBEHHOT'O Tpernapara B IesAX MOATBEPKACHUS roCy1apCTBEHHONW PEerucTpaluy JIEKapCTBEHHOTO
npernapara MpoBOIUTCS KOMHCCHUEH IKCIEPTOB 3KCIEPTHOTO YUPEKIEHUS B CPOK, HE MPEBBIIIAOIINI
TpUALIATU pabOUnX JTHEH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

10. B ciayyae HeZOCTaTOYHOCTU NMPEACTABICHHBIX JKCIIEPTY MaTEPUAIOB AJI a4y 3aKIIOYCHHUS B
JUYHBIA KaOWHET 3asBUTENS B €IMHON CHCTEME HaIlpaBIIsieTCsl 3alpOC O MPEACTAaBICHUH HEOOXOAUMBIX
MaTepHasioB, MOJAMMCAHHBIA PYKOBOAUTENEM (YIIOJHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
WCTOJIb30BAHUEM YCHJICHHON KBAIN(UIIMPOBAHHON JIEKTPOHHON TOIHCH.

(uactp 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenbp 00s3aH HANPaBUTh B JMYHBIA KAOMHET JKCHEPTHOTO YUPEXKACHUS B €IAUHOMN
cUcTeMe NOJMMCAHHBIA YCUIEHHOM KBalnM(UUUPOBAHHON >JIEKTPOHHON HOJMMCHIO OTBET Ha 3ampoc
HKCHEPTHOTO YUPEXKJEHHs B CPOK, HE MPEBBIIAIONINI HIEeCTUAECATH pabouux AHEH CO JIHS MOITy4eHUs
JKCIIEPTHBIM YYPEKIECHUEM DJJIEKTPOHHOIO YBEIOMIICHUSA O TIIOJYyYEHHM 3asiBUTEIEM YKa3aHHOTO
3anpoca. Bpemsi co 1Hs HampaBileHUs B JIMUHBIA KaOMHET 3asBUTENA B €IMHOM cHCTEME 3arpoca
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OKCIIEPTHOTO YUPEXKIEHHUS 1O [IHSA HaIpaBJICHUs 3asABUTENIEM B JIMYHBIA KaOWHET HKCIEPTHOTO
YUpEXKICHUS B €IUHOM CHCTEME OTBETa HA YKa3aHHBIN 3alpOC HE YUUTHIBAECTCS NPHU MCUUCICHUH CPOKa
MPOBEACHUS DKCHEPTU3bl OTHOIICHHS OXUAAEMOM IMOJb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHS
JIEKApCTBEHHOT'0 TMperapaTa Ha OCHOBAHUM JOKYMEHTA, COJEp)Kalllero pe3yjbTaThl MOHUTOPHHTA
3¢ PexTHBHOCTH 1 OE30MaCHOCTH JIEKAPCTBEHHOTO Mperapara.

(gactp 11 B pen. @enepanproro 3akona ot 30.01.2024 N 1-D3)

12. B cpok, He MPEeBBINIAONIUI MATH padOYMX JHEH CO JIHS HANpaBJICHHUS B JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heiepaqbHOr0 OpraHa HCIOTHUTEIBHONW BJIACTH B €AMHON CHUCTEME 3aKIIIOUEHUS
KOMHUCCHUH JKCIEPTOB MO PEe3yibTaTaM SKCIEPTH3bI OTHOMICHUS OKUIACMOU IMOJIb3BI K BO3MOKHOMY
PUCKY TIPUMEHEHHS JICKAPCTBEHHOTO TperapaTa, COOTBETCTBYIOIMINN YIOJTHOMOYCHHBIN (DemepabHbIii
OpraH UCIOJIHUTEIIBHOHN BIIACTH:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLCHKY J3TOr'0 3aKIHOYCHHUA I ONPCACIICHUA €TI0 COOTBCTCTBUSA 3aTAHUIO Ha
MIPOBCACHUC YKaBaHHOﬁ OKCIICPTHU3BI;

2) IpUHMMAET PELIEHUE O MOATBEPKICHUM TOCYJapCTBEHHOM pErucTpanuu JEKapCTBEHHOI'O
mpernapata Wi 00 OTKa3e B NOJATBEPXKIEHUH TOCYAApCTBEHHOW pErucTpanu JEKapCTBEHHOI'O
npernapara;

3) BHOCUT NpU HPUHATUM PEUICHUS O TMOATBEPKIACHUM TOCYJapCTBEHHONW perucTpanuu
JIEKApCTBEHHOT'0 Ipernapara CBEAEHUS B TOCYJapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB U BBIIAET
3asiBUTENI0 O0ECCPOYHOE PETUCTPAMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Iperapara MOCpPeACTBOM
HaIpaBIICHUsI Yepe3 eIUHBIA MOPTAT WU JIMYHBIA KaOWHET 3asBUTENS B €IUHON CHCTEME BBHIMHCKU U3
rOCYJJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJCTB, MOJAMUCAHHON YCHUJIEHHON KBaTU(UIIUPOBAHHOMN
3JIEKTPOHHOU MOJIUCHIO.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

13. OcHoBaHuEM JUIs OTKa3a B MOJATBEPKAECHUHU rOCYIapCTBEHHON PErucTpaluy JIEKapCTBEHHOTIO
mpernapara SBISETCS 3aKIIOUYEHHE COOTBETCTBYIOILETO YIOJIHOMOYEHHOTO (heAepalbHOrO OpraHa
HWCIOJHUTEIbHON BJIACTH O TOM, 4YTO PUCK MPUYUHCHHA BpCAa 3J0POBLIO YCJIIOBCKA WJIM JXUBOTHOI'O
BCJIEJICTBHE ITpHEMa JIEKapCTBEHHOTO TpernapaTa mpeBbimaeT 3)(HEeKTUBHOCT €T0 TPUMEHEHHS.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHUS NPOLEAYPbl MOATBEPKIACHHUS TOCYAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOT'0 MpemnapaTa ero odpaiienue B Poccuiickoit @enepanyiv He MPUOCTAHABIMBAETCA.

15. JlomyckaeTcst oOpallleHue JEeKapCTBEHHBIX IIPernaparoB 10 HCTEUEHHUs CpOKa TOIHOCTH,
IIPOU3BEJICHHBIX B TEYEHHE CTa BOCBMHUJACCATH KAJICHIAPHBIX JHEW II0CiIe JaThl IPHUHATHUS
YIOJTHOMOYEHHBIM (peZiepaibHbIM OPTaHOM HCTIONIHUTEIBLHONH BJIACTH PEIICHUS O IOATBEPKIACHUU
roCy/1apCTBEHHOW pPETUCTpallid, B COOTBETCTBMM ¢ HHGoOpMaiuei, coaepxkaiieics B JOKyMEHTax
PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN ITpenapaT 10 1aThl IPUHIATHS TAKOIO PELLECHUS.

(B pen. denepanbhoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantllntoc: npumeuanue.
[Tonoxenus ct. 30 (B pea. @3 or 30.01.2024 N 1-®3), kacarommecs: NPeAOCTABICHUS TOC. YCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (W) €AMHOTO nopTaia, npuMmenstores ¢ 01.01.2025.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

Cratba 30. BHeceHMe U3MeHeHMM B [AOKYMEHTbl, coAepxawmecs B
perncTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapat Ans
MegULUHCKOro NPpUMeHeHus

1. B mensix BHECEHUS UBMEHEHHI B JTOKYMEHTBI, COJIEpKAIIUECS B PETHCTPALMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar sl MEIULHUHCKOTO IMPUMEHEHHUs, AepikKaTelb WU
BJIQJIENIEl] PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara Wid YHOJIHOMOYEHHOE UM
Jpyroe HOpHUIMYECKOE JIMLO (Jajee B HACTOALIEH CTaThe - 3asBUTENb) HAIPaBIISIET MOCPEACTBOM
€IMHOTO TIOpTaja B YHOJIHOMOYEHHBIH (erepaabHbIii OpraH HCIOJHUTEIbHON BIACTH WU B JIMUHBIHA
KaOMHEeT YNOJHOMOYEHHOIro (eAepalbHOro0 OpraHa HCIHOJHUTENbHOM BIAacTM B €AMHOM CHCTEME
MOJNKCAHHOE YCUJICHHON KBaTU(PHUIIMPOBAHHON 3JIEKTPOHHOM MOMAMKUCKHIO 3asBJIEHUE O BHECEHUHU TaKUX
W3MEHEHUN 1Mo (GopMe, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (eepaabHbIM OPraHOM MCIOJHUTEIHHON
BJIACTH, W TMpUiaraeMble K HEMy HU3MEHEHHUs B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTBHI,
MOJTBEPXKIAIOIINE HEOOXOIMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N _140-®3, ot 30.01.2024 N
1-®3)

1.1. I[Ipr HEOOXOAUMOCTH BHECEHUS B IOKYMEHTHI, COJIEPKAIIECs] B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipenapar il MEOULMHCKOrO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEJILHO Me€CTa IPOM3BOJCTBA JIEKAPCTBEHHOIO IIpenapaTta Uil MEAULMHCKOrO NPUMEHEHUS,
TpeOYIOLINX MPOBEICHHs SKCHEPTU3bl KadecTBa JIGKAPCTBEHHBIX CPEJICTB, 3aABUTENb JOMNOIHUTEIBHO
HampaBJsieT IOCPEICTBOM €IMHOT0 IOPTajia B YIOJIHOMOYECHHBIN (eiepatbHblii OpraH UCIIOTHUTEIHHON
BJIACTH WJIM JIMYHBIA KaOWHET YMOJIHOMOYEHHOro (hefepaibHOr0 OpraHa HCIOJIHUTEIBHON BIACTH B
€TUHOM CHCTEME:

1) cBeneHus o jaTe MPEJOCTaBICHUS U PETHCTPALMOHHOM HOMEpE JIMIEH3MHM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, a TAKKE KOIMIO 3aKJIIOUYEHUS O COOTBETCTBUU ITPOU3BOIUTEIIS JIEKAPCTBEHHBIX
CPeACTB Ul MEAMUIMHCKOIO MPHUMEHEHMs TpeOOBaHUSAM MpaBWI HajAJeKalleld MpOU3BOJICTBEHHOM
NPAaKTUKH, WM KOMHI0 CepTU(HUKATA COOTBETCTBUS MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJHUIMHCKOTO TIPUMEHEHHUS TPEeOOBAHWSAM [PABHI HAJIEKANIeW TMPOU3BOJACTBEHHOW TPAKTHKU
EBpa3uiickoro 5KOHOMHYECKOI'O COI03a, BBIJIAHHBIX YIIOJIHOMOYEHHBIM (efepaabHbIM OpraHOM
UCIIOJIHUTEJIBHOM BJIACTH B OTHOLICHMM W3MEHEHHOM MU (WIM) JOIOJHEHHOH IPOU3BOACTBEHHON
IUIOUIAIKK  JIEKAPCTBEHHOTO TIpenapara il MEJULMHCKOINO INPUMEHEHUs, WM KOIUIO pPEIIEHUs
YIOJIHOMOYEHHOTO (heIepalbHOI0 OpraHa MCIOJIHUTEIBHOW BIACTH O MPOBEIACHUN (papMalleBTUYECKOM
MHCIIEKIIUU IIPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB JJI1 MEIULUHCKOIO IPUMEHEHUS HA COOTBETCTBUE
TpeOOBaHUSAM MpPaBUI HaAJEKallell NPOU3BOACTBEHHON mNpakTuku EBpa3uiickoro 3KOHOMHYECKOIO
COI03a B OTHOIIEHWHM HW3MEHEHHOM U (WiIM) JONOJIHEHHOW MPOU3BOJCTBEHHOM IJIOMIAAKU
JIEKapCTBEHHOI'O IIpernapara Juisi MEIULUUHCKOTO IIPUMEHEHUs B Cllydae, €CIM IIPOU3BOJICTBO
JIEKapCTBEHHOI'O IIpernapara ocyecTsisercsa B Poccuiickoit @enepanuu;

2) KOMHIO MPETOCTaBICHHOW YMOJIHOMOYEHHBIM OPTraHOM CTpPaHbl MPOWU3BOAMTENS JUIEH3UU Ha
MPOU3BOJACTBO JIEKAPCTBEHHOIO IMpenapara g MEAUIUMHCKOTO IPUMEHEHUS U €€ MEPEBOJ Ha PYCCKUHI
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPAJIKE, a TakKK€ KOIMHI 3aKJIIOYEHHUS O COOTBETCTBUHU
MIPOM3BOUTENS JICKAPCTBEHHBIX CPEJCTB TPEeOOBAHUSAM TIPABWII HaJICKAIICH MTPOU3BOACTBEHHOM
MPAKTUKU, WIA KOIMHUIO CepTHU(HUKATA COOTBETCTBHSI MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHUs TpeOOBaHMSIM TMPaBWJI HaANEXKalleld MPOU3BOACTBEHHON MPaKTUKU
EBpa3uiickoro SKOHOMHUYECKOTO COI03a, BBIJIAHHBIX YIIOJHOMOYEHHBIM (hefepaabHbIM OpPraHOM
WCIIOJTHUTENIbHOW BJIACTH B OTHOILIEGHWHM W3MEHEHHOM H (WMJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOMN
TUTOIIAIKH JIEKAPCTBEHHOTO TpenapaTa, Wid KOIHIO PEIIeHUs YIIOJTHOMOUYEHHOTO (elepaIbHOro OpraHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

WCTIOJHUTEJILHOM BJIACTH O MPOBEACHUN (hapMalleBTUUECKOM MHCIEKIIMH TPOU3BO/ICTBA JIEKAPCTBEHHBIX
CPeACTB Ui MEIUIMHCKOTO IPUMEHEHHS Ha COOTBETCTBHE TpPEOOBAHMSM MpPaBUI HaJUIeKaleH
IIPOU3BOJCTBEHHOM IPAaKTUKU EBpazHiiCKOr0 3KOHOMHYECKOIO COK03a B CIlIydae, €CIIM IPOU3BOJCTBO
JIEKapCTBEHHOT O Ipernapara OCyulecTBIIIeTCS 3a npeaenamu Poccuiickoit denepanni.

(uacts 1.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.2. IIpu He0OXOAUMOCTH BHECEHMSI B IOKYMEHTBHI, COJIepKalecs B PETUCTPALIMOHHOM JJOChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il MEOULIMHCKOrO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEJIBHO II0KA3aTeNIe KadyecTBa JIEKapCTBEHHOIO IIpernapara il MEAUIUHCKOrO IIPUMEHEHUS U
(WIM) METOMO0B KOHTPOJII KayecTBa JIEKAPCTBEHHOI'O Ipernapara g MEAMIMHCKOrO NPUMEHEHUS,
TpeOyIOUINX MPOBEACHUS 3KCIEPTU3bl KAaueCTBA JIEKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOIHUTEIHHO
HaIpaBJIeT MOCPEACTBOM €IMHOTO TIOpTalia B YIIOJTHOMOUYEHHBIH (heiepanbHblii OpraH UCTIOIHUTEIbHON
BJIACTU WIM JIMYHBIA KaOMHET YyHOJIHOMOYEHHOro (elepajJbHOro OpraHa HCIOJIHUTENIBHOM BIIACTH B
€MHOH CHCTEME:!

1) cBeneHusa o Aare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOM3BOACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O HAaTC IMIPCAOCTABJICHHA W PECruCTpaiuOHHOM HOMEPEC
3aKJIIOYCHHUA O COOTBETCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCACTB Tp€6OBaHI/I$IM mpaBuJI
Ha)]nemameﬁ HpOHSBOHCTBeHHOﬁ MMPAKTUKU HJIN KOITHUIO CepTI/I(bI/IKaTa COOTBCTCTBUA ITPOU3BOAUTEIIA
JIEKapCTBEHHBIX CPEJICTB M MEAUIUHCKOIO IPUMEHEHHMs TpeOOBaHMSAM [IPABMI HaJUlexKaluei
MIPOM3BOJICTBEHHOIN NMpakTUKU EBpa3uiickoro SKOHOMHYECKOTO COI03a, BbIJAHHBIX (TMPEI0CTABICHHBIX)
YIOJIHOMOYEHHBIM (pe/iepajIbHbIM OPraHOM HCIIOJIHUTENILHON BJIACTH B OTHOIICHUH MPOU3BOICTBEHHOMN
IUIOMIAJIKU JIEKAPCTBEHHOI'O IIpernapara, B CIIy4ae, €CIHM IPOM3BOACTBO JIEKAPCTBEHHOIO IIperapara
ocymectsisiercs B Poccniickoit denepanuu;

2) KOMHIO TMPETOCTaBICHHOW YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOW3BOJMUTENS JUIICH3UHA Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO IMpenapara g MEAUIMHCKOTO TPUMEHEHHUS U €€ MEePEeBO/l Ha PYCCKUM
SI3bIK, 3aBEPEHHBbICE B YCTAHOBJIEHHOM HOPAJIKE, a TAaKXE CBEIEHUS O JaTe NpPelOoCTaBICHUS U
PErUCTPAllMOHHOM HOMEpPE 3aKJIIOUEHHUS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TIPABWJI HAJUICKAIICH MPOW3BOJACTBCHHON NPAKTHKH, WIH KOIMHIO cepTu(dukara
COOTBETCTBUS IMPOU3BOIUTESI JICKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIUHCKOTO MPUMEHEHHS TPEOOBAHUSAM
MpaBWJI HaJJIekKAIIEH MPOU3BOJCTBEHHON MPAKTUKU EBpa3niicKOro 3KOHOMHYECKOTO COI03a, BbITAHHBIX
YIOJIHOMOYCHHBIM (he/IepaIbHBIM OPTraHOM HCIIOJTHUTEIIBHOW BJIACTH B OTHOIIICHUH MTPOU3BOACTBEHHOM
IJIOIIAKH JIEKAPCTBEHHOTO Mpenapara, WiM CBEAEHUs O AaTe MPEJOCTaBICHUS U PErHMCTPALOHHOM
HOMEpE PEeIIECHUs] YIMOJIHOMOUYEHHOTO (elepallbHOTO OpraHa WCIOJHUTEIBHON BJIACTH O MPOBEACHUU
(dapMameBTHUECKON HMHCIEKIIMM TMPOW3BOJICTBA JICKAPCTBEHHBIX CPEACTB ISl  MEIUIMHCKOTO
MPUMEHEHUS Ha COOTBETCTBHE TPEOOBAHUSAM TPABWI HAJUICKAIIEH MPOU3BOJCTBEHHOM MPAKTUKH
EBpasmiickoro  3KOHOMHYECKOTO COI03a, €CJIM  MPOW3BOJCTBO  JIGKAPCTBEHHOTO  Mperapara
OCyIIIeCTBIsIeTCS 32 npenenamu Poccuiickoit @eaepanuu.

(uacts 1.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.3. [lpunsaTHe pemieHuss O BHECEHUM W3MEHEHHMU WM 00 OTKa3e BO BHECEHHHM W3MEHEHUU B
JIOKYMEHTBI, COJEpXKALIMECS] B PErUCTPALMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar il MEAUIIMHCKOTO TPUMEHEHHWs, B Cilydae HEOOXOAMMOCTH MPOBEACHHUS SKCIEPTH3bI
KadecTBa JICKAPCTBEHHBIX CPEICTB M (MJIN) DKCIIEPTU3BI OTHOIIEHHUS 0KHIAEMOM MMOJIb3bI K BO3SMOKHOMY
PUCKY MPUMEHEHHUs JIEKApCTBEHHOI'O Mperapara uisi MEAUIIMHCKOTO MPUMEHEHHUs OCYILECTBIISIETCS B
CpPOK, HE TMPEBBIMIAIONUN MATUASCATH paboynx MAHEW, a B OCTAJbHBIX CIy4asX B CpPOK, HE
MPEBBIIIAIONINA JAeCATH padoyuxX JHEW CO JHSA HAmpaBJIeHHs TMOCPEACTBOM €IWHOTO TMopTana B
YIOJTHOMOYCHHBIN  (efepaidbHblii  OpraH  HCIOJHUTEIBHONW  BIACTH WM JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (peIepaJbHOr0 OpraHa HCIOJHUTENbHON BJIAcCTH B €AMHON CUCTEME 3asBICHUS O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BHECEHUU TaKUX U3MEHEHUH.
(uactp 1.3 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnonHOMOYEHHBIN (enepanbHblii OpraH WCIOJTHHUTENBHOW BJIACTH C yYETOM pe3yJIbTaToOB
(hapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIAUIMXCA B TPAKJTaHCKOM
000poTe, YCTaHOBJIEHHBIM TpPEOOBaHMAM K HX KAayecTBY B TE€UYEHHE JAECATH pabouux IHEH co IHs
MOCTYIJICHUs. COOTBETCTBYIOIIEH MH(pOpMAIMM pa3MellaeT Ha CBOEeM O(HIMAIbHOM caiiTe B CEeTH
"NnTepHeT" cBeeHUS O HEOOXOIMMOCTH BHECEHHS] B MHCTPYKILHMIO MO MEIUIIMHCKOMY HMPUMEHEHHUIO
JIEKapCTBEHHOI'O Ipenapara MU3MEHEHMH B OTHOUIEHMM CBEACHUH O IOKa3aHMSX JUIsl IPUMEHEHUS U
MPOTUBOMNOKA3aHUAX Ul TPUMEHEHHs JIEKapCTBEHHOI'O Iperapara, BBISIBJICHHBIX OOOYHBIX
NEHCTBUAX, HEXENaTeIbHBIX PEAKIUSAX MpPU NMPUMEHEHHH JIEKapCTBEHHOTO IperapaTa M HaIlpaBiiseT
MOJIIMCAHHOE YCHUJIEHHOW KBaJM(QUUUPOBAHHON 3JIEKTPOHHOM IMOAMUCHIO YBEJAOMIIEHHE B JIMYHBIN
KaOMHEeT 3asBUTENI B €IUHON CHCTEMe, a TaKXkKe B JINUHble KaOWHEThI 3asBUTENCH B eMHON cUcTeMe,
SBJIAIOIINXCS IEPKATENSMH WIM BIIAAEIbLAMU PErMCTPALIMOHHBIX YOCTOBEPEHUH B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MIPENapaToB (MM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIMII).

(uactp 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-®3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.5. JlepkaTens WM Biajeliel] perucTpalMOHHOIO YA0CTOBEPEHUS JIEKapCTBEHHOTO IIpenapara, a
TaKXKe JepXKaTeld WIM BIaJeNblibl PErUCTPALMOHHBIX YAOCTOBEPEHUI JIEKapCTBEHHBIX IPENaparoB
(WM yIOJIHOMOYEHHBIE UMM APYTHE IOPUAWYECKUE JIMIA), KOTOPBIE SBJISIOTCS B3aUMO3aMEHSAEMBIMU,
00s13aHBl HANPAaBUTh B JIMUHBIM KaOWMHET YIMOJIHOMOYEHHOTO (heepanbHOro OpraHa HMCHOJIHHUTEIbHOM
BJIACTH IOJANUCAHHBIE YCUJIEHHBIMH KBaJU(ULIHPOBAHHBIMH 3JEKTPOHHBIMU MOJIMUCSAMU 3asBICHUS O
BHECEHMU M3MEHEHHM B  JOKYMEHTBI, CcOJepXallhecs B  PErucTpPalMOHHBIX JIOCh€  Ha
3aperuCTPUPOBAHHbIE JIEKAPCTBEHHBIE MpenapaTsl Uil MEIUIUHCKOIO NPUMEHEHUs, B OTHOIICHUHU
CBE/ICHUH, yKa3aHHbIX B MHCTPYKLHUH 110 MEJUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHBIX MPENaparoB, B
TEUEHUE COpoKa pabouux JHEH €O JHS MOJYy4EeHHUS YIOJHOMOYCHHBIM (elepalbHbIM OpraHOM
HCIIOJIHUTEJIBHON BJIACTU 3JIEKTPOHHOI'O YBEIOMIIEHHS O IOJIYYEHMM JEp’KaTeIeM WM BIAJENIbLIEM
PErUCTPallMOHHOTO YJIOCTOBEPEHMSI JIEKAPCTBEHHOr0 Mpernapara (Mid yHOJHOMOYEHHBIM UM JPYyIHM
IOPUAMYECKUM JIMIIOM) HHQOpMAINK, YKa3aHHOH B yacTu 1.4 Hacrosimied ctatbu. JlaHHOe TpeboBaHUE
HE paclpoCTpaHsAeTCsl Ha Clyyal BHECEHHMs B HWHCTPYKLHIO IO MEAULIUHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOTO IMpenapaTta M3MEHEHWH B OTHOIIEHHMM HOBBIX [OKa3aHWW JUIsl TNPUMEHEHUs
JIEKapCTBEHHOI'O IIperapaTa Ha OCHOBAaHUU PE3YJIbTaTOB COOTBETCTBYIOIINUX HCCIEA0BAHNN.

(uactpb 1.5 BBenena denepasibHbiM 3akoHOM OT 27.12.2019 N 475-03; B pen. denepaibHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. PemieHue o MpoBEIEHUHU SKCIEPTH3bl KAUeCTBA JIEKAPCTBEHHBIX CPEICTB M (MJIM) HIKCIEPTU3BI
OTHOILLIECHMS OXMJAEMOM MOJIb3bl K BO3MOKHOMY PHUCKY IPUMEHEHMs JIEKAPCTBEHHOIO Ipernapara Jyis
MEIULMHCKOTO MPUMEHEHHUsS MPUHUMAEeTCs B COOTBETCTBUU C YTBEPXKIEHHOM YIOJTHOMOUYEHHBIM
¢benepanbHBIM  OpPraHOM HCIIOJHUTEIBHONM BJIACTH KiIaccuUKalUMedl W3MEHEHHWH, BHOCHUMBIX B
JIOKYMEHTBI, COJIEpKalliecsi B PErHCTPallMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapar.

(uacts 2 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. 3asBuTenb BIpaBe NPEACTaBUTh IO COOCTBEHHON HWHMLIMATHBE BMECTE C 3aABICHUEM O
BHECEHMHM M3MEHEHMH B  JOKYMEHTBI, COJEp)Kallhiecs B  PErHCTPallMOHHOM JOChe  Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemapar [yl MEAMLUUHCKOTO MPUMEHEHHs, PEKBU3UTHI
JOKYMEHTOB, IOATBEPXKAAIOLIMX YIUIATy TOCYAAPCTBEHHOW MNOLUIMHBI 3a BHECEHHE B JOKYMEHTHI,
CoJiepiKalliecss B PEerucTPalMOHHOM JOCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar Uit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MEIHUIIMHCKOTO TIPUMEHEHUS, W3MEHEHUH, TpeOyIoIMX TMPOBEACHUS SKCIEPTU3bl JIEKApCTBEHHBIX
CPEICTB B YACTH IKCIEPTU3bl KaueCTBa JICKAPCTBEHHOTO CPEJCTBA W (WJIM) DKCIEPTH3BI OTHOIICHUS
OKUJAeMOW TMONB3bI K BO3MOKHOMY PHUCKY TNPUMEHEHHS JICKapCTBEHHOTO TMpemnapara Juis
MEUIIMHCKOTO MPUMEHEHHS, TOCYJapCTBEHHOM MOINUIMHEI 32 BHECEHUE B JOKYMEHTBI, COJICPIKAITUECs B
PETHCTPAIIMOHHOM JIOChE Ha 3apeTHCTPHPOBAHHBIA JICKAPCTBEHHBIM Nperapar sl MEIWIIHHCKOTO
MIPUMEHEHHUS, U3MEHEHUH, He TPeOYIOIUX MPOBEACHHSI SKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA, a TAKXKe
BbIIaBaeMble (IIPEIOCTaBIsEMbIE) YMOIHOMOYEHHBIMU (DeepaTbHBIMU OpraHaMU HCIIOJHUTEIHHON
BIIACTH JIOKYMEHTHI (CBeNeHUs), yKazaHHble B uacTsx 1.1 m 1.2 Hacrosmel crtathu. B cimyudae ux
HEMPEJICTABICHHUS YIIOJTHOMOYCHHBIH (eAepaibHBIi OpraH HCIOJHUTEIBHON BIACTH 3alpalliBacT
YKa3aHHBIE  JIOKYMCHTBI  (CBEIEHHUS) B  TMOPSAIKE  MEXKBEIOMCTBEHHOTO  HMH(OPMAIMOHHOTO
B3aUMO/ICVCTBUS.

(B pen. deaepanbHbix 3ak0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B TeyeHue mATH paboOYMX JHEH CO JHS MOCTYIUICHHS YKA3aHHOTO B YacTH | HACTOSAIIEH CTaThH
3afBJICHUS U HEOOXOAMMBIX JOKYMEHTOB YHOJHOMOYEHHBIM (elepanbHblii OopraH HMCIOJHUTEIbHON
BJIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) nmpoBOIUT MPOBEPKY MOJIHOTHI U JOCTOBEPHOCTH CBEACHUIM, COAECPKAIIMXCS B MPEACTaBICHHBIX
3asBUTEJIEM MaTepHalax;

2) INPpUHHUMACT PpCHICHUEC O IIPOBCACHHU YKA3daHHBIX B YaCTH 2 HacCTOAIEeH CTaTbu
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPpCACTBA UIIN 00 OTKa3e B UX IMPOBCACHUH,

3) HampaBisSeT B JIMYHBIA KaOWMHET 3asBHUTENS B €IUHOW CHCTEME IOJIUCAHHOE YCHJICHHOMN
KBUTM()UIIMPOBAHHON 3JIEKTPOHHON TOINHUCHIO0 YBEJIOMJICHHE O TMPUHSATOM PEIICHHA WIM B ClIydae
MIPUHATHS peIieHrs 00 OTKa3e B MPOBEICHWN COOTBETCTBYIOMICH SKCHEPTH3bI C yKa3aHUEM MPUINH
TaKOI'o OTKas3a.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

4.1. B cnyuyae BBISABIECHHS HEJOCTOBEPHOCTH CBEICHMI, COAEPXKALIUXCS B IPEICTaBICHHBIX
3asBUTEJIEM MaTepHaiaX, yIOJIHOMOYEHHBIN (hefepaibHbId OpraH UCIOIHUTEIBHOM BIACTH HAIIPABISET
B JIMYHBIM KaOWHET 3asBUTENS B €IMHOM cucreMe 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEACHUH,
MOJNKCAHHBIA YCUJIEHHOW KBAJIM(ULIIMPOBAHHOMN 3JIEKTPOHHON MOANUCHIO.

(dactp 4.1 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTens 00s3aH HAMPABUTH B JTUYHBINA KaOMHET YMOJIHOMOYEHHOTrO (peepaqbHOr0 OpraHa
WCTIOHUTENILHON BJIAacTH B EAWHOW CHCTEME TMOANUCAHHBIM YCHICHHOW KBATH()HUIIMPOBAHHON
ANIEKTPOHHON MOMAMKUCHI0 OTBET HA 3aMPOC YIMOJTHOMOUYEHHOTO (eepabHOTO OpraHa HCIIOJHUTEIHHON
BJIACTU B CPOK, HE MPEBBLIIIAIONINI JEBIHOCTA pabOUYMX THEH CO JHS TOJYyYECHHs YIOTHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTH AJICKTPOHHOTO YBEAOMJICHHS O TOJYYCHUH
3asBUTENIEM JaHHOTO 3anpoca. CpoK, YKa3aHHBIN B 4aCTH 4 HACTOSIIEH CTaTbH, MPUOCTAHABIMBACTCS CO
JTHS HampaBJIeHUS B JIMYHBIA KaOWHET 3asBUTENs B €IMHOM CHUCTEeMe 3ampoca YHOJTHOMOYEHHOTO
denepanbHOrO OpraHa WCIOJHUTEIBHOW BIACTH JO [JHA HampaBieHWss B JWYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heiepabHOrO OpraHa WCIOJHUTEIHLHOW BJIACTH B €IUHOW CHCTEME OTBETa Ha
JAHHBIN 3aMPOC U HE YUYUTHIBACTCS MPU MCUUCIICHUH CPOKA MPUHATHUS PEIICHUSI O BHECEHUH U3MEHEHUI
B JIOKYMEHTBI, COJEpKaIlIUecs B PETHCTPAIMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN
npenapar Jijisi MEJUITMHCKOTO PUMEHEHHUS.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

5. OcHoBaHMEM i OTKa3a B MPOBEJEHUU YKA3aHHBIX B YAaCTU 2 HACTOSIIEH CTaThbU 3KCHEPTHU3
SIBJISIETCS] IPE/ICTABIICHUE IOKYMEHTOB, IIEPEUYMCIICHHBIX B YacTsaX | U 3 HACTOsIIEH CTaThby, B HEMOJIHOM
o0BeMe, HENpPEJCTABJICHNUE 3asBUTEIIEM B YCTAaHOBICHHBIM CPOK OTBETAa Ha YyKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTAaThHU 3aMpOC YIOJIHOMOUYEHHOTO (peepaabHOTO OpraHa UCTIOTHUTEIBHON BIACTH, a TAKKE
OTCYTCTBHE€ B  TIPEJICTABICHHBIX JOKyMEHTaX JOCTAaTOYHBIX CBEJCHHM, TOATBEPKIAIONINX
HEOOXOAMMOCTh BHECCHHSI M3MEHEHHH, WM OTCYTCTBHE MH(POPMAIINH, TIOTBEPKIAOIICH (HaKT yruiaThl
rOCy/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YACTH 3 HACTOSIIECH CTAThH.

(B pen. @eaepanbHbix 3akoHOB 0T 25.11.2013 N 317-P3, ot 22.12.2014 N 429-03)

6. YKa3aHHbIE B 4YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3HI IPOBOIATCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosuero denepaabHOro 3aKOHa.

7. B cpok, He MPEBBIMAIOIMNNA TATH paboYuX AHEH CO JHS HAMpaBJIEHUS TMOCPEICTBOM €IUHOTO
nmoprajia B yIHOJHOMOYCHHBIH (eepalbHbIii OpraH HMCIOJHUTEILHON BJIACTH WJIW JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (heiepaqbHOr0 OpraHa MCTOJIHUTENBHOW BIACTU B €IMHOW CHCTEME MOAMMCAHHBIX
YCUJICHHBIMU KBATH()HUIIMPOBAHHBIMU AJICKTPOHHBIMU TMOMAMUCAMHU 3aKIIOUYCHUNH KOMHUCCUI IKCIEPTOB
0 pe3yJbTaTaM yKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU IKCIIEPTH3, YIIOJTHOMOYCHHBIN (henepanbHbIi
OpraH UCIOJIHUTEIbHOMN BIIACTH:

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) IIpUHUMACT PCIHICHUE O BHCCCHUU H3MCHEHHI B AOKYMEHTBI, COJACpKalIueCsa B
PEruCTpaiiOHHOM JOChE Ha SapeFI/ICTpI/IpOBaHHI:Jﬁ J'ICKapCTBeHHHﬁ npenapar mse MEAUIHUHCKOI'O
NPUMCHCHUSA, NN 00 OTKa3e BO BHECEHUU TaKUX H3MeHeHPII>i;

2) BHOCHT B TOCYJapCTBCHHBIH PEECTp JEKApPCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHUS O
BHECEHWW W3MEHEHWH B  JOKYMEHTBI, COJEp)Kalluecs B  PETUCTPAMOHHOM  JIOChe  Ha
3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpermapaT JUIsl METUITMHCKOTO IMPUMEHCHHS, HEOOXOIUMBIC
W3MEHEHUS,

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) BbLAAET 3asBUTENI0 HOBOE PETUCTPAIMOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOTO IMperapaTta B
Cllyyae WM3MEHEHUSl CBEJICHMM, COJEpXKAIUXCSA B HEM, MyTeM HaIpaBJICHUS 3asBUTEIIO MOCPEACTBOM
€IMHOTO TIOPTAJIa WU B JIMYHBIA KaOWHET 3assBUTENIS B €JUHON CUCTEME BBIMUCKH U3 TOCYIaPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, MOINMCAHHON YCWJICHHON KBaIU(DUIMPOBAHHON 3JIEKTPOHHOM
MOAIHACKIO.

(n. 3 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMEM i1 OTKa3a BO BHECEHMM W3MEHEHHUH B JOKYMEHTBI, COJEpiKalluecs B
PErMCTPAllMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar s MEIUIMHCKOTO
MPUMEHEHHUS, SIBISIETCA 3aKJIIOYCHHE YIOJIHOMOYEHHOro (efepaibHOro OpraHa HCIOJIHUTEIbHON
BJIACTH O BO3MOKHOCTH CHUKEHHs 0€30MaCHOCTH, KauecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA
B CITy4ae BHECEHUS TAKUX U3MEHEHUI.

9. I[OHyCKaCTCH 06pameHI/Ie JICKAPCTBCHHBIX IIPCIapaToB A MCAUIUHCKOIO NPUMCHCHHA 10
HUCTCUCHUS CPOKa r'OAHOCTH, IPOU3BCACHHBIX B TCUHCHUC CTa BOCBMUACCATU IIHCI71 MOCJIC NaThl IIPUHATUA
YIOOJIHOMOYCHHBIM CI)CI[epaJ'ILHI)IM opraHomMm HCIIOJIHUTEILHOM BIIACTH pemiCHus 0 BHCCCHUN H3MEHCHHI
B IOKYMCHTBI, COACpXKAIMUECA B PETUCTPAIMOHHOM O0CBE, B COOTBECTCTBHU C I/IH(l)OpMaHHefI,
CO,Z[Gp)K&H.IGfIC?[ B JOKYMCHTAX PCTUCTPAIIMOHHOTIO OOCHE HaA HeKapCTBeHHBIﬁ npenapar a0 AaTbl
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MIPUHATHUS TAKOTO PEILIECHHS.
(dactp 9 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IlpaBurensctBo Poccuiickoii @Penepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHECEHUS
W3MEHEHHH B JIOKYMEHTBI, COJCP)KAIllMecsi B PETUCTPAIMIOHHOM JIOChe Ha 3aperuCTPUPOBAHHBIN
JICKApCTBEHHBIN TpenapaT il MEAWIWHCKOTO TPUMEHEHHUs, B ciy4ae JedeKTyphl WIH pHUCKa
BO3HUKHOBEHHUS JE€(PEKTypbl JIEKAPCTBEHHBIX IPENapaToB B CBS3U C BBEJCHUEM B OTHOLICHUHU
Poccuiickoii @enepanuu orpaHUYUTEIBHBIX MEP IKOHOMHUYECKOTO XapaKTepa.

(uactp 10 BBenena PenepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynbrantllntoc: npumeuanue.
[Tonoxxenus cr. 31 (B pen. @3 or 30.01.2024 N 1-®3), xacaromuecs NpeaoCTaBIECHUs TOC. yCIyT
IIOCPEACTBOM €AMHOr0 nopTaia, npuMenstored ¢ 01.01.2026.

Cratba 31. BHeceHMe M3MeHeHMM B [AOKYMEHTbl, coAepxawmuecsas B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapat Ans
BeTEPUHAPHOro NpMMeHeHuns

1. B mensix BHECEHUS U3MEHEHHMI B JOKYMEHTBI, COAEPKAIIUECS B PETUCTPALMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar [jisi BETEPUHAPHOTO NPUMEHEHUs, AepKaTeilb WU
BJIQJIENIECl] PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara WiId YHOJIHOMOYEHHOE UM
JIpYyroe HOpUIAYECKOe JHI0 (Jajee B HACTOAILIEH CTaThe - 3asBUTENb) HANPABISIET MOCPEACTBOM
€MHOr0 TMOopTajia B YIOJIHOMOYEHHBIN (elepanbHblii OpraH HUCIOIHUTEIHHOM BIACTH TOIIMUCAHHOE
YCUJICHHOW KBaJM(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOAMKUCHIO 3asBJICHUE O BHECEHUU TaKUX U3MEHEHUM T10
¢opMe, YCTaHOBJIEHHON YIMOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJHUTEIBHOW BIIACTH, U
MpujiaraeMble K HEMy M3MEHEHHS B yKa3aHHbIE JOKYMEHTBI, a TAKK€ JOKYMEHTBI, MOJATBEPKAAOIINE
HEOOXOMUMOCTh BHECEHHUS TakuxX u3MeHeHuid. [Ipm HeoOXoIMMOCTH BHECEHHsS UW3MEHEHUH B
JIOKYMEHTBI, COJAEpIKAIIUECs B PErMCTPALMOHHOM JIOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar s BETEPUHAPHOTO TMPUMEHEHHUs, B CiIy4yasx U3MEHEHUss W (WIM) JIOTOJIHCHHS
IIPOU3BOJCTBEHHO! IIJIOIIAJKH JICKAPDCTBEHHOI'O CPEACTBA, a TAK)K€ M3MEHEHHMs IIOKa3aTesiell KayecTBa
JIEKapCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO MpPUMEHEHUs W (WIM) METOAOB KOHTPOJIS KadyecTBa
JIEKApCTBEHHOT'0 Ipenapara sl BETEpUHAPHOTO NMPUMEHEHHUsI 3asiBUTENb JTONOJHUTEIBbHO HAIPAaBISET
MOCPEACTBOM €IMHOTO IMOpTaja B YMOJTHOMOYEHHBIH (efepaibHblii OpraH HCIONMHUTEIHHOW BIIACTH
CJIeIyIoIIre JOKYMEHTHI (CBEJICHHUS ):

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N _1-P3)

1) cBemeHusa O JaTe MPEIOCTaBICHUS M PETUCTPAIIMOHHOM HOMEpE JIMIICH3UM Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB, TMPEJAOCTABICHHON TPOW3BOJMTENIO0 JIEKAPCTBEHHOTO TMpernapara s
BETEPUHAPHOTO PUMEHEHUS, I POCCHIUCKUX TIPOU3BOIUTEIICH;

(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 478-D03)

2) cBeAeHHS O JaTe MPEIOCTABICHUS M PETUCTPALMOHHOM HOMEpE JHIICH3UH Ha MPOM3BOICTBO
JIEKapCTBCHHBIX CPEJACTB, MPEAOCTABICHHON TPOU3BOAMTENIO (DapMaIleBTHUECKOH CyOCTaHIIHH,
BXOJIAIICH B COCTaB JIGKAPCTBEHHOIO Mpemnapara Ui BETCPUHAPHOTO NMPHUMEHEHUS, JUIS POCCHUCKHX
MPOU3BOAUTENEH;

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

3) xomMs JOKYMEHTA, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJUTENS IS
Ka)KJI0M IIPOU3BOJACTBEHHO! IIIOIIAIKY JIEKAPCTBEHHOTI'O Iperapara JUlsi BETEpUHAPHOIO IPUMEHEHUS U

www.consultant.ru Crpanuua 70 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100500&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=457636&amp;date=22.10.2024&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=475265&amp;date=22.10.2024&amp;dst=100043&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100226&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100472&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=22.10.2024&amp;dst=100207&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100227&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=22.10.2024&amp;dst=100208&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=22.10.2024&amp;dst=100209&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MOATBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O Mpemnapara TpeOOBaHUSAM IPABHII
HaJyIeKalleld MPOU3BOJICTBEHHOW MPAKTUKU, U €ro IMepeBOJ Ha PYCCKUU S3bIK, 3aBEpPEHHBIE B
YCTaHOBJICHHOM TOPSIKE, & TAK)KE KOMUS 3aKII0YEHHUSI O COOTBETCTBUH IIPOU3BOJAUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TpaBWJI  HAIJIEXKAIIeW  MPOW3BOIACTBEHHONW  MPAKTHUKHU,  BBLAAHHOTO
YIIOJTHOMOYCHHBIM (heJlepaibHBIM OPTaHOM HMCTIOJHUTEIHHOW BIIACTH I KaKI0W MPOM3BOJCTBEHHON
IJIOIIAIKK JICKAPCTBEHHOTO IIpemnapara JJjisd BETEPUHAPHOTO MPUMEHEHHWsI, JIMOO KOIHUS PEelIeHUs O
MIPOBEJICHUU WHCTIIEKTUPOBAHUS IPOU3BOUTENS JIeKapCTBEHHBIX CPEICTB, MPUHSTOTO
YIOJTHOMOYEHHBIM (he/iepaTbHbIM OPraHOM HCIIOJIHUTEIHHON BIIACTH IS KaKIOW MPOU3BOJCTBEHHON
IJIOMIAKK JIEKAPCTBEHHOr'O TMperapaTa s BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHBIE JIOKYMEHTHI
MPEACTABISAIOTCS B Cllydae, €CJIM IPOU3BOJACTBO JICKAPCTBEHHOTO TMperapaTta [jisi BETEPUHAPHOTO
MPUMEHEHHUS OCYLIECTBIIsIETCA 3a peAenamu Poccuiickoin denepanmu;

4) komusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTENS
¢dapmanieBTHUeCKO  CcyOCTAaHIIMM W TOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOM3BOAUTENS
(hapmaneBTHUECKON CyOCTaHIIUU, BXOJSIICH B COCTaB JIEKAPCTBEHHOTO MpemapaTa Jijisl BETepUHAPHOTO
MPUMEHEHHUS, TPEOOBAHMUSM IPABHI HAJUICKAIICH MPOU3BOJICTBEHHOW NMPAKTHKH, U €ro TMEPeBOJ Ha
PYCCKUM  A3BIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM TMOpPSAKE, B Ciy4dae, €CJIH TPOU3BOJICTBO
(hapMmarieBTHUECKOM CyOCTaHITUU OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit deneparuu.

(dactpb 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciny4yae u3mMeHeHus U (WIK) JONOJHEHUS NMPOU3BOACTBEHHON IJIOUIAJIKU JIEKAPCTBEHHOIO
CpPEICTBA JIOKYMEHTBI, yKa3aHHbIE B 4YacTW | HacTOALIEW CTaTbHM, NPEICTABISIFOTCS 3asBUTEIIEM B
OTHOIIEHUU HU3MEHsAEeMOM U (WIN) [IONOJHSAEMOW IPOU3BOJACTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOIO
cpencrBa. PelieHne 0 BHECEHWH M3MEHEHUHN B JOKYMEHTBI, COIEPIKAIIMECS B PETUCTPALMOHHOM JI0ChE
Ha 3apervuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JijIsl BETEpPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B
UX BHECEHMM IPHUHHUMAETCS B clyyae HEOOXOAMMOCTH IPOBEACHUS HKCHEPTH3bl JIEKApCTBEHHOTO
CpeACTBa B CPOK, HE NPEBBIIIAIOIINN JIeBIHOCTa pabouux AHEH, a B OCTAJbHBIX CIydyasX B CPOK, He
NPEBBILIAIONINKA TpUAIATH pabOYMX THEH cO JHS HANpaBJiCHUs IOCPEICTBOM E€IMHOTO TopTaja B
YIIOJIHOMOYEHHBIA (peiepabHbIii OpraH MCIOJHUTENFHONW BIIACTH 3afBICHHS O BHECCHHU TaKHX
M3MEHEHUH.

(uactp 1.1 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciyuyae peopraHuzauuu JAeprKaTeis WIA BIaJelblla PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa Ui BETEPUHAPHOTO MPHUMEHEHHUs, Pa3padOTYMKa WM TMPOU3BOIUTEINS
JIEKapCTBEHHOTI'0 Mpenapara il BETEPUHAPHOTO NMPUMEHEHHUS B 3asBJICHUM O BHECEHUM MU3MECHEHUW B
JOKYMEHTBI, COJIEpXkKalIMecs] B PErUCTPAMOHHOM JIOCh€ Ha 3apETrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar g BETEPUHAPHOTO NMPUMEHEHUS, YKa3bIBAIOTCS JaHHBIE JOKYMEHTa, MOATBEPIAIOIIETO
BHECEHHE COOTBETCTBYIONINX U3MEHEHHH B ENUHBIN rocy1apcTBEHHBIN peecTp IOpUANYECKUX JULl (A5
OpraHM3allyii, 3aperucTPUPOBaHHBIX Ha Tepputopun Poccuiickoit denepannn), UIM UHOTO TOKYMEHTA,
MOATBEPKIAIOIIETO PEOPTAHU3AINIO FOPUIUIECKOTO JIMIIA (IS OpraHu3aIuil, He 3aperUCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit ®denepanuun). 3asBiieHHME O BHECEHWHM HW3MEHEHUN B JOKYMEHTBHI,
COZEpKAIIMECS B PETHMCTPALMOHHOM JOChE HAa 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar st
BETEPUHAPHOTO MPUMEHEHHUs, WM TNpWIaraéMble K HEMY JOKYMEHTHI HaIpaBIISIIOTCS MOCPEICTBOM
€MHOT0 MOopTaJia B YIOJIHOMOYEHHBIN (peliepabHblii OpraH UCIOIHUTEILHOW BIACTH HE MO3JHEE YeM
yepe3 TpHUALATh, pabouux [JHEH cO JAHS BHECEHHS COOTBETCTBYIOIIMX H3MEHEeHHH B Enunbii
rOCyJJapCTBEHHBIN peecTp IOPUANUECKUX JHIL (A1 OpraHu3aliii, 3aperucTPUPOBAHHBIX HA TEPPUTOPUHI
Poccuiickoit @enepanyin) Wi co AHS MNPUHSTHS COOTBETCTBYIOIIETO JOKYMEHTA, MOJITBEPKIAIOIIETO
peopraHu3aIio IOPUIAYECKOro Jula (i1 OpraHu3aiui, HE 3aperuCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ®denepanun). B cinydae peopraHmzanuu aep:KaTeNsi WM BIAJEiblla PETHCTPAIMOHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara Jjis BETEPUHAPHOTO MPUMEHEHHs 3asBIIEHHE O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECS B PETUCTPAIMOHHOM JOChE Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIA TIpenapar il BETEPUHAPHOTO NPUMEHEHHS, IOJACTCS HOPUAMYECKUM JIUIIOM,
KOTOPOMY B XOJIe peopraHu3aly TMepeAaHo TMPaBO BJIAJACHUS TaKUM PETHCTPALIMOHHBIM
YI0CTOBEPEHUEM.

(dactp 1.2 BBeneHa denepanbapiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepaibHOrO 3aK0HA OT
30.01.2024 N 1-®3)

2. B cinyyae BHeceHHs] U3MEHEHHUI B JJOKYMEHTHI, COAEpIKAIINECS B PErHCTPAI[MIOHHOM JOChE Ha
3aperuCTPUPOBAHHBINA JICKAPCTBEHHBIH Tpermapar Ijisi BETEPHUHAPHOTO NPUMEHEHHS, B OTHOIICHUU
CBEJICHWH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "u", "c¢", "x" mynkra 7 wactu 3 crartbu 17
Hacrosiero deaepanbHOTO 3aKOHA, W3MEHEHUS W (WJIM) JIOTIOJTHEHHS TPOW3BOJICTBEHHOM IUIONIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAKXKE B Cilydyae M3MEHCHHMs ITOKa3aTelled KauecTBa JICKAPCTBEHHOTO
mpemapaTa i BETEpUHAPHOTO MPUMEHEHHs] U (WJIM) METOJOB KOHTPOJS KauecTBa JIEKAPCTBEHHOTO
mpemapaTa JUisl BETepUHAPHOTO MPUMEHEHHUS TMPOBOJUTCS DKCIEPTHU3a JIEKAPCTBEHHOTO CPENICTBA s
BETEPUHAPHOTO TPUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECCHHSI MHBIX M3MEHEHHH B JOKYMEHTBI,
CoJlepKalfecss B PErHMCTPAIMOHHOM JIOChEe Ha 3apeTHCTPUPOBAHHBINA JIEKAPCTBEHHBINA IMpemnapar s
BETEPUHAPHOTO NMPUMEHEHHS, SKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA JUISI BETCPUHAPHOTO IPUMEHEHUS
HE TTPOBOJIUTCA.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTenb BIOpaBe NPEACTaBUTh MO COOCTBEHHON HWHHMIIMATHBE BMECTE C 3asfBICHHEM O
BHECECHUMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemnapar J[uisi BETEPUHAPHOIO IPUMEHEHHUs, PEKBU3UTHI
JOKYMEHTOB, MOJATBEPKAAONINX YIUIATYy TOCYJAapCTBEHHOW IONUIMHBI 3a BHECEHUE B JOKYMEHTBHI,
coJlepKallvecs B PErMCTPalMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO TPUMEHEHUs, M3MEHEHMH, TPeOYIOLIMX IPOBENEHUS 3KCIEPTU3bl JIEKApCTBEHHOTO
CpeACTBa, WJIM W3MEHEHWH, He TpeOYIOIIMX IMPOBEJCHUS SKCIEPTHU3bl JIEKAPCTBEHHOIO cpejacTBa. B
cllydae HEOOXOJIMMOCTH M3MEHEHHUsl CBEICHUM, COJCPIKALIMXCS B PETUCTPALIMIOHHOM YIOCTOBEPEHHUH
JIEKAPCTBEHHOI'0 Mperapara JUisi BETEPUHAPHOIO NPUMEHEHHUs], C 3asBJICHUEM, YKa3aHHBIM B 4acTu |
HACTOAIIEH CTaTbd, 3asBUTENb BIpPAaBE MPEJICTAaBUTh MO COOCTBEHHOW WHUIMATHBE PEKBU3UTHI
JOKYMEHTa, MOATBEPXKAAIOLIEr0 YIUIATy IOCYAAPCTBEHHOW IOLUIMHBI 3a BbIAady PETMCTPALMOHHOIO
yIIOCTOBEpEHHs JIEKapCTBEHHOI'O IMpernapara. 3asBUTENb BIPaBe IMPEICTaBUTh MO COOCTBEHHOMH
MHULMATUBE CBEJCHUS O JUICH3UAX, YKa3aHHbIEC B IMyHKTax | u 2 yacTu | HacToOAILIEH CTaThH, a TaKKe
BbIJIaBaEMbl€ YIIOJIHOMOYCHHBIMU (peiepaJbHBIMI OpraHaMU HCIOJHHUTEIBHON BIACTU JIOKYMEHTHI,
yKa3aHHble B IIyHKTe 3 d4acth | Hacrosmed crated. B ciyyae HeENpeAcTaBIeHUS yKa3aHHBIX
JOKYMEHTOB  (CBeIeHHI) YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTENIBbHOM  BiIacTH
3alpallBaeT yKa3aHHbIC JTOKYMEHTHI (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJEICTBHS.

(B pen. @eaepanbHbix 3ak0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B cpok, He TIPEBBIIAIONINNA ASCITH padOUUX JHEHW CO JHS MOCTYIUICHHS YKa3aHHOTO B 4acTu |
HACTOSIIEH CTAaThU 3asABJICHHUS W HEOOXOJMMBIX JOKYMEHTOB, YIIOJTHOMOYCHHBIH (hefepaabHbId OpraH
WCTIOJIHUTEJIbHOM BJIACTHU:

1) IIPOBOAUT IMPOBEPKY MOJIHOTEI U TOCTOBECPHOCTHU CBG,Z[CHHI;'I, COACPIKAIUXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX,

2) TMNpUHUMAET peHIeHWE O TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CpEeACTBA  AJiA
BETEPUHAPHOTO MPUMEHEHHSI HITU 00 OTKa3e B €€ MPOBEICHUM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3) HampaBuseT TIOCPEICTBOM €IMHOTO TMOpTala 3asBUTENI0 MOJNHCAHHOE YCHJICHHOU
KBaJIM(HUIIMPOBAHHON 3JIEKTPOHHOM MOAMUCHIO YBEIOMJICHHE O MPHUHATOM DELICHUHM WIH B Cllydae
NPUHATUS pElIeHHuss 00 OTKa3e B MPOBEJCHUM SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA IS
BETEpPUHAPHOI'0 IIPUMEHEHH C YKa3aHUEM IIPUYUH TaKOr'o OTKa3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.1. B ciydae BbISIBICHHSI HEJOCTOBEPHOCTH U (MJIM) HEOCTaTOYHOCTH CBEJICHHM, COllepKaIuXcs
B MPE/ICTaBICHHBIX 3asBUTENIEM MaTepuallaX, YIOJIHOMOYEHHbIH (enepaabHblil OpraH HCIOJHUTEIbHON
BJIACTU HAMpPaBIIET MOCPEJCTBOM €IMHOI0 MOopTaja 3asBUTEII0 3alpoc 00 YTOUHEHUHM YKa3aHHBIX
CBEJICHUH, MONMCAHHBIA YCUIEHHON KBATH(DPUIIMPOBAHHOHN 3JIEKTPOHHOM MOIIHUCHIO.
(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenp 0053aH HaMpaBUTh MOCPEACTBOM €IUHOTO TOpTaja B YINOJIHOMOYEHHBIN
(benepanbHbli OpraH HCHOJHUTENBHOM BJIACTH TMOANMUCAHHBIA YCHUJIEHHOW KBaJIM(UIMPOBAHHOM
JIEKTPOHHON MOJMMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (ellepajIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIINN JEeBIHOCTA pabOUYMX JHEH CO JHS MOITY4YEHHUS YIMOJTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM HCIOJHHUTEIBHON BJIACTH 3JCKTPOHHOTO YBEIOMJIGHHS O TIOJyYeHHUH
3asBUTENEM  gaHHOro 3ampoca. Cpoku, ykazaHHble B yactd 1.1  Hacrosied  cTaThH,
MPUOCTAHABJIMBAIOTCS CO JHS HAIpaBJICHUs IOCPEICTBOM E€IMHOrO TMOpTajia 3asBUTENI0 3arpoca
YIOJIHOMOYEHHOTO (he/IepajIbHOro OpraHa MCIOJHUTEIbHON BIACTU 10 JHS HAIIPaBICHUS MOCPEICTBOM
€IMHOrO MopTajla B YIOJHOMOUYEHHBIH (QelepaibHblii OpraH HCHOJHHUTENIbHON BIIACTH OTBETAa Ha
JAaHHBIM 3aIIpOC U HE YUUTHIBAIOTCS IIPU UCUMCIIEHUN CPOKA IPUHSTHS PELIECHUS O BHECEHUH U3MEHEHUN
B JIOKYMEHTBI, COJIEpKalUeCs] B PETHCTPALIMOHHOM JIOChE HA 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar sl BETepUHAPHOIO IPUMEHEHUS.

(uactp 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMeM ns OTKa3a B IPOBEACHHUH DKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA UL
BETEPUHAPHOIO INPUMEHEHMs SBJIAECTCS NPEICTABICHHE JOKYMEHTOB, YKa3aHHBIX B 4YacTax 1 u 3
HACTOSIIEH CTaThH, B HEMIOJIHOM 00bEeME MM OTCYTCTBHE B IPEICTABICHHBIX JTIOKYMEHTaX JOCTaTOYHBIX
CBEJICHUH, TOATBEP)KIAIOIINX HEOOXOIMMOCTh BHECCHHMS HW3MEHEHUH, JH0O0 HempencTaBlIeHUE
3asBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETAa HA yKa3aHHbIM B 4dacTh 4.1 HAcTOsALEH CTaTbU 3ampoc
YIOJHOMOYEHHOTO (eiepaibHOro opraHa UCIOJHUTEIbHON BIACTH.

(B pen. deaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcrepTusa JIEKapCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOIO NMPUMEHEHHUS B IIEJISIX BHECEHUS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPALMOHHOM JOChE Ha 3aperucTPUpPOBAHHBIN
HeKapCTBeHHbe/'I npenapar i1 BCTCPUHAPHOIO  IMPUMCHCHUA, OCYHICCTBJIACTCA B  IIOPAIKE,
YCTAHOBJIEHHOM cTaTbeil 24 HacTosero denepaabHOro 3aKoHa.

6.1. B cpok, He mpeBHIIAIONINN necaTH pabodmx JHEH CO JHsS HampaBleHUsS TOCPEICTBOM
€MHOT0 TOopTalia B YIOJIHOMOYEHHBIN (efepaibHblii OpraH MCHOJHUTENbHOM BJIACTH MOIMHCAHHOTO
YCUJIEHHOW KBaTU(UIIUPOBAHHOW SJIEKTPOHHON TMOMMUCHI0 3aKIIOYEHUS KOMHUCCHH HKCIEPTOB IO
pe3ynbTaTaM yKa3aHHOW B YacTH 2 HACTOSIIEH CTAaThU SKCIEPTH3BI, YIOIHOMOYCHHBIN (pemepanbHbIii
OpraH UCIOJIHUTEIBLHOMN BIACTH:

(B pen. @enepanbHbix 3aKk0HOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N_1-D3)

1) mnpuHMMaeT pemieHWE O BHECEHWM W3MEHEHHH B JOKYMEHTBI, COJACpIKalluecs B
PErUCTPAlIMOHHOM JOCh€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr i BETEPUHAPHOTO
MPUMEHEHHUs, Wi 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2) BHOCHUT B TOCYIapCTBEHHBIH pPEECTp JEKAPCTBEHHBIX CPEJCTB Ha OCHOBAHWUHM DELICHUS O
BHECEHMHM M3MEHEHMH B  JOKYMEHTBI, COJEp)Kallhuecs B  PErHCTPAllMOHHOM JOChe  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar Ui BETEPUHAPHOTO NPUMEHEHUS, HEOOXOIUMbIE
W3MEHEHHS,

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) BbLIAET 3asBUTEI0 HOBOE PETMCTPALMOHHOE YJOCTOBEPEHME JIEKApCTBEHHOI'O Ipernapara Ajs
BETEPUHAPHOTO MPUMEHEHUS B clIydae HEOOXOIMMOCTH U3MEHEHUS CBEICHUH, COAECPIKAIIMXCS B HEM, C
COXpaHEHMEM HOMepa paHee BBIAAHHOTO PErMCTPALMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
Ipenapara Jyisi BETEpUHAPHOTO IIPUMEHEHUS.

(. 3 BBeneH ®enepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa PenepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cirydyae BHECEHHsI U3MEHEHUH B JOKYMEHTBI, COACPIKAIUECSH B PETUCTPALIMOHHOM JI0OChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO TIPUMEHEHUs, B 4YacTH,
Kacaroliencss M3MEHEeHUus M (WJIM) JIOTIOJIHEHHWsS] TPOU3BOACTBEHHON IUIOMIAJKH JIEKApCTBEHHOTO
npenapara, Ipy MpeICTaBICHUH 3asIBUTEIEM B COOTBETCTBUU C IyHKTOM 3 yacTu | HacTosed cratbu
KOIIMH PEIICHUS] YINOJHOMOYEHHOTO (hefiepalbHOTO0 OpraHa HCIOJIHHUTENBHOW BJIACTH O IMPOBEACHUU
VMHCIIEKTUPOBAHMS IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKAa3aHHBIM B yacTu 6.1 Hacrosumien
CTaTbH, IPUOCTAHABIMBACTCA CO JHS NOJIyYCHHUs 3aKIFOUYECHUS KOMUCCUH 3KCIIEPTOB 10 JHS NPUHATHS
YIOJIHOMOYEHHBIM (heZiepalbHbIM OpraHOM HCIIOJIHUTENBHON BIACTH PELIeHUs O BblJaue WK 00 oTKasze
B BBIJJau€ 3aKJIFOYEHHS O COOTBETCTBHU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUI
Ha/IJIeKaIIel MPOU3BOJCTBEHHOW MPAKTUKY, HO HE O0JIee 4eM Ha CTO BOCEMBIECAT pabOUMX JTHEH.
(dactb 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUI1 OTKa3a BO BHECEHHMM W3MEHEHHH B JIOKYMEHTHI, COJEp)Kallhecs B
PETHCTPALIMOHHOM [IOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapaTr A BETEPUHAPHOIO
NIPUMEHEHHUS, B CIIy4asx, He TPeOYIOLMX MPOBEACHUS IKCIEPTH3bI JEKAPCTBEHHOTO CPEICTBA, SIBIISIETCS
NPEJCTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B YacTAX | M 3 HacTosIed cTaThbH, B HEMIOJHOM O00bEeMe MU
OTCYTCTBHUE B IPECTABICHHBIX JOKYMEHTaX CBEICHH, KOTOPHIE JOJDKHBI OBITh B HUX OTPa’KEHBI, JTHOO
HEIPEACTABICHUE 3asIBUTEIIEM B YCTAaHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTh 4.1 Hacrosuien
CTaThH 3aMpOC YIOJTHOMOYEHHOTO (eiepaibHOro OpraHa CIOJHUTEILHOM BIAaCTH.

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

7.1. OcHOoBaHMeM [nJsi OTKa3a BO BHECEHHMM HW3MEHEHMIl B JIOKYMEHTBI, COJEp)Kalluecs B
PErUCTPAlIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpenapaTr s BETEPUHAPHOTO
MPUMEHEHHUS, B CIIy4asX, TPEeOYIOIUX MPOBEACHUS IKCIEPTH3BI JCKAPCTBEHHOTO CPEICTBA, SBIISICTCS
3aKJIIOYEHUE YIOJHOMOYEHHOIO (eepaJbHOr0 oOpraHa HUCHOJHUTEIbHOM BJIacTH O BO3MOXKHOCTHU
CHWKEHUST 0€30TIaCHOCTH, KauecTBa, 3((PEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa BCIASACTBUE BHECCHHS
W3MEHEHUH B  YyKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (enepaqpHOr0  OpraHa
WCIIOJTHUTENILHON BIACTH B BbIJaye 3aKIIOYEHHUS O COOTBETCTBUHM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB TPpeOOBaHUSIM MPABUIT HAJICKAIICH MPOU3BOICTBEHHOM MPAKTUKU B CIy4Yae U3MEHEHHS U (WIIH)
JIOTIOJIHEHUSI IIPOU3BOJCTBEHHOW IUIOLIAJIKM JIEKAPCTBEHHOI'O IIpernapaTa, €ciad IMPOU3BOACTBO
JIEKapCTBEHHOI'0 Tpenapara /i BETEepPUHAPHOIO NPHUMEHEHHUS OCYILECTBISETCS 3a IpelenaMu
Poccuiickoit denepannu, Ui OTCYTCTBUE 3TOTO 3aKIIFOYEHUS.

(dactpb 7.1 BBeaena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. I{OHYCKaCTCH O6paH_ICHI/Ie JICKAPCTBCHHBIX IPCIIapaTOB IJIsI BETCPUHAPHOTO IPUMCHCHUA 10
HUCTCUCHUSA CPOKA T'OAHOCTH, TPOU3BCACHHBIX B TCUCHUC CTA BOCBMUACCATU JHEH II0CIe JaThl IMPUHATHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

YIOJHOMOYEHHBIM (pelepaTbHBIM OPraHOM HCTIOJHUTENHHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JIOKYMEHTBI, COJEpXkallhecss B PErUCTPALlMOHHOM JOCh€ Ha JIEKAPCTBEHHBIM IMpemnapar, B
COOTBETCTBUM ¢ uH(pOpManuen, cojepxameldcs B JOKYMEHTaX pPETUCTPAMOHHOTO JIO0Che Ha
JIEKApCTBEHHBIN ITpenapar 10 AaThl IPUHATHSA TAaKOT'O PEIICHMUS.

(dactpb 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: nmpumedanue.
O BO3MOXXHOCTH oOOpamieHusi B P@ JjiekapCTBEHHBIX MpemnapaToB MOCJIE MHPUHATUS pEIIeHUs 00

OTMEHE TOCPErHCTpaIllii U HCKIIIOUEHHBIX U3 peecTpa (papmareBTHUEeCKUX cyOcTaHuuit cM. cT. 4 O3
ot 30.01.2024 N 1-@3.

CraTtbsa 32. OTMeHa rocyfapCcTBEHHOW perncTpauum fieKapcTBeHHOro npenapara

Pemienne 06 oTMeHe rocyapcTBEHHOW PErucTpaliy JIEKAPCTBEHHOIO MpenapaTa U UCKIIOYSHUN
JIEKAPCTBEHHOI'0 IIperapara U3 TOCYyJAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEIACTB IIPUHUMAETCS
YIIOJIHOMOYEHHBIM (pe/IepalibHBIM OpPraHOM HCTIOJIHUTENFHON BIIACTH B CITy4Yae:

1) nopencraBieHHs ~— COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  ()eepalbHBIM  OpPraHOM
UCIIOJIHUTEJIBHOM BJIACTH 3aKIIOYEHHS O PHUCKE WIM 00 yrpo3e 370pOBbIO, XKH3HM 4YEJIOBEKa WU
KHMBOTHOTO TIPH NPUMEHEHUHU JIEKapCTBEHHOTO Mpernapara, MpPEeBbIIAIMUX ero 3(pQeKTUBHOCTD, IO
pe3yJbTaTaM OCYIIECTBISIEMOI0 UMM MOHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHOI'O IIpenapara;

Koncynsrantlntoc: npumeyanue.

[Tonoxxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs TOC. YCIYT IpU
oOpallleHuH JIEKapCTBEHHBIX CPEICTB: I MEAMIMHCKOIO MPUMEHEHUS IOCPEICTBOM EIUHOMN
cucTeMbl U (WIK) enuHoro noptana, opuMensores ¢ 01.01.2025; nis BeTepuHaApHOTO NPUMEHEHUS
MOCPEJCTBOM €IMHOTr0 nopTaia, npuMmeHsarTces ¢ 01.01.2026.

2) mojauu JepxareileM WIN BIAJENbLEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapPCTBEHHOI'O
mpernapara WIM YIOJHOMOYEHHBIM KM JpyTUM IOPUIUYECKHM JIMLIOM 3asBlE€HUs 00 OTMeHe
rOCyJapCTBEHHONM  PErucTpalMd  JIEKAPCTBEHHOIO  Ipenapara,  MOANKWCAHHOIO  YCHJIEHHOMU
KBAJIM(HUIUPOBAHHONW 3JIEKTPOHHOW MOJMHUCHIO, IMYyTEM €ro HaNpaBiCHUS MOCPEICTBOM E€IHHOTO
nopTajia B YIOJHOMOYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIBHON BIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOT0 (peiepabHOTO OpraHa NCTIOJIHUTEIbHON BIACTH B €JMHON CHCTEME;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 m. 3 - 6 cT. 32 HE pacHpOCTPAHSIOTCS Ha MPABOOTHOIIEHHWS, BO3HUKAIOIIUE TPHU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB A MeaunnHckoro npumenenus (@3 ot 30.01.2024 N 1-D3).

3) HEMOATBEPKIAEHHS TOCYJApCTBEHHOM perucTpaiuu JeKapcTBEHHOTO MpernapaTa 1Mo UCTeUeHUN
CpOKa JeHCTBHSI PErHUCTPAILIMIOHHOTO YAOCTOBEPEHUS, BBIIAHHOTO HA TISTH JIET;

4) HempencTaBleHUs 3asBUTENEM HMH(OpMAIMHM, KOTOpas MOXET TIOBJeYb 3a CcoOoM
HEOO0XO/IMMOCTh BHECEHUsI M3MEHEHHMH B JIOKYMEHTBI, COJEpIKaIllMecs] B PEruCTPAlMOHHOM J0Che Ha
3aperucCTpUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar, B TEYEHHE TpUIUATH pabouux JHEH co JHs

www.consultant.ru Crpanuua 75 mns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100504&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100238&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100471&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100472&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=22.10.2024&amp;dst=100507&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100238&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100473&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

HACTYIUICHUA DTUX HSMeHeHHﬁ;

5) OCylIeCTBIEHHUS] TOCYJAapCTBEHHON pPErucTpanuy JIEKapCTBEHHOTO Mpernapara MoJl TOPTOBBIM
HaMMCHOBAHUCM 3apCTrUCTPHUPOBAHHOIO paHCC IO 3THM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npenapara, OTJIMYAIOIIEeTr0Csl KaYeCTBEHHBIM COCTaBOM JICUCTBYIOIINX BEIIECTB;

(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMU OJTHOTO M TOTO YK€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHHH OJHOTO W TOTO K€ JEpKaTellsl WM BIIAJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara B BUAEC ABYX U Ooyiee JIEKapCTBEHHBIX MPEMapaToB TOJ Pa3IHYHBIMH
TOProBbIMH HAMMCHOBAHUSAMMU,
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHsS CyAOM pEHIeHUS O HapylmIeHWH TpaB MpaBooOiagaTesisi OOBEKTOB
MHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 0OpaIlieHHH JIEKapCTBECHHBIX CPE/ICTB;

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 1. 8 ct. 32 He pacpoCTpaHAETCs Ha IPABOOTHOLICHHUS, BOSHUKAIOIIUE MTPH 00OpaIieHNH
JIEKapCTBEHHBIX CPEACTB I MeauMHCcKoro npumenenus (@3 ot 30.01.2024 N 1-D3).

8) OTCyTCTBUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepaunn B TeueHUe
Tpex u Oolee JeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

O) HeBBINOJMHEHWS JAepXkaTeleM WIM  BIAJeNblieM PEruCTPAlMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpernapara JI00 YyIOJIHOMOUYEHHBIM UMHU JPYTHM IOPUAMYECKUM JIMLOM MEPOIPHUITHIMA
1o obecrnedyeHno O0e30MacHOCTU JIKApCTBEHHBIX IMPENapaToB, YCTAHOBIIEHHBIX YIOJHOMOUYEHHBIM
(benepanbHBIM OPraHOM HCIIOJHUTENIBHOW BJACTH B COOTBETCTBMM € dYacTsMM 3 u 4 crathbu 64
Hacrosiero deepanbHOro 3aK0Ha, B paMKax OCYLIECTBICHUs (hapMaKOHA30pa;

(n. 9 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

10) orkaza nepxkaTenss WIM BIAAEIbIA PErHCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapaTta Ju00 YHNOJHOMOYEHHOIO MMM JPYTroro HOPHUIMYECKOro JIMIA OT BHECEHHUsS M3MEHEHUU B
MHCTPYKLHIO 0 NPUMEHEHUIO JIEKAPCTBEHHOr'O Ipernapara, KacarollUXCs HOBBIX IOATBEPKACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYMHEHHS Bpela 3J0POBbI0 UEIOBEKA WM )KMBOTHOTO BCIEACTBHE IIPUEMA
JICKapCTBEHHOTO Mpernapara npeBbiaeT 3pGeKTUBHOCT €ro IPUMEHEHUS.

(n. 10 BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

CraTtba 33. FlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaCcTB

1. T'ocynapcTBEHHBIM pEECTp JIEKapCTBEHHBIX CPEACTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
[PerapaToB, MPOMLIEIINX FOCYIaPCTBEHHYIO PETUCTPAIIMIO, IEpeYeHb (hapMaleBTHUECKUX CyOCTaHIINH,
BXOJISAIINX B COCTAB JICKAPCTBEHHBIX MPEMAPATOB, U CICIYIONIYI0 HH(OPMAIINIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENAapaToOB:

a) HAMMEHOBAaHHWE JIEKAPCTBEHHOrO Tmperapata (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WIH

IPYIIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOC HAUMEHOBAHHS );
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

0) nexapcTBeHHas GopMa C yKazaHHEM JI03UPOBKHU JIEKAPCTBEHHOI'O Mpernapara U ero KoJm4ecTBa
B IOTPEOUTETHCKON YIIaKOBKE;

B) HAUMEHOBAHUE JIEPKaTeNs MM BIIAJIebIa PETUCTPAMOHHOTO yI0CTOBEPEHHS JIEKAPCTBEHHOTO
npernapara M CBEIEHHS O PETHCTPAIMK JAeprKaTeNs WIN BIaJeNbla PETHCTPAMOHHOTO yIOCTOBEPEHHS
JICKApCTBECHHOT'O ITperiaparta It MECIUIUHCKOI'0 MPUMCHCHHUS B KaUCCTBC HAJIOTOILIATC/IbIIUKA B CTPAHE
peructpanyuu (sl POCCUMCKUX IOPUINYECKHX JIUI] - HACHTH()UKAIMOHHBIH HOMEpP HAJIOTOILIATEIIbINKA
(MHH), nmns WHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETrUCTpaluy, HaNMEHOBaHHE
PETUCTPUPYIOIIETO OPraHa, PeruCcTPALMOHHBIA HOMEp, KO/ HAJIOTOIJIATENbIIUKA B CTPAHE PETHCTPALUU
(MHKOpIIOpAIMK) WU €TO aHaJIor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAaHME U aJpec MPOU3BOIUTEIIS JIEKAPCTBEHHOI'O IIperapara U CBEJICHHUS O PErUCTpalun
IIPOM3BOJUTENS  JICKAPCTBEHHOIO IIpernapara Ui  MEIUIMHCKOTO IPUMEHEHHs B  KadyecTBe
HaJIOTOIJIaTeNbIMKa B  CTpaHe perucrpauuud (s pOCCHUHCKUX  IOPUAMYECKUX — JUI -
UACHTU(UKAIIMOHHBI HOoMep Hajororuiatensimka (MHH), mis mHOCTpaHHBIX IOPHIMYECKHUX JIHIL -
CTpaHa pErucTpaluyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO0 OpraHa, PETrUCTPALMOHHBIA HOMEp, KOJ
HaJIOTOIIaTeNbIIMKA B CTPAHE perucTpanuy (MHKOPIIOpAlluK) WK €ro aHajior);

(nm. "r" B pen. @exaepanbHoro 3akona ot 28.12.2017 N 425-03)

1) (bapmakoTeparneBTHICCKAS rpymmna, KOJI JICKaPCTBEHHOT'O mpernapara 10
aHaTOMO-TEPANEeBTUYCCKO-XUMHUECKOW KilacCH(DUKAIMU, pEKOMEHI0BaHHOW BceMupHOW opraHu3aiuei
3/IpaBOOXPaHEHUS;

(mm. "n" B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

C) IMMOKa3aHus U MMPOTHUBOIIOKA3aHWA K IPUMCHCHUIO JICKAPCTBCHHOI'O ITpeIiapara,
) TTOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO MIpemnapara;

3) CPOK 'OJJTHOCTH JIEKAPCTBEHHOTO Mpenapara;

1) YCJIOBUS XpaHEHUSs JIGKApCTBEHHOTO Mpernapara;

K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO TIpernapara;

J) HOMep (apmakoneidHONH CTaTbl WM B CIy4ae €€ OTCYTCTBHSL HOMEp HOPMAaTUBHOU
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rOCyJapCTBEHHOW pPETUCTpalliy JIEKapCTBEHHOI'O MpernapaTra M €ro perucTpanioHHBIN
HOMEp, JaTa 3aMEHbl PErUCTPALlMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O IpernapaTra Ha OeccpodyHoe
pErUCTpallMOHHOE  YJOCTOBEPEHHME JIEKAPCTBEHHOrO IIperapara, JaTa [OJayd  3asBIEHUS O
MOATBEPXKIEHUN TOCY/JapCTBEHHONM PETUCTpPAallMM  JIEKAPCTBEHHOIO IIpenapara, Jara OTMEHBI
roCy/1apCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHOTO Ipenapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) KaueCTBEHHBIH COCTaB W KOJWYECTBEHHBIN COCTAB JCHCTBYIONIMX BEIIECTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEUIECTB JICKAPCTBEHHOTO Mpenapara;

(nm. "H" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopMalrs 000 BceX pa3pelIeHHBIX BUIaX BTOPHUHON (MOTPEOUTETHCKOI) YITAKOBKH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(nm. "o" BBeaen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

M) JaTa MNPUHATHS pEHIeHUs O BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemnapar MHpu
rOCy/IapCTBEHHOW pETUCTpallid B KadecTBe Op(aHHOTO JIEKApCTBEHHOTo Tmpemapara (s
JIEKapCTBEHHBIX MIPENapaToB JUIsl MEIULUHCKOTO IPUMEHEHUS);

(mm. "n" BBemen dexepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. DeaepaqbHOro 3aK0oHa OT
27.12.2019 N 475-D3)

p) HAJIMYHUC JICKAPCTBCHHOI'O IIpf€rapaTa B HEPCYHE KU3HCHHO HCO6XOI[I/IMBIX U BaKHEHIIHNX
JICKApCTBCHHBIX MPCIIapaTOB (Il.]lﬂ JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMCHeHI/IH);
"nan

(mm. "p" BBenmen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. DeaepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJM4ue B JIEKAPCTBEHHOM IIperapare HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX
IIPEKYypCOpPOB, IOANEKAIUX KOHTpouto B Poccuiickonn  ®enepauuu, B COOTBETCTBUM €
3aKkoHOJaTenbCcTBOM  Poccuiickot  denepanmu, MEXKIYHApOAHBIMU  Joroopamu  Poccuiickon
®enepanyy, B ToM ynciae EqUHON KOHBEHIIMEN O HApKOTHUECKUX cpenctBax 1961 roma m Konsennuein
0 IICUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHOpMaIMsg O TOM, SBISETCS JIM JAaHHBIA JIEKAPCTBEHHBIA TMpemnapaT pedepeHTHBIM
JIEKApCTBEHHBIM ITPENapaToM;
(nm. "1" BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEACHHS O MOJayde 3asBJICHHUS O BHECEHHMM W3MEHEHUH B JIOKYMEHTBI, COJEp)KAILUECS B
pEruCTpallMOHHOM JI0ChE Ha JIEKapCTBEHHBIN IIpenapar;
(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJCHHS JIGKAPCTBEHHOTO Iperapara sl BETepUHAPHOTO MPUMEHEHHS B I'PaKIaHCKUH
00opoT;
nyn

(mm. "x" BBenmeHn denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1) wuHQOpPMAmUs O TOM, SBISETCS JM JaHHBIA JIEKapCTBEHHBIH Tmperapar opdaHHBIM
JIeKapCTBEHHBIM MperapaToM, UMMYHOOHOJIOTHYECKUM JIEKapCTBEHHBIM MperapaToMm,
paguodapManeBTHYECKUM  JIGKAPCTBCHHBIM — IPEMapaTroM, TOMEONATHYECKUM  JIEKApPCTBEHHBIM
npenaparoM, OMOJIOTHYECKUM JIEKapPCTBEHHBIM IIPETapaToM, BHICOKOTEXHOJIOTUYHBIM JIEKApCTBEHHBIM
IpernapaToM, BIIEPBbIE 3apeTUCTPUPOBAaHHBIM B Poccuiickoit denepaninu B COOTBETCTBUM C HACTOSIIIIUM
denepanbHBIM 3aKOHOM WU aKTaMH, COCTaBIIsIoMMMU 11paBo Coro3a;

(nm. "u" BBeneH denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

2) B OTHOLIEHUHU (hapMalleBTHUECKUX CYOCTaHIIMMA:

a) HauMEHOBaHHME (papMaleBTUYECKON cyOcTaHIMM (MEXIYHapOJHOE HENaTEeHTOBAHHOE, WU
IpYNIUPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHMs), (opMa BBIIYCKa (C YKa3aHHEM
J03UPOBKH (IpU HAJTMUUH), (PAaCOBKH U YIIAKOBKH);

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

0) HauMEHOBaHHE M aJpec MPOM3BOAUTENS (papmaleBTHUECKON cyOCTaHUUM (A POCCHMCKHUX
IOPUIMYECKUX JIMIl - WIACHTU(UKAMOHHBIA HOMep Hajororutarensiimka (MHH), mist mHOCTpaHHBIX

IOpUJIMYECKUX  JIMI[ - CTpaHa  pErucTpaly, HAUMEHOBAHHE  PETUCTPUPYIOLIETO  OpraHa,
PEruCTPalIMOHHBIN HOMED, KO/ HAJIOTOIIATENBIINKA B CTPAHE PErUCTpallMK (MHKOPIIOpAIUU) WIH €T0
aHaJjor);

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)
B) CPOK TOAHOCTH (hapMalleBTUYECKOM CyOCTaHIUY;
I') yCJIOBUS XpaHEHUs papMalieBTUYECKON CyOCTaHIINM;

) HoMep (apMakomeidHONW CTaTbl WM B Cly4ae €€ OTCYTCTBHSL HOMEp HOPMAaTUBHOU
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

€) Hajnuuue ¢apMaleBTUYECKON cyOCTaHIIMHU B [I€PEUYHE HAPKOTUYECKUX CPEJCTB, MCUXOTPOIHBIX
BELIECTB M UX INPEKYypCOPOB, MOJIEKAIIUX KOHTpoa B Poccuiickoit denepannu, B COOTBETCTBUH C
3aKkoHOJaTenbCcTBOM  Poccuiickot  denepanmu, MEXKIyHApOAHbIMU  Joroopamu  Poccuiickon
®enepanyy, B ToM ynciae EqUHON KOHBEHIIMEN O HApKOTHUECKUX cpenctBax 1961 roma m Konsennuen
0 IICUXOTPOIHBIX BeniecTBax 1971 roxaa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®@apmareBTUYECKasi CyOCTaHITUs, MPOU3BEACHHAS ISl pealn3alii, MOKET ObITh BKIIIOUCHA B
rOCy/IapCTBEHHBI peecTp JIEKaPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBIICHUS pa3paboTuMKa WU
MIPOU3BOUTENS JIEKAPCTBEHHOTO CPEJCTBA JIMOO YHMOTHOMOYEHHOTO UMH IOPHIMYECKOTO JUIA MpU
YCIIOBUU TIPOBEJCHUS B OTHOLICHHH TaKoW (apMaieBTUYeCKoi CyOCTaHIIMM DKCIEPTH3hl KadyecTBa
(dapmareBTHUECKON CyOCTaHIIMU B TMOPSIKE, YCTAaHOBIEHHOM cTaTheil 34 Hacrosimero dempepaibHOTO
3akoHa. B oTHomeHMH (apMareBTUYECKUX CYyOCTaHIIMH, NPOWU3BEICHHBIX [UIS peaau3alui, B
roCy/1apCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEACTB COACPKUTCA ciaeaytonas HHpopmarus:

1) HammeHoBaHUWe (hapMaleBTUUECKON CyOCTaHIMM (MEXIyHapOJHOC HEMAaTEHTOBAHHOE, WIH
TPYNIIHPOBOYHOE, WIM XHMHYECKOE M TOProBO€ HaMMEHOBaHHMs), (opMma BHIycKa (C yKa3aHUEM
J03UPOBKH (IIPU HAJIMUUH), (PACOBKH U YIIAKOBKH);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) HauMEHOBaHUe, aJipec MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIMM, a TAK)KE€ B OTHOIIEHUU
JICKApCTBECHHBIX CPCACTB AJId MCAWIUHCKOTO MPUMCHCHHA CBCIACHUA O PETHUCTpALUMH ITPOU3BOIUTCIIA
(dapmaneBTHYECKOl CyOCTaHIIMM B KauyecTBE HAJOTOIUIATEIbIIMKA B CTpPAaHE pErucTpanu (s
POCCHHCKUX FOPUIMYECKUX JIHMIl - HICHTU(UKAIMOHHBIA HoMmep Hanoromiarensimmka (MHH), s
WHOCTPAaHHBIX IOPUANYECKHX JIMI] - CTpaHa PEerucTpali, HAaMMEHOBAHUE PETUCTPUPYIOILIETO OpraHa,
PEruCTPalIMOHHBIN HOMEP, KOJ HAJIOTOIIATENbIINKA B CTPAHE PErUCTpallMK (MHKOPIIOpAIUU) WIH €Tro
aHaJjor);

(. 2 B pen. ®exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIIeBTHYECKON CyOCTaHIINN;
4) ycnoBust XpaHEeHUs (hapMaIleBTHYECKON CyOCTaHIIHH;

5) Homep ¢apmakomeiHoi craTbu MO0 B Ciydyae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIlM1 UJIM HOPMaTUBHOI'O JJOKYMEHTA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

6) Hanuuue (apMaleBTUUECKONW CYyOCTAaHIIMM B NEpeyHe HAPKOTHUYECKUX CPEICTB, ICUXOTPOITHBIX
BEILECTB U UX MPEKYpPCOPOB, MOIECKAIUX KOHTposro B Poccuiickonn denepannu, B COOTBETCTBUU C
3akoHozarenscTBOM  Poccumiickoit  ®Penepaunu, MEXIyHApOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanyu, B ToM yrcie EquHoll KoHBeHIMEH 0 HapKoTHUecKux cpenctBax 1961 roxa m Konpennuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKJIIOYEHMs (hapMalieBTUYECKON CyOCTaHLIMU B TOCYAApPCTBEHHBINA peecTp JIEKAPCTBEHHBIX
CPEeZCTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (hapMalleBTUUECKOM CyOCTaHIMH, 1aTa UCKIIOUEHHS
(bapMareBTHUECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPECTB.

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

3. HO[ZSIZ!OK BCACHUA TOCyAapCTBCHHOI'0 peeCTpa JCKAPCTBECHHBIX CPCACTB AJId MCAUIHHCKOI'O
NPpUMEHCHUA W [OPAIOK BCIACHUA TOCYJAPCTBECHHOTO pPEECTpa JICKAPCTBCHHBIX CpPCACTB I
BCTCPHHAPHOI'O MPHUMEHEHUA YTBEPKAAKOTCA COOTBETCTBYIOIIHUM YIIOJTHOMOYCHHBIM (beﬂepaJ'IBHBIM
OpraHomMm HCIIOJTHUTEILHOM BIIACTH.

Koncynsrantllntoc: npumeuanue.

[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT IpU
oOpallleHuN JIEKapCTBEHHBIX CPEIACTB: I MEAMIMHCKOIO IPUMEHEHHS IOCPEIACTBOM E€IUHOMN
CUCTEMBI U (WJIM) enuHoro noprana, opuMenswred ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €IMHOTr0 noprana, npuMenstores ¢ 01.01.2026.

Cratba 34. BkniouveHue B rocyfapCTBEeHHbIM peecTp JeKapCTBEHHbIX CpeaAcTB U
UCKIIOYEeHne u3 rocyaapcTBeHHOro peecTtpa fleKapCTBEHHbIX cpeacTs
chapmaneBTUYECKON CyOCTaHLMKN, NPOU3BEAECHHON ANA peanu3auumu
(B pen. deaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

1. Hnsa BriroyeHHs (apMaleBTUYECKOH CyOCTaHIMM, TNPOU3BEICHHON A peanus3aluu, B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCA IKCIIEPTH3A €€ KAUECTBA.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DOkcmepTru3a KadecTBa YyKa3aHHOW B dacTtu | Hacrosmied cratbu (papmaneBTHUECKON
CyOCTaHIIMM, COCTAaBJICHHE KOMHUCCHEH HKCIEPTOB 3aKIIOUYEHHUN IO pe3ysbTaTaM 3TON HKCIEPTHU3HI,
MOJANUCAHUE WX YCHJIEHHBIMU KBaTU(UIIUPOBAHHBIMU JJIEKTPOHHBIMHU TMOJIMKUCSAMH, HaIpaBJICHUE
JAHHBIX 3aKJIIOUEHUH B JIMYHBIA KaOMHET YIOJHOMOYEHHOTO (efepanibHOr0 OpraHa MCIONIHUTEIHHON
BJIACTU B €IMHOW CHUCTEME OCYLIECTBIISIOTCS B CPOK, HE MPEBBILAIONINNA TPUALATH pabouux IHEU cO
JTHSI HalpaBJICHUS B JIMUYHBIM KAOMHET SKCIIEPTHOTO YUPEXKIEHUS B €JUHON CUCTEME COOTBETCTBYIOILETO
3aJlaHusl  YIIOJIHOMOYEHHOro (efepajbHOrO OpraHa MCIOJIHUTEIbHOW BJIACTH, MOINHCAHHOIO
YCUJICHHOW KBaTU()UIIMPOBAHHOMN 3JIEKTPOHHOM MOIMUCHIO, M CIEAYIONINX TOKYMEHTOB (CBEACHUH):

(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cBeneHus o Aate MPEIOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JHIICH3UMH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB WM CBEIACHHS O JarTe MPEAOCTaBICHHUS W PETUCTPALMOHHOM HOMEpPE
3aKJIFOUYEHUST O COOTBETCTBUM TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPABHII
HaJIeXKaIIeld MPOU3BOJCTBEHHOW TIPAKTHKH, BBIJAHHBIX (TIPEJOCTABICHHBIX) YIIOJHOMOYCHHBIM
(denepaabHBIM OPraHOM HCIIOJHUTEIIBHON BIIACTH, B ClyYae, €CJIU IPOU3BOJICTBO JICKAPCTBEHHOT'O
cpeacTBa ocyinecTBiseTcs B Poccuiickoit denepanuu;

(B pen. ®enepanbubix 3aKk0HOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2) xomus [OKYMEHTa, BBIJAHHOTO YIOJTHOMOUYEHHBIM OpPTaHOM CTpPaHbl MPOU3BOIUTENS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOLIETO pa3peIICHUE TPOU3BOICTBA JIEKAPCTBEHHOT'O CPECTBA,
U €ro NEPEBOJ] HA PYCCKUM SA3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSJIKE, a TAKKE KOMUS 3aKIIOUEHUS
O COOTBETCTBUHU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBAHMAM [PABWI HaAJeXalel
MIPOM3BOICTBEHHON MIPAKTUKH, BBIJJAHHOTO YIIOJHOMOUYEHHBIM (eIepaIbHBIM OpPTaHOM HCTIOTHUTEIBHOM
BJIACTH, MO0 KOMHS PEUIeHHs] YIMOJHOMOYEHHOro (eJepaabHOro opraHa HCIOJIHUTEIbHOW BIACTH O
MpoBeJeHUN  (apMalleBTUYECKOM  WMHCIEKIMH MPOU3BOJCTBA  JIGKAPCTBEHHBIX  CPEIACTB IS
MEJHUIIMHCKOTO MPUMEHEHHUS Ha COOTBETCTBUE TPEeOOBAHMSIM MPABUI HaANEXKAIEH MPOU3BOJICTBEHHON
pakTUKU EBpa3suilckoro s3KOHOMHUYECKOI0 COI03a. YKa3aHHbIE JOKYMEHTHI IIPEICTABISAIOTCS B Cllydae,
€CIM MPOM3BOACTBO JIEKAPCTBEHHOIO CPEIACTBA OCYIIECTBISICTCS 3a mpeaenamu Poccuiickoit
denepanuu;

(B pen. deaepanbubix 3akoHOB 0T 04.06.2018 N _140-D3, ot 30.01.2024 N 1-D3)

3) AOKyMEHT, COIepKaIlUi CIIeAYIONIMe CBEACHUS O (papMalleBTUYECKOM CyOCTaHINH:

a) HauMeHOoBaHue (PpapMareBTUIECKON CyOCTaHINH, €€ CTPYKTypa, O0IIre CBOMCTBA,

0) HaMMEHOBAHUE U a/IpeC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHUEM CTAJMK MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusX MPOU3BOJICTBA;

I') OMKCaHue pa3pabOTKH Mpoliecca NPOU3BOICTBA;

I) OIMHCaHUE KOHTPOJS KPUTHUYECKHX CTaJUl IMpolecca MPOU3BOACTBA M MPOMEXKYTOUHOU
MIPOTYKITUH;

€) IOKYMEHTaJIbHOE TIOJITBEPXKACHUE (BaIMIA1IMsI) MPOIIECCOB U (UJTM) X OLICHKA;
’K) CBOMCTBA U CTPYKTYypa JACHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTHUKA TPUMECEH;

1) cnerudukanus Ha GapMaleBTHUSCKYI0 CYOCTaHIIHIO U €€ 000CHOBaHHUE,

K) aHaINTHYECKHE METOIUKH, WCIIONb3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(bapMareBTHUECKON CyOCTaHINH;

J) TOKYMEHTAJbHOE MOATBEPKICHUE (BAIMJALMSA) AHATUTUUECKUX METOJIUK, UCIIOIb3YEMBIX MIpU
OCYIIECTBJIEHUN KOHTPOJIS KauecTBa (papMarieBTH4ecKol CyOCTaHINH;

M) pe3yJIbTaThl aHAIM3a CEPHI (papMarleBTUIECKON CyOCTaHIINM;

H) IEPECUCHb CTAaHAAPTHBIX 06p33HOB HWJIKM BCIICCTB, HCIOJB3YEMBIX IIpU OCYHIECCTBICHUA
KOHTPOJIA Ka4e€CTBaA,

0) OIMMHUCAHUC XAPAKTCPUCTHUK U CBOICTB YIaKOBOYHBIX MATCPHUAJTIOB U YKYIIOPOYHBIX CPCIACTB;

1) JaHHBIC O CTA0MIIBHOCTH (PapMaIieBTUIECKON CyOCTaHIINH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

P) CPOK TOJTHOCTH;

4) OKYyMEHT, COAEp)KalUil CBEAECHUS O PETUCTPALlUM IPOU3BOJUTENS JEKAPCTBEHHBIX CPENICTB
JUIS MEIUIIMHCKOTO IPUMEHEHMsI B KaueCTBE HAJIOTOIUIATEIbIMKa B CTpaHe perucrpauuu (amas
POCCHUHCKHMX IOPUAMYECKUX JHI - WACHTU(UKAIMOHHBIM Homep Hanoromarensiinka (MHH), s
MHOCTPAHHBIX IOPUINYECKUX JIMI[ - CTpaHa PETUCTpallid, HAMMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa,
PETUCTPALIMOHHBIA HOMEP, KOJ| HAJIOTOIUIATENbIINKA B CTpaHE PErucTpaluuu (MHKOPIIOpAllMU) WIA €ro
aHajsor).
(. 4 BBenen PenepanibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns mpoBeneHMs] DSKCHEPTH3bl KayecTBa YKa3aHHOM B dYacTH | HacTosmied CTaThu
(apmainleBTUUECKON CyOCTaHLIMM 3asBUTENb HANpaBiseT TOCPEICTBOM €IWHOro TMopTaja B
YIOJHOMOYEHHBIN  (efepaibHblii  OpraH  HCIOJHUTENbHOM  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (heIepalbHOTO OpraHa UCTIOTHUTENBHOM BIIACTH B €IMHON cucTeMe:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1) 3asBiIEHME O BKIIIOUEHUU B TOCYJAapCTBEHHBI PpEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
(dapManeBTHUECKOW CyOCTaHIIMM, TOANMMCAHHOE YCWJICHHOW KBAIM(UIIMPOBAHHOW 3JIEKTPOHHOM
MTOATHCHIO;

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2) PeKBU3UTHI TOKYMEHTA, MOATBEPKAIOLIETO YIIAaTy TOCYAapCTBEHHOM MONUIMHEI 32 BKIIIOUEHHE
B FOCY/IapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB (papMaleBTUUEeCKOi CyOCTaHIIUM, TPOU3BEICHHON
U pealin3aiuy, JMOO0 MO COOCTBEHHON WHHUIIMATUBE YKa3aHHBIH JOKYMEHT. YIIOJHOMOYEHHBIN
(benepanbHBI OpraH WCIOJHHUTENBHOW BIACTH MPOBEpseT (DaKT YIUIATHI TOCYJAPCTBEHHOMN IMOIUTHHEI
3asiBUTEJIEM C UCTOJIb30BaHUEM MH(POPMAIMH 00 yIjiaTe rocyJapCTBEHHOM MOIUIMHBL, COIepKalleiics B
I'ocynapcTBeHHOM MHPOPMALMOHHON CHCTEME O TOCYAAPCTBEHHBIX W MYHHMIMIIAIBHBIX IUIaTEXax, Ha
OCHOBAaHMHM IIPEICTABJICHHBIX 3asBUTEIIEM PEKBU3UTOB JOKYMEHTA, IOATBEP)KIAIOIIETO YIUIATy
roCyJapCTBEHHOM MOIIINHBI,
(B pen. ®enepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

3) IOKyMEHTBI, yKa3aHHBIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. deaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

4) 3asgBIICHHE O BbIJaue pa3pelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHON HapTHH
HE3apEerUuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, MPEJHA3HAYEHHOTO Ui MPOBEACHUS YKa3aHHOU
SKCHEPTU3BI.

(. 4 BBennen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciuyuae HempexacTaBie€HMsI C 3asBJICHHMEM O BKIIOUYEHUU B TOCYIAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX  CPEACTB  (hapMalleBTUUECKOM CyOCTaHIIMU  BbAABaeMbIX  (TPEAOCTABISEMbIX )
YIOJIHOMOYEHHBIMU (heZiepalIbHBIMU OpraHaMHU HCIIOJIHUTENBHONW BJIACTH JOKYMEHTOB (CBEIEHM),
yKa3aHHbIX B MyHKTax 1 M 2 4YacTu 2 HacTosIed cTaTbH, YINOJHOMOYEHHBIN (erepanbHblii Oopran
UCTIOJHUTEIIBHOM ~ BJIACTH  3alpalllMBaeT  yKa3aHHbIE JOKYMEHTHl (CBEICHHs) B  IOPSAIKE
MEXBEJOMCTBEHHOTO HH()OPMAIIIOHHOTO B3aUMOJICHCTBUSI.

(uactp 3.1 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 478-D3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

4. B Tedenue natu pabouux JTHEH co THS NPUHITHSA 3asBJICHUS O BKIIIOYEHUN YKa3aHHOM B yactu 1
HacTosIed cTaTbu (apMaleBTUYECKOH CYOCTaHIMM B TOCYJAapCTBEHHBIH pEecTp JIEKapCTBEHHBIX
CPEICTB U JIOKYMEHTOB, IEPEUUCICHHBIX B 4YacTU | M MNyHKTEe 2 YacTW 3 HACTOSIIEH CTaThH,
YHOJHOMOYEHHBIN (peiepabHbII OpraH UCIIOJHUTEIbHOM BIACTH:

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) IpoBOIUT MPOBEPKY MOJHOTHI M JIOCTOBEPHOCTH JAHHBIX, COAEPIKAIIMUXCS B IPEACTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET PEIICHHE O HANpPaBJICHUH B SKCHEPTHOE YUPEKICHUE 3aJaHUs HA IPOBEICHUE
IKCIIEPTH3BI KAUECTBA YKA3aHHOM B 4acTH | HACTOSIIEH cTaThu (papMareBTUIeCKON CyOCTaHINH Wi 00
OTKa3€ B TAKOM HaIPaBJICHUU;

3) HanpaBJIsICT B JIMYHBIM KaOWHET 3asgBUTENS B C,I[I/IHOI;'I CHCTEME IIOAITMCAHHOC YCHHGHHOﬁ
KBaHHCI)HHHpOBaHHOﬁ SHGKTpOHHOﬁ NOoANMUCBHI YBECIOMIICHHUEC O INPUHATOM PCHICHUHU WK B ClIy4dac

OTKa3a C yKa3aHHEM IIPUYMH TaKOTO OTKa3a.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

4.1. B ciydae BbISIBJICHHS] HETIOCTOBEPHOCTHU U (MJIM) HEJOCTaTOUHOCTH CBEJIEHUH, COJEPKAIINXCS
B MPCACTAaBJICHHBIX 3aABUTCIICEM MaTCpuajiax, ynOJ’IHOMO‘I@HHBIfI q)ellepaJ'II)HBII\/’I opra”n HUCIIOTHUTETbHON
BJIACTH HAIPABIIAET 3aSBUTENIO IIOCPEICTBOM E€IMHOTO MOpTala WIM B JIMYHBIA KaOMHET 3asiBUTEINS B
eNMHON cucTeMe 3ampoc 00 YTOYHEHMM YKa3aHHBIX CBEJICHHH, TOANMUCAHHBIA YCHICHHOW
KBAJIU(UIIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.
(uactp 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asButens o00s3aH HANPaBUTh IOCPEACTBOM €IWHOTO IOpTajia B  YIOJIHOMOYEHHBIN
(denepanbHBI OpraH UCIOTHUTENIBHOM BJIACTU WM JIMYHBIN KaOMHET YIIOJIHOMOYEHHOTO (e/IepalbHOTro
OpraHa HUCIOJHHUTENbHON BIACTH B €IUMHON CHUCTEME IOJNMCAHHBIA YCHJIEHHOM KBaJIM(UIMPOBAHHOM
JIEKTPOHHON MOJMMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (ellepajIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIINN JEeBIHOCTA pabOYMX JHEH cO JHS MOITY4YEHHUS YIOJTHOMOUYEHHBIM
(denepanbHBIM  OPraHOM HCIOJHHUTEIBHON BJIACTH 3JCKTPOHHOTO YBEIOMJIGHHS O TIOJyYeHHUH
3asiBUTENIEM AaHHOTO 3arpoca. Cpok, yka3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABINBAETCS CO
JTHSl HAIpaBJICHUS 3asBUTEINIO MOCPEICTBOM €IMHOTO MOpTala WM B JUYHBIN KaOWMHET 3asBUTENS B
€IMHOW CHCTEME 3alpoca YHNOJHOMOUYEHHOIo (hefepalbHOro OpraHa UCIOJHUTENIBHONW BJIACTH 10 IHS
HampaBJIeHUsl 3asBUTENIEM IOCPEICTBOM €IMHOrO IMOopTaja B YIOJHOMOYEHHBIH (enepaabHblii OpraH
UCTIOJHUTEIbHOW  BJIACTH WJIM JIMYHBIM KaOMHET YIOJHOMOYEHHOro (enepajbHOro opraHa
HCIIOJIHUTENIBHON BJIACTH B €AMHOM CHCTEME OTBETa Ha JAHHBIM 3alpoc UM HE YUYUTHIBAETCS NpU
WCYHCIIGHUU CpPOKa OKCHEepPTH3bl KadecTBa (hapMaIleBTHYECKONW CYOCTaHIIMH, TPOM3BEACHHOW IS
pean3aiuy.

(dactp 4.2 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM [JIs OTKa3a B HAIIPABICHHMH B DKCIEPTHOE YUPEXKACHHUE 3a/laHus Ha MIPOBEJICHUE
HKCHEepPTH3bl KadyecTBAa YKa3aHHOW B uyacTH | HacTosmied craThM (papmaneBTHUECKOH cyOcTaHIUU
SIBJIAETCS HEIPENICTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTaTbU, OTCYTCTBHE
uHpOpMaNKY, TOATBEpPXKIAOMEH (aKkT ymiaTel TOCYAAPCTBEHHOW MNONUIMHBI 33 BKIIOYECHUE
(dapmaieBTHUECKON CyOCTaHIIMM, NPOU3BEACHHON [UIsl peaju3aldd, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB, HENPEACTABICHUE 3asIBUTEIIEM B YCTAHOBIEHHBIN CPOK OTBETA HA yKa3aHHBIN
B yacTu 4.1 HacTosILIeH CTaThbU 3aMpoc YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HMCIOJHUTEIbHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BJIACTU WM TPEJCTaBJIEHUE JOKYMEHTOB, HE COJIEpKAIlMX MCUEPIBIBAIOLIETO MepeuHsi He0OXO0AUMBIX
CBEICHMM.
(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHwe maTHAMUATH pabOUYMX IHEH CO JHS TOJNYyYCHHUS PEIICHUS YIIOJTHOMOYEHHOTO
(deneparbHOTO OpraHa UCIOJHUTEIILHOM BIACTH O HANIPABICHUH B SKCIIEPTHOE YUPESKICHUE 3aJaHUS Ha
MPOBEJICHUE SKCIIEPTU3bl KadyecTBa yKa3aHHOW B YacTH | HacTosIIed cTaThM (hapMareBTHYCCKON
CyOCTaHIIUK 3asBUTEIb PECTABISACT B AKCIIEPTHOE YUPEKICHHUE JIJIsl TIPOBEICHUSI JAHHOW SKCIIEPTU3BI
oOpa3iel  (hapMareBTHUECKON CyOCTaHIIMM B KOIWYECTBE, HEOOXOJUMOM i BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MPH MOTYUCHUH 00pa3IloB yKa3aHHOH B yacTu 1
HACTOSIIEH CTaThu (papMaIeBTUYECKOW CyOCTAaHIIMM B TOT K€ JICHb HAIpPAaBJIICT B JUYHBIH KaOWHET
3asIBUTENIS B €IUHOW CHCTEME YBEIOMIICHHUE, ITOATBEPIKIAIOIIESE MTOJTYICHHUE 3TUX 00pasoB. DTH CPOKU
HE BKJIIOYAIOTCS B CPOK IIPOBEJCHUS JTAHHOM SKCIIEPTHU3BI.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-D3)

7. YTpatun cuny. - @eaepanbublil 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He IpEeBBIAIOMINN MATH pad04YMX JAHEH CO JIHS HANpaBJICHUS MOCPEICTBOM EIHHOTO
MmopTraja B YIMOJTHOMOYCHHBIH (heepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YHOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCHOJHUTENIbHOM BJIacTH B €IUHOW CHCTEME 3aKIHOYCHUS
KOMUCCHH 3KCIIEPTOB 110 Pe3yJbTaTaM JKCIIEPTH3bl KaueCTBa YKa3aHHOM B 4acTH | HacTOAIEH cTaTbu
(bapMareBTHUECKON CyOCTaHIMH, YITOJTHOMOUEHHBIH (e/iepaibHbIi OpraH UCTIOIHUTEIbHON BIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1) ocymiecTBIsIET OLEHKY TAKOTO 3aKJIIOYEHUs JJIsi ONPEACIICHUs] €r0 COOTBETCTBUS 3aJIaHUI0 Ha
MPOBEJICHUE JAaHHON YKCIEPTU3BI;

2) mnOpuvHUMaeT pelleHHe O BKIOYEHMM YKa3aHHOM B uacTu 1 Hacrosimed crarbu
(bapManeBTHUECKON CyOCTaHLIMU B TOCYJApPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEACTB WM pelieHre 00
OTKa3€ B TAKOM BKJIFOUEHUU;

3) BHOCUT MpHU NPHUHATUU PEIICHHS O BKJIIOUYEHHWM YKa3aHHOM B yacTH | HacTosmed cTaTbu
(dapmaneBTHUECKON  CyOCTaHIIMM B TOCYAApCTBEHHBIM  pEeCTp  JIEKAPCTBEHHBIX  CPEICTB
MPEAYCMOTPEHHYIO0 dacThio 2 cratbu 33 Hacrosimero @DenepanbHOro 3aKkoHa HHPOPMALMIO U
HaIpaBJIsieT 3asBUTEII0 TOCPEJCTBOM €IMHOTO MOPTaia WIM B JUYHBIM KaOWHET 3asBUTEIS B €IUHOMN
CUCTEME BBIITUCKY U3 IOCYJapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPECTB.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-D3)

9. OcHoBanueMm g OTKa3a BO BKJIOYEHUU YyKa3aHHOM B dYacTh | HacTosuied CTaTbu
(dapmaneBTHYECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB SBISETCS
3aKJII0OYEHHE COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (heZIepalbHOTO OpraHa UCIOJHUTEILHON BIACTH O
TOM, YTO Ka4yeCTBO (hapMaIeBTUUECKON CyOCTaHIIMK HE IMOATBEPKICHO MOJYYCHHBIMH JIAHHBIMHU.

(uactp 9 BBeneHa PexnepanbHbM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nmomyckaercss BKJIIOYEHHE B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEJCTB OJHOM
(dhapmareBTHUECKON CyOCTaHITNH, TIPOU3BEICHHON /Il PeaIM3allid M BBITYCKAGMON OJHHM M TEM Ke
MIPOM3BOIUTENIEM, B BUJE IBYX U O0JIee PeecTPOBBIX 3aIUCEH.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

11. BHecenne u3aMeHeHUH B JIOKYMEHTHl Ha (hapMaleBTHUYECKYIO CyOCTAaHLMIO, MPOU3BEICHHYIO
JUI pealIi3allii U BKJIFOUEHHYIO B TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAETCS
B Mopsjake, ycraHoBieHHOM crtarbsiMu 30 um 31 Hacrosmero denepalpHOro 3akoHa, C YIJIATON
rOCyJJapCTBEHHOM IONUIMHBI, NPEIyCMOTPEHHOM 3akoHoAaTesnbcTBOM Poccuiicko ®Penepanuu o
Hajorax u coopax.
(gactp 11 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.

O BO3MOXHOCTH OOpareHust (papMaleBTUYECKOH CyOCTaHIMH, UCKIIOYEHHOW W3 TOCpPEeecTpa, CM.
taroke @3 o1 30.01.2024 N _1-D3.

12. lomyckaetcst oOpaiieHre ¢GapMaieBTUYECKON CyOCTaHIIMUA O MCTEYEHHS CpOKa TOJHOCTH,
MPOU3BEJICHHON I peajliu3alid B TEUYEHHE CTa BOCBMUJECATH JHEH MOCiae JAaThbl MPUHSTHUS
YIOJTHOMOYEHHBIM (pe/lepabHbIM OPTraHOM HCTIOJTHHUTEIHHOM BIACTH PEIICHUS O BHECEHUH W3MEHECHUN
B JIOKyYMEHTHI Ha (papMarieBTUUECKYI0 CYOCTAHIINIO, B COOTBETCTBUH C MH(OpMAIEH, ColepKaieics B
JOKYMEHTax Ha (hapMaleBTUYECKYI0 CyOCTaHIIMIO /10 1aThl IPUHSITHS TAKOTO PELLICHUS.

(dactp 12 B pen. @enepanpuoro 3akona ot 30.01.2024 N 1-D3)

13. Pemenune 00 UCKIIOYEHHMM U3 TOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB
(bapManeBTHUECKON CyOCTaHLIMM, NMPOU3BEACHHON Ml pealn3aluy, NPUHUMACTCS YHOJIHOMOYEHHBIM
(beneparbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH B CIIyYae:

1) mpencraBieHUsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  ()eepalilbHBIM  OpraHOM
WCIIOJIHUTEJIbHOM BJIACTH 3aKJIIOUEHUS! O PUCKE WM 00 yrpo3e >KU3HU WJIU 3/I0pOBbIO YelloBeKa JTMO0
YKUBOTHOT'O TIPY UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) HampaBieHHMs ~ pa3padOTYMKOM  JIEKQPCTBEHHOTO  CPEICTBA WM  MPOU3BOJUTENIEM
JIEKapCTBEHHOTO CPEJICTBA JIMOO YIMOJTHOMOUYEHHBIM UMHU JPYTUM IOPUAWYECKHM JIUIOM TOCPEICTBOM
€IMHOTO TOpTajia B YIOJHOMOYCHHBIN (penepalbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JTUYHBIN
KaOMHEeT YNOJHOMOYEHHOIro (QeAepalbHOr0 OpraHa MCIHOJHUTEIbHOM BIAaCTM B €AMHOM CHCTEME
MOJNKCAHHOTO YCUJIEHHON KBaJM(UUIMPOBAHHOMN 3JIEKTPOHHON MOJNUCHIO 3asiBICHUS 00 MCKIIOUYEHUU
U3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB  (hapMalleBTHUECKONH  CyOCTaHIIUU,
MIPOU3BEICHHOM IS peaan3aliy;

(n. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 m. 3 4. 13 ct. 34 HEe pacnpoCTpaHIETCS HAa MPABOOTHOIICHHS, BO3HHUKAIOIINE TPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB A MeauunHckoro npuMmenenus (@3 or 30.01.2024 N 1-D3).

3) otcyTcTBUS hapMaIeBTUIECKONM CyOCTaHIINH, POU3BEACHHOM /ISl pean3alui, B OOpalieHIH B
Poccuiickoit @enepanuu B TeueHUE TpeX U OoJIee JeT.
(dactp 13 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OOxanoBaHue pelweHnss 06 OTKase B Bblgaye paspelleHUs Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npoeegeHne KriMHN4YeCKoOro uccriegoBaHusa nekKapCcTtBeHHOro npenaparta, peLleHusd 06
OTKasze B rocyAapCTBEHHOW perncrpauum JrieKkapCTBEHHOro npenapara, 3aknueHus
KOMMCCUU IKCNEPTOB IKCMNEPTHOIro yupexxaeHMA Unu 3aKniovyeHus coBeTa no aTuke

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

Perienue cooTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepajIbHOIO OpraHa MCIOJHUTEIbHON BIAaCTH
00 OTKa3ze B BblJaye pa3pelIeHUs Ha NpPOBEIEHHE KIMHUYECKOIO HCCIEeIOBaHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (elepallbHOrO OpraHa MCIOMHHUTEIbHON BiIacT 00 OTKase B
rOCy/IapCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOI'O IIpernapaTa, 3aKI4YEHHEe KOMHUCCUU JKCIEPTOB
SKCIIEPTHOTO YUPEKJEHUS WIN 3aKJIIOUYEHHUE COBETA IO 3TUKE MOXET ObITh 00KajJOBaHO B MOPSIKE,
YCTAHOBJIEHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit @Penepanuu. 3aKIOYEHHE KOMHCCHHM HKCIIEPTOB
9KCIEPTHOIO YUYPEKACHHUA O B3aMMO3AMEHAEMOCTH JICKaPCTBEHHBIX IIPENapaToB I MEIULUHCKOIO
NPUMEHEHH JINOO O TOM, YTO JICKApCTBEHHBIN Mpenapar Ui MEIUILIMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBIM, MOXET OBbITh 00KaJOBAHO Jep)KaTeleM WM BIAACIbIEM PErHCTPALlMOHHOTO
yIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnaparta B YIIOJTHOMOYCHHBIN (DeiepanbHblid OpraH HCIIOJTHUTEIHHON
BJIACTH, KOTOPBIN MPHUBIEKAET K PACCMOTPEHHUIO YKa3aHHOHN >KaI0ObI TTOJJBEIOMCTBEHHBIC €My Hay4YHBIE
OpraHM3allii ¥ 00pa3oBaTeNbHbIE OpraHU3allMd  BbICHIETO O0pa30BaHMs, OCYIIECTBISIONINE
NesITeNbHOCTh B cdepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB. 3aK/IIOUYEHHE KOMHCCHU 3SKCIEPTOB
9KCHEPTHOTO YUpeXkAEHUs, O(GOpPMIEHHOE IO HTOraM MepecMOTpa O0KaJIOBAaHHOTO 3aKIFOUYEHUS
9KCIEepPTa, MOXKET OBITh OCIOPEHO JepKaTeleM WU BIIAJENbIEM PErHCTPAMOHHOTO YA0CTOBEPEHUS
JICKQpCTBEHHOTO TIpernapara JH0O0 YIOJIHOMOYEHHBIM MMM JIMIIOM B TMOPSAKE, YCTaHOBICHHOM
3akoHoaarenbcTBOM Poccuiickoit ®enepaunu. Ilpu oOkanoBaHMM peLIEHUS YHOJHOMOYEHHOI'O
(denepanbHOrO0 OpraHa HCIOJHUTEIBHON BIACTH, 3aKIIOYEHMSI IKCIEpTa WM KOMHUCCHH JKCIEPTOB
9KCIIEPTHOIO YUPEXKICHUS, 3aKIIOUECHUS COBETA 10 3TUKE AeprKaTellb WM BJIaAesel] PErUCTPAMOHHOTO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Ipernapara JMO0O0 YMOJIHOMOYEHHOE MMH JIMLO BIpaBe NPEACTaBUTh
pe3ysIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl MOJYyYEHHBIX aKKpEAUTOBAHHBIMH
UCTIBITATEIBHBIME Ja00paTOPUAMU (LIEHTPAMH) PE3YIHTATOB UCCIICAOBAHMM, UCTIBITAHUH.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. UHdopmauusa, cBfA3aHHaA Cc ocywecTBNeHUWeM rocyaapcTBeHHOWM
peructpauMm WU perucTpauun rneKkapcTBeHHbIX mnpenapaTtoB, WHdoOpmauua o
3aperMcTpMpoBaHHbIX JleKapCTBEHHbIX Npenapatax W neKapCTBEHHbIX npenapartax,
WCKNIOYEHHbIX U3 rocyapCTBEHHOro peecTpa fieKapCTBEHHbIX CPeACTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. CoOTBEeTCTBYIOIIHMA YIOJHOMOYCHHBIM (enepanbHbli OpPraH HCIOTHUTEIBHOW BIIACTH
pa3Memniaer Ha cBoeM OQHIMaTbHOM caiiTe B ceTd 'HMHTepHer" wuHpOpMAIMIO, CBSI3aHHYIO C
OCYIIECTBJICHUEM TOCYAAPCTBEHHOW PErMCTpallid WM PErUCTPALMM JIEKAPCTBEHHBIX IpPENapaToB, B
TOM YHUCJIE MPOBEACHUEM SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB (BKJIOYAs pe3yJbTaThl €€ MPOBEICHNUS),
HH(pOpMAIIMIO O 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MperapaTax W JEKApCTBEHHBIX IMpemnaparax,
WCKIIFOYCHHBIX M3 TOCYJApPCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEJCTB, HE TMO3JHEE YeM Uepe3 IITh
pabounx aHEH co IHA MOJy4YeHHUsS YIOJIHOMOYEHHBIM (eiepalibHbIM OpraHOM UCIOJHUTEILHOM BIACTH
COOTBETCTBYIOIIEH HHGOPMAIIUH.

(B pen. denepanbHbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N _297-®3, ot 30.01.2024 N
1-D3)

2. Cpoku M TOpSJIOK pa3MeIlleHus yKa3aHHOM B yacTu | Hacrosiued cTtatbu HH(pOpMauuu
YCTaHABJIMBAIOTCSI YIIOJTHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCIOJHUTENbHON BiacTtu. MHopmanus,
yKa3aHHas B 4acTU | HacToOsAILIEH CTaThH, SIBJIAETCS OTKPBITOM M OOLIEAOCTYIHOM M IPENOCTaBISIETCS
3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBHUH € 3aKOHOATeNbcTBOM Poccuiickoit denepanuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCINIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuuyeckume wuccnenoBaHMs neKapCTBEHHbIX MNpenapaTtoB AnA
MeaULMUHCKOro NpUMeHeHust

1. Knuandeckue uccieoBaHus JEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO IPUMEHEHUS, B
TOM YHCJIE MEXTyHapOIHbIE MHOTOLICHTPOBBIC, MHOTOIIEHTPOBBIC, TTOCTPETUCTPAIMOHHBIE, IPOBOISITCS
B OJIHOM MJTM HECKOJIBKMX MEAUIIMHCKUX OPTaHU3AIMSIX B CIEIYIOMINX IEeIsX:
(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHBIX IMPENApaToB JJs 3JOPOBBIX JTOOPOBOIBIEB U
(W1M) MEepeHOCUMOCTH HX 3J0POBBIMU JOOPOBOJIBIIAMH, 32 HWCKIIOYEHHEM TaKUX HWCCIeA0BaHUI
JICKapCTBEHHBIX MPEMapaToOB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit deneparmy;

2) l'IOI[60p OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpC€IiapaTa U Kypca JICUCHUA T IMalluCHTOB
C OHpCACJICHHBIM 3a6OJIeBaHI/ICM, OIITUMAJIBHBIX 403 M CXCM BaKIIMHAIIUH I/IMMYHO6I/IOJ'IOFI/IIIGCKI/IMI/I
JICKApCTBCHHBIMU IIpCTiapaTaM 310POBBIX ,[[OGpOBOHBI_IeB;

3) ycraHoBieHHE O€30IACHOCTH JIEKAPCTBEHHOrO Tmpemapara W ero 3(deKkTuBHOCTH A7
MaleHTOB C OIpEeECTICHHBIM 3a00JIeBaHUEM, pOoPUIAKTUIECKOM 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MIPENapaToB IS 310pPOBbIX JOOPOBOJIBLIEB;

4) wn3ydyeHue BO3MOXKHOCTU DACHIMPEHMs IOKa3aHWM JUIi MEAMLUHCKOrO IpPUMEHEHHUS U
BBISIBJIGHUSI paHee HEU3BECTHBIX IMOOOYHBIX JEHCTBUH 3aperucCTpUpPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB.

1.1. KnuHuyeckue uccieoBaHMsl JEKaPCTBEHHBIX IPENapaToB AJI MEAULUHCKOIO MPUMEHEHUS
MIPOBOASATCS B COOTBETCTBUU C [paBWJIAMU HaAJeXalledl KIMHUYECKOM MPaKTHKH, YTBEP:KICHHBIMU
EBpa3uiickoil 3KOHOMHYECKON KOMUCCUEH.

(dactb 1.1 BBegena denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B oTHOmEHMH BOCHIPOW3BEACHHBIX JICKAPCTBEHHBIX IPEMapaToB Uil MEAUIIMHCKOTO
NPUMEHEHUS TPOBOJATCS  UCCIEAOBAaHUS  OMOPKBUBAJICHTHOCTH W (WJIM)  TeparneBTUYECKOMH
HKBUBAJICHTHOCTH B [IOPSIKE, YCTAHOBICHHOM aKTaMH, COCTaBJISIOIIMME npaBo Coro3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. OpraHnsaumo MMPOBEACHUA KIMHUYCCKHUX I/ICCJ'IG)IOBaHI/Iﬁ JICKAPCTBCHHOT'O IIpf€riapara i
MCIOAUIHUHCKOI'O IIPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) p8.3pa6OTLII/IK JICKApPCTBCHHOTO IIpCIlapaTa WK YIIOJTHOMOYCHHOC UM JIMIO;
2) 06pa3OBaT€JIBHLIC opraHu3alvii BBICIICTO 06pa3013aH1/151, opraHu3alivii JOIOJIHUTCIILHOT'O

npodeccnoHaTEHOTO 00pa30BaHus;
(n. 2 B pen. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3) Hay4YHbIE OpraHHU3AIIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KnuHuueckue HCCIEeNOBaHUS JIEKapCTBEHHOI'O IpernapaTta A MEIULUHCKOrO IPUMEHEHUs
MIPOBOJSTCSI HA OCHOBAHMHU pa3pelleHus] Ha MPOBEACHUE KIMHUYECKOTO UCCIEeI0BaHUS JIEKaPCTBEHHOTO
mpenapaTa, BBIJAHHOIO YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTEIbHON BIACTH.
VYnonHoMo4yeHHbIH  (enepanbHbli  OpraH HCHOJHUTENBHOM BJIACTM BENET PEEeCTpP BBIAAHHBIX
paspelIieHnii Ha MpoBeJeHUE KIMHUUYECKUX HCCIEI0BaHUN JIEKApCTBEHHOrO Iperapara, cojepKaliuit
yYKa3aHHE Ha UX LI€JIb WIH L€, B YCTAHOBIEHHOM 3THUM OPTraHOM IMOPAIKE.

(B pen. @enepanbHbix 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roma. - @enepanbublii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanmm npoBeneHUsT KIMHMYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHOIO Ipemnapara s
MEJULMHCKOIO TPUMEHEHUs pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpenapaTa MOTYT IPHUBIIEKATHCS
IOpUIMYECKHE JIMLA JII0OOH OpraHu3allMOHHO-IPAaBOBOM (OpPMBI TMpPU  YCIOBUM OOecredeHus

COOTBETCTBHUS ATUX UCCICIOBAHUI Tpe6OBaHI/I}IM HaCTOAIICTO q)e;[epaanoro 3aKOHa.

7. YTpatun cuny. - @eaepanbubiii 3akon oT 30.01.2024 N 1-03.

8. IlepeueHb MEAMUIMHCKHX OpraHU3alUii, MPOBOMALIMX KIWHUYECKUE HCCIIEJOBAHUS
JIEKapCTBEHHBIX MpEnaparoB i METUIIMHCKOTO MPUMEHEHUS, U PEeecTp BBIJAHHBIX pa3pelieHui Ha
[IPOBEICHUE KIMHMYECKUX MHCCIEJOBAaHUI JIEKAPCTBEHHBIX IIPENapaTroB OIyOJMKOBBIBAIOTCS U
pa3MeIaoTcs YIIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM
UM TOpSAJIKE Ha CBOeM ouinanbHOM caiite B cetu "UHTepHeT".

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.
[Tonoxxenus ct. 39 (B pen. @3 or 30.01.2024 N 1-®3), kacarouuecs: MpeaoCTaBIECHUS TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) eIUHOTO TIopTaia, npuMmenstores ¢ 01.01.2025.

Cratba 39. PeweHne o npoBeaeHMUU KITMHNYECKOro uccrnenoBaHuUs fieKapCTBEHHOro
npenapara Ansa MeauUMHCKOro NnpMmMmeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHnuueckoe uccieOBaHHE JIEKAPCTBEHHOIO Ipemnapara JUisi MEAMIMHCKOrO NPUMEHEHUS
IIPOBOJUTCSA HA OCHOBAHUU pa3pelLICHUs HAa IIPOBEACHUE KIMHUYECKOIO UCCIIEIOBAHUs JICKAPCTBEHHOTO
npernapara, BBLIAHHOTO YHOJHOMOYEHHBIM (elepajabHbIM OpPraHOM HCHOJHUTENBHOM BIIACTH 10
pe3yabTaTaM SKCHEPTU3bI JTOKYMEHTOB, HEOOXOAMMBIX JUIS TONYYEHHUS pa3pelieHus] Ha IMPOBEACHUE
KJIMHAYECKOT0 MCCIIEOBAaHUS JIEKapCTBEHHOIO IIpenapara U 3THYECKOM IKCIIEPTU3HI.

2. JInsg modydeHHs pa3pelieHrs Ha MPOBEJCHHE KIMHWYECKOTO HCCIIEIOBAaHHS JEKapCTBEHHOTO
npenapara JJIsi MeJUIMHCKOTO MPUMEHEHHUS 3asBUTENb HAIPABIISET IMOCPEACTBOM €JHHOTO IMOpTajia B
YIIOJIHOMOYEHHBIH  (efiepasibHblid  OpraH  WUCHOJHMUTENbHOM  BJIACTHM WM JIMYHBIM  KaOWHET
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpTraHa MCIIOJHUTEIHHOM BIACTH B €IMHOM CUCTEME:!

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3a4BJICHUC O BbIJA4YC Pas3spCliCHHUA Ha IMPOBCACHUC KIMHHUYCCKOro HCCICIO0OBAHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JEKapCTBEHHOTO  Tpemapara Ui  MEAWIMHCKOTO  TNPHMEHEHHWs, TOANUCAHHOE  YCHJIEHHOH
KBAJIM(HUIIUPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) yrpaTtui cuiy. - @enepanbhblil 3akoH oT 30.01.2024 N 1-D3;

3) IPOTOKOJI KIMHHUYECKOIO HCCICAOBAHHA JICKAPCTBCHHOI'O IIpfrapara I MCIUIHHCKOI'O
IIPUMEHCHUSA

4) Opourtopy mccienoBarens (s 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOO TpenapaTa JOImyCTUMO
3aMEHUTh OJOOpEHHOW O0Omell XapaKTepUCTUKOW JICKapCTBEHHOTO Tperapara, ecid TaKou
JIEKapCTBEHHBIN TIperapar 3aperuCTPUPOBAaH B COOTBETCTBHH C aKTaMHU, COCTaBIISIOMUME TipaBo Coro3a,
U ero TMNpUMEHEHHE B KIWHUYECKOM WCCIEAOBAHUM HE MPOTUBOPEUUT OJOOpPEHHOU o0OIIen
XapaKTePUCTHKE JICKAPCTBEHHOTO MperapaTa JijIsi MeIUIIMHCKOTO IPUMEHEHU );

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

5) uHGOPMAITMOHHBIIN TUCTOK MAalMEHTA;

6) CBCACHUA 00 ombITe pa6OTBI HucciegoBaTeieil mo COOTBCTCTBYIOIIUM CIICHUAJIBHOCTAM U HUX
OIIBITC paGOTLI 110 MPOBCACHUTIO KIMHUYCCKUX I/ICCJIGI[OBaHHﬁ;

7) - 8) yrpatunu cuiy. - ®enepanbubiii 3aK0H oT 30.01.2024 N 1-D3;

9) xomu0 TOTOBOpa 00S3aTEIBHOTO CTPaXOBAaHMSI, 3aKIIOUYEHHOTO B COOTBETCTBHH C THUIIOBBIMU
OpaBWaMU O0s3aTENBHOTO CTPaxOBaHUsS, C YyKa3aHUEM IMPEAETbHOM YHCICHHOCTH MaI[MeHTOB,
yYacTBYIONIMX B KJIMHUYECKOM HCCIEAOBAaHUU JIEKApPCTBEHHOTO Tperapara [Uisli MEIULHUHCKOTO
MIPUMEHEHUS,

10) uHpOpMAILIMIO O COCTaBe JICKAPCTBEHHOTO Ipemaparta Ui MEIUIMHCKOTO MpUMEHEHHs (3a
UCKJIIOYEHHEM OMOJIOTMYECKUX JIEKaPCTBEHHBIX MIPENapaToB);
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11) TOKyMEHT, COCTaBJICHHBIH MTPOU3BOJUTEIIEM JIEKAPCTBEHHOTO Ipenapara Uil MeIUIIMHCKOTO
NPUMEHEHHS W COJAEpXKallMid TMOKa3zaTelu (XapaKTepUCTHUKH), a TAaKXKe CBEIEHHS O JICKAPCTBEHHOM
npenapare Uil MEJUIIMHCKOTO TMPHUMEHEHHs, MPOU3BEACHHOM JUIi MPOBEACHUS KIMHUYECKUX
WCCIIeIOBAaHMH (32 HCKITIOYCHUEM OMOJIOTHUECKUX JIEKApCTBEHHBIX MPENapaToB);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11.1) nOKyMeHTBI W CBEIEHHUS, NpPEIyCMOTPEHHbIE MIOpPAaBHJIAMHU IPOBEIEHUSI HCCIIeT0BaHUMN
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro 3KOHOMMYECKOI'O COl03a, YTBEP)KICHHBIMU
EBpa3zuniickoit 5KOHOMUYECKOH KOMUCCHEM;

(m. 11.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBeneHus o gate MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JUIEH3UHM Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJCTB B CIIy4ae, €CIU MPOU3BOJICTBO JIEKAPCTBEHHOTO MpenapaTa OCyLUIECTBISETCS B
Poccuiickoit ®@enepanuu, WiIM JTOKYMEHT, COAEpKAlIMHd CBEACHUS O JaTe NpeAOoCTaBICHUS U
PErUCTPALlMOHHOM HOMEpE 3aKJIIOYEHHsS O COOTBETCTBHM NPOU3BOJUTENS JICKAPCTBEHHOTO Ipernapara
TpeOOBaHUSM  MpaBUJ  HAJUIeKAIIe  MPOU3BOJACTBEHHOW  MPAKTHKH,  MPEAOCTaBICHHOTO
YIOJIHOMOYEHHBIM OPTraHOM CTPaHbl TPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mpernapara.

(B pen. denepanbubix 3akoHOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N _478-®3, ot 30.01.2024 N
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

1-@3)
2.1. Csenenus, moAaTBepxkaaronMe (akT YIUIaThl TOCYJApCTBEHHOM MOIIIMHBI 3a NPOBEJICHHE
JTUYECKOM DSKCIEPTU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipenapar MIsi IOJy4EeHMs
paspemieHuss HAa TPOBEICHHE KIMHUYECKOTO HCCIENOBaHUS JIEKAPCTBEHHOIO IIpemnapara s
MEJIMIMHCKOTO NPUMEHEHHUs], 34 BblJady pa3pelIeHHs Ha NPOBEICHHE KIMHUYECKOIO HCCIEIOBAHMS
JIEKapCTBEHHOI'O Ipenapara Uil MEJUIMHCKOrO IPUMEHEHHS, 3a IPOBEIECHUE IKCIIEPTU3BI TOKYMEHTOB
Ha JICKapCTBEHHBIM Ipernapar s IOJyYEHHUs pa3pellieHus Ha IPOBEIEHUE MEXIyHapOIHOIO
MHOT'OLICHTPOBOTO KJIMHMYECKOIO HCCIEAOBAHMUS JIEKAPCTBEHHOIO IIpernapara il MEIULMHCKOTO
IIPUMEHEHHUs, 3a BbIJAa4y pa3peulecHUs Ha IPOBEACHUE MEXKIYHAPOAHOIO MHOI'OLIEHTPOBOTO
KJIMHAYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOI'O Ipernapara Juisi MEAMIMHCKOrO IPUMEHEHHs, 3a
MIPOBEACHUE AITHUYECKOM SKCIEPTH3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM mpemnapar it
IIOJIyYECHUsI Ppa3pellcHUss Ha IPOBEACHHUE IOCTPETMCTPALMOHHOIO KIMHMYECKOTO HCCIENO0BaHUsA
JIEKapCTBEHHOI'O IIpenapaTa A MEAULMHCKOrO NPUMEHEHMS], 3@ BblIAdy pa3pelleHUsl Ha IPOBEICHHE
IIOCTPETUCTPALMOHHOTO KJIMHUYECKOTIO UCCIENOBaHUs JIEKapCTBEHHOIO Ipernapara A1 MEIULIMHCKOTO
IIPUMEHEHHS, a TaKXe CBEIEHMS O BbIIABAEMbIX (IIPEAOCTABISIEMBIX) YIIOJHOMOYEHHBIMU
(benepaTbHBIMU OpTaHaMH MCTIOJIHUTEIFHON BIIACTH JOKYMEHTAaX (CBEICHHSX), YKa3aHHBIX B ITyHKTE 12
yacTu 2 HaCTOSAILIEH CTaThbd, YIMOJHOMOYEHHBIH (QenepalbHblil OpraH MCIOJHUTEIBHON BIIACTU
3alpaliuBacT B MOPAJKE MEXBEIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aUMOICHCTBUS.
(uacts 2.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He MpeBBIMIAIONINN Tpex pabodymx MHEH cO THS HAMpaBICHUS B JTUYHBIA KaOWHET
YIOJTHOMOYEHHOTO (pelepaibHOTO OpraHa WCIIOJHUTEIBHON BIIACTH B €AWHOW CHCTEME YKAa3aHHOTO B
nyHKTe | 4yacTu 2 HACTOSIIEH CTaThbU 3asBICHUS W HEOOXOJMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN
(dhenepabHBINA OpraH UCIIOJIHUTEILHON BIACTH:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) MMPOBOAUT MPOBEPKY MOJHOTBI U TOCTOBECPHOCTU CBCHCHHﬁ, COACPpKAINXCA B MMPEACTABICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) IpUHUMAET pEelIeHUE O NPOBEACHUM AKCIIEPTU3bl JOKYMEHTOB Ul MOJyUYEHUs pa3pelleHus Ha
IIPOBEACHUE  KIMHUYECKOIO HCCIENOBaHUSA JIEKApCTBEHHOIO IIpenapara il MEIHUIMHCKOTO
MIPUMEHEHHUS U AITUYECKOM 3KCTIePTU3bl UM 00 OTKa3e B MPOBEJICHNUN YKa3aHHBIX dKCIIEPTHU3;

3) HampaBiIgeT 3aABUTENIO MTOCPEICTBOM €IMHOTO MOPTala WM B JIMYHBIA KaOMHET 3asiBUTEIS B
eIMHON cuUCTeMe TMOJNHCAaHHOE YCWICHHOH KBaTH(UIIMPOBAHHOH  AIIEKTPOHHOW  ITOAIHUCHIO
yBEJIOMJICHHE O MPUHATOM PEIICHUH JH00 B CiIydae MPUHATHUS pelieHHUst 00 0TKa3e TakKe ¢ YKa3aHHeM
MPUYHMH TAKOTO OTKAa3a;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4) HampaBisieT B JIMYHBIA KaOWMHET 3KCIEPTHOTO YUPEXKACHHS B €IUHOM CHUCTEME U JINYHBIN
KaOMHET coBeTa II0 ITHKE 3aJaHMs Ha IPOBEICHHE COOTBETCTBYIOUIMX 3KCIEPTU3, MOANHUCAHHbIE
YCUJIEHHBIMH KBaJTH(PHULIUPOBAHHBIMH 3JIEKTPOHHBIMU MOAMUCAMHU.

(. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciydae BBISBICHUS HEMOJHOTHI U (WJIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COACPIKAIICHCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHbIN (pefepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTH HANpaBisieT B JUYHbIN KaOUHET 3asBUTENS B €IUHON cHCcTEeME 3apoc 00 YTOYHEHUH YKa3aHHOU
uHpOpMaLKH, MOANUCAHHBIM YCUICHHOM KBaJU(QUIMPOBAHHOW 3JIEKTPOHHOM IMOANHUCHIO. 3asiBUTEIb
00s3aH HANpaBUTh B JIMYHBIA KaOWHET YNOJIHOMOYEHHOTO (elepanibHOr0 OpraHa HCHOJIHHUTENbHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BIIACTH B €IMHOM cHcTeMe MOJMUCAaHHBIA yCUIIEHHOW KBaIU(DUIIMPOBAHHON 3JIEKTPOHHOMN MOJIMUCHIO
OTBET Ha 3ampocC YIOJHOMOYEHHOro (eaepanbHOro OpraHa WCIOJHUTEIBHONW BIACTH B CPOK, HE
MPEBBIIIAIONINA JIEBIHOCTa PAOOYMX JHEH CO JHA TOJyYeHHUsS YIIOJHOMOYEHHBIM (eaeparbHbIM
OpPraHOM HCHOJIHUTEIBHON BJIACTH AJIEKTPOHHOIO YBEIOMJICHHS O IMOJYYEHUHU 3asIBUTENIEM 3aIpoca.
CpoK, yKa3aHHBIM B 4acTU 3 HACTOSIIEH CTaThH, MPUOCTAHABIMBACTCS CO JHS HAINPABJICHUS B JTUYHBIN
KaOMHET 3asBUTENII B €IWHOM CHCTEME 3ampoca YIOJTHOMOYEHHOro (enepajipbHOro opraHa
WCIIOJTHUTENILHOM BIACTH A0 JHS HANpaBieHHs B JIMYHBIA KAaOMHET YMOIHOMOYEHHOTO (eeparibHOro
OpraHa MCIIOJHUTEIbHOW BJIACTH B €JUHOM CHCTEME OTBETAa HA 3alpOC U HE YUYHMTHIBAETCA IPU
WCYHCIICHUN CPOKa MPUHATUS YIOJTHOMOYECHHBIM (helepaabHbIM OPraHOM HCIOJHUTEIHHOW BIIACTH
pELIEHHs] O TMPOBEICHHM SKCIEPTHU3bl JTOKYMEHTOB JUISI TMOJYYEHUS Pa3pCIICHUST Ha MPOBEIACHUE
KJIMHUYECKOT0 UCCIIEOBAHMS JIEKAPCTBEHHOTO Mpenapara i MEAUIUHCKOTO MPUMEHEHHS.

(dactpb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM JJIs OTKAa3a B MPOBEACHUN DKCIEPTU3BI JTOKYMEHTOB NSl ITOJIYYEHHs Pa3pelleHUs
Ha IIPOBEJICHHE KIMHUYECKOIO0 HCCIEAOBAHMUA JIEKAPCTBEHHOIO IIpenapara Uil MEIHULMHCKOTO
IIPUMEHEHUsT U OTUYECKOM HKCIEPTU3bl SBIAETCA IPEACTABICHUE JOKYMEHTOB, IIPENYyCMOTPEHHBIX
JacThio 2 HaCTOSIHIeﬁ CTaTbH, B HCIIOJTHOM O6’I)€Me, HCMPCACTABJICHUEC 3adBUTCIICM B yCTaHOBHeHHBIﬁ
CpPOK OTBETa Ha yKa3aHHBIM B 4acTH 4 HACTOALICH CTaThU 3alpoC YMOJIHOMOYEHHOTO (e1epalbHOro
opraHa MCIIOJHHUTEIbHOHN BJIACTH JMOO OTCYTCTBHE B MPEACTaBIECHHBIX JOKYMEHTAaX MCUYEPIBIBAIOLIETO
nepevyHs HeoOXoaAuMoM HMHpopManuy WM UHPOPMALUHU, KOTOpas IOJKHA OBITh OTpa)KeHa B HUX, a
TaKK€ OTCYTCTBHE  CBEACHMH, KOTOpblE B  JAJbHEWIIEM IMOATBEPXKAAIOTCA  IOCPEACTBOM
MEXBEJOMCTBEHHOT'O JIEKTPOHHOTO B3aMMOACUCTBHS, O (pakTe yIuiaThl roCy1apCTBEHHON HOLUIMHBI 32
IIPOBCACHUC STUYECKOH OKCHCPTU3BI, SKCIOCPTHU3BI JOKYMCHTOB Ha HCKapCTBeHHLIfI npenapar A
MTOJIyYEHUS Pa3pelIeHNs Ha MPOBEACHUE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara Juist
MEIUIMHCKOTO IPUMEHEHUs, 3a BbAAUy DPa3pelleHUs Ha NPOBEACHHE KIMHMYECKOIO HMCCIECIOBaHUS
JIEKapCTBEHHOI'O Mpenapara Ui MEJUIIMHCKOr0 NPUMEHEHHS, 3a IPOBEIEHUE IKCIIEPTHU3BI TOKYMEHTOB
Ha JIGKapCTBEHHBIM IIpemapar i [OJYy4YEHHs pAa3pelleHHs Ha IPOBEICHUE MEXKIyHApPOJHOTO
MHOT'OLICHTPOBOI'O KIMHHUYCCKOTO MCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara JId MCEAULUHCKOIO
IIPUMEHEHHUs, 3a BbIJA4y pa3peuleHUuss Ha IPOBEACHHE MEXKIYHAPOAHOTO MHOI'OLIEHTPOBOTO
KJIMHAYECKOTO MCCIIEIOBAaHNs JIEKAPCTBEHHOI'O Mpernapara Juisi MEAMIMHCKOrO IPUMEHEHHs, 3a
IIPOBEJICHUE 3TUYECKOM ODKCIIEPTHU3bI, SKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar A
MIOJIyYE€HUsI Ppa3pelleHHs Ha MPOBEACHHUE TOCTPETMCTPALMOHHOIO KIMHMYECKOTO HCCIEN0BaHUs
JIEKAPCTBEHHOIO IIperapara JUisi MEJUIUHCKOrO IPUMEHEHMs, 3a BblJady pa3pelleHus Ha IPOBEJICHUE
MOCTPETUCTPAIMOHHOTO KIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOI'O Npcrapara A MCAULIUHCKOIO
MIPUMCHCHUA.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

6. IIpoBeneHue OSKCIEepTU3bl [TOKYMEHTOB I IIOJYyYEHHUS pAa3pelICHUs] HAa IPOBEICHUE
KJIIMHUYECKOTO HCCIIENOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEJUIMHCKOrO IPUMEHEHHS U
9TUYECKON SKCIEPTHU3bl, COCTABJIECHUE KOMHUCCUEH HKCHEPTOB U COBETOM IO 3TUKE 3aKIOYEHHUH O
BO3MOKHOCTH WJIA HEBO3MOYKHOCTH IIPOBEICHUS TAKOI'O KIMHUYECKOI'O HCCIIEIOBAaHMs, MOANMCAHUE
3aKJIFOYEHUHN YCUJIEHHBIMU KBaTU(PUIIMPOBAHHBIMU 3JEKTPOHHBIMU MOANUCIMU U HAlpaBJICHUE TaHHBIX
3aKJIIOYEHUH B JINYHBIA KaOMHET YHNOJHOMOYEHHOTO (efiepalbHOr0 OpraHa MCIOJHUTEIBHON BIAacTU B
€IMHOW CHUCTEME OCYLIECTBIISIOTCS B CPOK, HE MPEBBIIIAIOIMI ABAJUATH MATH pabouux THEH co JHs
HamnpaBjiIeHUs B JIMYHbIM KaOMHET OSKCIEPTHOTO YUPESKICHHS B €AWHOW CHCTeME 3a/laHus
YIOJIHOMOYEHHOTO (peIepabHOIO OpraHa HCIHOJIHUTENBHOM BIACTH C NPUIOKEHUEM JOKYMEHTOB,
ykazaHHbeIX B nyHkrtax 3, 4, 10, 11 u 11.1 yactu 2 Hacrosied cTarbu, ¥ HAIpPaBICHUS B JIMYHBIN
KaOMHET COBETa 10 JTHKE B EIWHOW CHCTEME 3aJaHus YIOJHOMOYEHHOTO (heaepaibHOTO OpraHa
VCIIOJTHUTENIBHONW BJIACTH C IMPWIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3 - 6 m 9 gactu 2
HACTOAILEH CTATHH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(uacts 6 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He IpeBbIIAIOIINMNA Tpex paboyux IHEH CO JHS HanpaBiCHUs B JIMYHBINH KaOMHET
YIIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa HCIOJHUTEIBHON BJIACTH B €JMHON CHCTEME 3aKIIOYCHUH,
yYKa3aHHBIX B 4acTH 6 HACTOAIICH CTaThH, YIOJHOMOYEHHBIH (enepaiabHbIii OpraH HCIOTHUTEIHHON
BJIACTH:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJISCT OLCHKY MOCTYIIUBIINUX 3aKJIIOYCHUM IS OmnpeaAcCICHUA HX COOTBETCTBUA
3aIaHUsIM Ha MPOBCACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) NpUHUMAET pEIICHHE O BBIJAYE PA3PELICHUS HAa MPOBEACHUE KIMHUUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOI'O MpenapaTa AJisi MEJUIIMHCKOr0 MPUMEHEHUs, BHOCUT B PEECTpP BBIJAHHBIX pa3peLIeHUM
Ha TMIPOBEJECHHME KIMHUYECKMX MCCIEJOBAHUI JIEKAPCTBEHHOIO Ipernapara COOTBETCTBYIOILYIO
MHGOPMALIMIO U HAIPABISAET MOCPEACTBOM E€AMHOrO IMOpTana 3asBUTEII0 WJIM B JIMYHBIM KaOWHET
3asBUTENSl B €IMHOM CHCTEME BBIIUCKY M3 pEecTpa BBIIAHHBIX pa3pelleHU Ha IPOBEACHUE
KIIMHUYECKHUX UCCIIEOBAHUM  JIEKAPCTBEHHOI'O npernapara, MOJANUCAHHYI0  YCHUJICHHOM
KBaJTM(UIIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO;

(. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) mpuHMMaeT peunieHHe 00 OTKa3e B BbAaue pa3pelieHuss Ha MPOBEACHHE KIMHUYECKOTO
WCCIIC/IOBAHMs JIGKAPCTBEHHOTO TIperapara Juisi MEIUIMHCKOTO TNPUMEHEHHS W HaIllpaBIsieT
MOCPEIICTBOM €IIMHOTO TOpTaia 3asBUTEI0 WU B JIMYHBIH KaOWHET 3asBUTENS B CIAMHOW CHCTEME
JAHHOE peIlIeHHe, TMOAMNMCAHHOE YCHICHHOW KBaTU(UIIMPOBAHHON JJIEKTPOHHOW MOAMKCHIO, C
yKa3aHHEM IIpUYMH OTKa3a.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHMEM JJIA OTKa3a B BbIIAYE Pa3pelleHUs Ha NMPOBEACHUE KIMHUYECKOTO UCCIIECIOBAHUS
JIEKapCTBEHHOI0 IIpernapara i MEIULHUHCKOrO IIPUMEHEHUS ABIIAETCA HAIMYUE 3aKIIFOUCHHS] KOMUCCUU
JKCIIEPTOB WM 3aKJIIOYEHHMS COBETa II0 3TUKE O HEBO3MOXXHOCTU IIPOBEIEHHS KIMHUYECKOTO
HCCIIEA0OBAHUs JICKAPCTBEHHOI'O IIpernapara Uil MEJUIUHCKOrO IPUMEHEHHUS II0 pe3ysbTaram
IIPOBEJIEHHBIX 3KCIEPTU3, IPEYCMOTPEHHBIX YacThi0 6 HACTOSALIEH CTAaThU.

9. Pewienue o0 oTKaze B MPOBEIEHUM IKCHEPTU3BI JOKYMEHTOB JUIsl MOJIYYEHHUS pa3peleHus Ha
MIPOBEACHUE  KIMHUYECKOIO HCCIENOBaHUS JIEKApCTBEHHOIO IIpenapara il MEIUIMHCKOTO
IIPUMEHEHHS M OTHUYECKOM HKCIEPTHU3bl M B BBIIAYE Pa3pEUICHHs] HA IPOBEICHUE KIMHUYECKOIO
HCCIIeIOBAaHMS JIEKApPCTBEHHOTO Ipenapara JUlsi MEAULMHCKOTO IPUMEHEHHsI MOXKET ObITh 00XKal0BaHO
B IIOPSIKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickon denepannu.

Koncynbrantllntoc: npumeuanue.
[Tonoxxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-®3), kacarouuecs: NpeaOCTaBICHUs IOC. yCIyT
MIOCPEACTBOM €AMHOM cucTeMbl, pumenstores ¢ 01.01.2025.

Cratbs 39.1. 9Tu4eckasa akcnepTmusa
(BBeneHa deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

1. OTyeckas OKCIICPTHU3a IPOBOAUTCA COBCTOM II0 3TUKE, CO3AaHHBIM B IMOPAJIKE, YCTAHOBJIICHHOM
YIOOJIHOMOYEHHBIM Q)eﬂepaﬂbHBIM OopraHom HCITOJIHUTEILHOMN BJIAaCTH, B ICIIX BbIJAYH 3aKJIIFOUYCHUSA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUA KIIMHUYCCKOT'O UCCICAOBAHUA JICKAPCTBCHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

npenapara il MEAUIUHCKOT'O IIPUMCEHCHU .

2. DKcrepraMu CcOBeTa IO 3THKE MOTYT OBITh MPEICTaBUTEINM MEIUIMHCKHX OpraHU3alHid,
HAay4YHBIX OpraHu3alnui, OOpa30BaTEeNbHBIX OpraHU3alMii BBICIIErO OOpa3oBaHUs, a TakKkKe
MIPE/ICTaBUTENN OOIIECTBEHHBIX OpraHu3alui, PEJUTHO3HbIX OpraHu3alluid M CPEJCTB MacCOBOM
nHpopmanuu. JlaHHbIE OHKCHEPTHl HE JODKHBI HAXOIUThCS B KAakOW-TMOO 3aBHCHUMOCTH OT
pa3pabOTYMKOB JIEKAPCTBEHHBIX HpPENapaToB M JPyrux JIMI, 3aUHTEPECOBAHHBIX B PpE3yJIbTaTax
9TUYECKOHN SKCIIEPTU3BI.

3. Omnata ychnyr SKCIEPTOB COBETa MO ATUKE OCYIIECTBIAECTCS HAa OCHOBAaHUHU JOrOBOpA,
3aKJIFOYEHHOTO MEX]y YIIOJIHOMOYEHHBIM (peliepaibHbIM OPraHOM HCTIOTHUTEIBHOU BJIACTH, KOTOPHIM
CO37IaH COBET M0 JTHKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYET OIO/KETHBIX ACCUTHOBAHUM,
MPEAYCMOTPEHHBIX YIOJHOMOUYEHHOMY (efepabHOMY OpTaHy HCIIOJHUTEIBHONW BIACTH, KOTOPBIM
CO37IaH COBET IO 3THKE, B (efepalbHOM OIJKETe Ha COOTBETCTBYIOIIMHM TOJl Ha OOeCleuyeHHue ero
JeATENIbHOCTH, B pa3Mepax, ycTaHoBiIeHHBIX [IpaBurensctBom Poccuniickon denepannu.

4. DKcnepThl COBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparun.

4.1. Tlpu mpoBeneHUU STUYECKON HSKCIEPTU3bI HE JIOMYCKAETCs HUCTPEOOBAaHME SKCIEPTOM Yy
3asiBUTENsl MO0 MHBIX JIMI[ MaTepUajoB, HEOOXOIMMBIX Ui MPOBEIEHUS ITHUYECKOM IKCrepTusbl. B
clly4ae HEJIOCTAaTOYHOCTH MPEACTABICHHBIX 3KCIEPTYy MaTEpUajoB B JIMYHBIM KaOWHET 3asBUTENs B
€MHOM CUCTEME YIOJIHOMOYEHHBIM JHMIIOM COBETAa MO 3TUKE HAIMpPABISAETCA 3alpoC O MPEACTABICHUHU
HEOOXO/JMMBIX MaTepHalioB, MOANUCAHHBIN PYKOBOJAUTENEM (YHOJIHOMOYEHHBIM JIMIIOM) COBETa IO
THKE C UCIOJb30BAHUEM YCWICHHOW KBAIU(UIIMPOBAHHON HIIEKTPOHHOM MOJNHCH, a TaKKe
HampaBJsIeTCsT yBEJOMJICHHE OO0 YKa3aHHOM 3ampoce B JIMYHBIH KaOWHET YHOJIHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTENBHOMN BIACTH B €IMHOMN CHCTEME.

(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. 3asgBuTens 00s3aH HANpPaBUTh B JIMYHBIA KaOWHET COBETa MO STHUKE B €IWHOW cHcTeMe
MOMANUCAHHBIA YCHJICHHON KBaMIU(DUIIMPOBAHHON JJIEKTPOHHOW TMOAMKHCHIO OTBET Ha 3alpoc O
MIPEJICTABJICHUH HEOOXOIMMBIX MAaTEpPHAJOB COBETY IO ITHKE B CPOK, HE MPEBBIMIAOIINNA JEBIHOCTA
paboumx IHEH cO JHS TOJIYYCHHS COBETOM IO ITHKE JJICKTPOHHOTO YBEIOMIICHHS O IONYYCHHH
3asiBUTENIEM YKa3aHHOTO 3ampoca. BpeMs co JHs HampaBiCHHUS COBETOM IO 3THKE B JIMYHBIA KaOWHET
3asBUTENII B EJWHOW CHCTEME 3ampoca O MPEICTABICHHH HEOOXOIMMBIX MAaTEpUANOB 10 JHS
HaTPaBJICHUS 3asBUTEIIEM B JIMYHBIH KAOWHET COBETA 110 ATUKE B €AMHON CUCTEME OTBETA Ha YKa3aHHBIN
3aMpoc He YYUTHIBACTCS MPHU UCUUCICHUHU CPOKA MPOBEACHHS STUIECKON IKCIIEPTU3HI.

(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

5. CocraB coBeTa 10 3TUKE, [10JI0KEHNE 00 3TOM COBETE, MOPSAJOK €ro ACSITEIbHOCTH, TPEOOBaHUS
K KBaMM(DHUKAIMKA W OMBITY PabOThl MO SKCTIEPTHOM OICHKE HAYYHBIX, MEAUITMHCKUX W ATHYCCKUX
aCIIEKTOB KJIMHUYECKUX HUCCIEIOBAaHUU JIEKAPCTBEHHBIX MPENapaTroB JJIi MEAUIIMHCKOIO MPUMEHEHMUS,
MpEeABbSBISIEMbIE K JKCIIEpTaM COBETa IO 3THUKE, HOPAJIOK OpPraHU3aldd M MPOBEACHHS ITUUYECKOM
AKCIEePTH3bI, PopMa 3aKIIFOUEHUS COBETA IO 3TUKE YCTAHABIMBAIOTCS YIOJIHOMOYEHHBIM (hefepaTbHbIM
OpPraHOM MCIIOJHUTEIbHOW BJACTU. YMCIO NPEACTAaBUTENEH MEIMIMHCKUX OPraHU3alUuil HE MOXKET
MIPEBBIIIATH MOJOBUHY OT OOIIEro Yucia SKCIEPTOB COBETA M0 ITHKE.

6. Uudopmaruss 0 coctaBe coBeTa MO 3TUKE, IUIAHAX €ro paboThl M TEKYILIEH NesATeIbHOCTH
pa3meraercd Ha O(UIMAIBHOM CalTe YIOJIHOMOYEHHOro (elepaJbHOro OpraHa HCIOJHUTEIbHON
ByacTu B cetu "MHTEpHET" B yCTAHOBIEHHOM UM MOPSIKE.
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(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
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KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-d3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MOCPEJICTBOM €MHOM cucTembl, npumeHsTes ¢ 01.01.2025.

Cratbs 40. [NpoBeaeHMe KNMHUYECKOro UCCref0BaHUA fieKapCTBEHHOro npenapara
OnA MeauLMHCKOro NnpuMeHeHuns

1. PykoBoauTenb MEAMIIMHCKON OpraHu3alii, KOTOpas MPOBOJUT KIMHUYECKOE HCCIIEOBAaHUE
JIEKApCTBEHHOTO0  Tpemapara Uil  MEIUWIUHCKOTO MPUMEHEHHWs, Ha3HayaeT UCCIeI0BaTes,
OTBETCTBEHHOTO 3a TPOBEICHHME TAKOTO0 HCCJICAOBAHHMS W HWMEIOIIET0 JIeYeOHYI0 CIENUaIbHOCTh,
COOTBETCTBYIOILIYIO MPOBOJUMOMY KIMHUYECKOMY HCCIEIOBAHUIO JIEKAPCTBEHHOIO IMpenapara, co
CTakeM paboTHI MO MpOoTrpaMMaM KIMHUYECKUX HMCCICIOBAHUMN JIEKAPCTBEHHBIX IMpEnapaToB HE MEHEe
YyeM TpU roJla U IO €ro MNpeJIoKEHHUIO Ha3HA4YaeT COUCCIe[OoBaTelied W3 uuciaa Bpadyel 3Toi
MEIMIMHCKON OpraHu3alnH.

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

2. HccnegoBarenb OCYCCTBIIACT BI)I60p ManuCeHTOB, KOTOPBIC IO MCAUIHWHCKHUM IIOKa3aHWIAM
MOTYT OBITE IMPUBJICYCHBI K YYAaCTUIO B KIMHHUYECKOM MCCICIOBAHHUHU JICKAPCTBECHHOI'O IIpEriapara I
MCAUIHUHCKOI'O IIPUMCHCHUA.

3. HccnegoBaTellb M COHCCICAOBATEIN HOJIKHBI OBITh O3HAKOMIICHBI C pe3yiibTaTaMu
JOKIIMHHUYCCKOI'O HcCiIeaoBaHrd  JICKapCTBECHHOI'O CpcacTBa, COACPIKAITUMHUCA B 6pom10pe
HCCIeaoBaTeIsA, NPOCKTOM IPOTOKOJIa KIMHUYCCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara IJId
MCIUIIUHCKOI'0 MMPHUMCHCHUA, p33pa6OTaHHI)IM pa3pa60Tq1/n<0M JICKAPCTBCHHOI'O Ipfcriapata WJIW WHBIM
OPUINYCCKUM JIMOOM, IIPUBJICKAEMBIM K OpraHu3aliliyd IMPOBCACHHUA KIMHHUYECKOI'O HCCICAOBAHUA
JICKApCTBCHHOI'O IIpfliaparta AJd MCAUIUHCKOIO IIPUMCHCHUSA, W APYTHMMH MaATCpualaMU TaKoI'o
HUCCIICIOBAaHU.

3.1. PykoBoauTeNIb MEAUIIMHCKON OPTaHU3aAIMH B CPOK, HE MPEBBIIIAIONINA TpeX pabouux IHEH co
JIHSI Ha4aJla IPOBEICHUs KIIMHUYECKOr0 UCCIEA0BAHMS JIEKAPCTBEHHOIO IIpenapara Juisi MEIUIIMHCKOTO
MIPUMEHEHHUs, coo0IIaeT 00 ITOM B yIOJIHOMOYEHHBIH (efepanbHbIil OpraH UCHOJHUTEIBbHON BIAaCTH,
BBIJIABIIMI pa3pellieHre Ha MPOBEJCHUE TAKOI0 UCCIIEI0BaHMs, TI0 YCTAaHOBIEHHOW UM QopMme.
(dactb 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzaluy, OCYLIECTBJISIOIINE OpPraHU3alMI0 IMPOBEACHUS KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApCTBEHHOr'0 TMpemnapara Uisi MEIUIMHCKOrO MPUMEHEHHsS W YKa3aHHble B 4acTH 3 crartbu 38
Hacrosimero denepanbHOro 3aKoHa, B Clydae HEOOXOJIMMOCTH BHECEHHUS W3MEHEHHH B MPOTOKOJ
KIIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO Tpemnapara Uisi MEIUIIMHCKOTO TPUMEHEHHSI COOOIIA0T
00 3TOM B YIIOJTHOMOYEHHBIN (efiepaibHbIN OpraH UCTIOJHUTEILHOMN BIACTH, BBIJABIINN pa3pelieHe Ha
MPOBEJICHUE TAKOT'O UCCIIEIOBaHMS, 10 YCTAaHOBIEHHOM UM (hopMme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOLIEHUs O BHECEHMHM H3MEHEHUH B MPOTOKOJI KIMHUYECKOTO HCCIEeIOBaHUS
JIEKapCTBEHHOTO TIpernapaTa Uil MEIUIMHCKOTO NPUMEHEHHs JOJDKHA COJEp)KaTh CJeAyIoIIne

CBCJACHUA:

1) HauMeHOBaHME, UICHTU(DUKAITMOHHBIN HOMEP U J1aTa MPOTOKOJIa KIIMHUYECKOTO UCCIIEOBaHUS;
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2) JaTa BHECEHUS U3MEHEHUH B IMMPOTOKOJ KIIMHUYCCKOT'O UCCIICAOBAHUS,
3) HaMMCHOBAHUC U MCCTO HAXOXIACHUS 3asABUTCIIA,

4) HaMMEHOBAaHHE OpraHU3aIMH, MPUBJICYCHHOW Pa3pabOTUMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHu3alNK MPOBEIEHUS KIMHUYECKOTO UCCIeOBaHuUs (TIPU HAJTMYHUH);

5) HaANMMCHOBAHUA M MECTa HaAXOXICHHA MCEIHUIITMHCKHX opraHmauHﬁ, B KOTOPBIX IIPOBOAUTCH
KIIMHUYECKOEC NCCICIOBAaHUC,

6) narta BBIJAYM pa3pelIeHUs Ha IPOBEJCHHE KIMHUYECKOTO HCCIEIOBaHMS M HOMEpP 3TOTO
paspeleHus;

7) ©3MEHEHUS], BHOCHUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIICIOBAHMUS.
(uactsp 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBblIIaoNui 1BaaTH BOCbMHU pabo4mX JHEH cO JTHS MOJIy4YeHHs] YKa3aHHOTO B
yacTu 4 HacToslled CTaTbu COOOLICHHUS, YIOJHOMOYEHHBIH (enepanabHblii OpraH HMCIOJHUTEIbHON
BJIACTU PACCMATPUBAET 3TO COOOLIEHHE B YCTAHOBJIEHHOM UM MOPSJIKE W NPUHUMAET pELIeHHE O
BHECECHUM HM3MEHEHHMM B IIPOTOKOJ KIMHUYECKOTO HCCIENOBAHMS JIEKaPCTBEHHOIO IIpernapara it
MEIULMHCKOTO PUMEHEHHUSI WM 00 OTKa3e BO BHECEHWU TAKMX M3MEHEHHH, MOANMUCAHHOE YCHICHHON
KBaJTM(HUIIMPOBAHHOW DJIEKTPOHHON TOJMKCHI0, TOCPEICTBOM HANPABICHUS COOTBETCTBYIOIIETO
pelieHusT B JIMYHBIM KaOWHET 3asBUTENsI B €AWHOW cucteme. [Ipm paccMOTpeHUM COOOIIEHUS O
HEOOXO/JMMOCTH BHECEHHMs] M3MEHEHHUH B IIPOTOKOJI KIMHUYECKOI'O HCCIIEOBAaHUS JIEKapCTBEHHOTO
mpenapara Ui MEIUIMHCKOTO NPHUMEHEHHMs B LENAX OLIEHKM OOOCHOBAaHHOCTH MpEJIaraeMblxX
U3MEHEHUN U ONpEIEICHUs CTEICHU PUCKA Ul MAlMEHTOB, MPUHUMAIOIIUX y4aCTHE B KIMHUYECKUX
WCCIICIOBAHMSX, YIOJIHOMOYEHHBIM (pellepalbHbIM OpPraHOM HCIOJHUTEIBHONH BIACTH MOTYT
MIPUBJIEKATHCSI SKCIIEPTHI COBETA IO 3TUKE U (MJIM) SKCIEPThI IKCIIEPTHOTO YUPEIKICHHUSL.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

6. Knunuyeckoe wuccieqoBaHuE JIEKAPCTBEHHOrO Ipemnapara i MEAULUHCKOrO NPUMEHEHUs
MOXKET OBbITh TPUOCTAHOBIEHO WM MPEKPAIlEeHO, €CIM B MPOIECCe ero MpoBeAeHUs OOHapyKeHa
ONACHOCTb I JKM3HH, 3J0POBbS MALMEHTOB. B ciydyae BO3HUKHOBEHHS ONACHOCTH JUISl KU3HHU,
3710pOBbsl NALIMEHTA, YYACTBYIOLIETO B KIMHUYECKOM HCCIICIOBAHMU JIEKAPCTBEHHOIO Ipemnapara s
MEJIMIIMHCKOTO TPUMEHEHUSs, UCCienoBaTenu o0s3aHbl MpOouH(DOPMUPOBATH 00 3TOM PYKOBOIUTEINS
MEIMIIMHCKON OpraHu3alii W OpraHu3alyio, TMOJYYUBIIYI) pPa3pelIeHUE YHOJHOMOYEHHOTO
(denepanbHOrO OpraHa HUCHOJHUTENIBHOM BIACTM Ha OPraHU3alMI0 IPOBEICHUS KIMHHUYECKOTO
HCCIEAOBaHUsl  JIEKAPCTBEHHOIO Ipenapara. PemieHne O NPUOCTAHOBICHHM — KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara sl MEIUIIMHCKOrO IPUMEHEHUS IPUHUMAIOT PYKOBOIUTEID
MEJIMLIMHCKON OpraHu3anuu W (WiIu) OpraHu3aiusi, MOJYyYMBIIAs pa3pelieHUue YIOIHOMOYEHHOTO
(deneparbHOrO OpraHa WCHOJHUTEIBLHON BIIACTH HA OPTraHMU3AIMIO IPOBEICHUS KIMHHYECKOTO
HCCIIEIOBAHUS JICKAPCTBEHHOTO Mpernapara il MEIUIIMHCKOTO MPUMEHEHHUSI, PEIIEHNUE O MPEKPAIICHUN
TaKOT'O MCCJIEI0BAaHUS IPUHUMAET YIIOJTHOMOYEHHBIN (efiepaibHblii OpraH UCIOJIHUTEIbHON BIIACTH Ha
OCHOBAaHUU COOOIIECHHS B MUCHBMEHHOW (QopMe pPYKOBOAMUTENS MEAUIIMHCKOW OpraHu3alud WU
OpraHu3allysl, MOJYYHUBIIAs pa3peuieHre YIMOJTHOMOUYEHHOTO (eAepaTbHOr0 OpraHa HCHOIHUTEIBHON
BJIACTU HA OPraHU3aLUIO0 IPOBEIACHUS KIMHMYECKOIO HMCCIIEIOBAaHUs JIEKAPCTBEHHOI'O IIpernapara Uit
MEIHUIMHCKOTO TPUMEHEHUS.

7. B cpok, HE TPEBBIMAIINA TATH padounx THEW CO JHS 3aBEPIICHUS, TMPUOCTAHOBICHUS WU
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IIPEKPALLEHUS] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKApCTBEHHOIO IIpemapara il MEIULUHCKOIO
NPUMEHEHH, COOOIIeHHEe 00 3TOM HAIpaBIsSETCS OpraHU3alMsIMHU, YKa3aHHBIMM B 4acTH 3 cTaTbi 38
Hacrosero denepanbHOTO 3aKOHA, B YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIIOJIHUTEIFHON BIaCTH
10 YCTaHOBJIEHHON UM (opMe.

8. ®opma coOOImIECHHUsI O 3aBEPIICHUH, MPUOCTAHOBICHUU WM TPEKPAMICHUH KIMHUYECKOTO
UCCIIeIOBaHMs JIEKAPCTBEHHOTO MIperapaTa Jiisi MEIUIIUHCKOTO IMPUMEHEHHS JI0JKHA COepKaTh:

1) uapopMaIMO 0 MEAUIIMHCKON OpPraHU3alliy UM MEIULIUHCKUX OPTraHU3alusiX, MPOBOAUBIINX
JTaHHOE MCCJICIOBAHUE;

2) onucaHue JAHHOTO MCCIIEIOBAHMUS;

3) maHHBIC HccaenoBatens (haMuims, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMAaeMas JOJKHOCTH,
CHCIMAILHOCTh, CTaX pabOThl IO TpPOrpaMMaM KIMHUYECKHX HCCIICIOBAaHUM JIEKAPCTBEHHBIX
MpernapaToB, IMEpPeUYeHb KIMHUYECKUX MCCIENOBAaHUMN JIEKAPCTBEHHBIX IPEnapaToB, B KOTOPBIX OH
MPUHUMAI y4acTHe (IEPUObl YYacTHsI) B KAUECTBE HCCIEA0BATENs UM COMCCIIEIOBATENs);

(B pen. @enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3ynapTaT JaHHOTO HCCIEAOBaHUS (3aBEpIICHUE, MPUOCTAHOBICHHE WM TMPEKpallleHHUe
JAHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMPUYWH W BJIWAHHUA Ha OLCHKY €ro pe3yJibTaToOB, O6HIyIO
OIICHKY PHUCKa W OKHJAEMOW IOJB3bI OT MPHUMEHECHHS HCCICIYEeMOro JIGKApCTBEHHOTO Ipernapara, a
TaKXKe Mpe/roiaracMple JaTbHEHIITNE SHCTBHUS ).

8.1. Ilpu BbIsIBICHUH (enepaTbHbIM OPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIIECTBIISIOUIIM
(YHKIIMM TI0O KOHTPOJMIO W Haa30py B cdepe 3ApaBOOXpaHEHHS, HApYLICHUH MNpaBUI HaAleKaiei
KIIMHUYECKOW TPAKTUKU TPU MPOBEICHUN KIMHUYECKOTO HCCIEIOBaHUS JEKApCTBEHHOTO Tperapara,
BJIMAIOIIUX Ha IIOJHOTY H (I/IJ'H/I) AOCTOBCPHOCTh AJAHHOI'O KIIMHHUYCCKOTO HMCCJIICAOBAHUA, yKaSaHHBIﬁ
@enepam)HLIﬁ opran HCIOJIHUTEILHON BIIACTH IpHUOCTaHABIMBACT IMMPOBCACHUEC JAHHOI'0 KIIMHUYCCKOT'O
WCCIICZIOBAHMSI M BBIHOCHT MEMIIMHCKOW OpraHU3allii, B KOTOPOW MPOBOAMTCS JAHHOEC KIMHUYECKOE
UCCIIe/IOBaHKME, TMpeanucanne o0 YCTpaHCHHWW BBISBICHHBIX HapymieHuid. [lpu HeycTpaHeHUH
MEIUIIMHCKOW OpraHM3alfiel BBHISBICHHBIX HApPYIICHUNH B YCTAaHOBICHHBIM B TPEANHCAHUU CPOK
yKa3aHHbBIN (enepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH MPUHUMAET DPEIICHHE O MPEeKpaIleHuu
IMPOBCACHUA KIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOT'O Npfriapara U HAIIPaBJISACT B (bel[epaHBHI)Iﬁ
OpraH MHCIIOJIHUTEIbHONW BIIACTH, OCYIIECTBISIOMMA (QYHKIMM 1O BbIpaOOTKE M peaau3aluu
TOCYJJQpPCTBEHHOH IOJIMTUKUA M HOPMATHBHO-TIPABOBOMY DPETYJIHPOBAHHUIO B cdepe 3ApaBOOXpPAHCHUS,
3aKIIFOYCHUE O BBISIBIICHUH MTPH MTPOBEACHNUH TaHHOTO KJIMHUYECKOTO UCCIICIOBAHUS HAPYIIICHUH MTPABHI
HaJJIeXkKaled KIMHUYECKOW TMPAKTUKU Mg TPUHITHS peHieHus 00 OTMEHEe pas3pelieHus Ha
opraHnu3alvilo HNpPOBCACHUSA HAHHOI'O KIIMHUYCCKOI0 HCCICAOBAHUA C OaTbl HNPHUHATHA PCHICHUSA O
MIPUOCTAHOBIICHUH TIPOBEACHUS KIIMHUISCKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara.

(dactp 8.1 B pen. denepanpHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpum mpoBeneHUM KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOIO IIpernapara Ui
MEINULMHCKOTO MPUMEHEHHs B Cllyyae YTOUHEHHs (M3MEHEHMs) JaHHBIX, COAECPIKALINXCS B pa3pelIeHun
Ha IPOBEJIECHUE NAHHOIO KJIMHMYECKOTO HCCIIEOBaHMUSA, HA OCHOBAHWUU HAIIPABJICHHOTO B JINYHBIN
KaOMHET YNOJHOMOYEHHOTO (heepasibHOr0 OpraHa HCHOJHHUTENBHON BJIacTH B EAMHOM CHCTEME
oOpallieHust 3asiBUTENIS, MOANMCAHHOTO YCUJIEHHOW KBaIU(QHUIMPOBAHHOW 3JEKTPOHHOM MOANHUCHIO, C
MPUJIOKEHHEM MOTHBHUPOBAHHOTO OOOCHOBAaHUS M JOKYMEHTOB, MOATBEPXKAAIOMIUX HEOOXOIMMOCTH
YTOUHEHHs JaHHBIX, YHNOJHOMOYECHHBIN (enepaabHblii OpraH HCHOJIHMUTENBbHOM BJIACTH B CPOK, HE
MIPEBBILAIONIMNA JIBAJALATH BOCBMH paboO4MX JHEH cO AHS MOCTYIUIEHHsI TaKoro oOpalleHusi, BHOCUT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

W3MEHCHHS B pa3pellieHUe Ha MPOBEJICHHE KIMHUYECKOTO HMCCIICIOBAaHUS JIEKAPCTBEHHOIO Tpenapara
JUISS MEIUIIMHCKOTO TMPUMEHEHHS W PEeCTp BBIJAHHBIX DPAa3pelICHU Ha MPOBEIECHUE KIMHUYECKUX
WCCIICIOBAaHUM JICKAPCTBEHHBIX IPEMapaToB, a TAK)KE HAMPABISACT B JIMYHBIA KAOWMHET 3asBUTEINS B
€IMHON CHCTEME BBIITUCKY W3 peecTpa BBIJAHHBIX pPa3pelICHU Ha TPOBEACHHE KIMHHYSCKUX
WCCIICJIOBAaHUM  JICKQPCTBEHHBIX IPENapaToB, TOJMUCAHHYI0 YCHJICHHOW KBATH(HUIIMPOBAHHON
JIEKTPOHHOW MOJIKCHIO, THOO0 MPUHUMAET pelIeHrue 00 0TKa3e BO BHECCHUU U3MEHEHUH B pa3pelieHue
Ha TPOBEJCHUEC KIMHUYECKOTO WCCIEAOBaHMs JIGKAPCTBEHHOTO TMperapara JUisi METUIIHHCKOTO
MPUMEHEHHUS M HalpaBisieT B JIMYHBIA KaOWHET 3asBUTENss B €IWHOW CHCTEME JTO pelIeHHE,
MOANMCAHHOE YCUJICHHOW KBATU(DUIIMPOBAHHOM 3JIEKTPOHHOM MOANHKCHIO, C YKa3aHUEM MPUYUH OTKa3a.
(dactp 8.2 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

9. VYmnonHoMoueHHBIH (QenepanbHbIil OpraH HUCHOJHUTENbHOM BJIacTH OMyOJUKOBBIBACT U
pasMmemaer Ha cBoeM oduIHaTbHOM caite B cetd "HMHTepHeT" COOOIIEHHE O 3aBepIICHUH,
MPUOCTAHOBIICHUU WJIN TPEKPAIleHUN KIMHHYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOTO IMpemnapara Ais
MEJIULMHCKOTO TIPUMEHEHUS B CPOK, HE NMPEBBIIIAIONIUI MATH paboyuXx JHEH co AHSA ero Mojy4yeHus, B
YCTaHOBJIEHHOM UM MOPSIKE.

10. YmonHoMo4eHHBINH (eaepaabHblii OpraH HCHOJHUTEIBHON BJIACTH OCYIIECTBISET BEICHUE
peectpa  uWCcieoBaTeNel, MPOBOMAIIMX  WJIM  TPOBOAMBIIMX  KIMHUYECKUE  HCCIIEIOBAHUSA
JIEKAPCTBEHHBIX NPENapaToB Il MEAULUHCKOIO MPUMEHEHHMS], B COOTBETCTBUU C YTBEPKICHHBIMU UM
[paBWJIaMU M pa3MelIaeT ero Ha cBoeM odulManbHOM caiite B ceTu "MHTepHeT" B YCTaHOBIEHHOM UM
nopsaKe. YKa3aHHBIA pPEecTp COACPKUT HHQPOPMAIUIO, MPEAYCMOTPEHHYIO MYyHKTOM 3 dYactu 8
HACTOSIEH CTaThU.

11. Otuer o pe3yabTaTax KIMHUYECKOIO MCCIEJOBAHUS JIEKAPCTBEHHOIO IIpernapara i
MEJIMIMHCKOTO MPUMEHEHUS COCTABIIAECTCA OpraHU3allel, YKa3aHHON B 4acTH 3 cTaTby 38 HACTOSIIETO
denepanbHOro 3aKOHA, M MPEICTAaBIIAETCS B YIOJHOMOYEHHbIN (peaepanbHblii OpraH HCIOIHUTEIbHOM
BJIACTH, BBIABIIMM pa3pellieHue Ha MPOBEICHHE ITOTO HCCIENOBaHUS, B CPOK, HE MPEBBILIAIOIINI
JBEHAALATH MECALIEB CO JHSA €ro 3aBEpIUEHUs, NPHOCTAHOBJIEHUS WM IPEKpPALICHMs, B IOPSAIKE,
YCTQHOBJICHHOM YIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. Hapymienne npaBui Haajexkaredl KIMHUYECKOW MPaKTHKH, (pambcudukanus pe3ysIbTaToB
KJIMHUYECKOT'O0 UCCIJIEI0BAHMS JIEKAPCTBEHHOTO Ipenapara Uil MEAUIMHCKOIO NPUMEHEHUS BIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIhCTBOM Poccuiickoit @eneparuu.

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

13. Ilpu mnpoBeneHUWH KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Ipemapara s
MEIUIIMHCKOTO TIPUMEHEHUS JOMyCKaeTcsl 3a00p y MalMeHTOB OMOJIOTHYECKHX MaTepHalioB (00pa3Ifbl
OMOJIOTUYECKUX KUAKOCTEH, TKaHEH, CEKPETOB U TPOAYKTOB JKU3HEACATEIHPHOCTH YEJIOBEKa,
(DU3MOJIOTHYECKUX M TATOJOTUYECKHX BBIJEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOTNCUIHBIA MaTepuan) ansg ux uszydeHus B Poccwiickoit @enepanuu u (Wiu) 3a MpeaenamMu
Poccuiickoit deneparuu.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

14. Hopsanok BBo3a B Poccuiickyro ®@enepanuio u BeIBO3a 3a npeaeinsl Poccuiickoit @enepanuu
OMOJIOTUYECKNX MAaTepuajoB, TOJYYCHHBIX TP TPOBEICHUM KIMHUYECKOTO  HCCIICIOBAHMS
JICKApCTBEHHOTO TIpernapara JJjisi MEIUIIMHCKOrO MNPUMEHEHUs, ycTaHaBiuBaercs IlIpaBuTenbCTBOM
Poccuiickoit deneparum.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CraTtbsa 41. [loroBop 0 NpoBeAEeHUU KITMHUYECKOro uccrnenoBaHns fieKapCTBEHHOro
npenapara ans MeguUUHCKOro npuMeHeHus

1. Knuanyeckoe wuccieqoBaHUE JIEKAPCTBEHHOTO TMpemapara JJis MEAUITMHCKOTO TPHUMEHEHUS
MPOBOJUTCS B  COOTBETCTBHM C JIOTOBOPOM O IIPOBEACHUHM KIMHUYECKOTO HCCJICIOBAHHS
JIEKapCTBEHHOTO Tpemnapara JUisi MEAUIIMHCKOTO MPUMEHEHUSs, 3aKIII0UYaeMbIM MEX]y OpraHHu3alfei,
MOJTyYHBIIIEH pa3pelieHnue YIMOTHOMOUEHHOTO (eAepalbHOr0 OpraHa HCHOJHUTEILHOM BIAacTH Ha
OpraHMu3alMIo MPOBEICHHS TAKOrO0 HUCCIIEIOBAHUSA, U MEIULIMHCKOW OPraHU3alMEN, OCYILECTBISIOLICH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OFOBOp O MPOBCACHUHU KIMHHUYCCKOTO HCCIICA0BAaHUA JICKAPCTBCHHOI'O IIp€riapara mJjid
MCIUIHUHCKOI'O IPUMEHCHUSA JOJDKCH COACPKATE:

1) yCJI0OBUS U CPOKHU NPOBCACHUS JAHHOT'O UCCIICAOBAHUS;

2) ONpCACIICHUC 061116171 CTOUMOCTH HpOTpaMMbl HAHHOI'O HUCCIICAOBAHUA C YKA3aHUCM CYMMBI,
Hpe;[Ha3Haqa10Luel71051 JJIA BBITIJIIAT UCCIICA0BATCIIAM, COUCCIICA0BATCIIAM,

3) onpeneneHue GOPMBI IPEICTABICHIS PE3YIHTATOB JAHHOTO UCCIICIOBAHUS B YIIOJTHOMOYCHHBIN
(dhenepabHBINA OpraH UCTIOJIHUTEILHON BIACTH.

CraTtbna 42. dunHaHcoBoe obecneyeHue KNMMUHUYECKoro nccriegoBaHus
NleKapCTBEHHOro npenapara Ans MeauLUMHCKOro NnpuMeHeHus

dunHaHCOBOE O0O0€CICUCHHE KIIMHUYECKOrO HCCIICOOBaHUA JICKAPCTBCHHOI'O IIp€riapara I
MCIUIHUHCKOI'0 IPpUMCHCHUSA OCYIICCTBIISACTCSA 3a CUCT:

1) cpeacTB denepabHOTO OFOJKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYUYMBIIUX Pa3pCHICHUC HA OPraHU3alUi0 HNPOBCACHUSA JAHHOTO
HCCICa0BaHAd, B COOTBCTCTBHUU C YCIOBUAMU NJOTOBOpA O €T0 IIPOBCACHHUHU,

3) MHBIX HE 3alpeIIEeHHbIX 3aKOHOAaTeNbCTBOM Poccuiickoii denepaiii ICTOYHUKOB.

Cratbsa 43. I'IpaBa naunMeHToB, y4YacTBywOWMUX B KIIMHUYECKOM MuUccnenoBaHuu
JNeKapCcTBeHHOro npenaparta gnsa meanumnHCKoro npmMmeHeHusA

1. VYuyactme MNanuCHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Impfcrapara I
MCIUIIMHCKOI'O MPUMCHCHUS ABJIACTCA I[O6p0BOHBHBIM.

Koncynprantlntoc: npumeyanue.
C 01.01.2025 B a63. 1 9. 2 cr. 43 BHOCsTCS m3MeHeHust (D3 ot 30.01.2024 N 1-03). Cm. Oyaymryto

PEAAKIINIO.

2. TlanmeHT WM €ro 3aKOHHBIA TMPENCTaBUTENb JOJDKEH OBITh MH(POPMHPOBAH B NMHCHMEHHOU
dhopwme:

1) 0 JICKApCTBCHHOM IIpf€raparc Ajd MCIUOMUHCKOIO IPUMCHCHHUA W CYIIHOCTHU KIIMHHUYCCKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

HCCIICAOBAaHUA 3TOTO JICKAPCTBCHHOI'O IIpC€Iiapara,

2) 0 6€30MaCHOCTH JIEKapCTBEHHOI'O Mpernapara /Uil MEJUIIMHCKOTO IPUMEHEHUS, €r0 0KU1aeMOon
3G HEKTUBHOCTH U CTETICHH PHCKA VIS NAllUeHTa;

3) 00 YCIIOBUAX YYACTHA MAaMCHTA B KIIMHUYCCKOM HCCICAOBAHWU JICKAPCTBCHHOI'O IIpCIiapara
A MEAULTUHCKOTO ITIPUMCHCHM

4) 0 HOEJIM WKW OEIIX W IMPOAOJIKHUTCIBbHOCTH KIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBEHHOI'O
npenapara il MEAUIUHCKOTI'O IPUMCEHCHU A

5) 0 HeﬁCTBHHX nanucHTa B CJIydac HCIIPCABUIACHHBIX BCI)(I)CKTOB BJIMAHUA JICKAPCTBCHHOI'O
npemnapara Jjid MCIUIUHCKOr0 IPUMCEHCHU HAa COCTOSHUC €T0 3JOPOBbA;

6) 00 yCIOBHSIX 0053aT€ILHOTO CTPaXOBAHMS KU3HU, 3/I0POBbS MAIIUEHTA;

7) 0 TapaHTHAX KOH(i)I/I)IeHHI/IaJ'H)HOCTI/I ydyacTusa TMalnucHTa B KIMHHUYCCKOM HCCIICA0BaAHUHA
JICKApCTBECHHOI'O ITperiapara JJIid MCAUIUHCKOI'O IIPUMCHCHUS.

Koncynbrantllmoc: npumeyanue.
C 01.01.2025 4. 3 cT. 43 uznaraercs B HoBou pemakiuu (@3 ot 30.01.2024 N 1-®3). Cm. Oyaymryto

PECAAKIINIO.

3. Z[O6pOBOJ'H:>HOC COTJIaCuC MalMeHTa Ha Y4aCTHEC B KIIMHUYCCKOM HCCJIICJOBAHUU JICKAPCTBECHHOI'O
npenapara A MCIUIOHUHCKOIO HNPUMCHCHUSA HNOATBCPKAACTCA €ro MHNOANHMCHbIO WKW MOAINUCBIO €TI0
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(bOpMaI_II/IOHHOM JIUCTKC MMalluCHTA.

4, HaHI/IGHT WIN €ro 3aKOHHBIM MNpEaACTaBUTCIIb HMECT IIPABO OTKA3aTbCsAd OT Y4dacTusd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Mpfcriapara IjJd MECAUIUHCKOTO IMPUMCHCHHUA Ha JIF000H
CTaluu MPOBCACHUS TAKOI'O UCCIICJOBAHUS.

Koncynprantllntoc: npumeuanue.
C 01.01.2025 B u. 5 c1. 43 BHOcsATcs m3meHeHust (D@3 ot 30.01.2024 N 1-@3). Cm. Oyaymryro

PECAAKIINIO.

5. IlpoBeneHne KIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOTO TMpernapara JUisi METUIIMTHCKOTO
MPUMEHEHHUS C yYaCTUEM B KA4eCTBE MAIIMEHTOB JETEH JAOIMYCKAETCS TOIBKO C COTJIACUSl B TUCHMEHHON
dbopMe uX poauTeNncH, ychlHOBUTeNeH. J[eTh MOTyT paccMaTpuBaThCs B KAdeCTBE MOTCHIIMATBHBIX
MAIMEHTOB TAaKOTO HCCIIEOBAHUS, TOJBKO €CIM €ro MpOBEJACHHE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pPOBBSl JieTeld Wi TpodriIakTHKU WH(GEKIIMOHHBIX 3a00J€BaHUN B JIETCKOM BO3pacTe JMOO eciu
IEJIBI0 TAKOTO MCCIICAOBAHUS SBISICTCS MOJMYYCHHUE JaHHBIX O HAWIYYIICH JO3MPOBKE JICKAPCTBECHHOTO
mpemapaTta JUisl JieueHus JAeTed. B oTuxX ciayyasx TakoMy HCCIEJOBAHHMIO JIOJMKHO MPEIIIeCTBOBATH
KIIMHUYECKOE UCCIICIOBAHNE JICKAPCTBEHHOTO Tperapara Juisi MEJUIIMHCKOTO TMPUMEHEHHs Ha
COBEPILIECHHOJIETHUX TpaKIaHaxX, 3a HCKIIOYCHHEM CIIydyaeB, €CJIM HCCIEeIyeMbIi JIeKapCTBEHHBIH
mpemapaTr JUis MEIUIUHCKOTO TMPUMEHEHHS TPEJHA3HAYCH WCKIIOYUTEIBHO JUIS HWCIOJIB30BaHUS
HECOBEPIICHHOJIETHIMH TPakJaHAMHU.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

6. 3anpemaeTc;{ MMPOBEACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara I
MCIUITUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAITUCHTOB!

1) neTel-CupoT u JeTei, OCTaBIIUXCS O€3 MOTeUeHUs POAUTENCH;

2) SKEeHIIUH B Tepuoj OEepeMEHHOCTH, KEHIIMH B TEpUOJ TPYAHOTO BCKAPMIIMBAHMS, 3a
UCKITIOYEHHEM CIIy4aeB, €ClIM MPOBOJIUTCS KIMHUYECKOE HCCIEOBaHUE JIEKApCTBEHHOIO IMpernapara,
MpeIHa3HaYeHHOr0 JUIsl YKa3aHHBIX JKEHILIUH, MPU YCIOBUU HEOOXOIMMOCTH MONydeHUs: H(OpMaluu
TONILKO BO BpeMsl MPOBEIEHHUS COOTBETCTBYIOUIMX KIMHHUYECKUX HCCIECIOBAHUN W TPUHATUS BCEX
HEOOXOMUMBIX MEp MO HCKIIOUEHUIO PHCKa HAHECEHUs Bpela KCHIIWHE B TEepuo] OepeMeHHOCTH,
KCHIIMHE B TIEPUOJI TPYAHOTO BCKAPMIIMBAHHUS, TUIOY WM PEOCHKY;

3) BOEHHOCIY’)KalllMX, 32 HCKIIOYEHHEM CJIy4yaeB IPOBEIEHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKApCTBEHHOTO TIpemnapara, CHEIUaIbHO Pa3pabOTaHHOTO MJisi MPUMEHEHHS B YCJIOBHSIX BOCHHBIX
JNEUCTBUM, YPE3BBIYAHHBIX CHTyalluid, NPOPUIAKTUKH W JIeUCHUS 3a00JCBaHUM W TIOPAKEHUH,
MOJIyYeHHBIX B  pe3ylbTaTe BO3ACHCTBHUS HEONArOMPUSTHBIX XUMUYECKUX, OUOIOTUYECKHX,
paauanuoHHBIX (akTopoB. KimMHUYeckoe HCCIeToOBaHUE TAKOTO JICKAPCTBEHHOTO Mperapara MOXKeT
MPOBOJUTBCS C y4YacTHEM B KayeCTBE MAIIMEHTOB BOEHHOCIYXAlIMX, 34 HCKIIOYCHHEM
BOCHHOCTYKaIIUX, MPOXOJAIIAX BOEHHYIO CIIyOy IO MpuU3bIBY, C COOJIOJeHHEM TpeOOBaHUH,
YCTaHOBJICHHBIX HacTOSIIHM DeneparbHbIM 3aKOHOM B OTHOIIIEHUN TPAXKIAHCKHUX JTHIL;

4) cOTpyAHUKOB MTPaBOOXPAHUTEIILHBIX OPTaHOB;

5) i, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHUS CBOOOJBI, a TaKXKe JIUI], HAXOIAIIUXCS TIOT
CTpa’Kkei B CJIEJICTBEHHBIX M30JIATOpax.

Koncynsrantlntoc: npumedanue.
C 01.01.2025 B 4. 7 ct. 43 BHOcsarcs usmeHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PEAAKIINIO.

7. I[OH}’CKaeTCSI MPOBCACHUC KIIMHHUYCCKOI'0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIpcIliapaTta Iajid
MCOUIIUHCKOI'0 MPUMCEHCHUA, NIPCAHASHAYCHHOT'O IJIA JICHCHUSA TICUXUYCCKUX 33,60J'IGB3HPII>1, C y4aCTUcCM
B Ka4E€CTBC INMAaMCHTOB JIMI[ C IICUXHYCCKHMHU 3a6OJ'IeBaHI/I$[MI/I, IIPHU3HAHHBIX H€}IGGCHOCO6HBIMI/I B
OOPAAKE, YCTAHOBJICHHOM 3daKOHOAATCIIBCTBOM Poccuiickoit (DeI[epaHI/II/I. Knnandgeckoe HCCIICOAOBAHUC
JICKApCTBCHHOT'O IIpCliapaTa B 3TOM CJIydac NPOBOAUTCA IMPU HAJIWUYHUU COTJIACHA B MUCHBMEHHOMN (l)opMe
3aKOHHBIX Hpe,HCTaBI/ITGJIeﬁ YKa3aHHBIX JIMII.

Cratba 44. OO6sA3atenbHOe CTpaxOBaHUe JXU3HW, 300pPOBbA MNaLUEHTa,
y4yacTBylLWEero B KINMHUYECKOM MUCCriefoBaHUM JeKapCTBEHHOro npenapara Aansa
MeAULMUHCKOro npuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJy4HMBIIAs pa3pelieHHe Ha OpPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO
WCCTIEOBaHMUS JICKAPCTBEHHOTO Tpernapara Jyuisi MEAMIIMHCKOTO TMpPUMEHEHHUs, 00si3aHa B KadeCcTBE
CTpaxoBaTessi CTPAaXOBaThb PHUCK NPUYMHEHUS] BpeJa >KU3HU, 3J0POBbI0 MAlMEHTa B peE3yJbTaTe
MIPOBEICHUSA KJIMHUYECKOIO HCCIIENOBAHUSA JIEKAPCTBEHHOIO Ipemapara Uil  MEIMUIMHCKOro
MIPUMEHEHHUS 32 CBOM CUeT MyTeM 3aKIIFOUeHHS 10T0BOpa 003aTeFHOTO CTPaXOBaHUSI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2. OOBeKTOM 003aTEIBLHOIO CTPpaxOBaHHUA SBJISICTCA I/IMYIJ_ICCTBGHHBII‘/JI HHTEpEC IalHrcCHTa,
CBSI3aHHBIN C MMPUYIUHCHUCM BpCJa €ro KU3HU HUJIU 3JOPOBLIO B PE3YJILTATC MPOBCACHUA KIIMHUYCCKOI'O
HCCIICAOBAaHMA JICKAPCTBCHHOI'O IIpCriapaTta Ijid MEAUIIMHCKOTO IIPUMCHCHMU.

3. CTpaxoBBIM Clly4aeM IO JIOTOBOPY O0S3aTE€NBHOTO CTPaXxOBAaHMS SIBISETCS CMEPTh MallMEHTa
WIH YXYAIIEHHE €ro 370POBbs, B TOM YHCIE BJIEKyIlee 3a cOOOW YyCTaHOBJICHHWE WHBATHIHOCTH, TIPU
HAJIMYMHA TIPUYUHHO-CIICJACTBEHHON CBSI3M MEXKIY HACTYIUICHUEM 3TOTO COOBITHS M YYacTUEM HallMeHTa
B KJIMHMYECKOM HCCJICIOBAHUH JIEKAPCTBEHHOTO TIpernapara.

4, Tp€6OBaHI/I${ 0 BO3MCIICHHWU BpCla, IMPUUYUHCHHOI'O JKU3HU HWIIKW 3J0POBbBIO IIAIIMCHTA,
NMPCABABIAIOTCA B TCUCHHUC CPOKOB HCKOBOI1 JaBHOCTHU, YCTaHOBJICHHBIX rpa>x1aHCKUM

3aKOHOJIATCJILCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS COCTABJISET:

1) B ClIydya€ CMCPTH IMalMCHTA JiBa MUJUIMOHA py6ﬂel71 Ha KaXXI0ro rnmaigyueHTa, y4aCTBOBABLICTI'O B
KIIMHUYCCKOM HUCCJIICAOBAHUH JICKAPCTBECHHOTO IIPCIIapara,

2) npu yXyAILEHUH 30POBbs MaIMEHTa:

a) MOBJICKIIEM 33 COOON YCTaHOBJICHWE MHBAJIMIHOCTH | Tpymnmbl, OAMH MWUIMOH MATHCOT THICSY
pyOieil Ha KaXAO0ro NHalUeHTa, yYyacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAaHUHU JIEKAPCTBEHHOIO
npenapara;

0) momiekiieM 3a co0oil ycraHoBieHue WHBaNUAHOCTU Il rpymmel, oguH MUWUIHOH pyOied Ha
Ka)KJIOTO MaIllMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIEI0BaHUH JIEKAPCTBEHHOTO Mpenapara;

B) IMOBJIEKIIEM 3a co00il ycTaHoBieHue MHBaIMAHOCTH [II rpynmbl, mATBCOT ThICSu pyOiei Ha
Ka)KJI0r0 MalMeHTa, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIE0BaHUU JIEKAPCTBEHHOIO NIpenapara;

T') HE MOBJIEKIIeM 3a cO00H yCTaHOBJICHUS HHBAJMIAHOCTH, HE O0Jiee ueM TpHCTa ThICSd pyOIiel Ha
KaX/IOTO TAaI[MeHTa, YYaCTBOBABIIETO B KIMHHUYECKOM WCCIIEAOBAaHUH JICKAPCTBEHHOTO IIperapara,
UCXOJs M3 HOPMATHBOB, OTPa)KAIOUIMX XapakKTep M CTENEHb IMOBPEXKIEHHUS 3J0pOBBS, a TakKke
(aKkTUYEeCKH TOHECEHHBIX MAIlMeHTOM pacXoJOB, BBI3BAaHHBIX MOBPEKICHUEM 370POBbS, Ha
MEIULMHCKYIO TOMOIIlb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.

(nm. "r" B pen. @eaepanbHOro 3akoxa ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roga. - @enepanbubiii 3akoH oT 22.12.2014 N 429-03.

7. Cpok moroBOpa 0053aTEbHOTO CTPaXxOBAaHHS HE MOXET OBITh MEHEE, YeM CPOK MPOBEIACHUS
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOIO MIperapara.

8. VYcnoBus moroBopa 00s3aTeNbHOTO CTPaXxOBaHMsS, B TOM YHCIE CTPaxOBble TapU(bl IO
00513aTeIbHOMY CTPaXxOBaHHIO, NIepeYeHb HEOOXOAMMBIX JTOKYMEHTOB ISl OCYILECTBJICHUS CTPaxOBOM
BBIIIATHI, TOPSJOK YCTAaHOBJECHHUS CTpaxoBaTelleM HWHIMBUAYAIBHOTO HICHTU()UKAMOHHOTO KOJa
ManueHTa, MOpAJOK HWH(POPMHUPOBAHUS CTPaxoBaTeleM CTPAaXxOBIIMKAa O MPUBJICUYEHHBIX K
KIIMHUYECKOMY  HCCJIEIOBAaHUIO JIEKAPCTBEHHOIO TMpernapara Uil MEIUIIMHCKOTO IpPUMEHEHUs
NalMeHTaX, HOPSJI0K yIUIaThl CTPAXOBOW IMPEMHUH, MOPSIOK pealu3alyy ONpPEIETICHHBIX HACTOSIUM
@denepanbHbIM 3aKOHOM M JAPYTMMH (elepajbHbIMH 3aKOHAMM TpaB M OOS3aHHOCTEH CTOPOH IO
JIOTOBOpPY 0053aTENbHOTO CTPAaXOBaHMs, a TAaKXKE HOPMATHBBI, OTPaKAIOLIME XapaKTep M CTENeHb
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(c u3m. n gon., BCTYN....

MOBPEKICHHUSI 3/I0POBbS, YCTAHABIUBAIOTCS TUIOBBIMU MPAaBUIAMU 005S3aTEIHHOTO CTPAXOBAHHUS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cJIydac NpHUYMHCHHA BpCAa KU3HU IIallMCHTA, YYAaCTBOBABUIICTO B KIMHHUYCCKOM
HCCICAOBAHNU JICKAPCTBCHHOT'O IIp€riapara, BI)IFO)IOHpI/IO6peTaTeH$IMI/I o AO0roBOpy 00s13aTE€ILHOTO
CTpaxOBaHUA MABJIAIOTCA TpaXJaHC, HMCIOIIMWEC IIpaBO Ha BO3MCHOICHHUC BpE€aa B Ciydac CMEPTHU
KOpMWJIblla B COOTBCTCTBUU C I'PAKIAAHCKUM 3aKOHOJAATCJILCTBOM, IIPpU OTCYTCTBHUH TAKHX TI'paKJaH -
poauTei, Cyrnpyr, ACTH YMEPIICTO ITaUCHTA, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpfliapara, B ClIyda€ CMCPTH IIAalUCHTA, Y4YaCTBOBABLICTO B KJIMHHUYCCKOM
HCCICAOBAHNHU JICKAPCTBCHHOI'O IIPCIiapaTa 1 HC UMCBIICTO CaAMOCTOATCIIBHOIO 10X04a, - I'paxXJIaHe, Ha
WXXKIUBCHHUHN KOTOPBIX OH HAaXOAWJICA, B OTHOLICHUH BO3MCHICHHA pacXOJ0B Ha HOT‘pC6eHI/I€ nanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCICAOBAHNU JICKAPCTBCHHOI'O IIperiapara, - JIMIOo, IMOHECIIEC TaKue
PaCXOJbl.

10. CTanOBaH BbIINIaTA B CYET BO3MCHICHUA BpEAad, IMPUYUHCHHOI'O JKW3HHU IIAUCHTA,
Y4aCTBOBABILICTO B KIIMHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O MpCIiapaTta, paclupeaACiIsICTCa MCKIAY
BBII‘O,HOHpI/I06peTaTeH$IMI/I MMPOMOPHUOHAIIBHO UX KOJIMYCCTBY B PaBHBIX HOJIAX.

11. Tlpm HacTyIJIEGHMM CTPaxoBOrO cliy4yash NALUWEHT, YYaCTBOBABIIMA B KJIMHUYECKOM
WCCIEOBAaHNM  JIGKQPCTBEHHOTO  TperapaTra,  BBITOAONPHOOpETaTeNh  BIOpaBe  NPEIbIBUTH
HEMOCPEACTBEHHO CTPaxOBUIMKY TpeOOBaHME O BO3MEILIEHUU MPUUYMHEHHOro Bpena. CrpaxoBas
BBIIJIaTAa OCYILIECTBIISIETCS CTPAXOBUIMKOM B TEYEHUE TPUILATA JHEH CO [JHS MPEACTABICHUS
HEO0OXOTUMBIX JOKyMEHTOB. [lalneHT, y4acTBOBaBIINI B KIMHUYECKOM UCCIIEIOBAHUU JICKAPCTBEHHOTO
mpernapara, WIM BbIToJoNpuoOperaTens 00sd3aH COOOMIUTH CTPAXOBLIMKY JJISI  OCYIIECTBIICHUS
CTPaxoOBOM BBIIJIATHl WHAMBUAYAIbHBIA HMICHTU(PUKAIUOHHBIM KOJ TMAalMeHTa, YCTaHOBJIEHHBIN
CTpaxoBaTejeM B COOTBETCTBUY C TUIOBBIMH MPABUIIAMHU 00513aTETLHOTO CTPAXOBAHUS.

12. Jlo moyHOro OIpelesieHus] pa3Mepa IOJUIEkKAILEro BO3MEIIEHUIO BpeAa CTPaxOBILUK II0
3asBJICHMIO TALMEHTa, YYaCTBOBABLIET0 B KJIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOI'O Ipenapara,
WIA 3a8BJICHHUIO BBITOAONpUOOpETaTeNss BIOpPaBE OCYIIECTBUTh 4YacTh CTPAaXOBOW  BBHIIIATHI,
COOTBETCTBYIOLIYIO (DAKTUYECKU OTIPEICIIEHHON YaCcTH MPUYUHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaTA B COOTBETCTBUH C JIOTOBOPOM OOS3aTENILHOTO CTPAaxOBaHUS
OCYILECTBIISETCA HE3aBUCUMO OT BBIIIIAT, IPUYUTAOIINXCS IO IPYTUM BHJIaM CTPAaXOBAHMS.

14. He JOIIYCKACTCA Yy4YacTUC IIallM€HTa B IIPOBCACHHUN KIHMHHYECKOI'O0 HCCICAOBaAHUA
JICKApCTBCHHOT'O IIpeIiapaTa nNpu OTCYTCTBHUU JOTOBOpA 00513aTEILHOTO CTpaxOBaHHA.

15. KoHTposib 3a HCIIOJIHEHHWEM OpraHM3alMel, MOJYyYMBIIEH pa3pelleHHE Ha OpraHU3alUIo
IIPOBCACHUA KIIMHHUYCCKOI'O HUCCICAOBaHUA JICKApCTBCHHOT'O npernapara Jida MCAUILIMHCKOI'O
MPUMEHEHHS, YCTAaHOBJICHHOW HACTOSIIEH CTaTbel OOS3aHHOCTH TIO 00S3aTENFHOMY CTPaXOBAaHHIO
JKU3HH, 3JI0POBBSl TAIMEHTA, Y4YacTBYIOMIETO (y4acTBOBABIIEr0o) B KIWHUYECKOM HCCICAOBAHUHT
JIEKapCTBEHHOTO  Ipernapara,  OCYLIECTBISETCS  YNOJHOMOYEHHBIM  (elepajbHbIM  OpraHoOM
UCIIOJIHUTENIBHON BJIACTH, BBIAABIIMM pa3pellieHUE Ha NPOBEIACHHE KIMHUYECKUX MCCIEI0BaHNN
JIEKApCTBEHHBIX IPENAPATOB I MEAULIMHCKOTO IPUMEHEHUS.

Mnaea 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB

CraTtbsa 45. [Mpon3BOoACTBO NeKapCcTBEHHbIX CPeaAcTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

1. TIpou3BOACTBO JEKApCTBEHHBIX CPEJICTB JOJKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABMI
Ha/IeKaIled MPOM3BOJACTBEHHOM MPAKTUKH, YTBEPXKACHHBIM YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIIOJIHUTENBbHOMN Bi1acTu. OCOOEHHOCTH NEPEX0/1a MPOU3BOJICTBA OTAEIIBHBIX JIEKAPCTBEHHBIX
CPEJCTB K UX MPOU3BOJACTBY B COOTBETCTBUU C TPeOOBaHUSIMU NMPABUJI Ha/IIEKAIE MPOU3BOACTBEHHOMN
npakTuku ycrtaHaBiuBarTcs [IpaButensctBom Poccuiickoii ®Denepanmu. Bblmaua 3akimodyeHud O
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM IPaBUJI  HaJuIeXkKalleH
IIPOU3BOJCTBEHHOW NPAKTHKU OCYLIECTBIIAECTCSA IO pe3ysbTaTaM HMHCIEKTHPOBAHMS ITPOU3BOIUTENIEH
JIEKAPCTBEHHBIX CPEIACTB B IOpsAJKe, ycTaHOBIEHHOM IlpaBurensctBoM Pocculickonn @enepanuu.
Pasmep miatel 3a BblIAayy 3aKIIOYEHUS O COOTBETCTBUM IIPOU3BOAMTEINA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM IMpaBUI HaJJIeXkallel MPOU3BOACTBEHHON MPaKTUKU ycTaHaBiuBaeTcs lIpaBuTenscTBOM
Poccniickoit ®enepannn. [lOopAnok opraHu3anuu W MPOBEACHUS WHCIEKTUPOBAHUS NPOU3BOJIUTENEH
JICKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBaHMSM IPAaBUII HaJUleXkKalllell MPOU3BOACTBEHHOMN
NpakTUuKH ycranasiusaercs [IpasurensctBom Poccuniickon denepannu.

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpous3BOACTBO JIEKAPCTBEHHBIX cpencTtB B Poccuiickoit ®denepanui  OCYIIECTBISETCS
MIPOM3BOUTEISIMHU JICKAPCTBEHHBIX CPEJICTB, UMEIOIIMMH JIUIICH3UIO HA TTPOU3BOCTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepxaeHne COOTBETCTBHS JUIEH3WMATa MpaBWiIaM HaJJexkalleid MpOU3BOACTBEHHOMN
MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM
Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

2.1. Jlnsa uenedt NMLEH3UPOBAHUS MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
MPUMEHEHUS U MHCIIEKTUPOBAHMS CyOBEKTOB OOpAIlEHUs JIEKApCTBEHHBIX CPEJICTB HAa COOTBETCTBHE
TpeOOBaHUSM  [paBUJl  HaAJEXKalleHd  MPOW3BOJICTBEHHOW  MpakTUKU  (enepaiabHbId  Oprax
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIIOLIUMN TOCYJApPCTBEHHYIO PErHUCTPALMIO JIEKAPCTBEHHBIX
MpernapaToB JJIs MEAULUHCKOTO PUMEHEHUS, PEAOCTaBIAET (eiepaTbHOMY OpraHy MCIOJTHUTEIbHON
BIIACTH, OCYIIECTBISIONIEMY (efepatbHbIil TOCYIapCTBEHHBIN JTHIICH3HOHHBIA KOHTPOJIb ACSITEILHOCTH
10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JJISI MEIUILIMHCKOTO MPUMEHEHHUS, 110 €To 3alpocy B paMKax
MEXBEJOMCTBEHHOT0 MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAaHOBIEHHOM (eepaibHbIM
OpraHOM UCIIOJIHUTEIIbHOM BJIACTH, OCYILECTBISIOIIMM JIMIIEH3UPOBAHUE ITPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QenepaqbHbBIM OPraHOM HCIHOJHUTENBHON BIACTH,
OCYILIECTBIISIOIUM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX NPEMApaTOB ISl MEIULUHCKOIO
IIPUMEHEHHUS, CIEIYIOIINE CBEJCHHS O JIEKApCTBEHHBIX CPEICTBaX (B TOM YHCIIE B CIIydae, €CIIU TaKue
CBEJICHMSI COCTABJIIIOT KOMMEPUYECKYIO TalHY):

1) B oTHomeHHH (apMaleBTHUECKONM CyOCTaHIMU WU (apMalEeBTUUYECKUX CYOCTaHIIUH,
BXOJSIIIMX B COCTaB JIEKAPCTBEHHOI'O INpernapara (3a MCKIOYEeHHEeM (papMaleBTHYECKUX CyOcTaHLUH,
BKJIFOYEHHBIX B T'OCYJapCTBEHHBIM PEecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBMU CO cTaThell 34
Hacrosiero denepanbHOro 3aK0Ha):

a) HaMMEHOBaHME (PapMaIeBTUIECKON CyOCTaHINH, €e CTPYKTYypa, O0IIre CBOMCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOJIUTENS;

B) TEXHOJIOTHUA IMPOU3BOACTBA C OIIMCAHHUEM CTalII/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
CTaguiaX IIPOU3BOACTBA,

F) OIMNCaHHC pa3pa60TKH mponecca npou3BoACTBA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

) OTMCAaHNE KOHTPOJIS KPUTUUECKUX CTaJui MPOU3BOJICTBA U MPOMEKYTOUHOM MPOIYKIINH;
€) JOKyMEHTaJIbHOE MOITBEPKACHUE (BaTUIAIM) TPOLIECCOB U (UJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYpa JACHCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTHKA IPUMECEH;

1) crieundukanys Ha papMaleBTHUECKYI0 CyOCTaHIINIO U €e 000CHOBAHUE;

K) AaHaINTHYECKHE METOJIUKH, WCIIOJIB3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(hapmaiieBTHUECKOI CyOCTaHIINN;

J) JOKyMEHTaJIbHOE MOATBEPKIACHUE (BaUAAUA) aHAIUTHUYECKUX METOJHK, HCIOIb3yEeMbIX MpU
OCYIIECTBIICHIUH KOHTPOJIS KauecTBa (papmalneBTH4ecKoi cyOcTaHIuy;

M) pe3yJIbTaThl aHAIM3a CEPHM (papMarleBTUUECKON CyOCTaHIINM;

H) IMepeueHb CTaHJApTHBIX OOpa3IOB WM BEUIECTB, HCIOJIb3YEMBIX IPHU OCYILIECTBICHUU
KOHTPOJIA Ka4eCTBa,

0) OMHCAaHNE XapAaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYTIOPOYHBIX CPE/ICTB;

1) IJaHHBIC O CTA0MIIBHOCTH (papMarieBTUIECKON CyOCTaHIIHH;

P) CPOK F'OJIHOCTH;

2) B OTHOIIEHWH (papManeBTUUYECKUX CyOCTaHIMH, BXOIIIIMX B COCTaB JIEKAPCTBEHHOTO
npenapara ¥ BKJIIOUYCHHBIX B TOCYIApCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosiero deaepaibHOro 3aKOHA:

a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, 00IlIre CBOICTBA,

0) HaMMEHOBaHUE U a/IPEC MPOU3BOIUTEIS;

B) pe3yJIbTaThl aHANN3a cepuid (hapMarieBTHUECKON CyOCTaHIINN;

T') CPOK TOJTHOCTH;

3) B OTHOIIICHUH JIEKAPCTBEHHOTO MpernaparTa il MeIUIIMHCKOTO TPUMECHEHHUS:

a) OIIMCAaHUEC U COCTaB JICKAPCTBCHHOI'O IIpC€riapaTta Ajd MEAUIUHCKOIO IPUMCHCHU,

0) omucanue (apmareBTHUECKONH pa3paboTku (0OOCHOBaHHME BBIOOpa cCOCTaBa, MEPBUYHOMN
YIaKOBKH);

B) TE€XHOJIOTHSI POU3BOJICTBA C ONMMCAHUEM CTaJWM MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJCTBA;

I) OIUCaHUE KOHTPOJIA KPUTUYECKUX CTaguil mpolecca MPOU3BOACTBA MU IMPOMEXKYTOUHON

www.consultant.ru CrpaHvua 104 n3 157
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

POAYKLHUY;

J1) HAaMEHOBAaHUE U aJIpec MecTa OCYILIECTBICHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO Ipenapara JJis
MEJUIMHCKOTO IMPUMEHEHUS (B Clyyae HAJIWYMS HECKOJBKMX YUYAaCTHUKOB IIpollecca IPOMU3BOJCTBA
YKa3bIBa€TCs KaXIAbIi U3 HUX);

e) ¢apmareBTUIECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaIbHbIM OalaHC U1 MPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

1) OIIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaIM1alus) POLIECCOB IPOU3BOCTBA U (WIN) UX OLICHKA;

1) TpeOOBaHUs K KAUECTBY BCIIOMOTATEIHHBIX BEIIECTB;

M) AHAIIUTUYCCKUE MCETOJAUKH, HCIOJB3YEMBIC TIIpU OCYHICCTBJICHUNW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC MMOATBCPIKIACHUC (BaJ'II/I,[[aI_II/ISI) AHAIIUTUYCCKUX MCETOIAUK, UCIIOJIB3YEMbBIX IMPU
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IHCI)OpMaL[I/ISI 00 HCIIOJB30BAaHUM BCIIOMOTATEIbHBIX BCIICCTB YCIIOBCUYCCKOTO M KHMBOTHOI'O
IIPOUCXOKIACHUA,

1) uH(opmanus 06 UCIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOOBaHMA K KayecTBy JIEKapCTBEHHOTO IIperapara Il MEIUIMHCKOTO IPUMEHEHHS
(cepTudukar, cnenudukalys Ha JeKapCTBEHHBIH Mpenapar u X 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBICHHU KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO IIperiapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHUS

T) AOKYMCHTAJIBHOC IMOATBCPIKIACHUC (Bannz[aum[) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyCMbIX IIPH
OCYHICCTBJICHNHN KOHTPOJIA KAa4Y€CTBA JICKAPCTBCHHOTO ITpe€riapaTta Jjid MEJUIWUHCKOI'O IPUMCHCHHA

y) pe3yJbTaThl aHAIN30B CEPUl IEKAPCTBEHHOTO IIpenapara Jjisi MeIUIIMHCKOTO IPUMEHECHNS;
&) xapakTepucTuKa mpUMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHHU KOHTPOJIA KauCCTBA
JICKApCTBCHHOTO IIpCriapaTa JJIsd MCIUIUHCKOI'O IPUMCHCHUS

11) JaHHbIE O CTAOMJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyuisi MEJULIMHCKOTO IPUMEHEHMSL.
(uacts 2.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIAETCA C COONOJeHHEM TpeOoBaHU
MPOMBIIIJIEHHOTO ~ periaMeHTa,  KOTOpPBI  YTBEpXKJaeTCs  PYKOBOAHUTENEM  IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB M BKIIOUYAET B ce0s MepeyeHb UCTIONB3YEMBIX (hapMalleBTHUECKUX CYOCTaHIIHIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

M BCIIOMOT'ATCJIBHBIX BCIICCTB C YKAa3aHHWEM KOJIMYCCTBA KAXKIAOI'O U3 HHUX, HAHHDLIC 00 HCIIOJIb3yEMOM
060pyz[013aH1/11/1, OIMMUCAHUC TCXHOJIOTHMYCCKOTO IIponecca MU MCECTOAOB KOHTPOJII Ha BCCX JITallax
IMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB.

4. Tlpm TPOW3BOJACTBE JIGKAPCTBEHHBIX TWPEMapaToB JUIsl MEIUIMHCKOTO TPUMEHEHUS
UCTIONB3YIOTCS (DapMareBTHUECKHE CyOCTaHITUH, CBEICHHUS O KOTOPBIX COIEPIKATCS B TOCYIAPCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEICTB Uil MEIUIUHCKOTO NpHUMEHEHuss U (WIKM) €IUHOM peecTpe
3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CpPeACTB  EBpasuilckoro 3IKOHOMHUYECKOTO  COm3a, 3a
UCKITIOYeHHEeM (apMaleBTUYeCKUX CyOCTaHIU, MPOW3BOAUMBIX [UIsl TPOBEACHUS KIMHUYECKUX
UCCleIoBaHMM ¥ (Win) [yt SKkcnopTa. [Ipu mpou3BOACTBE JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO
MPUMEHEHHS HCIONB3YIOTCA (papMmaneBTHUYeCKne CyOCTaHIIMHM, CBEISHHS O KOTOPBIX COJIEp)KaTcs B
TOCYJJAQPCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEACTB Ui BETEPUHAPHOTO TPUMEHEHUsS, W (WIN)
roCy/1apCTBEHHOM PEeCcTpe JEKAPCTBEHHBIX CPEICTB JJIS MEIUIMHCKOTO NMPUMEHEHHS, U (UITH) SAUHOM
peecTpe  3aperucTpUpOBaHHBIX  BETEPHUHAPHBIX  JIEKAPCTBEHHBIX  MpemapatoB  EBpasuiickoro
SKOHOMHUYECKOTO COI03a, W (WJIHM) €IUHOM pPEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, 3a HCKIIOYeHHEM (hapMaleBTHUECKUX CyOCTaHIUH,
MIPOU3BOIUMBIX Ul TIPOBEICHHUS KIMHUYECKHX HCCIeNoBaHWN W (wmm) s skcrnopra. K mporeccy
MPOU3BOJICTBA  (hapMalEBTHUECKOW CYOCTAaHIIMM OTHOCSTCS JIIOOBIE CTaJMH  TEXHOJIIOTHYECKOTO
mpouecca, TMO3BOJSIONIME  MOJYYHUTh TOTOBBIM  MPOAYKT, COOTBETCTBYIOIIMNA  TpeOOBaHUSAM
¢dapmakomneiiHOil cTaTbd, B TOM 4Hcle (EepMEHTalus, OSKCTPAKLUsA, OYUCTKA, BBIJICICHUE,
MEePEeKPUCTANIN3AllNS, BBICYIIMBAaHUE, HW3MeIbueHHE. B cioyuae HEOOXOIMMOCTH HWCIOIB30BaHUS
STHJIOBOTO CIIUPTA, B TOM 4HUCie (apMaleBTUYECKONH CyOCTaHIIMM CIIMPTA ATUIOBOTO (3TaHOMA), TPHU
MIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEICTB B KAauyeCTBE JCHCTBYIOIIEro M (WJIM) BCIIOMOTAaTEIbHOTO
BEIIECTBA, a TaKKe B WHBIX TEXHOJOTHMUECKUX MEISIX JOJDKHA OBITh HCIOJIB30BaHA TOJBKO
(dhapmarnieBTHUeCKas CyOCTaHIIUS CIIUPTA ATHIOBOTO (3TAaHO).

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JEKapCTBEHHBIX NPENapaTroB s MEIULUHCKOIO NPUMEHEHHs, B OTHOIIECHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K OOBEMY Tapbl, YNMaKOBKE M KOMIUIEKTHOCTH, IT€peueHb
JIEKAPCTBEHHBIX  IIPENapaTroB I  BETEPUHAPHOTO IPUMEHEHHs, B  OTHOLIEHWH KOTOPBIX
yCTaHaBJIMBAIOTCS TPeOOBaHUS K O00bEMY Taphl, a Takke TpeOOBaHUS K OObEMY Taphl, YIaKOBKE U
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO NPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Ul  BETEPUHAPHOIO  INPUMEHEHMsI  OIPEAEISAIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYCHHBIMH (peepabHBIMM OpraHaMy HCIOJHUTENIBHOW BIACTH B
nopszike, ycraHoBieHHOM IIpaButensctBom Poccuiickoit @enepannn.

(uacts 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3zaiyu, OCYIIECTBIISIONME NPOU3BOACTBO (apMaleBTUUECKOW CYOCTaHLMHU CIHPTA
STUJIOBOTO (3TaHOMIA) I MPOU3BOJCTBA CIMPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPENaparoB, 0Os3aHbI
OCYILECTBIISITh YUET B MOPAJKE, YCTAHOBICHHOM CTaThiMu 8 U 14 ®denepalnbHOro 3aKoHa OT 22 HOSOPS
1995 roma N 171-®3 "O rocyaapCTBEHHOM pEryJIUPOBAHUU TPOU3BOJCTBA M 00OpPOTAa ITHUIOBOTO
CIUPTA, AJIKOTOJIBHONW M CHHPTOCOAEpkKalled NPOAYKIMH U 00 OrpaHMYEHUU NOTpeOaeHus (pacuTus)
ankoronpHOW mpoxaykiuu". [Ipow3BojacTBO (dapmaieBTUUECKOW CyOCTaHIIMM CIUpPTAa STUIIOBOTO
(3TaHONA) AOIMyCKaeTcsl TOJbKO OpraHM3aluel, OCYIIECTBISIOMEH MPONU3BOACTBO PEKTU(PHUKOBAHHOTO
STUJIOBOTO CIIUPTA U3 MUILIEBOTO ChIPbsS HA OCHOBAHWM JIMLEH3UU Ha MPOU3BOJCTBO 3TUJIOBOTO CIHMPTA
JUI TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIIMM CIHMPTa ITHIOBOTO (3TaHOIA) B COOTBETCTBUU C
tpeboBanusmu dDenepanbHoro 3akona ot 22 HosiOps 1995 roma N 171-®3 "O rocymapcTBEeHHOM
peryMpoBaHUM MPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ANKOTOJIBHOW M CHUPTOCOAEpIKaIIeH
MNPOAYKIMM W 00 OrpaHMYeHUM MOTpedsieHus (pacluThs) aJKOTOJBHOM MPOIYyKIUHU', METOAOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

pa3BCACHUsA BOJIOM OUMIIIEHHON TaKOro STHUJIOBOTO CIIMpTa, NPOU3BECACHHOT'O JaHHOM OpFaHI/I3aI_II/ICI>’I 10
MCCTY OCYHICCTBJICHUS ITPOU3BOACTBA (I)apMaHeBTquCKOﬁ Cy6CTaHL[I/II/I CIIMpPTa 3TUIJIOBOT'O (BTaHOHa).

(uactpb 4.2 BBenena denepanbubiM 3akoHoM oT 03.07.2016 N 261-D3; B pen. enepaibHOro 3aK0Ha OT
27.12.2019 N 481-D3)

4.3. NuauBuayanbHble NPEANPUHUMATENIN U IOPUINYECKHE JUIA, OCYIIECTBISIIONIME 3aKYNKy W
UCIOJIb30BaHuE (hapMaleBTHUECKONW CyOCTaHIIMU CIIUPTA STUIOBOTO (3TAaHOJA), & TAaKXkKe MPOU3BOJCTBO,
U3rotoBieHre M (wiM) oO0OpoT (32 HUCKIIOUYEHHUEM PpO3HUYHON MPOAAXKH) CIUPTOCOAEPIKAIINX
JICKapCTBEHHBIX IPENapaToB, O0s3aHbl OCYILECTBIIATh MX YYeT U JAEKIapUpOBaHUE B TOpSJIKE,
YCTAaHOBJIEHHOM cTathaMu 8 u 14 ®PexpepanbHOro 3akoHa or 22 HosOps 1995 roma N 171-®3 "O
roCy/1apCTBEHHOM pEryJMpOBaHMM MPOU3BOJACTBA M 000pPOTa STHJIOBOTO CIUPTA, aJKOTOJBHON U
COUpTOCOJepXKalel MNpOAYKIMM W 00 OrpaHWYeHUH MOTpedsieHns (pacnuTHs) aJIKOTOJIbHOMN
MPOAYKIHH".

(uacts 4.3 BBeieHa PenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm npOU3BOJCTBE JIEKAPCTBEHHBIX IMpENapaToB Il BETEPUHAPHOIO MPUMEHEHUS
JIOMTYCKAETCsl HUCIONB30BAaHUE MPOW3BEICHHBIX JUIS peanu3alu  (apMaleBTUYECKUX CYOCTaHIIHMN,
BKJIFOUEHHBIX B TOCYJAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB YITOJHOMOYEHHBIM (efepaabHbIM
OpraHOM WCIIOJTHUTEIIbHOW BJIACTH, OCYIICCTBISIONIAM BEACHHUE TOCYJAapCTBEHHOTO peecTpa
JIEKApCTBEHHBIX CPEJICTB IS MEAUIIMHCKOTO TPUMEHEHHS.

(uacts 4.4 BBenena OenepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)

5. Banpemiaercst MPOU3BOACTBO:

1) nexapcTBEHHBIX CPEICTB, CBEIEHHS O KOTOPBIX HE COJIEpXKATCA B TOCYAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPEJICTB JUISI MEIUIIMHCKOTO MpPUMEHEHHs, U (WIHM) TOCYyAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX  CPEACTB JUISl  BETEpPUHApPHOTO MpUMEHEHHs, W (WIM) €AUHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro SKOHOMUYECKOTro CO03a, U (M) €IMHOM
peecTpe  3aperMCTPUPOBAaHHBIX  BETEPUHAPHBIX  JICKApPCTBEHHBIX  mpemaparoB  EBpasmiickoro
HKOHOMHUYECKOTO COI03a, 32 UCKIIOUYEHUEM JIEKAPCTBEHHBIX CPEACTB, MIPOU3BOJUMBIX JJISI MIPOBEACHUS
KIIMHUYCCKHUX I/ICCJ'IGIIOBaHI/Iﬁ HJIN U1 QKCIIOPTA,

(n. 1 B pen. ®exnepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) dhanbCcupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexkapcTBEHHBIX CPEACTB 0€3 JIMIEH3UH Ha POU3BOCTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPEACTB C HAPYHNICHUEM MHNpPABUJI OpTraHHU3allMHd HNPOU3BOACTBA W KOHTPOJIA
KaucCTBA JICKAPCTBCHHBIX CPCACTB,

5) yrpatui cuity. - @enepaibHblil 3aKoH oT 27.12.2019 N 481-D3;

6) crnupToCOAEpIKANINX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapmaiieBTHUECKON CyOCTaHIIMM CHOUpPTa 3TUJIOBOrO (3TaHoja) M (WIM) MO MECTy OCYIIECTBICHUS
IIPOM3BOJICTBA STUJIOBOIO CIUPTA;

(. 6 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Koncynprantllntoc: npumeuanue.
®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-D3 ct1. 14.1 @3 ot 22.11.1995 N 171-03 uznoxena B
HOBOW pepakiuu, HopMma O. 1.1 cr. 14.1 crapoil penakuuun @3 cooTBeTcTBYET HOpME II. 2 cT. 14.1
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

HOBOM pPEIAKIINHU.

7) dapmareBTHYECKONH CyOCTaHIIMU CIHMPTa STUIIOBOTO (dTaHOJA) U (WJIM) CIIMPTOCOIEPIKAIINX
JICKapCTBEHHBIX MPENapaToB HAa OCHOBHOM TEXHOJIOTMYECKOM OOOpYJOBaHUM JUIsl IMPOU3BOJACTBA
STUJIOBOTO CIUPTa, YKa3aHHOM B IyHKTe 1.1 crathu 14.1 ®dexnepanbHoro 3akoHa ot 22 Hos0ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMpPOBAHUHU MPOU3BOACTBA M 000POTa ATUIOBOTO CIIUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXAlled NPOAYKIMH W 00 OrpaHUYCHUHM NOTpeOIeHUs (paciuThs)
QIIKOTOJILHOM MPOAYKITHH".

(n. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOmE IIEKApPCTBEHHBIX CPEACTB B TPaXIAHCKUH 00OpPOT YHMOJTHOMOUYEHHOE JIHIIO
MIPOU3BOIUTENIS IEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET MOATBEPKACHNE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMUAM, YCTAHOBJIEHHBIM IMPU MX TOCYJApCTBEHHOH PErucTpanvu, U TrapaHTUPYET, YTo
JICKApCTBCHHBIC CpCACTBa MNPOU3IBCIACHBI B COOTBCTCTBUH C Tp€6OBaHI/IHMI/I IpaBuJl Haz[ﬂexcameﬁ
HpOH3BOHCTBGHHOfI IMPAKTHUKH.

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

7. YIOJIHOMOYEHHBIM JUIIOM HPOU3BOIAMTENS JIGCKAPCTBEHHBIX CPEJICTB SBISACTCS €ro pabOTHHK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM HCIIOJHUTEIHHON BIACTH
MOPSJIKE U UMEIOIIUI CTak pabOThI HE MEHEEe YeM TISTh JIET B 00JIACTH IPOU3BOJICTBA U (MITH) KOHTPOJIIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE OOpa3oBaHWE COOTBETCTBEHHO II0 OJHOH U3
crenuagbHOCTe W (WIM) OJHOMY W3 HAIpPaBJICHUH TOATOTOBKU: OWOJIOTHS, OWOTEXHOJIOTHS,
BETCPUHAPHS, BETECPHHAPHO-CAHUTApPHAS JKCIIEPTH3a, KIMHUYECKAas MEIUIMHA, pPaJIUallMOHHAs,
XUMHYECKass W OWoJorudeckas 3amura, QapMmaius, (QyHIaMEHTalbHAs MEAWIIMHA, XHMHYECKas
TEXHOJIOTHS, XUMHSL.

(B pen. @enepanbhbix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-03)

8. IIpow3BoauTENH JEKAPCTBEHHBIX CPEACTB (32 MCKIIOYCHHUEM (papMaleBTUICCKOW CyOCTaHIIHH
CIIUPTa STUJIOBOTO (TAaHOJIa) MOTYT OCYIIECTBIISTH MPOAAXY JICKAPCTBEHHBIX CPEJICTB WIW TIEpeIaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM mpoU3BOAUTEINSAM JIEKAPCTBEHHBIX CPEJICTB JUISl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;

2) opraHu3anysaM ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHu3alMsIM, BETEPUHAPHBIM AaNTEYHbIM OpraHMU3alMsIM, WHAUBUAYAJIbHBIM
MpeANpPUHUMATENSM, UMEIOIIKUM JIMIIEH3UI0 Ha (papMaleBTUUECKYIO NESTENbHOCTh WM JIMLEH3UI0 Ha

MCIUIHNHCKYIO ACATCIIbHOCTD,

4) Hay4HBIM OPraHU3alUsIM I HAyYHO-HCCIIeI0BATEIILCKON PabOTHI;
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

5) MEAMLIMHCKUM OpraHU3alUsAM U BETEpUHAPHBIM OpPraHU3aLUsAM;
6) opraHuzauusM M UHAMBUAYAJIbHBIM MpPEANPUHUMATENSAM, OCYLIECTBIISIOIIMM pa3BelICHUE,

BBIPALIMBAHUE M COJAEPKAHME O>KUBOTHBIX (33 HCKIIOYEHHEM TMpOJaXu WM (papManeBTHUECKUX
cyOCTaHIIMI WK WX TIepeadn ),
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(m. 6 B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

7) WCTBITATENBHBIM JTA0OpATOPUSM (LIEHTPaM), MPOBOJSAIINM HCHBITAHUS B OOJACTH KOHTPOJS
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, AaKKPEAUTOBAHHBIM B COOTBETCTBMM C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepaiu 00 akKpeIUTalMKA B HAITMOHAILHON CUCTEME aKKPEIUTAIIUHU.

(. 7 BBeneH @enepanbHbiM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpousBoautenu QapMaleBTUYECKOW CyOCTaHIIMM CIUPTAa ASTHIOBOrO (3TaHONA) OOS3aHbI
OCYIIECTBIISITH Pealin3alnio (Mepeaayy B yCTAaHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit deneparuun
nopsake) (apmarneBTHUECKOW CyOCTaHIIMM  CIOHUPTa JTUIOBOTO  (9TAaHONA) TPOU3BOIUTEISM
JIEKApPCTBEHHBIX  CPEJACTB Ui  NIPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB,  MPOU3BOJUTEISAM
(M3roTOBUTENSAM) MEAUIIMHCKUX U3JEIUI JIJIsl POU3BOJICTBA U M3TOTOBIIEHUS MEIUITMHCKUX U3/IEIUI B
eMKOCTsIX o0bemMoM He Oosiee 1 nutpa u (unu) He meree 1000 nuTpoB, a opraHu3anusM, YKa3aHHBIM B
MyHKTax 3 - 5 ¥ 7 9acT § HACTOSIIEH CTaThH, B Tape 00beMoM He Oosiee 1 muTpa.

(uactp 9 BBeneHa DenepanbHbIM 3ak0oHOM OT 29.07.2017 N 278-D3; B pen. denepalbHbIX 3aKOHOB OT
27.12.2019 N 481-D3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJIEHHOM 3akoHonarenbcTBOM Poccuiickoit denepanuu
nopsike) papManeBTHISCKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (ITAaHOJA) OpraHW3aIUsM ONTOBOU
TOPTOBIIH JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOTYCKACTCA.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapmManeBTUUECKON CyOCTAaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA) OCYILECTBIISIOTCS C
coOroiIeHeM TpeOoBaHMM, YCTAaHOBJICHHBIX a03alleM YeTBEpThIM MyHKTa 3 crateu 9 degepasibHOrO
3akoHa OoT 22 HosA0ps 1995 roga N 171-®@3 "O rocynapCTBEHHOM pETyJIMPOBAHUM IIPOU3BOJCTBA U
00opoTa 3TWJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHMPTOCOAEpXKalled MPOAYKUMH M 00 OrpaHHMYEeHUU
noTpebieHus (pacuTHs) aJKOTOJIbHOM MpoayKuun'.

(dactp 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeaAcTB

1. JlexkapcTBeHHBIE Ipenaparsl, MPOLIEANINE ITOCYyJTApCTBEHHYIO PETHCTPALUIO B COOTBETCTBUH C
TpeboBaHUSIMH HacTosmiero demepaTbHOrO 3aKOHA, 32 HMCKIIOYEHHEM JIEKapCTBEHHBIX IIPETaparos,
M3TOTOBJICHHBIX  aNTEYHBIMH  OpPTraHU3alMSAMM, BETEPUHAPHBIMH  ANTEYHBIMH  OpPTaHU3AIMIMH,
WHIUBUIYaTbHBIMU  NPEANPHHAMATESIMH, WMEIOUIMMHU  JIMIEH3WI0 Ha  (papMareBTUYECKYIO
JesITeIbHOCTD, JTOJDKHBI IIOCTYNAaTh B 00palieHne, eCiu:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) Ha uX NEepBUYHONW YNAKOBKE (32 MCKIIIOUEHHWEM NEPBUYHOM YMAKOBKH JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPENapaToB) XOPOILIO YUTAEMbIM HIPU(TOM Ha PYCCKOM S3bIKE YKa3aHbl HAMMEHOBAaHHE
JIEKapCTBEHHOTO Ipenaparta (MEeXIyHapoJHOE HENaTeHTOBAaHHOEe, WM TIPYIIUPOBOYHOE, WU
XMMUYECKOE, MM TOProBO€ HAMMEHOBAHUE), HOMEP CEpHH, JaTa BITyCKa (151 MIMMYHOOHOJIOTHYECKUX
JICKapCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3UPOBKA WM KOHIIEHTpaLus, 00beM, aKTUBHOCTh B
€AMHULIAX JEeHCTBUS WIH KOJIMYECTBO J103;

(B pen. ®enepanbubix 3aKk0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEeOUTENIbCKON) YMAaKOBKE XOPOIIO YMTAEMbIM IIPU(PTOM Ha PYCCKOM
A3bIKE YKa3aHbl HaMMEHOBAHME JIEKAPCTBEHHOI'O Ipernapara (MeXIyHapoJHOe HENaTEeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WM XMMHUYECKOE M TOProBO€ HAUMEHOBaHMs), HAaUMEHOBaHHE IPOM3BOIUTENS
JIEKapCTBEHHOTO MpenapaTa, HOMEp CepHH, Jara BhITycKa (11 UMMYHOOHOJIOTMYECKUX JIEKaPCTBEHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

IIpernaparoB), HOMEP PErMCTPALMOHHOIO YJOCTOBEPEHUS, CPOK TOJHOCTH, CIIOCOO NpPUMEHEHUs,
JI03MPOBKAa WMJIM KOHILIEHTpAIMsi, 00beM, aKTUBHOCTh B €IMHHUIAX JCHCTBUS JTMOO KOJIMYECTBO 703 B
yIIaKOBKEe, JIEKapCTBEHHass (opMa, YCIOBUS OTIYCKa, YCJIOBUS XpaHEHHs, MpeaylnpeauTeabHbIe
HAJIIUCH.

(B pen. ®enepanbHbix 3aKkoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapmarieBTUYECKHE CYOCTaHIIMKM JOJDKHBI MOCTYNATh B OOpAIICHUE, €CIM Ha WX MEePBHYHOU
yIIAKOBKE  XOPOIIO YUTaeMbIM IIPUPTOM HAa PYCCKOM  S3bIKE yKa3aHbl HAaMMEHOBAaHHWE
(dapmaieBTHUECKON cyOcTaHIIMU (MEXAyHApPOJHOE HEMATeHTOBAaHHOE, WU TPYNIHUPOBOYHOE, WU
XUMHYECKOE W TOProBO€ HAMMCHOBAHHWsS), HAUMEHOBAHHME TPOM3BOAMTENS (hapMareBTUIECKON
CyOCTaHIIMKM, HOMEp CEepHHM W JlaTa HM3TOTOBJICHUS, KOJIMYECTBO B YIAKOBKE W CIWHUIIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOAHOCTH M YCIIOBUS XpaHCHHUS.

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

3. HeKapCTBCHHBIe cpeacTtBa B KaUCCTBE CBhIBOPOTOK MOOJDKHBI IIOCTYIIATh B o6pameHHe C
YKa3aHHuEM JKUBOTHOI'O, U3 KPOBH, I1JIa3MbI KPOBU, OPTraHOB U TKaHeH KOTOPOI'0 OHU ITOJIYUCHHBI.

4. Ha BTOpuuHYyIO (TOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPENCTB, IMOJYyYEHHBIX U3
KpOBH, IJIa3Mbl KPOBM, OPraHOB M TKaHEW 4YeNOBEKa, JOJDKHA HAHOCUTHCA HAANMCH: "AHTHTENa K
BU1Y-1, BUY-2, k Bupycy renatuta C 1 IOBEPXHOCTHBIM aHTUTEH BUpyca renartura B orcyrcTByror".

5. Ha  nmnepBuyHyr0  yHakoBKy U  BTOPUYHYIO  (HOTPEOUTEIBCKYIO)  YHAKOBKY
paanodapMaleBTHUECKUX JIGKAPCTBEHHBIX CPEICTB JO/DKEH HAHOCUTHCS 3HAK  paguallOHHON
OMAaCHOCTH.

6. Ha BTopuuHyto (IOTpEOUTEIHCKYI0) YIAKOBKY TOMEOMATUICCKUX JICKAPCTBEHHBIX MPENapaToB
JIOJDKHA HAHOCUTHCI HAAMUCh: "'["'oMeonaTtnueckuii”.

7. Ha BrOpuuHyto (HOTpeOUTENbCKYI0) YMAKOBKY JIEKaPCTBEHHBIX PACTUTENBbHBIX IpenapaToB
JIOJKHA HAHOCUTBCS Haanuch: "[Ipoaykius nponuia paiuaiimOHHbIA KOHTPOJIb' .

8. Ha mepBuuHyl0 YMakoBKy (eci Al STOrO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX TPENaparoB, MpPeAHA3HAYCHHBIX s
KIMHUYECKUX MCCIICA0OBAHNM, TOJDKHA HAHOCUTBCS HAAMUCh: " J{J11 KITMHUYECKUX MCCIIeA0BaHUN".

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. VYmakoBka JIEKapCTBEHHBIX CPENICTB, MPEAHA3HAYCHHBIX MCKIIOUYUTEIBHO IS JKCIOPTa,
MapKUpPYeTCsl B COOTBETCTBHH C TPEOOBAHUSIMH CTPAHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyro Tapy, KOTOpas He NpelHa3HayeHa A MoTpeOuTeneil u B KOTOPYIO
MOMEIICHO JIEKApCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS WMHGpOpMalus O HAUMEHOBAHUH, CEpUHU
JIEKapCTBEHHOI'O CPEJCTBA, JaTe€ BBIYCKA, KOJIMYECTBE BTOPUYHBIX (IIOTPEOMTENBCKHUX) YIAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOJUTENE JIEKAPCTBEHHOIO CPEACTBA C YKAa3aHUEM HAaUMEHOBaHHS U
MECTOHAXOXKICHHSI TPOU3BOAUTENS JIEKAPCTBEHHOI'O CpeACTBa (aapec, B TOM YHUCIE CcTpaHa U (WIIH)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKXKE O CPOKE FOJTHOCTH JIEKAPCTBEHHOT'O CPEJICTBA
u 00 YCIOBUSAX €ro XpaHeHHs M NEepeBO3KU, HEOOXOAMMBbIE NpeAyNpeAUTeNbHblE HAAIMUCH U
MaHUITYJIATOPHBIC 3HAKH.

11. Ha mepBHuYHYI0 yMakOBKY M BTOPHUYHYIO (TOTPEOHMTEIHCKYIO) YHMAKOBKY JIEKAPCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO MPHUMEHEHHs JIOJDKHA HAHOCUTHCS HaAmuch: "Jlisg BeTepuHapHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MpUMEHeHus".

12. Ha BrOopuuHyIO (IOTPEOHTEILCKYIO) YIAKOBKY JEKAapCTBEHHOTO IpenapaTa HaHOCHUTCS
LITPUXOBOH KOJI.

. 'naBa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®EAEPALIUIO U BblBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOU ®EOEPALIUA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratbs 47. Nopsapnok BBO3a NeKkapcTBEHHbIX cpeacTB B Poccumnckyro ®epgepaumio mn
BbIBO3a JfIeKapCTBEHHbIX cpeacTB 3 Poccunckon ®epepauumn
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHBbIX cpenctB B Poccuiickyro ®enepaiuio OCyIIECTBISIETCS B HOPSIKE,
ycraHoBiicHHOM  [IpaButensctBom  Poccuiickoit  @enepaunr, B  COOTBETCTBUM C  aKTaMH,
coctapsitonuMu mipaBo Coro3a, U (WIK) 3aKOHOAATeNsCTBOM Poccuiickoit denepayii 0 TaMOXKEHHOM
peryJupoBaHUH.

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

KouncynbrantlIntoc: npumeyanue.

Jo 31.12.2024 poccuiicKuM NPOU3BOAUTEINSAM Pa3pelIEHO B YBEIOMHUTEIBHOM IOPSAKE BBO3HUTH HE
BHECEHHbIE B peecTp (apmaneBTHUYEeCKUe CYOCTaHIIMM JUIsI BETEPUHAPHOTO TNPUMEHEHUS s
MIPOU3BOJICTBA 3aPETUCTPUPOBAHHBIX JiekKapcTBeHHBIX cpeacTB ([locranoBnenue [IpaBurenscrea PO
ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyro ®Denepanuio JIEKapCTBEHHBIE CPENCTBA JOJDKHBI COJEPIKATHCS B
rOCYJapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEICTB, WU €IWHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CpeACTB  EBpa3suiicCKOro 3KOHOMHMYECKOTO COK3a, WIM €IUHOM peecTpe
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3HiiCKOro 3KOHOMHYECKOIO
COMo3a.

(B pen. denepanbubix 3akoHOB OT 06.12.2011 N 409-@3, ot 27.12.2019 N _462-®3, ot 30.01.2024 N
1-@3)

3. Homyckaetcst BBo3 B Poccuiickyto @enepanyito KOHKPETHON MapTHH 3aperUCTPUPOBAHHBIX U
(W) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NpPEJHA3HAYEHHBIX JUId Pa3pabOTKu
JICKapCTBEHHBIX CPEACTB, NMPOBEJCHUS HAYYHBIX M HHBIX HCCIEIOBaHWN, NMPOBENCHUS KIMHUYECKHX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENApaTOB, NMPOBENEHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB AJIS
OCYIIECTBJIEHUS] TOCY/JIapCTBEHHONW PETUCTPAllMM WM PETUCTPALMU JIEKAPCTBEHHBIX IPENapaToB WU
JUIS OKa3aHWs MEIUIMHCKOM IOMOIIM IO >U3HEHHBIM IIOKA3aHUSM KOHKPETHOIO MalMeHTa Ha
OCHOBAaHUM DA3pPELICHMs], BBIJAHHOIO YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJHUTEIbHON
BJIACTH TIO 3asIBJICHUSM JIMII, YKa3aHHbBIX B cTaTthe 48 HacTosmero denepanbHOro 3akoHa. Paccmorpenue
TAKOTO 3asBJICHUS W MPHUHIATHE pEIIEeHHs O BblJaue pas3pelleHUus Ha BBO3 KOHKPETHOM MapTUH
3apEeTUCTPUPOBAHHBIX U (WJIM) HE3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpEAHA3HAYEHHBIX
JUIs pa3pabOTKU JIEKApCTBEHHBIX CPEJCTB, MPOBEACHUS HAYYHBIX M MHBIX UCCIEIOBaHWUN, MPOBEACHUS
KJIMHUYECKUX MCCIEN0BAaHUMN JIEKAPCTBEHHBIX IPENapaTroB, MPOBENEHUS SKCIEPTU3bl JEKapCTBEHHBIX
CPEICTB JJIsi OCYIIECTBJIEHUS TOCYJAapCTBEHHON pEerucTpanuuyl WM PErUCTpaldd JIEKAPCTBEHHBIX
MpernapaToB WM JJI1 OKa3aHHUS METUIMHCKOM IMOMOIIM MO >KU3HEHHBIM MOKa3aHUSM KOHKPETHOI'O
namueHTa Jn6o o0 O0TKa3e B Bbllaye yKa3aHHOI'O Pa3pelIeHus IPOU3BOJSATCS B CPOK, HE MPEBBIIAIOIINI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

nsATH pabouux aHel. [1naTa 3a Beljauy yKa3aHHOTO pa3pelleHus! He B3UMaeTcs.
(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

3.1. ¥Yrparun cuny c¢ | auBaps 2024 roga. - @enepanpHslii 3akoH ot 27.12.2019 N 475-03.

3.2. 1o 31 nexabps 2024 roma nomyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit denepaunu u
obpamenue B Poccuiickoit denepanuu ¢ ydeToM OCOOCHHOCTEH, yCTaHOBJICHHBIX [IpaBUTEIHCTBOM
Poccuiickoit denepannu, 3aperuCTpUPOBAaHHBIX JICKAPCTBEHHBIX IPENaparoB Ul MEIULHUHCKOIO
NPUMEHEHMS B yIaKOBKaX, IpeAHa3HaYeHHBIX JJIs 0OpalleHns B MHOCTPAHHBIX TOCYJapcTBax, B Cllydae
neeKTypbl JEeKapCTBEHHBIX IpenapaToB WM pUCKAa €€ BO3HUKHOBEHHS B CBSI3U C BBEJCHHEM B
otHowmeHuu Poccuniickoit Penepanvi OrpaHUYUTEIBHBIX MEP 3KOHOMHUYECKOT0 XapaKTepa MpU yCI0BUU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX IIPENapaToB TpPeOOBaHMSIM, YCTAHOBJIEHHBIM IIPH HUX
perucTpanmy, 3a UCKJIIOUeHueM TpeOOBaHUM K MEPBUYHON YMAaKOBKE, BTOPUYHOM (IOTPEOUTETHCKOIN)
yIaKOBKE, a TaKkKe IpPHU HAJMYUM Ha BTOPUYHOW (ITOTPEOUTENILCKOM) YyHaKOBKE JIEKAPCTBEHHBIX
[IPernapaToB, HAXOIAIUXCA B OOpallleHUH, CaMOKJIEAIIENHCs ITHKETKH, cojleprkaliell MHPOpMaLuio o
JIEKapCTBEHHOM IIpENapaTe Ha PyCCKOM SI3bIKE.

(uactp 3.2 BBeneHa PenepanbHbIM 3aK0HOM 0T 26.03.2022 N 64-@3; B pen. PenepalibHOTO 3aKOHA OT
19.12.2022 N 519-03)

3.3. Jomyckatorcs BBO3 B Poccmiickyto denepanuto u obpamenue B Poccuiickoit deaepamnuu ¢
Y4ETOM 0COOEHHOCTEH, YCTaHOBJICHHBIX [IpaBuTenscTBOM Poccuiickoit denepanuu,
3aperuCTPUPOBAHHBIX ~ OPUTHHANBHBIX  Op(aHHBIX  JEKAPCTBEHHBIX  MpemaparoB W (WiIH)
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB s MEIUIMHCKOrO NPUMEHEHUS B TEUYEHHE
JBEHAJIaTH MECALEB II0CiIe JaThl UX perucrpaunu B Poccuiickonn @enepauuu B YINAKOBKAX,
MpelHAa3HAYEHHBIX JJs1 OOpallleHus] B HHOCTPAHHBIX TOCYAApCTBaX, IMpPH YCIOBUU COOTBETCTBUS
BBO3MMBIX  JIGKAPCTBEHHBIX  MPENapatoB Uil  MEAMLMHCKOTO  MPUMEHEHHS  TpPeOOBaHUSM,
YCTAaHOBJCHHBIM NPU HX PErucTpaliy, 3a HCKIIOYEHHEM TpeOOBaHUM K NEpBUYHON YIaKOBKE,
BTOPUYHOM (MOTPEOUTETHCKOM) yIaKOBKE, U IPU HAJTMYUK HA BTOPUYHON (MOTPEOUTENHCKOM) yIaKOBKE
JICKApCTBEHHBIX IpEenapaToB JUIsI MEIUIMHCKOIO IPHUMEHEHHs, HaxoJIIIuXcsd B OOpalleHHH,
CaMOKJICSIIEHCS JTUKETKH, cojepxkamed HuHQOpMamulo O JIGKApCTBEHHOM Iperapare  JUIs
MEIUIIMHCKOTO PUMEHEHHS Ha PyCCKOM SI3bIKE. B OTHOIIEHNN JaHHBIX JIEKAPCTBEHHBIX IPENapaToB HE
MPUMEHSIIOTCS TOJIOKEHUs YacTu 7 cratb 9 m yacreit 1 m 2 crareu 52.1 Hactosimero denepaibHOrO
3aKOHa.

(uacts 3.3 BBeena @enepanbHbiM 3aKkoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyto @eneparyiito MOXHO BBO3UThH JIEKAPCTBEHHBIE CPEICTBA, KA4eCTBO KOTOPBIX
MOATBEPKICHO  CEPTH(PUKATOM  MPOUZBOTUTENS  JICKAPCTBEHHBIX  CPEICTB,  YAOCTOBEPSIOIIUM
COOTBETCTBUE BBO3UMBIX JICKAPCTBECHHBIX CPEICTB TPEOOBAHMSIM, YCTAHOBICHHBIM IPH UX PETHUCTPAIIUU
VI TIPOBEJICHUH TIPOIICTYP, CBA3aHHBIX C PETUCTPAITUCH.

(B pen. deaepanbubix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

5. 3ampemaerca BBo3 B Poccuiickyro ®enepanuio ¢anbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuUIMPOBAHHBIC JICKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBCHHBIC
CpPEACTBA MOMJIEKAT MIBATHIO M TMOCIEAYIONIEMY YHUYTOKEHUIO WIM BbIBO3y H3 Pocculickoit
®denepanun, KOHTpahaKTHBIE JIEKAPCTBEHHBIC CPEJICTBA - U3BITHIO M IMOCIECIYIONEMY YHUYTOKEHUIO.
YHuutoxxeHue win BbiBo3 U3 Poccuiickoit @eneparnuu danbcuuinpoBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HEJOOPOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OCYIIECTBIISIETCS 3@ CYET JIMLA, OCYIIECTBUBILIErO HUX BBO3. [lOpANOK YHHMUYTOKEHHUS H3BATBIX
¢banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpagaKTHBIX JIEKapCTBEHHBIX CPeACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoii deneparum.
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymectBistomue BB03 B Poccuiickyto ®enepannio  (darbCUPUIIMPOBAHHBIX
JICKapCTBEHHBIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit
denepauuu.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

8. BbIBO3 JIeKapCcTBEHHBIX cpeacTB U3 Poccuiickoit denepainn oCcyIecTBIsSETCS B COOTBETCTBUU C
aKTamu, cocTamistomuMu TpaBo Coro3a, W (Wiau) 3aKOHOAATeNbCcTBOM Poccuiickorn dexepanuu o
roCyJJapCTBEHHOM PETYJIMPOBAHNUN BHEIIHETOPTOBOM JESTEIBHOCTH.

(uacts 8 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHCKuii 000pOT JEKApPCTBEHHBIX MpPENapaToB AJIs MEAUIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro @Denepanuio, OCYHISCTBISACTCS C  COONIOJACHHEM TpPeOOBAHMUIA,
YCTAHOBJIEHHBIX cTaThel 52.1 Hactosmero deaepaabHOro 3aKOHa.

(dactp 9 BBenena denepanbHbpIM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynprantllntoc: mpumeyanue.
Y. 10 cr. 47 He pacupocTpaHsAeTCs Ha CEPHUM JIEKAPCTB ISl BETEPUHAPHOTO MPUMEHEHNUsI, BBEJCHHBIE

B rpaxaanckuii odoport g0 01.09.2023, xoTtopble MOANEKAT NPUMEHEHUIO 10 UCTEUEHHUSI CPOKA MX
rojgHocTt (D3 ot 02.07.2021 N 317-D3).

10. BBoa B rpaxaaHCKuii 000POT JIEKAPCTBEHHBIX MPENapaToB A BETEPUHAPHOTO MPUMEHEHUS,
BBE3EHHBIX (TepeMenieHHbIX) B Poccuiickyro @Demepamuio, OCYHIECTBISECTCS C COONIOJCHUEM
TpeOOBaHUil, yCTaHOBIEHHBIX CTaThell 52.2 HacTosmero denepanbHOTO 3aKOHA.

(gactp 10 BBenena ®@exnepanbubiM 3akoHoM OT 02.07.2021 N 317-03)

Cratba 48. Opuanyeckue nuua, KOTOpbIM pa3pelweH BBO3 JleKapCTBEHHbIX
cpeactB B Poccunckyro Penepauuio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBennsle cpenctBa B Poccuiickyro deneparuto MOryT BBO3UTH:
(B pen. deaepanbuoro 3axoHa ot 06.12.2011 N 409-D3)

1 ) IMPOU3BOAUTCIIN  JICKAPCTBCHHBIX CPCACTB  IJIA ueﬂeﬁ COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHBIE pa3paOOTYMKH JIEKAPCTBEHHBIX CPEJICTB M WHOCTPAHHBIC IPOU3BOAUTEIN
JIEKapCTBEHHBIX CPEACTB WM JApyrue IOpUAMYECKHE JIMIAa [0 TOpPYYEHHIO0 pa3padoTyuka
JIEKapCTBEHHOI'O CPEACTBA JUIsl pa3pabOTKMU JIEKAPCTBEHHBIX CPEJCTB, MPOBEACHUS HAYYHBIX M HMHBIX
UCCIIEIOBaHUM, POBEACHUS KIMHUYECKUX UCCIIeI0BaHUM JIEKapCTBEHHOT'O Mpemnapara, OCylIeCTBICHUS
rOCyJapCTBEHHOW pErucTpaluy WIM PErucTpaluy JICKapCTBEHHOI'O IIpenapara, BKIIOYEHUs
(apManieBTHUECKOH CyOCTaHLIMM B TOCYNApCTBEHHBIH PEECTp JICKApPCTBEHHBIX CPENCTB, KOHTPOJI
KayecTBa JICKAPCTBEHHBIX CPEICTB MPU HAIMYMU Pa3peIICHUs] YIIOJTHOMOUYEHHOTO (e/lepaIbHOro opraHa
WCIIOJIHUTEJILHOM BJIACTU HAa BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHBIX CPE/ICTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) OopraHu3anunu OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) wHayyHBle OpraHu3alud, OOpa3oBaTENbHBIE OpraHW3allMd  BBICHIETO  OOpa30BaHMI,
MIPOU3BOIUTENIN JIEKAPCTBEHHBIX CPEJICTB ISl pa3pabOTKH, MCCIICIOBAaHUMN, KOHTPOJISI O€30MacHOCTH,
KadecTBa, A(P()EKTHBHOCTH JICKAPCTBEHHBIX CPEACTB MPH HAIWYUU Pa3peIICHUS YIOJTHOMOYCHHOTO
(deaepaabHOro OpraHa UCIOJHUTEIBHON BIIACTH;

(B pen. ®enepanbHbix 3aKk0HOB OT 02.07.2013 N _185-D3, o1 30.01.2024 N _1-D3)

5) MeMIIMHCKHE OpTraHU3alluu, HHBIE YKa3aHHbIE B TyHKTaX | - 4 HACTOSIIEH CTaThbu OpraHU3aIuu
JUIS  OKa3aHWsl MEJWIMHCKOH TOMONIM TIO JXKU3HEHHBIM TIOKa3aHWSAM KOHKPETHOTO MalUeHTa NpU
HATMYUU PA3PEHICHUS YIIOJTHOMOYEHHOTO (eepabHOTO OpraHa WCIIOJHHUTEIHLHOW BIIACTH HAa BBO3
KOHKPETHOW TapTHUH JICKApPCTBEHHOTO Ipernapara, BBIJAHHOTO B YCTAHOBJICHHOM MOpsIKe B (dopMme
3JIEKTPOHHOTO JJOKYMEHTA, MMOANMCAHHOTO YCUICHHON KBATU(HUITUPOBAHHOM JICKTPOHHON MOJIIHUCHIO;
(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatuia cuity ¢ 1 ssuBaps 2024 rona. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3.

7) IpOU3BOAUTENIN METULIMHCKUX U3ICIUM JIJIS 1IEJIe MPOU3BOICTBA METULIMHCKUX U3CIIUMA.
(n. 7 BBeneH @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [lokyMeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckomn
Penepaumnm npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccunckyro ®eanepauyuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e JeKkapCTBEHHBIX cpeacTtB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OPIaHbI
Poccniickoit denepanuu Hapsay ¢ JOKYMEHTAMM, MPEICTABICHUE KOTOPBIX MPELYCMOTPEHO AKTaMHU,
coctaBysrolMu 1ipaBo Coro3a, U (MiM) 3akoHOAaTenbcTBOM Poccuiickoil depepanun o TaMOKEHHOM
peryIupoBaHHUHU, PEACTABISIOTCS CIEAYIONINE JOKYMEHTHI B 3JIEKTPOHHOHN (opme:

(B pen. ®enepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

1) ceprudukar TPOU3BOIUTENS JICKAPCTBEHHOTO CPEACTBA JIsi BETEPUHAPHOTO MPHUMEHEHUS,
YAOCTOBEPSIONMINNA  COOTBETCTBME BBO3MMOTO JICKAPDCTBEHHOTO CPEJICTBA JUISI  BETEPHHAPHOTO
MPUMEHEHHS TpeOoBaHUAM (papMakoNeHHONW cTaThU JIMOO B CiIydae €€ OTCYTCTBHUS HOPMATHBHOTO
JTOKYMEHTA;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) paspelieHHe YIOJIHOMOYEHHOro (eepaJbHOr0 OpraHa HCHOJHHUTENIbHOM BIacTW Ha BBO3
KOHKpPETHOH NapTUU JIEKaPCTBEHHOI'O CPEACTBA B CIlIydasX, YCTAaHOBJIIEHHBIX 4YacTbio 3 crtarbu 47
HacTosAuero PeneparbHOrO 3aKOHa.

2. JIOKyMEeHTBI, yKa3aHHblE B IyHKTax | W 2 vactu | HacTosIIeW CTaThH, NMPEICTABISAIOTCS B
TaMOXeHHBIe opraHbl Poccutickori denepanyu mpu IpUOBITHN JIEKAPCTBEHHBIX CPEACTB B Poccuiickyro
denepanuro.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratbsa 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuickyro depepaumio ans
JINYHOrO UCMNOSIb30BaHUA U UHbLIX HEKOMMEpYeCKUX Uuernen, a Takke ansa
MCNONIb30BaHUA Ha TEPPUTOPUN MEXAYHAPOAHOro MeAULMHCKOrO Knacrepa

www.consultant.ru CrpaHvua 114 ns3 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100389&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=464272&amp;date=22.10.2024&amp;dst=101846&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100390&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397815&amp;date=22.10.2024&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=201711&amp;date=22.10.2024&amp;dst=100082&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470335&amp;date=22.10.2024&amp;dst=100095&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100391&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=22.10.2024&amp;dst=100837&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=22.10.2024&amp;dst=100838&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100394&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100395&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=22.10.2024&amp;dst=100839&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, o1 29.06.2015 N_160-D3)

1. JlekapcTBeHHBIE TpemapaTbl MOTYT ObITh BBe3eHbl B Poccuiickyro denepammio 0e3 ydera
TpeOOBaHUM, MPEAYyCMOTPEHHBIX uacTamMu | - 4 cratbu 47, crateimu 48 u 49 Hacrosmiero
denepanbHOrO 3aK0HA, €CJIM OHU MPETHa3HAYCHBI IS
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

1) nMMYHOTO WCMONBb30BaHUA (DU3MUECKUMHU JHIIAaMH, TpUOBIBIIMMU B Poccuiickyro ®exneparuto.
IIpu »toM BBO3 B Poccuiickyro @enepanuio JIEKApCTBEHHBIX IPENAapaToB, COJEPKaLINX
CWIbHOACWUCTBYIOIME W (WMJIM) SJAOBUTHIE BELIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CHJIBHOJICMCTBYIOIIUX BEIIECTB JJIS L€l yroloBHOro 3akoHoaarenbcTBa Poceuiickoit denepannu u B
CIIMCOK SIAOBUTBHIX BEHIECTB JUIS II€J€H YrOJOBHOTO 3akoHoAaTenbcTBa Poccuiickoit dexpeparuu,
yTBepxkaeHHble [IpaBurensctBoM Poccuiickoit @enepannn, OCyEeCTBISIETCS IPU HAIMYUU JOKYMEHTOB
(3aBEpeHHBIX KOMHI JOKYMEHTOB HIIM 3aBEPEHHBIX BBITUCOK W3 HHX), MOATBEPKIAIONINX Ha3HAUCHUE
¢buznuecKkoMy IHUIly YKa3aHHBIX JIEKQPCTBEHHBIX IMPEMapaToB (3a HCKIIOYCHHEM JIEKapCTBEHHBIX
MpemapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoit ®Denepanuu 100 3apEeTUCTPUPOBAHHBIX B
COOTBETCTBUM C aKTaMHM, cocTaBisitoluMu npaBo Coro3a, u oTmyckaembix B Poccuiickoit @enepanuu
0e3 perenTa Ha JISKapCTBEHHBIN npenapar). [loarBepxaaroniue JOKyMEHTHI (MX 3aBEpEHHBIC KOTTUU WITH
3aBepEHHBIC BBIMUCKUM M3 HHUX) JOJDKHBI COJIEPXKaTh CBEICHHS O HAMMEHOBAaHUU M KOJMYECTBE
HAa3HAYEHHOTO JIEKAPCTBEHHOTo IpemapaTa. B ciydae, eciu MOATBEpXKIAOLINE JOKYMEHTHI (X
3aBepeHHBIC KOIMWU WM 3aBEPEHHBIC BBHIMHCKU M3 HHUX) COCTABJICHBI HAa MHOCTPAHHOM SI3BIKE, K HUM
IIpUIaraeTcs HOTApUaAIbHO 3aBEPEHHBIN IIEPEBO HAa PYCCKUH SI3bIK;
(B pen. ®enepanbHbix 3aKk0HOB OT 02.06.2016 N _163-D3, ot 30.01.2024 N_1-D3)

2) WCMOJB30BaHMS PAaOOTHUKAMHM JTUIJIOMATHYECKOTO KOpPIyca WM  MPEICTABUTEISIMU
MEXIYHApOIHBIX OpraHu3aluii, akkpeIuToBaHHbIX B Poccuiickoit denepannu;

3) neueHHs] MaccaXMpPOB M YJICHOB SKUIAXEW TPAHCHOPTHBIX CPEACTB, MOE3IHBIX Opurag u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyio deneparuo;
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHust y4aCTHUKOB MEKIYHAPOHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPOIPHUITHIA U YYaCTHUKOB
MEKyHAPOIHBIX IKCIIEIULINAN;

5) 7euyeHMs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajaX, LUpKaxX, OKeaHapuyMax,
nenb(UHApUAX, JEUCHHUS IUKUX J>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEJSIOIIUX TEPPUTOPHIO
Poccuiickoit deaepannu, HaXOIAIIMXCS B COCTOSIHUM €CTECTBEHHOM CBOOOJBI M NMPHHAICKAIINX K
BUJaM, 3aHeceHHbIM B Kpachyro kuury Poccuiickoii @enepanuu u (Win) KpacHbe KHUTH CyOBEKTOB
Poccniickoit @enepanym, a TakkKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepanuro Ui y4yacTusl B
CIIOPTHUBHBIX U 3PEJIMIIHBIX MEPONPUATHSAX;

(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIONBE30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KJIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 29.06.2015 N 160-D3)

2. B ciayuasx, npeaycMOTpPEHHBIX 4acTbio | HacTosel cratby, Jomyckaercss BBo3 B Poccuiickyro
®denepannio JEKapCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHbiX B Poccuiickoii deneparnun nubo He
3apETUCTPUPOBAHHBIX B COOTBETCTBUM C AKTaMH, COCTaBIIsIFOIIMMU TIpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3. JlekapcTBEHHBIE TIpETIapaThl, IpeJHa3HAYCHHBIE AJI1 TYMaHUTAPHON MTOMOIIH (COACHCTBUS) UITN
MOMOIIIM TpPU Ype3BbIUAMHBIX CUTyalusix, BBo3ATca B Poccuiickyto ®enepanuio B MOPSOKE,
yctaHoBieHHOM [IpaButenbctBom Poccuiickoit ®enepauuu. 3ampemniaetcss BBo3 B Poccuiickyro
denepanvio  HE3aPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapaTtoB, MpPEIHA3HAYCHHBIX IS
TYMaHUTApHOW MTOMOIIH (COMCUCTBUS) HIIA TTOMOIIHN MTPH YPE3BBIYANHBIX CHUTYaIIHSIX.

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

Cratba 51. CotpyaHuyecTtBO dhepgepanbHOro opraHa MCNONHUTENIbLHOW BRacTy,
ocyuiecTBnsowero yHKLMN MO KOHTPOJSIO U HaA30py B 06nacTu TamoXeHHoro gena, v
ApPYrux ynosiHoOMo4YeHHbIX dheaeparnbHbIX OpraHoB UCMONHUTENBLHOW BNacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. YnomHoMmoueHHble (efepasibHble OpraHbl HCHOJHHUTENbHOM BIAcTH MPENOCTaBISIIOT B
pacniopsbkeHue (efepalibHOTO OpraHa HCIHOJHUTENBHOM BIIACTH, OCYIIECTBIISIONIETO (QYHKUIUHU IO
KOHTPOJIIO M HaA30py B O0JIaCTM TaMOYKEHHOTO JIela, IOCYAApCTBEHHBIH pEECTp JIEKapCTBEHHBIX
CpeACTB, a TaKke HWHPOPMALMIO O BBIJAHHBIX pa3pelICHUAX Ha BBO3 KOHKPETHOW MapTHH
JIEKAPCTBEHHBIX CPEJICTB B CIIydasiX, YCTAHOBJIEHHBIX 4acTblO 3 cTaThu 47 HacTosmero denepaabHOrO
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. denepanbHbIi OpraH UCTIOTHUTEIHFHOW BIACTH, OCYIISCTBISIONINA (QYHKIIUU MO KOHTPOIIO U
Ha/J30py B 00JacTH TaMOXXEHHOTO Jiesia, MHPOPMHUPYET YKa3aHHbIE B 4YacTH | HAcTOsIIEH CTaTbu
YIOJHOMOYEHHbIE (efiepanbHble OpraHbl UCIIOJHUTEIBHOM BJIACTU O BBO3€E JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro ®enepannio 1 BbIBO3€ JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit deneparuu no gpopme u B
Hopsake, KoTopble ycraHoyeHsl [IpaButensctBoM Poccuiickoit denepaiuu.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

nasa 10. PAPMALIEBTUYECKAA OEATEJIbHOCTDb
CraTtba 52. OcyuwecTBneHue ¢papmMmaueBTUHECKON AEATENIBHOCTHU

1. ®apmaneBTUyecKasi AESITEILHOCTh OCYIIECTBISETCS OpraHMU3AIMsIMH ONTOBOW TOPTOBIHU
JIEKApCTBEHHBIMU  CPEACTBAMH,  AaNTEUHBIMU  OpPraHU3alMsIMH, BETEPUHAPHBIMU  ANTEUYHBIMU
OpraHu3alMsIMU,  UHAUBUAYAJIbHBIMU  OPEANPUHUMATENIIMH,  HUMCIONIMMHU  JIMIICH3UI0O  Ha
(dapMameBTHYECKYIO JACSITEIbHOCTh, MEAWIIMHCKHUME OpraHU3aldsM{, HWMCIOINIMMH JIUICH3UIO Ha
(hapMareBTHUECKYI0 JEATEIHHOCTh, U UX O000COOJEHHBIMHU TMOAPA3ICICHUSIMH, PACIIOJI0KEHHBIMU B
CEJIbCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTeUHbIEe OpPraHu3allid, U BETEpUHAPHBIMU
OpraHMU3aIMsIMH, UMEIOIUMU JIMLEH3UIO Ha (hapMaIleBTHUECKYIO JesITebHOCTD.

(B pen. @enepanbhbix 3akoHOB OT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

Koncynprantlntoc: npumedyanue.

Y. 2 c1. 52 (B pea. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpEAUTALMH CIICIIHAIUCTOB C BBICIINM
WIHM CPEIHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIONINX (PapMaleBTUUECKYIO I€ATEIbHOCTD,
npumensercs ¢ 01.03.2026. CeptuduxaTtsl TakuM JuiiaM BeiaroTes mo 28.02.2026 u ASHCTBYIOT HE
Oonee 5 ner.

2. dusmnueckue JMIAa MOTYT OCYLIECTBIATH (PapMaleBTUYECKYIO AESITEIbHOCTh MPU HAJIUYUU
BBICILIETO WJIM CpeJHero (apmaneBTHYeckoro oOpa3oBaHUs U CepTU(HKATa clenuanucra oo
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MPOUJCHHON aKKpeIUTAIlMKU CIEIUANNCTa, BBICIIETO WJIM CPEIHEro BETEPHHAPHOTO O0pa3oBaHUS U
ceprudukara crenuanucTa Ju00 MPOWIEHHOW aKKpEOUTAIMU CIEIHATUCTa, a TakKe BBICIIETO WU
CPEIHETO MEIUITMHCKOTO 00pa3oBaHus, cepTU(UKaTa CICIUANTNCTA MO0 MPONUICHHON aKKpeIUTaIluu
CHEIMAIUCTa U JOMOJHUTEIHHOTO MPOPECCHOHATBHOTO 00pa30BaHUs B YacTH PO3HUYHON TOPTOBIU
JIEKApCTBEHHBIMU TIpeTNapaTaMu JUIsi MEAMIIMHCKOTO TPUMEHEHHUs TMPH YCIOBHUM WX pabOThl B
000CcO0JIEHHBIX MOAPA3ACIICHUSIX METUIIMHCKUX OpPTaHU3aIlui, YKa3aHHBIX B YaCTH | HACTOSIIIIECH CTAThH.
(uacts 2 B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 149-D3)

Koncynsrantllntoc: npumeuanue.

JlexapcTBeHHBIE Mpenapathl Uil MEAULIUHCKOTO MPUMEHEHHUs], BBEICHHBIE B TPaXKJaHCKUI 000pOT 10
29.11.2019, noxanexaT XpaHEHUIO, NEPEBO3KE, OTILYCKYy, peaju3aluy, Iepeaade, IPUMEHEHUIO /10
ucreyeHus cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxgaHCKUM OOOpPOT neKapCTBEeHHbIX CpeacTB AnAd
MeAULMHCKOro NpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

(BBenena denepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. [lepen BBOZOM B IpaskAaHCKUI 000POT KaXKIOW CEpHU WIIM KaXKIOW MapTHUH MPOU3BEACHHOTO B
Poccuiickoit @enepauuu JE€KapCTBEHHOrO IpemnapaTta Ui MEIUIUHCKOIO IPUMEHEHHus, 3a
HUCKIIIOYCHHUCM I/IMMYHO6I/IOJ'IOI‘I/I‘-IGCKI/IX JICKApCTBCHHBIX nmpenaparos, MMPONU3BOAUTCIIb TaKoro
JIEKapCTBEHHOTO TIIperapaTa MpeACTaBIseT B JJICKTPOHHOH ¢opMe B  (deaepanbHbli  opraxH
UCTIOJIHUTEIBHONW BJIACTH, OCYHIECTBIIONMK (YHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3paBOOXPAaHEHNUS, TOKYMEHT NPOU3BOJUTEINS JIEKaPCTBEHHOTO CPEICTBA, MOATBEPIKAAIOMINI KauyecTBO
JIEKapCTBEHHOTO  IperapaTra, ¢  MOATBEP)KACHUE  YIOJTHOMOYEHHOTO JIMIA  MPOHM3BOAMTENS
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBUS JEKAPCTBEHHOTO Mpernapara TpeOOBaHUSAM, YCTaHOBICHHBIM PU
€ro PErucTparLuu.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.1. Ilepen BBOAOM B rpa’kJaHCKUI 000pOT Ka)I0M CEpUU WM KaxJ10H NapTUU MTPOU3BEACHHOMN B
Poccuiickoit ®@eneparuu  dapmareBTUYECKOH CyOCTaHIIMM TMPOU3BOIUTENH TAKOTO JICKAPCTBEHHOTO
CpeICTBa MPEACTaBIsACT B DJIEKTPOHHON Qopme B (QenepanbHbIii OpraH MCIOJHUTEIBHONW BIACTH,
OCYIIECTBIIIOUIMNA (YHKIHMU 10 KOHTPOJIK U Haa30py B cdepe 3ApaBOOXpAaHEHMS, JTOKYMEHT
MPOU3BOJUTENS  JIEKAPCTBEHHOTO  CPENCTBA, MOATBEPKIAIOMIMK  KauecTBO  (papMareBTUYECKOM
cyOCTaHIIMM, U JOKYMEHT, OJATBEPKIAIOLINI COOTBETCTBUE JIEKAPCTBEHHOTO CPENCTBA TPEOOBAHUSM,
YCTaHOBJICHHBIM IIPU €r0 TOCYJapCTBEHHOM pPErucTpallvyd WIA pPETrUCTpalud, U O(QOPMIICHHBIH
YIIOJIJHOMOYEHHBIM JIMLIOM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPECTB.

(dactpb 1.1 BBengena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Ilepen BBOJOM B TpaKAAHCKUH OOOPOT Ka)XJ0H CepuUM MM KaXJ0il MapTUM BBO3UMOIO B
Poccuiickyro ®enepanuio JICKapCTBEHHOIO Ipenapara sl MEAUIMHCKOrO IPUMEHEHUs, 3a
UCKJTIOYEHHEM MMMYHOOHOJIOTHYECKHX JICKApPCTBEHHBIX MpenapaToB, OpraHU3alusi, OCYIIECTBIISIONIAs
BBO3 JIEKapCTBEHHOro npenapara B Poccuiickyro @enepaiuio, NpeCTaBiIseT B 3JIEKTPOHHOU Gopme B
(benepanbHbIi OpraH UCHOJIHUTEIBHON BJIACTH, OCYIIECTBIIAIOMUN (PYHKIMU IO KOHTPOJIIO U HAA30pYy B
cdepe 3IpaBOOXPAaHEHMs, JOKYMEHT IMPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJCTBA, IMOATBEPKAAIOLINMA
KAauecTBO  JIGKAPCTBEHHOIO  Ipenapara, W  I[OATBEPXKIECHUE  IPEICTaBUTENS  OpPraHU3ALNH,
OCYILECTBJISIIOIIEN BBO3 JIEKAPCTBEHHOIO Ipemnapara B Poccuiickyro denepanuio U yrnoJIHOMOYEHHOMN
MHOCTPAHHBIM MPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBHUSI BBO3MMOIO JICKAPCTBEHHOTO
npernapaTa TpeOOBaHUSAM, YCTAaHOBIIEHHBIM IIPH €70 PETUCTPALIUH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2.1. Ilepen BBOAOM B Tpa)<IaHCKUH OOOPOT KaXKAOH Cepuu WIM KaXJ0H MapTHH BBO3MMOM B
Poccuiickyro ®enepanunio ¢apMaleBTUYECKOH CyOCTaHIIMKM OpraHU3alys, OCYIIECTBISIONIAs BBO3
TaKOTO JICKApPCTBEHHOTO cpencTBa B Poccuiickyro ®enepanuio, MpencTaBiseT B AIEKTPOHHON Gopme B
(benepanbHBIN OpraH UCHIOTHUTENBHON BIACTH, OCYLIECTBISIOMUN (PYHKIIUN 110 KOHTPOJIIO U HAA30pY B
cepe 3IpaBOOXPAaHEHMs, JOKYMEHT IMPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJCTBA, IMOATBEPKAAIOLIUIMA
Ka4yecTBO (papmalleBTU4eCcKoil cyOcTaHIuu.

(uactb 2.1 BBenneHa @exnepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

3. Tlopsimox mpencTaBieHuss B COOTBETCTBUM ¢ yacTsmu 1, 1.1, 2 u 2.1 Hacrosimieil craTbu
JOKYMEHTOB M CBEICHMM O JIEKAPCTBEHHBIX CPEJCTBAX, BBOAMMBIX B TPaXITaHCKUUA 00OOpOT,
ycranaBnuaetcs [IpaButenscTBoM Poccuiickoit @enepanuu.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B OTHOIIEHHMM TNEPBBIX TPEX CEPUM WIM NapTUH JIEKAPCTBEHHOIO IIperapara, BIIEPBBIE
npousBezeHHoro B Poccuiickoit @enepanuu nin Buepsbie BBoO3uMoro B Poccuiickyro @enepanuto (6e3
ydeTa JO3MPOBKH) B PaMKax OIHOTO PETUCTPAIMOHHOTO YJIOCTOBEpEHMs, B (eaepalbHbIi OpraH
WCTIOJTHUTENIBHOW ~ BJIACTH, OCYHIECTBISIIOIINK (YHKIMM 10 KOHTPOJII W HAm30py B cdepe
3/IpaBOOXpaHEHUS, JOMOJIHUTEIBHO PEICTaBIsIeTCS MPOTOKOI UCTIBITAHUM O COOTBETCTBUU CEpUU HIIN
IIapTHHA JIEKapCTBEHHOIO Ipenapara il MEOULMHCKOIO IPUMEHEHHs IOKa3aTelsiM KadecTBa,
NPEeJyCMOTPEHHbBIM HOPMAaTUBHOW JOKyMEHTauuel, uiIu TpeOOBaHUSAM, YCTaHOBJICHHBIM IpH
perucTpallii B COOTBETCTBUM C aKTaMH, cocTaBisomiuMu npaso Corosza (zmajgee - NPOTOKOI
UCIBITaHUI), POBOAMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUHU C 3aKOHOJAATEIbCTBOM Poccuiickoit
@enepanii 00  aKKpeAMTAallMM B  HALMOHAJIBHOM CHCTEME aKKpeIuTauuu (QeaepantbHbIMU
roCy/IapCTBEHHBIMU OIO/PKETHBIMU  YUPEKICHHUSIMH, IOJIBEIOMCTBEHHBIMU (eIepalbHOMY OpraHy
UCIIOJIHUTEJIBHOM ~ BJIACTH,  OCYUIECTBIAIOIIEMY (YHKUMM IO  BbIpaOOTKE M pealu3aluu
rOCyJJapCTBEHHOHN MOJUTUKH U HOPMATHBHO-IIPABOBOMY PEryJIMPOBAaHUIO B cdepe 3ApaBOOXpAHEHUS, U
(benepanbHOMY OpraHy MCIOJHHUTEIBHON BIIACTH, OCYLIECTBIAIOMIEMY (GYHKIHMH MO KOHTPONIO H
Ha/30py B chepe 3apaBooxpaHeHus. JlomyckaeTcss TpeACTaBICHHE MPOTOKOJA HCHBITAHUH,
MIPOBEJICHHBIX C HCIOJIb30BAHUEM CPEJCTB JAHWCTAaHIIMOHHOTO B3auMojelcTBUA. [lopsAnok Bblgaun
yKa3aHHbIMH (heiepaabHBIMU TOCYJaPCTBEHHBIMH OIOKETHBIMU YUPEKIACHUSIMHU JAHHOTO MPOTOKOJIA U
pasmMep IJaThl 3a €ro Bbliady ycranasiuBatoTces [IpaBurensctBoM Poccuiickoit @enepanum.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.1. [lpeacraBiaeHue NpOTOKOIA MCHBITAHUNA JOMYCKAETCS TOJIbKO B OTHOUIEHUU NEPBOM cepuu
WJIM NIEpBOM MMAPTUH JIEKAPCTBEHHOIO IIpernapara, BIIepBble IPOU3BeIeHHOro B Poccuiickon denepanuun
WU BrepBble BBO3UMOTo B Poccuiickyro denepanuio (3a MCKIIOUEHHEM JIEKAPCTBEHHBIX MPEapaToB,
yKa3aHHBIX B 9acTsx 4.2 u 4.3 HACTOSIICH CTaThH), B CIydae MPEAOCTABICHNS CBEJICHUH O JAaTe BhIIaYn
U PEruCTPAllMOHHOM HOMEPE 3aKJIIOUYECHHUS COOTBETCTBUSA MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpaBUJ HaJAJEXKalleld MPOU3BOACTBEHHON MPAKTHUKH, BBIAAHHOTO YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCHOJHUTEIBLHOM BIIACTH, WM CepTU(UKATa COOTBETCTBUS IMPOU3BOJCTBA
JIEKapCTBCHHBIX  CPEICTB TPEOOBAHWUSAM MPABHI HAUICKANICH TPOU3BOJACTBCHHOW IMPAKTUKH
EBpa3uniickoro 3KOHOMHYECKOTO COK03a, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM TOCYJIapCTBa - 4J€Ha
EBpa3uiickoro = 3KOHOMHYECKOTO  CO03a, B  OTHONIEHWH  IPOU3BOJCTBEHHOW  IUIOIIAJIKH
(TIpOM3BOACTBEHHBIX IUIOMIAIOK), OCYIIECTRIISIONIEH MTPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOW (OPMBI U
BBIITYCKAIOIIMI KOHTPOJIb KayecTBa JIEKAPCTBEHHOr'O Ipemnapara, Ipu YCIOBHH OTCYTCTBHS B T€UEHHUE
Tpex JIeT, NPEALIECTBYIOIIMX JaTe BblAAYM I[POTOKOJA MCIIBITAHUM, CJIy4acB  BBISBICHUSA
HECOOTBETCTBUSl YCTAHOBJICHHBIM TPEOOBAHUSAM KayecTBa JICKAPCTBEHHBIX CPEJICTB, MH(MOpMALUS O
KOTOPBIX OIMyOJIMKOBaHA Ha caiTe (eepallbHOTO OpraHa WCIOJHUTEIBHON BIIACTH, OCYIICCTBIISIONIETO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(GYHKIMH 110 KOHTPOJIIO U HAaA30py B cepe 31paBOOXpaHEHHs, B OTHOIIEHHN BCEX MPOU3BOJICTBEHHBIX
TUIOIIAJIOK, OCYIIECTBIISIONIUX MMPOU3BOCTBO JIEKAPCTBEHHOIO Ipenapara M BbIMYyCKAIOMIUNA KOHTPOJIb
Ka4yecTBa JIEKapCTBEHHOTI'O Ipernapara.

(uactsp 4.1 BBenena ®@enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-03)

4.2. He TtpeOyeTcs mpeacTaBieHUE MPOTOKOJIA HWCIBITAaHWHM, yka3aHHOTO B 4actu 4 wimm 4.1
HACTOAIIEH CTaTbU, B OTHOIICHWU OpP(AaHHBIX JIEKAPCTBEHHBIX MpPENapaToB, BBHICOKOTEXHOIOTHYHBIX
JIEKapCTBEHHBIX MPErapaToB, MOTYUYEHHBIX U3 OMOJOTHYECKOT0 MaTepuaia ONnpeaeseHHOTO YeOBeKa U
MpeIHa3HAYEHHBIX JIJISl IPUMEHEHUS 3TOMY KE YeTIOBEKY.

(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.3. B oTHOLIEHWH OAHOW CepUM WM OJHOW MAPTUM BHICOKOTEXHOJIOTHYHOTO JIEKAPCTBEHHOTO
npenapara (3a UCKIIOUYCHHEM BBICOKOTEXHOJOTUYHBIX JICKAPCTBEHHBIX MPEMapaToB, TMOJYYCHHBIX W3
OMOJIOTMYECKOT0 MaTepralia ONpPEeICICHHOTO YeJIOBeKa U NPeIHa3HAYCHHBIX JJII IPUMEHECHHS dTOMY Ke
YeloBeKy), BIIEpBbIe NpousBeneHHoro B Poccwiickoit @enepanyii WM BIEpPBblE BBO3MMOIO B
Poccuiickyro @enepainnio, IpeacTaBiseTcsl IPOTOKON HCHBITAHUM, MPOBEAEHHBIX C HMCIOJIb30BAHHEM
CPE/ICTB AUCTAHIIMOHHOI'O B3aUMOJCICTBHUS B TEUCHUE MEPBHIX TPEX JIET MOCJE BBOJA TAKOTO IIpenapara
B I'PaX/IaHCKHUI 000POT.

(dactp 4.3 BBeaeHa enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5. ExxeronHo He mo3aHee | ampesst mpOU3BOAMTEINN JIEKAPCTBEHHBIX CPEACTB WM OpPraHHU3aLUU,
OCYLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyro denepanuio, NMpeacTaBisioT B
(denepanbHBI OpraH UCTIOTHUTEIHFHON BIACTH, OCYIIECTBISIOMUN (PYHKIIUU M0 KOHTPOIO U HAA30PY B
cepe 3ApaBOOXpaHEHUS, MPOTOKOJ HCIBITAHUN MOCTYMHMBIIETO B TEUEHHE MPEIIICCTBYIOLIETO
KaJIEHJAApHOTr0 rojJia B IpakJaHCKUN 00OpOT JEKapCTBEHHOI'O Mpernapara COrIaCHO PerucTpaliOHHOMY
YAOCTOBEPEHUIO (Ha OJHY CEpPHI0 TOPrOBOIO HaWMEHOBAHHS C Y4ETOM JIEKapCTBEHHOUM (OpMBI OJTHOM
JO3UPOBKH), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickoit
Oenepanii 00 aKKpeAWTAllMM B HAlMOHAJIBHOM CHUCTEME aKKPEOUTAIMH HUCIBITATEIbHBIMU
naboparopusimu (1ieHTpamu). [IpencraBieHre MpoToKoiIa UCTIBITAHUH, MPEAYCMOTPEHHOTO HACTOSIIICH
4acTbl0, B OTHOILIEHUM JIEKAPCTBEHHBIX IIPENapaToB, YKa3aHHbIX B 4YacTU 4.2 HACTOSIIEH CTaTbH,
JIONyCKAeTCsl OJIMH pa3 B TPU roJia IpH YCIOBUHU UX BBOJA B rpakaaHckuil o0opot. [Ipu npencrasnenun
MMPOTOKOJIA UCTIBITAHUH, PETyCMOTPEHHOTO YacTsiMu 4 u 4.1 HacTOsIIIIEH cTaThH, B (heAepabHbIi OpraH
WCIIOJIHUTENIbHOM BIACTH, OCYIIECTBISIOMMI (YHKUMKM 1O KOHTPOJIIO M HaaA30py B cdepe
31paBOOXPAHEHHUs, TPOTOKOJ UCTIBITAHUMN, MPEyCMOTPEHHBIN HACTOSILEH YacThlO, B YKa3aHHBIA OpraH
HE IIPEACTABIISICTCS.

(uactp 5 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5.1. TlpowusBoauTenu JIEKAPCTBEHHBIX CPEACTB WM OpraHW3allid, OCYILIECTBIISIIOIIME BBO3 B
Poccuiickyro ®enepaiiio BRICOKOTEXHOJIOTHYHBIX JICKAPCTBEHHBIX MPENapaToB, BMECTO IMPOTOKOJA
UCIBITAaHUH, MPEAYCMOTPEHHOTO YacThi0 5 HACTOSIIEH CTaThH, BIpaBe MPEACTaBUTH B (elepaibHbIN
OpraH HUCIOJHUTEIBHON BIIACTH, OCYIIECTBISIIONIMKA (YHKIMU TO KOHTPOJNIO U HaA30py B cdepe
3IpaBOOXPAHEHHUS, CBEJACHUS O JaT€ W PETUCTPAIMOHHOM HOMEpPE 3aKIIOYEHUSI O COOTBETCTBUU
MIPOM3BOJUTEINS JIEKAPCTBECHHBIX CPEJCTB TPEeOOBAHHMSM NPAaBUI HAAJEXKANIEH TPOU3BOJICTBEHHON
MPAKTUKA WU CepTH(HUKATAa COOTBETCTBUS IPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
[paBWJI HAJJIEKAIIEH TPOU3BOICTBEHHOM MPAKTUKU EBpa3HilcKOro 3KOHOMHYECKOTO COK03a, BBIIAHHOTO
YIOJIHOMOYEHHBIM OpPraHOM TOCYyJapcTBa - 4WieHa EBpa3uiicKoro 3KOHOMHMYECKOrO COr03a, IS
MPOM3BOJCTBEHHONW IUIOMIAAKU (TIPOM3BOACTBEHHBIX IUIOMIA/IOK), OCYIIECTBISIONIEH MPOU3BOACTBO
TOTOBOM JICKAPCTBEHHOHN ()OPMBI U BHIMTYCKAIOIINN KOHTPOJIb KaueCTBa JIEKAPCTBEHHOTO Mpernapara.
(uactsp 5.1 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

6. IlpousBoauTenu JEKapCTBEHHBIX CpPEACTB WJIM OpraHu3alMy, OCYIIECTBISIONINE BBO3
JIEKapCTBEHHBIX IpenapaTtoB B Poccuiickyto denepanuto, He MEHEE YEM 3a OJUH I'OJ] 0 IUIAHUPYEMBIX
MPHUOCTAHOBJICHUA WM IPCKPAUICHUA MNPOU3BOACTBA JICKAPCTBCHHLIX IMPCIApaTOB HJIM HX BBO3a B
Poccuiickyro ®@enepanuio yBeAOMIISIIOT 00 3TOM B DJIEKTpOHHOH (opme enepanbHblii opraH
UCIIOJIHUTEJIBHOM  BJIACTH, OCYHIECTBISIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3JIpaBOOXpaHeHMs U (hefepasibHbli OpraH HCIOJIHUTEIBHOM BIIACTH, OCYILECTBIISIOUIMA (QyHKIMM 110
JIMIIEH3UPOBAHUIO MIPOU3BO/ICTBA JEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

7. BBoA B IrpaxkIaHCKMH 00OOPOT Ka)I0M CEpUU WIM KaKJIOW MapTUM MUMMYHOOHOJIOTMYECKOTO
JICKapCTBEHHOI0 Mpemnapara, MNpous3BeneHHOro B Poccuiickon ®deaepaium WM BBO3UMOIO B
Poccuiickyro denepannio, OCyHIECTBISIETCS HAa OCHOBAaHUHU Ppa3pelleHMs], BBLUIAHHOIO (eaepaibHbIM
OpPraHOM MCIIOJHHUTEIbHON BJACTH, OCYILECTBIIAIOUIMM (YHKLUU IO KOHTPOJIO M Hau3opy B cdepe
3/IpaBOOXPAaHEHMs], HAa OCHOBAHUHU BBIJAHHOTO (peepantbHbBIMU TOCYApPCTBEHHBIMH OOKETHBIMHU
YUPEXKJIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaTbH, 3aKIFOYEHHUS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO MpernapaTa TpeOOBaHHUAM, YCTAaHOBJICHHBIM TPU €T0
rOCyJapCTBEHHON peructpanuu. [1opsaok BeIAaYM pa3pelieHus Ha BBOJ B TPXKJAHCKHIA 000POT Cepuu
WIM TapTUd UMMYHOOHMOJIOTMYECKOro JIEKapCTBEHHOIO IIpernapaTa, a Takke TMOpsSI0K BblAaun
YKa3aHHOTO 3aKJIIOUEHUS W DasMep IUIaThl 3a €ro BblJa4y yCTaHaBiIuBawTca IIpaBurenbcTBoM
Poccuiickoit deneparum.

7.1. ®opMa U MOPAJOK NMPOBEACHUS UCIBITAHUM, YKa3aHHBIX B YacTsaxX 4, 4.1, 4.3 u 5 HacTodAmen
CTaTbH, B TOM YHUCJIE C UCIIOJIb30BAHUEM CPEACTB JAUCTAaHIIMOHHOTO B3aMMOJEHCTBYS, YCTaHABIMBAKOTCS
[IpaBurenscTBOM Poccuiickoit deneparumu.

(dactp 7.1 BBengena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. 3a HempencTaBlIeHHWE WJIM HECBOECBPEMEHHOE IMPEACTaBICHUE JTOKYMEHTOB M CBEICHUH,
npeaycMoTpeHHbIXx uactamu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 HacTosmel cTaTbu, NPOU3BOIUTEIN
JIEKAPCTBEHHBIX CPEACTB M OPraHMU3allMH, OCYIIECTBIISIIONIME BBO3 JIEKAPCTBEHHBIX MPENapaTtoB B
Poccuiickyro denepanuio, HECyT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJIATEILCTBOM Poccuiickoit
denepauuu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

9. IlpeacraBieHne AOKYMEHTOB M CBEJICHHH, MPEAYCMOTPEHHBIX YacTsiMu 1, 2 u 4 Hactosiei
CTaThbU, W TMOJYYEHUE MPEAYCMOTPEHHOTO 4YacThl0 7 HACTOSALIEH CTAaTbU pa3pelleHUuss Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tpernapara B TpaKIaHCKUH 000poT He TpedyroTcs B
OTHOIIEHUU JICKAPCTBEHHBIX IMpENapaToB, MPEIHA3HAUYCHHBIX JUJII TPOBEACHHUS KIMHUYECKUX
WCCTIEOBAaHUI JICKAPCTBEHHBIX IPENapaToB, MPOBEIACHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB IS
OCYIIECTBIICHUSI TOCYAAPCTBEHHOM PETHCTPAllMU JICKAPCTBEHHBIX IMPENapaToB, a TaKKe B OTHOIICHUH
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB, MPEIHAa3HAYCHHBIX U1 OKa3aHUs MEAUIMHCKON
MOMOIIM IO >KM3HEHHBIM TOKA3aHHUSIM KOHKPETHOTO MAlMEHTa WM TPYIIbl NAalMEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuio B cOOTBETCTBUM ¢ vacTsiMu 3 U 3.1 ctathu 47 Hacrosmero denepaibHOTO
3aKOHa.

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BBISIBICHHM B TpakJaHCKOM O0OpOTE CEepUM WU MapTUU JIEKApCTBEHHOTO Mpernapara,
JIOKYMEHTBI M CBEICHUSI O KOTOPBIX, IPEAYCMOTpeHHbIe yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 HacTosen
CTaTbHM, HE TMpeACTaBlieHbl B (¢eAepalbHbIi OpraH WCIOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOIIUI
(GYHKIIMM 10 KOHTPONIO M Haa3opy B cdepe 3ApaBOOXpaHEHHUs, ITUOO Cepurd WM TapTUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara, He HMEIONIMX pa3pelieHusl Ha BBOJ B
IpaXJIaHCKU 00OpOT, MNPEIYyCMOTPEHHOIO0 YacThlO 7 HacTosIed cTaTbhM, (eaepanbHblii oprax
WCTIOJIHUTEIIbHON BIIACTH, OCYIICCTBISIONMI (QYHKIMKM 1O KOHTPOII H Haa30py B cdepe
3IpaBOOXpAHEHNs, B NOpAJIKe, ycTaHOBIEHHOM [IpaBurensctBoM Pocculickoii @enepannn, TpuHUMAET
peleHre O MPEeKpaIleHuH TPa)kIaHCKOTO 000pOTa TaKWX CEepPHH WIM TAPTHH A0 TPEACTABICHUS
yYKa3aHHBIX JOKYMEHTOB M CBEJICHUI TMOO MOTyUeHHUsI YKa3aHHOTO pa3pelIeHus.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynsrantllntoc: npumeuanue.

Cr. 52.2 He pacnpocTpaHseTcs Ha CEpUM JIEKapCTB JJIsl BETEPUHAPHOIO NIPUMEHEHMSI, BBEICHHBIEC B
rpaxaanckuii 06opot g0 01.09.2023, xoTopble HOMIEKAT MPUMEHEHHIO 0 UCTEYCHHS CPOKa MX
rogHocTtH (O3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBog B rpaxgaHCKun OOGOpPOT neKapCTBEHHbIX MNpenapaTtoB AnA
BeTEePUHAPHOro NPUMeHeHus
(BBenena ®PenepanbHbM 3akoHOM 0T 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpaXIaHCKUH OOOPOT KaXIOW CcepuH Npou3BeAeHHOTO B Poccuiickoi
denepanu  JEKapCTBEHHOTO TIpemapara JJis BETEPUHAPHOTO TPUMEHEHHs, 3a HCKIIOYCHHEM
MMMYHOOMOJIOTUYECKOTO  JIGKAPCTBEHHOTO0  Tpemapara A BETEPUHAPHOTO  MPUMEHEHUS,
HpOI/BBO,Z[I/ITeHL TaKOI' O HeKapCTBeHHOFO HpenapaTa HpGIICTaBJISIeT B yBGIIOMI/ITeJIBHOM HOp}II[Ke B
(benepanbHBI OpraH HCMOTHUTEIBHON BIACTH, OCYIIECTBISIONINNA (QYHKIUU IO KOHTPOIIO (HAaa30py) B
cthepe oOpareHus JICKapCTBEHHBIX CPEICTB JIJIs1 BETEPUHAPHOTO MPUMECHECHHUS:

1) MOKyMEHT MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, TOJITBEPKIAIONIUNA COOTBETCTBHE
KadecTBa JICKAPCTBEHHOTO IpernapaTa Uisi BETEPUHAPHOTO NMPUMEHEHUS, BBOJUMOIO B T'PaKIaHCKHI
000poT, TpeOOBAaHUSAM, YCTAHOBIEHHBIM IIPH €T0 TOCYAaPCTBEHHON PETUCTPALINU;

2) TOATBEP)KICHHE YIOJIHOMOUYEHHOIO JIMIA IPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBHUSl  JIGKAPCTBEHHOI'O IIpermapaTa JUIsli BETEPUHAPHOTO INPUMEHEHHUS TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPY €r0 FOCYJapCTBEHHON PErUCTPALIMH.

2. Tlepen BBOJOM B TpakIaHCKUH OOOpPOT KaXKIOH CEpUM BBO3UMOTO (IEpEMEIIaeMOro) B
Poccuiickyro ®enepanuio JIeKapCTBEHHOTO TMpemapara JUis BETEPUHAPHOTO NPUMEHEHHus, 3a
UCKJIIOYEHHEM UMMYHOOHOJIOTMYECKOr0 JIEKAPCTBEHHOTO Mpernapara Ui BeTepUHAPHOI0 PUMEHEHUS,
OpraHM3alysl, OCyIIECTBIAIONIAs BBO3 (IEPEMELIEHNE) JIEKAPCTBEHHOTO IIpenapara AJisl BETEpUHAPHOTO
npuMeHenns B Poccuiickyro denepanuro, MpeaCTaBIsSeT B YBEAOMHUTEIBHOM MOpPAIKE B (enepaabHbIi
OpraH HWCIOJHUTEIHHOM BIACTH, OCYIIECTBISIONIMN (DYHKIIMU MO KOHTPOIO (Ham30py) B cdepe
oOpallieHus JIEKapCTBEHHBIX CPECTB JJIsl BETEPUHAPHOTIO IPUMEHEHUS:

1) MOKyMEHT NpOM3BOJAUTENS JICKAPCTBEHHBIX CPEIACTB, MOJITBEPXKAAIOUIMA COOTBETCTBUE
KayecTBa JICKAPCTBEHHOI'O IIpernapara Ui BEeTEPUHApPHOIO IPUMEHEHUS, BBOJAMMOIO B I'DAXKIAHCKUI
000poT, TpeOOBaHUSAM, YCTAHOBJIEHHBIM IPU €T0 TOCYIapCTBEHHOMN pEruCTpaIimy;

2) MOATBEPXKACHHUE JINIIA, YIIOJHOMOYEHHOTO JEpKaTeleM WIH BIaJENbleM PErUCTPALIOHHOTO
YIOCTOBEPEHHUS JICKAPCTBEHHOTO TMpernapara Il BETEPUHAPHOTO MPUMEHEHHs, COOTBETCTBUS
JIEKapCTBEHHOT'O IpernapaTa Jjisi BETEpUHAPHOTO NMPUMEHEHHsI TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
rOCy/IapCTBEHHON PETUCTPALINH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3. BBoxg B rpaxkmaHckuii 06opoT BBo3uMOro (mepemeriaemoro) B Poccuiickyro denepaimio
JICKapCTBEHHOI'0 Ipenapara Uil BETEPUHAPHOIO NPUMEHEHHUS OCYLUECTBISIETCA NPU HAIWYUU
3aKJIIOYEHUSI O COOTBETCTBUU TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHMUSIM IIPaBUI
HaJIeKalled MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (eAepabHbIM OpraHOM
WCTIOJIHUTEJIBHON BIACTH JUJISI TPOM3BOJICTBEHHOW IUIOMIAJKK JIEKAPCTBEHHOIO TMpenapara s
BETEPUHAPHOTO IPUMEHEHUS, BBOJUMOTO B IPAKIAHCKHI 000pOT.

4. JIuno, ynoJHOMOYEHHOE JEpKaTeleM WM BJIAAENIbLIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
JEKapCTBEHHOTO TperapaTta JUisi BETePUHAPHOTO MPUMEHEHHS, OJKHO OBITh aTTeCTOBAaHO B
YCTaHOBJICHHOM YIIOJTHOMOYCHHBIM (he/iepaqbHbIM OPTaHOM HCIIOJHUTEIIBHON BIACTH MOPSJIKE U UMETh
CTaX pabOThl HE MEHee 4YeM IIATh JIET B OOJacTH MPOM3BOJACTBA W (WMJIM) KOHTPOJIS KadecTBa
JIEKApCTBEHHBIX CPEACTB JHMOO B 001acTH MOHUTOpUHTAa dS(PPEKTUBHOCTH U  0€30MaCHOCTH
JIEKAPCTBEHHBIX MPENApPaTOB JJII BETEPUHAPHOTO NPHUMEHEHHS, MPOBOAUMOrO JEpikKaTeleM WIn
BJIQJIENBIIEM PETHCTPALMOHHOTO YAOCTOBEPEHUsl JIEKAPCTBEHHOTO IIpernapara sl BETEPUHAPHOTO
MPUMEHEHHUS JUOO0  yMOJHOMOYEHHBIM HMH FOPUIMYECKHUM JIMIIOM, BBICIIEe OOpa3oBaHUE
COOTBETCTBEHHO 110 OJHOM W3 cleuuaibHOCTEd W (WIM) OAHOMY M3 HaIlpaBICHUW IOATOTOBKH:
Oouosorusi, OWOTEXHOJOTUS, BETEPUHAPHUSA, BETCPUHAPHO-CAHUTAPHAS ODKCIEPTH3a, KIMHUYECKAs
MEIIMIIMHA, paJHalliOHHAs], XMMHUYECKass M OWoJoruyeckas 3amura, Qapmarus, GyHIaMeHTaIbHAS
MEJMLMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

5. Ilopsaok mpencTaBiieHHs] B COOTBETCTBUM € YacTsIMU | M 2 HACTOALLEH CTaTbU JOKYMEHTOB U
CBEJICHUH O JICKaPCTBEHHBIX IIperaparax Uisi BETEPUHAPHOTO MPUMEHEHHS, BBOJUMBIX B IPAXKIAHCKHUI
obopoT, ycranaBnuBaercs [IpaBurenscTBoM Poccuiickoit deneparuu.

6. B oTHOmIeHMM TEpPBBIX ABYX CEpUM JIEKAPCTBEHHOTO TIpermapara [jsi BETEPUHAPHOTO
IIPUMEHEHHUs, BIEPBBIE Npou3BeAeHHOro B Poccuiickon ®Penepanyii WM BIEPBBIE BBO3UMOTO
(mepememaemoro) B Poccuiickyro ®Denepanmio, B ¢eaepalbHbIi OpraH HCIOJHUTEIBLHOW BJIACTH,
OCYIIECTBISIONUIN (PYHKITHH 110 KOHTPOIIO (HaA30py) B chepe oOpaiieHus TeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOT0 MPUMEHEHHUsI, HApSAy C IOKYMEHTaMHU, MPEelyCMOTPEHHBIMU YacTIMH | U 2 HacTosiei
CTaThbH, MPEACTABIISIIOTCSA MPOTOKOJbl HCHBITAHUM O COOTBETCTBUU JTUX CEPUM JIEKAPCTBEHHOTO
npenapara Jjisi BETepUHAPHOTO MPUMEHEHHUS MOKa3aTessiM KauecTBa, MpelyCMOTPEHHBIM HOPMAaTHBHBIM
JIOKyMEHTOM (7jajiee - TMPOTOKOJI WCIBITAHW), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3aKOHOJIaTeILCTBOM Poccuiickoli ®Denepanuui 00 aKKpeIWTallud B  HAIMOHAJIBHOM  CHCTEME
aKKpeIUTAIIUU UCTIBITATEIbHBIMU J1A00PATOPHUSIMH (LIEHTPAMH).

7. ExxerogHo He mo3aHee | (eBparns mpou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB UM OpraHU3allnHy,
OCYIIECTBIISIIONINE BBO3 (MIEPEMENICHHUE) JIEKAPCTBEHHBIX MPENapaToB JUisi BETEPUHAPHOTO MPUMEHEHHS
B Poccuiickyto ®epepanuio, NpeacTaBISIIOT B (enepanbHblii OpraH HCHOJHUTENBHON BJIACTH,
OCYIIECTBISIOMMNA (PYHKITUU TI0 KOHTPOJIIO (HAA30py) B chepe oOparieHus IeKapCTBEHHBIX CPEJICTB IS
BETEPUHAPHOTO MPUMEHEHHUSI, MPOTOKOJI UCHBITAHUN MOCTYNHBILETO B TEUEHHE IoJa B TPakIaHCKUN
000pOT JIEKApCTBEHHOTO Tpernapara Jjisi BETepUHAPHOTO MPUMEHEHHsI KOHKPETHOTO MPOU3BOIUTENS (Ha
OJIHy CEpPHI0 KaXJIOT0 TOPrOBOrO HAMMEHOBAaHUS C YYETOM JIEKApCTBEHHOW (opMbl, a s
JIEKApPCTBEHHOTO npenapara JUTSt BETEPUHAPHOTO MPUMEHEHUS, HE SIBJISIFOLIIETOCS
I/IMMYHO6I/IOJ'IOFI/I‘~I€CKPIM, TaKXKE€ C YUCTOM [[OSI/IpOBKI/I), MMPOBOAMMBIX AKKPCAWTOBAHHBIMHU B
COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccmiickoit denmeparuu 00 akKpeAUTAIlMd B HAIMOHAIBHOMN
CUCTEME aKKpeIUTAIMH UCIIBITATeIbHBIMU J1a00paTOPUMU (LICHTPAMHU).

8. BBox B rpaxIaHCKU 0O0OpPOT HMMMYHOOMOJOTHUYECKOTO JIEKapCTBEHHOI'O Ipernapara Jyls
BETEPUHAPHOIO IPUMEHEHHUs, TNpou3BeneHHoro B Poccuiickoii @enepanuu WIM  BBO3HMOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(mepememiaemoro) B Poccuiickyto ®eneparuio, OCYIIECTBISETCS Ha OCHOBaHHHM pa3pelleHUs,
BBIAHHOTO (eiepaibHBIM OPTaHOM HCIIOJTHUTEIBHOW BIACTH, OCYIISCTBISIOMUM (YHKIUU T10
KOHTpPOTIO (Ham30py) B chepe oOpaiieHus: JIeKapCTBEHHBIX CPEJICTB ISl BETCPUHAPHOTO MPUMCHCHHUS.
VkazaHHOe pa3pellieHHe BBIIACTCST Ha OCHOBAaHWUU TMPOTOKOJIA  HUCHBITAHUHM, MPOBOJAUMBIX
AKKPEIUTOBAHHBIMU B COOTBETCTBHH C 3aKOHOIATENbCTBOM Poccuiickoit Denepanuu 00 akKpeauTaIuu
B HAIMOHAJIbHOW CHCTEME aKKpeIWTAalMd OpraHu3alUsMHU, I[10/BEIOMCTBEHHBIMU (eneparbHOMY
OpraHy HCIHOJHUTENbHON BIACTH, OCYIIECTBISAIONMIEMY (QYHKIMH TO BBIPAOOTKE TOCYJAapCTBEHHOMN
MOJIMTUKA ¥ HOPMATUBHO-TIPABOBOMY DETYIHMPOBAHHUIO B c(epe arponpOMBIIUICHHOTO KOMILIEKCa,
BKJIIOUasi OOpaIlieHNe JEKAPCTBEHHBIX CPEJCTB JUIsl BETEPHHAPHOTO MPUMEHEHUs, Wiu (eneparibHOMY
OpraHy HWCIOJHUTEIILHON BJIACTH, OCYIICCTBIIONEMY (QYHKIMH 1O KOHTpOIIO (Ham3opy) B chepe
oOpareHust JIGKapCTBEHHBIX CPEJCTB JUISI BETEPUHAPHOTO TMPHUMEHEHHs, a TaKXe JIOKYMEHTOB M
CBEJICHUH, MPEyCMOTPEHHBIX YacThio | (111 mpenapaToB, Mpou3BeaeHHBIX B Poccuiickoit deneparun)
WM Y9acThio 2 (U1 mpenapaToB, BBO3UMBIX (mepemeniaeMbix) B Poccuiickyro Deneparuio) HacTosImen
CTaThHU.

9. Cpox BbIJIauu pa3pelleHus, YKa3aHHOTO0 B YacTU 8 HACTOSIIEH CTaThbU, COCTaBISAET ISTh
pabouux THEW CO JHS MPEACTABJICHUS MPOU3BOIUTEIEM JIEKAPCTBEHHBIX CPEJICTB WM OpPTaHHU3aIlUeH,
OCYLIECTBIISIIOIIEH BBO3 (TIepeMelIeHNe) JIEKapCTBEHHOTO Mpernapara i BETEpUHAPHOTO MPUMEHEHUS
B Poccuiickyto ®enepanuio, B (enepanbHblii OpraH HMCIOJHUTEIBHOM BIIACTH, OCYIIECTBIISFOIINI
GyHKIIUU IO KOHTPONIIO (Hax3opy) B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB AJI BETEPUHAPHOTO
MIPUMEHEHHUS, TOKYMEHTOB, MPETyCMOTPEHHBIX YACThIO 8 HACTOSIICH CTaThU.

10. Pa3pemenue, ykasaHHOE B 4acTU 8 HACTOSIIEH CTATbU, BBIAAETCS B OTHOLUIEHUM KaXKIAOU W3
NEPBBIX JIBYX CEpudl UMMYHOOMOJOTMYECKOIrO JIEKapCTBEHHOTO Ipernapara Jyisli BETEpUHAPHOIO
IIPUMEHEHHUs, BIEPBBIE Npou3BeAeHHOro B Poccuiickon ®Penepanyii WM BIEPBBIE BBO3UMOTO
(nepementaemoro) B Poccuiickyto denepanuto. Takoe pazpelnieHre BbIAAETCS HAa BECh CPOK 0OpalieHHsI
Cepuy HMMMYHOOMOJIOTHUECKOr0 JIEKApCTBEHHOI0 Mpernapara [Uis BETEpUHAPHOIO NPUMEHEHUs, B
OTHOILIEHUU KOTOPOM OHO BBIAAHO. B OTHOWIEHMM TOCIEAYIOUIUX CEPUH OJHOIO TOPrOBOIO
HAaMMEHOBAaHMsI UMMYHOOHMOJIOTMUYECKOT0 JIEKaPCTBEHHOT'O IIpenapaTa AJisi BETEpUHAPHOTO IPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®enepanuu uiaum BBO3UMOro (mepememiaeMoro) B Poccuiickyro
denepannio, TaKOE pa3pelIeHUE BbIIACTCA CPOKOM Ha TpH rofa. llopsAnok Belgauu pa3peiieHnst Ha BBOJ
B TPaXJaHCKUH OOOpPOT MMMYHOOMOJIOTMYECKOIO JIEKapCTBEHHOI'O Ipernapara Ajis BETEpPUHAPHOTO
IIPUMEHEHHUS, NOPANOK BBIJAYM IIPOTOKOJIA MCIBITAHUH, YKa3aHHBIX B 4acTH § HACTOSIIEH CTaThH, a
TAK)K€ METOJIMKA OIPENENICHUs pa3sMEpoB IUIaThl 3a BbIJAYY YKA3aHHOIO IIPOTOKOJIA HCIBITAHUI
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

11. WMMMyHOOMOJOTHYECKHE JIEKAPCTBEHHBIE TpPEMapaThl [JIsi BETEPUHAPHOTO MPUMEHEHUS,
BBEJCHHBIC B TPAXJTAHCKUHA OOOPOT B COOTBETCTBHHM C YaCThIO 8 HACTOAIMIEH CTaThbH, MOJIEKAT
XpaHEHUIO, TMEPEBO3KE, OTIYCKY, peaiu3aliM, Iepenade, MPUMEHEHHUIO [0 HMCTEYEHUS CpOKa HUX
TOJHOCTH.

12. 3a HempeAcTaBlI€HUE WM HECBOEBPEMEHHOE IPEJICTABICHUE JOKYMEHTOB M CBEICHHH,
MPEeAYCMOTPEHHBIX YacTsiMu 1 - 3, 6 U 7 HacTosIIel CTaThu, TPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aliy, OCYIISCTBIISIIONIME BBO3  (MEpEeMEIIeHHE) JIEKAPCTBEHHBIX  MPEMmapaTtoB IS
BEeTepUHApHOTO TpuMeHeHus1 B Poccuiickyto denepaliio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKoHOJiaTeNbcTBOM Poccuiickoit denepannu.

13. IIpeacraBneHne JOKYMEHTOB M CBEAEHUM, IPEAyCMOTPEHHBIX YacTsmu | - 3, 6 u 7 HacTosmen
CTaThH, W TOJYYCHHE pa3pelICHHs], yYKa3aHHOTO B YacTU 8 HACTOAIICH CTaThbU, HE TpeOyroTcs B
OTHOIIEHUHU JIEKAPCTBEHHBIX MPENapaTroB i BETEPUHAPHOIO MPUMEHEHHS, NpPEIHA3HAYCHHBIX IS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BbIBO3a u3 Poccuiickoii ®Penepauuu, NpoBeleHUs MAOKIMHUYECKHX HCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENAapaToB JJIsl BETEPUHAPHOTO IPUMEHEHUS U
BBO3a JUIsl LieJ€l, yKa3aHHbIX B IyHKTe 5 yactu 1 ctatbu 50 Hactosiero denepalbHOTO 3aKOHa, a
TaKXE 06p3.3HOB JICKApPCTBCHHLBIX IMPEIapaToB JIA BETCPUHAPHOI'O MPUMCECHCHUA, TPCAHA3HAUCHHBIX IJIA
MMPOBCACHUA OKCIEPTU3BI JICKAPCTBECHHBIX CPEACTB B MHEIAX OCYIICCTBICHUA FOCYJIapCTBeHHOﬁ
perucTpanyy JIEKapCTBEHHBIX IIPENapaToB AJIs BETEPUHAPHOIO NPUMEHEHUs WM BHECECHUS U3MEHEHUN
B PETMCTPALIMOHHOE JOChE HA JEKapCTBEHHBIN Mpemnapar A BETEPUHAPHOTO IPUMEHEHHUS.

Cratba 53. Npopgaxa, nepenaya nekapcTBEHHbIX CPeACTB OpraHM3aumMsaMm onToBOM
TOProBfM fieKapCTBEHHbLIMU cpeacTBaMu

1. Opranuzanuu onToOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYIIECTBIIATh NPOJAXKY
JIEKApCTBEHHBIX CPEACTB WJIM IepeJaBaTb MX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi
Ddeneparun nopsake (3a UCKIIOUEHHEM (papMaleBTUUECKOM CyOCTaHIIMU CIUPTa STUIIOBOTO (3TaHOIIA) C
ydeToM TpeOOBaHUH YacTu 3 HACTOAIICH CTAThU:

(B pen. @enepanbHbix 3aKOHOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) ApyruM opraHu3amusM ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) IpOU3BOJUTENSAM JICKAPCTBEHHBIX CPECTB JUIs 1ieJIell IPON3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTe4yHbIM OPraHU3aLUAM U BEeTepUHAPHBIM allTeYHbIM OPraHU3aALUAM;

4) Hay4YHBIM OpraHM3aLUsM JJIs1 HAyYHO-UCCIIE0BaTEIbCKONW PabOTHI;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) UHAMBUAYQJIbHBIM NPEANPUHUMATENSM, HMEIOLUM JIMLIEH3UI0 Ha (QapMaleBTUYECKYIO
NEeATEIBbHOCTD WIN JULEH3UI0 HA MEAUIIMHCKYIO 1E€ATEIbHOCTD;

6) MEIUWUMHCKUM OpraHu3alusM, B TOM YHCIE CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOAATENLCTBOM HWHOCTPAHHOTO rocydapcTtBa - wieHa OpraHuzanuu
HKOHOMHUYECKOTO COTPYJAHUYECTBA U Pa3BUTHsI MHOCTPAHHBIM IOPUINYECKUM JIUIAM, UHIUBHLY aJIbHBIM
NPEINPUHIMATENSM, SBISIONMMCS YIaCTHUKAMU IPOEKTA B COOTBETCTBUU ¢ DeiepaabHbIM 3aKOHOM OT
29 urons 2015 roma N 160-03 "O MexayHaApOAHOM MEIUIIMHCKOM KJIAaCTEPe U BHECEHUU MU3MEHEHUU B
OTJIEJIbHBIE 3aKOHOAATENbHBIE akThl Poccuiickoit @enepannn’", 1 BeTEpUHAPHBIM OpTraHU3aLUAM;

(B pen. deaepanbHbix 3ak0HOB 0T 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHuzauusM U WHAWBUIYAIbHBIM NpEANPUHUMATENSM, OCYIIECTBISIONIMM pa3BeleHuUE,
BBIpAIlUBaHUE U COJCP)KAHUE S>KUBOTHBIX (32 HCKIIOYCHHEM TPOJAXH UM (papManeBTUUYECKUX
CyOCTaHIMI WK UX TIepeayun).

(n. 7 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anyy ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMH CPEICTBAMH HE BIIPAaBE OCYIICCTBIIATH
npojaxy (mepenady B YCTAHOBJICHHOM 3aKoHoJAaTenbCcTBOM Poccuiickoit ®dexpepauuu mnopsiake)
(hapmaleBTHUECKOI CyOCTaHIIUY CITUPTA ATHIOBOTO (ITAHOIA).

(dactsp 2 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

Koncynprantlntoc: npumedanue.
Y. 3 cr. 53 na reppuropusix JAHP, JIHP, 3anopoxckoit obsactu, XepcoOHCKON 00J1acTH MPUMEHSIETCS
¢ 01.09.2024 (@3 ot 04.08.2023 N 428-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3. Opranu3zanuy onTOBOM TOProBIM JEKAPCTBEHHBIMU CPEJCTBAMHU MOTYT OCYLIECTBIISATH MPOJAXKY
(mepegauy B yCTaHOBJIEHHOM 3aKoHOjaTelabcTBOM Poccuiickoit denepannn nopsjike) JeKapcTBEHHOTO
npernapara A MEIUIMHCKOIO MPUMEHEHUS C MEXAyHapOJIHbIM HEMAaTeHTOBAaHHBIM HAaMMEHOBAHUEM
H3 n.,

TaHoI":

1) ropuanyYecKuM JIMaM, UMEIOIIUM JIMIICH3UI0 Ha (papMaleBTUYECKYIO0 NEeSTENLHOCTh B chepe
oOparieHust JICKApCTBEHHBIX CPEJCTB JIJIsI MEIUIIMHCKOTO IPUMEHEHUS;

2) UHAMBUAYAJbHBIM HNPEINPUHUMATEISIM, HMMEIOIIKMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JeSITeNIbHOCTD B cpepe oOpaleHus JIEKapCTBEHHBIX CPEACTB JUIsl METUIIUMHCKOTO MPUMEHEHUS;

3) HHIAUWBHUAYAJIbHBIM IIPEANTPHUHUMATEIIAM, HMCIOIIIUM JIMOCH3UIO HA MCIUITMHCKYIO ACATCIIbHOCTD,
4) HOPUINYICCKUM JIUIaM, UMCIOIINUM JIMICH3UIO HAa MECAUITUHCKYIO JCATCIbHOCTD,

5) MHOCTPAaHHBIM HOPUINYECKUM JIMIIAM ¥ UHAMBHUIYAJIbHBIM NPEINPUHUMATENSAM, CO3/IaHHBIM U
3apEruCTPUPOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM HMHOCTPAHHOIO TIOCYAAapCTBa - YJIEHA
Opranuzanuu 3KOHOMUYECKOTO COTPYJHUYECTBA U PAa3BUTHUS, SIBISIIOIIMMCSA y4YaCTHUKaMU IPOEKTa B
cootBercTBUM ¢ PenepanbHbIM 3akoHOM OT 29 mroHsa 2015 roga N 160-Od3 "O mexaTyHapOoaIHOM
MEIMLMHCKOM KJIacTepe M BHECEHMM HM3MEHEHHH B OTAEIbHbIE 3aKOHOJAATENbHbIE aKkThl Poccuiickoit
Oenepanun";

6) ucHbITAaTEIbHBIM JabopaTopusM (LEHTpaM), MPOBOASAILIMM HCIBITAHUS B OOJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEACTB, AaKKPEAUTOBAHHBIM B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepaiu 00 akKpeIUTalMKA B HAITMOHATLHON CUCTEME aKKPEIUTAIIUH.

(uactp 3 BBeneHa denepanbHbiM 3aK0HOM 0T 04.08.2023 N 428-D3)

CraTbs 54. MpaBuna onToBOW TOProBfM NieKapCTBEHHbIMU cpeaCcTBaMu

1. OnroBas TOProBis JEKAapCTBEHHBIMH CpEACTBAMHM OCYILECTBISETCS MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OPraHU3ALMAMU ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU I10
[IpaBWIaM Hajajexaled TuCTpUObIOTOPCKON MPAKTUKH, YTBEPKACHHBIM EBpazuiickoil 5KOHOMUYECKON
KOMHUCCHEH, W TpaBHIaM XPAHCHHUS JIEKApPCTBEHHBIX CPEICTB, YTBEPKIACHHBIM YIIOJIHOMOYECHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

(uactp 1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2. OpraHmzanysi ONTOBOW TOPrOBJIM JICKAPCTBEHHBIMU CpEICTBaMU 00s3aHa COOJIIOIATH
MpeACIIbHBIE CPOKM OTTPY3KHM 3aTpEOOBAHHBIX ANTEUHOW OpraHM3allMell JIEKapCTBEHHBIX MPErnapaToB
JUTSl METMIIMHCKOTO TPUMEHEHMsI U HE BIpPaBE OTKa3bIBaTh alTEUHON OpraHM3aIlud, ¢ KOTOpOW y Hee
3aKJII0YEH COOTBETCTBYIOIIMKA JIOTOBOP O TMOCTABKAax JICKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, B TIOCTABKE JIEKAPCTBEHHBIX MPENapaToB AJsl MEIULHUHCKOrO MPUMEHEHUsS NMPU HATUIUHU
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MMPUMEHEHHSI Y OPTaHU3aIUKA ONTOBON
TOPTOBIIM JIEKAPCTBEHHBIMU CpeAcTBamMH. [IpenenbHbIe CPOKH OTIpy3KH 3aTpeOOBAaHHBIX AaNTEYHON
OpraHu3alyel JEeKapCTBEHHBIX TMPENapaToB I MEIUIIMHCKOTO TMPUMEHEHHMsS B 3aBUCHUMOCTH OT
pAaCIOJIOKEHUsSI MeCTa OTTPY3KH JICKapCTBEHHBIX MpEnapaTtoB IS MEAUIIMHCKOTO TPUMEHEHUS
YCTaHABJIUBAIOTCS YIIOJTHOMOYEHHBIM (eZepaibHBIM OpraHOM MCTIOJHUTEILHOM BJIACTH.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CraTtba 55. MopsaaoK pO3HMYHOM TOProBJIM NeKapCTBEHHbIMMU NpenaparaMmu

1. Po3Hu4Hasi TOProBiisd JEKAapCTBEHHBIMH IpenaparaMd B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBINIOJTHEHUST BpauyeOHbIX ((erabAlepckiuX) Ha3HAYeHWH WM Ha3HAUYEeHUN CHEIMaMCTOB B 00acTu
BETEpUHAPUH,  OCYIIECTBJIAETCS  aNTEYHbIMU  OpraHU3alMsIMH, BETEPUHAPHBIMM  ANTEYHBIMHU
OpraHu3alsIMM,  WHAMBUIAYaJIbHBIMH  TPEANPUHUMATENSAMH,  HMEIOLUMMM  JIMIEH3HI0  Ha
(bapMaeBTHYECKYIO JeSITEeIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTHYECKYIO JESATEIBbHOCTh, U UX 00OCOOJICHHBIMHU TMOAPA3ACICHUSIMU, PACHOJIOKCHHBIMUA B
CEJIbCKMX HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpPraHU3allii, U BETEpUHAPHBIMU
OpraHM3alMsIMH, UMEIOIIUMHU JMIIEH3UI0 Ha (apMalleBTUUYECKYIO JIeATeNbHOCTh. Pa3periena posHuyHas
TOPTOBJIS TOJBKO JIEKAPCTBEHHBIMU IIpenapaTaMy, 3aperucTpupoBaHHbIMU B Poccuiickoil ®Penepanuun
1100 B COOTBETCTBUHU C AKTaMH, COCTaBIIOIMMH MpaBo Coro3a, WIM U3TOTOBJICHHBIMH AaNTEYHBIMU
OpraHM3alysIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3alusIMy, UHAVBUAYaJIbHBIMU
NPEINPUHIMATEISIMYA, HMEIOIUMH JIMICH3UI0 Ha (apMaleBTUYECKYIO IesSTelIbHOCTh. Po3HMUYHAs
TOProBJI JIEKAPCTBEHHBIMU IpenapaTaMu OCYLIECTBIIIETCS [0 MpaBWIaM HaJUIeKallell anTeyHou
MPAKTUKHU, YTBEP>K/IEHHBIM YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH.

(B pen. denepanpHbix 3aKk0HOB OT 25.11.2013 N 317-@3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOProBis JIGKAPCTBEHHBIMU MpenapaTamMy Ui MEAUIMHCKOrO MpUMEHEeHHs (3a
HCKJIIOYEHUEM JIEKApCTBEHHBIX IMPENapaToB, OTIIYCKA€MbIX 10 PELENTY Ha JIEKAPCTBEHHBIN Mpernapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M MCUXOTPOIHBIX JIEKAPCTBEHHBIX IMPENapaToB, a TAKKe
CIIUPTOCOIEPIKAIUX JICKAPCTBEHHBIX TpEnapaToB ¢ OOBEMHOM MIOJIEH ATHUIOBOTO CIUPTa CBBINIE 25
MPOLIEHTOB) MOXET OCYLIECTBIATHCA aNTEYHBIMU OPTraHU3ALMSIMH JTUCTAHIIMOHHBIM CIIOCOOOM.
Po3HuuHyl0  TOProBiul0  JEKAPCTBEHHBIMU  IpenaparamMu s  MEIULUUHCKOTO  NPUMEHEHHS
JMCTAHIIMOHHBIM CIOCOOOM MOTYT OCYUIECTBJISATH alTEYHble OPraHU3allid, UMEIOLIUE JIMIEH3UI0 Ha
(apManeBTHYECKYI0 JCATENbHOCTh M  COOTBETCTBYIOIIEE paspemeHne (¢eaepaabHoro  opraHa
WCTIOJTHUTEIGHOW BIIACTH, OCYIIECTBISIONIET0 (YHKIMHM 10 KOHTPOJIIO W Ham3opy B cdepe
3npaBooxpaHeHus. [lopsimok BbITauM paspelieHds Ha OCYIIECTBICHHE PO3HUYHOM TOProBid
JIEKapCTBEHHBIMU MpernapaTaMy JAUCTAaHIIMOHHBIM CHOCOO0M, TpeOOBaHMS K aNTEUHBIM OpPraHU3ALMSIM,
KOTOPbIE MOTYT OCYLIECTBJISATh TAKyH) TOPrOBJIIO, U TMOPSAJOK €€ OCYLIECTBJIEHUS, a TAKXKE IpaBuia
JIOCTAaBKM JIEKAPCTBEHHBIX IPENapaToB IpaxJaHaM ycraHaBiauBaroTcsi IIpaBurensctBoM Poccuiickoit
Oenepanun. Mupopmanms 06 oruiadeHHBIX (OTHYIIEHHBIX) U MOJyYEHHBIX JICKApPCTBEHHBIX Mperaparax
BHOCUTCSI B CHCTEMY MOHMUTOpPHHIA JIBUJKEHUS JIEKQpCTBEHHBIX IPENapaToB JUIsl MEIULUHCKOIO
IIPUMEHEHHUS B MOPSAIKE, IPELYCMOTPEHHOM YacThI0 7 cTaThu 67 HacTosmero denepaabHOro 3aK0Ha.
(dactp 1.1 BBegena denepanbubiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHu3alMii M [paBWia OTHYCKa JICKAPCTBEHHBIX IpEnapaToB JUIs
MEIUIMHCKOTO NMPUMEHEHUS] aNTeYHBIMU OpPIraHU3alUSAMM, WHIUBHIYaJbHBIMU HpPEANPUHUMATEISMH,
UMEIOIIMMHU  JIMLEH3UI0 Ha (apMaleBTUYECKYI0 JESATEIbHOCTb, a TakXke TIpaBWia OTIIyCcKa
JIEKApCTBEHHBIX MPEMapaToB I MEIUIMHCKOTO MPUMEHEHHS MEIUIIMHCKAMHU OpTaHU3aIMsIMH,
UMCIOIMMHU  JIMICH3WI0 Ha  (apMaleBTHYECKYI0  JCSITEIbHOCTh, W HX  000COOJICHHBIMHU
HOJIpa3AeICHUsIMH, PACIIONIOKCHHBIMI B CEJILCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTedHble OPraHU3alUH, YTBEP)KIAIOTCS YIOJTHOMOYEHHBIM (elepalibHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH.

(B pen. @enepanbubix 3akoHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-P3)

3. [IpaBuia oTmycka HApKOTHYECKUX CPEJICTB U MCUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B
KauecTBE JICKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IPENapaTroB, COAECPKAIIUX HApPKOTHYECKHE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CPEICTBa W TICUXOTPOITHBIE BEUIECTBA, YTBEPXKAAIOTCS YIOTHOMOYEHHBIM (eaepaqbHbBIM OpraHOM
WCTIOJHUTENIBHOW BJIACTH TI0 COTJIACOBAHMIO C (pelepajbHBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JICI.

(B pen. ®exnepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapCTBEeHHBIE Ipenaparsl JUIi BETEPUHAPHOTO IPUMEHEHMsI MOMJIEkKAT OTIYCKY
BETCPHHAPHBIMU ANTEYHBIMU OPTraHU3alMSAMH, BETCPUHAPHBIMUA OPTaHU3AIMAMH, WHIUBHIYAIEHBIMH
NPEeANpUHUMATENSIMY, HMEIOIMIMMHU JIMIEH3UI0 Ha (apMaleBTHUECKYl0 JesTelnbHOCTh. OTIyck
JICKapCTBEHHBIX TPErnapaTroB il BETEPUHAPHOTO NPUMEHEHHUS OCYIIECTBIISAETCS B COOTBETCTBUU C
IpaBuJiaMn Ha):[ﬂexcameﬁ anTeyHo MMPAKTUKU JICKAPCTBCHHBIX MPCIapaToB MJIA BCTCPHUHAPHOI'O
MIPUMEHEHHUS, YTBEPKACHHBIMHU YIIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOTHUTEIbHON BIACTH.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. llepeyeHb MEOUIIMHCKUX OpraHM3alMii, HMEIONIMX JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NeSTeNbHOCTh, U UX O0OOCOOJEHHBIX MOJAPA3JCICHUN, PACMONIOKEHHBIX B CEIBbCKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIE OpraHU3allid, a TaKKe IMepedeHb JEKAapPCTBEHHBIX
MpemapaToB, MPOJaka KOTOPBIX MOXKET OCYIIECTBISIThCS YKAa3aHHBIMH OpraHu3alusIMA U WX
000COOJICHHBIMY  TTOAPA3/ICIICHUSIMK, YCTAHABIMBAIOTCS HCIIOJIHUTEIPHBIMU OpPraHaMH CyOBEKTOB
Poccuiickoit deneparum.

(B pen. ®enepanpHbix 3aKk0HOB OT 25.11.2013 N 317-@3, ot 03.04.2020 N _105-P3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnTeyHble OpraHU3allMM, WHJIWBHUAyalbHbIE MPEANPUHUMATENIH, HMEIOLIUE JIMIICH3UI0 Ha
(dapMameBTHUECKYIO0 JCSITeNLHOCTh, 00s3aHBl  OoOecredynBaTh YTBEpXKIeHHBIM [IpaBUTENHLCTBOM
Poccwuiickoit ®enepanyu u GOPMHUPYEMBIl B YCTAHOBIICHHOM UM MOPSJIKE MUHUMAJIBHBIM aCCOPTHMEHT
JIEKapCTBEHHBIX MPEMapaToB, HEOOXOAMMBIX JIJI OKa3aHUS METUITMHCKON TTOMOIIIH.

(dactpb 6 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHble OpraHM3alld, WHAWBUAYalbHblE NPEANPUHUMATENH, HMEIOLIUE JIMLEH3UI Ha
(bapMaeBTUYECKYI0 JEATENbHOCTh, HapsIy C JIEKapCTBEHHBIMM IpenapaTaMd HMEIOT IpaBo
npuoOperaTh M MpoOJiaBaTb, B TOM YHCJI€ JAUCTAHIIMOHHBIM CIOCOOOM, MEIUIIMHCKHE W3JIEus,
Ne3nH(UIUPYIONIUE CPEICTBA, MPEAMETH W CPEACTBA JMYHOW THTHUEHBI, TOCYMY JUIS MEAMIIMHCKHIX
1ene, MpeaMeThl M CPEeACTBA, NMpEAHA3HAYEHHBIE IS yXoJa 3a OOJBHBIMH, HOBOPOKICHHBIMU H
IEThMH, HE TOCTHTIIMMH BO3PACTa TPeX JIET, OYKOBYIO ONTHUKY U CPEICTBA yX0/a 3a Hel, MUHEepaJIbHbIC
BOJIBI, IPOJYKTHI JIE4eOHOTO, TETCKOTO M JTUETUYECKOTO MUTaHHs, OMOJIOTHYECKH aKTUBHBIE JT00aBKH,
napdroMepHble U KOCMETUYECKHE CPEICTBA, MEAULMHCKUE U CAaHUTAPHO-IIPOCBETUTEIbHBIC MEUaTHBIE
W3JaHKA, TIPeAHAa3HaYCHHBIE JJIs TIPOTIaran/Ibl 3J0POBOTO 00pa3a KU3HHU.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JlesTenpHOCTh anTeuHblix opranuzaiui Boopyxkennsix Cun Poccuiickont denepaiuu, Ipyrux
BOMCK, BOUHCKHX (JOPMUPOBAHUI U OPraHOB, B KOTOPBIX 3aKOHOJAaTenbcTBOM Poccuiickoit denepanuu
NPEeJyCMOTPEHO TPOXOXKACHUE BOEHHOW CIIyXObl WM (efepasbHOM TOCyIapCTBEHHOM CITYKOBI,
CBA3aHHOM C IIPAaBOOXPAHUTEIBHOM [EATEIbHOCTBIO, PEIVIAMEHTUPYETCsS HacToAmuM dDenepanbHbIM
3aKOHOM U yTBEPXJACHHBIMH COOTBETCTBYIOIMMU (peepaJbHBIMU OpraHaMU UCHOJHUTENIBLHON BIacTU
nosiokeHussMU. KOHTposb 3a coOnioieHneM YKa3aHHBIMU alTEYHBIMU OpPTaHHU3alUsSMHU IOJIOKEHUN
Hacrosero PenepaabHOro 3aKOHa OCYLIECTBISETCS COOTBETCTBYIOIIMMHU (hefepalbHbIMU OpraHaMu
VCIIOJIHUTENILHOM BJIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

9. Vrpatun cuny c 1 suBaps 2021 rona. - ®@enepanbusiii 3akoH ot 03.04.2020 N 105-D3.

Koncynbrantllmoc: mpumeuanwe.
C 01.03.2026 ct. 55.1 yrpauuBaet cuny (D3 ot 20.10.2022 N 405-D3).

Cratbsa 55.1. MNopsanok ocywecTBNeHUs PO3HUYHOW TOProBnU NeKapCTBEHHbIMMU
npenapatamMum AnA MeAULMHCKOrO NPUMEHEHUsl, OTNyCKaeMbIMM MO peuenty Ha
NneKapCcTBEeHHbIN npenapaT, AUCTaHUMOHHbIM CNOCOOOM

(BBeneHa ®denepanbHbIM 3akoHOM OT 20.10.2022 N 405-D3)

1. B nepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roma B ropoae ¢enepanbHOro 3HaYCHUS
Mockse, B benropoackoit m MoCKOBCKOW 00yacTax (fajiee B HACTOSIIIEH CTaThe - CYOBEKTHI
Poccuiickoit ®eneparnuu) MpeaycMaTpUBaeTCs TMPOBEJACHHWE OKCIIEPUMEHTAa IO OCYIIECTBICHHIO
PO3HUYHOI TOPTOBIH JIEKAPCTBEHHBIMU MpemapaTamMu JIJIsl MEAULIUHCKOTO TPUMEHEHHS, OTITYCKAaeMbIMH
0 PENEeNnTy Ha JIEKApCTBEHHBIN Ipernapar, JUCTAHIIMOHHBIM CIIOCOO0M (J1anee - SKCIIEPUMEHT).

2. B pamMkax sKcIepMMEHTa €ro y4aCTHUKU BIIpaBe AMCTAHLMOHHBIM CIOCOOOM OCYIIECTBISATH
PO3HUYHYIO  TOPrOBJIIO  JIGKAPCTBEHHBIMU  IpenaparaMud JUIsi  MEAHULMHCKOIO  MPUMEHEHMS,
OTIIyCKa€MBbIMHU IO PEeLENTy Ha JIEKapCTBEHHBIN IpenapaT (B TOM 4ucie chopMUpPOBAaHHOMY B (opme
IEKTPOHHOIO JOKYMEHTa B JIMYHOM KaOWHeTe TIpakJaHMHA Ha €JUHOM MopTrane U (WiM) Ha
PETMOHANBHBIX MOpPTANaX IOCYJApCTBEHHBIX M MYHUIMIAJIBHBIX YCIYT) U BKIIOUYEHHBIMH B II€pEUYEHb
JICKapCTBEHHBIX IMpPENnaparoB M (papMakoTepaneBTHYECKUX TPYMI JIEKAPCTBEHHBIX IPEnapaTos,
paspelieHHbIX K pealu3allud B paMKax »3KCIEpUMEHTa, YTBEP)KICHHBIH YIOJIHOMOUYEHHBIM
(denepanbHbIM OpPraHOM HCIOJHUTEIBHON BIAacTU (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IPEnaparos,
COJIepKalIuX HapKOTHUYECKHE CPENCTBA, IICUXOTPOIIHBIE BEIECTBA U MX MPEKYPCOPBI, JIEKAPCTBEHHBIX
[IPEenapaToB, COAEPKAIUX CHIBHOJACHCTBYIOIINE BEIIECTBA, pagrodapMaleBTHUECKUX JEKAPCTBEHHBIX
[pernapaTroB, HMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe JIEKapCTBEHHBIX
IIpEenapaToB, sl KOTOPBIX B COOTBETCTBMM C MHCTPYKIHMEH IO NPUMEHEHHUIO JIEKAPCTBEHHOIO
IpernapaTa YCTAHOBJIEH TEMIIEPATypHbI peXxuM XpaHeHUss Huwxke 15 rpaaycoB llenbcus,
CIIUPTOCOECPIKAIIUX JIEKAPCTBEHHBIX IPENapaToB ¢ O0OBEMHOM OJIEH ATHJIOBOTO CHUPTa CBBIIIE 25
MIPOLIEHTOB M JICKAPCTBEHHBIX IPENaparoB, W3TOTOBJIEHHBIX aNTEUHBIMU OpraHuzanusMu). Kpurepuun
BKJIFOYEHHSI JIEKAPCTBEHHBIX IIpernaparoB M  (apMakoTEeparneBTUUYECKUX TIPYyMI  JIEKAPCTBEHHBIX
[IpenaparoB B YyKa3aHHbIM IepedeHb ycraHasBiuBarorcs IlpaBurensctBoM Poccuitickonn denepanuu.
[lonoxxeHns HACTOALIEH CTaTbU HE PACIPOCTPAHSIOTCS HA JIEKAPCTBEHHBIE IMpENapaThl, OTIYCKacMble
OecIulaTHO WM CO CKHJAKOH TpakJaHaM, HMEIOIUM TpaBo Ha oOecreueHHne JeKapCTBEHHBIMH
IpernapaTamMi 3a CHeT CpeACTB OIOKETHBIX ACCUTHOBAHUU (enepasbHOro OroJKeTa U O0HKETOB
cyowsekToB Poccuiickoit deneparun.

(B pen. deaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. VYyacTHHUKaMHM OSKCIEPUMEHTa  SBISIOTCS  YNOJHOMOYEHHBIH  (enepanbHblii  oprax
WCTIOJTHUTENIBHOM BJIACTH, YIOJHOMOYEHHBIE WCIOJHUTENbHBIE OpraHbl CcyOBbekToB Poccuiickoit
®denepanyy, MEUIIMHCKUE OPTaHU3AlMM U allTeYHble OpraHMU3allM, COOTBETCTBYIOIINE TPEOOBAHUSAM,
YCTAHOBJIEHHBIM B COOTBETCTBHHM C YACTBIO 4 HACTOSIILENU CTAThHU.

(B pen. deaepanbHoro 3axoHa ot 08.08.2024 N 232-D3)

4. IlonoxeHue o MopsAAKE IMPOBCACHUSA SKCIICPUMCHTA, B TOM YHCJIC Tpe6OBaHI/I$I K MCANITMHCKUM
opraHu3alusaM MW alTCUHbIM OpTraHU3alusaAM, SBJIIIOINUMCA YYaCTHUKAMU OSKCICPHUMCHTA, HOPAAOK
OCYHICCTBJICHUA p03HI/ILIHOI\/JI TOProBjin  JICKAPCTBCHHBIMU  IIpCriapataMu  JJIsI  MCAUIIUHCKOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

NIPUMEHEHUS, OTITYCKAaeMbIMHU IO pEeLeNnTy Ha JEeKapCTBEHHBIM Mpemnapar, AUCTAHLMOHHBIM CIIOCOOOM,
TpeOOBaHUS K JOCTaBKE TAKUX JIGKAPCTBEHHBIX MPENapaToB IpakJaHaM, MpaBUia BbLIAYM Pa3peIIeHus
Ha OCYIIECTBJICHUE PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMM IIpernapaTaMy Uil MEIULMHCKOTO
MIPUMEHEHHUS, OTIYCKaeMbIMU 10 PELENTy Ha JIEKApCTBEHHBIM Ipernapar, AUCTAaHIMOHHBIM CIIOCOOOM,
yTBepkaaercs I[lpaBurensctBoM Poccuiickoit denepanuu. TpeGoBaHUs K anNTeYHbIM OpPTraHU3ALMSIM,
SBJIIOIIMMCS YYAaCTHUKAMU SKCIEPUMEHTA, HE MOTYT OBbITh HM)KE TpeOOBaHUH, YCTAHOBJIEHHBIX K
anTEeYHbIM OPraHU3alUsIM B COOTBETCTBUU € 4acTbio 1.1 craTeu 55 Hacrosmero denepanbHOro 3aKOHa.

5. YnonHoMoueHHbIH (esiepaibHblil OpraH UCTIOJIHUTEILHON BIACTH:

1) ocylecTBisieT METOAMYECKOE COINPOBOXACHHUE SKCIIEPUMEHTA, BKIIOYAs METOAMUYECKOE
COTIPOBOXKICHHE IEITEILHOCTH MEIUIIMHCKUX OpTraHU3aIluil U anTeYHBIX OpraHU3alui, y4acCTBYIOIINX B
AKCTIIEPUMEHTE, 1O O(GOPMIICHUIO, WCIOIB30BAHUI0 W XPAHCHHUIO PEIENTOB Ha JICKAPCTBEHHBIN
mpemnapar, B TOM uucie chopMUpOBaHHBIX B POpPME IJEKTPOHHBIX JOKYMEHTOB;

2) npencrasnser B IIpaButenbctBo Poccuiickoit ®epepanuu mNpenBapuUTENbHBIN (B MepUO
IIPOBEACHUS JKCIIEPUMEHTa, HO HE IO3JHEE 4YeM 3a JBa Mecsla 10 MCTCUYECHHs CpOKa IIPOBEICHUS
9KCIIEPUMEHTA) U UTOTOBBIA (II0 OKOHYAHMM JKCIIEPUMEHTA, HO HE IO3JHEE 4YeM dYepe3 JIBa Mecdla
[ocjie MCTEYEHHs] CpOKa IMPOBEJIEHUS OSKCIEpUMEHTa) JMAOKIaAbl O pe3yibTaTax IpPOBEIEHUs
SKCIIEPUMEHTAa W TPEUIOKEHHsT O BHECEHHMM W3MEHEHHH B 3aKOHOAATEIbCTBO 00 oOpalieHun
JIEKapCTBEHHBIX CPENICTB.

6. YI0JIHOMOUYEHHBIN HCIIONHUTEIbHBIN oprad cyObekTa Poccuiickoit @enepanuu:
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) BIIpaBe yCTaHOBUTH OCOOCHHOCTH MPOBECHHSI SKCIIEPUMEHTA,

2) yTBepXKJIaeT MOpAJOK OTOOpa MEIMUMHCKUX OpraHu3alUil W anTe4yHbIX OpraHu3aluil amns
y4acTus B IKCIIEPUMEHTE, a TakKe MPOBOAMUT TaKOW OTOOpP M YTBEP)KIAeT MEpeyeHb METUIMHCKUX
OpraHu3alyil U IepedeHb alTeYHbIX OPraHU3allii, COOTBETCTBYIOLINX TPEOOBAHUSM, yCTAaHOBJICHHBIM B
COOTBETCTBHUHM C YaCTbIO 4 HACTOSALIEH CTAThH, U ABIIAIOINXCS Y4aCTHUKAMHU SKCIIEPUMEHTA;

3) ocymHIeCTBISIET MOHUTOPHUHI TPOBEICHUS HKCIEPUMEHTa M MPEACTAaBISET €ro pe3yibTaThl B
YIOJTHOMOYCHHBIN (peiepalibHbIi OpraH UCIIOTHATEILHON BIACTH,

4) oOecrieunBaeT WHGOPMAIMOHHO-TEXHUYECKOE OOECIEUCHHE IMPOBEICHUS OKCIIEPHUMEHTA
MOCPEJCTBOM  HUCIOJL30BaHUS  TOCYJApPCTBEHHOH  HMH(DOpPMAIIMOHHOW  CUCTEeMBI B cdepe
3IpaBooxpaHeHus cyObekTa Poccuiickoit denepanuu u (Win) METUITMHCKUX WHPOPMAIIMOHHBIX CHCTEM
MEJIUIMHCKUX OPTaHU3alfid, SBJISIONUXCS YYaCTHUKAMH DSKCIEPUMEHTa, M WX B3aUMOJCHCTBUS C
€MHOM TOCYJapCTBEHHON MH(POPMAIIMOHHOM CUCTEMOI B chepe 3ApaBOOXpaHEHUSI.

7. MemMUMHCKHAE OpraHU3allMM W alTEeYHbIE OPraHMU3alMy BIPABE OTKA3aTbCA OT Y4YacTus B
SKCIIEPUMEHTE, N0IaB B YIIOJIHOMOUYEHHBIA HCIIOIHUTEIbHBINA Oopran cyobekra Poccuiickoit denepannn
COOTBETCTBYIOIIIee OOpallieHne B MUCbMEHHOH dopMe.

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AnTeuHble OpraHHU3aIUH, SBIAIONIMECS YYACTHHKAMHU JKCIEpPUMEHTa, 00sI3aHBbI MPH MPOJaXKe
JTUCTAHIIMOHHBIM  CIIOCOOOM  JIGKQPCTBEHHOTO  Tpemapata s  MEIUIIMHCKOTO MPUMEHEHUS,
OTITyCKaeMOro IO PEelenTy Ha JIEKApCTBEHHBIA Mpernapar, 00ecneuuTb MPpU OCYIIECTBICHUN JIOCTAaBKU
UIECHTU(DUKAIIMIO JTUYHOCTU TPAKJAHWHA, TOJMYYaIOMIeT0 TAaKOM JIEKApCTBEHHBIM Mpemnapar, B LEJsAX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

YCTAaHOBJICHUS] COOTBETCTBUSI €r0 JMYHOCTH M JIMIA, YKAa3aHHOIO B pELENTe Ha JEKapCTBEHHBII
mpemapaTr (€ro 3aKOHHOTO MPEACTaBUTENs), JIMOO JHIA, YIMOJIHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B
peuente Ha JIEKapCTBEHHbIM Inpernapar (€ro 3aKkOHHBIM INPEJICTaBUTENIEM), Ha IOJIy4YEHHE
JIEKapCTBEHHOI'0 Tpernapara (Jlajgee B HAaCcTOSLIEH cTaThe - JIMIO, YKa3aHHOE B pelenTe (3aKOHHBIH
MIPeICTaBUTEINb, YIIOTHOMOUYEHHOE JIUIIO).

9. JIumo, ocymecTBisAOLIEE [JOCTaBKy JICKapCTBEHHOIO IIpernapara Uil MEIULUHCKOrO
NPUMEHEHHs, OTIIyCKaeMOro IO peLenTy Ha JEeKapCTBEHHbIM Ipenapar, o0s3aHO MOTpeOoBaTh y
IPAKJAHUHA,  [IOJY4Yalollero  TaKOW  JICKAPCTBEHHBIM  Ipenapar, IPEeAbsIBUTb  JTOKYMEHT,
YIIOCTOBEPSIOUINIA €r0 JIUYHOCTD, Ui UACHTU(UKAMH JTUYHOCTH ITOTO TPaKIAHWHA M YCTAHOBJICHUS
COOTBETCTBUSI €ro JMYHOCTHM U JIMLA, YKAa3aHHOIO B peLenTe (3aKOHHOTO IpeICTaBUTENs,
YIOJHOMOYEHHOT 0 Jinlia). B ciyyae BBISIBIEHHS HECOBMAJIEHUS JIMYHOCTU TPakaHWHA, MOIYYaroIlIero
JEKapCTBEHHbI I@pemapaT, M JIMLA, YKa3aHHOr0O B perenre (3aKOHHOIO  IIPEICTaBUTEI,
YIOJIHOMOYEHHOTO JIMIa), a TakXke B cilydae OTKa3za Ipa)<IaHUHA, IOJIyYaloIIero JEeKapCTBEHHBIN
rpenapar, IpeIbsiBUTh JOKYMEHT, YAOCTOBEPSIOIIUN €r0 JTUYHOCTD, JIULIO, OCYIIECTBIIAIOIICE JOCTABKY
JIEKAPCTBEHHOI'0 IIpernapara Uil MEAULUHCKOIO IIPUMEHEHHUs, OTIIyCKaeMOro II0 pELenTy Ha
JIEKapCTBEHHBIN IpernapaT, oO0sf3aHO BEpHYTh TaKOM JIEKapCTBEHHBIM mpernapar B aNTE4YHYIO
OpraHM3aLMIo.

10. TloxrBepkaeHuem (axkra nepeaayd JEKapCTBEHHOIO Ipemnapara Ui MEIULMHCKOIo
IIPUMEHEHHUS, OTIIyCKa€MOI'0 M0 PELENTy Ha JIEKapCTBEHHBIN IIpenapar, JUIy, YKa3aHHOMY B peLenTe
(3aKOHHOMY MIPEICTaBUTENIO, YIIOJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KaCCOBBIM Y€K M MOJIHUCH JIMLIA,
IIOJIyYMBILEr0 TAaKOM JIEKapCTBEHHBIN Ipernapar, Ha JOKyMEHTE O IOJIyYeHUU TaKOI'o JIEKaPCTBEHHOI'O
npernapata no (Gopme, yTBEpk AA€MOH YIOIHOMOYEHHBIM (pelepaJbHbIM OPraHOM MCIOJHUTEIbHON
Bnactu. [locrne mepenaun jekapCTBEHHOTO Mpemnapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEJCTABUTEIIO, YIOJHOMOYEHHOMY JIMIlYy), 3TOT JOKYMEHT IepeNaeTcs JHMLOM, OCYIECTBHBILIUM
JIOCTAaBKYy TaKOIrO JIEKAPCTBEHHOI'O Ipernapara, B aNTEYHYH OPraHU3aldio, OCYIIECTBUBIIYIO OTIIYCK
JIEKapCTBEHHOI'0 IpemnapaTa. B cilydyae BBIABICHMS NpU IEpefade Jully, yKa3aHHOMY B peLenTe
(3aKOHHOMY TIPEACTAaBUTENIO, YMOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOrO Iperapara (akToB
MEXaHUYECKOTO TOBPEXKJIEHUSI €ro WIM €ro YHNaKOBKM TaKOW JIeKapCTBEHHBIM IpernapaT JIHUIOM,
yYKa3aHHBIM B pelente (3aKOHHBIM MpPEJCTaBUTENIEM, YIOJIHOMOYEHHBIM JIULIOM), HE NMPUHUMAETCs U
BO3Bpalaercs 0e3 ero OIulaThl JIMIy, OCYLIECTBHUBLIEMY JIOCTAaBKY JIEKaPCTBEHHOI'O Ipernapara u
o0ecreynBaroIeMy €ro BO3BpaT B aITEUHYIO OpraHU3aIHIo.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit denepaliii, COBEPILICHHbIE NPU MPOBEACHUU
SKCIIEPUMEHTA, €ro YYacCTHHUKA HECyT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIHCTBOM
Poccuiickoit deneparum.

12. KoHTponb 3a HCIOJIHEHHWEM TpeOOBaHUM, CBSI3aHHBIX C MPOBEJICHHEM HKCIIEPUMEHTA,
OCYILECTBIIsICTCS (peiepaIbHBIM OPIaHOM HCIIOJHUTEIBHOM BIACTH, OCYILECTBIISIOUIMM (YHKLHUHU IO
KOHTPOJIIO M Ha/A30py B chepe 3ApaBOOXpaHEHUs, B MOPAJKE, ycTaHOBIEHHOM PDenepalbHbIM 3aKOHOM
or 31 mons 2020 roga N 248-03 "O rocygapCTBEHHOM KOHTpoJie (HAA30pe) U MYHHIMIIAIBHOM
koHTpose B Poccuiickoit ®denepanun’.

CrtaTtbs 56. M3roToBneHne n oTnyck rekapcTBeHHbIX NpenapaTtoB

KoncynprantlIntoc: npumedanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsATCA M3MeHeHus1 (D@3 ot 30.12.2021 N 463-D3). Cm. Oyaymryio

PCAAKIINIO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

1. M3roToBieHHE JIEKAPCTBEHHBIX IPEMApPaToOB alTEeYHbBIMH OPTraHU3aIUSIMH, BETCPUHAPHBIMU
anTeUYHbIMH OpraHU3allMsIMU, WMCIONIMMH JHUICH3UI0 Ha (apMaleBTUYECKYIO JAESITeIbHOCTb,
OCYIIECTBIISIETCS MO pelenTaM Ha JICKapCTBEHHBIC Nperaparbl, MO TPEeOOBAHUSIM MEIUIIUHCKUX
OpraHM3aIlfii, BETCPUHAPHBIX OPraHU3aluii B COOTBETCTBHH C TPAaBHJIAMH W3TOTOBJICHHS M OTITyCKa
JICKapCTBCHHBIX  IPENaparoB, YTBEPXKICHHBIMH  YIIOJIHOMOYCHHBIM  (DeliepadbHBIM  OpPraHOM
HUCIIOJIHUTEILHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

2. Ilpn U3roTOBIEHUY JEKAPCTBEHHBIX MPENApaToOB allTEYHbIMU OpraHU3alUsAMHI, BETEPUHAPHBIMU
aNTeYHBIMH OPraHM3ALMUSAMH, HWMCIOIIUMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO JESTEIbHOCTD,
WCTIOJNB3YIOTCSL JICKApCTBEHHBIE Tpemaparbl U (W) (apmamneBTHUeckne CyOCTaHIIMH, BKIFOUEHHBIE
COOTBETCTBEHHO B I'OCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB ISl MEJUIMHCKOIO PUMEHEHMS,
rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB AJI BETEPUHAPHOIO IIPUMEHEHUs, CJUHBIA PEECTP
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicCKOro 5KOHOMHYECKOIO CO03a, EAUHBINA PEECTP
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3uiicKOro 3KOHOMHYECKOIO
COI3a B YCTAaHOBJIEHHOM mopsake. He nomyckaercs HW3roTOBIEHHE AaNTEYHBIMU OpraHU3aLMsIMU,
BETEPUHAPHBIMU aNTEYHbIMU OPraHU3alUsSIMH, HMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeNIbHOCTb, JIEKAPCTBEHHBIX IMpErnapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuu 1m1bo B
COOTBETCTBUH C aKTaMH, COCTaBIAIOMUMU NpaBo Corosa.

(B pen. ®eaepanbHbIX 3aK0HOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N _1-D3)

3. MapkupoBKa II€KapCTBEHHBIX TIPENapaToB, W3TOTOBJICHHBIX AalNTEYHBIMU OpTaHU3AIUSMHU,
BETEPUHAPHBIMH ANTEYHBIMA OPTaHU3ANUSIMH, HMCIOIIMMHU JUIEH3WI0 Ha (apMaleBTHUECKYIO
NeSATeNbHOCTh, U O(DOPMIICHUE TaKUX TPENapaTroB JOJKHBI COOTBETCTBOBAThH IPABHIIAM, YKA3aHHBIM B
4acTu | HacToAIIEH CTaThU.

(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnrteyHble OpraHU3allMM, BETEpPUHAPHBIC aNTEUHbIE OpPraHU3aIllMH, WMEIOIIUE JIMIEH3UI0 Ha
(bapMareBTHYECKYIO JIeATebHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOJIIO/ICHHE MPABHJI U3TOTOBICHUS U
OTIyCKa JICKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickon denepauuu.
(B pen. ®exnepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHue npoaaxu danbcUpULNPOBaHHbIX JEeKapCTBEHHbIX
cpeAcTB, HeOoOpoKayeCTBEHHbIX JEKapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeAcTB

IIponaxa (banbcuUIMPOBAHHBIX JIEKapCTBEHHBIX CPEICTB, HeZ00pOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aMpPEIIaeTCs.

CtaTbs 58. XpaHeHMe nekapCTBEHHbIX CPeacTB

1. XpaHeHHe JICKAPCTBCHHBIX CPCACTB OCYUICCTBIIACTCA MPOU3IBOAUTCIIAIMU JICKAPCTBCHHBIX
CpeacTB, OopraHru3alnvsaIMu OIITOBOM TOProBJIN JICKApCTBCHHBIMU cpeacTBaMu, aAlITCYHBbIMHA
opraHu3anusiMu, BETCPUHAPHBIMU alITCYHbIMU OopraHu3anusiMu, WHIUBUAYaJTbHBIMU
IpCANIpUHUMATCIAMU, UMCIOIIIMMHU JIMIICH3UIO HAa (bapMaHeBTI/I‘ICCKYI-O JACATCIIBHOCTh WJIKM JIMICH3UIO Ha
MCAUIUHCKYKO OCATCIBHOCTb, MCAUIUHCKHUMU OpraHu3aludIMH, BCTCPUHAPHLBIMU OpraHU3alUsIMU U
HWHBIMH OpraHu3anuiaMi, OCYHICCTBIAIOIINMU oGpameHI/Ie JICKApCTBCHHBIX CpPCICTB. XpaHeHI/IC
JICKApCTBCHHBIX CPCACTB JIA BCTCPUHAPHOTO INPHUMCHCHHA OpraHu3aliusiMM W HUHAWBUAYAJIIbHBIMU
npeaAupruHUMATCIIIMU B ClIydadX, C€CJIM OHHW HCHOJB3YIOTCA MHCKIIOYUTCIBHO IIpU pPa3BCACHUM,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BBIpAIlMBAaHUM, COAEP)KAHUM U JICUCHUN KUBOTHBIX, MOXKET OCYLIECTBIATbCSA 0€3 MOIydeHUs JTULEH3UU
Ha (papManeBTUYECKYIO I1EATEIbHOCTb.
(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuna XpaHeHMsI JIEKapCTBEHHBIX CPEICTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIUM
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

3. XpaHeHHe HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIHBIX JICKAPCTBEHHBIX CPEICTB,
panuodapmManeBTHYECKUX  JIEKApCTBEHHBIX  CPEICTB  OCYIIECTBISIETCSS B COOTBETCTBUU  C
3aKoHoaTenbcTBOM Pocculickon denepanu.

Cratbsa 58.1. lpeamMeTHO-KONMUYECTBEHHbIA Y4YeT JeKapCTBEeHHbIX CpeacTB Ans
MeAULMHCKOro npumMeHeHus
(BBeneHna deaepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JIEKapCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOIO TMPUMEHEHHS, MOAJekKaIInX
MPEIMETHO-KOJIMYECTBEHHOMY Y4YETy, YTBEPXKIAeTCs YIOJIHOMOUYEHHBIM (enepaabHbiM OpPraHOM
HUCIIOJIHUTEIHLHON BJIACTH.

2. HO[)SIHOK BKJIIOUCHUA JICKAPCTBCHHBIX CPCACTB JJII MECAWIMHCKOTO NPHUMCHCHHA B IECPCUYCHDb
JIEKapCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO IPUMEHEHHS, TTOUIeKALINX MTPEIMETHO-KOIMYECTBEHHOMY
ydeTy, yCTaHaBIMBAETCS YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM WCIIOJHHUTENFHONH BIIACTH 10
COTJIACOBAHUIO C (peepanbHBIM OpPraHOM HCIOJHHUTEIbHOM BIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. ®exnepanbHoro 3akona ot 03.07.2016 N 305-03)

3. [IpeamMeTHO-KOMMYECTBEHHBIH yUeT JIEKAPCTBEHHBIX CPEJICTB UIS MEIWIIMHCKOTO MPUMEHEHUS
BEIYT MPOU3BOJIUTEIH JICKAPCTBEHHBIX CPEJICTB, OPraHU3AllMU ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CpEe/ICTBaMH, alTeYHbIe OpraHU3alWU, WHIMBHIYAIbHBIC MPEANPHUHUMATENN, UMEIOIINE JTHICH3HIO Ha
(bapMareBTHYECKYIO JESITEIbHOCTh WM JIMIEH3UI0 Ha MEIUIMHCKYIO JEATENIbHOCTh, U MEAULUHCKHUE
OpraHM3alliM, OCYIIECTBISIOIIME OOpalleHHe JIEKapCTBEHHBIX CPEACTB UL MEAUIMHCKOIO
MPUMEHEHHS, IyTeM pPETHCTPalry JIIOOBIX CBS3aHHBIX C MX OOpamieHHeM Olepanuii, Ipu KOTOPBIX
M3MEHSETCS UX KOJIMIECTBO U (MITH) COCTOSIHUE, B CIIEIIMATBHBIX KYypHAJIaX ydeTa Onepalnii, CBI3aHHBIX
c oOpalieHHeM JeKapCTBEHHBIX CPEACTB Ui MEAWIIMHCKOTO TNPHMEHEHUs (laysee - CrenuaIbHbIe
KYpHAJIbI).

4. llpaBuia perucTpanyy OIepalui, CBI3aHHBIX C OOpAICHHEM JIEKapCTBEHHBIX CPEICTB IS
MEJMLHUHCKOIO IIPUMEHEHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEIHUIIMHCKOTO
IIPUMEHEHHUS, [TOAJIEKALUX ITPEIMETHO-KOJIMYECTBEHHOMY YUYETy, B CIELUAIbHBIX )KypHalaxX M [IpaBuia
BEJICHUS M XpaHEHUs CIEHUANbHBIX >KYpHAJIOB YTBEPXKAAIOTCS YIOJHOMOYEHHBIM (efepaibHbIM
OpPraHOM MCIOJIHUTEIbHOU BIACTH.

5. KoHTponb 3a coOmtofeHHEeM MpaBUI PETUCTPAllMM OlNepauuii, CBA3aHHBIX C OOpalleHHueM
JIEKapCTBEHHBIX CPEJICTB IS MEIUIMHCKOTO NMPUMEHEHHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEICTB s MEAMLMHCKOIO IPUMEHEHHS, NOJUIeKAIIUMX IPEIMETHO-KOIMYECTBEHHOMY YYETy, B
CHEeIMAJIbHBIX JKypHajaX, a TakKe 3a COOJII0JIEHMEM MpaBUJI BEJIEHUS M XPaHEHUS CIEeLHaJIbHBIX
KYpPHAJIOB BO3JIaraeTcsi Ha YIOJIHOMOYEHHbIE (enepanbHble OpraHbl HCIOJIHUTEIbHOW BIAcTH U
UCIIOJIHUTENIbHBIE Opranbl cyOBbekToB Poccuiickoit Denepaiuy, OCYIIECTBISIONUE JUIEH3UPOBAHUE
NIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, (papMalleBTUYECKON JIEATENBHOCTH U MEIUIMHCKOMN
NEATENBHOCTH, U OCYILECTBIISETCS B paMKax JIMIEH3NOHHOTO KOHTPOJIS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Mnaea 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUA NleKapCTBEHHbLIX CPeaAcTB

1. HenoGpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albCUUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TMOMJIEKAT W3BATUIO M3 OOpalIeHUs M YHUYTOXKEHUIO B [OPSAAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BJAJENbLa  JICKAPCTBEHHBIX  CPEICTB,  PEIICEHHE  COOTBETCTBYIOLIETO
YHOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTENBHOMN BIACTH WK PELIeHUE cya.

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

2. KoHtpadakTHble JIeKapCTBEHHBIE CPEICTBA MOMAJIEKAT UIBATUIO U3 00pAIleHHUs U YHUUITOXKEHHUIO
Mo pemieHuto cynaa. llopsAfoKk  yHUUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJCTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cCBSi3aHHbIE C YHHMYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (DambCU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
BO3MEILIAKOTCS UX BJIAJIEIIBLEM.

4, Bﬂaneneu JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-ICHHLII\/'I (beﬂepaHBHBIﬁ
opran HCIIOJIHUTEILHON BJIACTHU JAOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJICHHOM MHMOPAJAKE Cr0 KOIIUIO,
IMOATBCPKAAIOIINC (1)3,KT YHHUYTOKCHHA JICKAPCTBCHHBIX CPCACTB.

5. CoOoTBEeTCTBYIOIIMH yMOJHOMOYEHHBIN (eaepanbHbli OpraH HMCIOJIHUTEIBLHOW BIIACTH,
NPUHABLIMKA pelleHrne 00 YHHUYTOXKEHUM JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJb 33 MX
YHUYTOKEHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHU3alUsIMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JIMIIEH3UIO, Ha CIELUAJIbHO OOOPYJOBAHHBIX IUIOIIAJIKAX, IIOJUIOHAX U B
CHelMabHO OOOPYJOBAHHBIX TIOMEUIEHUSIX C CcOOMoJeHrueM TpeOoBaHUI B 00JacTH OXpaHbI
OKpY>Karolleu cpebl B COOTBETCTBUHM C 3aKOHO/1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTudeckue JI€KapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTHYECKUe  JIGKAPCTBEHHBIE  CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBHM  C
3aKoHoarenbcTBOM Pocculickon denepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. FlocypapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHble npenapartbi
AN MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOE perynupoBaHHE IICH Ha JICKAPCTBEHHBIC TMpEnaparhl IS METUITTHCKOTO
MIPUMEHEHHUS OCYIICCTBIIICTCS TIOCPEICTBOM:
(B pen. deaepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus I[IpasurensctBoMm Poccuiickoit deneparuu nepedss >KU3HEHHO HEOOXOIUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

BAXHEHIIMX JIEKAPCTBEHHBIX MpEnapaToB, KOTOPbIH (OpMHpYeTCs U He pexe OJHOro pasza B IoOJ
[IEPECMATPUBAETCSI B YCTAHOBJIEHHOM WM [OPSAJKE HAa OCHOBE KOMIUIEKCHON OLIEHKH JIEKapCTBEHHBIX
[pernaparoB, BKIOYAs aHAIU3 CBEICHUH O CPaBHUTENBHOM KIMHUYECKOW H(PPEKTUBHOCTH U
0€30MacCHOCTH JIEKApCTBEHHOTO CPEJICTBA, OLEHKY JKOHOMUYECKHX TIOCIEICTBUNA NPUMEHEHUS
JIEKAPCTBEHHOT'O0 CPEACTBA M M3YyYEHHE JOMOJIHUTENBHBIX MOCIEACTBUNA NPUMEHEHUS JICKAPCTBEHHOTO
CPEICTBa;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEepXACHUS METOJIMKHM pacueTa TMpeAelbHbIX OTIYCKHBIX II€H MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TMEPEUCHb J>KU3HEHHO HEOOXOMUMBIX W BAKHEHUIIUX
JIEKapCTBCHHBIX MPEIapaToB, a TAaK)Ke BHEIPCHHSI MEXaHU3MOB (DOPMHUPOBAHHMS CUCTEMBI pehepeHTHBIX
LCH;

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOW DETHCTPAllMM MpPEJETbHBIX OTIMYCKHBIX II€H NpPOM3BOAWTENCH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JICKapCTBEHHBIX IPEnapaToB;

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHHUS TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MpPOU3BOAMUTENEH Ha
JICKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX IPENAPATOB;

5) yTBepkKIeHUsI METOIMKH YCTAHOBJICHHS UCIIOJIHUTEIBHBIMU OpraHaMu CyOBeKToB Poccuiickoit
denepanyu NpeaeIbHBIX pa3MEepPOB ONTOBBIX HA0ABOK U MPEACIbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK
K (PaKTUYCCKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM MPOU3BOIUTEIISIMU JICKAPCTBEHHBIX IPENapaToB,
Ha JICKApCTBEHHBIC IpEMapaThl, BKIIOYCHHBIC B TEPEUCHb KH3HCHHO HEOOXOIUMBIX M BaKHEHIIIHX
JICKapCTBCHHBIX MPEIapaToOB;

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

6) YCTaHOBJICHHUS NpPEebHBIX pa3MEPOB ONTOBBIX HaI0aBOK U MPEACIIBHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
MpernaparoB, Ha JIEKApCTBEHHbBIE MNpeNapaThl, BKIIOUEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

6.1) ompenenenus IlpaButenscTBoM Poccuiickori ®enepanuu mopsaka IEHOOOpa3oBaHUS Ha
HEe3aperuCTPUPOBAaHHBIE JICKAPCTBEHHbIE TNpenaparbl Al METUIIMHCKOTO TPUMEHEHUs, KOTOpbIe
BBe3eHbI B Poccuiickyro denepanuto 1 OKa3aHUsl MEAUIIMHCKON TOMOIIH MO KU3HEHHBIM MOKa3aHUSIM
KOHKPETHOIO TAIlMEHTa M MEXIyHApOJHble HENMaTeHTOBAaHHBIC, WJIM TPYNIUPOBOYHBIC, WU
XUMHYECKHE HAUMEHOBAHHS KOTOPBIX COJIEPIKATCS B TMEPEYHE KUZHEHHO HEOOXOIUMBIX M BOKHEHIIINX
JIEKapCTBEHHBIX TPEMApaTOB;

(. 6.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) YTBEepXKACHUS TOpPSAOKAa BbIIAYM TPEANHCAHUNA HWCHOJHUTENBHBIM OpraHaM CyOBEeKTOB
Poccuiickoit denepanuu 0 NpUBEACHUN B COOTBETCTBUE € 3aKOHOAATENbCTBOM Poccuiickont deneparuu
penieHnii 00 YCTaHOBIEHUM IMPEACTbHBIX Pa3MEpPOB OMNTOBBIX HAJ0ABOK W MPEICIbHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (AaKTUYECKHUM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM IPOHU3BOIUTEIISIMH
JICKapCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIOUYCHHBbIE B I[EPEYEHb >KU3HEHHO
HEOOXOAMMBIX W BaXXHEWUIIUX JIGKAPCTBCHHBIX IIPENapaTroB, €CIM OHU IPHUHATHI C HAPYIICHHEM
3akoHozarenbcTBa Poccuiickoii @enepannu, B MOPAIKE, yCTaHOBIEHHOM IIpaBurensctBoMm Poccuiickon
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

®denepauny;
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHUS YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM  HCIOJHUTEIBHOW  BIIACTH
WCIIOJIHUTENIbHBIM oOpraHaM cyOwbekToB Poccuiickoit ®denepaunu mnpeanucaHuii O NpPUBEIECHUU B
COOTBETCTBHE C 3aKOHOJATENbCTBOM Poccuiickoil @enepanvu NOPUHATBIX € HAPYLICHHEM
3akoHojarenbcTBa Poccuiickoil denepanuu pemeHuid 00 yCTaHOBJIEHUM IPEAETIbHBIX pa3MepoB
ONTOBBIX HAJ0AaBOK M MpPEIENIbHBIX Pa3MEepOB PO3HUYHBIX HAJ0AaBOK K L€HAM Ha JIeKapCTBEHHbIE
npernaparsl, BKJIIOYEHHBIE B IEPEYCHb >XKU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
[Ipenaparos;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

9) ocymectBieHus (emeparbHOTO TOCYAApCTBEHHOrO Ham3opa B chepe oOpareHus
JIEKapCTBEHHBIX CPEACTB M PErHOHAIBHOIO TOCYAAPCTBEHHOTO KOHTPOJS 3a NMPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE MpenapaTtbl COOTBETCTBEHHO  YIMOJHOMOYEHHBIMH  (pelepaqbHBIMH  OpraHaAMH
WCTIOJTHUTENILHOM BJIACTH M MCTIOIHUTEIHHBIMU OpranaMu cyOnsekToB Poccuiickoit denepanuu coriacHO
MX KOMIIETEHLIMM B MOPSAKE, ycTaHOBJIEHHOM [IpaBuTtenscTBoM Poccuiickoint @enepanuu;

(B pen. ®enepanbHbix 3aK0OHOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npuMeHeHHs TNPeayCMOTPEHHBIX 3aKOoHONATenbCcTBOM Poccuiickoit denepauuu  mep
OTBETCTBEHHOCTU 3a HapylIEHHWE IOps/Ka 1I€HOOOpa30BaHMs HAa JIEKAPCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B [IEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHINNX JEKapCTBEHHBIX MpenapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BblUaiHONW CUTyaluu U (WIM) IPU BOZHUKHOBEHUHU YIPO3bl PaCIpPOCTPAaHEHUs
3a00sIeBaHMs, MPEJICTABISIONIETO OMACHOCTh Al OKPY’KAIOIIUX, a TakKe B CIydae, €CId B TEUCHHUE
TPUALIATH KaJEHAAPHBIX JHEW nocie npuHsaTus IIpaBurensctBom Poccuiickoin @enepanuu pemeHus o
IIPOBEJICHUM MOHUTOPMHIA DPO3HMYHBIX II€H Ha JICKapCTBEHHBIC IIpenaparbl, HE BKIIOYCHHBIE B
[epEeYCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IpernapaTtoB, Ha TEPPUTOPUIX
cyobekToB Poccuiickoil @enepaliuu BBISBIEH POCT PO3HUYHBIX IIEH Ha yKa3aHHbBIC JIEKapCTBEHHBIC
mpenaparsl Ha TpUALATh HpoleHToB U Oonee, [IpaBurensctBo Poccuiickoit ®dexepanmu Brpase
YCTAHOBUTB IPEACIIBHBIE OTITYCKHBIE LIEHBI IPOU3BOAUTENICH HAa yKa3aHHBIE JIEKAPCTBEHHBIE ITpENaparsl,
npeneiabHble pa3Mephbl OINTOBBIX HAJA0aBOK U IMpeleibHble pa3Mephl PO3HUYHBIX HAA0aBOK K
(akTHYECKUM OTIYCKHBIM Ll€HaM IIPOM3BOJAMTENIEH Ha YyKa3aHHbIC JIEKaPCTBEHHbIE Ipernaparhl.
[lepeyeHp NekapcTBEHHBIX NpenapaToB, HE BKIIOYEHHBIX B IE€pEUYEHb MXU3HEHHO HEOOXOIUMBIX U
BAOXHEUIIMX JICKAPCTBEHHBIX IpernaparoB, W [OPAIOK ero (OPMHUPOBAHUSA  OMNPEIEISIOTCS
IIpaBurensctBoM Poccuiickoit deneparnuu.

(uactsp 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeyeHue neBsHOCTA KAJICHAAPHBIX JTHEW co IHA yTBepkaeHus [IpaBurensctBoM Poccuiickoi
Oenepanyu nepevHs, yKa3aHHOTO B YacTU 2 HACTOSIICH CTaThy, HE JIOMYCKAIOTCS peanu3alis U OTIIyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPEMAPATOB I10 LIEHAM, IPEBBIIIAIOIINM IPEIEIbHBIE OTIIYCKHBIE
LIEHBbl NTPOU3BOJUTENIEH HAa YKa3aHHbBIE JIEKAPCTBEHHBIE IpENapaThl, NPEEIbHBIE pa3Mepbl ONTOBBIX
HaJ0aBOK U TMpelesIbHBIE pa3Mepbl PO3HUYHBIX HAJA0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM
MPOM3BOIMTENICH Ha YKa3aHHBIC JICKAPCTBEHHBIE TpernapaTrbl C Y4YeToM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

(dactpb 3 BBenena denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MMOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIUHOTO TopTaia, npuMmenstores ¢ 01.01.2025.

KoncynprantlIntoc: npumeyanue.
3apeructpupoBanabie 10 07.06.2019 mnpenenbHbIe OTMYCKHBIE IIEHBI MOJIEKAT OO0S3aTEIHHOU
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauvs U nepeperucrpauus npegesibHbIX
OTNYCKHbIX LEeH npou3BoAuTerien Ha neKapcTBeHHble MpenapaTbl, BKMIOYEHHble B
nepeyvyeHb XXU3HEHHO HEO6X0ANMbIX U BaXXHEULLUUX FleKapCTBEHHbIX NpenapaTos

(B pen. denepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHast OTHYCKHas LI€HAa MPOU3BOJUTEINS HA JIEKAPCTBEHHBIM Npemnapar, BKIOYEHHbIH B
[IEPEYEHb JKU3HEHHO HEOOXOAMMBIX M B@XHEWIIMX JIEKAPCTBEHHBIX IPENapaTroB, MOAJEKUT
rOCyIapCTBEHHOW pErucTpaluy B Mopsake, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit deneparuu,
HAa OCHOBAaHWHU HANPABIEHHOTO MOCPEICTBOM EAMHOTO MOpTajlia B YMOJIHOMOYEHHBIH (heraepaabHbIi
OpraH HWCIOJHUTEIHHOW BIIACTH WIM JIMYHBIA KaOWHET YMOJTHOMOYEHHOro (eaepaibHOro opraHa
WCTIOHUTENILHON BJIACTH B €AMHOM CHUCTEME, TMOANMKMCAHHOTO YCHJIECHHOW KBATH()HUIIMPOBAHHON
JIEKTPOHHON MOJIUCKHIO 3asiBICHUS JEpKaTesld WM BIAJENblia PErHCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT' 0 Ipernaparta (yInoJIHOMOUYEHHOTO UM JIUIIA).

(B pen. deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

2. 3apeructpupoBaHHasi IIpeJelibHAas OTIYCKHAas LI€Ha MPOU3BOJAUTENS Ha JIEKApCTBEHHBIN
MpernapaT, BKJIIOYEHHBI B TMEPEeYeHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JEKapCTBEHHBIX
MIPerapaToB, MOXKET OBITh NEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYEHHS OJMH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHMU HAIIPABIEHHOIO 10 1 OKTAOpS KaXAO0ro rojaa IOCPEICTBOM €AMHOIO Iopraia B
YIIOJITHOMOYCHHBI  (helepaibHBId ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WM  JUYHBIA  KaOWHET
YIOJHOMOYEHHOTO (eiepanibHOro OpraHa UCHOJHUTENbHOM BIACTH B €IUHOW CHUCTEME, MOMUCAaHHOTO
YCUJIEHHOM KBaJU(UIIMPOBAHHOW SJIEKTPOHHOM MOJNMUCHIO 3asiBICHUS JIep)KaTelsl WIM BIaJelblia
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIoJIHOMOYEHHOTO UM JIUIIA).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHas TMpeneNbHAs OTIYCKHAs II€Ha NPOM3BOIUTENS Ha JIEKapPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TIEepeueHb >KU3HEHHO HEOOXOJWMBIX W BaKHEHININX JIEKAPCTBEHHBIX
MperapaToB, MOXKET OBITh MMEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHSI HA OCHOBAaHWU HAIPaBICHHOTO
HIOCPEJICTBOM €IMHOTO MOpTaJia B YIIOJTHOMOUYCHHBIN (eliepaabHbIil OpraH UCIIOJHUTEIBHOMN BIACTH HUIIH
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOrO0 OpraHa MWCIOJHHUTENbHOM BIacTH B €IUHOMN
cUCTeMe, NOJMMCAHHOIO YCWJIEHHOH KBAIM(UIIMPOBAHHON JIIEKTPOHHOH MMOMMUCHIO 3asBICHHS
JepKaTens WM BIAJeNblla PErHCTPAlMOHHOTO  YIOCTOBEPEHHs JICKApCTBEHHOTO —Ipenapara
(YIOJIHOMOYEHHOI'O UM JIULA).

(B pen. deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

4. Jlepxkatenp WIM BIajaeNell PETUCTPALMOHHOIO YJIOCTOBEPEHHs JIEKAPCTBEHHOIO Ipernapara
(YNOJTHOMOYEHHOE UM JIMII0) 00s3aH HalpaBUTh MOCPEICTBOM €IMHOTO MOpTaja B YHOIHOMOYECHHBIH
(benepanbHBI OpraH NCHOIHUTEIBHOM BIACTH WIIH JIMYHBIN KAaOWHET YIOJIHOMOUYEHHOTO (hefepabHOTOo
OpraHa HCIIOJIHUTEIFHON BJIACTH B €IWHOW CHUCTEME MOJNHCAHHOE YCHJICHHOW KBAIM(UIIMPOBAHHON
3JIEKTPOHHON MOJAINHKCHIO 3asBJICHHE O MEPEPETUCTPALNN 3aPETrUCTPUPOBAHHON MPEAEIbHON OTIYCKHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

IEHbl TPOM3BOAMTENS Ha JIEKAPCTBEHHBIH TIpenapaT, BKIIOYEHHBIH B IEPEYCHb IKU3HEHHO
HEOOXO/JUMBIX M BaXKHEHMIIMX JIEKAPCTBEHHBIX MpEnapaToB, B CTOPOHY CHIDKEHHUS B CIEAYIOIIHUX
CllyJasix:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) cHmWXKeHHE IIeHBI B WHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIM TMpemapaT B CTpaHe
MPOM3BOUTENA U (WJIM) B CTpaHaX, B KOTOPBIX JICKAPCTBEHHBIN IpernapaT 3aperucTpupoBa U (Win) B
KOTOPBIE TOCTABISAETCS TPOU3BOAUTEIIEM;

2) cHWXeHHE IIeH Ha pedepeHTHBIE JIEKapCTBEHHBIC Mpenaparbl B COOTBETCTBUU C MYHKTOM |
HAcTOsAMmEeH dYacTh (AJIT COOTBETCTBYIOMIMX BOCHPOU3BEICHHBIX, OMOAHAIOTOBBIX (OHOIOMIOOHBIX)
JIEKapCTBEHHBIX MIPETapaToB);

3) mpeBbILIEHUE MPEENIbHON OTITYCKHOM IIEHBI Ha NEpPBbIN BOCIPOM3BEICHHBINA, OMOaHATIOrOBbII
(6rormoa00HBII) JIEKapCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEACIbHON OTIYCKHOM
[IEHOW TPOM3BOAUTENS HAa BTOPOM  BOCHPOM3BENEHHBINM, OWOaHANOTOBBIA  (OMOMOJOOHBIN)
JIEKapCTBEHHBI Tpemapar, pacCYUTAaHHOW B COOTBETCTBHM C METOAUKOW, YTBEPIKICHHOM
[IpaBurensctBoM Poccuiickon @enepanuu;

4) npeBblllIeHUE MpeleIbHON OTIYCKHOM IIEHBI Ha MEPBBIM BOCIPOU3BEIECHHBIN, OMOaHAIOTOBBIN
(6bnomogOOHBIN) JIEKAPCTBEHHBIN TMpenapar MPOU3BOAMTENS TOCyJapcTBa - 4WieHa EBpa3uiickoro
SKOHOMHYECKOTO COI03a HaJ IPENeiIbHOM OTIYCKHOM LIEHOM IPOU3BOAMTENS Ha BTOPOU
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar MpOU3BOIUTENS
rocygapcrsa - wieHa EBpa3sMHCKOro 5KOHOMUYECKOIO COK3d, PACCUMTAHHOW B COOTBETCTBUU C
METOAMKOH, yTBepKaeHHOM [IpaButensctBoM Poccniickont denepanun.

5. Tlopsnok  mepeperucTpauuy  3apeTUCTPUPOBAHHBIX — IPEAEIBHBIX  OTIIYCKHBIX  LIE€H
MIPOM3BOUTENIEH HA JIEKapCTBEHHBIE MIPEnapaThl, BKIIOUEHHbIE B TIEpeYeHb KU3HEHHO HEOOXOIMMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IIPENapaToB, B CIy4asX, MPELyCMOTPEHHBIX 4YacTsAMU 2 - 4 HacTosen
cratby, ycra"nasinusaetcs [IpaBurenscTBoMm Poccuiickon denepanuu.

6. DKOHOMMUYECKUI aHAIU3 NPEJEIIbHON OTIYCKHOM ILIEHBI MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIN
npernapar, BKIIOYCHHBIH B IepeueHb KU3HEHHO HEOOXOJAWMBIX W BaKHEHIINX JIEKAPCTBEHHBIX
IIpenapaTroB, MpPH €€ TOCYAapCTBEHHOW pETrucTpaluuy WiId IEePEPETHCTpAli  OCYIIECTBIISIETCS
(denepanbHbIM OpPraHOM MCIOJIHUTEIBHOM BJIACTH, OCYLIECTBISIOMIUM (QYHKIMH TO TNPUHSATHIO
HOPMAaTHUBHBIX IPaBOBBIX aKTOB U KOHTPOIIO 3a COONIOJEHHEM 3aKOHOJATelIbCcTBA B cdepe
rOCyJJapCTBEHHOTO pEryJIMpoBaHusl LieH (TapruoB) Ha TOBaphI (YCIyIn).

7. Pacder mpenenpHbIX OTIYCKHBIX II€H, YKa3aHHBIX B YacTsIX | U 2 HACTOALIEH CTaTbH, MPU HX
rOCYIApCTBEHHOW PETHCTPALMU WIH MEPEPETUCTPALIMU OCYLIECTBISIETCS B COOTBETCTBUU C METOJIMKOM,
yTBepxkaeHHOM [IpaBurensctBoM Poccuiickoit denepaiiny 1 yYUTHIBAIOIIEH B TOM YUCIIE:

1) cobmonenune OanaHca MHTEPECOB MOTPEOUTENEeH JIEKapCTBEHHBIX MpEnapaTroB, BKIIOYEHHBIX B
HepeueHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEWIINX JICKAPCTBEHHBIX MPENapaTtoB, W MPOU3BOAMTEINCH
JIEKapCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B IEPEYeHb >KU3HEHHO HEOOXOMUMBIX W BaKHEHIIMX
JIEKapCTBEHHBIX MpenapaToB;

2) dakTUYecKyr OTIYCKHYIO IIeHY Ha JIeKapCTBEHHBIC npemnapathl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernapatoB B Pocculickyro denepanuio, a TakKe IIEHbI HA aHAJIOTUYHbIE
JIeKapCTBEHHBIC TIpenapaThl, Haxo smuecs: B oopamiennu B Poccutickoit denepanuy;

www.consultant.ru CrpaHvua 137 n3 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=22.10.2024&amp;dst=100439&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=366679&amp;date=22.10.2024&amp;dst=100408&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

3) 3aTpaTbl MPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpCliapara Ha IMIPOU3BOACTBO H PCaAIU3allUIO
JICKApCTBCHHOTO IIpCIiapara,

4) ueHy Ha JIEKapCTBEHHBII IIpenapaT, ero LieHy B CTPaHE IPOU3BOJIUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIH) B KOTOPBIE TOCTABIISAETCS IPOU3BOAUTEIIEM.

8. He nomyckaroTcs peanusanys 1 OTIYCK JEKapCTBEHHBIX IIPENApaTOB, BKIOYEHHBIX B IIEPEUYCHb
AKHU3HEHHO HEOOXOIUMBIX M Ba)KHEHMIIMX JIEKapCTBEHHBIX INPENapaToB, HA KOTOPbIE MPOU3BOAUTEIAMU
JIEKAPCTBEHHBIX IIPENApaTOB HE 3aperuCTpUpOBaHa IIPElelbHAas OTIYCKHAas LE€Ha, pealn3anus
IIPOU3BOJUTENISIMU JIEKAPCTBEHHBIX MPENApaToOB IO LI€HAM, MPEBBIIIAIONINM 3apErUCTPUPOBAHHBIE WU
IIEPEPETUCTPUPOBAHHBIC IIPEJEIIbHBIE OTIYCKHbIE LIEHBl Ha JIEKAPCTBEHHBIC IIpEnapaTrbl C Y4Y€TOM
HaJIora Ha J0OABJIEHHYIO CTOMMOCTb.

9. Oco0EHHOCTH TOCYJApCTBEHHOTO  PETYJIHPOBAHMS  TPEACIBbHBIX  OTIHYCKHBIX  II€H
MIPOM3BOIUTENIEH HA JIEKApPCTBEHHBIE MPENapaThl, BKIIOUYEHHbIE B TIEpPEeYeHb KU3HEHHO HEOOXOIMMBIX U
BKHEHIIUX JIEKAPCTBEHHBIX MPENapaTroB, B 3aBHCHUMOCTH OT 3KOHOMHUYECKUX M (WJIM) COIMAbHBIX
KputepueB (M3MEHEHUE YCIOBUM, MOpAJIKA U CTOMMOCTH MPOM3BOJICTBA JIEKAPCTBEHHBIX MPEMapaToB,
WCIOJIb30BaHNE HOBBIX ()OpPM, METOJOB U CIIOCOOOB TOCYAApCTBEHHOTO PETyJIMPOBAHHUS II€H Ha
JIEKapCTBCHHBIE Ipenaparhl, B TOM YHCJIC HAa OCHOBE MeXaHW3Ma peepPeHTHOTO IEHOOOPa30BaHMS,
W3MEHEHUN HOpAJIKA OKa3aHWsS METUIIMHCKOW IOMOINH, W3MEHEHHE Kypca WHOCTPAHHOW BallfOTHl U
WHBIE U3MEHEHM) ycTaHaBnuBaroTcs [IpaBurensctBoM Poccutickoit Deaepanum.

(B pen. ®enepanpHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [ocymapCTBeHHbIU peecTp npeAernibHbIX  OTNYCKHbIX  LeH
npousBoauTenen Ha neKkapcTBeHHble npenaparbl, BKIIOYEHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIE TMpPEAENbHBIE OTIYCKHBIE IIEHBI
MIPOM3BOIUTENICH HA JICKAPCTBEHHBIC MIPENapaThl, BKIIOUYCHHBIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX TIPENaparoB, IMOAJEKAT BKIIOYCHUIO B TOCYIAapCTBEHHBIH peecTp
MPEIeIbHBIX OTIYCKHBIX II€H TIPOM3BOAMTEICH Ha JICKAPCTBEHHBIC IIperapaThl, BKJIIOYCHHBIC B
MepeUeHb )KU3HCHHO HEOOXOMMBIX M BOKHEHIIINX JICKAPCTBEHHBIX TPEIapaToB.

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocyaapcTBEHHBIH peecTp MPeaeTbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha JIEKapCTBEHHBIC
npernaparbl, BKJIIOYCHHBIC B IEPEUCHb JKU3HCHHO HEOOXOJMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
MIpPemapaToB, COACPKUT B ceOE CICAYIONTYI0 HH(DOPMAIIHIO:

1) HaumMeHOBaHME JeprKATEIIs WU BIIAJIENblla PETUCTPAllMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOTO
rpenapara, HaHMEHOBAHHWE IPOU3BOJUTENS JIEKAPCTBEHHOIO Ipernapara, CBEICHUS O PErucTparuu
JIeprKaTessl UiIv BIAJeblia pErUCTPALMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOT'O MPEenaparTa, CBEAECHUs O
pPEruCTpalvy MPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpenapara Jyisi MEAUIIMHCKOTO IPUMEHEHHUS! B KAUECTBE
HaJIOTOIJIATENbIMKA B  CTpaHe perucrpauuud  (Iii  pPOCCHUHCKUX  IOPUAMYECKUX — JUI -
uAeHTH(PUKAIIMOHHBIM HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX IOPHUIWYSCKUX JIHII -
CTpaHa pErucTpanyy, HANMEHOBAHUE PETUCTPUPYIOLIETO OPraHa, PEruCTPAllMOHHBIA HOMEp, KOJ
HaJIOTrOIUIaTeNbIINKA B CTpaHe perucTpanu (MHKOPIOpAIMH) WM €ro aHajor), MECTO HaXOKJEHUs
MIPOU3BOJCTBEHHBIX IUIOIIAI0K, YYACTBYIOIIMX B MPOLECCE POU3BOACTBA JIEKAPCTBEHHOr'O Ipenapara,
C YKa3aHHMEM CTaJIUH Ipoliecca MPOU3BOJICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2) HaMMEHOBaHHE JIEKapCTBEHHOro Impemnapara (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IpyNIMPOBOYHOE, MM XUMHUYECKOE M TOPrOBOE HAUMEHOBAaHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPALMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Iperapara;

4) nexapcTBeHHas (opMa ¢ yKazaHUEM JJO3UPOBKH JICKAPCTBEHHOTO IpernapaTa | ero KoJu4ecTBa
BO BTOPUYHOH (IMMOTPEOUTEIILCKOM) YIIAKOBKE, a TAK)KE KOMILJICKTHOCTB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl MpeAeTbHAS OTITYCKHAs IIeHA Ha JICKAPCTBEHHBIH MpemnapaT B pyossx;
(B pen. @enepanbuoro 3akona ot 27.12.2019 N 475-D3)

6) nara ¥ HOMEp MpHKa3a YIMOJHOMOUYEHHOTO (hefepalbHOTO OpraHa MCIOIHUTEIHHON BIACTH O
FOCY/IApCTBEHHOW PETUCTPALIMM WM  MEPEPEerUCTPAlMU  MPEICTbHOW OTIMYCKHOW II€Hbl Ha
JIEKapCTBEHHBIN Mpenapar, BKIOYEHHbIH B IEpeuYeHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIIUX

JIEKapCTBEHHBIX MpenapaToB;
(B pen. @enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

6.1) mara BCTyIuIeHHs B CHITy TIPHKa3a yIOJIHOMOYEHHOTO (eIepabHOr0 OpTraHa UCIIOJTHUTEIHHON
BJIACTU O TOCYAAPCTBEHHOW PEruCTpAallMM WIH IEPEePEruCTPAlid IPEAEIbHON OTIyCKHOM IIEHBI
MIPOM3BOJUTENIS HA JIEKAPCTBEHHBIA Ipenapar, BKJIIOUEHHBIH B [EPEYEHb JKU3HEHHO HEOOXOAMMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3ak0HOM OT 06.06.2019 N 134-D3)

7) IWTPUXOBOM KOJ, HAHECEHHBI Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApCTBEHHOTO
Ipernapara;
(n. 7 BBeneH ®enepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) KOJI JIEKapCTBEHHOT'O MperapaTta Mo aHATOMO-TEePaneBTUYECKO-XUMHUYECKON KilacCu(HUKaInH,
peKOMeHI0BaHHOW BcemMupHoil opranuzanueit 31paBooXpaHeHus.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHast peructpanus WM TEPEeperucTpaius MNpelebHbIX OTHYCKHBIX LIEH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TMEPEUCHb >KU3HEHHO HEOOXOMUMBIX W BAKHEHUIIUX
JIEKApCTBEHHBIX TMIPENapaToB, BEIACHUE TOCYJAapCTBEHHOTO pPEEecTpa NPENeTbHBIX OTIYCKHBIX IIE€H
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIC TIPENapaThl, BKIIOUECHHBIE B MEPEYCHb )KU3HEHHO HEOOXOIMMBIX U
BOXHEUIIMX  JIEKQPCTBEHHBIX  MPENAPATOB, OCYIIECTBISAIOTCS B  MHOPSAKE, YCTAaHOBJICHHOM
[IpaBurenscTBOM Poccuiickon Penepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHME UCMONMHUTENbHLIMU opraHamu cy6bekToB Poccuinckon
depepaumn npepenbHbIX pa3MepoB ONTOBbIX HaAbaBOK M npeaenibHbIX pa3MepoB
PO3HMYHbIX HapbaBOK K (aKTUYECKUM OTNYCKHbIM LieHaM, YCTaHOBJEHHbIM
npou3BOAUTENSIMM FeKapCTBEHHbIX NpenapaToB, Ha neKapcTBeHHble npenaparbl,
BKMIOYEHHble B MepeyYeHb XU3HEHHO HEOOXOAMMbIX U BaXHEMWMUX FeKapCTBEHHbIX
npenaparoB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-P3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

1. McnonuutenbHble opranbl cyobekToB Poccuiickoit dexepanyy ycTaHaBIMBAIOT HpeAeIbHbIE
pa3Mepbl ONTOBBIX HAN0ABOK U TIpelesibHbIe pa3Mepbl PO3HMYHBIX HAl0aBOK K (haKTHUECKUM
OTIIyCKHBIM 1eHaM (0e3 yuera Hajmora Ha JI0OaBICHHYIO CTOMMOCTb), YCTAHOBJICHHBIM
MIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE Ipenaparbl, BKIIOYEHHbIE B
[IEpPEeUYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX MPENapaTtoB, B COOTBETCTBHM C
YTBEPKJICHHOM B HOpsKke, ycraHOBIeHHOM [IpaBurenbctBoM Poccuiickoit denepanuu, METOIMKOU
YCTQHOBJICHHUsI HCIIOJIHUTENIBHBIMU OpraHaMu cyObekToB Poccuiickoil @enepanuu MpeaesibHbIX
pa3MepoB ONTOBBIX HAA0ABOK M TMpPENeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (haKTHUECKUM
OTIIyCKHBIM  II€HaM, YCTAQHOBJICHHBIM  IIPOU3BOJUTENIIMU  JIEKAPCTBEHHBIX  IpenaparoB, Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYCHHbIE B TIEPEYCHb >KU3HEHHO HEOOXOIWMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX MpenapatoB. [IpoekThl pemieHuil HUCIOMHUTEIbHBIX OpraHoB cyObeKkToB Poccuiickoii
@enepaun 00 YCTaHOBJIEHUM W (WJIM) HW3MEHEHMM IPEAETbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U
NpEJeNbHBIX Pa3MepOB PO3HUYHBIX Hal0aBOK K (DaKTHUECKUM OTITYCKHBIM II€HaM, YCTaHOBIJIEHHBIM
MIPOU3BOJIUTENSAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpENaparbl, BKIIOYECHHBIE B
NEPEeYCHb JKMU3HEHHO HEOOXOMUMBIX M BAXHEMIIMX JICKAPCTBEHHBIX IMPENaparoB, IOMJIEKAT
COTJIACOBAaHWIO C  YIOJIHOMOYEHHBIM  (efepaibHBIM  OpPraHOM  HCIIOJIHUTENBHOW — BIIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATHBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe rocyAapCTBEHHOrO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B Opsiike, ycTaHoBIeHHOM [IpaBurenscTtBoM Poccuiickoit deneparuu.

(B pen. denepanbubix 3akoHOB OT 13.07.2015 N 241-P3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
232-P3)

2. OpraHu3anuy ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH, AaIlTEUYHBIC OpTaHU3AINH,
WH/IMBUYaIbHBIC TPEANPHUHUMATENN, UMEIOIINE JIMIICH3UI0 Ha (apMaIeBTHYECKYIO EATEIbHOCTS,
MEIUIMHCKUE OpTaHM3alluy, WMEIOUINE JIMIEH3UI0 Ha (apMaleBTUUYECKYI0 NEATelIbHOCTh, M HX
000CO0JIEHHBIE TO/pa3/eNIeH!s], PACHOJIOKEHHBIE B CEIIbCKMX HACENEHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUYHbIC OpraHU3allld, OCYLIECTBISIOT pealu3alfio JIEKapCTBEHHBIX IPENnaparos,
BKJIIOYCHHBIX B [IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX MPENapaToB, IO
[IeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHUH C IIOPSJIKOM, YCTAHOBJICHHBIM [IpaBUTEIHCTBOM
Poccuiickoit ®denepanun, U ypoBeHb KOTOpPHIX (0€3 ydeTa Hajmora Ha J00aBIICHHYIO CTOMMOCTH) HE
JOJDKEH TPEBBIIATh CYMMY (DaKTUYECKOM OTIMYCKHOW IIE€HBbI, YCTAaHOBJICHHOW MPOU3BOJUTENIEM
JIEKapCTBEHHOTO Tpernapara, He MpPEeBbIIIANIEH 3apeTUCTPUPOBAHHON WM TMEpeperucTpUpOBaHHOM
NpeJebHOW OTIYCKHOM IIeHbl MPOM3BOAMTENS (HAa JaTy pealn3aluy JIEKapCTBEHHOIO Mpenapara
MPOU3BOUTENIEM), W pa3Mepa ONTOBOM Han0aBku u (WIM) pa3Mepa pPO3HUYHON Hag0aBKH, HE
MPEBBIIAIONINX COOTBETCTBEHHO pa3Mepa IpeAeabHOM OonToBOM HaabaBku u (WiM) pasmepa
MpeACIbHON PO3HUYHOW Ha10aBKH, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonnurenbHble opraHbl cyobekToB Poccuiickoit @enepanun pa3mematot B cetd "MHTepHer”
MHPOPMALIMIO O 3apEerMCTPUPOBAHHBIX TMPEAETBHBIX OTIYCKHBIX II€HAaX IPOU3BOAUTENIECH Ha
JICKApCTBEHHBIC Iperaparbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX IpenapaToB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanuu npeaenbHbBIX
pa3Mepax ONTOBBIX HAT0ABOK W (MJIM) MPEACIbHBIX pa3Mepax PO3ZHUYHBIX HAT0aBOK K yCTAHOBIICHHBIM
IIPOM3BOIUTENISAIMU JICKAPCTBEHHBIX IPEnapaToB (PakTUYECKUM OTIIYCKHBIM LI€HaM Ha JIEKapCTBEHHbIE
Ipenaparsl, BKJIIOYEHHbIE B IEpeYeHb >XU3HEHHO HEOOXOIMMBIX M BaXKHEMIIMX JIEKAPCTBEHHBIX
IIpEnaparoB, a TAKKE O CYMME 3apETrUCTPUPOBAHHBIX MIPEACIIBHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTENICH Ha
JICKApCTBEHHBIC TIperaparbl, BKIIOYEHHbIE B IEPEUYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEUIIMX
JIEKApCTBEHHBIX IMIPENapaToB, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit ®Denepannu mpeaenbHbIX
pa3MepoB ONTOBBIX HaJ0aBOK U NpPENEIbHBIX pa3MEpOB PO3HUYHBIX HaJ0aBOK U Halora Ha
n00aBlIeHHYI0 cTOUMOCTh. MHpOpManus, npeaycMoTpeHHas: HACTOSIIIEH 4acThio, TOJKHA HAXOAUTHCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

TaKXKe B aNTEYHbIX OpPraHM3aLUAX B JOCTYHNHOM M BCeX 3aMHTEPECOBAHHBIX JHIL (opMme U
OOHOBIATHCA 10 MEpe €€ pa3MELICHUs HCIOJHUTEIBHBIMU oOpraHamu cyObekToB Poccuiickoii
®enepanuu B cetu "MHTepHer".

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-P3)

4. YTpatun cuny ¢ 1 mapra 2020 roaa. - ®enepanbhbliii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 9®®EKTUBHOCTU U BE3OINMACHOCTH
NEKAPCTBEHHbIX NMPEMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUUNCKOU ®EOEPALIUA
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE IIpenapaThl, HaxosdIuecs B oopamenun B Poccuiickoit deaepannu, nojyiexar
MOHHUTOPUHTY A(PQPEKTHBHOCTH M OE30MACHOCTH B MEJISIX BBIIBICHUS BO3MOXKHBIX HETaTHBHBIX
ITOCJIEICTBUM MX NMPUMEHEHUs, UHAUBUIYAIBHON HENEPEHOCHUMOCTH, NMPEAYNPEKICHUS MEIUIIMHCKUX
PabOTHUKOB, CHEIUAIKUCTOB B O0JIACTH BETEPUHAPUHU, MALMEHTOB WM BIAJIEIbIEB XUBOTHBIX M HUX
3aIUTHI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX IIPENapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. ®apmakoHaI30p OCYIIECTBISICTCS COOTBETCTBYIONIMM YIIOJTHOMOYCHHBIM (eaepaTbHbIM
OpPraHOM HCITOJIHUTEIIPHON BIIACTH B YCTAHOBJICHHOM WM IOPSJIKE C YYETOM TPeOOBaHWN HACTOSIIETO
®denepalbHOrO 3aKOHA W aKTOB, COCTaBistOmMX mpaBo Coro3a, MyTeM aHaiu3a MPEeaOCTaBIIEMOM
cyObeKkTaMu oOOpalieHusi JIeKapCTBEHHBIX CPEICTB HMHQOpMAIMM O TMOOOYHBIX  JCHCTBHSIX,
HEXKeNaTeNbHBIX PeaKIMiIX, CEPhE3HBIX HEXKENATENbHBIX PeaklUiX, HEMPeIBUICHHBIX HeKeTaTelbHbIX
peakuusx TpH TMPUMEHEHUH JICKapCTBEHHBIX MpenaparoB, 00 HHIWBUIYaTbHOW HETEPEHOCUMOCTH,
OTCYTCTBUM A3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX IpermapaTroB, a Takke 00 UHBIX ¢akTax W
00CTOSTEILCTBAX, MPEACTABIISAIONINX YTPO3Y KW3HU WU 3J0POBBI0 YeJIOBEKa JUOO >KHUBOTHOTO TPH
MIPUMEHECHHH JICKApPCTBEHHBIX TPENapaToB M BBIABICHHBIX HAa BCEX dTamax OOpalleHUs JIEKapCTBEHHBIX
npenaparoB B Poccuiickoii denepanviv U APyrux rocyjapcrpax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. CyObekThl 00palieHus JeKapCTBEHHBIX CPEJICTB B MOPSI/IKE, YCTAHOBICHHOM YIIOJTHOMOUYEHHBIM
(denepanbHBIM  OPraHOM  HCIIONHHUTEIBHON BJIACTH, O00s3aHBI COOOIIATh B  YHOJHOMOYECHHBIH
(benepanbHBIE OpraH HCIOJHUTEIBLHONH BIACTH O TMOOOYHBIX JEHCTBUSAX, HEKEIATEIHHBIX PEAKIUAX,
CEPBE3HBIX HEKENATEIbHBIX PEAKIUAX, HENPEIBUICHHBIX HEXKEJIATEIbHBIX PEAKINAX IPU NPUMEHEHUN
JIEKapCTBEHHBIX IPENnapaTroB, 00 WHIMBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3()(HEKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a TakKe 00 MHBIX (akTax M 0OCTOATENbCTBAX, NPEIACTABISAIOIINX YTPO3Y
KHU3HU WJIM 370pPOBBIO YelOBeKa JIMOO KMBOTHOTO MpPU MPUMEHEHHM JICKapCTBEHHBIX IPErnapaTtoB U
BBISIBJIGHHBIX Ha BCEX ATamax oOpalieHHs JeKapCTBEHHBIX mpemnapatoB B Poccuiickoit dexepanuu u
JIPYTUX rocy1apcTBax.

4. Jlepxatenu WX BIAJENbIbl PETUCTPAIMOHHBIX YJIOCTOBEPEHHI JIEKAPCTBEHHBIX IMPENapaToB,
IOpUJIMYECKHUE JIMLA, HAa MMS KOTOPBIX BbIJAHbl pa3pelICHUss HAa NPOBEICHHUE KIMHUYECKUX
uccinenoBanuii B Poccuiickoit denepannu, 1100 yrnolHOMOYEHHbIE UMH JIPYTHE IOPUINYECKUE JTUIA B
pamkax oOecriedyeHHs] O€30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB B MOPSIKE, YCTAaHOBIECHHOM
COOTBETCTBYIOIIUM YIOJTHOMOYECHHBIM (eIepabHBIM OPraHOM HCIOJHUTEILHOW BIIACTH, OOS3aHBI
OCYIICCTBIISATh TIPUEM, Y4eT, 00paboTKy, aHAIN3 U XPaHCHHE MOCTYMAIONINX B UX aapec OT CyOBEKTOB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

oOpallleHusi JeKapCTBEHHBIX CPEACTB M OPTaHOB TOCYAapCTBEHHOW BIACTH COOOIIEHUH O MOOOYHBIX
JNEUCTBUSX, HEXKENATeNbHbIX  pPEaKIUsAX, CEPbE3HBIX  HEXKEJAaTeNbHBIX UM  HENpPEeIBUACHHBIX
HEXKENIATEIbHBIX PEAKIHIX NP NPUMEHEHHH JICKQpPCTBEHHBIX MpEnaparoB, 00 OCOOCHHOCTIX WX
B3aUMOJICHCTBUSL C JPYTUMHU JIEKAPCTBEHHBIMHU TIpenapaTamu, WHIAUBUAYaJbHON HENMEPEHOCUMOCTH, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WIN 37]0POBBIO YEIIOBEKA
7100 KUBOTHOTO WJIM BIUSIOUIMX HA U3MEHEHUE OTHOIICHHUS 0)KUIAEMOM IMOJIb3bI K BO3SMOXKHOMY PHUCKY
MIPUMEHEHHUS JIEKaPCTBEHHBIX MPEMapaToB.

5. Ilpu BbIsIBIEHUH MHGOPMAIMM O CEPhE3HBIX HEXeNaTeNbHBIX PEaKIHsIX U HeNpeIBUICHHBIX
HEXXEJIAaTeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX MPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJCHUCTBUS C JPYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMy, WHIAWBUAYAJIbHOM HENEPEHOCHMOCTH, a
Takke 00 MHBIX (haKTax ¥ 00CTOATENbCTBAX, BIMSIOMIMX HA U3MEHEHUE OTHOILICHUS 0’KUAeMOM TMOJIb3bI
K BO3MOXHOMY pHCKY IIPUMEHEHHs JICKAPCTBEHHBIX IIPENapaToB, AECpPXKATENU WIA BIIAJEIbLbI
PEruCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, IOPUIANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHbl pa3pellleHHs] Ha MpOBEJCHHE KIMHUYECKHX HccienoBanuit B Poccuiickoit @enepannu, mubo
YIIOJIHOMOYEHHBIE WUMH JIPYTHe MOPUAWYECKHE JHUIa 00s3aHbl NPUHATH MEpHl, HAlpaBlIEHHBIC Ha
YCTpaHEHUE  HETATUBHBIX  IOCIEACTBUMA NPUMEHEHUS TAaKWX JICKapCTBEHHBIX  IIPENaparos,
MpenynpexaeHie NPUIMHEHNS Bpela )KU3HU WK 3/10pOBbIO YelloBeKa MO0 KUBOTHOIO, 3aIIUTY UX OT
IPUMEHEHHUsS TaKUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHMUTENbHBIM cOOp JaHHBIX 00
3G HEKTUBHOCTH U 6€30IaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIleHHWEe WM COKpPBITHE WH(OPMALNUU, TPETYCMOTPEHHOW YacThio 3 HACTOAIIEH
CTaThH, JICPXKATEIN WA BIAJEIbI[bl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaToB,
IOpUJIMYECKUE JIMIa, HAa HMS KOTOPBIX BBIJAHBI pa3pelIeHUs Ha TPOBEICHHE KIMHUYECKUX
uccnenoanuii B Poccuiickoit deneparuu, 100 yIOTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JINUIIA, a
TaK)Xe JIOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta HH(POPMAIIHsI CTaJla M3BECTHA 110 POy UX MpodecCHOHATbLHOM
NeSTeNIbHOCTH, HECyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickoit
denepauuu.

7. Ilpu moy4yeHUH yIOJTHOMOYEHHBIM (pe/iepaibHbIM OpTraHOM HCIIOJIHUTEIFHON BIACTH B PAMKax
OCYILECTBIIEHUS] UM (papMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOIO Ipenapara
YCTaHOBJICHHBIM TpPeOOBaHMSIM WM MPH TMOJNyYeHHMH HHGOpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpenapare,
COJIepKALIUMCS B MHCTPYKIMH 110 €r0 MPUMEHEHHIO (B TOM YHUCJIE BBISIBICHHBIX B X0JI€ OCYIECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApPCTB), YHOIHOMOYECHHBIH
(benepanbHBI OpraH NCHOIHUTEIBHOM BIACTH B YCTAaHOBJICHHOM MM IIOPSJIKE PACCMATPUBAET BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHSI TAKOT'O JIEKAPCTBEHHOTO IIperapara.

Koncynprantlntoc: npumedanue.
C 01.01.2026 naumeHnoBanue ct. 65 uznaraercsi B HoBo# penakiuu (O3 ot 30.01.2024 N 1-D3).

Cratbsa 65. NMpunoctaHoBNeHne NpUMEeHeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumedyanue.
C 01.01.2026 B 4. 1 cT. 65 BHOCsTCH m3meneHus (P3 ot 30.01.2024 N 1-D3).

1. HpI/I MOJIYy4YCHHUUN I/IH(I)OpMaI_[I/II/I 0 HCXKCIIATCIILHBIX PCAKIUAX TPU IMPUMCHCHUHN JICKAPCTBCHHOT'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

IpenapaTta, HE yKa3aHHBIX B MHCTPYKLIMH IO NPUMEHEHUIO JIEKAPCTBEHHOI'O Iperapara, Cepbe3HBIX
HEXXEJAaTeNbHbIX PEAKLUAX, 00 OCOOCHHOCTSAX €ro B3aMMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernaparamu, KOTOpbIe MOTYT MPEJCTABIATh YIPO3Y KHU3HH MU 3J0POBBIO YellOBEeKa JINOO KUBOTHOTO,
a TaK)Ke O HECOOTBETCTBHUHU JTAHHBIX 00 3((EKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO TpenapaTa
JAHHBIM O JIEKAPCTBEHHOM Iperapare, COAECpKalMMCs B MHCTPYKLIHH IO €ro NMPUMEHEHHIO, B TOM
quciae OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX T'OCYAApCTB, OOMEH KOTOPOW OCYILECTBIIAETCS B
COOTBETCTBUM C COIVIAIIEHUSIMH MEXIy YHOJHOMOYEHHBIM (heliepalbHbIM OPraHOM HCIHOJIHHUTENbHOM
BJIACTU M YIIOJHOMOUYEHHBIMH OpraHaMU MHOCTPAHHBIX I'OCYJIApCTB, YIOJIHOMOYEHHBINH (enepanbHbIi
OpraH MCHOJIHUTEIbHON BJIACTH pacCMATPUBAET BOIIPOC O BO3MOXKHOCTHU IPUOCTAHOBIIEHUS O0palEHUS
TAKOTO JICKQPCTBEHHOTO TMperapara B MOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCHOJHUTEIBHOM BIACTH.

Koncynpranrlmtoc: npumedanwue.
C 01.01.2026 4. 2 cT. 65 n3naraercs B HoBo peaakiuu (@3 ot 30.01.2024 N 1-D3).

2. Ilpy HEUCHOJHEHUM WIN HEHAJJIEeKAIIeM MHCIOJHEHUN JepKaTels MU WIN BIaJAeIbllaMU
PETUCTPAIMOHHBIX YJOCTOBEPEHUH JIEKaPCTBEHHBIX MPENapaToB, HOPUIMYECKUMH JIMLAMH, Ha HMS
KOTOPBIX BBIIaHbl pa3peIleHUs] Ha IPOBEACHNE KIIMHNYECKUX nccnenoBanuii B Poccuiickont denepannn,
WIA YIOJHOMOYEHHBIMH HMH JPYTMMH IOPUJUUECKUMH JIMIAMU OOS3aHHOCTEH, YCTaHOBJIEHHBIX
gacTsMd 3 u 4 crateu 64 Hacrosmero dexepaqbHOro 3aKoHa, JUOO0 B CHyyasX NPEACTaBICHUS
COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (heIepaibHBIM OPTaHOM HCITOTHUTEIBHOM BIIACTH 3aKIIOUYEHUS O
HE/IOCTOBEPHOCTU PE3YyJIbTaTOB KJIMHUYECKOTO MCCIEIOBaHMSA JICKApCTBEHHOIO IIpenapara JAjs
MEJMLMHCKOTO IPUMEHEHHs, KOTOpOE€ OCHOBAaHO Ha pe3yJbTaTaXx IMPOBEPKU MEIUIMHCKON
OpraHM3aliy, IPOBOJMBIIEH YKa3aHHOE KIMHUYECKOE HCCIECJOBAHME C HapyLIEHUEM [PaBUI
Ha/IJIeKaIled KIMHUYECKOH MPAaKTUKK, M MPUBEJIO K MOJIYYEHUIO HEJJOCTOBEPHBIX PE3yJIbTaTOB, JIMOO B
Cllyya€ HEBBINOJIHEHHUS MPEINHCAHUS, BBIIAHHOTO YIIOJHOMOYEHHBIM (peepanibHbIM  OPraHOM
WCIIOJHUTEJIBHOM  BJIACTM IO HWTOraM  OCYILIECTBJIEHHS BBIOOPOYHOIO  KOHTPOJS  KadecTBa
JIEKapCTBEHHOI'O IIpernapara, YINOJHOMOYEHHBIN (QelepaibHblii OpraH HCIOJIHMUTENBHOM BIacTu B
YCTQHOBJICHHOM MM [OpPAJKE pPaccMaTpUBaeT BONPOC O NPUOCTAHOBICHUM IPUMEHEHHsS TaKOro
JIEKapCTBEHHOI'O IIpernapara.

Koncynprantllntoc: npumeuanue.
C 01.01.2026 u. 4 ct. 65 yrpauusaet cuiy (P3 ot 30.01.2024 N 1-D3).

3. YnonHoMoueHHbIH (eaepanbHblii OpraH HCIOJHUTENBHONW BIIACTH NPHU IMPEJICTABICHUH €My
CBEICHUII O HECOOTBETCTBUHM TMPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaQ/IJIeKaIIed TMPOU3BOACTBEHHONW MPAaKTHKH M (WJIM) O HApYUICHWH JIMIIEH3UOHHBIX TpeOOBaHUH,
KOTOpble ObUIM BBISBIEHBI B XOJ€ IMPOBEICHUS WHCIEKTUPOBAHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHHS JMIIEH3MOHHOTO KOHTPOJIsl B cdepe IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEIM WIA MOTYT IPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
MEIULUHCKOTO NMPUMEHEHUs], MPUUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BpEJl KU3HU WIN 3]I0POBbBIO
IpaX<1aH, paccCMaTpUBAET BOMPOC O MPUOCTAHOBJIECHUU NPUMEHEHMsI JIEKAPCTBEHHBIX IPENapaToB AJs
MEIUIMHCKOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM IOPSAIKE B CIEAYIOIINX CIydasx:

1) coctaB u (WJIM) TEXHOJOTHUSI MPOU3BOJICTBA JIEKAPCTBEHHOTO Tperapara s MEIUITTHCKOTO
MIPUMEHEHHUs (C ONMHMCAaHUEM CTaJil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBJIECHHBIX B PETUCTPALMOHHOM
JIOChE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

2) J'IeKapCTBCHHHﬁ npenapar il MEAUIUHCKOTO MPUMEHCHUSA IIPOU3BEACH Ha HpOI/I3BOHCTBeHHOI>’I
IIomaaKke, He yKaBaHHOﬁ B pCruCTpaiiOHHOM J1OChE;

3) y Ipou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOJTBEPKIAOLINE
COOTBETCTBUE KadecTBa JIEKAPCTBEHHOI'O IIpemnapara il MEJUIMHCKOrO IPUMEHEHUs, BBOAUMOIO B
Ipa)IaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IPU €0 rOCYJapCTBEHHOM perucTpamy;

4) mpow3BOAMTENEM JICKAPCTBEHHBIX CPEACTB B COTJIACOBAHHBII C  COOTBETCTBYIOIIUM
YIIOTHOMOYEHHBIM (pe/lepabHBIM OPTaHOM HCIIOJHHUTENBFHON BIACTH CPOK HE YCTPAHEHBI HApYIICHUS
TpeOOBaHUIl MpaBu HaJyUIeXkKallel MPOU3BOACTBEHHONW MPAKTUKU U (WJIM) JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBIICHBI B XOJI¢ MPOBEACHUS WHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYILIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJISI B cdepe MpPOM3BOJACTBA JIEKAPCTBEHHBIX
CpPeACTB W TPUBEIM WIM MOTYT TPUBECTH K TIPOU3BOJACTBY JICKAPCTBEHHBIX IPEMApPATOB JUIS
MEIUIMHCKOTO MPUMEHEHHS, IPUYNHUBIINX WM CIOCOOHBIX NPUYMHHUTH BPEI JKU3HHU HIIH 3710POBBIO
rpakaaH.

(uacts 3 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

4. YnomHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHHUTENBHOM BJIACTH TPU HAIUYUKA y HETO
CBEICHMM O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM TPABUI
HaJuiexalled MNpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapylIIEHUH JHUIIEH3UOHHBIX TpPeOOBAHUM,
KOTOpbIE€ OBbUIM BBISIBJIEHBl B XOJI€ IPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBIECHHS JIMIIEH3MOHHOTO KOHTPOJIsl B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IIPUBEIM WIM MOIYT IPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB [yl
BETEPUHAPHOTO MPUMEHEHHsI, IPUYNHUBIIUX WIH CIIOCOOHBIX NPUYMHUTH BPE]] )KU3HU WM 3JI0POBBIO
JKUBOTHBIX, PACCMATPUBAET BONPOC O NPHOCTAHOBJICHUU PEANN3ALMU U NPUMEHEHHs JIEKAPCTBEHHBIX
IIpenaparoB JUIsl BETEPUHAPHOTO IPUMEHEHHS B YCTAHOBJIEHHOM UM HOPAJIKE B CJIEIYIOIIUX CIyqasiX:

1) coctaB u (WJK) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara JUis BETEpUHAPHOTO
MPUMEHEHUs (C OMHUCaHWEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBIECHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nexapCTBEHHBIH Npenapar AJis BETEpUHAPHOTO IPUMEHEHMSI IPOU3BEACH HAa IPOU3BOJICTBEHHOM
IJIOIIAJIKE, HE YKa3aHHOW B PErUCTPALIMOHHOM JIOChE;

3) y mpou3BOJUTENS JIEKaPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJTBEP:KIAOLINE
COOTBETCTBUE KayeCTBa JICKAPCTBEHHOI'O Ipenapara Julsl BETCPUHAPHOIO NMPUMEHEHHs, BBOJMMOIO B
rpakxIaHCKHI 000poT, TpeOOBaHUSIM, YCTAaHOBJICHHBIM IIPU €0 rOCy1apCTBEHHON PEerucTpaluy;

4) TpoM3BOAMUTENEM JIEKAPCTBEHHBIX CPEJACTB B COIVIACOBAHHBIM C COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJHUTEIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHUI MpaBUJI HaAJEKaIEH MPOU3BOACTBEHHON MPAKTUKHU U (WJIM) JULIEH3UOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISBIEHBI B XOJ€ MPOBEICHUS WHCIEKTUPOBAHHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBIECHHS JMIIEH3MOHHOTO KOHTPOJIsSl B cdepe IpOM3BOJCTBA JIEKAPCTBEHHBIX
CpPeACTB M NpPUBEIM WIM MOTYT NPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IpENapaToB JUIs
BETEPUHAPHOTO NMPUMEHEHHsI, IPUYMHHUBIIUX WIM CIIOCOOHBIX MPUYMHUTH BPE]] )KU3HU WM 3]I0POBbBIO
KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

7. B mopsizike, mpeayCMOTPEHHOM YacThiO 4 HACTOSIIEH CTaThH, YIIOJTHOMOYCHHBIN (heaepabHbIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OpraH MHCIIOJIHUTEIBHON BJIACTH pPacCMaTpUBAaeT BOIPOC O NPHUOCTAHOBIEHUM pealu3alud U
IIPUMEHEHHUS JIEKapCTBEHHOIO Ipernapara il BETEPUHAPHOTO NPUMEHEHMsI B CIy4yac BBIABICHUS B
rpaXJaHCKOM 000pOTE€ Cepuu JIEKApCTBEHHOTO TMpemapaTra Ui BETEPUHAPHOTO IPUMEHEHUS,
JOKYMEHTBI U CBEIEHHUS O KOTOPOW, IPEeayCMOTpeHHbIe YacTsMu | - 3 u 6 ctathu 52.2 HacTOSALIETO
@denepallbHOTO 3aKOHA, HE TMPEACTaBIEHbl B YKa3aHHBIA OpraH, JIMOO Cepur MMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOIO IIpernapaTa Jjisi BETEPHUHAPHOIO IPUMEHEHMs, HE HMEIOLEH pa3peuicHus,
IIPELyCMOTPEHHOIO 4acThi0 8 crarbu 52.2 Hacrosimero PenepalbHOrO 3aKkoHa. B ykaszaHHOM citydae
YIOJIHOMOYEHHBIH  (pefiepanbHblii  OpraH HUCIOJHUTENBHOW BIACTH NPUHMMAET pEUICHHE O
IIPUOCTAHOBJICHUY PEATU3aLMU U IPUMEHEHMSI TAKUX CEPUI JI0 MTPEICTABICHMSI YKa3aHHbIX JOKYMEHTOB
U CBEJICHUH 1100 10 MOITY4YEHHUS YKa3aHHOTO Pa3peIICHus.

(uactp 7 BBeneHa denepanbHbiM 3aKoHOM 0T 02.07.2021 N 317-03)

CraTbs 66. MH(opmaumsa o pesynbTaTax dhpapMakoHagsopa
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

YromHOMOYeHHBIH  (eliepanbHblid  OpraH  WCHOJHUTEIBHON  BJIACTH,  OCYIISCTBIISFOIINN
(hapMakoHaI30p, MO €ro pe3ysbTaTaM pa3MellaeT Ha cBoeM odumuanbHOM caiite B cetu "WHTepHet"
nH(pOpMaIHUIO O:

1) BBISIBIEHMM HOBBIX MOATBEP)KICHHBIX ITaHHBIX O IOOOYHBIX AEHUCTBUSX, HEKENATEIbHBIX
peaklusaX, CEPbE3HBIX HEXKEIATCIIbHBIX PEaKLUMAX, HEINPEABUACHHBIX HEKEIATEIbHBIX PEAKLUAX IIpU
IIPUMEHEHUH JICKaPCTBEHHOTO IIperapaTa, B TOM YUCJIE BIUAIOIIMUX HA OTHOLIEHUE OKUIAEMOM IOJIb3bI
K BO3MOXHOMY PUCKY IPUMEHEHUS JAHHOTO JIEKAPCTBEHHOTO Iperapara;

2) NPUHATHIX PEHICHUIX O BHECEHUU M3MEHEHUN B MHCTPYKIHUIO 110 IPUMEHEHHIO JIEKapCTBEHHOT O
npernapara, 0 NpUOCTAHOBJICHUHU NPUMEHEHUs JIEKapCTBEHHOI'O IpenapaTa, 00 U3bsITUU U3 00palleHus
JIEKapCTBEHHOT'O Mpenapara Wi 0 BO300HOBICHUH PUMEHEHHUs JIEKAPCTBEHHOT O Mperapara.

Maea 14. UHPOPMALUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OABUXEHUA NNEKAPCTBEHHbIX NMPEMAPATOB
and MEAUUMUHCKOIo NPUMEHEHUA
(B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmaumsa o nekapCcTBeHHbIX npenaparax. Cucrema MOHUTOPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. ®exnepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Uadopmanus o JeKapCTBEHHBIX IpernapaTax, OTIIYCKaeMbIX IO PElEnTy Ha JICKapCTBEHHBIN
npernapar, J0JDKHA COAEPIKATHCS TOJIBKO B CICIUATM3HPOBAHHBIX W3JAHUAX, MPEIHA3HAYCHHBIX IS
MEIHUIMHCKUX, (papMaIieBTUIECKIX PAOOTHUKOB, CIICIIUAIIMCTOB B 00JIacTH BeTepuHapuu. MHpopMmarus
0 JICKapCTBEHHBIX Mpernaparax s CICIHATUCTOB B 00JIACTH OOpAIIEHUS JICKAPCTBEHHBIX CPEICTB
MOXKET COJEpXKAThCsl B MOHOTpausAX, CIPaBOYHUKAX, HAYYHBIX CTAaThsIX, B JOKJIagaX Ha KOHTpeccax,
KOH(EpEeHIMIX, CHMIIO3MyMaX, HAyYHBIX COBETaX, a TakkKe B HMHCTPYKIUSAX 110 MPUMEHEHHUIO
JICKaPCTBCHHBIX MPEIapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Nndopmanus o JeKapcTBEHHBIX MpemapaTaX, OTIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpemapaT, MOXET COJEP)KaThCs B MyOJIMKAIMSIX U OOBSBICHUSX CPEICTB MAaccOBOW HH(OpMAIINH,
CHEIUATU3UPOBAHHBIX M OOIIUX MEYaTHBIX M3AAHMIX, HHCTPYKIMIX MO MPUMEHEHHIO JIEKAPCTBEHHBIX
MpenapaToB, WHBIX U3JIAaHUAX CYOBEKTOB OOpaIeHus JICKAPCTBEHHBIX CPENICTB. PekiiaMHbIe MaTepHaibl
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

0 JICKAapCTBEHHOM IIperiapaTre, OTIIYCKACMOM oe3 peLCIiTa Ha J'IeKapCTBeHHHﬁ npenapar, AOJIZKHBL
COOTBCTCTBOBATH MHCTPYKIUHU 11O IIPUMCHCHHIO JICKAPCTBCHHOI'O IIpCIIapara.

3. Jomyckaercss MCHOJB30BAHUE JIOOBIX MAaTEpUANbHBIX HOCHUTENEH, MO3BOJISIOIINX XPAaHUTH,
nepeaBaTh U UCIOIb30BaTh MH(POPMALIMIO O JIEKAPCTBEHHBIX Ipenaparax 0e3 ee HCKaKeHUs.

4. Ina uenei uaeHTH(UKAIMM YMAKOBOK JIEKAPCTBEHHBIX IPENapaToB Ui MEAUIIMHCKOIO
MIPUMEHEHHUS MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB B MOpPSIKE, yCTaHOBIEHHOM lIpaBuTenscTBOM
Poccuiickoit ®enepaiuiy, HAHOCAT Ha TMEPBUYHYIO VYHAKOBKY (B OTHOIIEHMH JIEKapCTBEHHBIX
IIPEnapaToB JUIsl MEAULIMHCKOTO IPUMEHEHNS, AJI1 KOTOPBIX HE IPEyCMOTPEHA BTOPUYHAs YIIAaKOBKaA) U
BTOPUYHYIO (NMOTPEOMTENBCKYI0) YIAKOBKY JICKAPCTBEHHBIX IpenapaToB s METUIIMHCKOTO
NPUMEHEHHUsS CpPEeACTBa WACHTH(HKAINK, 32 HWCKIIOYEHHEM JICKApCTBEHHBIX IpenapaToB s
MEJUIIMHCKOTO IPUMEHEHUS, TPOU3BOIMMBIX ISl TPOBEICHUS KIIMHUYECKUX HCCIEIOBAHUMN, SKCIIOPTA,
JIEKAPCTBEHHBIX IPENapaToB Uil MEIULIMHCKOTO NMPUMEHEHMs], yKa3aHHBIX B 4yacTAx 5 u 8 cratbu 13
Hactosmero ®dexepanbHOro 3aKOHa, paguo(apManeBTUUYECKHX JIEKaPCTBEHHBIX  IPENaparos,
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPEMNApaTOB, KOTOPBIE INPOU3BEIACHBI MAJIBIMU CEPUSMH,
COCTOAT H3 OJHOM WIM HECKOJBKUX JI03 BBICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO IIpernapara,
MpelHa3HaYeHbl Ui KOHKPETHOrO IallMeHTa, HMMEIOT KOPOTKMM CpPOK TOJHOCTH (IO JEeBSHOCTa
KaJleHAApHBIX AHEW) W (WIK) TeMmmepaTypHBIH PEXUM XPaHEHUS U TPAHCIOPTUPOBaHHUS MHHYC 60
rpanycoB llenbcusi wnuM HHKE, NMUABOK MEAUIMHCKUX W Ta30B MEAUUMHCKHUX. JlJI1 JE€KapCTBEHHBIX
MpenapaTtoB €  MEXAYHAapOJIHbIM HEMATEeHTOBAHHBIM  HAaMMEHOBaHHMEM "OJTaHon"  CpelacTBO
UACHTU(UKAIIMM HAHOCUTCS HAa BTOPHUYHYIO (MOTpEOMTENbCKYIO) YIAaKOBKY B ciydae, €CIM Takas
yIaKOBKAa  SIBJSIETCS ~ WMHIMBUAYAIBHOW  BTOPUYHOM  (HOTPEOMTENHCKOW)  YHAKOBKOW — 3TOTO
JIEKApCTBEHHOT'0 TIpernapara, a B Clydae OTCYTCTBHUsSI BTOPUYHOU (TIOTPEOUTENHCKOM) yMaKOBKH WIIU
HaJIM4Yusl YHaKOBKH, B KOTOPOM HaxoJUTCsl Oosiee OJHOW €TUHUIIBI YKa3aHHOTO JIEKapCTBEHHOI'O
npernapaTa B IEpBUYHON YIIaKOBKE, CPEACTBO UACHTU(UKAIIMA HAHOCUTCS HA MIEPBUYHYIO YIIAKOBKY.
(uacte 4 BBemena DexpepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N _1-D3)

5. XapakTepuCTHKH CpeICTBa HWACHTH(HKAINU, I[OPAIOK €ro HaHECeHHWs M TpeOOBaHUS K
CTpyKType U (popmary MHPOpPMALNHU, KOTOPYIO COJEPKHUT CPEICTBO HICHTH(PHUKALINHU, OMPEACIISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

(dactpb 5 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsanok co3maHus, pa3BUTHs, BBOJA B DKCIUIyaTallMlO, SKCIIyaTalud M BbIBOJA W3
JKCIUTyaTallud CHUCTEMbl MOHUTOpPUHIA [BWKECHMs JICKAPCTBEHHBIX IIPENapaToB Ui MEIULMHCKOTO
NPUMEHEHHS, HOPANIOK NPEAOCTaBlIeHHUs HH(GOpPMAIMM, COJepKalleiics B CUCTEME MOHUTOPHHIA
JBAKEHUs JIEKAPCTBEHHBIX IPENAapaToB JUIsi MEAUIMHCKOIO MPUMEHEHHUs, U IIOPAIAOK B3aMMOJIEHCTBUS
YKa3aHHOM CHCTEMbl C HWHBIMH TOCYJapCTBEHHbIMH  HH(POPMAIMOHHBIMH  CHCTEMaMU H
MHPOPMALIMOHHBIMM CHUCTEMaMM IOPUIMYECKUX JIML W HMHIUBUAYAIbHBIX HpEANpUHUMATENEH,
yKa3aHHBIX B uacTax 7 u 10 Hacrosmeil cratb, ycraHaBiuBaroTcsa I[IpaBurenbctBom Poccuiickoit
@enepanyu. OnepaTopaMu CUCTEMBI MOHUTOPUHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIULIMHCKOTO TPUMEHEHUS SBISIOTCS (pelepalbHbIl OpraH MCIOJHHUTEIbHON BiacTH W (WIN)
opranuzanus, ynonHoModeHHsle [IpasurensctBom Poccniickoit denepanun.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. Opuanueckue nuna 1 UHAUBUAYAJIbHBIE TPEANPUHUMATEINHN, OCYIIECTBISIOIINE IPOU3BOJICTBO,
xpaneHue, BBo3 B Poccuiickyro ®enepanuio, OTIMYyCK, pealn3aluio, Nepenady, MPUMEHEHUE u
YHHUTOKEHHUE JICKapPCTBEHHBIX MPENapaToB A METUIIMHCKOTO MPUMEHEHUs, 00ECTICUNBAIOT B MOPSIKE
U B cocTaBe, KOTOopble ycraHoBieHbl [IpaButenbctBom Poccuiickoit @enepauuu ¢ y4yeToM BHJA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OCYILECTBIIIEMOH MMM JEATEIBHOCTH, BHECEHME HH(OpPMALMU O JIEKapCTBEHHBIX IpenapaTax Jyls
MEJUIMHCKOTO NPUMEHEHUS! B CHUCTEMY MOHUTOPMHIA JIBUKEHUS JIEKapCTBEHHBIX IPENapaToB IS
MEIUIMHCKOTO IPUMEHEHMS.

(uactp 7 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Tpenaparbl Uisi MEAMIMHCKOIO TMPHUMEHEHUs, MpelHa3HauYeHHbIEe IS
obecnieyeHus: Jul, OOJBHBIX reMo(uiINei, MyKOBUCUUA030M, TMIO(U3apHBIM HAaHU3MOM, OO0JIE3HBIO
l'omre, 3710KaueCTBEHHBIMM HOBOOOpPA30BaHUSAMHU JIMMGOUIHON, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEH, pacCcesHHBIM CKJIEPO30M, JIHMIl [Ocje TPaHCIUIAHTAllMM OpraHoB M (WIM) TKaHEH,
npousBeaeHHele 10 31 nexabpst 2019 roma, a Takke HWHBIE JICKApPCTBEHHBIE MpENaparsbl s
MEJIMIIMHCKOTO MMPUMEHEeHuUs, TpousBeaeHHbie 10 1 uronst 2020 roxa, moajexaTr XpaHSHHIO, IEPEBO3KE,
OTIIyCKY, peaju3aluy, nepeaade, IpUMEHEHUIO 0e3 HaHEeCEHUs CPEJICTB UICHTU(PUKALUU JO UCTEUEHUS
cpoka ux rogHoctu. IlpaButensctBo Poccuiickoit denepanyu BrpaBe yCTaHOBUTh OCOOEHHOCTH BBOJA
B IPa)/IaHCKUI1 000POT JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOIO IPUMEHEHHUs, TPOU3BEACHHBIX
B nepuoa ¢ 1 umtong 2020 roga mo 1 okrabps 2020 roga. B mensx BBoga B IpakJaHCKHA 000pOT
JIEKapCTBEHHbIE IIpenapaTsl JUIsi MEIULUHCKOIO IPUMEHEHHS, 3a MCKJIIOYEHHEM JIEKapCTBEHHBIX
MpernaparoB, TpPeAHA3HAYCHHBIX UIsI OOECTeUeHHs JIHI, OOJBHBIX TeMO(WINEH, MYyKOBHUCIIHIO30M,
runodu3apHbM HaHU3MOM, 00Je3HbIO ['ollle, 3710KaYeCTBEHHBIMU HOBOOOPA30BaHUSIMH JTUMQOUTHOMN,
KPOBETBOPHOW M POJCTBEHHBIX WM TKaHEH, paccesHHBIM CKJIEPO30M, JIMI[ IOC]E€ TpPaHCIUIAaHTALUU
OpraHoB u (WiIM) TKaHeH, NMPOU3BEJNCHHbIE 3a Npeaenamu Teppuropun Poccuiickoit @enepauuun 1o 1
oktsa0ps 2020 roma, mMoryT ObITh BBe3eHbl B Poccmiickyto ®enepanuio no 1 suBaps 2021 roga B
nopsiake, ycranoBieHHOM [IpaBurensctBoM Poccuiickoit ®Denepanum, 0€3 HaHECCHHs CPEICTB
UJIEeHTU(DUKAIUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-P3, ot 13.07.2020 N 206-D3)

8. Opranumzauus WHOOPMALMOHHOTO B3aUMOJICHCTBUS CHUCTEMbl MOHHUTOPHHIA JBUKCHUS
JMEKapCTBEHHBIX IMpEmapaToB [UIsi MEIUIIMHCKOTO TMPHUMEHEHHS C WHBIMH TOCYIapCTBEHHBIMH
WH(OPMAIIMOHHBIMU CHCTEMaMHU 00eCleYrBaeTcsi B TOM 4YHCIE TOCPEICTBOM HWH(PPACTPYKTYPHI,
obecrnieunBaronield HHOOPMAITMOHHO-TEXHOJIOTHYECKOE B3aUMOJICHCTBIE WH(GOPMAIMOHHBIX CHCTEM,
WCIIONB3YEMBIX ISl TIPEIOCTABIEHUSI TOCYJAPCTBEHHBIX W MYHHUIMIAIBHBIX YCIYT W HUCIIOJHECHHS
TOCYJIaPCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIMI B JIEKTPOHHOU opMme.

(dactp 8 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

9. Undopmanus, cogepxaiiasicst B CHICTeME MOHUTOPHUHIA IBUKEHHUS JIEKAPCTBEHHBIX MIPENapaToB
JUI. MEJIMIIMHCKOTO TIPUMEHEHUs, ABJsieTCss HH(popMalel OrpaHMYeHHOTO JOCTyIa B COOTBETCTBUHU CO
cratbeii 9 @enepanpHoro 3akoHa ot 27 wmons 2006 roma N 149-03 "O6 wundopmanum,
WHPOPMAMOHHBIX TEXHOJOTHSX W O 3amuTe wuHopMamuu"', 3a HCKIIOYCHHEM WH(POpPMaINH,
HEJOIyCTUMOCTh OTPaHHYEHHUS JIOCTYIa K KOTOPOH ycTaHOBJIEeHa (elepaabHbIMU 3aKOHAMH, a TaKKe
nHpopmanuu, orHeceHHou I[IpaBurenscTBoM Poccuiickoli deaepanuvi B COOTBETCTBUHM C HACTOSIIIM
denepanbHbIM  3aKOHOM K o0meaoctynHod  uHpopmanuu. OOmenocrynHas HH(opMaius,
coJiepKallasicsi B CUCTEME MOHMTOPHMHIA JBM)KEHHUS JIEKApCTBEHHBIX IPENApaTOB JUISl MEIULIUHCKOIO
NPUMEHEHHS, pa3MeIaeTcs B WH(POPMAIMOHHO-TEIEKOMMYHUKAMOHHONW cetu "MHTepHer" (B TOM
yycie B (opMe OTKpBITHIX MJAHHBIX) B MOpsAnKe, ycTaHoBieHHOM IlpaBurensctBom Poccuiickoit
denepanuu.
(dactp 9 B pen. DenepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Joctyn x uH(popMaImy, coiepKalieicss B CHCTeMe MOHUTOPHUHIA JABMXKEHHSI JIEKAPCTBEHHBIX
IpernaparoB JJIs MEAMLIMHCKOTO MPUMEHEHHUs, 00eCreyrBaeTcs OnepaTopoM CHUCTEMbl MOHUTOPHHIA
JIBUOKEHMSI JIEKAPCTBEHHBIX IPENapaTroB A MEIULIUHCKOTO NMPUMEHEHMS B HOPSAIKE, YCTAHOBIECHHOM
IIpaBurensctBOM Poccuiickoii @Penepannu, B COOTBETCTBUM C 3aKOHOJATENBCTBOM Poccuiickoit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

Oenepatit - 00 uHpOpMAIUK, HHPOPMAIMOHHBIX TEXHOJNOTHSIX W O 3almMre WH(OpMaluu,
3aKOHOJaTenbCcTBOM  Poccuiickorn @enepauud O TOCYIApCTBEHHOM TalHE, 3aKOHOJATEIIbCTBOM
Poccuiickoit denepanuu 0 KOMMEPYECKON U HHOM OXPaHAEMON 3aKOHOM TalHE U C YYETOM IOJIOKECHUN
Hacrosuien crarbu. IIpaButensctBo Poccuiickoit denepanuu BIpaBe yCTaHaBIMBATh IIEPEUYCHBb
JIEKapCTBEHHBIX TMpenapaTtoB s MEAMIMHCKOIO MPUMEHEHHs U (WIM) TPyNn JeKapCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHHs] M OCOOCHHOCTH JAOCTyNa K HH(pOpPMAIMH O TaKHX
JIEKApCTBEHHBIX IIpernaparax, cojepiKalleiicss B CHUCTEME€ MOHUTOPHHIA JBH)KEHHS JIEKapCTBEHHBIX
IIpenaparoB Ui MEAULUHCKOIO IPUMEHEHHUS.

(dactb 9.1 BBenena denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHMTOPHUHIA JIBJKEHHUS JIEKApPCTBEHHBIX IMpernapaToB Ul
MEJIMIIMHCKOTO TPUMEHEHUSI 00JIalaloT MPaBOM JIOCTyMa K HWH(OpMaInU, COACpIKaIIEHCsS B CHCTEME
MOHHUTOPHUHTA JBUKEHHS JIEKApPCTBEHHBIX MpEnaparoB Uil MEIUIIMHCKOTO MPUMEHEHHUs, C Y4YeTOM
OTpaHMYEHUI JOCTyna K yKa3aHHOW MHGOpMAlMu U ee mocleayromeil o0paboTke, yCTaHOBIEHHBIX
HacTosmuM DenepanbHBIM 3aKOHOM W HWHBIMH HOPMATHBHBIMU TPABOBBIMH akTamHu Poccuiickoi
denepauuu.

(uactp 9.2 BBeneHa ®@enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. ®enepasibHble OpraHbl HCIOJHUTENBHON BIIACTH W HCIIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepannu B 1ensax, onpeaeneHubix [IpaBurensctBom Poccuiickoit denepanuu, UMEOT
MpaBo JOCTyMNa K MHopMaMu 0 cyObeKTax OOpalieHHs JeKapCTBEHHBIX CPEICTB, O JIEKApCTBEHHBIX
npemapaTtax u 00 000poTe TaKUX JICKAPCTBEHHBIX MPENapaToB, HEOOXOAMMOM IS BBIMOJHEHUS 33/1a4 U
ocymiecTBIeHUST (YHKIMH, BO3JIOKCHHBIX Ha (efepaibHble OpPraHbl HCIOJHUTEIHLHOW BIIACTH U
WCIIOTHUTENIbHBIE Opranbl cyObekToB Poccuiickoii ®deneparuu, craTuctudeckod uHpoOpmanuu o
JIEKapCTBEHHBIX TperapaTax u 00 ux o0opoTe, a Takke K oomenocTymHon napopmaruu. CoctaB 3ToH
nH(pOpMaLIUU ONpeAeNseTCs] COrflalleHUsIMH 00 MH(GOPMAllMOHHOM B3aUMOJACHCTBUHU, 3aKIIOYECHHBIMU
OMepaTopoM CHUCTEMbl MOHUTOPUHIA JABUKEHHUS JIEKAPCTBEHHBIX IMpENnapaToB s MEIULUHCKOTO
MpUMEHEHUs ¢ (peepanbHBIMU OpraHaMU MCTIOTHUTEIBHOM BIACTH WM HUCIOIHUTEIBHBIMU OpTaHaMu
cyobektoB  Poccmiickoit @enmepaumu  u  Qenepa’ibHbIM  OPraHOM — HCIOJHUTEIBHOW — BIIACTH,
OCYIICCTBIISIONUM  (YHKIIMM 10 BBIPA0OTKE W pealM3alid TOCYJApCTBCHHOW TOJUTHKH U
HOPMaTHUBHO-TIPAaBOBOMY PETYJIHMPOBAHUIO B chepe 3IpaBOOXpaHEHUSI.

(dactp 9.3 BBeneHa denepabHbIM 3akoHOM OT 04.08.2023 N 474-03; B pen. DenepaibHOrO 3aK0HA OT
08.08.2024 N 232-®3)

9.4. CyObekT oOpaleHHs JIEKapCTBEHHBIX CPEJICTB MMEET MpaBO JOCTyna K HH(popMmanuu ob
OlepalusaX C JICKaPCTBEHHBIMHU TpenapaTaMy Ui MEJUIIMHCKOTO TMPUMEHEHHS, COBEPIICHHBIX STHM
CyOBEKTOM 00OpaleH st JIeKapCTBEHHBIX CPEICTB, a TAKXKE K 00IIeI0CTYITHON HH(OPMAITHH.

(gactp 9.4 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.5. Onepatop cucTeMbl MOHUTOPHHTA ABM>KEHHUS JI€KAPCTBEHHBIX MPENapaToB sl METUIITHCKOTO
MpUMEHEeHHs o0NaZaeT MpaBOM JOCTyNa K HH(OpMamuu, colaepkaiieiicss B CUCTeME MOHUTOpPHHTA
JBUKCHUS JIEKAPCTBEHHBIX TPENapaTtoB Ui METUIIMHCKOTO TPUMEHEHUS, BKIOYas HHQPOPMAIUIO
OTPaHUYEHHOI'0 JIOCTYIA, C BO3MOXKHOCTBIO €€ OOpabdOTKM, B TOM YHCJIE €€ NpPEIOCTAaBICHHUS H
pacnpocTpaHeHusi, oOecredeHns AOCTyNa K Hel M OKa3aHUs yCIyI C €€ HCIIOJIb30BaHMEM (Janee -
o0OpaboTka).

(dactp 9.5 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.6. OnepaTop CUCTCMbI MOHUTOPUHTA ABUKCHUS JICKAPCTBCHHBIX MTPCIIapaTOB IJIs1I MCAUITHUHCKOI'O
NPUMCHCHUSA MOXKCT OCYHICCTBJIATDH O6p360TKy I/IH(I)OpMaI_II/II/I OrpaHUYCHHOIO O0CTyIla, COI[Cp)K&H.ICfICH
B CUCTEMC MOHUTOPUHIA ABMKCHUSA JICKAPCTBCHHLBIX IIPLCIIApaTOB JJIA MCAUIUMHCKOTO IPUMCHCHHUA, ITPU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

YCIOBUH 00s3aT€ILHOrO 00€3MYMBAaHUS TAaKOM MH(POpPMALMU B COOTBETCTBUH C YTBEPXKIAEMBIMHU
(benepanbHBIM OPraHOM HCHOJHHUTEIBHOM BIIACTH, OCYIIECTBIIAIONMM (QYHKUMH 1O BBIpAOOTKE H
peanu3ali TroCyJapCTBEHHOM TOJIMTUKA W HOPMATUBHO-NPAaBOBOMY PpETYJIHMPOBAaHHIO B cdepe
3PaBOOXPAaHEHHs, IO COTJIACOBAHMIO C (elepaTbHbIM OpPraHOM HCIIOJHUTENFHOW  BJIACTH,
OCYHIECTBISIOMUM (YHKIIUH 110 KOHTPOJIIO U HaJ30py B chepe NHHOPMALMOHHBIX TEXHOJIOTUHN U CBSI3H,
u (¢enepaJbHbIM OpPraHOM MCIIOJHUTEIBHOM BiacTu B oOjactu oOecrneyeHHs O€30MacCHOCTH
TpeOOBaHUAMHM K OOE3JIIMYMBAHUIO Takoil MHPOpPMALMUM W METoJaMH OOE3IMYMBAHUSA TaKOH
uHpopmanuu. O6e3nuueHHas uHPopMalus, IOJyuyeHHas B pe3yJbTaTe yKa3aHHOW o0paboTKH U
coJiepkaliasicsi B CUCTEME MOHMTOPHMHIA JBM)KEHUS JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIULIUHCKOIO
pUMEHEeHHS, SBIsIeTCsl HH(popMalei orpanndeHHoro qocryna. O0e3nnueHnas HHPOpManus, T0CTyT K
KOTOpO# ObLT 0OecrieyeH oneparopoM CUCTEMbl MOHUTOPHHIA ABM)KCHUS JIEKAPCTBEHHBIX MpENapaToB
IUI MEJJMIIMHCKOTO IPUMEHEHHUS B LIEIAX OKa3aHUA YCIYT € €€ UCHOJIb30BAHUEM, IIOJUIEKHUT XPAHEHHIO
B CUCTEME MOHHMTOPHHIA JIBUXKEHUS JIEKAPCTBEHHBIX INPENapaToB I MEAULMHCKOTO MPUMEHEHUs He
MeHee ISATH JIET C JAaThl MPEAOCTaBICHMS JOCTyna K 00e3MuueHHON WH(pOpMalMM, W Ha Hee He
pacmpocTpaHstoTcs: TpeOoBaHUs K MHPOPMALMU OIPAaHMYEHHOTO JIOCTYIA, YCTAaHOBJICHHBIE HACTOSINEH
CTaTheN.

(dactp 9.6 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.7. Oneparop CUCTEMbI MOHUTOPHHTA JBWKECHHUS JIEKAPCTBEHHBIX MPEMAPATOB JISI MEIUIIMHCKOTO
MIPUMEHEHUS MOKET OCYIIECTBIATh 00paboTKy MHGOPMAIIUN OTPAaHUYEHHOTO JOCTYIIA, coAepkKaliencs
B CHCTEME MOHMTOPHUHIA JBM)XCHHS JICKAPCTBEHHBIX IMpENapaToB I MEIULIHUHCKOTO MPUMEHEHUS,
MOJIy9eHHON OT CyOBeKTa OOpalleHHsI JEKapCTBEHHBIX CPEICTB, 3apETHCTPHUPOBAHHOTO B CHCTEME
MOHUTOPUHTA JBM)KCHHUS JIGKAPCTBEHHBIX TMPEMapaToB s MEAUIMHCKOTO TPUMEHEHUs |
MPEACTABUBIIEIO B HEE CBEACHHS, B MHTEpPECaX W IO TOPYUYCHHIO TAKOTO CyObeKTa OOpalieHHs
JIEKApCTBEHHBIX CPEJICTB 0€3 00e3TnIMBaHus HHPOPMAIIUA OTPAaHUYEHHOTO JOCTYIIA.

(uactp 9.7 BBenena @enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucCTeMbl MOHUTOPHHTA JBUKEHHUS JIEKAPCTBEHHBIX MPEMAPATOB ISl MEAUIIMHCKOTO
MPUMEHEHHUS BIPaBE OKa3blBaTh Ha HEAUCKPUMHUHALMOHHON OCHOBE YCIYyTd C HCIOJIb30BAHHEM
o0e3nmuiueHHON wWHpOpMauu, CoJepKalieiics B CUCTEME MOHHTOPHHTA JIBIDKCHUS JIEKAPCTBEHHBIX
MpenapaToB ISl MEIUIIMHCKOTO TPUMEHEHHUs, CyOBheKTaMm oOpaleHus JIeKapCTBEHHBIX CPEJCTB,
MOPSAIOK U CTOMMOCTh OKa3aHUS KOTOPBIX OMPEIESIIOTCS OINepaToOpoOM CHUCTEMbl MOHUTOPHHTA
JBUKEHUS JIEKApPCTBEHHBIX MpENnaparoB AN MEIUIIMHCKOTO MPUMEHEHHs, C Y4eTOM OTrpaHHYEeHUN
noctyna K 00e3nndeHHON WH(GOpMaIlMU, YCTaHOBJICHHBIX HACTOSINEH CTaTheil. YKa3aHHBIC MOPSIOK U
CTOMMOCTbh OKa3aHUS TAaKUX YCIyT pa3MEIIaloTCs ONEpPaTOpOM CHUCTEMbl MOHHUTOPHHIA JIBHXKCHHS
JIEKApCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TMPUMEHEHMUsSI Ha CalTe CHCTEeMbl MOHUTOPHHTA
JIBKEHUS JIEKapCTBEHHBIX MpenapaTroB JUTST METUITTHCKOTO MIPUMEHEHUS B
HH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHON ceTH "MHTepHeT" M moaiexaT KOHTPOJIIO B COOTBETCTBHH C
AHTUMOHOIOJBHBIM 3aKOHOAATeNbcTBOM Poccuiickoit @enepannu. YKa3zaHHbIE MOPSIOK U CTOMMOCTh
OKa3aHUs TAaKUX yCIyT JOJKHBI OBITH €IMHBIMH JIJISI BCEX JIMII, OOPAIIAIOIINXCS 32 OKa3aHUEM YCIYTH B
OTHOIICHWM OJMHAKOBBIX BHJA, 00beMa M cocTaBa mpenocrabiseMoit uHpopmanuu. CyObeKTam
oOpareHusi JEeKapCTBEHHBIX CPENICTB 3alpellaeTcsl MPeIoCTaBIsATh U PaCHpOCTPaHATh MH(POPMAIIUIO,
MOJTYYEHHYIO B COOTBETCTBUH C HACTOSIICH YaCThIO.

(dactp 9.8 BBeaeHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

10. IlpousBoauTenb JIEKAPCTBEHHBIX CPEICTB, AepXkareib JIMOO Biajelell pPerucTparioHHOrO
YAOCTOBEPEHUS JICKAPCTBEHHOI'O IIpernapara WIM IpeACTaBUTEIbLCTBO WHOCTPAHHOM OpraHMU3aluu,
ABJLIIOLICHCS AepkaTeleM JHMO0 BIIAJEIbLIEM PErHCTPALIMOHHOIO YJIOCTOBEPEHHs JIEKApCTBEHHOI'O
npenapara, Ha teppuropun Poccuiickoii @enepanny, 3aperuCTpUPOBAHHBIE B CUCTEME MOHUTOPHHIA
JIBWKEHUs JIEKapCTBEHHBIX IpPENapaToB I MEAMIMHCKOTO NPUMEHEHHs] U IPEACTABUBIIME B HeEE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

CBEIICHHSI O HAHECEHUHU CPEJCTB MACHTU(UKAIIMYA HA YIIaKOBKH JIEKAPCTBEHHBIX MpENaparoB, HAPSAIY C
uH(popManel, yka3aHHOM B uyacTu 9.4 HacTosied cTaThbu, MONydYaeT COJAEPXKAIIYIOCS B CHCTEME
MOHHUTOPHHTA JIBUKCHHSI JICKAPCTBEHHBIX MPEMApaToB I MEIUIIMHCKOTO MPUMEHEHHUS MHPOPMAIUIO
OTPaHUYEHHOr'0 JIOCTyNla O CEepUsAX M MNapTUAX ATHX JIEKAPCTBEHHBIX IMpenaparoB O€3BO3ME3IHO U
BIPaBE OCYIICCTBIISITH CAMOCTOATEIBHO WM TOpydYaTh 00pabOTKy Takod WH(OpMAIMd TOJBKO B
coOCTBeHHBIX MHTepecax. [Ipu 3TomM mocTyn k Takod MHGOpMalUMU WIM pe3ysbTraraM ee 00padoTKu
HMMeEeT TOJBKO JaHHBIN CyOBEKT 0OpaIieHus JIeKapCTBEHHBIX CPEICTB WIIH JIUI0, KOTOPOMY OH MOPYYHII
o0pabotky. CocTaB NpeOCTaBIsIeMOW B COOTBETCTBHM C HACTOALIEW YacTbio HH(OpMaIuu
onpeaensiercsa [IpaBurensctBom Poccuiickoin denepannu.

(uactp 10 B pen. @enepanbHoro 3akona ot 04.08.2023 N 474-03)

11. 3a mpou3BOACTBO MM MPOJIAXKY JICKAPCTBEHHBIX MPEMAPATOB ISl METUITUHCKOTO TTPUMEHEHUS
0e3 HaHECEHUs! CPEJICTB MACHTHU(HUKAINK, C HAPYIICHUEM YCTAaHOBJICHHOTO IMOPSIAKAa MX HAaHECEHUs, a
TaKk)Ke 32 HECBOEBPEMEHHOE BHECEHHE IaHHBIX B CHUCTEMY MOHUTOPUHIA JBHKEHHS JIEKApCTBEHHBIX
npenapaTroB JUisi MEIUIMHCKOIO NPUMEHEHUs WJIM BHECEHHE B HEE HEJOCTOBEPHBIX JAAHHBIX
IOpUJIMYECKUE JIMIA U WHJMBHUAYaJIbHBIC MPEINPUHUMATENH, YKa3aHHbIE B 4acTsax 4 u 7 Hacrosuiei
CTaTbH, HECYT OTBETCTBEHHOCThL B COOTBETCTBHUHM C 3aKOHOATENIbCTBOM Poccuiickoit deneparum.
(uactp 11 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoii deneparuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEIPEHUS
CUCTeMbl MOHHMTOPHMHIA ABW)KCHUS JIEKapCTBEHHBIX TMPENapaTtoB Uil MEIUIMHCKOTO MPUMEHEHUs,
BKJIIOYAsi CPOKM €€ BHEIAPEHHS, B OTHOLICHWU JIEKAPCTBEHHBIX MPENapaToB MJIi MEIUIIMHCKOTO
MPUMEHEHHUS, BKIIFOUCHHBIX B TIEPECUCHb JKU3HCHHO HEOOXOIMMBIX M BAKHEHIIMX JIEKapCTBEHHBIX
[IpernapaToB, JIEKAPCTBEHHBIX IIpEeNapaToB, IpEeAHA3HAUEHHBIX M oOecnedyeHus Jul, OOJIbHBIX
remMounueii, MyKOBUCIUA030M, THUMO(PHU3APHBIM HaHU3MOM, OoJjie3Hbl0 ['olle, 3710KaYeCTBEHHBIMU
HOBOOOpa3oBaHUSAMU JUMGOHUIHON, KPOBETBOPHOM H POJICTBEHHBIX KM TKaHEH, paccessHHbIM
CKJIEPO30M, JIMII MOCJIe TPaHCIUIAHTAIIMK OPTaHOB U (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX MpEnapaTroB
JUTSL MEAMLIMHCKOTO TPUMEHEHUSI.

(uactp 12 BBeneHa PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Masa 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALUUU, OCYLLUECTBNAKLWUE OEATENIBHOCTb
NoO OBPALLEHUIO IEKAPCTBEHHbBIX CPEOCTB
(BBenena deaepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemble NpuU OCYLIECTBNEHUN AEATENbHOCTU B
cchepe obpaLleHUs nekapCcTBeHHbIX CPeacTB

1. Opranuzamuu, 3aHUMaroLIMecs pa3paOOTKOM, MPOU3BOACTBOM M (WJIM) peanu3aunuei
JIEKapCTBEHHBIX MPENapaToB JJs MEIUIIMHCKOIO MPUMEHEHUs, OpraHn3alliuy, 00JIaaoniie npaBaMy Ha
HCIIOJIb30BAaHUE TOPrOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpemapara i MEAULUHCKOIO
MIPUMEHEHHUS, OPraHU3alMK ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMH, allTEYHbIE OpPraHU3alnn
(MX mpencTaBUTENH, UHBIE (PU3UYECKHE U IOPUIUYECKHE JIUIA, OCYIIECTBISIONINE CBOIO JIEATEIbHOCTh
OT HMMEHU O3TUX OpraHu3aluil) B OTHOUIEHMHM MEIUIMHCKUX paOOTHUKOB M PYKOBOJIUTEIEH
MEIULMHCKUX OPTaHU3al1ii He BIpaBe:

1) BpyuaTh MoJapku, BBILJIAYUBAThH JICHEKHBIE CPEACTBA (32 MCKIIOUEHHUEM BO3HArPAXKJIECHUU MO
JIOTOBOpaM TMpU TMPOBEJCHUM KIMHUYECKUX MCCIICOBAHUN JIEKAPCTBEHHBIX TMPEMapaTroB IS
MEJIUIIMHCKOTO TPUMEHEHHUs, BO3HATPAXKIEHUN, CBSI3aHHBIX C OCYIIECTBICHUEM MEIUIIUMHCKUM
PaOOTHUKOM TIEJAaTOTHYECKON U (MJIM) HAYYHOU JESTEIHHOCTH), B TOM YHCJIE OIUIaYUBaTh Pa3BIICUEHUS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OTABIX, MMPOE3 K MECTY OTAbIXA, 4 TAKKC MPUBJICKATh K YUYACTHUIO B PA3BJICKATCIIBHBIX MCPOIIPUATHAX,
NMPOBOAUMEBIX 3a CHCT CBOUX CPCIACTB;

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHUU WM PCEKOMCHIAAIUMKW ITaIUCHTaAM JICKAPCTBCHHBIX
npemaparoB  JsI MCIAUIHUHCKOIO IMPHUMCEHCHUA (33 HUCKIIIOYCHHUEM JIOT'OBOPOB O IMPOBCACHUHN
KIIMHUYCCKUX I/ICCJ'Ie}IOBaHI/Iﬁ JICKAPCTBCHHLBIX IMpCIIapaToB A1 MCAUITHHCKOI'O HpI/IMeHCHI/IS{);

3) mpeaAOCTaBIATh O6pa3HBI JICKApCTBCHHLBIX IPEIapaToB A MEAUIIMHCKOTIO MMPUMEHCHUA B LICIIAX
BpYUYCHU IIAlITUCHTAM (3a HUCKIIIOYCHUEM CJIy4YacB, CBA3aHHBIX C TPOBCACHUCM KIMHUYCCKHUX
HCCIIeJOBaHU JICKAPCTBCHHBIX MpCHapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/Iﬂ);

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WJIM) HEMOJHYI HH(POpPMAIUI0 O JeKapCTBEHHBIX
npernaparax s METUIIMHCKOTO IPHUMEHEHMS,

5) mocemnaTh WX B pabodee BpeMs Ha pabOUYMX MECTaX, 32 UCKIIOYCHHEM CIIy4YaeB, CBSI3AHHBIX C
MPOBEJICHUEM KIMHMYECKMX HCCIICJOBAaHUI JICKAPCTBEHHBIX IPEMapaTtoB Uil  MEIUIIMHCKOTO
MPUMEHECHHS, C YY4aCTHEM B TOPSJIKE, YCTAaHOBICHHOM PYKOBOIMTEIEM MEIMIMHCKOW OpraHU3alliy, B
COOpaHMSIX MEAWIIMHCKUX PAaOOTHHKOB M HWHBIX MEPOMPHUSATHUSX, HAIMPABICHHBIX HA TOBBIIICHHE WX
po(eCCUOHATFHOTO YPOBHS WM Ha MPEAOCTaBICHHE WH(OpPMAIMM, CBS3aHHOW C OCYIIECTBICHHUEM
MOHHUTOPHHTra 0€30MaCHOCTH JIEKapPCTBEHHBIX MIPENapaToB;

6) moOyX/1aTh K BBIMMCHIBAHHUIO JICKAPCTBEHHBIX MPEMAPaTOB JJII MEIUITMHCKOTO MPUMEHEHHUS Ha
O5aHKax, coJepKalux HH(OPMALIMIO PEKIIAMHOTO XapaKTepa, a TakKe Ha pelenTypHBIX OJiaHKax, Ha
KOTOpBIX 3apaHee HamedyaTaHo HaMMEHOBaHWE JIEKapCTBEHHOTO IMpemnapara Ui MEIULHUHCKOTO
MIPUMEHEHUS.

2. Opranuzanuy, yka3zaHHble B a03alie IepBoM 4acTH | HACTOSIIEH CTaTh, U X IPEACTAaBUTENHN B
OTHOIIEHUU (hapMaIeBTHYECKNX PaOOTHUKOB U PYKOBOAMTENIEH allTE€YHBIX OPTaHU3aIMii HE BIIPaBE:

1) BpyuaTh noAapku, BbIIJIAUMBATh JIEHE)KHBIE CPEACTBA, B TOM YHCIIE OIJIaYUBaTh Pa3BICUCHUS,
OTIBIX, IIPOE3J K MECTY OTAbIXa, M IPUBIEKATh K YYaCTUIO B Pa3BJIEKATCIIbHBIX MEPOIPHUATHUSAX,
IIPOBOJUMBIX 34 CYET CBOUX CPENCTB;

2) mpenocTaBiIATh 00pa3lbl JICKAPCTBEHHBIX IPENapaTroB Uil MEIUIMHCKOTO MPUMEHEHUs IS
BPY4EHMS HACEJICHUIO;

3) 3aK/II04YaThb COrJIalCHUA O NPCHIOKCHHUU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
mnpenapaTtoB I MCAUIIUHCKOT'O ITPUMCEHCHU A,

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HMHGPOpPMAIUI0 O JIEKapCTBEHHBIX
npemnapaTtax Uis MEIUIIMHCKOTO MPUMEHEHHs, B TOM YHCJIE HMEIOIIUX OJUHAKOBOE MEXIYHApOIHOE
HEMAaTeHTOBAHHOE HAMMEHOBAHHUE.

CraTtbsa 67.2. Tpe6boBaHMA K OpraHM3aumm U NpPoBeAEeHUID HayYHbIX MepOonpuUATUN,
MHbIX MEpPONPUATUKN, HamnpaBlieHHbIX Ha MOBbIWEHUe npodeCcCUOHaNLHOroO YPOBHSA
MeAULIMHCKMX PpaboOTHMKOB UMM Ha npepocrtaBfieHMe UWHpopmauum, CBA3aHHOU C
ocyLlecTBIeHUEM MOHUTOPUHra 6e3onacHOCTH NeKapCcTBEHHbIX NpenapaTos

1. Ilpu npoBeaeHNHN HAYyYHBIX MEPOIPUATUN, HHBIX MEPOIIPUITHIA, HAlIPaBJICHHBIX Ha ITOBBIILICHUE
poeCCHOHATFHOTO YPOBHS MEIUIIMHCKAX PpAaOOTHUKOB WM Ha MPEJOCTaBICHUE CBSI3aHHOH C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OCYILIECTBJICHUEM  MOHHUTOpPMHIa  0€30MacHOCTH  JIEKApCTBEHHBIX  IpenapaToB  HH(OpManuw,
OpraHM3yEMbIX OpraHu3alUsAMHU, yKa3aHHbIMH B a03aie nepBoM yacTu | crateu 67.1 HacTosiero
denepanbHOTO 3aKOHA, WX MPEACTaBUTENAMU M (WiM) (UHAHCHPYEMBIX 3a CYET CpEACTB ITUX
OpraHM3alliii W MX MNpeACTaBUTENEH, 3ampeliaercs MpPensTCTBOBaTh YYaCTUIO B  YKa3aHHBIX
MEPOIPUATHIX UHBIX OpPraHU3alMi, KOTOpPbIe MPOU3BOJAT WM PEATU3YIOT JIEKAPCTBEHHBIE MperapaThl
U1l MEIUIMHCKOTO IMPUMEHEHHMsI CO CXOKMM MEXaHU3MOM (hapMaKoJIOTMYecKoro neicTBus, ubo
co3/laBaTh JAMCKPUMHMHALMOHHBIE YCIOBHS JJI OJHUX YYaCTHUKOB IIO CpPaBHEHHMIO C JAPYTUMH
y4acTHUKaMH, a UMEHHO:

1) npe1ocTaBIATh PA3IMYHOE KOJIMUECTBO BPEMEHU /U1l BBICTYIUIEHUH YYAaCTHUKOB, PA3JIUYHBIE 110
pasMmepy 3aHMMaeMOH IUIOIAAXM MecTa Ui AEMOHCTpAalUU 00pa3lioB JIEKAPCTBEHHBIX MIPENApPaTOB AJIsA
MEIUIMHCKOTO TPUMEHEHMs] MM PEKJIaMHBIX MaTepuajoB O JIEKApCTBEHHBIX IIpernaparax s
MEJULMHCKOrO MPUMEHEHHsI Ha SKCIIO3ULIUAX, CTEHIaX, 32 HCKIFOUEHUEM CIIy4aeB, €CJIM TaKUe YCIOBUS
3aKpeIUIeHbl B COIVIAIIEHUSAX 3TUX OpraHu3alMi, UX npeicTaBuTenell 0 GUHAHCUPOBAHUM YKa3aHHBIX
MEpPONPUATHI U 00YCIIOBJICHBI PA3INYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHHU3alluIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYaCTHUKOB MEpPONPHUATUMN, yYKa3aHHBIX B a03alle IEpBOM
HACTOSINIEN 4YacTH, NPEBBIIAOIMIMM CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHBIX MEPONPUATHA M
BeIyIIMi K HEOOOCHOBAaHHOMY OTPAaHUYEHUIO YHCIIa UX YYACTHUKOB.

2. Opranuzanuu, ykasaHHble B a03arie rnepBoM 4dactu 1 crateu 67.1 Hacrosmero denepaibHOTO
3aKOHA, X MPEJCTaBUTENH, OCYIIECTBISIONINE OPraHu3aluio U (Hin) GUHAHCUPOBAHUE MEPONPUITUH,
yKa3aHHBIX B 4acTH | HacTosIel cTaThy, 00s13aHbI 00ECTIeYNBATh AOCTYT K HHPOPMAIUH O JaTe, MECTe
U BpPEMEHU IMPOBEACHUS YKA3aHHBIX MEpPONPHUATHHM, IUIaHAX, NpOorpaMmax IPOBEACHUS YKa3aHHBIX
MEPOTPUITHI U TeMaX, MJIAHUPYEMBIX ISl PACCMOTPEHHUSI, COCTaBE WX YYACTHUKOB IyTEM Pa3MEIICHHS
COOTBETCTBYIOIIEH MH(POpPMAIMK Ha CBOMX O(UIIMaIbHBIX caiiTax B ceTu "HMHTepHeT" He mo3aHee ABYX
MECSIIEB /10 Hayajia MPOBEICHUS YKa3aHHBIX MEPOTIPUSATHM.

3. Uudopmarus o npoBeIeHUN MEPOIIPHUITUH, YKa3aHHBIX B YacTH | HACTOSAIICH CTAaThH, B CPOK,
YCTAHOBJICHHBIN YacThi0 2 HACTOSIICH CTaThbH, JIOJPKHA OBITh HAmpaBjicHa B (QelepaibHbI OpraH
WCTIIOJTHUTEIILHON BIIACTH, OCYIICCTBISIONMI (YHKIMKM 1O KOHTPOIK H Haa30py B cdepe
3[PaBOOXPAHCHUS, JUIS MOCIICAYIOIEro pa3MeIIeHnsl e¢ Ha O(QUIMaTIbHOM CaiiTe 3TOr0 OpraHa B CETH
"UuTepuer".

Mmaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU PEOEPALIUA MNMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
M BOSMELWEHUE BPEOA, NPUYUHEHHOIO 3A00POBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccuunckomn
depepaumm npu obpaLeHUmn NneKapcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbctBa Poccuiickoir ®enepanyu npu oOpallleHUH JIEKAPCTBEHHBIX
CPEICTB BJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOJATEILCTBOM Poccuiickoit
denepanuu.

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

2. 3a HempeCTaBICHUE WM HECBOEBPEMEHHOE ITPEICTaBIeHHE HH(POPMALMU U (M) TOKYMEHTOB
nu00 TpeACTaBICHUE HEJOCTOBEPHBIX HMH(POpMauu W (WIHM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacrosmuM  DexepasbHBIM  3aKOHOM, CyOBEKTBHI OOpalleHus] JIeKapCTBEHHBIX CpPEACTB HECYT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJIaTeNbCTBOM Poccuiickoit denepariuu.
(actp 2 BBeaeHa DenepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. deaepanbHOro 3aKkoHa OT
04.06.2018 N 140-D3)

Cratbsa 69. Bo3meweHne Bpeaa, NPUYMHEHHOro 340pPOBbLIO rpaxaaH BcreacTBue
NPUMEeHeHUs fieKapCTBEHHbIX NpenapaTos

1. HpOI/IBBOIlI/ITeJ'IB JICKAPpCTBCHHOT'O IIpcCriapara 00s13aH BO3MECTUTH BpCH, HpI/I‘-II/IHeHHHﬁ
3A0POBBIO I'paKJaaH BCJICACTBHUEC IPUMCHCHHA JICKAPCTBCHHOI'O ITp€iapara, €CJIk JOKa3aHo, YTO:

1) nexapcTBEHHBIN NpenapaT MPUMEHSJICS M0 Ha3HAYEHWIO B COOTBETCTBUU C MHCTPYKIMEH 110
MIPUMEHEHUIO JIEKApCTBEHHOTO MpernapaTa M MPUYMHOW Bpela SBHJICS BBOJ B TpakIaHCKUNA 000pOT
HEe100POKAYECTBEHHOTO JIEKAPCTBEHHOTO IIpenapara;

2) Bpen 370pOBBIO TMPUYMHEH BCIEICTBUE HEIOCTOBEPHON HH(OpMaMu, coieprkaiiencs B
WHCTPYKIMA 1O TNPUMEHEHHUIO JIEKQpCTBEHHOrO  Mpernapara, M3JaHHOM  MPOU3BOJUTEIEM
JIEKapCTBEHHOIO Tpernapara.

2. B cirydae, eciu Bpesl 3I0POBBIO TPaXKIaH MPUIMHEH BCIICICTBUE MPUMEHEHHUS JICKaPCTBEHHOTO
mperapara, MPHIISANIETO0 B HETOIHOCTh B Pe3yJIbTaTe HApYIICHUS TPABHJ XPAHCHHS JICKapCTBEHHBIX
CPEICTB, MPaBUJI ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH IperapaTaMu, IPaBU OTITYCKa JIEKAPCTBEHHBIX
MpernapaToB, OpPaBUI HK3TOTOBIEHUS W OTIYyCKa JIEKApCTBEHHBIX MpEnapaTroB, BO3MEIIEHHE Bpenaa
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHU3allMell OMTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeuyHOW OpraHm3aleil, WHAWBHIYAIbHBIM NPEINPHUHUMATEICM, WMCIOIIMMH JIMIEH3UIO Ha
(hapMameBTHYECKYIO NEATSIBHOCTh WM JUIEH3UI0O HAa MEIUIUHCKYIO JeSTSIIBHOCTh, MEIUIIMHCKON
OpraHu3amyeil, WMEINIeH JHUICH3UI0 Ha (apMaleBTHUECKYIO JEATeIbHOCTh (ee 000COO0JEHHBIM
Mo/Ipa3/ielIeHuEeM, PacIiOIOKEHHBIM B CEJIbCKOM HACEJIEHHOM IIYHKTE, B KOTOPOM OTCYTCTBYET anTeuHas
OpraHm3aliys), A0MyCTUBIINMHU MPOAAXKY WU OTITYCK TAKOTO JIEKAPCTBEHHOT'O IIperapara.

(B pen. @eaepanbhbix 3akoHOB OT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

3. Bo3Mmemnienue Bpena, NPUUMHEHHOTO 3J0POBBIO TpaXJaH BCIEACTBUE NPUMEHEHUS
JIEKApCTBEHHBIX TpENapaToB WU COBEPIICHUS MPOTHUBOIMPABHBIX ACHCTBUN CyOBEeKTamMH OOparieHus
JICKAPCTBEHHBIX CPEACTB, OCYIIECTBIAETCS B COOTBETCTBMHM C 3aKOHOAATEILCTBOM Poccuiickoi
denepanuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMM yTpaTUBLUUMMU CUIY OTAENbHbIX 3aKOHOAATENbHbLIX aKTOB
(nonoxeHun 3akoHoAaTesbHbIX akToB) Poccunckon ®Pepepaumm

[Tpu3HaTh yTPaTUBIIUMU CUITY:

1) ®enepanbubiii 3akoH OT 22 wutoHA 1998 roma N 86-®3 "O nexapCTBEHHBIX cpeAcTBax'
(Cobpanue 3axonomarenscTBa Poccuiickoit @enepammu, 1998, N 26, cr. 3006);

2) ®enepanbhbiii 3akoH OoT 2 saBaps 2000 roxa N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJTHEHUH B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpenctBax” (CoOpaHue 3akoHOAATENbCTBA Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarbio 40 denepansHoro 3akoHa oT 10 saBapst 2003 rona N 15-®3 "O BHeceHUN U3MEHEHUN U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

JIOTIOJTHEHUH B HEKOTOpbIE 3aKOHOAATeNbHble akThl Poccuiickoil denepaiuu B CBSI3U C NPUHATHEM
@enepanbHoro 3akoHa "O  JMIEH3UPOBAHMM OTAENbHBIX BUAOB jestensHocTH" (CoOpanue
3akoHo1atenscTBa Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepansHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeCEeHUHN W3MEHEHUHN U
JIOTIOJTHEHUH B HEKOTOPBIE 3aKOHOATENbHbIE aKkThl Poccuiickoi Penepanviv, NpU3HAaHUN YTPATHBIIMMHA
CHIIy OTHENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit Dexpepanuu, NpPeAOCTaBICHUU OTAEIbHBIX
rapaHTuil COTpyJHHUKaM OPraHOB BHYTPEHHHUX JIeJ, OPTaHOB MO0 KOHTPOJIIO 32 000POTOM HAPKOTHYECKHX
CPEICTB M TCHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (elepaabHbIX OPraHOB HAJOTOBOW MOJIUIIUU B
CBSI3M C OCYIIECTBIIEHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ympapieHus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 depepanpHoro 3akona oT 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUN B 3aKOHOJATeNbHble akThl Poccuiickoit ®exepanuy M MpU3HAHUM YTPATUBILUMHU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit ®denepanuu B cBs3uM ¢ mpuHsITHEM DenepanbHbIX
3akoHOB "O BHECEHUM W3MEHEHHUU W JomnoiHeHuil B denepanbHblii 3akoH "OO0 00MIMX MPUHIUIAX
OpraHu3alMKi 3aKOHOAATENbHBIX (IIPEJACTABUTENBHBIX) U HCIIOIHUTEIBHBIX OPTaHOB IOCYJAapCTBEHHOM
BiIactu cyOopekToB Poccuiickoit ®enepanmu” n "OO 0OMMX NPUHIMIIAX OPraHU3AIMA MECTHOTO
camoymnpasnenus B Poccuiickoit denepanun" (Cobpanue 3akoHomarenbctBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) cratbio 28 DenepanbHoro 3akoHa ot 18 mexadbps 2006 roma N 231-®@3 "O BBegeHHH B
neiicteue uactu derBepToi ['paxmanckoro komekca Poccwiickoit ®enepanuu" (CoOpanue
3akoHo1arenscTBa Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa
1. Hactosmuit @enepanbHblii 3aKoH BeTymnaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBEHHBIE CPENCTBA, 3aPETMCTPUPOBAHHBIE O JIHA BCTYIUIEHHMS B CHJIy HACTOSIIETO
@DenepallbHOTO 3aKOHA, MOAJIECKAT BKIFOYECHUIO B TOCYNaPCTBECHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB €
BHECEHHEM YKa3aHHBIX B yacTtu | crateu 33 Hactosuiero denepanbHOro 3akoHa cBeleHUN 00 ATHX
JIEKapCTBEHHBIX CpPEJICTBaX ©0€3 MPOXOXKICHHS BHOBb MPOLEAYpPbl T'OCYIAapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MTPENAPaTOB.

3. l'ocynapcTBeHHas: periucTpaius JeKapCTBEHHBIX MPENapaToB, 3a HCKIOYCHUEM JICKAPCTBEHHBIX
MpernapaToB i MEAUIIMHCKOTO MPUMEHEHUSs, MPEICTABICHHBIX HA YKAa3aHHYIO PETUCTPAIUIO IO JTHS
BCTYIUICHUS B CHITy Hactosiero denepanbHOro 3aK0Ha, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOSIIIIAM
denepalibHBIM 3aKOHOM Ha OCHOBAHHHU JIOKYMEHTOB W JIAHHBIX, MPEJICTABICHHBIX 10 JTHS BCTYTUICHHS B
crty Hactosiiero denepansbHOTO 3aKOHA.

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocymapcTBeHHass perucTpamusi JIEKQpCTBEHHBIX TNPENapatoB JUIi METUIIHTHCKOTO
IIPUMEHEHHUS, TPEACTABICHHBIX HAa TOCYJAapCTBEHHYIO PErHMCTPAlUI0 10 JHA BCTYIUIEHHS B CHIY
HacToduero deaepaibHOro 3aK0Ha, U FOCYAapCTBEHHAs] PETUCTPALUs JIEKAPCTBEHHBIX IIPENapaToB AJs
MEIUIMHCKOTO TPUMEHEHHMsI, IMPEACTAaBICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB 1O JIHSA
BCTYIUIEHUSI B CHIIy HacTosuero denepaibHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH rocyaapcTBEHHON
perucTpalyu, OCYIIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEICTABICHHBIX A0 JHA
BCTyIUIEHUsI B CHIy Hacrosimero denepanbHOr0 3akoHa, a TaKkKe 3asiBICHUS O TOCYAapCTBEHHOU
perucTpalMi JEKapCTBEHHOIO IIpenapaTa, IpPEACTaBICHHOIO IPOU3BOJUTENIEM JIEKApPCTBEHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

IIPENapaToB WX YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM C HAcTOSIIKUM DenepanbHbIM 3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHblii OpraH HCHOJHUTeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS yIJIAThl TOCYIaPCTBEHHOHN MOIUIMHBI, MPETyCMOTPEHHON 3aKOHOIATeILCTBOM Poccuiickoit
®denepanyu 0 HaJorax u coopax.

(uacts 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. TloaTBepkIeHHE TOCYIAapCTBEHHOM pEruCTpalM JIEKAPCTBEHHBIX MpEnapaToB JJs
MEIULUHCKOTO MPUMEHEHHUS], TPEICTABICHHBIX Ul MOATBEPKACHUS TOCYJapCTBEHHOM perucTpanuu 10
JHS BCTYIUIEHMS B cwily Hacrosuiero denepanpHOro 3akoHa, M INOATBEPXKACHHUE TOCYIapCTBEHHOMN
perucTpalMy JIEKApCTBEHHBIX MPENapaToB s MEAULMHCKOIO NPUMEHEHMs, NPEICTaBJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 0 JAHS BCTYIUIEHHUS B cuily Hactosuero denepanbHoro 3akoHa B
LEesIX TOCTEAYIOUIEro TMOATBEPKACHUS HUX TOCYJAapCTBEHHOW pETUCTpAlliU, OCYILIECTBISIIOTCS Ha
OCHOBAHHMU [JOKYMEHTOB U JIaHHBIX, IPEJICTABJICHHBIX JO JHS BCTYIUIEHHS B CHUJIY HACTOALIETO
denepanbHOr0 3aKOHA, a TaKXKe 3asABJICHUS O MOATBEPXKIEHHUH TOCYAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOI'O Ipernapara, NpPEACTaBICHHOTO IPOM3BOJUTENEM JIEKaPCTBEHHBIX IPENApaToB WIH
YIOJIHOMOYEHHBIM KM JIMLOM B COOTBETCTBUM ¢ HacrosmuMm @DenepanbHbIM  3aKOHOM B
YIOJTHOMOYEHHBIH (efepaibHbIid OpraH HCIONHUTEeNbHOW Biactu g0 1 wmapra 2011 roma, 6e3
TpeOOBaHMS yIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, TIPEYyCMOTPEHHOM 3aKoHOAAaTEeILCTBOM Poccuiickoit
®enepanyn 0 Hajorax u coopax.

(uacts 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. llpunAtne pemieHUs O BHECEHUMM UW3MEHEHUH B JOKYMEHTBI, COJAEpXKalluecs B
PEruCTPAallMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipernapar sl MEIULMHCKOTO
NPUMCHCHUA W NPCACTABJICHHLIC 0 OHA BCTYIUICHUA B CHUIIY HACTOAILICTO (DeﬂepaJ'IBHOFO 3aK0OHa, U
INPUHATHE PCUICHNUA O BHCCCHUHN N3MEHEHUH B JAOKYMEHTBI, COACPKAIICECA B PETUCTPAIHOHHOM T0CHC
Ha  3aperUCTPUPOBAHHBIN  JIEKapCTBEHHBIM mpenapaT Uil  MEIUIMHCKOIO INPUMEHEHHs |
NIPEJCTAaBICHHbIE HAa HKCHEPTH3Y JIEKAPCTBEHHBIX CPEACTB 1O IHS BCTYIUIEHHS B CHJIYy HACTOSILIETO
@denepalIbHOTO 3aKOHA, OCYLIECTBIISIOTCS HA OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX 10
JHS BCTYIUIEHHS B cCuily Hactosiero @enepalpHOro 3akOoHAa, a TakKKe 3asiBICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpP)KAIUECs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar majid MEAUIUHCKOTO IMPUMCEHCHUA, MNPCACTABJICHHOIO IMPOHU3BOAUTCIIEM
JICKapCTBEHHBIX MPENapaToB WIM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUM C HACTOSILUM
denepanbHbIM 3aKOHOM B YIIOJIHOMOUEHHBIH (heiepalibHbli OpraH UCIIOJIHUTENIBHON BiIacTu 0 1 MapTa
2011 roma, ©Oe3 TpeOOBaHMS  YIUIaThl ~ TIOCYJApPCTBEHHOM  TMOIUIMHBI,  IMPEeIyCMOTPEHHOMN
3akoHOJaTeabcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.

(vactp 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bpigaua pazpenmieHuidi Ha TPOBEICHUE KIMHUYECKUX MCCIEJOBAHUM JIEKAPCTBEHHBIX
MIpernapaToB JJsi MEJUIIMHCKOTO MPUMEHEHUS MO 3asBICHUSM, MOJAHHBIM JI0 JAHS BCTYIUICHUS B CUILY
HacTosmero denepanrbHOTO 3aKOHA, a TAKXKE M0 3asiBICHUSM, MOJIAHHBIM TIOCIE THS BCTYIUICHUS B CUITY
Hacrosiniero denepanbHOro 3aKOHa Ha OCHOBAHMM HKCIIEPTU3, MPOBEICHHBIX 1O AHS BCTYILICHUS B
cuty Hacrosuero ®denepanpbHOro 3akoHa, OCYILIECTBISIETCS B COOTBETCTBUM C  HACTOSALIUM
®denepanbHBIM 3aKOHOM Ha OCHOBAHHMH JIOKYMEHTOB U JAHHBIX, MPEJCTABICHHBIX WM MOJYyYEHHBIX 10
THS BCTYIUIEHUS B cwmily Hacrosimero ®enmepanpbHOro 3akoHa, a TakkKe HAa OCHOBAaHWUU KOTHH
MIPEIBAPUTENILHOTO I0rOBOpa 0053aTeNIbHOTO CTPaXOBaHUs )KU3HH, 3/10POBbS MMALMEHTOB, YYaCTBYIOIINX
B KJIMHMYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO IMpemapaTa il MEIULUHCKOTO MPUMEHEHHs, WU
KOMUU JIOTOBOpa O0OsI3aTENILHOTO CTPaxOBAaHUS JKU3HU, 3[0POBBSl TAIMEHTOB, YYacCTBYIOIIUX B
KIIMHUYECKOM HCCIIEJIOBAHUU JICKAPCTBEHHOTO IMpemaparta Jii MEIUIIMHCKOTO MPUMEHEHUs, Tu00
MIPE/ICTaBJICHHONM KOIMU JOroBOopa 00s3aTEIbHOTO CTPAaXOBAaHMsI, 3aKJIIOYEHHOI'O B COOTBETCTBUHU C
TUIIOBBIMU _TIPAaBUJIAMHU 00s3aTE€JILHOTO CTPAxXOBaHWs, C YKa3aHUEM TMPEASIbHON YHUCIEHHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

NAIMeHTOB, YYacTBYIOLIMX B KIMHMYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOI'O Iperapara i
MEJIULMHCKOTO MPUMEHEHUs, 63 TpeOOBaHUs yIIaThl FOCYJapCTBEHHOMN MOLUIMHBI, TIPEeTyCMOTPEHHOM
3aKoHOJaTeabcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.
(uactp 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaIOTE M0 JIHS BCTYIUICHUS B CHJIYy HACTOSIIErO
@denepanbHOr0 3akoHa IpeAEibHbIE OTIYCKHbIE I€Hbl HWHOCTPAHHBIX HNPOM3BOIUTENECH Ha
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX MpENaparoB, MoJyuIekaT Imepecyery B pyomu mno kypey LlentpanbHoro OaHka
Poccuiickoit ®@enepaunu Ha Aary, ycraHoBieHHyI0 IlpaButensctBoM Poccuiickoir @eneparnum, 6e3
MIPE/ICTAaBICHHS 3asiBJICHHUS O IepecyeTe LEHbl C BHECEHHEM COOTBETCTBYIOIMX W3MEHEHUH B
rOCy/IapCTBEHHBI peecTp TMpeneiabHbIX OTIYCKHBIX II€H IPOU3BOJUTENECH Ha JIEKapCTBEHHbBIC
Ipenaparbl, BKIIOYEHHbIE B IE€PEYCHb >KU3HEHHO HEOOXOIMMBIX M BAKHEHMIIMX JIEKAPCTBEHHBIX
IIpernapaTosB.

(uactb 3.5 BBenneHa @exnepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC JI0 JHS BCTYIUICHHS B CUJIy HacTosiero deaepanbHOro 3aKoHa
Ipe/eibHble OTIYCKHbIE II€Hbl POCCUICKUX TNPOM3BOAMTENECH Ha JIEKAPCTBEHHBIE IpenapaThl,
BKJIIOUEHHBIE B TME€pPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IIPEraparos,
nojiexkar wHaekcanuu ¢ 1 HosOps 2010 roma wmcxoas M3 MPOTHO3HPYEMOTO YPOBHS HHQIISAINH,
ycraHoBiieHHOro ®PenepanbHbiM 3akoHOM oT 2 naekadbps 2009 roma N 308-03 "O denepaabHOM
oromkere Ha 2010 ron u Ha manoBeIi nepuon 2011 u 2012 rogos" Ha 2011 rog.

(uactsp 3.6 BBeneHa PenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 maprta 2011 rona He goImycKarOTCs MPOU3BOJACTBO U BBO3 B Poccuiickyro denepannio
JICKApCTBCHHLIX IMPEIApaToOB B YIIAKOBKAaX C MapKHpOBKOﬁ, KOTOpas ObliIa HaHeceHa A0 JHA BCTYIIICHUA
B cwity Hacrosimero dexepanpHoro 3akoHa. I1o ncTeyeHnn yka3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIC
npenaparbl MOTYT OTIYCKaThCsl, PEalM30BBIBATHCS, MEPEAaBaThCs U MPUMEHSTHCS 10 UCTEUYEHHS WX
CpOKa TOIHOCTH.

(B pen. @enepanbubix 3akoHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHs BCTyIUieHUs1 B cuily Hacrosimero @exepanpHoro 3akona u no 30 ampens 2011 roma
BKIIFOYUTCIIBHO  JIOIMYCKACTCA MPOBCACHHUE OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB OKCIIEpTaMU
OKCHEPTHOTO YUYPEXKICHHUS [0 TPOXOXKICHHS WMH aTTeCTallil B TMOPSAAKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (e/IepalibHBIM OPraHOM HCTIOJIHUTEIILHON BIIACTH.

5. Co nHs BCTyIuleHUs B cuily Hactosimero ®enepanbHoro 3akoHa u no 31 mekabps 2013 rona
BKJIIOUUTENBHO OCYIIECTBIISETCS MEPEX0]] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
IpaBWJIaMU OpraHU3allMy MIPOU3BOJCTBA U KOHTPOJISI KaUeCcTBa JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B
gacth | crareu 45 wHacrosmero deaepanbHOTO 3aKoHA, B TOMHOM oObeme. Cpoku Tmepexojaa
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K HUX MPOU3BOACTBY B COOTBETCTBHMM C KOHKPETHBIMHU
TpeOOBaHUAMM JAHHBIX TMpPaBWJ, BKJIIOYAas CPOKU ATTECTALMU YHOJIHOMOYEHHBIX JIUIl, YKAa3aHHBIX B
gacTax 6 m 7 crarbu 45 Hacrosuiero denepalbHOrO 3aKOHA, ycTaHaBiauBaroTcs I[IpaBurenbcTBoM
Poccuiickoit deneparum.

6. JIumeH3un Ha MPOUM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BbIOaHHBIE 1m0 1 sHBaps 2014 rona,
nercTByroT nocie 1 auBaps 2014 roma 10 UCTEUYEHMs CPOKA MX JEHCTBHS NMPU YCIOBHUHM COOTBETCTBHS
JULEH3MaTa MpaBWIaM OPraHM3AlMKM IIPOU3BOJICTBA U KOHTPOJIS KadyeCTBA JICKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 crateu 45 HacTosmero denepanbHOro 3akoHa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 22.10.2024

(c u3m. n gon., BCTYN....

7. @opMHpOBaHHE TOCYAAPCTBEHHOIO 3aJlaHMsi Ha MPOBEAECHUE SKCIEPTU3bl JIEKAPCTBEHHBIX
CpeAcTB (enepaIbHOMY IOCyAapCTBEHHOMY OIOJDKETHOMY YUPEKACHHUIO 1O MPOBEACHUIO SKCIEPTU3BI
JICKApCTBEHHBIX CPEACTB U (PMHAHCOBOE 0OECIICUEHUE BBITIOTHEHUS 3TOTO 3aJaHHsI OCYIICCTBIISIOTCS B
nopsake, ycraHoBieHHOM ®enepanbHpiM 3akoHOM oT 12 sHBaps 1996 roma N 7-®3 "O
HEKOMMEPYECKNX OpraHu3ausix .

(dactp 7 BBenena denepanbHbiM 3aK0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit ®enepanuun
JAMEJBEJEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
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