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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 474-®3, ot 19.10.2023 N 503-®3, ot 30.01.2024 N 1-D3)

Mnasa 1. OBLUUE NMONOXEHUA
Cratbsa 1. peameT perynupoBaHus HacTosiwero PepgepanbHOro 3akoHa
1. Hacrosamuii ®enepasbHbIl 3aKOH PETYJIHPYET OTHOLICHHWS, BO3HUKAIOIIME B CBSI3H C

O6paHIeHI/ICM - pa3pa60TK0171, JOKIMHUYCCKUMHU HCCICAOBAHUAMH, KIMHHYCCKHMMH HCCIICOOBAHHUAMMU,
BKCHepTHSOﬁ, FOCY)I&pCTBCHHOﬁ perHCTpaHHeﬁ B COOTBETCTBHH C HACTOAIIHNM CDC,[[epaJIBHLIM 3aKOHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(mamee - rocynapCTBEHHasl perucTpaiusi) WM perucTpaireil B COOTBETCTBHU C MEXIYHAPOJHBIMU
JIOTOBOpAaMHM M aKTaMM, COCTAaBISIOMIMMH MpaBo EBpa3uiickoro SKOHOMHUYECKOTO coro3a (Janee -
perucTpanusi), co CTaHAapTU3alMed M C KOHTPOJEM KadyecTBa, MPOU3BOJCTBOM, H3TOTOBJICHUEM,
XpaHEHHEM, MepeBO3KOM, BBO30M B Poccuiickyro deneparuio, BiBo30M U3 Poccuiickoit dexnepanuu,
peKJIaMOi, OTITyCKOM, peaju3alueid, mepenayded, NMPUMEHEHHEM, YHHYTOXEHUEM JIEKapCTBEHHBIX
CPEICTB.

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

2. Hacrosumii ®exepadbHbIi  3aKOH  yCTAHABJIMBAaeT MPUOPUTET  TOCYIAPCTBEHHOTO
perynupoBaHus 0€30MacHOCTH, KadecTBa M 3()()EKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IPH HX
oOpareHuu.

(B pen. ®enepanbHOro 3akona ot 25.06.2012 N 93-d3)

Ctatbs 2. Cchepa npumeHeHus HacTosiwero PegepanbLHOro 3akoHa

Hacrosamuit ®enepanbHblil 3aKOH MPUMEHSIETCSI K OTHOILIEHUSAM, BO3HUKAIOLIUM IpU 00palleHun
JIEKAPCTBEHHBIX CPEJICTB HAa TeppuTopuu Poccuiickoi @enepannu.

CraTtba 3. 3akoHoAaTeNbLCTBO 06 0OpaLleHnn fneKapCTBEHHbIX CPeAcTB

1. 3akoHomaTenbcTBO 00 OOpalleHWu JEKapCTBEHHBIX CPEJICTB COCTOUT M3 HACTOSIIETO
denepallbHOTO 3aKOHA, IPYruX (QeAepaibHBIX 3aKOHOB W HMHBIX HOPMATHBHBIX IPABOBBIX AKTOB
Poccuiickoit deneparum.

1.1. 3akoHOMATENHCTBO 00 OOpaIEHNH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHUU IOPUIAYECKUX JTUIT
U UHIUBUIYAIbHBIX NPEANPUHUMATENECH, OCYLIECTBISIOIIUX JESITEIIbBHOCTh Ha TEPPUTOPUHU
MEXIYHApPOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSAETCS C YYeTOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
®enepanbHbIM 3ak0HOM OT 29 utons 2015 roga N 160-D3 "O Mexa1yHaApOJHOM MEAUIIMHCKOM KJlacTepe
Y BHECEHHH U3MEHEHUI B OTJENIbHBIC 3aKOHO1aTebHbIe akThl Poccuiickoit deneparun'.
(uactp 1.1 BBenena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-®3; B pen. @enepaibHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. JleiictBue Hacrosimero @PenepasbHOro 3aKOHAa paclpocTpaHseTcss Ha oOpalleHue
HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
0COOEHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOJIATEIbCTBOM Poccuiickoii ®Penepanu 0 HAPKOTHYECKUX
CPEICTBaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKYypCOpaX.

3. [He#ictBue Hacrosmero @enepalibHOTO 3aKOHA pacHpoCTpaHseTCs Ha oOpaleHue
pamuodapMarieBTUIECKUX JICKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHoznarenbcTBOM Poccuiickoit deneparuu B o6nactu o0ecnieyeHus paIualuoHHON 0e3011acHOCTH.

4. Ecnu MexayHapoIHbIM oroBopoM Poccuiickoit denepannu, MexIyHaApOAHBIMU JI0TOBOPAMHU U
aKTaMH, COCTaBISIONIMMH NPaBo EBpaznuiickoro S5KOHOMHUYECKOTO COI03a (Jjaee - aKThl, COCTABISIONIUE
npaBo Coro3a), YCTaHOBJEHbl HMHBIE IpaBWia, YeM TE, KOTOpbIE MPEIYCMOTPEHBI HACTOSIINM
®denepanbHBIM 3aKOHOM, IPUMEHSIOTCS TIPaBUJIa MEXITYHAPOIHOTO JI0rOBOpA, MTpaBuia, ColepKaIIecs
B aKTax, coCTaBIIsIOMUX npaBo Coro3a.

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

4.1. Pemrenus MCKTOCYHAPCTBCHHBIX OpPraHOB, IIPUHATBIC HA OCHOBAHUU MOJI0KEHHU N
MCKIAYHAPOAHBIX OOTOBOPOB Poccuiickoit CDC,[[epaI_II/II/I B HX HCTOJKOBAaHWH, MPOTUBOpPCHAILLCM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncturynuu Poccuiickoin @enepanuu, He nojyiexkar ucnonHenuto B Poccuiickoit ®enepanuu. Takoe
MIPOTUBOPEYNE MOXKET OBITh YCTAHOBIICHO B HOPSIKE, ONpeIeIeHHOM (heaepaabHbIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uactsp 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii ®denepanni B COOTBETCTBUM € MEXIYHAapOJIHBIMHU J0roBopaMu Poccuiickoin
@enepauy M (WIM) Ha OCHOBE MPHHLMIA B3aMMHOCTU IPHU3HAIOTCA PE3yJbTaThl KIMHUYECKUX
HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB Ul MEAMIMHCKOIO IPUMEHEHHUs, INPOBEACHHBIX 3a
npezaenaMmu reppuropun Poccuiickoit @enepanuu.

Cratba 4. OCHOBHblIe MOHATUA, UCMOSNb3yeMble B HacTosiwem ®PeaepanbHOM
3aKoHe

]_IJ'IH 1eJieil HacTOsIIEeTro q)ez[epanLHoro 3dKOHA UCITOJIB3YIOTCA CICAYIOIHNE OCHOBHBIC ITOHATHA:

1) nekapcTBEHHBIE CpEICTBAa - BEIIECTBA WIM WX KOMOWMHAIIMM, BCTYMAIOUIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKA WIM KUBOTHOI'O, IIPOHMKAIOLIME B OPraHbl, TKAHW OpraHU3Ma 4YeJIOBEKa WU
KUBOTHOTO, NMPHUMEHSEMbIE IJi1 NMPOQPHUIAKTUKH, JUArHOCTUKU (32 MCKJIIOUEHHWEM BELIECTB WIM HX
KOMOMHAIMH, HE KOHTAKTUPYIOIMIMX C OPTaHW3MOM YeJIOBeKa WJIM KUBOTHOTO), JICUeHHUs 3a00JIeBaHuUs,
peadbunuTauu, A1 COXpaHEHUs, MPEeIOTBPALICHHUS UIH MIpephIBaHUs OEPEeMEHHOCTH U MOJIyYCHHBIE U3
KpOBH, IUIa3Mbl KPOBHM, M3 OpPraHoB, TKAaHEHl oOpraHu3Ma YeJIOBE€Ka WJIM >XUBOTHOIO, PACTEHUH,
MUHEpaJIOB METOJaMU CHHTe3a WJIN C NMPUMEHEHHEM OMOJIOTHUECKUX TexHoNorui. K nmexapcTBeHHBIM
CpeACTBaM OTHOCATCS (papMaleBTUUYEeCKHUe CyOCTaHIINH U JIEKapCTBEHHBIE MpENapaThl;

2) ¢apmaneBTUyeCcKas CyOCTaHLIMS - JEKaPCTBEHHOE CPEACTBO B BHJIE OJHOTO WJIM HECKOJIBKHX
oOmajgaromux (apMaKOJIOTHIECKON aKTUBHOCTHIO JEHCTBYIOIIMX BEIIECTB BHE 3aBHCHMOCTH OT
IIPUPOJIBI IPOUCXOKACHUSA, KOTOPOE MPEeAHA3HAYEHO JAJIs IPOU3BOJICTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX
IIpernaparoB U ornpenenser ux 3pPpeKTUBHOCTS;

(n. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIbHBIC BC€IICCTBa - BCUICCTBA  HCOPTaHHUYCCKOI'O U1 OpraHn4eCKoro
MPOUCXOXKACHUA, HCIOJB3YECMbIC B IIPOHECCE IMPOU3BOJACTBA, HU3IOTOBJICHHA JICKAPCTBCHHBIX
npenapaToB JJId IIPUJAHUSA UM H€06XOHI/IMI)IX q)HSI/IKO-XI/IMI/Iqe(ZKI/IX CBOﬁCTB;

4) nexapcTBEHHbIC Ipenaparbl - JIEKAPCTBEHHBIE CPEICTBA B BHUIE JICKAPCTBEHHBIX (hopm,
MpUMEHsIeMble Il MPO(PUIAKTUKH, IUArHOCTHKH, JIeUeHUs 3a0oJeBaHUs, peabumuTanuu, s
COXpPaHEHUs, IPEOTBPAIICHHS WU MPEPhIBaHUS OEPEMEHHOCTH;

5) nexapcTBeHHast (hopMa - COCTOSHUE JIEKAPCTBEHHOT'O Mpernapara, COOTBETCTBYIOIIEe crocodam
€r0 BBEJICHHSI ¥ IPUMEHEHHUS 1 00ecreunBaloliee JOCTIKEHHEe He00X0IMMoro jtedyeOHoro s dexTa;

5.1) no3upoBka - coAep)KaHWE OJHOTO WJIA HECKOJIbKHX JICUCTBYIOIIMX BEIIECTB B
KOJMYECTBEHHOM BBIPOXECHUM HA EIMHUILY J03bl, WM €IWHUIy 00beMa, WU EIUHUI]y Macchl B
COOTBETCTBUHM C JIEKaQpCTBEHHOW (opmoit 5mbO Jis HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (QopM
KOJINYECTBO BBICBOOOXKIAEMOTO M3 JIEKAPCTBEHHOM (hOpMBI JIEHCTBYIOIIETO BEIIECTBA 3a EIUHUILY
BpEMEHU;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) mepeyeHb JKU3HEHHO HEOOXOJAMMBIX W BAXHEHIIMX JICKAPCTBEHHBIX MPEMapaToB -
yTBepkaaemblil [IpaBurenbctBoM Poccuiickoit deaepanuy nepedeHb JEKapCTBEHHBIX MpenapaToB s
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MEJULMHCKOTO TMPUMEHEHHs], 00eCNeunBaIOUIMX HPUOPUTETHBIE MOTPEOHOCTU 3]PABOOXPAHEHHS B
Hensax NpopWIAKTUKA M JIedeHHs 3a00JIeBaHUM, B TOM 4YHCIEe NpeoliajaroluXx B CTPYKType
3aboneBaemoctu B Poccuiickoit denepanmu;

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

6.1) opdanHBIe NEeKapCcTBEHHBIE TpenapaThl - JIEKAPCTBEHHBIC MpPENapaThl, MpeIHa3HAuYCHHBIE
UCKJIIOUUTENIBHO I JMAarHOCTUKM, 3THUONATOT€HETHYECKOI0 WM [aTOT€HETUYECKOIo JICUEHUs
(JledeHust, HAITPABIIEHHOTO HA MEXaHU3M Pa3BUTHsI 3a00eBaHus) peakux (oppaHHBIX) 3a00JI€BaAHUN;

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

Koncynprantlntoc: npumeyanue.
C 01.04.2024 B m. 6.2 ct. 4 BHOCATCs m3MeHeHus (D3 ot 04.08.2023 N 466-D3). Cm. Oyaymryio

PEAAKIINIO.

6.2) OuosorMyecKue JIEKApCTBEHHBIEC IpernapaThl - JIEKAPCTBEHHBIE IpernapaThl, AeHCTBYyIoLIEe
BEIIECTBO KOTOPBIX IIPOU3BEICHO WIN BBIIEICHO U3 OMOJIOIMYECKOrO MCTOYHMKA M JJIsl ONpEesICHUs
CBOMCTB M KadecTBa KOTOPBIX HEOOXoauMa KOMOMHAIUsi OMOJIOTMYECKUX M (PU3MKO-XUMHUYECKUX
MeTofoB. K OuonormdyeckuM JIeKapCTBEHHBIM MpenapartaM OTHOCATCS HMMYHOOHOJOTHYECKUE
JICKapCTBEHHbIE TpernapaThl, JIGKAPCTBEHHBIC IPerapaTrhl, MOJYYCHHbIE M3 KPOBHU, IUIA3Mbl KPOBHU
YeloBeKa M JKMBOTHBIX (32 HMCKIIOYCHHEM LEIbHOM KpOBH), OMOTEXHOJOTWYECKHE JICKapPCTBEHHBIE
MpernapaTel, TEHOTEPANIEBTHUECKUE JIEKAPCTBEHHBIE MPETIaparhl;

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

6.3) BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIN IMpenapar - TeHOTepareBTHUCCKUI JIEKapCTBEHHBIN
npemnapaT Ui MEAMIUHCKOTO MPUMEHEHUS, WIH JICKAPCTBEHHBIN Mpernapar Ha OCHOBE COMAaTHYECKHX
KJIETOK JJI1 MEAUIIMHCKOTO IPUMEHEHUS], UM TKaHEMHKEHEPHBIN JIEKapCTBEHHBIN Ipenapar (mpemnapar
TKaHEBON MH)KEHEPUH);

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

7) UMMMYHOOMOJIOTMYECKHE JIEKapCTBEHHbIE IpenapaThl - JIEKAPCTBEHHbIE IIperaparsl,
MpelHa3HayYeHHble A1 (GOPMHUPOBAHMS AKTUBHOTO WM MACCHUBHOIO MMMYHHTETa JHOO IHArHOCTUKU
HAIW4YUS UMMYHHMTETAa WJIM  JUArHOCTHKH  CleUU(PUYecKoro  MNpuUOOPETEHHOTO  M3MEHEHUs
MMMYHOJIOTHYECKOTO  OTBETa Ha  ajuleprusupytomue BemiectBa. K = MMMYyHOOMOJIOTHYECKUM
JICKApCTBCHHBIM npenaparam OTHOCATCSA BaKIIUHBI, AHATOKCHHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOIJIOOYJIMHBI U aJUIEPT€HBbI;

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

7.1) OHOTEXHOJNOTMYECKHE JIEKAPCTBEHHBIE IMpemapaThl - JIEKAPCTBEHHBIC Ipenaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C HCIOJB30BaHUEM OHMOTEXHOJIOTHMYECKUX MPOLECCOB U
MeTo10B (B ToM uucie JJHK-pexkoMOnHaHTHOW TEXHOJIOTHH, TEXHOJIOTUU KOHTPOJIUPYEMOU IKCIPECCUn
TCHOB, KOAMPYIOIIMX OWOJOTMYECKH AaKTUBHBIE OCNTKM B TPOKAPUOTAX M OJyKapHOTaX, BKIIOYAs
W3MEHEHHBIC KIETKH MJIEKOMUTAIOIINX ), THOPUIOMHOTO METO/Ia U METOJa MOHOKJIOHAIbHBIX aHTHUTEIT,
(m. 7.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) TreHOTepaneBTUYECKHE JIEKAPCTBEHHBbIE MpermapaTrbl - JIEKapCTBEHHbIE Ipenaparsl,
(dapMarieBTHUECKasi CyOCTaHIMS KOTOPBIX SIBJISI€TCSI PEKOMOMHAHTHOW HYKJIEMHOBOM KHCIOTOM WM
BKJIIOYaeT B ce0s pEeKOMOMHAHTHYIO HYKJIEWHOBYIO KHCIIOTY, IIO3BOJISIOUIYIO OCYIIECTBISATh
peryiupoBaHue, penapamuio, 3aMeHy, J00aBJIeHIEe WK yJaJleHHe TeHETHUECKOU MOCIIeI0BaTEeIbHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC MpemnapaThl U (papMarieBTHIECKHE
CyOCTaHIMH, COJIEpKallie HAPKOTHYECKHWE CPEJCTBA M BKIIOUEHHBIC B llepedeHbh HAPKOTHYECKUX
CPENCTB, IICUXOTPOINHBIX BEIIECTB M HMX IMPEKYypCcOpOB, MNOUIEKAIMUX KOHTpoIO B Poccuiickoit
®enepand, B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickoit dexpeparnuu, MexITyHApOIHBIMU
noroBopamu Poccuiickoit @enepanuu, B ToM yucie EAMHON KOHBEHIIMEW O HAPKOTHUUECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOIHBIEC JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE MpemapaThl U (GapMaleBTUIECKUE
CyOCTaHIMH, COJEpKallie MCUXOTPOIHBIC BEIIECTBA M BKIIOYCHHBIC B llepeueHh HAPKOTHUECKUX
CPENCTB, ICUXOTPOINHBIX BEIIECTB M HMX IMPEKYypCOpOB, MOUIEKAIMUX KOHTpoO B Poccuiickoit
®enepanii, B COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccuiickoit dexpepanuu, MexTyHApOIHBIMHU
noropopamu Poccuiickoit @enepanun, B ToM unciie KoHBeHIMEH O NMCUXOTPOMHBIX BemecTBax 1971
roja;

10) pammodapmarieBTHUECKHE JIEKaPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COJIepKaT B TOTOBOM ISl UCTIOIB30BaHUS ()OpME OJMH PAJAUOHYKIIU] WIA HECKOIBKO PaIMOHYKIHIOB
(pamnoakTUBHBIX U30TOTIOB);

10.1) opuruHaIbHBIM JIEKApCTBEHHBIM TMpenapaT - JEKapCTBEHHBIM mpemnapar ¢ HOBBIM
JICUCTBYIOIIUM BEILIECTBOM, KOTOPBIM IMEpPBBIM 3apeructpupoBaH B Poccuiickoit denepanyu und B
WHOCTPAaHHBIX TOCYAAapCTBaX HAa OCHOBAHMU  PE3yJNbTAaTOB  JOKIMHUYECKUX  MCCIEIOBAHUMN
JEKapCTBEHHBIX  CPEJICTB M  KIMHUYECKMX  MCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaToB,
MOJTBEPKIAIOUINX €Tr0 Ka4yecTBO, 3P(HEKTUBHOCTH U OE30MAaCHOCTD;

(m. 10.1 BBenen @enepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepenTHBII JeKapCTBEHHBII Npenapar - JeKapCTBEHHbIN MpernapaT, KOTOPbIH UCIOb3YyeTCs
IUIsl OLIEHKM OMO3KBHMBAJICHTHOCTU WJIM TE€PANEBTUYECKOIN SKBUBAJIEHTHOCTH, KauecTBa, 3()(heKTUBHOCTH
u  0e30macHOCTH  BOCIPOM3BEIEHHOIO  JIGKAPCTBEHHOIo  Iperapara WiId  OHOaHaJIOrOBOTO
(OuoronoOHOr0)  JeKapcTBEHHOTo  mpemnapata (Omoanamora). B kadectBe  pedepeHTHOTrO
JICKApCTBEHHOTO Tpemnapara Ui MEAULUMHCKOTO MPUMEHEHHMS HCHOJb3YeTCS OpPHUTHHAIBHBIN
JIEKapCTBEHHBIH Tpemnapar J1u00, ecir OpUTHHAJIBHBIN JIEKapCTBEHHBIN NpenapaT He 3aperucTpupoBaH
WIK He HaxoauTcsi B obopore B Poccuiickoit ®denepanyiv 1 He HAXOJAUTCS B 000POTE€ B MHOCTPAHHBIX
rocyJapcTBax, BOCIPOU3BEICHHBIA JIEKAPCTBEHHBIH IpenapaT Wid OnoaHanoroBblil (OMOIOIO0OHBIN)
JIeKapCTBEHHBIH Mpenapar (0MoaHaor), KOTOPbI NepBbIM 3apETUCTPUPOBAH U3 UUCIIA HAXOJAIIUXCS B
obopore B Poccuiickoit deneparyy, OMOIKBUBAJICHTHOCTh WJIM TepaleBTUYECKas HKBUBAJICHTHOCTD,
Ka4yecTBO, F3(PPEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OICHWBAIKCH M0 OTHOUICHUIO K OPUTHHAIEHOMY
JIEKApCTBEHHOMY TIpenapaTy, a Takke KadecTBO, JS(P(EKTUBHOCTh M 0OE30MaCHOCTh KOTOPOTO
MOJITBEPKIAIOTCS pe3yIbTaTaMy (hapMaKoHaI30pa U IPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJALIMXCS B I'PakJaHCKOM 000pOTe, YCTAaHOBJIEHHbIM TpeOOBaHMAM K MX KadecTBY. B kauecTBe
peepeHTHOro JIeKapCTBEHHOI'O Iperapara /i BETEPUHAPHOIO MNPUMEHEHHS HCIHOJIb3YeTCs
JICKapCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHMs, 3aperucTpUpOBaHHBIA B Poccuiickoit
denepani Ha OCHOBAaHHM PE3YJIbTATOB JOKIMHUYECKHX MCCIIEOBAHUIN JICKAPCTBEHHBIX CPEACTB H
KIMHAYECKNX HCCIIEJIOBAaHUI JIEKAPCTBEHHBIX TMPENapaToB, IMOATBEPKAAIONIMX €ro  KadecTBO,
3¢ PEeKTUBHOCTH U OE30MTACHOCTH;
(n. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHIpOM3BENEHHBIM JIEKAPCTBEHHBIH TMpemapar - JIEKAPCTBEHHBIH Mpemapar i
MEIULMHCKOTO MPUMEHEHHS, KOTOPbI HMEEeT SKBHMBAJCHTHBIH pe(epeHTHOMY JIeKapCTBEHHOMY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

rpenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAB IEUCTBYIOIIMX BEIIECTB B SKBUBAJIEHTHOMN
neKapcTBeHHON (opme, T1OO0 JEeKapCTBEHHBIM Mpenapar Uil BETEPUHAPHOTO MPUMEHEHHUS, KOTOPHIMA
UMeeT Takuhe e, 4YTO U pedepeHTHBI JeKapCTBEHHBIH Iperapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB JCHCTBYIONIMX BEIIECTB B TaKOM K€ JIEKapCTBEHHOW  (Qopme,
OMOPKBUBAJICHTHOCTh WM  TEpamneBTHYECKas HSKBHUBAJIEHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpenapaTy MOATBEPK/IeHa COOTBETCTBYIOIUMU HCCIEAOBAHUSIMU;

(m. 12 B pen. denepansHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPETAPATOB - JOCTHKEHHE KIMHUUECKU
COIIOCTAaBUMBIX TepaneBTuyeckoro 3¢ddekra u mokaszarenelr 3¢ddekTuBHOCTH U 0E30MACHOCTH IPH
NPUMEHEHUH JIEKApCTBEHHBIX NPEnapaToB Uil MEAWIMWHCKOTO MPHUMEHEHHs, HWMEIOIIUX OJHO
MEXIyHapOJAHOE HEMATCHTOBAaHHOE (WM XUMHYECKOe, WM TPYNIUPOBOYHOE) HAWMMEHOBAaHUE, B
SKBUBAJICHTHBIX JO3WPOBKaX MO OJHUM W TEM )K€ IMOKAa3aHUSAM K NPUMEHEHHIO W TIPU OAMHAKOBOM
crioco0e BBEJICHHS Y OJJHOM U TOM ke TPYIIIbI OONBHBIX;

(n. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12.2) GuoananoroBslii (01MoM0100HBIN) JIEeKapCTBEHHBIN Mpenapar (0noaHasor) - OMOIOTHYeCKUi
JIEKapCTBEHHBIN TIpernapaT, CXOXHH IO TapameTrpaM KadecTBa, ((EeKTUBHOCTH M 0€30MacHOCTH C
pedepeHTHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TAaKOW e JIEKapCTBEHHOH Qopme U
MMEIOIIUI UJICHTUYHBIHN c110cO0 BBEJICHNUS;

(m. 12.2 BBenen DPenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIeMbIi JI€KapCTBEHHBIN MpernapaT - JEKapCTBEHHBIN MpenapaTr ¢ JOKa3aHHOU
TEPANEeBTUYECKON OSKBUBAJICHTHOCTHIO WIIM OHOIKBHBAJIIEHTHOCTHIO B OTHOIIECHUH pedepeHTHOTO
JIEKapCTBEHHOTO TIpernapara, UMEIOIINH SKBUBAJIEHTHBIE €My KaueCTBEHHBIM COCTAB U KOJIMYECTBEHHBIN
COCTaB JICUCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JICKAPCTBEHHYIO (OPMY U CIIOCOO
BBEJIEHUS;

(m. 12.3 BBenen DenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

12.4) OMOAPKBUBAJIEHTHOCTb JIEKAPCTBEHHBIX MPENapaToB - JIOCTUXKEHHE COMOCTaBUMBIX
II0Ka3aTeiel CKOPOCTH BCACBIBAHUS, CTEIIEHU MOCTYIUIEHUS K MECTY JIEHCTBUS M CKOPOCTU BBIBEJICHUS
OJIHOT'O WJIK HECKOJIBKUX 00J1afatomux (GapMaKoJIOrn4ecKoi aKTUBHOCTBIO JEHCTBYIOIINX BEIIECTB MPU
MPUMEHEHUH JIEKaPCTBEHHBIX IpEenaparoB Ui MEIUIUHCKOTO NPUMEHEHHUs, HUMEIOUIMX OJHO
MEXIyHapOJAHOE HENAaTeHTOBAaHHOE (WIM XUMMYECKOe, WJIM TIpPYyNIUPOBOYHOE) HAUMEHOBAaHUE, B
HKBUBAJIEHTHBIX JO3UPOBKAX M MPHU OJIMHAKOBOM CIIOCOOE BBEJICHHUS;

(. 12.4 BBenen denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-03)

13) nekapCcTBEHHOE PACTUTEIILHOE CBHIPHE - CBEXKHE HIIM BBICYIICHHBIC PACTCHUS JIMOO WX YaCTH,
WCIIOJIb3YEMBbIC I TPOW3BOACTBA JICKAPCTBEHHBIX CPEICTB OPraHU3alUsSIMUA - TPOU3BOIUTEIISIMU
JICKApCTBCHHBIX CPCACTB HUJIKM HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alsIMU,
BETEPUHAPHBIMU ANTEYHBIMH OPTaHU3AIUSAMH, WHIUBUAYAIGHBIMU TPEANPHHUMATEISIMU, UMECIOIIUMHU
JIMIICH3HIO Ha ()apMalleBTUYECKYIO JICSTEIbHOCTB;

14) nexapcCTBEHHBIN PACTUTENBHBIN MpenapaT - JEKapCTBEHHBIN Ipenapar, NpOU3BEACHHBIN WU
M3TOTOBJIEHHBIN U3 OJIHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbs UM HECKOJIBKUX BUAOB TaKOI'O
CBIPBSI U pean3yeMblii B pac)acoBaHHOM BHJIE BO BTOPHUHOMU (TIOTPEOHUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JeKapCTBEHHBIN Ipernapar, Mpou3BeACHHbIN
WIA HW3TOTOBJICHHBIH M3 (apManeBTHYECKOW CyOCTaHUMM WM (apMaleBTUYECKMX CyOCTaHIUI B
COOTBETCTBUM C TpeOOBAHUSAMHU OOIIMX (papMaKoNeHHbIX cTaTel K rOMEONAaTUYeCKUM JIEeKapCTBEHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenaparaM WIH B COOTBETCTBHHM C TPeOOBaHMSAMH (DapMakoIllel CTpPaHbl IMPOM3BOAMTEINS TaKOTO
JICKapCTBEHHOTO Mperapara;
(. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAaHWE JIGKQPCTBEHHOTO  CpeACTBA -
HAaMEHOBAaHHE JICHCTBYIONIETO BeEmIeCTBa (HapMaleBTHUECKOW CyOCTaHIIMH, PEKOMEHIOBAHHOE
BcemupHoii opranuzanuei 34paBoOOXpaHeHUS;

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

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOIO
CPEICTBa, IPUCBOEHHOE €ro pa3pabOTUMKOM, JepiKaTeleM MWIM BIIAJACIbIEM PErHCTPALIHOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O TIpenapara;

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

17.1) rpynmupoBOYHOE HAMMEHOBAaHME JICKApPCTBEHHOIO IIpemaparta - HAaUMEHOBAaHUE
JIEKapCTBEHHOT'O MpernapaTa, He MMEIOLIEro MeXIyHapoJHOIO HEMaTeHTOBAHHOI'O HAMMEHOBAHUS, WU
KOMOMHAIMM JIEKapCTBEHHBIX NpEnapaToB, MCIOJIb3yeMOe B LIEISIX OOBEAMHEHHS UX B TPYIIy MHOJ
€MHbIM HAUMEHOBAaHUEM HCXO/I U3 OJAMHAKOBOI'O COCTaBa AEHCTBYIOLIMX BELLECTB;

(m. 17.1 BBenen ®PenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

18) obmiast papmakornieiiHas CTaThs - TOKyMEHT, YTBEPKICHHBIN YIIOTHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIOJHMTENbHOM BJIACTH M COAEpKAIMN MepedyeHb MoKa3aTeneil kauecTBa U (MIM) METOJIOB
KOHTPOJISI KauyecTBa KOHKPETHOM JeKapCTBEHHON (OPMBI, JEKapCTBEHHOIO PACTUTENBHOTO ChIPhS,
BCIIOMOTATENIbHBIX BELIECTB, OMHCAHUS OHOJOTMYECKUX, OMOXMMHYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XUMHYECKNX, (U3NYECKUX, XUMHUECKUX M JPYTUX METONOB aHajh3a JIEKAaPCTBEHHOTO
CPEJCTBA, a TaKKe TPeOOBaHUS K HCIOJb3YEMBbIM B LIENSAX NPOBEJACHUS JAHHOIO aHAIN3a PEaKTHUBaM,
TUTPOBAHHBIM PacTBOpPaM, UHIMKATOPaM;

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

19) c¢apmakoneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJTHUTEJIBHOW BIACTU M COJACpIXKALIUN IIepedyeHb IOKa3aTeled KadecTBa U METOOB
KOHTPOJII ~ KayecTBa  JIGKAPCTBEHHOIO  CPEACTBA,  JIEKAPCTBEHHOIO  PACTUTEIBHOIO  CBIPbA,
BCIIOMOT'aTEJIbHBIX BEUIECTB;

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

19.1) crangaptHBie 00pasIbl - BEIIECTBA, MOCPEICTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKapCTBEHHBIX CPEICTB C MOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJOTMYECKUX METOJOB B IENSIX TMOATBEPKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJICHHBIM IMPHU OCYIIECTBICHHH T'OCYAapCTBEHHON
pEeTHCTpalii, W KOTOPBIE MPUMEHSIOTCS JUIsi KaTMOpPOBKH CTAaHAAPTHBIX OOpa3lOB MPOU3BOIUTEIIS
JIEKApCTBEHHBIX CPEJICTB, HMCIOJIB3YEMBIX JJII KOHTPOJISI KAadeCTBAa W HWHBIX IIeJIed Mpu OOpaiieHun
JIEKApCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) ¢apmakoneiHblii craHAapTHBI oOpas3en - CTaHAApTHBIM oOpasel, NPOU3BEICHHBIM B
COOTBETCTBUH C (hapMaKOIEHHON CTaTheH;
(m. 19.2 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHasi JOKYMEHTAIUsl - JOKYMEHT, COJEpXallui IepeueHb ONpeNessIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OSKCIIEPTU3 IIOKA3aTeed KadecTBa JIEKAPCTBEHHOIO CPEACTBA JUIS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MCIOUITUHCKOI'O IPUMEHCHUS, MCTOAOB KOHTPOJIS €T0 Ka4CCTBa U yCTaHOBHeHHLIﬁ €ro MpoOu3BOAUTECIICM,

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COJEPKAIHM IIePEUYEHb ONPEEIIAEMBIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX OJKCIIEPTU3 IIOKa3zaTened KadectBa M (WIM) METOJOB KOHTPOJS KauyecTBa
JeKapCTBEHHOH  (OpMBI, ONMHCAaHUS OHOJOTUYECKHX, OMOXMMHYECKHUX, MHKPOOHMOJIOTHUECKHUX,
(UBUKO-XUMHUYECKUX, PU3NYECKUX, XUMHUUECKUX U JPYTUX METOJOB aHaIM3a JIEKApCTBEHHBIX CPEJCTB
JUIsL BETEPUHAPHOTO IPUMEHEHUs1, TPeOOBaHUsI K MCIIOJIB3YEMBIM B IIEJISAX MPOBEACHUS TaHHOTO aHAn3a
peakThBaM, TATPOBAHHBIM PACTBOPAM, UHJIMKATOPAM U YCTAHOBIIEHHBIN €r0 MPOU3BOAUTEIIEM;

21.1) oOmuii TeXHUYECKUN NOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUAJIOB, COCTOSIINHA W3
HECKOJIBKMX  Pa3/elioB -  JIOKYMEHTAllUM  aJMUHHUCTPATUBHOIO  XapakTepa, XUMHYECKOH,
(dapmareBTHYECKON W OMOJOTHYECKOW JOKYMEHTAIluu, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHUSCKON
JIOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIlMM M MPEICTABISEMbIA OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHON pErucTpalyy JEKAapCTBEHHOIO IIpenapara JUuisi MEIULIMHCKOTO NPUMEHEHHUs B
(dbopMate, yCTAaHOBIIEHHOM YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

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

22) Ka4ecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapMakoneiiHoil craThbu JMOO B Cllydae €€ OTCYTCTBHS HOPMAaTHBHOM JOKYMEHTAIlMH WJIH
HOPMATHUBHOTO JJOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEACTBA - XapaKTepUCTHKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBaHHasi Ha CPaBHUTEILHOM aHalu3e ero 3(EeKTUBHOCTH U PHCKa MPUIUMHEHUS BPEAA 310POBBIO;

24) 3¢ ¢eKTUBHOCTh JICKAPCTBEHHOTO Ipernapara - XapakTepUCTHUKA CTENEHH IMOJOKUTEIHLHOTO
BIMSIHUS JIGKAPCTBEHHOTO TWperapara Ha TEYEHHE, IPOJODKUTENFHOCTh 3a00JIeBaHUsI WM  €T0
MIpeI0TBpalleHIE, peaOdUINTalNIO0, HA COXPAHEHUE, IPEJOTBpAllleHNEe WIH ITpepbiBaHle OEPEMEHHOCTH;

25) cepust JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPENICTBA, MPOU3BEICHHOE B
pe3yabTaTe OJJHOrO TEXHOJIOTMYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;

KoncynprantlInroc: mpumedanue.
C 01.01.2025 1. 26 cT. ct. 4 uznaraercs B HoBoi pegakuuu (P3 ot 30.01.2024 N 1-D3).

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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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 1. 49 cr. 4 BHOCATCs u3meHeHus (P3 ot 30.01.2024 N 1-D3).

49) uH(pOpPMAITMOHHBIA JIMCTOK IMAlMeHTa - JIOKYMEHT, B KOTOPOM COJEpXAarcs B JOCTYITHOU
dopme cBeIEHMs, Kacarolluecss MPOBOAMMOIO KJIMHUYECKOTO MCCIEJOBAHUS  JIEKAPCTBEHHOIO
npernapara, 1 B MUCbMEHHOM (hopMe TOOPOBOJIBHOE COrjlacHe MalMeHTa Ha ydacTHe B KIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Ipernapara IMocje O3HAKOMIIEHUS C OCOOEHHOCTSIMM KIMHHUYECKOTO
HCCIIEA0BaHMs, UMEIOIMMHU 3HAYE€HUE JUUISl BBIPAYKEHUS TAKOI'O COTJIACHS;

50) mobOodHOEe [EHCTBHE - peaklus OpraHW3Ma, BO3HUKIIAS B CBSI3M C TPUMEHEHUEM
JIEKApCTBEHHOT'O TMperapata B J03aX, PEKOMEHIYEMBIX B HMHCTPYKIMHM IO €ro MPUMEHEHHUIO, s
PO UITAKTUKH, TUATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU )1 pEaOWIINTAIINH;

50.1) HexenareibHas peaklus - HENpEAHAMEPEHHas HeOJIaronpusATHAas PEaKIHs OpPraHu3Ma,
KOTOpasi MOKET OBbITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOT'O TIperapara;
(m. 50.1 BBenen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas pPEaklMsl - HEXKeJNaTesbHas peaklMs OpraHu3Ma, CBSI3aHHAs C
MIPUMEHEHUEM JIEKapCTBEHHOTO Ipernapara, MpUBEIIIas K CMEPTH, BPOKICHHBIM aHOMAJIHUSAM WU
MOpOKaM pPa3BUTHUS JIMOO TMpeacTaBisiomas co0oil yrpo3y KW3HM, TpeOyromias roCIUTaIN3aluu Win
MpUBEAIIAs K CTOUKON yTpaTe TPYI0CIOCOOHOCTH U (W) UHBAJTUIHOCTH;

52) HCIIPECABUACHHAA HEKCJIATCIbHAA PCAKLUA - HCKCEIIATCIIbHAA PEaKUHsA OpraHu3Ma, KOTOpas
CBs3aHa C MNPUMCHCHHUCM JICKAPCTBCHHOI'O IIpCIiapaTa B J03aX, PCKOMCHAYCMBLIX B IIPOTOKOJIC €ro
KIMHUYCCKOIro HMCCJIICAOBaHMA, 6p0m10pe HucciacaoBarciisl, WiIM C IMIPUMCHCHHEM JICKAPCTBCHHOI'O
npemapara B A03aX, PECKOMCHAYCMBIX B HHCTPYKIHMU IIO €ro HNpUMCHCHHIO JIA HpO(l)I/IJ'IaKTI/IKI/I,
JUAarHOCTUKH, JICUCHUA 3a00/IeBaHUs WU MG}IHHHHCKOﬁ pea6mmTau1/m nmanyueHTra, U CYNIHOCTD,
TAXKCCTh HIIM HCXO0A KOTOpOﬁ HC COOTBCTCTBYCT I/IH(bOpMaI_[I/II/I 0 JICKAapCTBCHHOM IIpCIiaparte,
CO,Z[Cp)Kﬁ.H.IGfICH B TIPOTOKOJIC €Tr0 KIIMHHUYCECKOI'0 HCCICAOBAHU, 6pOH_IIOpC HCCICa0oBaTCii1 HWJIN B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WHCTPYKIIMU TI0 IPUMEHEHHUIO JICKAPCTBEHHOTO Tperapara;
(. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHUJ JAEATEILHOCTH MO MOHUTOPHHTY 3((EKTUBHOCTH M 0€301MacCHOCTH
JIEKapCTBEHHBIX TIPENapaToB, HANpPAaBICHHBIM HAa BBIABICHHE, OICHKY M TPEAOTBpAIICHUE
HE)KEJaTeTbHBIX TOCIEICTBHIA IPUMEHEHHUS JICKAPCTBEHHBIX MPETIapaToB;

(n. 52.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ympaBlieHUs PUCKaMHU - MOJPOOHOE ONMUCAaHHWE MEpONpUATHH Mo (apmakoHaa30py,
HAIPaBJICHHBIX HA BBIABICHHUE, OLEHKY M MPEIOTBPALEHUE WIM MUHHMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMH ITperapaTaMu, BKII0Yast OIEHKY 3()(PEeKTUBHOCTH JaHHBIX MEPOIPHUSATHIH;

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

KoncynprantlIntoc: mpumeyanue.
C 01.03.2025 B 11. 53 cT. 4 BHOCsATCs u3meHeHus (D3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIA TpenapaT - MEAWIWHCKUH JOKYMEHT YCTaHOBJICHHOW (OPMEI,
coieprKallliii Ha3HA4YEHHE JICKApPCTBEHHOTO Ipenapara Uil MEJUIUHCKOTO NPUMEHEHHMS, BbIIAHHBIA
MEIUIMHCKUM paOOTHUKOM B IENSX OTIYCKAa JIGKAPCTBEHHOTO Mpenapara WM €ro M3TOTOBJICHUS H
OTIIyCKa Ha OyMa)KHOM HOCHTENEe MJM C COIVIacHsl MAallMeHTa WM €ro 3aKOHHOTO MpeACTaBUTENS B
(opme FIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO C UCIIOJIb30BaHUEM YCUJICHHON KBAIM(UIIMPOBAHHOM
AJIEKTPOHHOW TMOJAMUCH MEIUIIMHCKOTO paOOTHUKA, JHOO JIOKYMEHT YCTAaHOBJICHHOH (OpMBI,
CoJepKalIii Ha3HAYCHHE JICKAPCTBEHHOTO Mperapara IJisi BETEPUHAPHOTO TPUMEHEHUS, BBIJAHHBIHN
CIIEMATINCTOM B OOJAacTH BETEPUHAPHM B LEJIAX OTIyCKAa JICKApCTBEHHOTrO Iperapara MWIH ero
M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEIIE;

(B pen. @enepanbHbIX 3aKOHOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

Koncynprantllntoc: npumedanue.
C 01.03.2025 1. 54 ct. 4 uznaraercst B HoBo# penakiuu (D3 ot 30.12.2021 N 463-D3).

54) TpeOoBaHME MEIUIIMHCKOW OpraHM3alllK, BETEPUHAPHOW OpraHM3allud - JOKYMEHT
YCTaHOBJICHHON (POPMBI, KOTOPHIN BBHITUCAH MEIUIIMHCKUM PAaOOTHUKOM WM CHEIHAIMCTOM B 00JIacTH
BETEPUHAPUH, MMCIOIIUMU Ha 3TO TPaBO, M COACPKHUT B IMHMCHMEHHOW (QopMe yKa3aHHE anTeqHON
OpTraHM3alMK WM BETCPUHAPHON alTeYHON OpTraHu3amuu 00 OTITyCKE JIGKAPCTBEHHOTO IperapaTa Uil
O ero U3rOTOBJICHMH W 00 OTIyCKe id oOecreueHus JedeOHOTO mMpolecca B MEIUIIMHCKOMN
OpraHu3alliy, BETEPUHAPHON OpraHU3aIuy;

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

55) KOMIUIeKCHas OLEHKa JICKapCTBEHHOIO IIpernapara - OLEHKa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tpenapara, BKIoJaronias B ce0st aHain3 HHPOPMALUU O CPAaBHUTEINBHON KIMHUYECKON
3¢ (deKTUBHOCTH M 0€30MaCHOCTU JIEKApCTBEHHOT'O Iperapara, OLEHKY SKOHOMMUYECKHUX MOCJIeICTBUN
€ro NPUMEHEHUs, U3yUeHHE JOMOJHUTEIbHBIX MTOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara B
LeJAX NPUHATHA PELIEHUH O BO3MOYKHOCTM BKJIIOYEHHUS JIEKAPCTBEHHOI'O IIperapara B IepeueHb
KHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTUBHBIE MTPABOBBIE AKTHI U
UHBIE JJOKYMEHTBI, ONIPEIeNIIONINe MOPAI0K OKa3aHUs MEIUIIUHCKON TTOMOIIH, UM UCKITIOYEHUS €Tr0 U3
yKa3aHHBIX IEPEYHs, aKTOB U IOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

56) cucTeMa MOHHMTOPWHTA JBW)KCHUS JIGKAPCTBEHHBIX TNPENapaToB Uil MEIUIIMHCKOTO
npuUMeHeHus - (QenepanbHas TOCyJapCcTBeHHas WHGOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JBYKEHUS
JIEKapCTBCHHBIX MPEMapaToB I MEIUIUHCKOTO MPUMEHEHHS OT MPOU3BOJUTENS JO KOHEYHOTO
MOTPEOUTENST C WCIOJNB30BAHHEM B OTHONICHHM JICKAPCTBEHHBIX MPEMApaToB IS MEIUIMHCKOTO
MIPUMEHECHHS CPEJICTB UACHTH(DHKAITIH.

(. 56 BBenen denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Masa 2. NOJIHOMOYUNA ®EOEPAJIbHLIX OPTAHOB VICI'IOJ'IHVITEJ'II:I:IOI?I .
BINACTW, OPFAHOB UCIMNOJNTHUTENIbHOU BJTIACTU CYBBEKTOB POCCUUCKOU
SEOQEPALUUU NPU OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

Cratba 5. NMonHomouus cbep,epaanblx opraHoB MUCNOJIHNTENIbHOMN BracTu npun
06pau4e|-wm JNNeKapCTBeHHbIX cpeacTB

K mnonHomoumsiM  ¢enepanbHBIX OpPraHOB HCHOJHHUTENBHOM BJIacTH MpH  OOpalieHuu
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) mposenenue B Poccuiickoit @enepanyy €IUHOW TOCYAApCTBEHHOW MOJUTUKU B 00JIACTH
obecrneyeHus JIeKapCTBEHHbIMHU IIpenapaTaMu rpaxaa B Poccuiickoit @enepanuy;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBepxkAeHHE o0OmMX (QapMakoNnelHbIX cTared, (QapmakonelHHbIX CcTaTed, u3JaHue
rOCyJapCTBEHHON (apmakomen, co3JaHue M BeACHHE peecTpa (apMaKOMEWHBIX CTaHIAPTHBIX
00pasIioB;

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

3) ocymecTBieHHe (penepanbHOro rocyAapCcTBEHHOT0 KOHTPOJIsS (Haa3opa) B cdepe obOpaineHUs

JIEKapCTBEHHBIX CPE/CTB;
(B pen. @enepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nMUEeH3UpOBaHMWE TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM 4YHCIe (eaepaibHbIid
roCy/1apCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb JEATEIBHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB,
MepUOANYECKOe MOATBEPKACHUE COOTBETCTBUS JIMIEH3MATa, UMEIOLIETO JIMIEH3UI0 Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB, U (apMaleBTUUECKON NESATEIbHOCTH B COOTBETCTBUHU C 3aKOHOIATEIbCTBOM
Poccuitckoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-P3)

5) opraHu3anys SKCICPTU3bI JICKAPCTBCHHBIX CPCACTB, STHYSCKOM OKCIICPTU3BI BO3MOXKXHOCTU
MNPOBCACHUA  KIIMHUYCCKOro  HCCICAOBAHHA  JICKAPCTBCHHOI'O  Iperiapata I MCAULUHCKOIO
MNPUMEHCHUA, OKCHCPTU3bI AOKYMCHTOB, TMNPEACTABICHHBIX JJIA  OHNPCACICHHUA  BO3MOXHOCTHU
pacCMaTpuBaTh HeKapCTBeHHBIﬁ npenapar aid MCAUOHUHCKOIrO IIPHUMEHCHUA B KadC€CTBEC Op(l)aHHOFO

JIEKapCTBEHHOT O Npernapara;
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

5.1) opraHu3anusi INpOBEIEHUS KOMIUIEKCHON OLIEHKM JIEKapCTBEHHOI'O IIpernapara B ILENsAX
MPUHSTHS PEIIEHUH O BO3MOYKHOCTU BKJIFOUEHHS JIEKAPCTBEHHOrO Ipenapara B INEpeyeHb >KU3HEHHO
HEOOXOTUMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX IpPENapaToB, HOPMATHUBHBIE IMPABOBbIE aKThl U HHbBIE
JOKYMEHTBI, ONpEACIAIONINE MOPAAOK OKa3aHUS MEAMLMHCKOW IMOMOIIM WM HUCKIIOYEHHs] €ro u3
yKa3aHHbIX IEPEYHs, aKTOB U IOKYMEHTOB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BblIaua pa3pelIeHUH Ha TMPOBEACHHE KIMHUYECKUX MCCIEIOBAHUNA JIEKapCTBEHHBIX
MPENapaToB, BEJICHHUE PEECTPa BBIJAHHBIX PA3PCLICHUN HA NMPOBEACHUE KIMHUYECKUX HCCIICIOBAHUMI
JIEKapCTBEHHBIX MPEMAPATOB;

7) TocymapCTBEHHasi pPETUCTpaIusl JICKapCTBEHHBIX IMPEnapaToB, BEICHHE TOCYIapPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJ/ICTB;

7.1) peructpauusi, MOATBEP)KICHUE PErHCTpaluu (TepeperucTpanys), BHECEHUE H3MEHEHUIl B
PEruCTPallMOHHOE OChE, a TAK)KE IIPOBEICHUE MPOLENYP, CBI3aHHBIX C PETUCTPALIUEH, B COOTBETCTBUU
C YTBEpPKIEHHbIMU EBpa3uiicKol SKOHOMHYECKOW KOMMCCUEHN IPABUIAMU PETUCTPALMU U 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO NMPUMEHEHHS] M [PaBUJIAMU PETYJIMPOBAHMS OOpaIleHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha TAMOXXEHHOW TeppUTOpUU EBpazuiicKoro 3KOHOMHUYECKOTO
COH03a;

(m. 7.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mpenctaBieHHMe ~ MHQOpPMAMU O  PETHCTpAllM, MHOATBEPXKIECHHUM  PErHCTPaLuU
(mepeperucTpanuu), BHECEHUHM HM3MEHEHUH B pPErHCTPAllMOHHOE J0ChE, a TaKkKe O Ipoueaypax,
CBA3AHHBIX C perucrpanuesi, B EBpa3suiCKyl0 3KOHOMMYECKYH) KOMHCCHIO C HCIIOJIb30BAHUEM
MHTETPUPOBAHHON MHPOPMAITMOHHON cucTeMbl EBpazniickoro SKOHOMHUYECKOI0 COI03a B COOTBETCTBUU
C yTBepKIEeHHbIMU EBpa3uiickoll 3KOHOMMYECKONW KOMHCCHEH HOPSAAKOM (POPMHUPOBAHMUSA U BEICHMS
€IMHOTO PpEeecTpa 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPasuilCKOro 3KOHOMHUYECKOTO
COl03a M [paBUIAMH pETyJUpOBAaHHUS OOpalleHus BETEpUHAPHBIX JICKAPCTBEHHBIX CPEJICTB Ha
TaMOXEHHOU TeppuTOopun EBpazniickoro 3KOHOMHUYECKOT0O COK03a;

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

KoncynprantlIntoc: mpumeyanue.
C 01.09.2024 1. 5 ct. 5 mononusiercs 1. 7.3 (D3 ot 30.01.2024 N 1-®3). Cm. Oyayniyro peaakiuio.

8) opranm3anus ¥ (WIK) MPOBEIACHUE WHCIICKTUPOBAHUS CYOBEKTOB OOpaIIeHUs JIEKAPCTBCHHBIX
CpPEACTB Ha COOTBETCTBUE YTBEPKACHHBIM EBpa3uilcKkOol SKOHOMHYECKOW KOMMCCHUEW MpaBHJIaM
HaJuIexalled 1abopaTOpHON MPaKTUKM, MpaBUIAM HaJJeXkalled KIMHUYECKOM MpPaKTHKHU, IpaBHJiaM
HaJuIexalel IUCTPUOBIOTOPCKON MPAKTUKH, MpaBUIaM HaAJexalled NMpakTUku ¢apMakoHaa3opa, a
TAK)KE YTBEPXKJACHHBIM YIIOJHOMOUYEHHBIMU (peepalbHBIMH OpPraHaMu HWCIOJHUTEIBHON BIIACTH
[IpaBUJIaM HaJUIeKaIel anTeYHON MPAKTUKH, IPABIIAM XPaHEHUS JICKAPCTBEHHBIX CPECTB;

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

8.1) opranmzanusi U (WJIM) TPOBEICHUE WHCIIEKTUPOBAHUS CyOBEKTOB OOpaIeHHs JIEKapCTBEHHBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM MpaBUJ HAJJICKAIICH MPOU3BOJCTBEHHOW MPAKTHKH, BbLaaya
3aKJIIOUEHUH O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM MPABHII
HaJUJIe)KaIlel MPOU3BOACTBEHHON IPAKTUKH;

(n. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBIIEHHE MOpSAJKA BEACHMUS U BEJIEHUE TOCYAapCTBEHHOIO pPEECTpa 3aKJIIOYeHUH o
COOTBETCTBUM IPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBAHMAM [paBUI  HaAJeKalel
IIPOU3BOJICTBEHHOH NPaKTHKH;

(m. 8.2 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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

9) rocymapcTBeHHas perucTpainus TNpeleNbHbIX OTMYCKHBIX II€H MPOU3BOAUTENeH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHBIE B MNEPEUYCHb JKU3HEHHO HEOOXOIUMBIX M Ba)KHEUIINX
JIEKapCTBCHHBIX TPENapaToB, W BEACHHE TOCYJAPCTBEHHOTO 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) cornacoBaHue IPOEKTOB PEIICHUH OpraHOB UCTIOJHUTENHHOM BIacTU cyObekToB Poccuiickoit
Oenepanyii 00 yCTaHOBJICHUHM M (WJIM) MU3MEHEHUH TMPEACThHBIX pPa3MEpPOB OMNTOBBIX HAJA0aBOK U
MpeIeIbHBIX Pa3MEPOB PO3HUYHBIX HAJA0aBOK K (PAaKTUYECKUM OTIYCKHBIM I[€HAM, YCTaHOBJICHHBIM
MIPOU3BOUTEIISIMA JICKAPCTBCHHBIX TIPENapaToB, Ha JICKAPCTBEHHBIC IpENaparhl, BKIIOYCHHBIC B
TepeYeHb )KU3HCHHO HEOOXOAMMBIX M BOKHEHIIINX JIEKAPCTBECHHBIX MPETIapaToB;

(. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bbmaya, YCTaHOBJICHHME TMOPSIKAa BBIAYM pPa3pelIeHUs] Ha BBO3 KOHKPETHOW MapTHH
JIeKapCTBEHHOTO cpenicTBa B Poccuiickyto denepanmio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BbIava, ycTaHOBIICHHE TIOPSIIKA BBINAYH U (POPMBI TOKYMEHTA, KOTOPBIH MOITBEPKAAET, YTO
MIPOU3BOJICTBO JIGKAPCTBEHHOTO TIpenapaTta il MEIUIIMHCKOTO TPHUMEHEHHS OCYIIECTBICHO B
COOTBETCTBUHM C TpeOOBaHMSAMH MPAaBHI HAJICKAIIEH NPOU3BOJACTBEHHON TPAKTUKA WM YTO
JIEKapCTBEHHBIH Ipenapar Uil BETEPUHAPHOTO NMPHMEHEHHUs JOMyIIeH K oOpameHuto B Poccuiickoi
®denepany, ¥ MOUICKHUT MPEACTABICHUIO MO TPeOOBaHMIO YIOJHOMOUYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Mperapar;

(n. 10.1 BBenen PexnepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-@3)

10.2) Bplgaua, yCTaHOBJICHUE HOPS/IKA BbLAAYM M (QOPMBI JOKYMEHTA, COAEPIKALIEr0 CBEICHHS O
CTaIUsIX TEXHOJOI'MYECKOIo IMpolecca MPOM3BOJCTBA JEKAPCTBEHHOIO CPEACTBA IS MEAMLIUHCKOTO
IIPUMEHEHHS, OCYIIECTBIIIEMBIX Ha TEPpUTOpUN EBpa3suilckoro 5KOHOMHUYECKOIO COI03a;

(n. 10.2 BBenen ®enepanbHbIM 3akoHOM 0T 22.12.2014 N 429-®3, B pen. deaepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpaIICHUEM JICKAPCTBEHHBIX CPEJICTB;
12) aTTecranus u cepTUudUKaLns CIELUAINCTOB;
13) yrpatun cuiy ¢ 1 centsiops 2013 roaa. - @enepanbublii 3akod ot 02.07.2013 N 185-D3;

14) ocymecTBienue GpapmMakoHaa30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJAHOM COTPYJHHUUECTBE;

16) noxyyeHue mo 3ampocaM YINOJIHOMOUYEHHOTO (pe/iepalbHOrO OpraHa UCHOJHUTENbHON BIIACTH
OT OpraHOB HCIIOJHHUTEIBHOW BIAcTH cyObekToB Poccuiickoit ®denepanuu, a Takxke OT CyOBEKTOB
oOpallieHusi JEeKapCTBEHHBIX CPEACTB A METUIIMHCKOTO MpHUMEHEHHUs HWH(OpMalud MO0 BOMpOcam
YCTaHOBJICHHSI U IPUMEHEHUS 11€H Ha JIEKapCTBEHHBIE MpenapaThl U Ha0aBOK K HUM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

17) mnpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapylleHHE 3aKOHOJaTeNnbcTBa Poccuiickoit
denepauny;

Koncynprantlntoc: npumedanue.
C 01.09.2024 1. 18 ct. 5 uznaraercs B HoBou penakuuu (D3 ot 30.01.2024 N 1-D3). Cm. Oyaymryio

PEAAKIINIO.

18) yTBepkaeHWE TMpaBWI HaUIekKaIied 1ab0paTOpHON TMPaKTUKH, NIPABHI HaAJEKaIIEh
KJIMHUYECKOW MNPAKTUKHW, MPABWJ HAJICKAIIEH MPOU3BOJICTBEHHOM MPAKTUKH, HPABUI HaJJIEKaIIEH
MPAKTUKU XPAHCHHS W TEPEBO3KU JICKAPCTBEHHBIX TMPEMapaTroB [JIi MEIUIIMHCKOTO TPUMEHEHUS,
[IPaBUJI XPAHEHUs JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO MPHUMEHEHMS, MPAaBUJ HaJJIexKallei
JTUCTPUOBIOTOPCKON TMPAKTUKH, MPaBWJI HaJJIekKalled anTedyHON MpaKTUKH, MpaBWJI HaJexalien
MPAKTUKU (hapMaKOHAI30pa JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHHUS;

(n. 18 BBenen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHoro 3akoHa oT
28.04.2023 N 171-®3)

19) ycranoBneHue mopsaka (GoOpMUpPOBAHUS PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
npemnapar JjIsl BETepUHAPHOTO IPUMEHEHUs U TpeOOBaHUM K JOKYMEHTaM B €r0 COCTAaBE;
(m. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @enepanphslii 3akos ot 30.01.2024 N 1-D3;

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHbliii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepxkacHUE TPEOOBAHUI K WHCTPYKIIMU MO BETEPUHAPHOMY MPUMEHEHUIO JICKAPCTBEHHBIX
Mpenaparos;
(m. 23 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOrO 3aK0oHa OT
30.01.2024 N 1-®3)

24) npuHATHE PELIECHUH, SBIAIOIIUXCS OCHOBAHUSMU JJISl BKJIIOYEHHS JOMEHHBIX UMEH M (WIN)
yKazarenel CTpaHWIl CAUTOB B WH(OPMAIMOHHO-TSIIEKOMMYHHKAITMOHHON ceTn "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B €IMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(pOpMaluoOHHYIO cucteMy "EauHblii peectp
JIOMEHHBIX HMEH, yKa3zaTesed CTpaHMIl CalWTOB B MH(OPMAIMOHHO-TEJIEKOMMYHHMKALIMOHHOM CeTH
"NHTepuer” " CETEBBIX aZipecos, NO3BOJISIOIIMX  WACHTU(UIMPOBATH CalThI B
MH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHOW ~ cetn  "WHTepHer",  comepxamme  MHQOpMAIuIo,
pacnpocTpaneHue kotopoi B Poccwmiickoii ®Demepanuu 3ampenieHo", B OTHOIICHUW HWH(OPMAIIHH,
coJiepKallel MpeioKeHHEe O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IpenapaTaMu, B TOM 4HCIIE
JUCTAHLIMOHHBIM CHOCOOOM, pO3HMYHAs TOPIOBJS KOTOPHIMH OrpaHMYEeHAa WIM 3alpelleHa B
COOTBETCTBUM ¢ HactoAuMM @DenepanbHbIM 3aKOHOM, M (MiaM) HHOpManuM, coaepxKalei
MIPEIOKEHUE O PO3HUYHON TOPrOBIIE JIEKAPCTBEHHBIMU IIpENapaTaMy, B TOM YMCIE JUCTAHIMOHHBIM
CIOCOOOM, JIMIIaMH, HE UMEIOIIMMH JIMLEH3UN U Pa3peIICHUs] Ha OCYIIECTBICHUE TaKOW JIEATEIbHOCTH,
€CIIM TIOJIyYeHHE JHMLIEH3UU M pa3pelieHus] MPeTyCMOTPEHO 3aKOHOJATENLCTBOM 00 oOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

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

25) BBIIaya paspemieHuid Ha BBOJ B TPaXJAHCKUA 000pPOT HMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX MPEMapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(m. 25 BBenen denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

26) peryiaupoBaHHEe BOIPOCOB, CBA3AHHBIX C B3aUMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
AJI MCAUIUHCKOT'O ITPUMCHCHMUS.
(m. 26 BBeneH denepanbHbiM 3aK0HOM 0T 19.10.2023 N 503-D3)

Koncynprantlntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHseTcss Ha MOJHOMOYHMS, KOTOPbIE HE NEPENaHbl Ul OCYIIECTBIECHUS OpraHaM
rocy/apcTBeHHOM  BiacTd  cyObektroB P® u  opranaMm  MeCTHOro  caMOYyIpPaBIICHUS
COOTBETCTBYIOITUMU (enepanbHbiMu 3aKkoHaMU (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lNepepava ocywecTBneHUs1 MosIHOMo4Yun ceaepanbHbIX OpPraHoB
MUCMNOSNIHUTENIbHOM BRNacTU nNpu obpaweHMn neKapCTBEHHbIX CpPeaAcTB oOpraHam
UcnonHuTenbHOM BrnacTn cyobekTtoB Poccunckon denepauum

(BBenena denepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TorHOMOYMS (heepanbHBIX OPTraHOB MCIOJHUTEILHON BIACTH MPU OOpPANICHUH JICKApCTBEHHBIX
CPEeICTB, TPEIyCMOTPEHHbIE HacTosmMM DeaepaqbHBIM  3aKOHOM, MOTYT TI€pelaBaThCs IS
OCYIIIECTBJICHUSI ~ OpraHaM  HCIIOJHUTEIBHOM  BJIAacTH  CyObekTOB  Poccwmiickoit ~ ®Deneparimn
noctaHoBieHussMu [IpaBurensctBa Poccuiickoit @enepannu B NOpsAJKe, yCTaHOBIEHHOM DeepaabHbIM
3aK0HOM OT 6 OKTAOpst 1999 roma N 184-®3 "O6 00mKX MPUHIUIAX OPraHU3AIUN 3aKOHOJATEIbHBIX
(MpencTaBUTENbHBIX) M UCHOJHHUTEIBHBIX OPTaHOB I'OCY/IAapCTBEHHOM BiacTH cyObekToB Poccuiickoii
Oenepanun".

CraTtba 6. NlonHOMOUYMA opraHOB UCMONHUTENBLHOW BnacTu cybbekta Poccumnckon
®denepaumm npu odpaLieHnn neKapcTBeHHbIX CpeacTB

K mnomHOMOYMSIM OpraHoB HCIOJHUTENBHOW BiacTH cyOwbekTa Poccuiickoit ®depepanmu npu
00paIeHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSATCS:

1) pa3zpaboTka M peanu3alusi PETHOHAIBHBIX MporpaMMm  OOecHedYeHUs  HaceJeHUs
JIeKapCTBEHHBIMH TIpeTIapaTaMu;

2) ycTaHOBJICHHME MPEENIBbHBIX pa3MEpOB ONTOBBIX HAA0aBOK M MPEJIEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HAM, YCTAaHOBJIEHHBIM IPOM3BOJIUTENSIMH JIEKaPCTBEHHBIX
IpernaparoB, Ha JEKapCTBEHHbIE MpenapaThl, BKIIOUEHHBIE B MEPEUYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) ocyllecTBICHHE PErHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a IPHUMEHEHUEM IIeH Ha
JIEKapCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEMIIUX
JIEKapCTBEHHBIX TMPENapaToB, OPraHU3alUsSIM{ ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMH,
anTeUYHbIMH OpPTaHU3AlUSMHU, WHIUBUIAYAJbHBIMUA NPEANPUHUMATEISIMH, WMEIOUUMHU JUIEH3UI0 Ha
(dhapManeBTHYECKYI0 ACSITENbHOCTh, MEAWIIMHCKUMH OpraHU3alldsM{, HWMEIOMIMMH JUICH3UI0 Ha
(hapMareBTHUECKYIO JCSITENLHOCTh, W WX O000COOJCHHBIMU TOJpa3elieHUus MU (amMOyaTopusMu,
¢denpamepckuMu U (PeIpAIIepCKO-aKyIEpCKUMU  [TyHKTaMH, LEHTpamMu (OTAEICHUSIMH) 0O1eit
BpaueOHON (CeMEHHOI) MPAKTUKH), PACIIOJIOKEHHBIMH B CEITbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIC OPTaHU3AIINY;

(B pen. @eaepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4) mpuHsATHE peuieHus 00 WCIIONBL30BaHUM Ha TeppuTopuH cyObekra Poccuiickoit denepanun
HapsAQy C pelenTamMM Ha JIeKapCTBEHHbIE Ipenaparbl, O(OpMIEHHBIMH Ha OyMa)KHOM HOCHUTEIE,
pELenTOB Ha JIEKapCTBEHHBIE MpenapaThl, ChOPMUPOBAHHBIX B (JOPME FIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeneH ®enepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOIEA

Cratba 7. Paspabotka n nspgaHue rocygapcTtBeHHoOW chpapmakonen, pasmelyeHue
AaHHbIX O HEeH

1. IToxg rocynmapcTBeHHOH apmakorneeld MOHUMAETCS CBOJA 0OmMX (apMaKOMEWHBIX CTaTed W
(hapMaKOIICHHBIX CTATEH.

2. Pa3zpaborka oOmux (apmakoneHblx craTeil U (apMakomeWHbIX CcTaTeil, B TOM 4YHCIIe
¢dapMakoneHpIX cTaTed Ha (¢apMakolnelHble CTaHAApTHbIe OOpa3lbl, M BKIIOYEHHE WX B
TOCYAapCTBEHHYIO (DAPMAKOIEI0 OCYIECTBIISIFOTCS B HOPSIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH.

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

3. Pa3zpabotka (papmakomneitHoi cTaThi Ha peepeHTHBIN JEKapCTBEHHBIN MpenapaT U BKIIOUEHNE
€€ B TOCYJapCTBEHHYIO (hapMakoIler B TEUEHUE CPOKa ACWCTBUS 3allUThl UCKIIOYUTEIHLHOTO TpaBa,
yJIOCTOBEPEHHOI'0 MATEHTOM Ha ped)epeHTHBIH JIeKapCTBEHHBIN Mpernapar, OCYIIECTBIISIOTCS C COTJIACUs
€ro pa3padoT4HKa.

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

4. TocynapctBeHHas (¢apmakories H3AaeTCid YIOJHOMOYEHHBIM (elepalibHbIM  OpraHOM
UCIIOJIHUTEJIBHOM BJIACTHU 3@ CUET CPECTB (eiepaibHOrO Or0KETa U MOAJIEKUT MEPEU3AaHUsAM HE peke
4YeM OJIMH pa3 B IATh JIeT, B IEPUOJ MEXAYy KOTOPBIMH M3JAIOTCS MPHIIOKEHHUsS] K IOCyIapCTBEHHON
¢dapmakomnee, coaepxamme oOmue ¢dapMakonensle cTatbu M (WiK) (QapMakoneiHble CTaThH,
YTBEPKJICHHBIE MTOCTIe U3IaHMsI WM NIEPEen3JaHNs TOCYJapCTBEHHOM (papmakomnen.

5. YnomHoMO4YeHHBINH (efepanbHblii OpraH HUCHOJHUTEIBHON BJIACTH pPa3MENIaeT JaHHBIE O
TrOCyJapCTBEHHOM (apmakorniee W TMPUIOKEHUAX K HEW Ha CBOeM O(HUIMAIbHOM CalWTe B CETH
"MHaTepHeT" B yCTAHOBIICHHOM UM IOPSJIKE.

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

Cratba 8. JlMueH3uMpoBaHWe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CPeaAcTB W
dapmMaLeBTUYECKON AeATENbLHOCTHU

1. JIuueH3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U (papMalleBTUUECKON eATeIbHOCTH
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOIaTenbcTBOM Poccuiickoit denepanmu.

2. OO0sg3aTeabLHBIM YCIOBUEM MPECAOCTaBICHUA JIMOCH3UWKW Ha IIPOMU3BOJACTBO JICKAPCTBCHHBIX
CpCACTB ABJIACTCA NMPUIIOKCHHUC K 3aj4BJICHUIO COUCKATCIIA JIMICH3UHN TICPCUHA JICKAPCTBCHHBIX (l)OpM nu
(I/IJ'II/I) BHU 0B (bapMaI_IeBTI/I‘-IeCKI/IX CyGCTaHHHﬁ, KOTOPBIC MPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCIACTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HaMCPCH MMPONU3BOAUTD.

3. B cayyae HE0OXOAMMOCTH pacIIUPEHHs TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB 33 CUET HOBBIX
JIEKapCTBEHHBIX (OpPM H BHUAOB (HapMaleBTUYECKUX CYOCTaHIMA TPOU3BOAUTENH JEKAPCTBCHHBIX
CPEIICTB JOJKCH TOJaTh B JIMIEH3UPYIOIIUNA OpraH 3asBICHHEC O BHECCHUM H3MCHCHHHA B PEecTp
JIUTICH3WH Ha MMPOU3BOJICTBO JICKAPCTBEHHBIX CPECTB.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N _170-D3)

4. JIuueH3us Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPeACTB ((papMarieBTUUECKON CyOCTaHIIMU CITUPTa
STUJIOBOTO (3TaHONIAa) BBINAETCS TMPH YCIOBHHM HAIWYHs y OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3MCTBEHHOTO  BEJEHUS WM  OINEPAaTUBHOIO  YIPABIEHUS OCHOBHOTO  TEXHOJOTMYECKOTO
o0opyIoBaHus JJI TPOU3BOJACTBA STUJIIOBOTO CIHUPTA, 3apPETUCTPUPOBAHHOTO B COOTBETCTBHH CO
cratbeil 14.1 ®PenepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocymapcTBeHHOM
peryJupoBaHUU TPOMU3BOACTBA W 000OpPOTA ATHIIOBOTO CIIMPTA, AJIKOTOJIBHON M CIUPTOCOIEpIKAISh
MPOIYKIMH U 00 OrpaHrueHUH NOTpeOIeHHs (PAaCIUTHS) AIKOTOJIBHOM MPOTYKITHH'".

(uactb 4 BBenneHa denepanibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOGEHHOCTM JMLUEH3NPOBaHUA TMPOU3BOACTBA JIEKaPCTBEHHbIX
cpeacTts (hbapmaueBTHMYECKON CyOGCTaHLMKU cnMpTa 3TUNOBOrO (3TaHona)
(BBeneHna deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JlelficTBMe JNHIEH3UM Ha TPOU3BOACTBO JICKAPCTBEHHBIX CpPeACTB ((papMalieBTUIECKOH
cyOCTaHIIMM CHHpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBACTCS B YacTU IpaBa Ha MPOU3BOJICTBO
(bapManeBTHYECKON CyOCTaHIIMK CITUPTA STHIOBOTO (3TaHOJA) JUICH3UPYIOIUM OPTaHOM B CITy4Yasix,
onpeaeneHHbIX crather 20 PenepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueHsupoBaHumn
OTIENBHBIX BUAOB JEATENBHOCTH', a TAaKKE€ HA CPOK IPHUOCTAHOBIICHUS [EHCTBUS JIMICH3UU Ha
MIPOM3BOJICTBO 3TWJIOBOTO CIUPTa JUIsl TPOM3BOJACTBA (papMalleBTUYECKOM CyOCTaHLMHU CHHpTa
STUJIOBOTO (3TaHOJA), BBIIAHHON B cOOTBETCTBUU ¢ DeiepaabHbIM 3aKOHOM OT 22 Hos0ps 1995 rona N
171-®3 "O rocyaapCTBEHHOM pETyJIMPOBAHMM TPOU3BOACTBA U 00OpOTa ATHIOBOTO CIUPTA,
QIKOTOJIBHOM ¥ CHUPTOCOJAEpIKAIIed TMPOAYKIMH W 00 OTrpaHWYCHHWH TMOTpeOJIeHUs (paciuTHs)
AJIKOTOJIBHOW MpOTyKIuu'.

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 CIIydasx,
onpeneneHHbIx crathel 20 denepanbHoro 3akoHa oT 4 mast 2011 roga N 99-®3 "O nuieH3upOoBaHUT
OTJENbHBIX BHUAOB JIEATENBHOCTH", @ TaKXK€ C JaThl NpPEKpallleHUus WM aHHYJIUPOBAaHUS JEHCTBUS
JUIEH3UU Ha MPOM3BOJACTBO STUJIOBOTO CIHUPTA JJIs MPOM3BOJACTBA (papMalleBTUUYECKON CyOCTaHIIMH
CIIUPTa ATHUJIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DeepaabHbIM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMpPOBAaHUU MPOU3BOACTBA M 000POTa ATUIOBOTO CIIUPTA,
QJIKOTOJIBHOM M CHUpPTOCOJEpKaIllel MPOAYKIMM U 00 OrpaHWYeHUU TMOTpeOJeHus (pacruTHs)
QJIKOTOJILHOM MPOAYKITHH".

Koncynprantllntoc: npumeyanue.

Ct. 8.2 Ha tepputopusax Jloneukoit Hapomguoit Pecrybnuku, Jlyranckoit HapomgHoii Pecmy6Omukwy,
3anopoxckoil obnactu, XepcoHckoil obOmactu mpumensiercss ¢ 01.09.2024 (®3 or 04.08.2023 N
428-D3).

Cratba 8.2. OcobeHHOCTU NUUEH3NnpoBaHMA (hapmaLeBTUYECKON AEATENbHOCTU B

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHuua 19 n3 166


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.02.2024&amp;dst=100022&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=440513&amp;date=25.02.2024&amp;dst=102522&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=469775&amp;date=25.02.2024&amp;dst=575&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=341796&amp;date=25.02.2024&amp;dst=100084&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=341796&amp;date=25.02.2024&amp;dst=100086&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=451852&amp;date=25.02.2024&amp;dst=100260&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=469775&amp;date=25.02.2024&amp;dst=922&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=451852&amp;date=25.02.2024&amp;dst=100260&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=469775&amp;date=25.02.2024&amp;dst=922&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=453890&amp;date=25.02.2024&amp;dst=100037&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=453890&amp;date=25.02.2024&amp;dst=100037&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YyacTtu ocyulecTtBneHunsn ONTOBOW TOProBIu NneKapCcTtBeHHbIMU cpeacTBamMu
(BBeneHa PenepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

1. JleiictBue nuieH3un Ha (HapMaleBTUUECKYIO ACSTEIHHOCTh B YACTH OCYIIECTBIICHUS ONTOBOMN
TOPTrOBJIM  JICKAPCTBEHHBIMH  CPEJACTBAMU I MEAMIIMHCKOTO TPUMEHEHHsI  TpeKpamaeTcs
JIMIICH3UPYIOIIUM OPraHOM B CIIy4asixX, onpeeaeHHbIX cTatbeit 20 denepanbHoro 3akoHa oT 4 mas 2011
rora N 99-®3 "O nuueH3upOoBaHUU OTIENBHBIX BHUAOB JEATEIBHOCTH', a TaKKe IO PEIICHHIO
JIMLEH3UPYIOIIET0 OPTraHa, MIPUHATOMY B COOTBETCTBUU C HACTOSIIEH YacThio. B ciyuae BbIsiBIIEHUS NTPU
OCYIIECTBIICHUN (eAepaTbHOrO TOCYAapCTBEHHOTO0 KOHTpols (Ham3opa) B cdepe oOpameHus
JIEKApCTBEHHBIX CPEJICTB HAPYIICHUSI OpraHU3aIlMell OMTOBOW TOPTOBIHU JIEKAPCTBEHHBIMU CPEACTBAMU
TpeboBanmii vacteit 1 - 3 crarbu 53 Hacrosmero denepanbHOr0 3aKoHA JACHCTBUE JUIEH3WH Ha
(hapMaleBTUUECKYIO JESTeNIbHOCTh B YaCTU OCYIIECTBICHHUS OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMU
CpeICTBaMU AJI1 METUIIMHCKOTO MPUMEHEHUS TPUOCTAHABIUBAETCSA B TEUECHHUE JeCATH pabounx JHEH co
JTHS BBISIBIICHUS YKAa3aHHOTO HapylieHus. J{eficTBue nuieH3nn Ha (hapMareBTHUECKYIO JAeITeIbHOCTh B
YaCTH OCYIIECTBJICHUS OINTOBOM TOPrOBIM JICKAPCTBEHHBIMU CPEJACTBAMU JJisi MEIUIIMHCKOTO
MIPUMEHEHHUS TTPUOCTAHABIMBACTCS Ha CPOK, KOTOPBIN OIMpPEAENIeTCs JUIEH3UPYIOUTUM OPTaHOM (HO He
MEHEEe YeM Ha OJWH MECSI]), MO0 HCTEUYEHWHU KOTOPOTO JACHCTBHE MAHHOW JHIICH3UU TOJICKUT
MPEKPAlICHUI0O HAa OCHOBAaHWU pELICHUS JMIEH3UPYIOUIErO0 OpraHa, 3a MCKIIOUEHHUEM Cilydas,
YKa3aHHOT'O B YaCTH 2 HACTOSIIIEH CTAThH.

2. JleticTBue NHIIEH3UH Ha (apMalleBTUYECKYIO JCSITENbHOCTh B YaCTU OCYIIECTBICHUS ONTOBON
TOProBJIW JICKAPCTBCHHBIMU CpPCACTBaAMU IJId MCIUIHWHCKOr0O IPUMCHCHUA, Z[ef/'ICTBI/IG KOTOpOfI
MIPUOCTAHOBIICHO B COOTBETCTBUH C YaCThIO | HACTOAIICH CTAaThH, MOJUICKUT BOZOOHOBIIEHUIO B CIIydae,
€CJIM B MNEpHUOA MPUOCTAHOBIICHUSA HeﬁCTBHﬂ HaHHOﬁ JIMICH3WH B paMKax HOCY}IG6HOFO 00’KaJIOBaHUA
peleHre KOHTPOJIbHOTO (HaJ30PHOT0) OpraHa B YaCTH BBISBJICHHOTO HApYIICHUs TpeOOBaHU yacTeid 1
- 3 cratbu 53 Hacrosmero denepanbHOrO 3aKOHa OTMEHEHO. B yka3aHHOM cilyuae JAeHCTBHUE JIMIICH3UH
Ha (apMaleBTUYECKYIO JEATEIHHOCTh B YaCTH OCYIIECTBICHHUS ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU
CpeACTBaMU JUIsI MEAULUHCKOTO MPUMEHEHHUSI BO30OOHOBIISIETCS HE TO3THEEe OJHOTO pabovyero AHS CO
JTHSI OTMEHBI PEIICHUSI KOHTPOJIBHOTO (HAA30PHOI0) OpraHa.

Cratba 9. [ocynapcTBeHHbIM KOHTposnb (Hapa3op) B cdepe obGpaweHus
nekapcTBeHHbIX CPeaAcTB
(B pen. denepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTPOJL (Ham30p) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBIISIETCA TOCPEACTBOM (peepasbHOTO TOCYAapCTBEHHOTO KOHTposs (Ham3opa) B cdepe
oOpallleHusi JeKapCTBEHHBIX CPEACTB M (eepalbHOIO TOCYAapCTBEHHOIO JUIEH3UMOHHOTO KOHTPOJIS
JeSITeIbHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYHIECTBIAEMBIX (peiepalbHBIMU OpTaHaMu
HCIIOJIHUTEIIBHOM BJIACTH, yIIOJIHOMOUYEeHHBIMU [IpaBurenscTBoM Pocculickoit @enepanuu.

2. Tlpeamerom (henepanbHOTO TOCYJApCTBEHHOTO KOHTpousis (Han3opa) B cdepe oOpareHus
JICKApPCTBCHHBIX CPCACTB ABJIAIOTCA:

1) cobmonenne 00s3aTeNbHBIX TpeOOBaHUi B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB, B TOM
qHcIe:

a) TpeboBaHUN K JOKIMHUYECKHUM HCCIEAOBAHUSAM JIEKQPCTBEHHBIX CPEICTB, KIMHUYECKUM
HCCIEAOBaHUSIM JICKAPCTBEHHBIX IMpPENapaTroB, HW3TOTOBJICHHUIO, XPAaHEHHUIO, IEPEBO3KE, BBO3Y B
Poccuiickyro ®epepanuro, OTHYCKY, pealM3alvH, Iepenade, NTPOJAXKE JEKApCTBEHHBIX CpPEACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IMPENapaToB, YHUUYTOXCHUIO JICKAPCTBCHHLBIX CPEACTB, YCTAHOBJICHHIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NMPOU3BOAUTCIISIMU JICKAPCTBCHHLBIX IIPCIIAPATOB LICH Ha JICKAPCTBCHHBIC IIPCIIApaThl, BKIIOYCHHLIC B
NEPpCUCHb KU3HCHHO HCO6XOIII/IMBIX 1 BaXKHEUIINX JICKApPCTBCHHBIX NPCIIapaTOB;

0) TpeOoBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B OOpalleHuw,
MmoKasaresiM  KadecTBa, A((EKTHBHOCTH U OE30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
HacTosmuM derepalbHbIM 3aKOHOM;

B) TpeOOBaHUN K COONIOACHUIO CyOBEKTaMH OOpaIleHus JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIX B
gactu 1 crateu 67.1 Hactosero denepanbHOrO 3aKOHA, OTPAHUYCHUH, HAJIaraeéMbIX cTaThsiMu 67.1 u
67.2 nactosiero denepansHOTO 3aK0HA;

2) coOmroseHue JIMIEH3MOHHBIX TPEeOOBAaHWMH K  OCYIIECTBICHHIO  (hapMaleBTHUECKOU
NeSITeTbHOCTH;

3) cobmoneHne TpeOOBaHMM K MPEAOCTaBICHHIO CyOBbEKTaMu OOpalleHHs JIeKapCTBEHHBIX
cpeAcTB uHGOpMALMKM O JIEKApCTBEHHBIX CPEACTBaX M (WJIM) JIEKApCTBEHHBIX IIpernaparax,
npeaycMoTpeHHoOM cratbsimu 9.1, 52.1, 52.2 u 64 nHactosero denepanbHOro 3aK0Ha;

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

Koncynprantlntoc: npumeyanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yrpauuBaer cuiy (®3 ot 20.10.2022 N 405-D3).

4) coOnroieHne MpeayCMOTPEHHBIX cTaTheil 55.1 HacTosmero denepalibHOTO 3aKOHA TPEeOOBaHUN
K TPOBEACHHUIO DJKCIEPUMEHTAa IO OCYUICCTBICHUIO PO3HUYHOW TOPIOBIM JIEKAPCTBEHHBIMHU
npenaparaMu st MEAUIIMHCKOTO TPUMEHEHHUs, OTIMYCKAaeMBIMH IO pEIeNnTy Ha JEKapCTBEHHBIN
npenapar, TUCTaHIIMOHHBIM CTIOCOOOM.
(. 4 BBenen denepanbHpIM 3aK0HOM OT 20.10.2022 N 405-D3)

2.1. B mensx oOecneueHUs TOCYAapCTBEHHOTO KOHTpoJisi (Haa3opa) B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEIACTB  (elepalbHblii OpraH HCIOJHUTEIbHONH BJIACTH, OCYIIECTBIISIOIINI
TOCYJapCTBEHHYIO PETUCTPAIMIO JEKAPCTBEHHBIX IMPENapaToB, NPEAOCTaBIsAeT (eaepalbHOMYy OpraHy
WCTIOJTHUTENIEHOW BJACTH, OCYIIECTBISIOMEMY (YHKIMM 110 KOHTPOJNIO W Haa30py B cdepe
3PaBOOXpaHEHHs, TI0 €ro 3ampocy B paMKax MEXKBEJIOMCTBEHHOTO  WH(POPMAIMOHHOTO
B3aUMOJCHCTBHS B MOPS/IKE, YCTAHOBICHHOM YKa3aHHBIMHU (he/lepalbHBIMI OpraHaMH HCIOJTHUTEIBHOM
BJIACTH, CIIEAYIOIIME CBEAEHUS O JIEKAapCTBEHHBIX CpPEACTBAaX, B TOM YHCIE B Cllyyae, €CIM Takue
CBEJICHUS COCTABIISIOT KOMMEPUYECKYIO TaiHy:

1) cBenenwmst 0 papManeBTUIECKON CyOCTaHITUN:

a) HaMMEHOBaHUE (papMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHne CBOMCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOIUTENS;

B) CBOWCTBA U CTPYKTYpa JCHCTBYIOIINX BELIECCTB;

I') XapaKTepUCTUKa IPUMECEeH;

n) crietnpukanus Ha (apMaleBTHUECKYIO CyOCTaHIINIO U €¢ 000CHOBaHUE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

€) aHATUTUYEeCKUE METOJHMKH, WCIOIb3yeMble TP OCYIIECTBICHHHM KOHTpPOJIS KadecTBa
(bapMareBTHUECKON CyOCTaHINH;

) pe3yIbTaThl AaHATU30B CepHid (hapMalleBTHUECKON CyOCTaHIIUMY;

3) MepevYeHb CTaHAAPTHBIX 00Pa31I0B WU BEUIECTB, UCIIOIB3YEMBIX MPU OCYIIECTBIEHUN KOHTPOJIS
KadecTBa (papMarieBTUIECKON CyOCTaHIINM;

1) OIUCaHKUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOYHBIX CPEJICTB;
K) JaHHBIE O CTAOUIBLHOCTH (hapMalleBTUUECKOM CyOCTaHIINU;

J1) CPOK FOJIHOCTH;

2) cBeJIeHMS O JICKAPCTBEHHOM IIpernapaTe sl MEIUIMHCKOTO IPUMEHEHUSI:

a) OIUCaHKE U COCTaB JICKAPCTBCHHOTO TIperapara JUisi MeTUIIMHCKOTO MPUMEHCHHSI,

0) ommcanue QapmareBTHIECKON pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, TMEPBUYHON
YIaKOBKH);

B) HAUMEHOBAHME U aJpec MeCTa OCYIECTBIECHUS NMPOU3BOACTBA JIEKAPCTBEHHOTO IpenapaTa JJis
MEIUIMHCKOTO INPUMEHEHMS (B CIydyae HAJIWYMS HECKOJBKHMX YYAaCTHUKOB IIpOIEcca IPOU3BOJCTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec KaxkI0ro U3 HUX);

') MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

1) OIMCAHKNE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPECTB;

e) Tpe60BaHI/I${ K Ka4Y€CTBY BCIIOMOI'aTCIIbHBIX BEIICCTB,

)K) AHAIIUTHYCCKUC MCTOAWKH, MHCIIOJIB3yEMbIC TIIpH OCYIICCTBJIICHUU KOHTPOJISI Ka4YCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

3) CBCACHUA 00 HCIOJIb30BAHHUU BCIOMOTAaTEIbHBIX BCIICCTB YCIIOBCUYCCKOTO M JKHBOTHOI'O
IIPOUCXOKIACHUA,

I/I) CBCICHHUA 00 HCIIOJIb30BAaHUM HOBBIX BCITOMOTaTEIbHBIX BECUICCTB,

K) TpeOoBaHMS K KauecTBY JIEKapPCTBEHHOTO TMIperapaTa JUIl MEJUIUHCKOTO NIPUMEHEHHS
(cepTudukar, cnenudukays Ha JEKapCTBEHHBIN Mpenapar U uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUC MCTOAUKH, MHCIIOJIB3YyCMBIC TIpU OCYHICCTBIICHUHU KOHTPOJIA KadCeCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

M) pe3yJbTaThl AaHAJU30B CEpUH JIEKAPCTBEHHOTO MpenapaTa s MeAULUHCKOIO IPUMEHEHUS;
H) XapaKTepucTHKa IpuMeceit;

0) NNEepCUCHb CTAHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMBIX IIPU OCYIICCTBIICHHMU KOHTPOJIA Kaduc€CTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHOTO TpernapaTa Jisl METUIIUHCKOTO MPUMEHEHHUS;
1) JaHHBIC O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIpernapara Juisi MeIUIIMHCKOTO IPUMEHECHHSI,
3) OTYETHI O TOKIMHUYCCKUX HCCIICTOBAHUAX;
4) OTYETHI O KIMHUYECKUX MCCIIECIOBAHUSIX;
5) mactep-daiin cuctemsl (papMakoHaA30pa;

6) TJ1aH yIpaBJIeHUS PUCKAMH.
(uacts 2.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-03)

3. Ilpu ocymecTBieHUu (eaeparbHOr0 T'OCYIAapCTBEHHOTO KOHTposs (Hajg3opa) B cdepe
oOpamieHusl JIEKapCTBEHHBIX CPEJCTB MPOBOIATCS CIEAYIOUINE BUABI KOHTPOJBHBIX (HAI30pHBIX)
MEpONIPHUITHH:

1) nokyMeHTapHas MpoBepKa;

2) BbI€3/IHAsI IPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaueCTBa,
4) KOHTpOJIbHAS 3aKyIIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOJIOZCHWE 3a COONIOJCHWEM O0s3aTelbHBIX TpPeOOBaHUN (MOHHTOPHHT O€30MacHOCTH)
(bapmakonaazop).

4. OpraHuzanus U OCYIIECTBIEHUE (eAepabHOIO TOCylapCTBEHHOIO KOHTpOJA (Haa3opa) B
cdepe obpareHus TeKapCTBEHHBIX CPEACTB perynupyrorcs PenepanbHbiM 3akoHoM OT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) U MyHHIIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oepnepanun".

5. BHemIaHOBBI BBHIOOPOYHBIH KOHTPOJH KAadyecTBa MPOBOIUTCS B TOM YHCJIE HAa OCHOBAHUHU
MIPOrpaMMBbl POBEPOK.

6. [InaHOBBIN BRIOOPOYHBIN KOHTPOJIH KAYECTBA HE TIPOBOIUTCS.

Koncynbrantllmtoc: npumeuanue.
C 01.09.2024 B a63. 1 4. 7 cr. 9 BHOCATCS u3mMeHeHus (@3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro

PECAAKIINIO.

7. Ilo pe3ynpTaTaM BEIOOPOYHOI'O KOHTPOJIS KAUeCTBA HApAILy C PELICHUSMH, IPEAyCMOTPEHHBIMU
®enepanbHbM 3akoHOM 0T 31 utons 2020 roma N 248-D3 "O rocyaapcTBeHHOM KOHTpoIe (Haa30pe) U
MYHULIUTIIAIBHOM KOHTposie B Poccuiickoit @enepanun', genepaibHbIME OpraHaMU HCIIOTHUTEIHHON
BJIACTH, YIIOJIHOMOYEHHBIMH Ha OCYIIECTBIICHHE BBIOOPOYHOTO KOHTPOJS KAadyecTBa, NMPHUHUMAIOTCS
CJIEIYIOILNE PEIICHHUS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) o manpHeWIIeM Tpa)KAaHCKOM OOOpOTE CepuH, MAPTHHU COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO
CPEICTBA B ClIyyae MMOATBEPXKIACHUS 110 Pe3yJIbTaTaM IPOBEJEHHBIX UCIIBITAHUI COOTBETCTBUS KaueCTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSAM;

2) 00 W3BATUH U3 TPAXKIAHCKOTO 000pOTa CepUH, MapTUU COOTBETCTBYIOIIEIO JIEKAPCTBEHHOI'O
Cp€acTBa B CiIy4da€ BBIABIICHHA IO PE3yJIibTaTaM IHPOBCACHHBIX HUCIBITAHUH HECOOTBETCTBHSA KaueCTBa
JIEKapCTBEHHOI'O CPE/ICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

3) o mepeBoje JIEKApCTBEHHOTO CPEICTBa HA MOCEPHUHBIA BBHIOOPOUYHBIA KOHTPOJIbL KadyecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4ae MOBTOPHOTO BBISBICHHUS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO
CpEJICTBA YCTAHOBJICHHBIM TpeOOBaHUSAM U (P HEOOXOAMMOCTH) O TPOBEPKE CyOBEKTa OOpaIeHUs
JIEKapCTBEHHBIX CPENICTB. Pacxopl, CBSI3aHHBIE C MTPOBEICHUEM ITOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJTAYMBAIOTCSI TPOM3BOAMTENIEM JIEKAPCTBEHHOTO CPEICTBA JIMOO JepKaTesieM WU BIaJelbIeM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO TTperapara.

Koncynprantllntoc: npumeuanue.
C 01.09.2024 4. 7 ct. 9 gononusiercs . 4 (3 ot 30.01.2024 N 1-®3). Cm. Oyay1Iyro peaakiuio.

8. denepanbHblii TOCYAAPCTBEHHBIA JTUIIEH3UOHHBIM KOHTPOJb AEATEIHLHOCTH MO IMPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB OCYLIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi
denepauuu.

CraTtbsa 9.1. Mporpamma npoBepok
(BBenena ®denepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B mumenax opraHu3anuu BbIOOPOYHOIO KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPE/ICTB
¢dbopmupyeTcs mporpaMmma MpoBepoK.

2. Jng uenei peanusaldyd IOPOrpaMMbl MIPOBEPOK MPOM3BOAMTEIMN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alfi, OCYLIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAacTB B Poccuiickyto ®Denepanuro,
npeaoCTaBJIAIOT B OTHOHUICHHUH JICKAPCTBCHHBIX CpPEACTB I MCOAUIUHCKOIO IIPUMCHCHHSA B
YIOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENbHON BIIACTH, OCYIIECTBISAIOIUN (DYHKIHUU IO
KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpAaHEHMs, B OTHOIIEHUHM JIEKApCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPHMEHEHHUs B YIOJHOMOUYEHHBIH (penepaabHblii OpraH HCIOJHUTENBbHONW BJIACTH,
OCYIIECTBIISIONIMN (DYHKIIMU 10 KOHTPOJIIO M HAA30py B cepe oOpalieHus: JeKapCTBEHHBIX CPEICTB
AJid BECTCPpUHAPHOI0 MPHUMCEHCHUA, CBCACHUA O CCPpUAX, MapTUAX JICKAPCTBCHHBIX CPCIACTB,
MOCTYyHAOUIMX B TpakaaHckuil ob6opor B Poccuiickoit ®@enepanuu, B MOpsSAKE, COCTaBe U 0O0beMe,
YCTAaHOBJICHHBIX YKa3aHHbIMH (elepalbHbIMH OpraHaMH MCIIOJHUTEIbHOW BJIACTU B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB ISl MEAULIIMHCKOIO IPUMEHEHHS] U B OTHOILLIEHUH JIEKAPCTBEHHBIX CPENCTB IS
BCTCPUHAPHOI'O MPUMCHCHUA COOTBECTCTBCHHO.

3. Tlporpamma mpoBepok ¢opMuUpyeTcss Ha KalleHAapHbIA Tox B cpok a0 30 mekabpsi rona,
MIPELIECTBYIONIEr0 TOAY IPOBEAEHHS BBIOOPOUYHOTO KOHTPOJIS.

4. B ciydyae HacTyIuleHHs COOBITUHM, yKa3aHHbIX B noamyHkrax "O" m "B" myHkTa 2 yactu 6
HacTosIel cTaTbi, (elepaabHbIM OPraHOM HCIOJHUTENIBHON BJIACTH, OCYIECTBIAIONIMM (YHKIUH T10
KOHTPOJIIO M HaJ30py B cepe 3apaBOOXpaHeHMs, (efepaJbHbIM OPraHOM HCIOJHUTENBHOW BJACTH,
OCYIIECTBIISIONIMM (YHKIHMU 1O KOHTPOJIO U HAaa30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
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JUIl BETEPUHAPHOIO IMPHUMEHEHMs, NMPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME H3MEHEHHs B
IIPOrpaMMy MPOBEPOK.

5. B nmporpaMMmy npoBEpOK MOTYT BKJIFOYATbCSI MEPOIPHUITHS ¢ YYETOM HApYILICHUH, BBISIBJICHHBIX
B paMKaX KOHTPOJbHBIX (HAaJ30pHBIX) MEPONPUATUH 32 IPEIbITyIINN KaleHIapHbIN TOA.

6. IIporpaMmma npoBEPOK COACPIKHUT:

1) nepedeHs JIeKapCTBEHHBIX CPEJICTB, OTOOP 00Pa3LlOB KOTOPBIX OyIeT OCYLIECTBIATHCA B PAMKAX
BBIOOPOYHOI'O KOHTPOJIA, (GOPMHUPYEMBIH € Y4YETOM pe3yJibTaTOB TIOCYJapCTBEHHOTO KOHTPOJISA
(Hag3opa) B cepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB 3a KaJCHIAPHBINA ToJl, MPEIIEeCTBYIOUIHHA To1y
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha cOOBITHE, HACTYIUIEHHE KOTOPOTO SIBISETCS OCHOBAaHUEM ISl OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJTlyuYeHHUe CBEJCHUI, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTaHOBJICHHBIX (efepaibHbIM
OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIONUM (PYHKIHMU MO KOHTPOJIO M HaA30py B cdepe
3/IpaBOOXpaHeHus, GeAepaTbHBIM OPraHOM HCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIIUM (PYHKIIMH 10
KOHTPOJTIO ¥ HaJI30pY B chepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB AJIsI BETEPHHAPHOTO MPUMEHEHHUS, O
cepusiX, MapTHSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIIMX B TpaxaaHCKui o0opoT B Poccuiickoit
®denepanyn, YyKa3aHHBIX B IyHKT€ | HACTOAIMEH 4YacTH, OPTaHU3AIHUSAMH, OCYIIECTBISIONIMMHI
MIPOU3BOJCTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@epnepanuio, 3a HCKIOYEHUEM CEpUN WM MAapTUH JIEKapCTBEHHBIX NPENaparoB,
yKa3aHHBIX B yacTu 4 cratbu 52.1 u yactu 6 crathu 52.2 Hacrosero deaepalbHOro 3aK0Ha;

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

0) mosydeHre TOCTYIAIIIEeH B TOPSIKE, YCTAHOBIEHHOM cTaThel 64 Hactosiero deaepaabHOTO
3aKOHa, MH(pOpMaIMK O TOOOYHBIX NEHCTBUAX, HEXKENATEIbHBIX PEaKIUAX, CEPbE3HBIX HEXKETaTebHbIX
peaKLUsIX, HEMPEBUICHHBIX HEKENATEIbHbIX PEAKIUIX IIPU IPUMEHEHNN JIEKAPCTBEHHBIX IIPENapaToB,
00 MHAMBHUYyabHON HEMEPEeHOCUMOCTH, OTCYTCTBUU I(P(PEKTUBHOCTH JEKAPCTBEHHBIX IMPEmapaToB, a
TaKke 00 MHBIX (PaKTax U OOCTOATENBCTBAX, MPECTABISAIONINX YIPO3y KU3HU WM 3710POBBIO YellOBEKa
a100 KMBOTHOTO TNPH NPUMEHEHHWH JICKApPCTBEHHBIX INpPENapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoil @enepanuu 1 Jpyrux rocy1apcrBax;

B) IoJIyueHHEe B coOoTBeTCTBUHU ¢ DenepanbHbIM 3akoHOM OT 31 mrong 2020 roga N 248-03 "O
rOCyJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHIMNAIBHOM KOHTposie B Poccwmiickoit denepanun”
CBEJCHMI O MPUYMHEHUHU Bpela WIKM 00 yrpo3e MpUYMHEHHs Bpeda KU3HHU, 3A0POBBIO TPaKIaH WU
KUBOTHBIX.

Cratbsa 9.2. NocypapcTBeHHbIW KOHTpONnb (Haa3op) 3a peanusauuen opraHamm
MUCNoNHUTEeNbLHON BnacTu cybbLekTtoB Poccumckon Pepepaumm nNosHOMoOYMW B ccpepe
obpalyeHnsa nekapcTBeHHbIX CPeacTB ANA MeAULMHCKOro NpUMeHeHus

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

1. T'ocyngapcTBeHHBIM KOHTPOJIb (HaA30p) 3a peaiu3aledl opraHaMu HCIOJHUTEIBHOM BIACTH
cyobekToB Poccuiickoit dexepanuy NoTHOMOYHMA B cdepe oOpalleHus JIEKapCTBEHHBIX CPENCTB IS
MEIMIIMHCKOTO TMPUMEHEHHS OCYUIECTBIISIETCS YMOJHOMOYEHHbIM [IpaBurensctBoM Poccuiickoin
denepany OPraHoOM UCIOJIHUTEIBHON BIACTH.
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2. IlpenMeToM roCyIapCTBEHHOIO KOHTpoJsi (Haa3opa) 3a peanu3anueidl  opraHamu
UCTIOJHUTENIbHOM BiacTH cyObekToB Poccuiickoit ®denepamuu monmHomounid B cdepe obOparieHus
JICKApCTBEHHBIX CPENICTB I MEAMIMHCKOTO MPUMEHEHUS SBISIETCS COOJIOJCHUE YIOJIHOMOYEHHBIMHU
OpraHaMM HCIHOJHUTENbHON BiacTu cyObekToB Poccuiickoit ®enepanuu METOAMKH YCTaHOBJICHUS
MpeleiabHbBIX Pa3MEpoB ONTOBBIX HAI0aBOK U TPEIENIbHBIX pPa3MEpOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTITyCKHBIM LI€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JIEKapCTBEHHbIE Ipenaparhbl, BKIIOYEHHbIE B IIE€pEYeHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JIEKApCTBEHHBIX IIPENApaToOB.

3. Ilpu ocyliecTBI€HHH TOCYJapCTBEHHOIO KOHTpOJs (HaA30pa) 3a peanu3alueil opraHamu
WCTIOJTHUTENBHOW BIIAacTH CyOBekTOB Poccuiickoit ®enepamun momHoMounid B cdepe oOpamieHus
JIEKApCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TIPUMEHEHHUS TPOBOJISATCS  CISAYIOIINE  BUIBI
MEPOIPHUSITHH:

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

4. Opranuzanyss ¥ OCYIIECTBICHHE TOCYIapCTBEHHOIO KOHTPOJIA (HAJ30pa) 3a peanu3anueu
OopraHaMy HCTIOJHUTEIBHON BIAcTH CyOBeKTOB Poccuiickoit ®enepanuu MOJIHOMOYHE B cdepe
oOpareHust JeKapCTBEHHBIX CPEJCTB ISl MEAMIIMHCKOTO MPUMEHEHUs peryaupyroTcs denepaabHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "OO6 00X MPUHIKIAX OPTraHU3AINKH 3aKOHOAATCIIBHBIX
(MpeacTaBUTENbHBIX) U UCIOJHUTENBHBIX OPTraHOB TOCYJApCTBEHHOU BiacTU CyOBeKTOoB Poccuiickoit
Oenepanun".

5. [llojoxeHue O TOCYIapCTBEHHOM KOHTpoJie (HaA30pe) 3a peajnu3aluedl opraHaMu
WCTIOJTHUTENbHOW BIAacTH CcyOBekToB Poccuiickoit ®enepamun momHomMounid B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO IpUMEHEHUs yTBepxkaaercs [IpaButensctBom Poccuiickoin
denepanuu.

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

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

1. PernonanpHblii rocyJapCTBEHHBIM KOHTPOIE (HAA30p) 3a MPUMEHEHHUEM 1IeH Ha JIEKapCTBEHHbIE
mpemapaThl, BKIIOYCHHBIE B MEPEUEHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEUIINX JEKapCTBEHHBIX
MpermapaToB, OCYIIECTBIISICTCS OPraHOM HCIOJHUTEIBLHOW BiIacTH cyObekTa Poccuiickoit denepanuu,
YOOJIHOMOYCHHBIM  BBICHIUMM  HCIIOJHUTCIBHBIM  OpraHOM FOCYI[apCTBeHHOfI BJIaCTH CY6T)CKTa
Poccuiickoit deneparum.

2. [IpeqmMeToM pernoHaIbHOTO TOCYJApCTBEHHOTO KOHTPOJIA (Ham30pa) 3a IPUMEHEHHEM IICH Ha
JICKApCTBEHHBIC TMpEraparhbl, BKIIOYCHHbIC B TIEPEYCHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIHX
JIEKapCTBEHHBIX  MPEmapaToB, SBISETCS  COONMIOJCHHE  OpraHW3allUsIMH  ONTOBOH  TOPTOBIH
JIEKapCTBCHHBIMHU CPEJICTBAMU, AlITEYHBIMU OPTaHU3AIUSIMU, WHAUBHIyIbHBIMH TIPEIIIPUHUMATEIISIMH,
UMEIONUMH  JIUIIEH3UI0 Ha (HapMareBTHUECKYIO JESATeIbHOCTh, MEIUIIMHCKUMH OPTaHU3alUsIMU,
AMEIONUMH  JIMIICH3WIO Ha  (papMaleBTUYCCKYO  JICATeIBHOCTh, W WX  000COOJCHHBIMU
MOJIpa3ICICHUsIME  (aMOyTaTopusiMu, (pebaAepcKuMu u  (PebAIIepCKO-aKyIIEPCKUMU TyHKTaMH,
1eHTpaMu (OTIeNeHUsIMU) o0IIel BpaueOHOU (ceMeiHOW) MPaKTUKH), PACTIONOKEHHBIMU B CEJIbCKHUX
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HACeJEHHBbIX IMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTE€UHble OpraHu3aluy, MpU peanu3alun
JIEKapCTBEHHBIX IMIpemapaToB TpeOOBaHUI K MPUMEHEHHIO II€H, YPOBEHb KOTOPHIX HE JOJKEH
MPEBBIIIATh CYMMY (PAKTUYECKOW OTITYCKHOW II€HBI, YCTAHOBICHHOW MPOU3BOIUTEIIEM JICKAPCTBEHHBIX
MpenapaToB, W KOTOPbIE HE MPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX TMPEICIbHBIX OTIYCKHBIX II€H, M
pa3MepoB ONTOBbIX Han0aBOK M (WJIKM) pa3MepoB PO3HUYHBIX HAJI0aBOK, HE MPEBBIMIAIONIINX
COOTBETCTBEHHO Pa3MEPOB MPEICTbHBIX ONTOBBIX HaI0ABOK M (MJIM) pa3MepOB MPEACIIbHBIX POSHUYHBIX
Ha70aBOK, yCTaHOBJICHHBIX B cyOBnekTe Poccuiickoii denepariui.

3. Opranuzanus M OCYILIECTBICHHE PETHOHAJIBHOIO TOCYJAapCTBEHHOTO KOHTPOJS (Haa3opa) 3a
MPUMEHEHHEM IIeH Ha JIGKAPCTBEHHBIE MpenapaThl, BKIIOYCHHbIE B MEPEUCHb KU3HEHHO HEOOXOAUMBIX
U BaXHEMIINX JIEKapCTBEHHBIX MpenaparoB, peryiaupytorcs denepanbHeiM 3aKoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIe (Haa30pe) U MyHUIMIATIbHOM KOHTpouie B Poccuiickoit
®Oenepanun".

4. [TonoxeHue 0 perMoHaIbHOM TOCYAapCTBEHHOM KOHTpoJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JICKApCTBCHHBIX MNPCIapaToB, YTBCPKAACTCA BBICIIMM HMCHOJHUTCIBHBIM OpPraHOM FOCy,Z[&pCTBCHHOfI
BiacTH cyobekra Poccuiickoit @enepariui.

Cratba 9.4. ®depepanbHblA roCcyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
AeATeNbHOCTU NO NPOU3BOACTBY NleKapCTBEHHbIX CPeaCcTB
(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblli FOCYJAPCTBEHHBIN JINIIEH3UOHHBIA KOHTPOJIb IEATEIBHOCTH IO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsETCS (enepaqbHbIMM OpraHaMHM HUCIHOJHUTENbHOM BIACTH,
ynoiHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. denepanbHbI TOCYIAPCTBEHHBIN JTUIICH3HOHHBIH KOHTPOJIb JIEATEIIEHOCTH 10 TPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS B cOOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AedaTeabHOCTU" U DenepanbHbIM 3aKOHOM OT 31
utonisg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJie (Haa30pe) U MyHUILIMITAIbBHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu". B pamkax QemeparbHOTO TOCYIapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JESITeIbHOCTH TIO0 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIC KOHTPOJIBHBIC (HAI30pHBIC)
MEPOTIPUSATHSI HE MPOBOAATCS, MPH TOM IPOBOIAMTCS MEPHOIMUYECKOE TOATBEPIKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIICH3MOHHBIM TPeOOBaHUSIM B COOTBeTCTBHH ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
rojga N 99-®3 "O nuneH3upoBaHUU OTACIBHBIX BUAOB JIEATEILHOCTH".

Mnaesa 5. PASPABOTKA, JOKITMHNYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIENOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ11 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3spaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka J€KapCTBEHHBIX CPEACTB BKJIIOYAET B C€OS MOMCK HOBBIX (hapMaKOJIOTHUYCCKU
aKTUBHBIX BEIIECTB, IOCIEAYyIOUlee M3yUYeHUE UX JIEKAPCTBEHHBIX CBOWCTB, JOKJIMHUYECKUE
HCCIeIOBaHMs, pa3paboTKy TEXHOJOTUN MPOU3BOACTBA (apMalleBTUYECKUX CYOCTaHLUN, pa3pabOTKy

COCTaBOB M TEXHOJIOT U MMPOU3BOACTBA JICKAPCTBCHHBIX IPCIIAPATOB.

2. dunaHCcOBOE o0ecIieueHe Pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISICTCS 33 CUET:
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" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) cpencTB denepanbHOro OOIKETA;

2) cpencTB pa3pabOTUYNKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpE/CTB MPOU3BOAUTENCH JIEKAPCTBEHHBIX CpEelCTB npu BBITIOJTHCHU U
HAy4YHO-HCCIICIOBATEIIbCKUX PA0OT MO JOTOBOPY MEXIy Pa3pabOTUYMKOM JICKAPCTBEHHBIX CPEICTB U
MIPOU3BOTUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aIPEIICHHBIX 3aKOHOATENHCTBOM Poccuiickoit denepannu HCTOYHUKOB.

3. IlpaBa  pa3paboTuMka  JIEKAPCTBEHHOTO  CPEACTBA  OXPAHSAIOTCS  TPaXKJAAHCKUM
3aKOHONATEIBCTBOM.

Cratba 11. [JoknuHM4YecKoe wuccriefqoBaHUE JeKapCTBEHHOro cpeacTtBa AnA
MeAULIMHCKOro NpuMeHeHus

1. JIOKJIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA U MEAMIIMHCKOTO MPUMEHEHHS
MPOBOJUTCS IyTeM IPUMEHEHHsS] HAyYHBIX METOJOB OILICHOK B IICNAX TIOJIyUCHHS JIOKA3aTCIbCTB
Oe3omacHOCTH, KauecTBa 1 3(h(HEKTHBHOCTH JIGKAPCTBEHHOTO CPEJICTBA.

2. JIOKJIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOTO CPEACTBAa Il MEAUITMHCKOTO MPUMEHEHUS
MIPOBOJINTCS B COOTBETCTBHH C IPaBWJIAMH HaJUIC)kKaIled Ja00paTOpHON MPaKTHKH, YTBEPKICHHBIMU
EBpasuiickoit 5KOHOMUYECKOH KOMUCCUEH.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3. Ins opraHu3aluyd U MPOBEACHUS JAOKIMHMUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEJCTBA
JUTSl MEJIUIIMHCKOTO MPUMEHEHHS pa3pabOTUUKH JIEKAPCTBEHHBIX CPEJCTB BIIpaBE MPUBJICKATh HAYUYHBIE
OopraHu3aiuu, o0pa3oBaTeIbHbIE OPTraHU3AIMH BBICIIETO 00pa30BaHUs U MHBIC OPTaHU3AIUN, UMEIOIINE
HEOOXOAMMYI0  MaTepHAIbHO-TEXHHUECKYI0 0a3sy ¥  KBaJU(UIIMPOBAHHBIX  CICIIMAIUCTOB B
COOTBETCTBYIOIICH 00IaCTH MCCIICIOBAHUS.
(uacts 3 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-D3)

4. JIOKJIMHUYECKOE HCCIIEJOBAHHME JIEKapCTBEHHOTO CPEACTBA I MEAMIIMHCKOIO NPUMEHEHUs
MPOBOJUTCS MO YTBEP)KACHHOMY pPa3pabOTUMKOM JICKAPCTBEHHOTO CpEJICTBA IJIaHYy C BEACHUEM
IIPOTOKOJIA 3TOTO UCCIENOBaHMUS U COCTABICHUEM OTUYE€Ta, B KOTOPOM COAEPIKATCS PE3yJIbTAThl 3TOTO
UCCIIEIOBAaHUSI W 3aKII0YEHHE O BO3MOXKHOCTH TPOBEACHMUS KIMHHUYECKOIO  HMCCIIEI0BaHUS
JIEKapCTBEHHOT'O Mpenapara A MEIULMHCKOTO IPUMEHEHHUS.

5. IlpoBeaeHue mnpoBEepoK COOMIOAEHUS NpaBWI HaJuIexkalleil 1abopaToOpHOM MNPaKTHUKU U
IIPAaBOBBIX HOPM HCIOJb30BAaHUS JKUBOTHBIX IpPU MPOBEACHUU JOKIMHUYECKHX HCCIEAOBaHUN
JICKApCTBCHHBIX CpCACTB JIA MCIHUIOHUHCKOIO TMNPUMCHCHHA OCYHICCTBIACTCA YIIOJHOMOYCHHBIM
denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

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

6. Pe3ynbTaThl NOKIMHUYECKOTO HMCCIIEAOBAHUS JICKAPCTBEHHOTO CPEACTBA JJISI MEIUIIMHCKOTO
NPUMEHEHHS MOTYT OBITh NPEICTABICHBI B YIOJTHOMOYEHHBIN (hefepaibHblii OpraH HCHIOJIHUTEIBHOM
BJIACTU B YCTAaHOBJICHHOM HOPSIJIKE B IENIAX PETUCTPAIMU JIEKAPCTBEHHOTO Mperapara.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratba 12. [loknuMHMYecKoe wuccrieaoBaHue NNeKapCTBeHHOro cpeancrtea wu
KInMMHN4YeCKoe uccrnenoBaHnme rneKkapctBeHHOro npenaparta Al BeTepuHapHoOro
npuMeHeHuA

1. JlokIMHMYECKOe HCCIeOBaHHE JIEKAPCTBEHHOTO CPEICTBA JUIsl BETEPUHAPHOIO NMPUMEHEHUS
IIPOBOJUTCS IyTEM IPUMEHEHHs] HayYHBIX METOJOB OLIEHOK B IENAX IOJIyYeHHs J10Ka3aTeNbCTB
0e30macHOCTH, KadyecTBa M 3((EKTUBHOCTH JICKAPCTBEHHOI'O CPEACTBA, B TOM YHCIE ONpEIeNCHHS
CpOKa €ro BBIBEJIEHUS W3 OpraHu3Ma >XKMBOTHOIO, B LEJSIX oOecredeHus: 0e30MacHOCTH MPOIYKIHH
KUBOTHOT'O IIPOUCXO0KJICHUS TI0CIIE IPUMEHEHUS COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO IIpernapara.

2. JloxnuHMYecKOoe HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHUYECKOE MCCIEA0BaHNE
JIEKApCTBEHHOTO TIperapara JJis BETEPUHAPHOTO TPUMEHEHHS, HCCIeAOBaHUE OMO3KBUBAIICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOI'O Ipernapara MPOBOJSTCS B COOTBETCTBHH C MPABUJIAMHU, YTBEPKICHHBIMU
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HUCIIOJIHUTENBHOMN BIIACTH.

3. JIOKJIMHHYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEJICTBA U KIMHUYECKOE HCCIEI0BAHUE
JIEKapCTBEHHOI'O IIpernapaTta Uil BETEPUHAPHOIO IPUMEHEHHUS IIPOBOAATCS 10 YTBEPXKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOI'O CPEACTBA IUIAHY C BEIACHMEM IMPOTOKOJIOB 3THUX HCCIIECJOBAHUNA H
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YIbTaThl ITUX MCCIIEIOBAHUM.

4. Ins opraHu3aluy U MPOBEIEHHs JOKJIMHUYECKOIO MCCIEI0BAHUS JIEKAPCTBEHHOI'O CPEe/ICTBA U
KJIMHUYECKOTO  HUCCIIEI0OBaHMs JIEKapCTBEHHOTO Ipernapara s BETePHUHAPHOIO INPUMEHEHUS
pa3paboTUYMK JIEKAPCTBEHHOI'O CPEJICTBA MOXKET HPHUBJIEKaTh OpraHU3allid, UMEOIIHe HEeOOXOIUMYIO
MaTepHAIbHO-TEXHUUECKYI0 0a3y M KBaTH(PUIMPOBAHHBIX CIICIUAIMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIICIOBAHMSL.

5. KnmHnueckue uccienoBaHMs JIEKAPCTBEHHBIX IPENapaToB Ul BETEPHUHAPHOIO NPUMEHEHUS
IIPOBOJATCS B BETEPUHAPHBIX OpPraHU3alMsgX M B OPraHHU3alUAX, OCYILECTBIAIOIIMX pa3BElIEHUE,
BBIpAIIMBAaHUE U COJEPKAHUE )KUBOTHBIX, B LICIIAX:

1) YCTaHOBJICHHA IICPCHOCUMOCTHU JICKAPCTBCHHBIX IMPCIIAPATOB 3JOPOBBIMU KUBOTHBIMH,

2) mombopa ONTHMAIbHBIX JO3MPOBOK JICKAPCTBEHHBIX IIPEMapaToB M Kypca JICYCHHS Ha
KOHKPETHOM IpyMIie )KUBOTHBIX C ONpeeIEHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHus  Oe3zomacHOCTM U 3((EKTUBHOCTHM  JIGKAPCTBEHHOro  Ipemnapara,
NpPEAHA3HAUYCHHOTO JUISl JICYCHHS OIpENCNICHHBIX 3a00JeBaHUIl JKUBOTHBIX, WIH 3(PPEKTHUBHOCTH
JIEKapCTBEHHOTO penapara Juist IpopHIaKTUKU 3a00JI€BaHUI 3JOPOBBIX KUBOTHBIX;

4) u3ydyeHUs BO3MOXKHOCTEH pAacCIIUpPEHUs MOKa3aHUW K NPUMEHEHUIO 3aperuCTpUPOBAHHOTO
JIEKapCTBEHHOT'O TIpeTapaTa U BHISBICHUS paHee HEU3BECTHBIX MOOOYHBIX JCHCTBHIA.

6. KnuHuueckoe uccienoBaHHe JIEKAPCTBEHHOIO Ipernapara AJisi BETEPUHAPHOTO MPUMEHEHUS
OCYILECTBIISICTCS 33 CYET CPEACTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPEJCTBA.

7. Ot4yeTl O pe3yjibTaTax AOKIHMHHYECKOI'0 HCCICAOBaHUA JICKAPCTBEHHOIO CpEACTBa U
KIIMHUYCCKOIr0O  HUCCIICAOBAHUA  JICKAPCTBCHHOI'O IIp€riaparta I  BCTCPUHAPHOI'O  IMPUMCHCHUSA
COCTaBJIAOTCA paBpa6OT1H/IKOM JICKAPCTBCHHOTO CpCACTBA C YUYCTOM 3aKJII0YCHUN opr aHHSaHHﬁ,
MNPUHHUMABIIMX YUYACTUC B OPraHU3alun U IMPOBCACHHUU 3THUX HCCJICIOBaHUM.
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. KOHTpOJIB 3a IMPOBCACHUEM HOOKIIMHHUYCCKUX HCClIeIOBaHUM JICKAPCTBCHHBIX CPEACTB H
KJIWMHAYECKUX HCCIIeI0BaHUM JICKAPCTBCHHBIX  MpCMapaToB AJId BCTCPUHAPHOI'O TIPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (be;[epanLHHM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

Mnaea 6. OCYLWECTBNEHUE TOCYOAPCTBEHHOW PETMCTPALIUN,
PETMCTPALUUU NEKAPCTBEHHbIX NMPEMAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynsrantllntoc: npumeuanue.

[To 3asBnenusm, moganHbiM g0 01.01.2021, nekapcTBeHHBIE mNpenaparbl IsI MEAUIIMHCKOTO
NPUMEHEHUSI PETUCTPUPYIOTCS B COOTBETCTBHM ¢ TpeOoBaHUAMM, neiicTBoBaBmnMu a0 30.01.2024.
O npuseneHuu B coorBercTBUE ¢ akTaMu EADC Takux u paHee 3aperMCTPUPOBAHHBIX MPENapaToB
cMm. @3 ot 30.01.2024 N 1-P3.

Cratba 13. TlocymapcTBeHHast perucrpauus, perucTpaumsi neKapCTBEHHbIX
npenaparoB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

KoncynbrantlIntoc: npumeyanue.

JlomyckaeTcsi MpUMEHEHHE B MEIUIIMHCKUX IEISAX HE 3apEeTUCTPUPOBAHHBIX B PD jexapcTBEHHBIX
MpernaparoB, COJIEPKAIIUX HAPKOTUYECKHE CPEACTBA WJIM NCUXOTPOMHBIC BEIIECTBA, BBE3CHHBIX B
P® B coorBercTBUU C 4. 3.1 cT. 47 nanHoro gokymenta (m. 8 cr. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoii ®enepauuu JIOMYyCKAlOTCS MNPOU3BOJICTBO, XpaHEHHE, IEPEeBO3Ka, BBO3 B
Poccuiickyro ®@enepaunro, BbiBO3 U3 Poccuiickonn denepauuu, pekiama, OTIYCK, peanu3anus,
nepenaya, IPUMEHEHHUE JIEKAPCTBEHHBIX NPENApaToB, €CJIU OHMU 3apEerMCTPUPOBAHbI YIIOJIHOMOYEHHBIM
(benepanbHBIM OpPraHOM HCIIOJHUTEIBHONH BIACTH B COOTBETCTBHM C HacTosmmM DenepanbHbIM
3aKOHOM JIN0O B COOTBETCTBHUH C AKTAMHM, COCTABIISIONIMMY TipaBo Coro3a.

(B pen. ®enepanbHbIX 3aK0OHOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N _1-D3)

2. 'ocygapCTBEHHOM perucTpaiuu moajiexKar:

1) Bce JexapcTBEHHbIE Mpenaparthl, BIEpPBbIE MOJIekAallle BBOAY B oOparieHue B Poccuiickoit
®denepauny;

2) neKkapCTBEHHBbIE IIpenaparbl, 3aperuCTPUPOBAaHHBIE pPaHEE, HO IPOU3BEACHHBIE B JPYIUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUHU C IEPEUYHEM HAWNMEHOBAHUH JIEKapCTBEHHBIX (POPM, B HOBOM
JIO3UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHNYECKON 3HAYMMOCTH U () PEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MIPENapaToB.
3. locynapcTBeHHasi perucTpaius JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISIETCS MO pe3ylbTaTaM

AKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-D3)

4. l'ocynapcTBeHHast ~ perucTpauus  JIGKQpCTBEHHOrOo  IIpermapaTa  OCYLIECTBIISETCS
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COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (peiepalIbHBIM OpraHOM HCIOJIHHUTEIHHONW BJIAcTU B CPOK, HE
MIPEBBIIAIONINA CTa MIECTUICCATH PAOOUMX ITHEW CO JHS NPUHATHS 3aiBICHHUS O TOCYAapCTBEHHOU
perucTpanuy JIEKapCTBEHHOrO TMperapara Jisi MEIULIUHCKOTO TMPUMEHEHHs, M B CpPOK, HE
MPEBBIMIAIONIMA CTa JBaaIaTH pa0OYuX JHEH CO JHS TPUHATHS 3asIBJICHUS O TOCYJapCTBEHHOU
perucTpanuy JEKApCTBEHHOTO Tpemapara Il BETEPUHAPHOTO TPUMEHEHHsA. B yka3aHHBIM CpOK
BKJIFOYAETCS] BpeMsI, HEOOXOMMOE JIJIsI [IOBTOPHOTO TIPOBEICHUSI DKCIIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA
B COOTBETCTBUM €O cTartbeld 25 Hacrosimero ®eaepanbHoro 3akoHa. CpoK TocyaapCTBEHHOU
pEerucTpalMy JICKapCTBEHHOTO IMpenapara HCYMCIAETCS CO JHS NPHUHITHS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (eicpaTbHBIM OPraHOM HCIIOJIHUTEIHPHON BIACTH COOTBETCTBYIOMIETO 3asIBICHUS O
TOCYJJapCTBEHHOM PETUCTpaIlii  JICKAPCTBEHHOTO IIpemapara ¢ MPUIOKEHHEM HEoOXOIUMBIX
JIOKyMEHTOB TIO JIEHb BBIAYM PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JIKAPCTBEHHOTO Mperaparta. Bpems,
HEOOXOAMMOE ISl HANpaBJICHUS YIOJHOMOYCHHBIM (eJepaibHBIM OPraHOM HCIIOJTHUTEIIBHOW BJIACTH
3ampoca 0 MpeCTaBICHUH HEOOXOJUMBIX MAaTEpUANIOB U MIPE/ICTABICHUS 3asBUTEIEM OTBETa HAa JaHHBIN
3ampoc B COOTBETCTBUU €O cTaThsiMu 16, 19 u 23 Hacrosimero @enepanbHOTO 3aKOHA, HE YUUTHIBACTCS
MIPU UCUYHUCIIEHUH CPOKA TOCYAapCTBEHHOM PEruCcTpallui JIEKApPCTBEHHOIO Mpernapara.

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

5. T'ocynapCTBEHHOW perucTpanuy He MOAJICKAT:

Koncynprantllmoc: npuMeyanue.
C 01.03.2025 B 1. 1 4. 5 ct. 13 BHOCsATCs m3meHeHus (D3 ot 30.12.2021 N 463-D3).

1) nmekapcTBeHHBIC MpernapaThl, M3TOTOBJICHHBIC ANTECYHBIMU OPTAHHU3AIUSIMH, BETECPHUHAPHBIMU
anTeYHbIMHU OPraHU3AUAMH, UHIUBUIYAJIBHBIMA MPEANPUHAMATEIISIMA, KOTOPBIE UMEIOT JIMIICH3UIO Ha
(apmalleBTHUECKYIO AEsTeNbHOCTh, IO pelenTaM Ha JIeKapCTBEHHBbIE IMpemapaTbl U TpeOOBaHUSIM
MEIMIMHCKUX OpraHU3allii, BETEPUHAPHBIX OpraHU3aLN;

2) JeKapCTBEHHBIC NpenapaThl, NPUOOPETEHHbIE (PU3MUECKUMH JIMIIAMH 34 TpeaeiIaMu
Poccuiickoit deneparuy v npeHa3HauYEHHbIE ISl TUYHOTO UCIIOJIb30BaHUS;

3) nekapcTBeHHbIE TIpenaparbl, BBO3UMBIE B Poccuiickyro ®enepanuio s OKa3aHUs
MEIMLUMHCKOM MOMOUIM 1O JKM3HEHHBIM IIOKa3aHUSIM KOHKPETHOI'O MaleéHTa Ha OCHOBAaHUH
paspeleHus, BEIIAHHOTO YIIOTHOMOYEHHBIM (heiepanibHbBIM OPTaHOM HCIIOTHUTEIHLHON BIACTH;

4) nexapcTBEHHbIE CpeACTBa, BBO3UMbIE B Poccuiickyro denepannio Ha OCHOBAaHUU BBIJAHHOIO
YIIOJIHOMOYEHHBIM (peiepaJIbHBIM OpraHOM HCHOJHHUTEIBHOM BIACTH pa3pelieHus U MpeIHa3HaueHHbIE
JUIS TIPOBEACHUS KIMHUYECKHUX HCCIIEOBAaHUM JIEKapCTBEHHBIX IpenapaToB W (WJIM) IMPOBEIEHUs
JKCNEPTU3bl JIEKAPCTBEHHBIX CPEACTB I OCYLIECTBIECHUS TOCYAApCTBEHHOW  pErucTparuu
JIEKapCTBEHHBIX IIPENapaToB;

5) papmaneBTHYECKHE CYOCTaHINH;
6) paauodapMalneBTUYECKHE JIEKApCTBEHHbIE IpEnaparhbl, U3rOTOBICHHbIE HEMOCPEICTBEHHO B
MEJIULIMHCKUX OPTaHU3aIMsIX B MOPSJIKE, YCTAHOBIEHHOM YIIOJHOMOUYEHHBIM (ellepaIbHbBIM OPraHOM

HCIIOJIHUTCILHOMN BJIaCTH,

7) nexapCTBEHHBIE TIPEMapaThl, MPOU3BOIUMBIE JIJIS SKCTIOPTA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynprantllntoc: npumeuanue.
C 01.09.2024 4. 5 ct. 13 mononusiercs . 8 (D3 ot 30.01.2024 N 1-03). Cm. Oyayliyro pelakiui.

Koncynprantllitoc: npumeuanue.
C 01.09.2024 ct. 13 gomonusercs ud. 5.1-5.3 (@3 ot 30.01.2024 N 1-®3). Cm. Oyayuiyro peIakiuio.

6. He nomyckaercs rocyJapCTBEHHAsi perucTpanus:

1) JICKAPCTBCHHLIX IIPCIIApaTOB, OTINYAKOIIUXCA ApYyr OT JOpyra Ka4€CTBCHHBIM COCTABOM
,ZLCI\/’ICTBYIOH_[I/IX BCIICCTB, IOA OANHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM,

2) OJHOTO JIGKAPCTBEHHOTO TperapaTa, MPeJCTaBICHHOT0 HA TOCYAAPCTBEHHYIO PETUCTPALIUIO B
OTHOIICHWU OJIHOTO W TOTO JK€ JepiKaTelis WM BIIAJENblla PETUCTPANMOHHOTO YIOCTOBEPEHUS
JIEKapCTBCHHOT'O Mpernapara B BUAC ABYX W OoJiee JICKAPCTBEHHBIX MPEMApaToB TOJ| Pa3THYHBIMH
TOPTOBBIMH HAUMEHOBAHUSIMH.

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

7. Ilo 3ampocy B DIeKTpoHHOH (opme cyOBekTa oOpalleHHus JEeKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YMOJHOMOYECHHBIM  (peiepaqbHBIM  OpPraHOM  UCHOJHUTEIBHOW  BJACTH,
OCYIIECTBIISIOMIUM TOCYIAPCTBEHHYIO PETHCTPALIUIO JICKAPCTBEHHBIX MTPENapaToB, B YCTAHOBICHHOM UM
HOPSJIKE OCYIIECTBISIETCS HAyYHOE KOHCYJIBTHPOBAHME IO BOIPOCAM, CBSI3aHHBIM C IPOBEJICHHEM
JTOKJIMHUYECKUX MCCIIEIOBAHUN, KIIMHUYECKUX UCCIICIOBAaHUHN JICKAPCTBEHHBIX MPEapaToB, YKCIEPTHU3bI
KadyecTBa JICKAPCTBEHHBIX CPEACTB, dS(PPEeKTHBHOCTH W OE30MaCHOCTH, C  OCYIIECTBICHHEM
rOCyJJapCTBEHHON pEerucTpanuu JEKapCTBEHHBIX MpenaparoB. KOHCYJIbTHUpOBAaHUE OCYIIECTBISIETCS C
npuBiIeYeHHEM (eepanbHbIX TOCYAAPCTBEHHBIX OIOKETHBIX YUYPEKICHHUH, I0JIBEJOMCTBEHHBIX
TaHHOMY (elepallbHOMY OpraHy HCIHOJHUTEIBLHOW BIACTH M HE YYaCTBYIOIIUX B OpraHU3alud
MPOBEACHUS DKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEJCTB B IEJIAX OCYILISCTBICHUS UX
rOCYIapCTBEHHOW PETHUCTPAlMM B COOTBETCTBUM €O cTaThed 16 Hactosmero denepaqbHOro 3aKoHa, B
BHJIC OTBETa B MUCbMEHHOW (hOpME yIOJHOMOUYECHHOTO (eJIepaIbHOTO OpraHa UCIIOTHUTEIIBHONU BIACTH
Ha 3anpoc. Pazmep B3uMaeMol ¢ 3asiBUTEINS IUIATHI ONPEENSIETCS B COOTBETCTBUU C 3aKOHOJATENBCTBOM
Poccwuiickoit ®enepanuu 00 OpraHM3alMy IMPEIOCTABICHUS TOCYAAPCTBEHHBIX M MYHHUIIUIAIBHBIX
yciyr. MapopMarus 00 OCyIIeCTBICHUN HAYYHOTO KOHCYJHTUPOBAHUS, B TOM YHCIIE CTaThbH, 0030PHI,
CIIpaBOYHbIE MaTepHaibl W WHasg HH(OpManusg 00 OCYIIECTBICHHH HAYyYHOTO KOHCYJIHTHPOBAHMS,
pasMmemiaercss Ha OQUIIMAIBLHOM CalTe YHMOJHOMOYEHHOTO (enepaibHOr0 OpraHa HWCIOJHHUTEIbHON
Bractd B cetu "HHTepHer" ¢ CcOOMIOIEHHEM OTpPaHUYCHHM, YCTAHOBJEHHBIX 3aKOHOJATEIHCTBOM O
MEePCOHANBHBIX JaHHBIX, KOMMEPUECKOH U (MJIH) TOCYy1apCTBEHHOM TaifHe.

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

8. T'ocynapcTBeHHass perucrpanusi JEKapCTBEHHBIX IPENapaToB, KOTOPbIE NMpEeAHA3HAYEHbI IS
IIPUMEHEHHsT B YCIOBUSAX BOCHHBIX JEHCTBHM, YPE3BBIYAWHBIX CUTyallMi, MpeayNpexIcHUs
Ype3BbIYANHBIX CUTYyalUi, MPOQUIAKTUKY U JIEYeHUs 3a00JI€BaHUM, NPEACTABIAIOIUX OMACHOCTh IS
OKpY’KaloIIMX, 3a00JIeBaHUM U MOpaXKEHNH, MOTY4YEHHBIX B Pe3yJbTaTe BO3AEHCTBHS HEOIArONpUsATHBIX
XMMHUYECKHX, OMOJIOTMUECKUX, PAJUALMOHHBIX (AaKTOPOB, U KOTOpPbIE pa3paboTaHbl B TOM YHCIE IO
3aJaHuI0 (peepanbHBIX OPraHOB MCIOJHHUTEIBHON BIIACTH, YIOJIHOMOYEHHBIX B 00JACTH OOOpPOHBI
CTpaHbl M O€30MaCHOCTH TOCY/AapCTBa, a TAaKXKe JICKAPCTBEHHBIX CPEJCTB B CiIy4ae UX AC(PEKTypbl WIH
pUCKa BO3HUKHOBEHMs Ne(EeKTypbl B CBSI3U C BBeJAeHHWEM B oOTHolieHuu Poccuiickoit deneparuu
OTPAHUYUTEIIBHBIX MEpP JKOHOMHYECKOIO XapakTepa OCYIIECTBISETCS B IOPSAIKE, YCTaHOBJICHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

[IpaBurenscTBOM Poccuiickon Penepanuu.
(B pen. @enepanbubix 3akoHOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

CraTtba 14. NMpuHUMNbI 3KCNEPTU3bI JIeKAaPCTBEHHbIX CPeACcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 9Kcneansa JICKApCTBCHHBIX CPCACTB OCHOBBLIBACTCA HA IMPUHIUIIAX 3dKOHHOCTH, CO6J'IIOI[GHI/I$I
npaB " CB060)1 YCJIOBCKAa W TpakAaHWHA, IIpaB HOPHIWYCCKOIO JiKId, HC3aBUCUMOCTHU 3SKCIICPTa,
OGBGKTI/IBHOCTI/I, BCCCTOPOHHOCTU H IIOJIHOTHI HCCHeﬂOBaHHﬁ, IMPOBOAMMEBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX I[OCTI/I)KGHI/II\/'I HaYKH W TCXHHUKH, OTBCTCTBCHHOCTH @eﬂepaanoro TroCyaapCTBEHHOI'O
6I021)K6THOFO YUPCKACHUA II0 HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCIACTB M I3KCIICPTOB 3a
IIPOBCACHUEC U KAYECTBO SKCIICPTU3EI.

2. 3KCHepTH3a JICKApCTBCHHBIX NPCIAapaToB I MEAUIHUHCKOI'O IPUMCEHCHU BKIHOYACT B ceobs:

1) skcnepTH3y JOKYMEHTOB, MPEACTABICHHBIX JJIS OINpEJesIeHUs] BO3MOXHOCTH paccMaTpUBaTh
HeKapCTBeHHbe/'I npenapar ajd MCAULIUHCKOIO IMPUMCHCHHA B KauCCTBC op(baHHoro JICKApCTBCHHOT'O
npenapara;

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

2) SKCHepTU3y NPEATI0KEHHBIX METOJO0B KOHTPOJIS KayecTBa JIGKAPCTBEHHOTO CPEACTBA U (WIIN)
Ka4yecTBa MpPEACTaBICHHBIX 00pa3IOB JIEKAPCTBEHHOTO CPEJICTBA C HCIOJIb30BAaHHEM 3THUX METOJIOB
(anee - HKCHEpTH3a KauecTBa JIEKApCTBEHHOTO CPEJ/ICTBA);

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

3) oKcnepTH3y OTHOIIEHHS OXHUAAeMOM IOJIb3bl K BO3MOXKHOMY pPHUCKY TNPUMEHEHUS
JIEKApCTBEHHOTO Mperapara;

4) sKcHepTH3y PErHCTPAIMOHHOTO JIOChE Ha JIGKApPCTBEHHBIM IpenapaTr B LENAX ONpeACICHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MIPENapaToB Il MEJUIIMHCKOTO TPUMEHEHUS.
(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3. DkcrepTr3a JEKapCTBEHHBIX MPENAapaToB IS BETCPUHAPHOTO MPUMEHEHHS BKIIIOYACT B Ce0s
IKCIIEPTH3y KavecTBa JICKAPCTBEHHOT'O CPEICTBA M JKCIEPTU3Y OTHOIICHUS OXHIAeMOH O3Bl K
BO3MOXXHOMY PUCKY IIPUMEHEHUS JICKAPCTBEHHOTO Mperapara.

Ctatba 15. ®depepanbHoe rocyAapCTBeHHOe 6loaXeTHoe yupexneHue no
npoBeAeHUI0 IKCNEepTU3bl NIeKapCTBEHHbIX CPeaACcTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMTCS (penepatbHbIM TOCYAAPCTBEHHBIM OFOIKETHBIM
YUPEXJICHHEM COOTBETCTBYIONIETO YIOIHOMOUYCHHOTO (pe/iepabHOTO OpraHa HCHOJTHUTEIBHON BIIACTH,
CO3JJaHHBIM JJIsl O00ECHEeYeHUsI HWCIIONHEHUS IOJHOMOYHMHA 3TOro (elepasbHOr0 OpraHa Io BbLade
paspelieHnii Ha MPOBEJICHHE KIMHUYECKUX HCCIIEAOBAaHUHN JIEKapCTBEHHBIX MpenaparoB W (WIH) IO
TOCYJapCTBEHHON perucTpauu (perucTpalyy) JIEKapCTBEHHBIX IpenapaToB (Aajee - HKCHEepTHOE
YUPEXKJIEHUE).

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

Koncynprantlntoc: npumedanue.
[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs TOC. YCIYT IpU
0o0OpalIeHny JIEKAPCTBEHHBIX CPEICTB: JUIS MEAWIUHCKOTO TPUMEHEHHUs] TOCPEICTBOM €IUHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CUCTEeMBbI U (WJIK) enuHoro noprtana, opuMensored ¢ 01.01.2025; nis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €IMHOTr0 noprana, npuMenstores ¢ 01.01.2026.

Cratba 16. OpraHusauumsa npoBeAeHUNA IKCNEPTU3bI NIeKapCTBEHHbIX CPeAcTB
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DxkcnepTusza JE€KapCTBEHHBIX CPEACTB MNPOBOAUTCS KOMHUCCHEW SKCHEPTOB 3SKCHEPTHOIO
YUPEXKJEHUS, HA3HAUEHHON €ro PyKOBOAMTEIEM, HA OCHOBAaHUU 3a/laHUs HAa IPOBEIEHHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEICTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM HCIIOJHUTEIHHON
BJIAaCTH. PyKOBOAMTEh AKCIEPTHOTO YUPEKACHUS 00ECIIeUnBAET HaJUIeXkKalllee MPOBEIEHUE IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBMM C 3aJJaHHEM, BbIJAHHBIM YIOJHOMOYEHHBIM (heepasbHbIM
OpraHOM MCHOJIHUTEIBHON BIACTH, U OPTaHU3YET MOArOTOBKY CBOJHOTO 3aKJIFOYEHHUS 3TOW KOMHCCHH.
B cocraB »TOM KOMHCCHMM TIO PELICHUIO PYKOBOJIUTENSI HKCIEPTHOTO YUPEKACHHUS MOTYT OBITh
BKJIFOYEHBI B KaU€CTBE SKCIIEPTOB JIUIIA, HE paboTarole B JaHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX
CrelUaNbHbIe 3HAHUSI HEOOXOAMMBI JIsi TPOBEACHHS SKCHEPTH3bl M TAaKUE KCIEPThl OTCYTCTBYIOT B
JTAHHOM DKCIEPTHOM YUPEKACHUU.

2. DKCHepToM IO TPOBEICHUIO IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB SBIISIETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUpEKIEHUS, KOTOpBIM HMEeT BhbICIIEEe METUIMHCKOE, (apMaleBTUYECKOe,
OHoJI0THYecKoe, BETepUHAPHOE WM XUMHYECKOe 00pa30BaHKe U MPOBOIUT SKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (J1aee - IKCIepT).

3. Ilpu mpoBeaeHMM SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCIEPT HE MOYKET HAXOAMUTHCS B
KaKOH-1n00 3aBUCHMOCTH OT JIMIA, HA3HAUUBILETO 3Ty 3KCHEPTH3Y, pa3pabOT4MKa JEKapCTBEHHOT'O
CPEJCTBA WK APYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX IKCIEPTHU3BI JIHII.

4. Tlpu npoBedeHHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JOMYyCKaeTcsi HCTpeOOoBaHUE
AKCIIEPTOM Yy 3asBUTEINS JTUOO MHBIX JIUIl MaTEPHUAIOB, HEOOXOIUMBIX Ui MPOBEIEHUS HKCIEpTU3sl. B
Clly4ae HEJIOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTYy MATEpUajOB B JIMYHBIA KaOWHET 3asiBUTENs B
€IMHON TOCYIapCTBEHHON HH(OpPMAIMOHHOW cucTeMe B cdepe 3apaBoOXpaHEHHs (fajiee - eauHas
CHUCTEMa) OHKCIEPTHBIM YUpEXKJACHHUEM HaIpaBiseTcs 3ampoc O TMPEACTABICHUH HEOOXOIUMBIX
MaTepHuasoB, MOAMUCAHHBIN PYKOBOAHUTENEM (YIIOJTHOMOUYEHHBIM JIUIIOM) YKCIEPTHOTO YUPEKICHUS C
WCIIOJI30BaHUEM YCHUIICHHOM KBaTU(UIIMPOBAHHOM 3JIEKTPOHHOM TOIITHCH.

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

4.1. 3asBuTenp 00s3aH HANpPaBUTh B JIMYHBIN KaOMHET HKCHEPTHOIO YUPEKICHUS B €IUHOU
cHCTEeME TOJNMHMCAHHBIA YCUJICHHOM KBaMM(UIMPOBAHHON >JEKTPOHHON MOJMHMCHIO OTBET Ha 3ampoc
9KCIIEPTHOTO YUPEKJEHUS B CPOK, HE MPEBBIMIAIOIMNN AeBSIHOCTA pabOuMX JHEW CO JIHS MOJyYEHUs
JKCIIEPTHBIM YUYPEKICHUEM IEKTPOHHOI'O YBEAOMIICHHUS O IOJIyYEHUH 3asBUTENIEM 3arpoca. Bpems co
JIHSI HAIIPaBJIEHUs SKCIIEPTHBIM YUPEKICHUEM B JIMUHBIA KaOMHET 3asBUTENS B €JUHOIN CUCTEMeE 3alpoca
O IPEACTaBICHNUH JIOTIOJIHUTENIbHBIX MAaTepHANIOB JI0 JIHS HAINPaBJICHUs 3asBUTEJIEM B JIMUHBIA KaOWHET
9KCIIEPTHOTIO YUPEXKACHUS B €JUHON CHCTEME OTBETa Ha 3alpoC HE YUUTHIBAECTCA IPU HCUUCICHUU
CPOKa MPOBEJIECHU SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPELCTBA.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. Ecnu 3asgBuTeleM B cOOTBETCTBHM ¢ 4dacThio 1.1 cratem 30 wiam 4gacTeio 2 crartbu 34
Hacrosero denepanbHOro 3aKOHA MPEACTABICHA KOMHS PEIICHUs YIOJTHOMOYEHHOTO (eaepaabHOTo
opraHa WCIOJIHUTEILHONH BJIACTH O TMPOBEACHUHM (apMaIleBTUYECKON WHCIEKIIMH TIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHsS Ha COOTBETCTBHE TPEeOOBAHUSAM IPaBUI
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HaJUIeXKaleld MpPOU3BOJACTBEHHONW NpaKTHKH EBpa3uiickOro SKOHOMHYECKOTO COI03a, HIKCIEPTy [0
oopMieHHsT pe3yNbTaTOB AKCIEPTHU3HI JIEKAPCTBEHHOI'O CPEACTBA MPEACTABIACTCS KOMUS 3aKIIOUCHHS
O COOTBETCTBHHM NPOHM3BOJIUTENS JICKAPCTBCHHBIX CPEACTB TpPeOOBaHMUSAM TMpPaBHII HaJUIEKAIICH
MIPOU3BOJICTBEHHOH NMPAKTHKH, BEIIAHHOTO YITOJTHOMOUYEHHBIM (e/lepaIbHBIM OPTraHOM HCITOTHUTEIHHON
BJIACTH, WM KOMHUS cepTH(UKAaTa COOTBETCTBHS IPOW3BOAUTENS JIGKAPCTBEHHBIX CPEJICTB IS
MEIUIMHCKOTO IPUMEHEHHUs] TpeOOBaHWSIM TMPAaBWI HAJICKAIIEH MPONU3BOJCTBEHHONW MPAKTHKH
EBpa3uiickoro 5KOHOMHU4ECKOTro COI03a.

(uactb 4.2 B pen. denepanphoro 3akoHa ot 30.01.2024 N 1-D3)

4.3. 3asBuTenp 00s3aH HANPABUTh B JIMYHBI KaOMHET HSKCHEPTHOTO YUPEKICHUS B E€IUHOU
CHCTEME KOIMIO 3aKJIIOUEHUS MM KOMHUIO cepTH(]HKaTa, yKa3aHHBIX B 4acTh 4.2 HACTOSIICH CTaThH, B
CpPOK, HE TPEBHIMIAIOMNANA CTa BOCBMHUICCATH paboumx JHEH CO IHS TMOJYyYEHHS OSKCIIEPTHBIM
YUPEKAECHUEM DJIEKTPOHHOTO YBEJOMJIEHHS O IMOJIYYECHUU 3asBUTENIEM HNOJIMCAHHOTO PYKOBOAUTENIEM
(YNOJTHOMOYEHHBIM  JIMIIOM)  3KCIEPTHOTO  YYPEXKJEHHs C  MCIOJb30BAaHMEM  YCHUJIEHHOM
KBaJIM(HUIIMPOBAHHON 3JIEKTPOHHOM IMOJIMUCH 3ampoca O MPeJoCTaBIeHUN JOKyMeHTa. Bpems co mHs
HaNpaBJICHUS SKCIEPTHBIM YUPEKACHUEM 3alipoca B JIMYHBINA KaOMHET 3asBUTENS B €AMHOM CHCTEME JI0
TTHSI HATIPaBIJICHUS 3asBUTENIEM B JIMYHBIH KaOMHET AKCIIEPTHOTO YUPEKACHUS B €IMHON CUCTEME KOIIUHU
3aKITIOYCHUS WM KOTIHMU CEPTU(HKATA, YKa3aHHBIX B YaCTH 4.2 HACTOSIIEH CTaThH, HE YIUTHIBACTCS TIPU
VICUHCIIEHUH CPOKA IIPOBE/IECHUS IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

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

5. DkcnepT TpU TPOBEJACHUH TOPYYEHHOH €My PYKOBOJIHUTEIEM OJKCIIEPTHOTO YUPEKICHHS
IKCIICPTH3BI JICKAPCTBEHHOTO CPEACTBA 00sI3aH:

1) mpoBecTH TIOJIHOE WCCIEAOBAHUE IMIPEJACTABICHHBIX €My OOBEKTOB, MaTepHajoB, aTh
000CHOBaHHOE W OOBEKTUBHOE 3aKJIIOYCHHE TI0 TIOCTABJICHHBIM TIEpPEel HHUM BOIPOCAM  HWIIH
MOTHBHPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTH MPOBEIACHHS MM JKCHEPTU3bl JIEKAPCTBEHHOI'O
CPEICTBA, €CIHM TOCTaBJIEHHBIE BOIPOCHI BBIXOAST 3a MpeAeNibl CHEelHalbHBIX 3HAHWM JKCIepTa,
O00BEKTHI UCCIIEIOBAHUI U MaTepUAIbl HEIPUTOIHBI MITH HEJOCTATOUHBI JIJISl IPOBEACHUS UCCIIeIOBAHUMN
W Ja49d 3aKII0YCHHUS JIMOO COBPEMEHHBI YpOBEHb pPAa3BUTHS HAyKH HE TIO3BOJISIET OTBETHTH Ha
MOCTaBJICHHBIE BOMPOCHI,

2) He pasriamaTh CBEJIEHUS, KOTOPbIE CTAaJl €My M3BECTHBI B CBSI3U C MPOBEACHUEM HKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA, a TAKXKE CBEICHUS, COCTABIISIONIUE IOCYJapCTBEHHYIO, KOMMEPYECKYIO MU
HHYIO OXPaHsAEMYIO 3aKOHOM TaiiHy;

3) obecrieunTh COXpaHHOCTD MPECTABICHHBIX OOBEKTOB HCCIIEIOBAHUN I MAaTEpHAIIOB.

6. DKCIepT HE BIpaBe:

1) mpoBOAUTH PKCHEPTHU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPALCHUIO HEMOCPEACTBEHHO K HEMY
OpraHu3alui WM GU3NYECKUX JIMIL;

2) CaMOCTOATEIBHO COGI/IpaTB Mar€puajabl A ITPOBCACHUA OKCIICPTU3BI JICKAPCTBCHHOI'O
CpeaAcCTBa,

3) MMPOBOAUTD SKCICPTUIY JICKAPCTBCHHOI'O CPCACTBA B KAUCCTBC HCI'OCYAAPCTBCHHOT'O 3KCIICPTA.

7. B cnyuae HEOOXOIMMOCTH OJKCIEPT BIIPaBe XOAaTailCTBOBAaTh IE€pPe] PYyKOBOIUTEIEM
9KCIIEPTHOTO YUYPEXKACHUS O NPUBJICUEHUM K MPOBEICHHUIO SKCIEPTH3bl JIEKAPCTBEHHOTO CPENCTBa
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JPYTUX SKCIEPTOB.

8. Kaxplil 3KcepT, BXOASIIUN B COCTaB KOMUCCUH 3KCIIEPTOB, KOTOPOI MOPYYEHO NPOBEIACHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITEIIBHO MPOBOJIUT HCCIEAOBAHUSA,
OLICHHMBAET pe3yJbTAThl, MOJYyYEHHbIE UM JIMYHO U JPYTMMM JKCIEpTaMu, U (OPMYJIUPYET BHIBOJbI
OTHOCHTEJILHO MOCTABJIEHHBIX BOIPOCOB B MpeiesiaX CBOMX CHEIUAIbHBIX 3HAHUH.

9. Pe3ynbTaThl KCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBAa O(GOPMIIAIOTCS 3aKIIOYEHHEM KOMMCCUU
9KCHEepTOB. B 3aKiIrOueHMM KOMHCCHM 3KCIEPTOB YKa3bIBAIOTCS MEPEUYEeHb HCCIIEIOBaHUM, 00beM
MPOBEACHHBIX KaXJbIM SKCIIEPTOM MCCIECIOBAHNMN, YCTAaHOBJCHHBIE KaXKIBIM U3 HUX (aKTHl U
CIEJaHHBIE B PpE3yJIbTaTe MCCICJOBAHUN BBIBOABI. OJKCIEPT, MHEHHME KOTOPOIO HE COBIALACT C
pelIeHreM KOMHUCCHHM 3KCIEpPTOB, BIPAaBE BBIPA3UTh CBOE MHEHHE B NMUCbMEHHOW (hopme, KOTopoe
MIPHOOIIAETCS K 3aKIFOUYEHUI0 KOMUCCHH YKCIIEPTOB.

10. :‘)KCHepTI)I, BXOOAIIUME B COCTaB KOMHCCHUH, IMMPEAYHPCKIAIOTCA 00 OTBETCTBEHHOCTH B
COOTBETCTBUH C 3aKOHOJATEIhCTBOM Poccuiickom q)ez[epam/m 3a Javy 3aKJI04YCHUs, COACPIKAIICTO
HEOOOCHOBAHHBIC WITH (I)aHLCI/I(I)I/ILII/IpOBaHHBIG BBIBOJIbI, O YCM OHHU OAKOT MOAIIUCKY.

11. Onpenenenuie ypoBHs NMpodecCHOHATBHON MOATOTOBKH YKCIEPTOB M aTTECTAIlMs X HA TPaBO
MIPOBEJICHUS IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS YKCIIEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (efepaabHbIM
OpPraHOM WCIIOJIHUTEIBHON BIACTH. YPOBEHb NPOPECCHOHATHHON MOATOTOBKH 3KCIIEPTOB IOMJICIKUT
MEPECMOTPY YKa3aHHBIMUA KOMHCCHUSIMH HE PEXKE YeM OJIUH pa3 B AT JICT.

12. IlpaBuna mpoBeJeHUs SKCIEPTU3bI JIGKAPCTBEHHBIX CPEICTB M OCOOECHHOCTH 3KCIEPTU3bI
OTICNBHBIX BUAOB JICKAPCTBEHHBIX MpemnapatoB (pedepeHTHBIX JIEKAPCTBEHHBIX IPENaparos,
BOCTIPOM3BE/ICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJOTHYECKUX JIEKAPCTBEHHBIX IIPETaparos,
O0MOaHaANOroBbIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpernapaTtoB (OMOaHAJIOroB), TOMEONATHYECKUX
JIEKapCTBEHHbIX  IPENapaTtoB,  JIGKAPCTBEHHBIX  PACTUTENbHBIX  IIpPENnaparoB,  KOMOMHALUI
JIEKapCTBEHHBIX IpenapaToB), (OpMbI 3aKIIOYEHUH KOMUCCHUM HKCHEPTOB  yCTAHABJIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (heZiepalibHbIM OPTaHOM HCTIOJHUTENIbHON BIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.

Ho 31.12.2024 nns mpenapatoB, MNpoW3BEeACHHBIX B P® B 1emsax HMIOpPTO3aMenieHus,
YCTAHABIIMBACTCS PEXKUM YCKOPEHHOM TMPOIEAYpbl TOCPETHCTPAllMd B  COOTBETCTBHH C
IHocranoBnenueM IIpaBurensctBa PD ot 12.03.2022 N 353.

Cratba 17. Nopaya n paccmoTpeHue 3asiBIeHUS1 O rOCyAapCTBEHHOW perncrpauum
nekapcTBeHHOro npenapara Ans BeTepuHapHoOro NpMMeHeHus
(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

KoncynbrantlIntoc: nmpumeyanue.

[Tonosxxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-D3), kacaroiuecs IpeJoCTaBICHUS TOC. YCIYT MPU
OOpalleHUn JIeKapCTBEHHBIX CPEJICTB MAJIS BETEPUHAPHOTO NPUMEHEHUS HOCPEICTBOM E€IMHOTO
noprana, npuMeHnsaTed ¢ 01.01.2026.

1. Jnsg rocynapCTBEHHOW pEruCTpaluy JIEKApCTBEHHOrO IIpernapaTta [Jjisi BETEpUHAPHOIO
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NPUMEHEHHs pa3padOTYMK TaKOTO JIEKAPCTBEHHOI'O Ipernapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOe JIUIO (Jjajiee B HACTOSIIEH CTaThe - 3asBUTEINb) HANPABISIET OCPEICTBOM (eepaabHOI
rOCyJapCTBEHHON MH(POPMAMOHHOM cucTeMbl "EnHBINA MOpTan rocyAapCTBEHHBIX U MyHHIIUTAIBHBIX
yenyr  (byHKnmi)" (mamee - enWHBIA MOpTaN) B YIOJIHOMOYEHHBIH — (elnepanbHbIi  OpraH
UCTIOJIHUTEJIBHOW BJIACTH 3asBJICHHE O FOCYIapCTBEHHON PErMCTpaIMM JIEKAPCTBEHHOTO MpernapaTa Jjs
BETEPUHAPHOTO MIPUMEHEHMS], TOIUCAHHOE YCUJICHHON KBANU(DUIUPOBAHHOM 3JIEKTPOHHOM MOAIUCHIO,
a TaKXKe TOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCSl PETUCTPALIMOHHOE JOChE Ha JIEKapCTBEHHBIN MpenapaT
JUIsl BETEPUHAPHOTO IPUMEHEHUS.

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

2. B 3asgBieHMH 0 rocyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOI O IIpenapara Jiisi BETEpUHAPHOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HammeHOBaHME U aJpec 3asBUTENs, pa3paboTyMKa U MPOU3ZBOJIUTEINA JIEKAPCTBEHHOT'O
mpemapata i BETEPUHAPHOTO TPUMEHEHUS U agpec MecTa OCYIIECTBICHUS TPOU3BOJCTBA
JIEKApCTBEHHOr'0 TMpernapaTta i BETEPUHAPHOrO MpPUMEHEHUsd (B Cilyyae HaJIU4YUsl HECKOJIbKHX
Y4aCTHUKOB TIpOIlecca MPOU3BOJICTBA HEOOXOAMMO yKa3aTh KaXI0T0 U3 HUX);

2) HaMMEHOBaHHUE JIEKAPCTBEHHOTO Tperapara Jjisi BETepUHAPHOTO IPUMEHEHUs (MEXKIyHApOIHOE
HETMAaTeHTOBAHHOE, W TPYIIUPOBOYHOE, WIH XUMUUECKOE U TOPTOBOC HAMMEHOBAHUS );

3) IEPCUCHDb HCﬁCTBymmnX " BCIIOMOI'aTCJIbHBIX BEIICCTB, BXOAAIINX B COCTaB JICKAPCTBEHHOI'O
npenapara il BETCPUHAPHOI'O MIPUMEHCHU S, C YKa3aHUEM KOJIMYUCCTBA KAKAOT'O U3 HUX;

4) JICKApCTBCHHAA (bopMa, AO3UPOBKa, CIIOCOOBI BBCACHHUA U IIPUMCHCHUA, CPOK T'OJHOCTH
JICKApCTBCHHOTO IIplriapaTa JJIs1 BETCPUHAPHOTI'O IIPUMCHCHUS

5) papmakoTreparneBTHUECKas TPyIIIa;

6) HEOOXOAUMOCTh MPUMEHEHHSI YCKOPEHHOW MPOLEAYPbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB B
LEJSIX TOCYIapCTBEHHOM PErUCTpaluy JIEKapCTBEHHOTO IIpenapara;

7) KOIIMU JOKYMCHTOB, IOATBCPIKAAOIIHNX YIUIATY FOCy,IL&pCTBCHHOﬁ IIOIIIMHBI:

a) 3a MPOBEJICHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBA M SKCIIEPTU3bI OTHOLICHHUS
OKMJIa€MOM TI0JIb3bl K BO3MOKHOMY pHCKY IPUMEHEHHs JICKapCTBEHHOIO IIpenapara Juis
BETEPHUHAPHOTO IPUMEHEHUS IIPU €70 TOCYAAPCTBEHHON PETUCTPALINH;

0) 3a BbIJauy PErHCTPAIIMOHHOTO YIOCTOBEPCHNUS JICKAPCTBEHHOT'O MperapaTa;

8) Haimume coriacus, NMPEAyCMOTPEHHOIO YacThbi0 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanyy peepeHTHOrO JICKApCTBEHHOTO Ipenapara JUlsi BETEPHHAPHOTO NPHMEHEHUS IPOIILIO
MeHee YeM IIECTh JIeT.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpannoHHoe 1OChe B IEJSX SKCIEPTU3HI JIEKAPCTBEHHOTO MpernapaTa il BETEPHHAPHOTO
MpUMEHEHHS (HOPMHPYETCS U3 CIACAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUA O HaTC MNPEAOCTABIICHUA U PETUCTPAIMOHHOM HOMEPE JIMOCH3UKU Ha MPOU3BOLACTBO
JICKApCTBCHHBIX CpPCACTB, HpeI[OCTaBHeHHOﬁ MPOU3BOAUTCIIIO PECTUCTPUPYEMOI'0 JICKAPCTBCHHOT'O
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npernapara JUisi BETepUHApPHOTO PUMEHEHHMS, AJIs1 POCCUHCKUX POU3BOIUTENCH;
(B pen. ®enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) cBeAeHHS O JaTe MPEIOCTABICHUS M PETUCTPANMOHHOM HOMEpPE JHMIICH3UH Ha MPOM3BOICTBO
JIEKapCTBCHHBIX CPEACTB, MPEIAOCTABICHHON TPOU3BOAMTENIO (DapMaIleBTHUECKOH CyOCTaHITHH,
BXOJIAIICH B COCTaB PErHCTPUPYEMOTrO JCKApCTBEHHOTO IMpernaparta JUisli BETCPHHAPHOTO MPHUMECHEHUS,
JUISl POCCUMCKUX MPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aK0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1) xomusi AOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPTraHOM CTPAHBI MPOW3BOAUTENS s
KOKIOW TPOU3BOJCTBEHHOW IUIOMAJAKH  PETUCTPUPYEMOrO  JIEKAPCTBEHHOTO  Mpemapara s
BETEPUHAPHOTO TMPUMEHECHHUS W TIOATBEPIKIAIOIIETO COOTBETCTBUE IMPOM3BOJUTENS JICKAPCTBEHHOTO
mperapata TpeOOBAaHMSAM MPABWI HAJUICKAIICH IPOU3BOJCTBEHHOW IPAKTUKHA, W €ro TepeBOj Ha
PYCCKHUH SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM TOPSIJIKE, a TAK)KE KOIHS 3aKIFOUEHHS] O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPABWIJI HAJJIEKAIICH MPOU3BOJICTBEHHOMN
MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (peepalbHBIM OpPraHOM HCIOTHUTEIBHOW BIACTH IS
KOKIOW TPOU3BOJCTBEHHOW IUIOMAJAKH  PETUCTPUPYEMOrO JIEKAPCTBEHHOTO Mpemapara s
BETEPUHAPHOTO MPUMEHEHHUS, JINOO KOS PEIICHUS O MPOBEICHUU WHCIICKTUPOBAHUS TIPOU3BOIUTEIS
JICKAPCTBCHHBIX CPEJCTB, MPUHATOTO YITOJIHOMOYEHHBIM (DelepallbHbIM OPTaHOM HCTIOTHUTEIHLHOM
BJIACTH JIJISl K&KAON MPOU3BOACTBEHHOW TUIOMIAJKH PETUCTPHUPYEMOTO JICKAPCTBEHHOTO Iperapara Jis
BETEPUHAPHOTO MPUMEHEHHs. YKa3aHHbIe JOKYMEHTHI MPEACTaBISIOTCS B ClIy4ae, eCli MPOU3BOACTBO
JIEKapCTBEHHOT'O TIperapaTa OCyIeCTBIsIeTcs 3a npenenamu Poccuiickoit denepanuu;

(. 2.1 BBenen ®enepanbubiM 3akoHoM OT 04.06.2018 N 140-D3)

2.2) xomusi [JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOIUTENS
¢dapmanieBTHUECKON ~ CcyOCTaHIIMM W TOATBEPXKJAIOIIETO  COOTBETCTBUE  MPOM3BOAMUTENS
(dapmaiieBTHUECKON CyOCTaHIIMM, BXOJALIEH B COCTaB PErMCTPUPYEMOro JIEKapCTBEHHOIO Ipernapara
JUIS. BETEPUHAPHOTO MPUMEHEHUs, TPeOOBaHUSAM MpaBUII HaAJIEXKallel MPOU3BOICTBEHHON MPAKTUKH, U
€ro MepeBOJl Ha PYCCKUM SI3bIK, 3aBEPEHHBIE B YCTAaHOBJIEHHOM IOPSJKE, B CIydae, €CJIM MPOU3BOACTBO
(hapmareBTHUECKOM CyOCTaHIIMM OCYIIECTBIsIETCS 3a mpeenamu Poccuiickoit denepanum;

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

3) mpoeKT HOPMATHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM IMpemapaT il BETEPUHAPHOTO
IIPUMEHEHUS;

4) NOKyMEHT, COoAepKalluii cleayrolyo HH(popMaluo o ¢dapMaleBTUYECKONH CyOCTaHIIMM WIIH
(bapMareBTHYECKUX CyOCTaHLUAX, BXOJAIINX B COCTAB JIEKAPCTBEHHOTO Mpernapara i BETepUHAPHOTO
IIPUMEHEHUS:

a) HauMeHOBaHWE (apMaleBTUIECKONH CYOCTaHIIMHM, €€ CTPyKTypa, oOmime cBoiicTBa (mpu
FOCY}IapCTBeHHOfI perucTpanvn HMMYHO6HOHOFquCKHX JICKApCTBCHHBIX npemnapaToB JJIA
BETEPHHAPHOTO MPUMEHEHHS IPECTaBISIOTCS CBEACHUS O IITaMMe, BKIIOYas €ro HauMEHOBAaHUE,
UH(OPMAIIHIO O IPOUCXOKACHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX M MECTE ICTIOHMPOBAHHS);

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

0) HaMMEHOBAHUE U a/IpeC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHMEM CTAJWKM MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusX MPOU3BOJICTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

r) uHpoOpManmus O TnpuMecsX (HE TpEACTaBIsIeTCs TNPU TOCYAAPCTBEHHOW pPETUCTpAIUU
UMMYHOOMOJOTHYECKHUX JIEKAPCTBEHHBIX MIPEMapaToB /IS BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®enepanbuoro 3akona ot 02.08.2019 N 297-D3)

n) cnenmdukamus Ha  (papManeBTHYECKYr0 CcyOcTaHmuwio (HE TpPEICTaBIsIeTCS — TpU
rOoCy/1IapCTBEHHOW  pErucTpallid  HMMMYHOOHOJIOTUYECKHX  JICKapCTBEHHBIX  NpernaparoB s
BETEPUHAPHOTO MPUMEHEHHUS );

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

e) OIMMMCAHUC MCTOAHUK KOHTPOJIA Ka4CCTBA,

) pe3ynbTaThl aHanM3a cepuil (papmaneBTHUECKOH CyOCTaHIMHM (HE NPEACTaBISAIOTCS HpU
TOCYJapCTBEHHON  pErHCcTpalud  HWMMYHOOWOJIOTMYECKHMX  JIGKAPCTBEHHBIX  MpPENapaToB s
BETEPUHAPHOTO MTPUMEHECHHS);

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

3) NEpCUCHb CTAHAAPTHBIX 06pa3u0B WJIN BEUICCTB, UCIIOJIb3YyCMBIX IMTPU OCYHICCTBICHUN KOHTPOJIA
KadeCTBa,

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHble O CTaOWJIBHOCTH (HE TMPEACTaBISAIOTCA TMPU TOCYNAPCTBEHHOM pPETrUCTpaluu
MMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MIPETapaToB /ISl BETEPUHAPHOTO IPUMEHEHMS);
(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

J'I) CPOK I'OAHOCTH, YCIIOBUA XPAHCHUS;

Koncynprantllntoc: npumeuanue.

[Ipy yCKOpPEHHOW TMpolEeaype pPEerucTpaluyd BOCIPOU3BEICHHOTO Iperapara JOIMyCKaeTcs
HETIPE/ICTABICHUE ONMMCAHUS METOJNOB M WX JOKYMEHTAJIBHOTO IMOATBEPXKICHHUS, TIPH MHCHMEHHOM
00513aTEIbCTBE WX TPEACTaBUTh B TeueHWe 12 wmecsimeB co s peructpanuu (IlocTaHoBieHne
[IpaBurensctBa PO ot 12.03.2022 N 353).

5) oTtuer o pe3ynpTaTax AOKIMHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO CpPEACTBA JUIs
BCTCPHUHAPHOI'O NIPUMCHCHUA, BKJ'IIO‘-IaIOHII/Iﬁ OIMMCAHUEC METOAOB OMNPCACICHHUA OCTATOYHBIX KOJNYCCTB
JEUCTBYIOIIETO BellecTBA (ICHCTBYIOMIMX BELIECTB), NOCTHTAIONIETO (ZOCTUTAIOMINX) CHCTEMHOTO
KpPOBOTOKA, B MPOAYKLHUH HBOTHOTO MPOUCXOXKICHHS IOCIE MPUMEHEHHUS TAaKOTO JIEKapCTBEHHOTO
CpCACTBA, a TAKKC JOKYMCHTAJIIbHOC MTOATBCPIKICHUC (BaHI/I,Z[aLII/IH) YKa3aHHbIX MCTOHOOB;

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

6) OTUCT O Ppe3yjbTaTaX KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara A
BCTCPHUHAPHOI'O TMPUMCHCHHA Yy KaXIOro BHJAAa KHWBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUH 11O

BETEPUHAPHOMY IPUMEHEHHUIO;

7) TPOeKT MHCTPYKUUH IO BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara,
coJieprKallel CIenyoUIe CBEICHU:

a) HaMMEHOBAHHE JICKAPCTBEHHOTO Ipernapara sl BETepUHAPHOTO MPUMEHEHUs (MEXKIyHApOIHOE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HEMIAaTCHTOBAHHOC, WX I'PYIIIIMPOBOYHOC, NI XUMHYCECKOC U TOPTOBOC HaI/IMCHOBaHI/Iﬂ);

6) JICKApCTBCHHAsA (bopMa C YKa3aHUCM HAaUMEHOBAaHUM UM KOJHMYECTBEHHOIO COCTaBa
HGﬁCTByEH.[HX BC€IICCTB N KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB,

B) OINKMCAaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO MIpernapaTa Jijisl BeTepUHAPHOI0 NPUMEHEHUS;

r) (QapmakoTepaneBTHYEeCKas Tpynma JIGKQpCTBEHHOTO TMperapata s BETEPUHAPHOTO
MPUMEHEHHUS WIHM YKa3aHue "TOMeOonaTHYeCKUil JIeKapCTBEHHbIN pemnapar';

n) ¢dapmakonuHamMuka W (apMakOKMHETHMKa (32  HCKIIOYeHHeM  (papMaKOKWHETUKU
TOMEOIATHYECKUX JICKAPCTBEHHBIX MPENapaToB M PaCTUTENIbHBIX JIEKAPCTBEHHBIX IPENapaToB) HIU
OIMCaHNe UMMYHOOHOJIOTMYECKIX CBOUCTB JIEKAPCTBEHHOI'O Ipenapara;

€) MOKa3aHusl [T NPUMEHECHHUS;

) IPOTUBOTIOKA3aHUS JIJIsl IPUMEHEHMUS,

3) MepbI MPEAOCTOPOKHOCTH MPH PUMEHEHHH;

I/I) YKa3aHue€ BO3MOKHOCTH U 0COOEHHOCTEN MPUMCHCHUA Yy 6epeMeHHHX JKUBOTHBIX, Y JKUBOTHBIX
B IICPUOJ JIAKTAllUH, ¥ TIOTOMCTBA )KUBOTHBIX;

K) PEXUM J03MPOBaHUS, CIIOCOO BBEJACHHUS M MPUMEHEHHUS, IPU HEOOXOIMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOTO IIpernapara il BETepUHAPHOTO IPUMEHEHUS, IPOJOJIKUTENBHOCTD JICUEHUS;

J'I) BO3MOJKHEIE ITOOOYHBIE }IeﬁCTBI/IH, HCXKECJIATCIbHBIC PEAKIHUU TP ITPUMCHCHUH JICKAPCTBECHHOI'O
npenapara 1y BETCPpUHAPHOI'0 IPUMCHCHUS

M) CUMITOMBI IIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO MOMOIIHU TPH MEePEeI03UPOBKE;
H) B3aUMOJICHCTBHUE C IPYTUMHU JIEKAPCTBEHHBIMU IpeNapaTaMy U (WJIN) KOpMaMu;
0) ¢opMBI BBITyCKa JEKApCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHHUS,;

1) ykasaHue (Ipu HEOOXOIMMOCTH) OCOOEHHOCTEH NEHCTBUS JIEKQpCTBEHHOrO Ipemnapara Ajs
BETEpUHAPHOI'0 IIPUMEHEHUS IIPU IIEPBOM IIPUEME WIIH IIPU €r0 OTMEHE;

p) omucanue (IpH HEOOXOIMMOCTH) ACHCTBUH CIICIMAINCTA B 00JACTH BETEPUHAPHH, BIIaJICNIbIa
’KMBOTHOTO TIPH TIPOIYCKE IpHeMa OIHOW MM HECKOJNBKMX J103 JIEKapCTBEHHOTO IperapaTa s
BETEPUHAPHOTO IPUMEHEHHUS;

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

C) CPOK TOAHOCTH W YKAa3aHUC Ha 3apeT IMNPUMCEHCHUA JICKAPCTBCHHOI'O IIpf€riapara ajid
BETCPHUHAPHOT'O MPUMEHECHUA 110 UCTCUCHUH CPOKA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue Ha HCO6XO)II/IMOCTL XpaHCHUA JICKAPCTBCHHOI'O Ipflapara s BETCPHUHAPHOI'O
MNPUMCHCHUA B MECTAaX, HCAOCTYIIHBIX IJISA ,Z[eTeﬁ;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

¢) ykazanue (Ipu HEOOXOAMMOCTH) CIIELHUAIBHBIX MEp MPEAOCTOPOKHOCTU MPU YHUUYTOXKEHUHU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENApaToB AJIs BETEPUHAPHOTO IPUMEHEHNS;

X) CPOKHM BO3MOYKHOT'O HCIIOJIb30BAHUS MPOTYKIMH KUBOTHOTO IPOUCXOXKICHMSI 110CIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCIIOBUS OTITYCKa;

‘I) HanMMCHOBAaHUA MW aape€ca IPOU3BOACTBCHHBIX INIOIIAAOK IIPOU3BOAUTEIA JICKAPCTBEHHOI'O
npemnapara it BETCPUHAPHOT'O IPUMCHCHUS

II) HAaUMEHOBaHHUE, aJpeC OpPraHM3aLMH, YIOJIHOMOYECHHOW Jep)kKaTeslieM WM BIajeiblieM
PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUS JICKApCTBEHHOIO TMperapara Ha TNPUHATHE TNPETEH3WH OT
oTpeOuTENS;

8) MpOEeKThl MAaKEeTOB MEPBUYHOMN YIMAKOBKM W BTOPHUYHOM YIAaKOBKH JIEKApPCTBEHHOTO Ipernapara
JUIsl BETEPUHAPHOIO IPUMEHEHHS,

9) cnenyromuye CBEACHUS O JIGKAPCTBEHHOM IpernapaTe /Il BETepUHAPHOTO IPUMEHEHUS:

a) OMMCaHHUE U COCTaB JICKAPCTBEHHOT'O Mpenapara JJisi BETePUHAPHOTO IPUMEHEHUS;

0) onmcanue GapMareBTHIECKON pa3paboTKH;

B) OIMCaHME IpoLEecca MPOU3BOJICTBA U €r0 KOHTPOJIS, MOANNCAHHOE B MOPSAKE, YCTAHOBICHHOM
B COOTBETCTBHHM C YACTHIO | HACTOAIIEH CTaThU;

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

r) OMHMCaHWE KOHTPOJS KPUTHUECKHUX CTaauil MPOU3BOJACTBA M TMPOMEXKYTOUHOW MPOAYKIIUH,
MOJIMMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBHUH C YaCThIO | HACTOSIIEH CTaTh;

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

J) HauMEHOBaHMs U ajapeca pa3paboTuMKa, AepxaTels WM BiaJelblla PErucTPanroOHHOIO
YAOCTOBEpEHHUsI  JIEKAPCTBEHHOI'O  Ipemnapara, MPOU3BOJCTBEHHBIX IUIOMIAJIOK  MPOU3BOJIUTEINS
JIEKapCTBEHHOI'O IpernapaTa Jjisi BETEpUHAPHOTO MPUMEHEHUS C YKa3aHHEeM CTaJlil TeXHOJIOTHYECKOrO
Mpolecca, OCYIIECTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIONIAIKAX TMPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHUS,

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

) MUKpOOHOJIOTHYECKNE XapaKTePUCTHKH;

3) MaTepuaibHbIN OamaHC IS MPOU3BOICTBA CEPUH FOTOBOTO MPOJIYKTA;

I/I) OINMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIaKOBOYHBIX MATCPpUATIOB U YKYIIOPOYHBIX CPCACTB;

Koncynprantllntoc: npumeuanue.
IIpn perucrpanum 1O YCKOPEHHOM IIpOLIEAYypE JOIIyCKAaeTCs HENpEeACTaBICHUE JOKYMEHTOB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

n..n

npexycMoTpeHHbix mi. "k" m. 9 4. 3 cr. 17, mpu ycnoBUM MHCBMEHHOTO 0053aTelbCTBA HX

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

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMS) MPOIIECCOB U (UJTN) UX OLEHKA;

J) TpeboBaHMS K KadyecTBY BCIIOMOTATENIbHBIX BellecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTATENIbHBIE BEIIECTBA U MX 0OOCHOBAHUE);

Koncynprantlntoc: npumeyanue.

[Ipu peructpanuu MO YCKOPEHHOH Mpolenype AOMYyCKaeTcsl HENpeACTaBlIeHHE [TOKYMEHTOB,
npeaycMoTpeHHbIx . "M" m. 9 4. 3 cT. 17, mpu yclOBHM NMHCHBMEHHOTO O0s3aTEIbCTBA HMX
MPeIoCTaBUTh B TeueHue 12 mecsimen co nHs peructpauuu (Iloctanosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

M) AHAJIUTUYICCKUC MCTOAHWKH, MCIIOJIB3YCMbIC TIIPU OCYLICCTBICHUHW KOHTPOJAA KadCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

Koncynprantllntoc: npumeuanue.

[Ipu perucrtpauuu IO YCKOPEHHOH MpoLEaype MAOIMYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npeaycMoTpeHHbIx . "H" m. 9 4. 3 cr. 17, mpu yclIOBUM TMHUCBMEHHOTO O0s3aTelIbcTBa MX
MpeloCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Lloctanosnenue [IpaButensctsa PO ot
12.03.2022 N 353).

H) JIOKyMEHTAJIbHOE MOATBEPXkACHUE (BalIMIAUsl) aHATTUTUUYECKUX METOJUK, UCTIOIb3YEMbIX MpU
OCYILIECTBIEHUU KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHBIX BEILLECTB;

O) I/IH(i)OpMaHI/IH 00 HCIIOJB30BAaHUM BCIIOMOT'aTEIbHBIX BCIICCTB YCJIIOBCYUCCKOI'O MW KXHMBOTHOI'O
MPOUCXOKIACHUA,

) yrpatui cuiy. - @enepanpubiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHHMS K KayecTBY JIEKAPCTBEHHOTO TIpemnapaTa sl BETEPUHAPHOTO IPUMEHEHHS
(cepTudukar, cnenudukalys Ha JeKapCTBEHHbIN Mpenapar ¥ uX 000CHOBaHUE);

C) AHAIUTUYCCKUE MCTOAWKH, HMCIIOJIB3YyCEMBIC IIPU OCYIICCTBIICHHU KOHTPOJIA KadeCTBa
JICKaApPCTBCHHOT'O IIpCIiapaTta JJisi BETCPUHAPHOI'O ITPUMCHCHUA

KoncynbrantlIntoc: npumeyanue.

IIpu perucrtpauum IO YCKOPEHHOH MpoOLENype MAOIYCKAeTCsl HENPEACTaBICHUE [OKYMEHTOB,
npeaycMoTpeHHbix mm. "t m 9 4. 3 cr. 17, mpu YCIOBHM THCBMEHHOIO 00s3aTelibcTBa MX
IIPEeIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Llocranosnenue [IpaButensctBa PO ot

12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

T) AOKYMCHTAJIBHOC TIOATBCPIKACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX METOAUK, HUCIIOJIB3YCMbIX IIPpHU
OCYHICCTBJICHUUN KOHTPOJI Ka4€CTBA JICKAPCTBCHHOTO IMPCTiapaTa AJI1 BETCPUHAPHOI'O IPUMCHCHU A,

y) JAOKYMEHT, MOATBEPKAAIONINI KayecTBO JIEKAPCTBEHHOTO IpernapaTa TPeX MPOMBIIIICHHBIX
cepuil (IIPOTOKOJN aHANIM3a WM CepTU(UKAT aHAIM3a), OJHA CEpUs KOTOPOTO JIOJDKHA COBIAAATH C
cepueit 0Opasiia JeKapCTBEHHOTO Mperapara, MoIaHHOTO Ha PETUCTPAIIHIO;

() XxapaKkTepucTUKa IPUMECEH;

X) NEepCUCHb CTAHAAPTHBIX O6p33L[OB, HCIIOJIB3YCMBIX IIPU OCYHICCTBIICHHU KOHTPOJIAA KadeCTBa
JICKApCTBCHHOTO IIpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

Koncynprantlntoc: npumedyanue.

IIpp yckOpeHHOW IpoLeaype PpPETrUCTpauuy BOCIPOM3BENCHHOIO IIpernapara JI0IyCKaeTcs
HEMPEJICTABIEHNUE CBEAEHUM, MpeaycMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM
00s3aTeNbCTBE MX MPENOCTaBUTh B TeueHHe 12 mecsaueB co aHa peructpauuu (IlocraHoBieHue
[TpaButenscTBa P® ot 12.03.2022 N 353).

1) JaHHBIE O CTAOMJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyisi BETEpUHAPHOTO PUMEHEHMUS;

10) xomust AOKyMEHTa, cojepxaiiero MHGOpManui O HaIU4YUU WM 00 OTCYTCTBUH (HAaKTOB
perucTpanmy JeKapcTBEHHOIO Ipenapara JJii BETEpUHApHOTO MPUMEHEHHUs 3a npeaenaMu Poccuiickoi
denepauny;

11) cornacue B muchbMeHHOH (hopMme, MPeTyCMOTPEHHOE YaCThIO 7 HACTOSIIEH CTAaThH, B CIIydae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusi NOKyMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOT0 B YCTAHOBJICHHOM TOpSAKE U
MOATBEPKIAIOIIETO MPAaBOMOYHOCTh 3asBJIIEHUSI O TOCYJAapCTBEHHOM pEruCTpaliy JIEKapCTBEHHOTO
npernapara Juisi BEeTepUHApHOTO IPUMEHEHUS (JI0BEPEHHOCTD);

Koncynprantlntoc: npumeyanue.

Jo 31.12.2030 poccuiiCKHM HPOU3BOAUTEISIM PpPa3pelIEHO HE MPEACTaBIATH CBEICHUS B
cooTBeTcTBUU ¢ M. 13 4. 3 cr. 17 mpu perucrpani MUMMYHOOHOJOTUYECKUX JIEKAPCTBEHHBIX
npenaparoB (Iloctanosnenue [IpasutensctBa PO ot 12.03.2022 N 353).

13) cBemeHWss O TOCYIApCTBEHHOM pETHCTPAllMM T'€HHO-WH)XEHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHu3MOB, NPEJHA3HAYCHHBIX JJs BBIIYCKa B OKpYJXKalollyl cpeay (IpU TOCYdapCTBEHHOM
pEerucTpany JIEKApCTBEHHBIX IMPENapaToB JJs BETEPUHAPHOIO TNPUMEHEHUS, IOJIYYEHHBIX C
NPUMEHEHUEM T'€HHO-MHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COJIEpXKALIMX  TakKue
OpIraHU3MBI).

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

4. Ilpu mnpoBeaeHWH YCKOPEHHON MpOIEAYphl AIKCIEPTU3BI JIEKAPCTBEHHOTO TMpemnapara s
BETEPUHAPHOIO0 TPUMEHEHHs (32 HCKIIOYEHHEM JIEKapCTBEHHOI'O IIperapaTta JUisi BETEpUHAPHOIO
MPUMEHEHHUS, YKa3aHHOTO B 4acTu 4.1 HacTosIIel cTaTby) B LENSIX €ro TOCYJapCTBEHHOM perucTpaiuu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BMECTO OT4eTa pa3paboTyMka O pe3ysbTarax JOKIMHHYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO
CpeAcTBa Uil BETEPUHAPHOIO IMPUMEHEHHS MOXKET OBbITh MpeJICTaBleH 0030p HAay4HBIX pPabOT o
pesynbraTax JOKIMHUYECKOI'O HCCICNOBAHUS pPEe(EpeHTHOro JIEKapCTBEHHOIO Ipenapara s
BETEPUHAPHOTO TIPUMEHEHHUS, a BMECTO OT4YeTa O pe3yJbTaTaX KIMHUYECKOTO HCCIEIOBAHUS
JICKApCTBEHHOTO TIpenapaTa Ui BETEPHHAPHOTO NMPUMEHEHHUS OTYET O pe3yJbTaTax HCCIeIOBaHUI
OMOSKBHUBAJICHTHOCTH  BOCIIPOM3BEICHHOTO  JIEKAPCTBEHHOI'O  Ipernapara sl  BETEPUHAPHOTO
PUMEHEHHS.

(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 28.04.2023 N _171-D3)

4.1. Tlpu mpoBeneHUM YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO IMpemnapara s
BETEPUHAPHOTO MPUMEHEHUs, NMPEAHA3HAYEHHOTO JUIsl JICUCHUS JIOMAITHUX JKMUBOTHBIX, ONPEICICHHBIX
OenepanbubiM 3ak0HOM OT 27 nekabps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpAIICHHH C
JKUBOTHBIMHU 1 O BHECEHHMH U3MEHEHHI B OTJIETIbHBIC 3aKOHOIaTelIbHbIe akThl Poccuiickoit denepanuu’,
U 3aperUCTPUPOBAHHOIO B KAaueCTBE JIGKAPCTBEHHOTO IMpemnapara A MEAUIUHCKOTO MPUMEHEHUs, B
[eIsIX ero TOCYJapCTBEHHOW perucrpaluy BMECTO OTdeTa pa3paboTuMka o pe3ylbTaTax
JOKJIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO CPEACTBA JJII BETEPUHAPHOTO NMPUMEHEHUS MOTYT
OBITH TIPEICTABIICHBI PE3YJIbTAThl JOKIMHUYECKOTO MCCIIEIOBAHNS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTtBa Il MEAWIIMHCKOTO TPUMEHEHHsS, a BMECTO OTdeTa O pe3yibTaTaX KIMHHYECKOTO
HCCIIe0BaHMS JIEKAPCTBEHHOTO TIpenapara JJisi BEeTepUHAPHOTO MPUMEHEHHUS - 0030p Hay4YHBIX paboT O
pe3ynbTaTtax KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHOTO MpenapaTa sl MEAUIIMHCKOTO IPUMEHEHUS
Ha BUJAX )KMUBOTHBIX, KOTOPBIM MpeHA3HAYAETCS UCCIIEeTyEeMbIi IeKapCTBEHHBIN TIpernapar.

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

5. Ha »skcnepTu3y pasmuyYHBIX JIEKapCTBEHHBIX (DOPM OMHOTO M TOTO K€ JIEKAPCTBEHHOTO
rmpenapara Uil BETEPHUHAPHOIO IPUMEHEHMs 3asBUTENb IPEACTABISECT OTIACIbHBIE 3asBICHHUS U
PErucTpaliOHHbIE 10ChEe HAa KAXKAYIO JeKapcTBeHHYIo ¢opmy. Ilpu ycnoBun oaHOBpeMEHHOH Hojauu
Ha 3KCIEPTU3Y OJHOM JIeKapCTBEHHOU (POPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLuei, 00beMoM
3asBUTEIb IPEICTABIACT OJHO 3asBJIICHHE U PETUCTPALMOHHOE J0ChE C IMPUIIOKEHUEM MAKETOB
IIEPBUYHOM YIIAKOBKM M BTOPUYHON ymnakoBKM. Ha Makerax NEpBHYHOM YIAKOBKM M BTOPUYHOU
YIaKOBKH YKa3bIBAIOTCS BCE TMPOU3BOIMMEIE TO3HPOBKH, KOHIICHTPALWH, OOBEMBI M KOJMYECTBO /103 B
YITAaKOBKE JIEKAPCTBEHHOT'O IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHHS.

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

6. B ciayuae HenpencTaBieHUs C 3asBJICHUEM O TOCYAApPCTBEHHOM PETrHUCTPALIMM JIEKAPCTBEHHOTO
Ipernapara Jijisl BETEpUHAPHOIO IPUMEHEHHS JOKYMEHTOB, IOATBEPKAAIOIINX YIIJIATy FOCY1apCTBEHHON
[OLUIMHBI U YKA3aHHBIX B IIYHKTE 7 YacTU 2 HACTOSILEN CTaTbU, CBEICHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHktax 1 u 2 yactu 3 HacTosAmled CTaTbM, a TaKXKe BbIJIABA€MbIX (IIPEIOCTABIISIEMBIX)
YIOJHOMOYEHHBIMU (hefiepaJbHbIMU OpPraHaMU HCIOJHUTEIBHON BIAcTH JOKYMEHTOB (CBEIEHUH),
yKa3aHHBIX B TyHKTe 2.1 dYacT 3 HACTOSIIEH CTaThH, YIMOJHOMOYCHHBIN QeaepalbHbIii opraH
WCTMIONHUTENILHON  BIACTH  3ampalinBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEelIEHHUs)) B  TOpsIKe
MEXBEJOMCTBEHHOT'O MH()OPMAIIMIOHHOTO B3aUMO/ICHCTBUSI.

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

7. He nomyckaercs HCIOJIb30BAHWE B KOMMEPUECKHMX MLENsAX HMHpOpMalMM O pe3yibTaTrax
JOKIIMHUYECCKUX I/ICCJ'IelIOBaHI/Iﬁ JICKApCTBCHHBIX CpEacCTB n KIIMHUYECKHNX I/ICCJ'Ie}IOBaHI/Iﬁ
JICKapCTBEHHBIX IPENapaToB MAJs BETEPUHAPHOIO IPUMEHEHMs, IPEICTABICHHON 3asiBUTENEM MJIs
rOCYJJapCTBEHHOH perucTpanny JeKapCTBEHHbIX MPenapaToB, 0€3 ero corjacus B TEUEHHUE ILECTH JIET C
JaThl TOCYJAapCTBEHHOW perucTpanuu pedepeHTHOro JeKapCTBEHHOTo Ipemnapata B Poccuiickoit
denepauuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. Jlep>kaTenb WM BiaJesel] perTUCTPAllMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS MPEICTABISET B YIIOTHOMOUYCHHBIH (eiepaibHbII OpraH UCTIOHUTEIHHON
BJIACTH OTYET MO pe3yJbTaraM (hapMaKoHaI30pa OJMH pa3 B IIECTh MECALEB B TCUCHUE BYX JIET MOCIE
FOCY/IApCTBEHHOW PETHCTPALIMU JIEKApCTBEHHOro mnpenapata B Poccuiickoit ®enepauuu, 3aTem
€XETOTHO B TCUCHHUE MOCIICAYIONIUX TPEX JIET U B TAJIbHEHIIIEM OJIUH pa3 B TPH TOJa.

(dactp 8 BBenena denepanbHbiM 3aK0HOM OT 02.08.2019 N 297-D3)

KoncynprantlIntoc: npumeyanue.
C 01.09.2024 cr. 18 yrpauuBaet cuiy (93 ot 30.01.2024 N 1-D3).

Cratbsa 18. [Nlogaya n paccmoTpeHue 3asiBSIEHMA O rocyapCTBEHHOW perncrpauum
JfleKapCTBEHHOro npenapara Ansa MeaULUHCKOro NpuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlms rocynapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOTO Ipenapara s MEAUIMHCKOIO
MIPUMEHEHHUS IOPUIMYECKOEe JIHUI0, JCHCTBYIOIEE B COOCTBEHHBIX WHTEpEcax WU YIMOJTHOMOYEHHOE
MPEACTABIATh UHTEPECHl APYroro IOPUAMYECKOTO JIMIA M 3asBIIAIONICE JICKAPCTBEHHBIM MperapaTr Ha
TOCYJaPCTBEHHYIO PETUCTpaluio (ajgee B HACTOSIICH CTaThe - 3asgBUTENb), TNPEICTABIsACT B
YIOJIHOMOYCHHBIN benepabHBIN opraH HUCIIOJIHUTEILHOMN BJIACTH, OCYIIECTBIISIOIIHMA
rOCYJJapCTBEHHYIO PErMCTPALUI0 JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOIO INPUMEHEHHUS, B
INMEeKTpOHHOH QopMe W Ha OyMaKHOM HOCHUTENE 3asBICHHE O TOCYJapCTBEHHOH perucTpanuu
JIEKApCTBEHHOTr'0 TMpernapara il MEAUIIMHCKOTO MPUMEHEHHUs, a TaKXKe B IMOPSIKE, YCTAHOBJIEHHOM
YIIOJITHOMOYEHHBIM (eJIepaIbHBIM OPTaHOM HCTIOJHUTEIHLHOM BJIACTH, B JJEKTPOHHOW (GopMe U Ha
OYMa)XHOM HOCHTEJIE HEOOXOJHUMBIE IOKYMEHTHI, U3 KOTOPHIX (POPMUPYETCS] PETHCTPAIMOHHOE JTOChE
Ha JICKapCTBEHHBIN TIpenapar JUisi MEIUIIMHCKOTO TPUMEHEHUSI.

(dacts 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3adBlIeHUN 0 rOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOrO Mpernapara Juisi MEIULIUHCKOTO
IIPUMEHEHHUs YKA3bIBAIOTCS:

1) HamMeHOBaHHWE, ajpec 3asiBUTEISI W IPOW3BOJUTENIS JICKAPCTBEHHOTO Ipemnapara it
MEJIHUIIMHCKOTO MPUMEHEHHUSI, CBEIEHHsI 00 MX PETHUCTPAIMK B KA4eCTBE HAJOTOIUIATENBIINKA B CTPaHE
perucTpanyu (111 POCCUICKUX IOPHIUYECKUX JIUI] - HICHTH()UKAIMOHHBI HOMEP HAJIOTOIIaTeIbIIUKA
(MHH), nmns WMHOCTpaHHBIX HOPUAUYECKHX JIMI[ - CTpaHa PETUCTpallMd, HAUMEHOBAaHUE
PETUCTPHUPYIOMIETO OPTaHa, PETUCTPANMOHHBIA HOMEP, KOJ] HAJIOTOIUIATEIIbIIUKA B CTPAHE PETUCTPAINH
(MHKOpIIOpai) WJIM €ro aHajor) W aJpec MecTa OCYIIECTBICHHS IPOU3BOJCTBA JIEKAPCTBEHHOTO
npermapaTta (B ciay4yae HaIUYHMS HECKOJBKUX YYaCTHUKOB TIpOIlEcca €ro IMPOU3BOJICTBA HEOOXOIMMO
yKa3aTh KQKJIOTO YYaCTHUKA B COOTBETCTBHHU C OCYIIECTBIISIEMOI CTaJleil POU3BOICTBA);

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IIperiapaTa 1JIs1 MCAUIITMHCKOI'O ITPUMCHCHU A (MC)I(,HyHaPOI[HOC
HCIMMAaTCHTOBAHHOC, WJIN I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaHMCHOBaHI/IH);

3) MEpCUCHDb I[CﬁCTBymIIIPIX " BCIIOMOTr'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOT'O
npenapara Jjid MEAUIUHCKOI'O IPUMCHECHHA, C YKa3aHUEM KOJIMYCCTBA KaXK/10I'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHS, CPOK TOIHOCTH
JICKaApCTBEHHOTO Mpernapara ik MeIUIIMHCKOTO TIPUMEHEHUS;
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(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) (bapmakoTepaneBTHUeCKas rpymnma, KOJI aHaTOMO-TEPaNeBTUYECKO-XUMUYECKON
KJaccu(UKaluy, peKOMEHAOBaHHONH BcemupHON opranuzanueil 31paBOOXpaHEHHs, 3asBIsSEMbIE
IIOKa3aHus Ui IPUMEHEHHUS JIEKapCTBEHHOT' 0 penapara i MEAULMHCKOTO IPUMEHEHHUS;

6) OTCYTCTBHE HEOOXOJMMOCTH TIPEIOCTABICHUS OTYeTa O pe3yJbTaTax KIMHUYECKOTO
WCCIICIOBAHMSI, UCCIIEOBAaHUS OMOIKBHBAJICHTHOCTH JIGKAPCTBEHHOTO IIperapara, pa3pemeHHOTo s
MEJMIMHCKOTO TpuMeHeHusi B Poccuiickoit ®eneparnum Oosiee aBaANaTH JEeT, C YKa3aHUEM
HOPMATHUBHBIX MPABOBBIX AKTOB, MOJTBEPKIAIONINX TAHHBIH CPOK MPUMEHEHHSI,

7) HeoOxoauMocTh oopMiIeHHUsl pa3pelieHus Ha BBO3 B Poccuiickyro ®enepannio KOHKpETHON
NapTUU  3apPETUCTPUPOBAHHBIX M (MJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
MpeHa3HAYEHHBIX JUIsl TIPOBENEHUSI IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LIESAX I'OCYAapCTBEHHON
perucrpanmy;

8) HCO6XO,Z[I/IMOCTB IMPOBEACHUA OKCIIEPTHU3bI NOKYMCEHTOB, IPCACTABJICHHBIX I OIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaATb J'IeKapCTBCHHHﬁ npenapar ajdd MCEAULIUHCKOIO IMPUMCHCHHA IIpU
OCYHICCTBJIICHUU FOCYHapCTBCHHOﬁ pEerucTpaiu B Ka4€CTBC Op(l)aHHOl"O JICKApCTBCHHOTO IIpCIiapara;

9) He00XOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MPOIETyphl SKCIIEPTU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEJSAX TOCYTapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, MMOATBEPKAAIOMINX YIUIATy TOCYJapPCTBEHHOM MOIINHBI:

a) 3a IPOBCACHUC JSKCICPTU3BI JOKYMCHTOB, IPCACTABJICHHBIX IJId OINPCACICHUSA BO3MOXKXHOCTHU
paccMaTpuBaTh JICKapCTBeHHHﬁ npenapar it MEAUIUHCKOI'O MPUMCEHCHUA TIpU OCYHICCTBJICHUH
FOC}’I[&pCTBCHHOfI perucTpanu B Ka4CCTBC Op(paHHOFO JICKApCTBCHHOTO IIpCIiapara,

0) 3a MPOBEACHUE HKCIEPTU3bl KaueCcTBa JICKAPCTBEHHOT'O CPEACTBA U IKCHEPTHU3bl OTHOIICHUS
0)KMJAEMOM MOJb3bl K BO3MOXHOMY PUCKY NPHMEHEHHS JIEKAPCTBEHHOrO Npemnapara, pa3pelieHHOro
JUTsl METMIIMHCKOTO TpuMeHeHust B Poccuiickoit deneparuu 6omee aBaaiaTh JIET, MPU OCYIICCTBICHUN
roCyIapCTBEHHOM PErucTpalyy JIEKapCTBEHHOr O Ipernapara;

B) 3a IPOBEJEHUE SKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOT'O CPEJICTBA M SKCIEPTU3bl OTHOLICHHUS
O)KMJIa€MOM TIOJBb3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHs JICKapCTBEHHOIO IIpemapara Juis
MEJULUHCKOr0 IPUMEHEHUS IIPHU €0 I'OCYIapCTBEHHON PETUCTPALUU;

F) 3a MPOBCACHHUE OJKCIICPTU3bI KA4YCCTBA JICKAPCTBCHHOI'O CPCACTBA M SKCICPTHU3BI OTHOIICHUA
O)I(I/I)IaeMOﬁ IMOJIB3BI K BO3MOXHOMY PpPUCKY HNPHUMCHCHUA JICKAPCTBCHHOI'O IIpf€riapara ajid
MCIUIHUHCKOI'0 IMPpUMEHCHUS, B OTHOIICHUHW KOTOPOI'O IMPOBEACHBI MCKAYHAPOJAHBIC MHOI'OLICHTPOBBLIC
KIIMHUYCCKHUE HCCICAOBAHNA, YaCThb U3 KOTOPBIX IIPOBCIACHA B Poccuiickoit (De,uepaunn, npu
OCYHICCTBJIICHUU FOCYHapCTBeHHOﬁ PEerucTpanru JICKAPpCTBCHHOI'O IIpCIiapara,

11) Hamuuume coryacus MPOU3BOJIUTENS JIEKAPCTBEHHOrO IMpemnapara, MPOU3BOACTBO KOTOPOIO
ocymecTsisiercs 3a mnpeaenamu  Poccuiicko ®@enepanyu, Ha IPOBEICHHE HWHCIEKTUPOBAHMS
MIPOU3BOIUTEIIS HA COOTBETCTBHE TPEOOBAHUSAM IPAaBUJI HaAJIeKallel MPOU3BOACTBEHHON MPaKTUKH;

12) nanu4aue coriacus, MPeAyCMOTPEHHOTO YacThio 18 HACTOSAIICH CTaThH;

13) ykazaHue BUAa JIEKQpPCTBEHHOTO IpenapaTa, MpPeJICTaBIEHHOIO Ha PErucTPaLUio
(pedepeHTHBI  NEeKapCTBEHHBI  MpemapaT, BOCIPOM3BENEHHBIN  JIEKapCTBEHHBIM  Mpemnapar,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OMOJIOTMYECKHIA IEKapCTBEHHBIN MpenapaT, On0aHanoroBelid (OMOMOT00HbIN) IeKapCTBEHHBIN MpenapaT
(Omoanasnor), roMeonaTHYeCKuil IEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENbHBIN Mpenapar).
(vactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpanvioHHOE [0Ch€ Ha JIEKAPCTBEHHBIM Mperapar Ajs MEAUIIMHCKOTO MNPUMEHEHUS
npeaocTaBisgeTcs B opMe 00IIET0 TEXHUYECKOTO TOKYMEHTA.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen AOKYMCHTAIIUU AAMHUHUCTPATUBHOI'O XaPAKTEPaA BKIKOYACT B ce0s:

1) 3asBIeHME O TrOCYJapCTBEHHOW PETMCTPAIMM JIEKAPCTBEHHOIO IMpernapara JUlsi MeIUIIMHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH opMe U Ha OyMa)kHOM HOCHUTEIIE;

2) KOMHI0O JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAaHOBJIIEHHOM TIOpSAKE U
MOITBEP K IAIOIIET0 TIPaBOMOYHOCTD 3asiBUTENIS M0/1aBATh 3asIBIIEHHUE O FOCYAApCTBEHHOW pPEerucTpaluu
JIEKapCTBEHHOT'O Ipernaparta Jisi METUIIMHCKOTO IPUMEHEHHSI (JOBEPEHHOCTD);

3) cBeneHUs O JaTe MPEIOCTABIEHHUS M PETUCTPALMOHHOM HOMEpE JMIIEH3UU Ha MPOU3BOJACTBO
JIEKAPCTBEHHBIX CPEACTB WJIM CBEIACHUS O Jare IPENOCTaBICHUS U PEruCTPAllMOHHOM HOMeEpe
3aKJIIQYEHUS O COOTBETCTBUM HPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSAM IIPABUI
HaJuIeXkalled IMpPOU3BOJCTBEHHOM TNPAKTUKHM, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTENBHOM BJIACTH B OTHOIIEHWU IPOM3BOJCTBEHHOM IJIOMIAAKU
PETHCTPUPYEMOrO JIEKaPCTBEHHOI'O IIpenapara, B CiIy4ae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOIO
npermnapara ocyuectsisiercs: B Poccuiickoint @enepanuu;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)

4) KOMUIO MPEIOCTABICHHOW YIOTHOMOYEHHBIM OPTaHOM CTpPaHbI MPOU3BOJUTEINS JHUIICH3UU Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO TIperapara M €€ IMEepPeBOJ] Ha PYCCKUH S3BIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM IMOPSJIKe, a TaKKe KOIHWI0 3aKIIYCHHUS O COOTBETCTBHH IPOM3BOIUTEIIS
JICKApCTBEHHBIX CPEJICTB TPEOOBAHMSM MPABHI HAJUICXKAIIEH POU3BOJCTBEHHOW MTPAKTHKH, BBIIAHHOTO
YIIOJIHOMOYEHHBIM (peliepajIbHBIM OPraHOM UCIIOJIHUTEIILHOW BJIACTH B OTHOIICHUH MPOU3BOJICTBEHHOMN
TUIOMIAIKK PETUCTPUPYEMOTO JIGKAPCTBEHHOTO MperapaTa, WIH KOMUIO0 PEUIeHHs YHOJTHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTEIBHON BIACTH O TMPOBEACHUM WHCIICKTUPOBAHUS TPOW3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, B CIIy4ae, €CIIA MMPOU3BOJICTBO JICKAPCTBEHHOTO TIperapara OCyIIeCTBIIICTCS 32
npenenamu Poccutickoit @enepanuu;

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

5) MINPOCKT MHHCTPYKIUHU IO MCAUIHWHCKOMY NPHUMCHCHUIO JICKAPCTBCHHOI'O IIpCliapara,
cozlepxcameﬁ CJICAYIOIINUC CBCACHUA:

a) HaUMEHOBAaHHWE JIEKAPCTBEHHOI'O IIpernapaTta (MEeXAyHapoJAHOE HEMAaTeHTOBaHHOE, WU
IPYyIIUPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) JsekapcTBeHHas ¢opMa C yKa3aHHEM HANMEHOBAaHWHW M KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIINX BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATENBHBIX BEHIECTB (MPH HEOOXOAUMOCTH
KOJIMYECTBEHHOT'O COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB);

B) OIMMCAHUC BHCIIHCTO B A JICKAPCTBCHHOI'O IIpCriapaTta AJid MCAUIUHCKOTO ITPUMCHCHUS

T) pU3UKO-XUMHUYECKHIE CBOMCTBA (1S paarodapMaIieBTHIECKHX JICKAPCTBEHHBIX PEapaToB);

www.consultant.ru CrpaHvua 47 n3 166
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100235&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100254&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=319062&amp;date=25.02.2024&amp;dst=100537&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=378462&amp;date=25.02.2024&amp;dst=100121&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=191811&amp;date=25.02.2024&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=299421&amp;date=25.02.2024&amp;dst=100022&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=25.02.2024&amp;dst=100191&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=442320&amp;date=25.02.2024&amp;dst=100365&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=299421&amp;date=25.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=394111&amp;date=25.02.2024&amp;dst=100192&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

) ¢apMakoTepaneBTHUYeCKas Tpymna, KOJ JIEKapCTBEHHOIO IMpemapaTa Ais MEIUIIMHCKOTO
NPUMEHEHHUS 10  aHAaTOMO-TEepPaleBTUYECKO-XMMHUECKON  KIacCUpUKALMK, PEKOMEHIOBaHHON
Bcemupnoii opranuzanueil 31paBOOXpaHEHHUs, WM YyKa3aHUE 'TOMEONMATHYECKUH JIeKapCTBEHHBII
npenapat";

e) dapmakoguHamMuka W ¢dapMaKOKHMHETHKa (32  HUCKIIOYeHHEM  (apMaKOKHHETHUKH
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHUs sl IPUMEHEHHST,

3) IPOTUBONOKA3aHUs JJIs1 IPUMEHEHUS;

1) MEpBI IIPEOCTOPOKHOCTU IIPU IPUMEHEHUH;

K) yKa3aHuUE BO3MOXKHOCTH U OCOOEHHOCTEW NPHUMEHEHHs JIEKapCTBEHHOIO Ipenapara ajs
MEJUIIMHCKOTO TMpPUMEHEHUs OepeMEHHBIMU O>KEHIIMHAMHU, IKCHIIMHAMU B TMEPHOJ TPYAHOTO
BCKapMJIMBaHUS, IE€ThbMH, B3POCIBIMU, UIMEIOIIUMHU XPOHHUYECKHE 3a00JI€BaHUS;

J) PeKUM J03UPOBaHMUs, CIOCOOBI BBEJCHHUS U MIPUMEHEHUs, PU HEOOXOAMMOCTH BpeMs IpueMa
JIEKAPCTBEHHOI'0 Ipernapara Juisi MEIULUHCKOIO IPUMEHEHHUs], IPOJOJLKUTEIBHOCT JIEYEHUS, B TOM

Yucic y JIETeH 40 U IIOCJIe OJHOTO roaa,

M) BO3MOJXHBIC HECKCIIATCIIBHBIC PCAaKIMU IpU MNPHUMCHCHUHW JICKAPCTBCHHOT'O Ipfcrapara ajd
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 10 OKA3aHUIO IIOMOILH NIPH N1E€PEI03UPOBKE;
0) B3aUMO/JICHCTBUE C JPYTUMH JICKapCTBEHHBIMHU ITpenapaTtaMy U (MJI1) MUILEBBIMU IPOTYyKTaMU;
1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOT'O IpenapaTa;

p) ykazanue (Ipu HEOOXOAMMOCTH) OCOOCHHOCTEH ICHCTBUS JIEKAPCTBEHHOI'O IperapaTta s
MCIUIUHCKOI'0 IPpUMCHCHUS IIPpHU IIEPBOM IMPUCME UIIH IIPU €0 OTMECHE,

c) omucanue (Mpd HEOOXOAMMOCTH) JeHCTBUM Bpaua (¢enpamepa) u (WiIM) MalMeHTa MpU
IPOIYCKE IpHEeMa OJHOM WM HECKOJBKUX J03 JIEKapCTBEHHOIO IIpernapara [yl MEIUIIMHCKOTO
MIPUMEHEHHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpfriapara A MCAUINUHCKOIO INPUMCHCHUA Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAaHU3MAaMU

y) CpPOK TOJHOCTM M YyKa3aHHWE Ha 3ampeT NPUMEHEHHS JIEKapCTBEHHOrO0 Tpemnapara s
MEIMIIMHCKOTO MTPUMEHEHUS 110 UCTEUEHUU CPOKA FOJIHOCTH;

¢) yCcIoBUs XpaHECHHUS;

X) YKa3aHue Ha H606XOI[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIperapara I MEAULUHCKOTO
MNPUMCHCHUA B MECTAaX, HCAOCTYIIHBIX IJISA ,Z[eTeﬁ;

) yKazaHue (Mpu HEOOXOTUMOCTH) CHEIHAIbHBIX MEp MPEAOCTOPOKHOCTU IMPHU YHHUTOXKCHHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HEHCII0JIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHMS;
q) yCJIOBUS OTIYCKa;

1) HAUMCHOBAHHs M aJpeca MPOU3BOACTBEHHBIX IUIONMIAJ0K MPOU3BOAUTEINIS JIEKAPCTBEHHOTO
npernapara;

II) HAUMEHOBAaHHWE, aJpEeC OpPraHMU3aLUM, YIOJIHOMOYEHHOW Jep)kKaTesieM WM BIaJeibleM
PErUCTPAIMOHHOIO yJIOCTOBEPEHHsl JIEKAPCTBEHHOrO Ipenapara Uil MEJUIMHCKOTO INPUMEHEHUs Ha
MPUHATHE IPETEH3UH OT MOTPEOUTEIS;

6) MHCTPYKLHIO IO MEAULIMHCKOMY IIPUMEHEHUIO MU KPAaTKYl0 XapaKTEpUCTHKY JIEKapCTBEHHOTO
rpenapara, yrBepKJICHHbIEC B CTpaHEe IIPOU3BOAUTEIIS;

7) MPOEKTHl MAaKETOB MEPBUYHON YNAKOBKM M BTOPUYHOM YIMAKOBKHU JIEKAPCTBEHHOI'O Ipernapara
JUTSL MEIULIMHCKOTO TPUMEHEHNS;

8) IpOEKT HOPMATHBHON JOKyMEHTAalUM WJIM HOPMAaTHUBHOIO JOKYMEHTa Ha JIeKapCTBEHHBIH
npemnapar A1l MEJUIMHCKOT0 MPUMEHEHHsI TM00 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoneiHON CTaThy;

9) mOKyMeHT, coaepkamuii HHOOPMAIMIO O HAIWYUHN WIH 00 OTCYTCTBUHU (DAKTOB perucTparuu
JIEKapCTBEHHOTO ITpernapara JJjisi MEIULIMHCKOro NpUMeHeHus 3a npeaenamu Poccuiickoi denepannu;

10) xonuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSIKE M MOJATBEPXKIAIOLUINX (PaKT
perucTpalyy JIEKapCTBEHHOIO IMpernapara B HMHOCTPAHHBIX TOCYyAapcTBaX B KadecTBe Op¢aHHOIro
JIEKapCTBEHHOI0 IIperapara;

11) IUIaH YIpPaBJICHUA PpUCKaAMU JJIA OMOJIOIrHYECKUX JICKApCTBCHHBIX IIpCIlapaToB I
MCIUITUHCKOTI'O IPUMCHCHUS

12) nmokymeHT o cucteMme ¢GapMaKOHAI30pa JAepKaTens WX BIAJENbla PETUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara;

13) moxyMmeHT, MOATBEPKAAIOIIMN KayecTBO JIEKAPCTBEHHOI'O IperapaTa TpeX MPOMBIIIIEHHBIX
cepuil (IIPOTOKOJ aHalIM3a WIM CepTU(UKAT aHAIN3a), OJlHA CepUsi KOTOPOro JOJKHA COBIAAATH C
cepueil oOpaslia JIEKapCTBEHHOrO Tpernapara il MEAMLUHCKOTO MPUMEHEHHs, MPEICTaBIEHHOIO Ha
rOCy/IapCTBEHHYIO PETUCTPALIMIO.

(uactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pa3nen xumuueckoi, ¢papManeBTUYECKON M OMOIOrMYECKON JOKYMEHTAIlMH BKJIIOYAeT B ce0s
JOKYMEHTBI, cojepxamue uHpopManuio o QapMaleBTUYeCKOW CyOCTaHUMHU U JIEKAPCTBEHHOM
npenapare A8 MEAULUHCKOrO IMPUMEHEHMs], NPOLEcce €ro IMPOU3BOACTBA U METOAAaX KOHTPOJISA
KayecTBa, B TOM YHCJIE:

1) xomMio JIOKYMEHTa, COJepXKallero CIeAYIONyl0 HHpOpManuoo o QapMaleBTHIeCKOR
cyOcTaHIy WK (papMareBTUYECKUX CyOCTAaHIMX, BXOISAIIMX B COCTAaB JIEKAPCTBEHHOIO Mperapara, 3a
UCKJTIOUeHHEeM HH(opManuu o ¢papMaleBTHYECKHX CyOCTaHIMSAX, BKIIOUYEHHBIX B TOCYIAapCTBEHHBIN
peecTp JEeKapCTBEHHBIX CPEACTB B COOTBETCTBHUU CO cTaThel 34 HacTosmero @eaepaibHOrO 3aKOHa:

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 462-D3)

a) HauMEeHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, oOII1e CBONUCTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) HAaNMMCHOBAHUC U aApC€C IIPOU3BOJAUTCIIA,

B) TE€XHOJIOTHsSI POM3BOJICTBA C ONMKUCAHUEM CTAJUK MPOU3BOJCTBA U METOJOB KOHTPOJSL Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONKMCaHKUE pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

1) OITUCAaHKME KOHTPOJISI KPUTHICCKUX CTAIMH MPOU3BOJICTBA U MPOMEKYTOIHON TIPOAYKIIHH;
€) TOKYMEHTAJIbHOE TIOJITBEPIKICHUE (BaTHMIAIIMSI) TPOIIECCOB | (UJTN) MX OICHKA,

K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIINX BEIICCTB;

3) XapaKTepUCTHKA MPUMECEl;

n) cnerudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHME;

K) aHAJINTHYECKHE METOJUKH, WCIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHUeCKON CyOCTaHIINH;

J'I) AOKYMEHTAJIIBHOC MMOATBEPKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, UCIIOJB3YEMBIX IMPU
OCYHICCTBJICHUHN KOHTPOJIA Ka4€CTBa q)apMaHeBTquCKOﬁ CY6CTaHLII/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil papmalieBTHUECKOH cyOcTaHIINY;

H) TlepedeHb CTaHIAPTHBIX OOpa3IOB WM BEIIECTB, HCIOJb3YEMBIX MpPHU OCYIIECTBICHUU
KOHTpOJIS Ka4eCTBa;

0) OTMCAHNE XaPAaKTEPUCTHUK U CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPEJICTB;

1) JJaHHBIC O CTAOMIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;

P) CPOK TOJTHOCTH;

1.1) B oTHOomeHu#n (apManeBTUUECKUX CYOCTaHIM, BXOJISAIIMX B COCTaB JICKAPCTBEHHOTO
mpernapaTa ¥ BKJIIOYCHHBIX B TOCYAApCTBEHHBIA PEEeCTp JIGKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH CO
cratbeil 34 Hacrosuero denepanbHOro 3aKOHA, - KOMHUS JOKYMEHTA, COJEPHALIEro CIIECAYIOIIYIO
nH(pOpMaILIHIO:

a) HAMMECHOBaHKE (hapMaIeBTHYECKOW CYyOCTaHINH, €€ CTPYKTypa, oOIIre CBONCTBA,

0) HAMMEHOBAHUE U AJIPEC MTPOU3BOIUTEIIS;

B) pe3yJIbTaThl aHAIN3a Cepuil (papMalleBTUIECKON CyOCTaHIINH;

') CPOK T'OJIHOCTH;
(m. 1.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) JOKYMEHT, COJepKalluii CcIeAyIolie CBEACHHS O JIEKApCTBEHHOM IIpemnapare s
MEIUIIMHCKOTO IPUMEHECHHUS
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a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCIiapaTta AJId MEAULIUHCKOTO ITPUMCHCHU,

0) ommcanue ¢apMaleBTUYECKONH pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIaKOBKU U UHOTO);

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHMEM CTAJMK MPOU3BOJICTBA M METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJICTBA;

I') ONHCAHWE KOHTPOJS KPUTHYECKUX CTaAMi TIpolecca MPOU3BOJACTBA W IMPOMEKYTOUHOM
MIPOYKIUH;

1) HAMMEHOBAHKE U aJ[peC MECTa OCYIIECTBICHUS MPOU3BOJICTBA JEKAPCTBEHHOTO Mpernapara Jis
MCIUIIMHCKOI'0 HNPHUMCHCHUSA (B CJIydyac HaJIM4Yusg HCCKOJIBKUX YYAaCTHHUKOB IIpOLECCa IIPOU3BOJACTBA
HE0OXO0IMMO yKa3aTh KaKJOTO U3 HUX),

e) ¢apmareBTUIECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUYECKHE XapaKTEPUCTUKH;

3) MaTepHaIbHbIN OallaHC IS TPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMUCAHHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaTEPUAIIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaIMIalusl) IPOLIECCOB IPOU3BOCTBA U (WIN) UX OLICHKA;

J) TpeboBaHMWS K KadyecTBY BCIIOMOTATENFHBIX BemlecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUE MCETOAUKH, HCIIOJB3YEMBIC IIpU OCYIICCTBJICHUN KOHTPOJA KadeCTBaA
BCIIOMOTI'aTCJIbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC MOATBCPIKIACHUC (BaHI/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCTOIAUK, UCIIOJIB3YCMBIX IMPU
OCYHICCTBJICHNU KOHTPOJI Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

0) I/IH(i)OpMaHI/Ifl 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX BC€IICCTB YCJIIOBCUYCCKOTO MW KHMBOTHOI'O
MIPOUCXOKIACHUA,

H) HH(bOpMaHI/IH 00 HCITOJIb30BAaHUH HOBBIX BCITOMOTaTeIbHBIX BCIICCTB,

p) TpeboBaHMs K KadecTBY JIEKAPCTBEHHOIO IpemnapaTa A MEIULHMHCKOTO MpUMEHEHHUs
(ceprudukar, cienudukanys Ha JeKapCTBEHHBIH Mpenapar U UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIIOJIB3YCMBIC IIPpU OCYHICCTBJICHHU KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO Iperapara 111 MCIUIUHCKOI'0 IPUMECHCHUS

T) AOKyMEHTaJIbHOE MOATBEPKICHHE (BaTUAALNS) aHATUTUYECKUX METOAMK, UCTIOIb3yeMbIX MpHU
OCYILIECTBIECHUU KOHTPOJIIA KaueCTBa JIEKAPCTBEHHOIO IperapaTa JJi1 MEIULUHUHCKOrO IPUMEHEHMS;

y') PE3YJIbTAaThl aHAJIN30B cepnﬁ JICKAPCTBCHHOTO IIpCIiapaTa AJIsI MCAUITUHCKOT'O IPUMCHCHU A,
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&) xapakTepucTuKa mpUMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIperiapaTa JJIsd MCIUIUHCKOI'O IPUMCHCHUS

11) JaHHbIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyuisi MEJULIMHCKOTO IPUMEHEHMSL.
(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pa3/:[en (bapMaKOHOFquCKOﬁ, TOKCUKOJOTHYEeCKOM JOKYMCHTAIIMKU BKJIIOYACT B ce0s1 OTYETHI O
pe3yiibTaTax  JOKIMHHYCCKUX HCCIICIOBaHUM JICKApCTBCHHOTO  CpeAcCTBa I  MCAUIHUHCKOI'O
NPUMCHCHUSA, B TOM YHUCJIC!:

1) otueT 0 hapMaKOIMHAMUIECKIX UCCIICTOBAHMSIX;
2) ot4eT 0 (hapMaKOKMHETHYECKUX HCCIICIOBAHUSIX;

3) OT4ET O TOKCUKOJIOTHYECKUX MCCIICTIOBAHUSIX.
(dactpb 6 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznen kauHUYECKOM AOKYMCHTAIIUU BKIIFOYACT B cebsl OTYETHI O pe3yiibTaTaXx KIMHHUYCCKUX
HCCIIeJOBaHU JICKAPCTBCHHOT'O IIpcIiapaTa AJII MCAUIIMHCKOT'O IPUMCHCHUA, B TOM YHUCJIC:

1) ordersl 00 wHCCIETOBAHUSAX OHMOAOCTYIHOCTH W OWOIKBHBAJICHTHOCTH, HCCIEIOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISALHUIO PE3YJIbTAaTOB, TOJYYEHHBIX B YCIOBHX 1N VItro U in vivo;

2) oT4eTHl 0 PpapMaKOKMHETHUECKUX UCCIEIOBAHUSX;
3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUIX;
4) 0T4eTHI O KIMHUYECKUX HCCIeT0BaHUAX (D (PEeKTUBHOCTH U 0€30MaCHOCTH;

5) OT4eT O MOCTPEruCTPALMOHHOM OIIBITE MPUMEHEHHUS (TIPU HATUYUH).
(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8. TpeOoBanusi k 00beMy WHPOPMAITUH, TPEIOCTABISIEMON B COCTABE PETHCTPAIIMOHHOTO JIOCKE,
JUTSI OTZICTTEHBIX BUOB JICKAPCTBEHHBIX MPEMapaToB JUIsl MEAUITMHCKOTO TIPUMEHEHHS yCTaHABINBAIOTCS
YIOJIHOMOYECHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJTHUTEIIBHON BIIACTH.
(uacts 8 BBeneHna denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

9. B oTHOIIEHUU JIEKAPCTBEHHBIX MPENapaToOB, Pa3pelICHHbIX I MEAUIMHCKOTO MPUMEHEHHS B
Poccuiickoit @enepanuun Oosiee ABaANATH JIET U B OTHOIIEHHWH KOTOPHIX HEBO3MOXKHO IPOBEACHUE
WCCIICIOBAaHNM WX OMOIKBHUBAJICHTHOCTH (32 HCKIIFOUCHUEM OHMOJIOTHYECKHX JICKapCTBEHHBIX
MpenapaToB), OMYCKAeTCs BKIIOUEHHE B COCTaB pasnenia (papMakoIOTHYEeCKOW, TOKCHKOJIOTHYECKOM
JOKyMEHTAIIMU M paszjiena KIMHUYECKOW JOKYMEHTAIIMM BMECTO OTUYeTa pa3paboT4HMKa O pe3yJbTarax
COOCTBEHHBIX JOKIMHUYECKHX HCCIECIOBAHHUM JIEKaPCTBEHHBIX CPEACTB M KIIMHUYECKUX HUCCIEeTOBAHUMN
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUS 0030pa Hay4yHBIX paboT O pe3ylbTaTax
JOKJIMHUYECKUX MCCIICOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEJOBAaHUN JTaHHBIX
JIEKApCTBEHHBIX MPEMAapaToOB, B TOM YHCIIE BKIIFOYAsI OMBIT UX MOCTPETUCTPAITMOHHOTO IIPUMEHEHHSL.
(gactp 9 BBeaeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-d3; B pen. DeaepanbHOTO 3aK0HA OT
27.12.2019 N 475-D3)
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10. ITpu rocymapCTBEHHOW PErucTpaldy BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IpenapaToB s
MEIMLIMHCKOTO MPHUMEHEHHs JIONyCKaeTcs BKJIIOUYEHHE B COCTaB pasjena (hapMaKoIOrH4ecKow,
TOKCUKOJIOTUYECKON JOKYMEHTAallMd U pasjena KIMHUYECKOM JIOKyMEHTAallUd BMECTO OT4YeTa
pa3zpaboTurKa O pe3ysibTaTaX COOCTBEHHBIX NOKIMHUYECKUX HMCCIEAOBAHUN JEKAapCTBEHHBIX CPENICTB
0030pa Hay4yHBIX paboOT O pe3yibTaTax NTOKIMHUYECKUX HCCIIEIOBAaHUI peepeHTHOro JeKapCTBEHHOTO
npernapara 1 MpeaCcTaBIeHHe BMECTO KIMHUYECKUX MCCIEOBAHUN B IMOJIHOM 0O0BbEME, YyCTaHOBICHHOM
pa3fenoM KIMHUYECKOW IOKyMEHTAllMH, OTYeTa O pe3ysbTaTaX HCCleOBaHMM OMOIKBHBAJIEHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOT'0 TMpernapara Juid MeIMLIMHCKOro mnpumeHeHus. He tpeOyercs
NPEJCTaBICHUE OTYeTa O pe3yJbTaTax HCCIeIOBaHUNA OMOIKBHUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOI'0  Ipemapara  Juld  MEIUWLUUHCKOIO  MPUMEHEHHs, €CIHM  PETUCTPUPYIOTCS
BOCIPOU3BE/ICHHBIE JIEKApPCTBEHHBIE MPenapaThl JUIsi METUIIMHCKOTO IPUMEHEHHSI, KOTOPHIE:

1) npeaHa3HadeHbl Uil NapeHTEPAIbHOrO (MOAKOXKHOIO, BHYTPHUMBILIEYHOTO, BHYTPUBEHHOTIO,
BHYTPHUIJIA3HOTO, BHYTPUIIOJOCTHOTO, BHYTPUCYCTABHOTO, BHYTPUKOPOHApHOTO) BBEACHUS U
MIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;

2) npenCcTaBiIsOT COOOM pacTBOPBI AJIs NEPOPATILHOTO IPUMEHEHMUS;
3) mpowusBenieHBl B OpME MOPOLIKOB WIIH JTHO(PUIN3ATOB IS IPUTOTOBIICHHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SABJIAIOTCS YIIHBIMHA WJIW I'TITA3HBIMU JICKAPCTBECHHBIMU ITPEIiapaTaMu, IIPOU3BCACHHBIMU B (bopMe
BOIOHBIX paCTBOPOB;

6) npeaHa3HA4YCHbI AJII MCCTHOT'O IPUMCHCHUSA U IPUTOTOBJICHLI B (bopMe BOJOHBIX paCTBOPOB;

7) npeacTaBISAIOT COOOW BOAHBIE PACTBOPHI IS MCIIOJB30BAHMS B (DOpME MHTAISIIMUNA C TIOMOUIBIO
HeOyaiizepa WM B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, MPUMEHSIEMBIX C TOMOIIBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. Jlns cnydaeB, ykazaHHbIX B nyHktax 1 - 3, 5 - 7 wyactu 10 HacTosimedl craThbu,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIA Mpenapar i MEIUIIMHCKOTO MPUMEHEHHUS OJKEH COJep:KaTh
TaKue k€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX K€ KOJMUECTBAX, KaK U peepeHTHBIN TeKapCTBEHHBIN
npenapat. Eciu cocTaBbl BCIOMOTaTeNbHBIX BEIIECTB PA3IMYAOTCS, 3asIBUTENb JIOJDKEH MPEICTaBUTh
JTIOKA3aTesIbCTBA TOTO, YTO UCIOJIb3yeMbI€ B JIAHHBIX KOHIIEHTPAIIUAX BCIIOMOTATEIbHBIC BEIIECTBA HE
BIUAIOT Ha Oe30macHOCTh M (Wiau) A(PPEKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara Jyuisi MEIUIIMHCKOTO
npuMeHeHusa. B cimydae, ecnu 3agBUTENh HE MOXKET MPEICTaBUTh TAaKHE JI0OKA3aTelIbCTBA M (WJIM) HE
HMMEET JOCTyMNa K COOTBETCTBYIOIIKUM JIaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIINE MCCIEI0BAHUS
JUISL TOKA3aTeNbCTBA OTCYTCTBUS BIMSHUS Pa3HBIX BCIIOMOTATENbHBIX BEHIECTB WM BCIIOMOTATENIBHBIX
yCTPOMCTB Ha Oe30macHOCTh U (Uia) 3(PPEKTUBHOCTD JIEKAPCTBEHHOTO Mpenapara Juisi MEIUIUMHCKOTO
MPUMEHEHUS B COOTBETCTBHHM C AaKTaMH, COCTABJISIOIIMMU MpaBo EBpa3Miickoro 3KOHOMHUYECKOTO
coro3a.

(gactp 11 BBenmena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOTO 3aKOHA OT
22.12.2020 N 444-03)

12. Ilpm TrOCYZapCTBEHHOM  perucTpauyd KOMOMHAIMH  paHee  3aperuCTPHUPOBAHHBIX
JIEKapCTBEHHBIX IpEnapaTroB s MEAMLIMHCKOIO IMPUMEHEHMs JOIYCKAeTCs BKIIIOUEHUE B COCTaB
pasznena  (apMakKoJIOTMYECKOM, TOKCHUKOJIOIMYECKOM JTOKyMEHTAallMh U pasjena KIMHUYECKOU
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JOKyMEHTallM BMECTO OT4YeTa pa3paboTuyMKa O pe3yjbTaTaXx COOCTBEHHBIX JAOKIMHUYECKHX
UCCIICZIOBAaHUM JIEKAPCTBEHHBIX CPEJCTB 0030pa HAyyHBIX pPabOT O pe3yibTarax IOKIMHUYECKUX
UCCIICIOBAaHUH pe(PEepeHTHBIX JIEKAPCTBEHHBIX IMPENaparoB, BXOJAIIMX B COCTaB KOMOMHALIUU
JIEKapCTBEHHBIX MIPENapaToB, U 00 OTCYTCTBUH UX B3aUMOJEUCTBUS B OJIHOH JIEKapCTBEHHOU (hopMe.
(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Ha skcrnepTu3y pa3iuyHbIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOI'O
npenapara Juisi MEIULIMHCKOTO IPUMEHEHUs 3adBUTENb MPEACTABISIET OTAEJbHBIE 3asBICHUS U
PETUCTPAIIMOHHBIC JIOChe HAa KaXAYI0 JIeKapcTBeHHYI0 ¢Gopmy. [Ipu ycroBuM OIHOBPEMEHHOH MOJa4H
Ha DKCIEPTU3Y OJIHOM JIEKApCTBEHHOU (DOPMBI C Pa3IUYHBIMU JO3UPOBKOM, KOHIIEHTpaLUeH, 00beMOM
3asBUTENIb MPEACTABISACT OOHO 3aABJICHUE W PETHUCTPALMOHHOE JOChE C MNPHIOKEHHEM MAKETOB
YIIaKOBOK Ha KXKIYIO JIO3UPOBKY, KXY KOHIICHTPAIIUIO, KAKIBIH 00hEM U KaK0€ KOJUYECTBO 103
B YIIAKOBKE.

(uacts 13 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

14. Ilpu roCyaapCTBEHHOM perucTpanuu Op(aHHOrO JEKApCTBEHHOTO Npenaparta 3asBUTEIb
NpeaCTaBiseT HHPOPMAINIO, HEOOXOIUMYIO 11l (POPMHUPOBAHUS pa3jiesia KITMHUYECKON TOKYMEHTAlINH,
B 00bEMeE, YCTAaHOBJIEHHOM YTIOJIHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOTHUTEIHHOHN BIIACTH.

(uactp 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpauuu OUOIOTUYECKOTO JIEKAPCTBEHHOIO Ipernapara, MOJIYYEHHOIO W3 KPOBH,
M1a3Mbl KPOBH 4YENIOBEKa, B COCTaBE PErMCTPAIlMOHHOTO J0Che Ha JIEKApCTBEHHBIM Npenapar ais
MEIUIIMHCKOTO MIPUMEHEHHSI TOJIKHBI OBITH TPECTABICHBI TOTIOTHUTEIHHO:

1) B pasgene MAOKyMEHTallMM aJMUHHCTPATUBHOIO XapakTepa JOKYMEHT, COJAEp Kalluil
nHpOpMaIHIo 0 CyOBeKTax OOpalieHus JOHOPCKOW KPOBU U (WMJIHM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
OCYyIIIeCTBIIeHA JoHaIusl (KpoBH W (WIM) TUTa3Mbl KPOBH), a TaKXke IaHHbIE 00 HWHQEKIIMOHHBIX
3a00JIeBaHUAX, MEPEAAIOIINXCS MapeHTepaIbHbIM IMyTeM, HH(poOpMalus O cyObekTax oOpaleHus
JIOHOPCKOW KpPOBH W (WMJM) €€ KOMIIOHEHTOB, B OTHOIIEHHWU KOTOPBIX OCYIIECTBISETCS KOHTPOIb
JIOHOPCKOW KPOBHU U (WJIM) €€ KOMIIOHEHTOB;

2) B pazaene XuMHUYECKOH, (hapMalieBTHYECKON M OMOJIOrHYECKON TOKYMEHTAIUH:

a) KpUTepuH U crocoObl 0TOOpa, TPAHCIIOPTHPOBAHUS M XPAHEHUS TOHOPCKOM KpOBH H (WIIN) ee
KOMITOHEHTOB;

0) pe3ynbTaThl UCCIIEOBAHUI OTOOPAHHBIX JOHOPCKOW KPOBU M (MJIM) ITUIa3Mbl KPOBU U IYJIOB Ha
Hanuuue Bo3OynuTenel wuHQeKnuil, BKIOYas UWHGOpMaLKMI0O 00 HWCHOIB30BaHHBIX METOAUKAX
HCCIEAOBaHUN M B CJydyae MCCIEIOBAaHMS IyJOB ILJIa3Mbl KPOBU PE3YyJbTaThl JIOKYMEHTaJIbHOTO
MOATBEPKICHUS (BaJIMAIIMU) UCTIOJIb30BAHHBIX METOMK;

B) TEXHUYICCKUE XaPAKTECPUCTUKH YIIAKOBKHU JII OTOOpA TOHOPCKOW KPOBH U (HJIH) IJIa3MbI KPOBH,
BKJTFOYAst HH(GOPMAITUIO 00 MCIIOIB30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.
(dactp 15 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

16. Kiinnudeckue ucciaenoBaHus JEKapCTBEHHOTO IpenapaTa JUlsi MEJUIIMHCKOTO MPUMEHEHUS B
LEISIX €ro TOCyAapCTBEHHOW perucrpauuu mnposoisaTcss B Poccuiickoir ®Penepanuu B HOPAIKE,
YCTaHOBJIEHHOM cTaThsiMu 38 - 44 Hactosiero denepanbHoro 3akoHa. OT4ET O MPOBENEHHBIX
UCCIIEIOBAHMSIX BKJIIOUAETCA B COCTaB pa3jiesla KIMHUYECKON JOKYMEHTAlUH PErMCTPALIMOHHOTO JOChE
Ha JIEKapCTBEHHBIN MpenapaT A MEIUIUHCKOTO MpUMeHeHHus. [[yisl IeKkapCTBEHHBIX IMpernapaToB s
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MEJIULMHCKOTO TPUMEHEHHUs, B OTHOUIEHWU KOTOPBIX B pe3yJbTaTe »JKCIEPTU3bl JTOKYMEHTOB,
MPEACTABICHHBIX [JIsl ONpEAeNieHHus BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM MpernapaTr it
MEIUIIMHCKOTO TIPUMEHEHHUSI B KauecTBe OpPaHHOIO JIEKAPCTBEHHOIO Mpemnapara, Takas BO3MOXHOCTh
MpU3HAHA ¥ B OTHOIIEHWU KOTOPBIX MPOBEIEHBI KIWHUYECKHE HCCIICJIOBAHMS, BBHITIOJIHEHHBIE 3a
npeaenamu Poccuiickoii dexepaniu B COOTBETCTBHH C TIpaBWJIAMHU HaJJIeKalied 1abopaTopHOI
MPAaKTUKU W IIpaBUJIaMHU HAJUISKAIEH KIMHUYECKOW INPAKTHKHU, IOIYyCKAeTCsl BKIIIOYEHHE B COCTaB
paszena KIMHUYECKOM JOKYMEHTAallMM BMECTO OTYeTa O pe3yjbTaTaX KIMHUYECKUX MCCIIEIOBAaHUN
JIEKapCTBEHHOT O MpernapaTa JJis MeIMIUHCKOr0 MPUMEHEHUs, TpoBeJIeHHbIX B Poccuiickoit denepanuu,
OT4YETa O PE3yJbTarax KIMHUYECKUX HCCIENOBAaHUM, BBINOJHEHHBIX 3a npeaenamu Poccuiickoit
denepauuu.

(uactp 16 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

17. B ciiydae HenpeAcTaBIeHUs C 3asBICHUEM O FOCYJIapPCTBEHHOM PErMCTPALMH JIEKAPCTBEHHOIO
npenapara AJis MEAUIMHCKOTO MPUMEHEHHS JOKYMEHTOB, OATBEPKAAIOIIUX YIUIATY TOCYJapCTBEHHOM
MONUIMHBI M YKa3aHHbIX B myHKTe 10 yactm 2 HacTosled CTaTbd, a TakKe BBbIJIABAEMBIX
(TpenocTaBiIsieMbIX)  YIOJTHOMOYEHHBIMH  (eACpaTbHBIMU  OpPraHaMU  HCIIOJIHUTEIBHON  BIIACTH
JIOKyMEHTOB (CBEJICHUI), YKa3aHHBIX B MyHKTax 3 ¥ 4 yacTtu 4 HACTOSIICH CTaThH, YIOJIHOMOUYEHHBIN
(dbenepasbHBI OpraH HWCIIOJHUTEIBHOW BJIACTH 3alpaliiBaeT YKa3aHHbIE TOKYMEHTHI (CBEICHUS) B
MOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMOICHCTBUSI.

(uacts 17 B pen. @egepanbHoro 3akona ot 27.12.2019 N 478-03)

18. He nomyckaeTcss MCHONB30BaHHWE B KOMMEPYECKUX IENAX HWHPOpMAIMU O pe3yjbTarax
JOKJIMHUYECKUX  HMCCJICIOBAHMM  JIGKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX TMPENapaToB I MEIUIIMHCKOTO TMPUMEHEHHUS, MPEACTABICHHONW 3asiBUTEIEM ISt
TOCYJIapCTBEHHOM PEruCTpalliy JEKAPCTBEHHOTO TMpemnapara, 0€3 ero corjacusi B TEUCHHE IECTH JIET C
JaThl TOCYJApCTBEHHOW pErHUCTpalv PePEepeHTHOro JICKApCTBEHHOTO Ipemnapara B Poccuiickoit
denepauuu.

(actpb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19. JlepxaTeib UM BaJellel pErUCTPAliMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpernapara Ha
OMOTEXHOJIOTHYECKHH Wi ophaHHBIH JIEKapCTBEHHBIH Mperapar 00s3aH MpeA0CTaBIsATh Ha BO3ME3IHOM
OCHOBE 00pa3ipbl peepeHTHOro JIEKapCTBEHHOI'O IIpenapaTta 3asBUTENAM JJIs  MPOBEICHMS
KIMHUYECKUX HccaenoBaHuil. CTouMocTh oOpa3la pedepeHTHOro JEeKapCTBEHHOIo IIpenapara,
BKJIFOYEHHOT'O B [I€PEYEHb JKU3HEHHO HEOOXOJMMBIX M Ba)KHEHMIIMX JEKapCTBEHHBIX NpenapaToB, HE
JOJDKHA TIPEBBILIATh 3aPETUCTPUPOBAHHYIO IMPEICIbHYIO OTIYCKHYIO IIeHy Ha pedepeHTHBII
JIEKAPCTBEHHBIN IIpenapaT Win LeHy Ha JICKapCTBEHHBIN IIperapaT B CTpaHe IPOU3BOUTES.

(uactp 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20. 3asBIIEHHE O rOCYJaPCTBEHHOM PETHCTPALMU BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOTO IIpenapara
V1. MEIUIMHCKOIO NPUMEHEHUS MOXKET OBbIThb NOJaHO B YIOJIHOMOYEHHBIH (enepalibHblil OpraH
UCTIOJHUTENIBHOM  BJIACTH, OCYIIECTBISIOIMIMNA TOCYJAapCTBEHHYI PErMCTPALUIO  JIEKAPCTBEHHBIX
NpernaparoB, MO HCTEUEHHM 4YeThIpeX JIeT C JaThl TOCYJapCTBEHHON perucTpanuu peepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont denepauuu.
(uactp 20 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJapCTBEHHOW peructpanud OuoaHajgoroBoro  (OHMOMoI00HOTO)
JIEKapCTBEHHOI0 MpemnapaTta (OHoaHanora) MoKeT ObITh MOJaHO B YMOJIHOMOYEHHBIN (enepanbHblii
OpraH HCIOJHUTENBHON BIIACTH, OCYIIECTBISIONINI TOCYAApCTBEHHYIO PErHCTPAINIO JIEKAPCTBEHHBIX
MpemapaToB, IO MCTEUEHUH TpeX JIeT C JaThl TOCYJapCTBEHHOW perucrpanuu pedepeHTHOTo
JIEKapCTBEHHOT O Ipenapara B Poccuiickont @enepauuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 21 BBegena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WX Biajeliell PETUCTPAMOHHOTO YIOCTOBEpPEHHUS JIEKaPCTBEHHOIO Mpenapara
MIPEJICTABIISET B YIOJHOMOYCHHBIH (DeepalbHblii OPraH MCIOTHUTEIBLHOW BJIACTH, OCYIIECTBIISIOIINAN
(YHKIMU IO KOHTPOITIO U HA/I30pYy B cepe 31paBOOXpaHEHHs, OTUET 110 pe3ysbraTaM (GpapMakoHaa30pa
OJIMH pa3 B LIECTh MECSIIEB B TEYEHHE JIBYX JIET MIOCTIE TOCYIaPCTBEHHON PETUCTPALIUU JIEKaPCTBEHHOT O
npenapara B Poccuiickoit @enepanuu, €KerojlHO B TEUEHHUE MOCIEYIOIUX TPEX JET U B JalbHEHIIEM
OJIMH pa3 B ISTh JIET.

(dactb 22 BBeneHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Koncynprantllmtoc: npumeuanue.

ITonoxxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUS TOC. YCIYT IIpU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB: A MEAMIMHCKOIO IPUMEHEHHs IOCPEICTBOM E€IUHOMN
CUCTEeMBI U (WJIK) enuHoro noptana, opuMensored ¢ 01.01.2025; nyis BeTepuHaApHOTO NPUMEHEHUS
IIOCPEJICTBOM €IMHOTr0 noprana, npuMenstores ¢ 01.01.2026.

Cratba 19. lMpuHATHE pelleHns O Bbigaye 3KCNEepPTHOMY YUYpEeXAeHUI 3afaHuAa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. B Tteuwenue necatu pabouux [HEH cO AHA TNPHUHATUSA 3a8BJICHHS O TOCYJIApCTBEHHOMH
perucTpalyy JIEKapCTBEHHOIO IIpernapaTa WM 3asBJICHUS O NPU3HAHUU JIEKAPCTBEHHOI'O Iperapara
opaHHBIM JIEKapCTBEHHBIM MPENAapaToOM COOTBETCTBYIOIIMKA YIIOJTHOMOYEHHBINH (eepanbHblii opraH
WCIIOJIHUTEJILHOM BJIACTH MPOBOJAUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABMIIBHOCTH O(OpMIIEHUS
IIPEJCTABICHHBIX JOKYMEHTOB PETUCTPALIMOHHOIO JI0Che Ha JIEKApCTBEHHBIM Npernapar U NPUHUMAET
peleHye o Bblladye 3aJaHus Ha IPOBECHHUE:

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

1) OKCICPTU3BI NOKYMCHTOB, NPCACTABJICHHBIX IJId ONPCACICHUA BO3MOXHOCTH paCCMAaTpPUBATH
HeKapCTBeHHBIf/i npenapar ajdd MCAUIUHCKOTO MPUMCHCHHA B KauCCTBC op(baHHoro JICKApCTBCHHOT'O
npernapara;

(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumeuanue.
C01.01.2026 m. 2 4. 1 ct. 19 yTpauuBaet cuny (D3 ot 30.01.2024 N 1-D3).

2) HSKCIepTHU3bl JIEKapCTBEHHOTO CPEICTBA B YACTH DSKCHEPTU3bl KauyecTBa JIEKaPCTBEHHOI'O
CpPEeICTBA U DKCHEPTU3bl OTHOUICHHS] OKUIAEMOW TOJb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKApCTBEHHOT O MpernapaTa A MEIUIUHCKOTO MPUMEHEHHS;

Koncynprantlntoc: npumedanue.
C 01.01.2026 m. 3 4. 1 ct. 19 yrpaunBaer cury (@3 ot 30.01.2024 N 1-D3).

3) sKcmepTU3bl JICKApCTBEHHOI'O CpEICTBAa B YacTU O3KCIEPTHU3bl KauecTBa JIEKApCTBEHHOTO
CpeICcTBa M DKCIEPTU3bl OTHOLICHUS OXKUIAEMOM IIOJb3bI K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKAPCTBEHHOI'0 IIpernapara Uil MEJUUUHCKOrO INPUMEHEHHs B IOPSAKE YCKOPEHHOW IIPOLEIypbl

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHuua 56 n3 166


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100372&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100373&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100110&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100471&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100472&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100374&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100112&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100113&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100114&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100114&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

AKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO cTaThell 26 Hacrtosmiero demepanbHOTrO
3aKOHA;

4) osKcnepTu3bl JIEKAPCTBEHHOIO CpEACTBA B OTHOUIEHUM JIEKAPCTBEHHOIO IIpernapara A
BETEPUHAPHOTO IPUMEHEHUSI.

2. YnomHOMOYEeHHbIN (efepanbHbIi OpraH HCHOJHUTENIBHON BIIACTH HANpaBiseT B JIMYHBIN
KaOMHET 3KCIEPTHOIO YUPEXkAECHUS B €AMHON CHCTeME MOJINUCAHHOE YCUIEHHONW KBaIU()ULIUPOBAaHHON
JIEKTPOHHOMN MOJIMCHIO 3aJaHUE HA MIPOBEIECHUE IKCIIEPTU3, IPENYCMOTPEHHBIX YacThio 1 HacTosIen
CTaThd, B JIMYHBIA KaOWHET 3asfBUTENs B €IWHOW CHUCTEeME - TOANUCAHHOE YCHUJICHHOM
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOM MOJMHMCHIO YBEJJOMJICHHE O MPUHSATOM PEIICHUH O BbIJaue 3a/1aHUs
Ha TIIPOBEJEHUE OJKCIEPTHU3, NPEIyCMOTPEHHBIX YacTbKO | HacTosAIeM CTaTbM, W B Cly4ae
HeoOXOUMOCTH O BblFaue paspeuieHus: Ha BBO3 B Poccuiickyro denepainio KOHKpETHOW MapTHH,
CepUH 3aperuCTPUPOBAHHBIX U (WJINM) HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB WU 00 OTKa3e B
IIPOBEJIEHUH TAKUX DKCIEPTU3 C YKA3aHUEM IIPUUMH OTKa3a.

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

3. B ciyyae BBISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH HH(OpMAIMH, COACpXKalehcs B
MIPEJICTABICHHBIX 3asBUTENIEM JIOKYMEHTAX, YIOJHOMOYCHHBIH (peepaibHbI OpraH HCIIOJTHUTEIHHON
BJIACTH HAIIPABIISICT 3asIBUTEIIO MMOCPEICTBOM €IMHOTO MOpPTaia WM B €r0 JIMYHBIH KaOWHET B IUHON
cHCTEME 3ampoc 00 YTOYHEHWH 3TOW HMH(OpPMAIMH, MOJINHCAHHBIA YCHJICHHOW KBAIM(UIIMPOBAHHOM
AJIEKTPOHHOMW TMOJIMUCHIO (J1aiee - 3ampoc YHOJIHOMOYCHHOTO (eIepalibHOIO OpraHa MCIOJTHUTEIbHON
BJIACTH).

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

4. 3agBuTens o005f3aH HANPaBUTHh IOCPEACTBOM €IMHOTO IMMOpTaja B  YIOJIHOMOYEHHBIN
denepanbHBIE  OpraH WCIONHUTENFHOW BIACTH WJIM B JUYHBIA KAOWHET YIIOJHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJHHUTEIBPHONH BJIACTH B €IMHOM CHCTEME IIOJNHCAHHBIA YCHJICHHOU
KBaTM(UIIMPOBAHHOW 3JIEKTPOHHOW IMOJIHCHI0 OTBET HA 3alpoC YIOJIHOMOYEHHOTO (heaepaabHOro
opraHa HCIIOJHUTEIPHONH BJACTH B CPOK, HE MPEBBIMIAIONINN JIeBSHOCTAa pabouyMx JAHEH co IHA
MOJyYeHHUS YIOJHOMOYECHHBIM (ellepajbHbIM OPraHOM HCHOJHHUTEIBHOM BJIACTH DJIEKTPOHHOTO
YBEIOMIICHHS O TIOJIyYE€HUH 3asBHTENEM JaHHOTO 3ampoca. Cpok, yka3zaHHBINH B 4acTu | HacTosimei
CTaThW, NMPHUOCTAHABIMBACTCS CO JHS HAIPABICHHS MOCPEICTBOM €IUHOTO IMOpTaia WM B JIMYHBIA
KaOWHEeT 3asBUTENs B C€OUHOM CHCTEME 3ampoca YIOJHOMOYEHHOTO (eaepaqbHOro opraHa
UCTIOJTHUTENFHON BJIACTH JIO JHS HANpaBICHHUS 3asSBUTENEM IIOCPEICTBOM E€AMHOTO IMOpTaja WIN B
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOTO OpraHa HCIOJHHUTEIbHOM BIacTH B €IUHOMN
CHCTEME OTBETA.

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

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluu SKCIEPTU3, MPEyCMOTPEHHBIX YacThio 1 HacTosmel
CTaThH, SABISAETCS NPEJCTABICHUE HEOOXOOUMBIX MJIi NPOBEICHHs IPEIYCMOTPEHHBIX 3KCIEPTHU3
JOKYMEHTOB B HETIOJIHOM 00beMe HJIM HEeNpe/ICTaBIEHUE 3asiBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETA Ha
3aMpoc YIMOJHOMOUYEHHOTO (eiepajJbHOro OpraHa MCIOJHUTEIbHON BIIACTH, a TAaKXKe MpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKallMX NCUYEPIBIBAIOIIETO [IEPEUHs] HEOOXOJUMBIX CBEIECHUN.

6. Ilpu oTka3e B OopraHu3alMy IKCHEPTU3bI, IPEAYCMOTPEHHON MyHKTOM 4 yacTu | HacTosmel
CTaThH, JOKYMEHTHI, BXOJSIIME B COCTAB PETMCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpernapar it
BETEPUHAPHOTO IPUMEHEHHs, MOTYT OBITh BO3BpALICHbI 3asABUTEII0 Ha OCHOBAaHUM €ro 3arpoca,
MOJNMCAHHOTO YCWJIEHHOM KBaJU(HUIMPOBAHHOW 3JEKTPOHHOM MOANUCHI0 U HAIMPABICHHOTO
MOCPEJICTBOM €MHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (eiepabHbIi OpraH UCTIOJHUTEIbHON BIACTH WU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JTUYHBIN KaOWHET YMOJTHOMOYEHHOTO (QelepalbHOTO OpraHa HCIHOJHUTENBHOM BIACTH B €IUHOM
CHUCTeMEe, B TEUYCHHE TPHALATH PaOOUMX JHEH CO ITHS TPUHATHS YHOJTHOMOYEHHBIM (QeaepalbHbIM
OpraHoM HCHOJHUTEIBHON BJIACTH peuieHuss 00 OTKa3e B OpraHU3alMM TAaKOM SKCHEPTHU3BI.
YnonHoMO4YeHHBIN (heepaabHbli OpraH WCIOJHUTENBHON BIACTH BO3BpAILAeT 3asBUTENIO0 YKa3aHHbIC
JIOKyMEHTBI B TEUEHHE JeCATH pabodymx IHEH CO JHSA TMOJY4YeHHUs COOTBETCTBYIOIIETO 3ampoca
3asIBUTEIIS.

(uactp 6 BBeneHa DexnepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

Koncynprantllntoc: npumeudanue.
C 01.09.2024 cr. 20 wm3naraetrcst B HOBoM penakmuu (D3 ot 30.01.2024 N 1-®@3). Cm. Oyaymryro

PEAAKIINIO.

Cratba 20. 3KcnepTu3a [OKYMEHTOB, MNpeAcTaBfieHHbIX ANA onpeaeneHus
BO3MOXHOCTU paccmaTpuBaTb JieKapCTBEeHHbIA npenapat Ans  MeAULMHCKOro
NPUMEHEHUA TMNpU OCYLIEeCTBMIEHMU TOCYyAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opcaHHOro nekapcTBeHHOro npenapara

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. Dkcnepru3a JOKYMEHTOB, MPEACTABICHHBIX ISl OMPENEICHUS BO3MOKHOCTH paccMaTpHUBaTh
JICKapCTBEHHBIM nIpenapaTr Uil MEIUIMHCKOrO IMPUMEHEHUS MPH OCYIUECTBICHUU TOCYAApPCTBEHHOU
perucTpanuu B KadecTBe ophaHHOTO JIEKAPCTBEHHOTO IMperapaTa, COCTaBICHHE KOMUCCHEH YKCIIEPTOB
3aKJIFOYEHUST O BO3MOYKHOCTH WJIM HEBO3MOYKHOCTH PacCMaTpHBaTh JIEKAPCTBEHHBIM Mpernapar s
MEIMIIMHCKOTO TIPUMEHEHUsI TMpU OCYIIECTBICHUH TOCYAapCTBEHHOW pErucTpali B KadyecTBE
opdaHHOrO JIEKApCTBEHHOTO Tperapara W HaIlpaBiICHUE JAHHOTO 3aKIIOYCHHSI B YIOJTHOMOYEHHBIN
(denepanbHBIA OPraH UCHIOTHUTENBHOM BIACTH OCYIIECTBISIFOTCS B CPOK, HE MPEBBIIIAIONINNA TPUILATH
paboumx JgHEW CO [JHS TONYYCHHs] DOKCICPTHBIM YUYPEKICHHEM 3aJaHUsl  YIIOJHOMOYEHHOTO
(denepanbHOrO OpraHa CIIOTHATEIFHON BIIACTH U B 3JICKTPOHHOUW opMe WM Ha OYMaKHBIX HOCUTEIISIX
HEOOXOIMMBIX JTIOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 wactu 4 u B yactu 7 cratbu 18
HacTtosero deaepaibHOro 3aKOHa.

2. JlokyMeHTbI, coAepKalluecss B PETUCTPAlMOHHOM JIOCh€ Ha JICKapCTBEHHBIM Ipenapar Hu
NOCTYNUBIIME Ha OYMaXHBIX HOCHUTEISX B 3KCIEPTHOE YUPEKACHUE [UIS OCYILECTBICHUS HX
SKCIEPTU3Bl JJI  OINpPENEICHHs] BO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar A
MEJIUIMHCKOTO MPUMEHEHHs B KadecTBe Op(haHHOTO JIEKApCTBEHHOTO TpenapaTa, MojajiexaT BO3BpaTy B
YIOJHOMOYEHHbIN (efiepaibHblii OpraH HCHOJHUTENIBbHON BJIACTU OAHOBPEMEHHO C 3aKIHOYEHHUSIMH
COOTBETCTBYIOIINX IKCIEPTHU3.

KoncynbrantlIntoc: nmpumeyanue.
C 01.09.2024 cr. 21 yrpauuBaet cuiy (93 ot 30.01.2024 N 1-D3).

Cratba 21. PewleHne 0 BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIA npenapar
npyM OCYyLeCTBMIEHUM TFOCyAapCTBEHHOW perucTtpauMm B Ka4dectBe opdaHHOro
NeKapCTBEHHOro npenapara

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

1. B cpok, He npeBbILIAONUI ATH pab0UYMX JHEN CO HS MOIYYEHMsI 3aKJII0UEHUS, YKa3aHHOTO B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

gactu | crateu 20 Hactosuiero denepalbHOrO 3aKOHA, YIMOJHOMOYEHHBIN QenepaiabHbIil OpraH
WCIIOJIHUTENIBHON BJIACTH OCYILECTBISAET OLIEHKY IOJYYEHHOIO 3aKJIIOUEHMS Ui OINpPENEICHHS €ro
COOTBETCTBUS 3a/laHUI0 Ha IIPOBEJEHUE COOTBETCTBYIOIIEH 3KCIEPTU3bl U YBEIOMIISET 3asiBUTENA B
JNEKTPOHHON (opMe nnM Ha OyMaKHOM HOCHUTENE O pe3yJbTaTax IpPOBEICHHOW 3SKCIEPTU3BI C
MPUJIOKEHUEM KOIUH SKCIEPTHOTO 3aKII0YeHHs (C COXpaHEHHEM KOH(UICHIMATbHOCTH MH(OpMaLUn
O COCTaBe OJKCIEPTHOW KOMHUCCHUHM) M O BO3MOXKHOCTM MWJIM HEBO3MOXHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHBIN IMpenapar Uil MEJULUHCKOIO NPUMEHEHMS NPU OCYIIECTBIECHUM TOCYAApCTBEHHOU
perucTpaiyy B kauecTse OppaHHOro JEKapCTBEHHOT'O Mpenapara.

2. Ilpm BbpIHECEHMHM KOMHMCCHEW OKCIIEPTOB 3aKIYEHHS O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Mpernapar i MEIULMHCKOrO NPUMEHEHHs MPU OCYIIECTBICHUH TOCYAapCTBEHHOM
peructpal B KayecTBe Op(aHHOTO JIEKApCTBEHHOTO IperapaTa YIOJIHOMOYEHHBINH (enepanbHblii
OpraH MCIIOJIHUTEIbHON BJIACTH B CPOK, HE IMPEBBIIAOLIMHA MATH pabouux JHEH CO JHS MOJIydYeHHs
JAHHOTO 3aKJIIOUEHMs], TPUHUMAET pellieHHe O BblJaue 3aJjaHus Ha MPOBEIEHHE SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CPEJCTBA M HKCHEPTU3bl OTHOLIEHUS OXHAA€MOH IOJIb3bl K BO3MOKHOMY PHCKY
IIPUMEHEHHUS JIEKAPCTBEHHOI'O IIpernapaTa A MEAMIMHCKOIO IMPUMEHEHMsI B IOPSAKE YCKOPEHHOMH
MPOLIEAYPBI SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBMM CO CTaTbed 26 HACTOSLIETO
denepanbHOro 3aKOHa.

3. B ciiyuae npuHSTHS pelIeHHUs O HEBO3MOKHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN Ipenapar Jiis
MEIUIIMHCKOTO TMPUMEHEHUS TpU TOCYJApPCTBEHHOM perucrpaluu B KadecTBe Op(aHHOTO
JIEKapCTBEHHOTO TIperapara yIMOJTHOMOUYEHHBIH (efepaidbHbli OpraH MCHOJHUTEIBHOW BIACTH
IIPEKpaLaeT NpOLEAYpY TIOCYJapCTBEHHOM pETrMCTpaluy JIEKapCTBEHHOI'O Ipernapara. 3asBUTEIb
BIIpaBe OOpaTUTHCSI B PETUCTPUPYIOIIMK OpraH C 3asBJIEHHEM O TOCYJIAapCTBEHHOM pErucTpaluu
YKa3aHHOTO JIEKapCTBEHHOr'O Mpernapara B COOTBETCTBUM CO cTaTheil 18 HacTosimero denepaibHOTO
3aKOHa.

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEACTB Ui MEIUWLUHCKOTO MPUMEHEHHs IOCPEICTBOM EIMHOMN
cucremsl, npumensaroTes ¢ 01.01.2025.

Ctatbs 23. 3KkcnepTusa Ka4yecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCNepTusa
OTHOLWeHuA O)KVIAaeMOﬁ NoNb3bl K BO3MOXHOMY PUCKY NMpUMeHeHUsa nekapCTBeHHOro
npenaparta and MeanuunHCKOro npuMmeHeHusA

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

1. DkcnepTu3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA U AKCIIEPTU3a OTHOLLIEHUS OKUAAEMOM IOJIb3bI
K BO3MOXXHOMY pPHUCKY NPHUMEHEHHUS JIEKapCTBEHHOIO Ipemnapara sl MEJUIMHCKOrO NMPUMEHEHHS,
COCTaBJICHME KOMHCCHUSIMU OHKCHEPTOB 3aKIIOYEHHUI 10 pe3yibTaTaM IPOBEACHHBIX OSKCIEPTH3 U
HalpaBJIeHUE 3TUX 3aKIIOYEHUH, NOANMCAHHBIX YCUIEHHBIMH KBaTM(DULIUPOBAHHBIMH IEKTPOHHBIMU
MOJIUCSIMHU, B JIUYHBIN KaOMHET YyHOJIHOMOYEHHOTO (pe/lepajbHOro OpraHa MCIOJHUTEIbHON BJIACTH B
€IMHOW CHCTEME OCYUIECTBISIOTCS B CPOK, HE HPEBBIMIAIOIIMNA CTa AECATH pabouux THEH co IHA
HaNpaBJICHUsI B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEKICHUS B €IUHOM CHCTEME COOTBETCTBYIOLIETO
3aJJaHus  YIIOJHOMOUYEHHOTO (pe/lepalbHOTO OpraHa WCIOJHUTEIBHON BIACTH M HEOOXOAUMBIX
JIOKYMEHTOB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Koncynprantllntoc: npumeuanue.

ITo 3asBnenuto, noganHomy B Mun3snpas Poccun 1o 11.04.2022, npu HEBO3MOKHOCTH NPOBEICHUS
HKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B SKCIEPTHOM YUPEXKJEHUH, JOIYCKAaeTcs ee
MIPOBEJEHNE TOCPEICTBOM JHUCTAHIMOHHOTO B3aUMOJAEWUCTBUS, MOPAJOK M (OPMBI KOTOPOTO
OTIPEICNIAIOTCS SKCIEPTHBIM YUpEeKJIEHUEM IO corjiacoBaHuio ¢ 3asButensiMu (IlocraHoBieHue
[IpaButensctBa P® ot 05.04.2022 N 593).

2. B TedeHue AEBSIHOCTA IHEH CO JHS IOJyYEHHs YIOJHOMOYEHHBIM (pelepanbHbIM OpraHOM
WCTIOJTHUTEIIEHOW BJIACTH YBEIOMJICHHS B DJIEKTPOHHOH (hopMe O MOJyYeHHHU 3asiBUTEIEM PEIICHUS O
MIPOBEJICHUH HKCIIEPTU3, TPETYCMOTPEHHBIX YacThl0 | HACTOSIIEH CTaThH, 3asBUTENb MPEICTABISIET B
IKCIIEPTHOE YUPEXKACHUE TSl MPOBEACHUS IKCIEPTU3bl KAaueCTBa JIGKAPCTBEHHOTO CPEJICTBA OOpPa3Ilbl
JICKApCTBCHHOTI'O IIpfIriapara AjJd MCAULIUHCKOIO NMPUMCHCHHA, MNPOU3SBCACHHOI'O B COOTBCTCTBUHU C
TpeOOBaHUSAMHU ONBITHO-IIPOMBIIIJIEHHOTO U (WJIM) MPOMBIIIJIEHHOTO PETrJaMEHTOB, YTBEPKIACHHBIX
PYKOBOJIUTENIEM IPOU3BOAUTENS JIGKAPCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBYIOIIMX CIyYasx
o0pa3ubl  (papmaneBTUYECKO CyOCTaHIIMU, TECT-IITaMMa MHKPOOPTaHH3MOB, KYJIbTYPHI KIJIETOK,
00pasIpl BEIIEeCTB, MPUMEHSEMBIX ISl KOHTPOJIS KauecTBa JEKapCTBEHHOTO CPEICTBA MyTeM CpaBHEHUS
C HUMH HUCCICAYCMOI'O JICKAPCTBCHHOI'O CpCACTBA, CHCL[I/I(bI/I‘-ICCKI/IC PCarcHThI, HCO6XOI[I/IMLIC JJISL
IIPOBCACHUA HUCHIBITAHUHU 06pa3u0B JICKApCTBCHHBIX MPCrapaToB, B KOJUYCCTBAX, H€06XOI[I/IMLIX JJISL
BOCIIPOU3BEJICHUSI METOI0B KOHTPOJISI KA4eCTBa.

(B pen. Peaepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

3. Ilpu monmy4yenun oOpa3IOB JIEKAPCTBEHHOTO Mpemapara W (apManeBTHUECKOW CyOCTaHIIMU
AKCIIEPTHOE YUPEKACHHUE HANIPABISAET B JIMYHBIA KaOWHET 3asBUTENS B €UHON CHCTEME yBEIOMIICHUE,
MOATBEPIKIAIOIIEE TTOTYYCHHE YKa3aHHBIX 00pa3IoB.

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

4. Vka3aHHbII B YacTU 2 HACTOAILIEH CTaThbU CPOK AJIs MPEACTABICHUS 3asBUTENIEM 00pa3lioB
JIEKapCTBEHHOIO Ipenapara U (papMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYAETCS B CPOK IPOBEACHUS
JKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTaThH.

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

5. ¥Yrparun cuny. - @eaepanbhblii 3akod ot 30.01.2024 N 1-03.

Koncynpsrantllntoc: npumeuyanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIECHUS T'OC. YCIYT IpU
oOpallleHnH JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO IPHUMEHEHUS IOCPEICTBOM €IMHOTO
nopraina, npumenstores ¢ 01.01.2026.

Ctatbsl 24. 3KkcnepTusa Ka4yecTBa JIeKapCTBEHHOrO CpeAcTBa M 3KcnepTUsa
OTHOLUEHUSI 0XXMOAEMOM MOJib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NIeKapCTBEHHOro
npenapara ons BeTepuHapHOro NnpuMeHeHus

1. Okcnepru3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U HKCIIEPTU3a OTHOLIEHUS OKUIAAEMOM II0JIb3bI
K BO3MOXKHOMY DPHUCKY IIPUMEHEHUs JIEKapCTBEHHOI'O IIpenapara i BETEPUHAPHOIO IPUMEHEHUS,
COCTABJIICHUE KOMMCCHUSIMU DKCIEPTOB 3aKIIOYEHUN [0 pE3yJbTaTaM YyKa3aHHBIX »JKCIEPTU3 U
HaNpaBJICHWE TAaKWX 3aKIIOYCHUH B DJIEKTPOHHOH (hopMe B YIOIHOMOUYEHHBIN (penepanbHbIii OpraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCIIOJTHUTENILHON BIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIMAIONINN CcTa JIeCATH pabodyux IHEH co
THS TONYYCHHsI SKCIEPTHBIM YUPEKICHHEM B JJIEKTPOHHOW ¢opMe 3aaHusl YHOTHOMOYEHHOTO
(denepanbHOrO OpraHa HMCIOJHUTEIHHONW BIACTH C JOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cratbu 17
HacTosero denepaibHOTO 3aKOHA.

(B pen. @enepanbhbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-@3)

2. B Teuenuwe Tpuaunatu pabouyMx IHEH CO JHS TMOJyuyeHHs YHOJIHOMOYEHHBIM (eaepabHbIM
OpPraHOM HCIIOJIHUTENIFHOW BJIACTH YBEIOMIICHHS B AJIEKTPOHHOM (opMe O MOJIY4YeHHUHU 3asiBUTEIEM
peuICHud O MPOBCACHHUU YKAa3aHHbIX B 4aCTU 1 HaCTOSIIJ_Ief/'I CTAaTbH 3KCICPTU3 3aABUTCIIb NPCACTABIIACT B
9KCIEPTHOE YUPEKICHUE JUIsl MPOBEAEHUS YKCHEPTU3bl Ka4eCTBA JICKAPCTBEHHOIO CPEJICTBA 00pa3Libl
JIEKapCTBEHHOI'0 Tpemnapara Jyisi BETEpUHAPHOIO MPUMEHEHUs, IMPOU3BEJIEHHOTO B COOTBETCTBUU C
TpeOOBaHUAMHM TEXHOJIOTMYECKUX PErJIaMEHTOB, YTBEPXKIEHHBIX PYKOBOAUTENIEM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBYIOLIUX CIIydasiX TeCT-IITaMMbl MHKPOOPTraHH3MOB,
KyJbTYpBl KJIETOK, 00pasibl (hapManeBTHUECKO cyOcTaHIMU, 0Opa3Ibl BEIIECTB, NMPUMEHsSEMbIE IS
KOHTPOJISI KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA, B KOJMUYECTBAX, HEOOXOMMUMBIX IJIsi BOCHPOHM3BEACHUS
METOJI0B KOHTPOJISI KaueCTBa.

(B pen. ®enepanbHbix 3aKk0HOB OT 02.08.2019 N 297-D3, ot 30.01.2024 N _1-D3)

3. Ilpu momydenum oOpa3LOB JEKAPCTBEHHOTO Ipemrapara WM (apMaleBTHYECKOH CyOCTaHIMU
IKCIIEPTHOE YUPEKACHUE B JCHb MOJIyYSHHUSI 00pa3IOB HANPABIAET B AJIEKTPOHHOW (OopMe 3asBUTEIIO
yBeJIOMJICHHE, TIOATBEPIKJatoIee MOoTyYeHHe YKa3aHHBIX 00pa3IioB.

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

4. Vka3aHHbII B YacTU 2 HACTOAILIEH CTaThbU CPOK AJIs MPEACTABICHUS 3asBUTENIEM 00pa3lioB
JIEKapCTBEHHOI'0 Ipernapara U ¢apMaleBTUYECKON CyOCTaHIIMM HE BKJIIOYAETCS B CPOK MPOBEACHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSIIIEN CTaTbH.

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

5. ¥YTpatun cuny. - @eaepanbublil 3akod oT 30.01.2024 N 1-03.

CraTtba 25. [loBTOpHOE NpoBeAeHNe IKCNepPTU3bI NIeKAPCTBEHHbIX CPeACcTB
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B chyyasx HeZOCTaTOYHOW OOOCHOBAHHOCTH WM HEMOJIHOTHI 3aKIIOYEHHUS KOMHUCCUU
JKCIIEPTOB, HANUYHUS B HEM MPOTUBOPCUYMBBIX JaHHBIX, (DambCU(PUKALUKU BBIBOJIOB JKCIEPTU3HI
JICKApCTBEHHOTO CPEJICTBA, COKPBITHA OT YIOJHOMOYEHHOTO ()elepaJbHOr0 OpraHa MCIOJHUTEIHHON
BJIACTM OCHOBAHMM JUIsl OTBOJAA DJKCIIEpTa BCIEJACTBHE €ro 3aMHTEPECOBAHHOCTU B pe3yJbTaTax
COOTBCTCTBYIOHleﬁ OKCIICPTU3BI, HAJIMYUA IOAaHHBIX O IIPAMOM MO0 KOCBEHHOM BMENIATEIILCTBE B
MPOLIECC COOTBETCTBYIOLIEH SKCHEPTU3bI JIML, HE YYAacTBYIOIIMX B €€ IMPOBEICHUH, HO OKa3aBIIMX
BIIUSHUE HA TPOLIECC U pEe3yNbTaThl €€ MPOBEICHHs, YIOJIHOMOUYEHHBIM (elepalibHbIM OpraHOM
WCTIOHUTENILHON BJIACTH Ha3HAYAETCs MOBTOPHAs OJKCIEpPTU3a JIEKApPCTBEHHOTO CpeicTBa W (WIIH)
3TUYECKAsl SKCIIEPTH3a.

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

KoncynprantlIntoc: mpumeyanue.

[Tonoxenus ct. 25 (B pea. @3 or 30.01.2024 N 1-d3), kacarommecs IpeI0CTaBICHUS TOC. YCIYT TPH
oOpallleHnH JIEKapCTBEHHBIX CPEICTB: s MEAMIIMHCKOTO MPUMEHEHUS MOCPEICTBOM EIMHON
CUCTEMBI U (WJIM) ennHOoro noprana, opuMenswred ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MOCPEJCTBOM €IMHOTr0 nopTaiia, npuMmeHsrTces ¢ 01.01.2026.

2. IloBTOpHAas 3KCHepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAMUTCS C YYETOM pE3YyJIbTaTOB paHEE
MIPOBEJICHHOW HKCIEPTU3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (hefepajabHbIM OpraHOM
WCIIOJHUTENLHON BIIACTU M HE TMPEBHINAIIMNA TpuAnatu pabouux JHEH cOo [AHA TONydYeHUs
HKCHEPTHBIM YUPEXKICHHEM B TUUHOM KaOMHETE B €IMHOM CUCTeME 3aJjaHHs Ha POBEICHUE TOBTOPHOM
9KCIIEPTHU3BI JICKAPCTBEHHOTO CPEJNICTBA, MOAMMCAHHOTO YCHIICHHOW KBATM(UIIMPOBAHHOMN AIEKTPOHHON
MOATHUCHIO.

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

3. ®uHaHCOBOE OOCCIICUYCHHE BBITIOJIHCHHS 3aJaHUs HAa TPOBEACHHE IMOBTOPHOM AKCIIEPTHU3BI
JIEKApPCTBEHHOT'O CPEJICTBA HE OCYILECTBISETCA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 ct. 26 He pacmpocTpaHseTcs Ha MPABOOTHOILICHHS, BOZHHUKAIOIIUE MPH OOpalieHuH
JIEKapCTBEHHBIX CPEACTB I MeAuHcKoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeaAcTB

1. YckopenHas mporeaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB B LENSAX TOCYIapCTBEHHOU
pEerucTpanyy JEKapCTBEHHBIX MPENapaToB MPUMEHSETCS B OTHOIICHHH Op(aHHBIX JIEKApPCTBEHHBIX
MpEnapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX MPENApPaTOB, perucTpupyemsbix B Poccuiickoit deneparuu B
KauecTBE BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPEAHOCTh KOTOPBIX OIpeaemseTcs B
COOTBETCTBUM C HOMEPOM U JIaTOM BXOJSAIIMX 3asBICHUH O TOCYJIapCTBEHHOM pErucTparun
JIEKApCTBEHHBIX MpENnapaToB B paMKax OJHOTO MEXIYHAPOJHOrO0 HEMAaTEHTOBAHHOTO HAMMEHOBAHUS
JIEKApCTBEHHOT'0 TMperapaTta WM TPYyNIUPOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO TIperapara,
JIEKApCTBEHHBIX TMpEnapaToB JUIsl BETEPUHAPHOTO TPUMEHEHHMs, TPEIHA3HAYCHHBIX [JIs JICUCHUS
JIOMAITHUX >KUBOTHBIX, OMpeaeseHHbIXx DeaepanbHbiM 3akoHOM oT 27 mexadbpst 2018 roma N 498-D3
"O0 OTBETCTBEHHOM OOpalleHMH C JKHUBOTHBIMH M O BHECEHHM HW3MEHEHUH B OTJCJIbHbBIE
3aKOHOJIaTeNbHble akThl Poccuiickoit denepanun', 1 3aperucTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
npenaparoB JUisi MEIULMHCKOTO TMPUMEHEHHS, U JICKaPCTBEHHBIX MPenaparoB, NpeIHa3HAYCHHBIX
HCKJIFOUMTEIIBHO JJISI IPUMEHEHHSI HECOBEPIIEHHOJIETHUMH TPaKIaHAMH.

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. yCKOpeHHaH npooeaypa 9SKCICPTHU3bl JICKAPCTBCHHBIX CPEACTB B LCIIAX FOCY,I[&pCTBCHHOﬁ
PpEerucTpanru JICKAPCTBCHHBIX IMMPCIIApaTOB HE IIPUMCHACTCA B OTHOILICHHUU !

1) 6GroananoroBeIx (OMOMOTOOHKIX) JIGKAPCTBEHHBIX MpenapaToB (01M0aHAIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX NpEenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
[IpernapaToB);

KoncynprantlIntoc: npumeyanue.
Ho 31.12.2024 poccuiickuM TPOU3BOJUTEINSAM JICKAPCTBEHHBIX MpEnapaToB Jisi BETEPHUHAPHOIO

www.consultant.ru CrpaHuua 62 n3 166
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100472&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100406&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100159&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100407&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=462989&amp;date=25.02.2024
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100409&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=182628&amp;date=25.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446097&amp;date=25.02.2024&amp;dst=100018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=446097&amp;date=25.02.2024&amp;dst=100018&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPUMEHEHHs pa3pelleHo MoJaBaTh PErMCTPALMOHHOE J10Che M0 YCKOPEHHOM mpoueaype 0e3 ydera
tpeboBanuii 1. 3 u. 2 c1. 26 (Hocranopnenue [Ipasurensctea PO ot 12.03.2022 N 353).

3) BOCIPOM3BEJECHHBIX JIEKAPCTBEHHBIX IpenapaToB (32 HUCKIIOUEHHEM IEPBBIX TPexX
peructpupyembix B Poccuiickoit ®exepauuu B KauecTBE BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX
IpernapaToB M JIEKAPCTBEHHBIX IpenapaToB, NPEAHA3HAYCHHBIX HCKIIIOYUTEIBHO JJIS NPUMEHEHUS
HECOBEPUICHHOJIETHUMHU TPaKJaHAMH, a TaK)K€ JIEKAPCTBEHHBIX IPENapaToB, NPEJHA3HAYEHHBIX IS
JIEYEeHUs JIOMAIlHUX >KMBOTHBIX, onpezeneHHbIX DenepanbHbIM 3akoHOM oT 27 aexadps 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpAaIlEeHWH C >KMBOTHBIMH M O BHECCHHM W3MEHEHUN B OTHEIbHBIC
3aKoHoJaTeabHble akThl Poccuiickoil denepanun’, U 3aperucTpUPOBaHHBIX B KAUECTBE JIEKAPCTBEHHBIX
MPenapaToB JUIl MEAUIIUHCKOTO IPUMEHEHN);

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

4) HOBBIX KOMOWHAIINI 3apETUCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX MPENapaToB;

5) nexkapCTBEHHBIX NPENapaToB, 3aPErHCTPUPOBAHHBIX paHee, HO IPOU3BENEHHBIX B APYTUX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBHUHU C [EPEUHEM HAaUMEHOBAHUI JIe€KapCTBEHHBIX (JOPM U B HOBOM
JO3UPOBKE;

6) JNeKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHsI, TOCYIapCTBEHHAs perucTparus
KOTOPBIX OTMEHEHA, IIPU MX PETUCTPAIMH B KaueCTBE JIEKAPCTBEHHBIX MPENApaToB IJisi BETEPUHAPHOTO
MIPUMEHEHHSI.

(. 6 BBeneH PenepanbHbIM 3aKk0HOM OT 28.04.2023 N 171-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJIUTCS IO PEIICHHIO
COOTBETCTBYIOIIETO YIOTHOMOUYEHHOTO (peiepalibHOTO OpraHa MCIOJIHUTEIbHONW BIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIONINN BOCBMUACCIATH pabouux aHel. [lpu aToM sxcrepTusa
JIOKYMEHTOB, COJIEpPKAIIMXCS B PETHUCTPALIMOHHOM J0ChE Ha JICKAPCTBEHHBIN Ipenapar, MPOBOJUTCS B
CPOK, HE TPEBBIMIAIOIINI JAECATH pabouux AHEH, IKCIEePTHU3a KayecTBa JIEKAPCTBEHHOI'O CPENCTBA U
AKCIEPTH3a OTHOIICHHSI OXHIAEMOW TOJIb3bI K BO3MOKHOMY PHCKY HPHUMEHEHHUS JICKAPCTBEHHOTO
npenapara nmpoBOASTCS B CPOK, HE MPEBHIIAIONTUN IIECTHACCATH PaOOUNX JTHEH.

(dacts 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. VYckopeHHas TpoOIEAypa SKCHEPTU3Bl JICKAPCTBEHHBIX CPEACTB TMPOBOJIUTCS B TOPSIIKE,
yCTaHOBJIEHHOM cTaThamu 17, 19, 20, 23 u 24 nHactosmero denepaibHOTO 3aKOHA, U HE O3HAYAET
CHWKEHUS TpeOOBaHMI K 0€30MacHOCTH, KaueCTBY U 3 (PEKTUBHOCTHU JICKAPCTBEHHBIX MPENapaToB.

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

CraTtbAa 27. PewweHune o rocyfapCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara

1. B cpok, He mpeBBIIAIONUN JECATH paboYuX ITHEW CO JAHS MOJYUYCHHS 3aKIIOYCHHN KOMUCCUU
JKCIEPTOB 110 PE3yJIbTaTaM HKCIIEPTU3bl KaueCTBA JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOIICHUS
O)KMJIa€MOM  MOJb3bl K  BO3MOXXHOMY DPHCKYy IPUMEHEHHs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOIIUN YIIOJTHOMOUEHHBIN (heiepaabHbli OpraH UCIIOIHUTENBHON BIACTH:

(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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) ocymiecTBIsIET OIEHKY 3aKIFOUSHHH KOMHCCHH JKCIIEPTOB JJIsI ONpPEICNICHUS COOTBETCTBHS
3aJJaHUIO HA MPOBEJCHHUE ATUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) mpuUHUMAaeET pelIeHHe O TOCYJapCTBEHHON PETUCTpalliy JIEKapCTBEHHOTO Ipernapara Wiu o0
OTKa3e B TOCYJJapCTBEHHOI perucTpaliy JeKapcTBEHHOIO IIpenapara;

Koncynbsrantllmoc: npuMeyanue.
C 01.01.2025 B 1. 3 ct. 27 BHOCsATC u3meHeHus (D3 ot 30.01.2024 N 1-D3).

3) BHOCHUT IIpHU IPUHATUHU PEIICHUS O FOCYJapCTBEHHOM pEerucTpaluy JeKapcTBEHHOIO Mpenapara
JaHHBIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM Ipernapare, B TOM 4ucie O (papmaneBTHUECKON
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOTO TpemapaTa, B TOCYJApCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJCTB W BBIJIACT 3asBUTEII0 PETUCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, opMa  KOTOPOTO  yTBEPXKAACTCS  YIOJHOMOYEHHBIM  (pelepalibHBIM  OpraHOM
WCTIOTHUTEJIbHOW BJIACTH, COTJIAaCOBAaHHBIE HOPMATHUBHYIO JOKYMEHTAIIMIO, HOPMATHBHBIN JTOKYMEHT,
MHCTPYKLHIO IO MPUMEHEHHUIO JIEKApCTBEHHOrO Ipernapara M MakeThl IEePBUYHOM YIAKOBKU U
BTOpPUYHOU (MOTPEOUTENHCKON) YMNAKOBKM C YyKa3aHMEM Ha HUX HOMEpa PpPEruCTPaliOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O Mpenapara U JaThl €ro roCy1apCTBEHHOM PErucTpaluy WK B Ciydae
NPUHITHS pemieHust o0 OTKa3e B TOCYJapCTBEHHOW PETHCTpalMH JIEKAPCTBEHHOTO Tperapara
YBEJAOMJISIET B MUCbMEHHOU (hopMe 3asiBUTEISE 00 ITOM ¢ YKa3aHHEM IMPUYUH TaKOTO OTKa3a. 3a BhIIady
PErUCTPAIMOHHOTO YIOCTOBEPEHHMSI JIEKAPCTBEHHOT'O TIperapara B3UMAEeTCsl TOCY1apCTBEHHAs MOILIMHA
B COOTBETCTBUH C 3aKOHOJIATEeILCTBOM Poccuiickoit denepanuu 0 Hajorax u cOopax.

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

2. OcHoBaHMEM 71l OTKa3a B TOCYJApCTBEHHOW PEruCTpallMM JICKAPCTBEHHOTO Ipemnapara AJis
MEIUIMHCKOTO  IPUMEHEHUS  SBJIAETCA  3aKIOYEHME  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOI'O
(denepanbHOrO OpraHa WCIOJMHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO U (wiu) 3(P(PEeKTUBHOCTH
PErUCTPUPYEMOrO JIEKAPCTBEHHOI'O Ipemnapara il MEIUIUHCKOTO MPUMEHEHUS HE IOATBEP)KIEHBI
MOJIyYeHHBIMH JJAHHBIMU WJIM YTO PUCK NMPUYMHEHHUS Bpela 370pOBbI0 UEJIOBEKa BCIEACTBHE IpHUEMa
JIEKapCTBEHHOIO TMpemnapara Uil MEAWLIUHCKOTO MPUMEHEHHUs MpeBblmaeT 3((eKTUBHOCTh €ro
MIPUMEHEHHUS.

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

3. IloBTOpHOE MpPEACTABICHHE B COOTBETCTBYIOIIMK YIIOJHOMOYEHHBIN (enepaabHblii OpraH
HCIIOJIHUTENIBHOM BJIACTH JIEKAPCTBEHHOI'O IIPENapara, B OTHOIIEHMM KOTOPOTO IOJY4Y€H OTKa3 B
rOCyIapCTBEHHON PETUCTPALMU U KOTOPBIM BIOCIEACTBUH ITOABEPICS U3MEHEHUIO B YAaCTH €T0 COCTaBa,
paccMaTpUBaeTCsl KaK MPEJCTABICHUE HOBOTO JIEKAPCTBEHHOIO Ipernapara Ha €ro rocyIapCTBEHHYIO
PETUCTPALMIO HE3aBUCUMO OT COXPAHEHMsI €0 IEPBUYHOIO0 HAMMEHOBAHUS.

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

4. Ilpu npenoCTaBIECHUU 3asBUTENIEM B COCTABE PETUCTPALMOHHOIO J0ChE HA JIEKAPCTBEHHBIN
mpernapar JUisi BETepUHAPHOTO PUMEHEHHUST KOTIMU PEIIeHHs YIIOJTHOMOYEHHOTO (heIepaibHOTO OpraHa
WCIIOJIHUTEIIBHOM BJIACTH O NPOBEIECHUU MHCIEKTUPOBAHUS INPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB
CPOK IPHUHATHA PEIIEHUS O TIOCYJapCTBEHHOM PETUCTpallMK JIEKapCTBEHHOIO IIpemnapara Ul
BETEPUHAPHOI'0 IPUMEHEHUS ITPUOCTAHABIMBACTCS CO IHA ITOJIYYEHHU 3aKIIOUYEHUN, YKa3aHHBIX B YaCTH
1 Hacrosimieil cTaTthu, A0 JHS NPUHATHS YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH PELIEHMs] O BbIJaue WM 00 OTKa3e B BbLAAUE 3AKJIIOUEHUS O COOTBETCTBUHM IPOU3BOIUTENS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSIM MPaBWIJI Ha/JIeXKalled MPOM3BOACTBEHHOW MpPAaKTUKH, HO HE
OoJiee UeM Ha CTO BOCEMBECAT pabOUMX JTHEH.
(uactp 4 BBeneHa denepanbHbpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Ul OTKa3a B IOCYJApCTBEHHOH pPErucTpaluM JIEKAPCTBEHHOI'O Ipernapara Ajs
BETEPUHAPHOTO TIPUMEHEHHUSl SBJISETCS 3aKIIOUYEHHE YIOJHOMOYEHHOIo (henepasbHOro opraHa
UCIIOJIHUTEJIBHOM BJIacTH O TOM, YTO KauecTBO MU (wiM) 3(PPEeKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O IIpernapaTa s BETEPUHAPHOIO IPUMEHEHUS HE TMOATBEPKICHBI IOJyYEHHBIMH
JAHHBIMU WJIXA YTO PUCK NPUYMHEHHUS BPEAA 310POBBIO JKUBOTHOI'O BCIIEACTBUE ITPHEMA JIEKAPCTBEHHOTO
mpernapara i BETEPUHAPHOTO IPUMEHEHHUS MpPEBHIIIAeT 3(PPEKTUBHOCTh €ro NPUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (peiepalibHOTO OpraHa WCIHOJHHUTENbHOM BJIacTM B Bblaue 3aKIOYEHUS O
COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBAHMUAM MpaBWI  HaAJeXalel
IIPOU3BOJCTBEHHOW MPAKTUKU I KaXIOM NPOU3BOACTBECHHOM IUIOIAJAKH PETUCTPUPYEMOIO
JIEKapCTBEHHOI'O TIpenapara s BETEPUHApPHOIO IIPUMEHEHUS B CIy4yae, €ClIM IPOU3BOJICTBO
JIEKapCTBEHHOI'O TIpenapara /s BETEPUHAPHOIO NPUMEHEHUS OCYILECTBISETCS 3a IpelelaMu
Poccuiickoit denepanuu, Wik OTCYTCTBUE TAKOTO 3aKJIFOYCHUS.

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

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

Cratba 27.1. B3anmo3amMeHAeMOCTb JeKapCTBEHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NnpuMeHeHus
(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

1. B3auMo3amMeHIEMOCTb JIEKApCTBEHHBIX MpPENapaToB JUIsi MEIUIIMHCKOTO TNPUMEHEHUS
OMPEACIIACTCA YIIOJITHOMOYCHHBIM (be;[epaanLIM OopraHomMm HUCITOJTHUTEILHOM BJIaCTH, OCYHICCTBJIAIOIIUM
TOCYIapCTBEHHYIO PErMCTPALlUI0 JIEKAPCTBEHHBIX IIPENApaToB I MEIUIUHCKOIO MPUMEHEHHS, B
paMKax OAHOI'0 MCKIAYHAPOAHOIO HCEIIATCHTOBAHHOI'O (I/IJ'II/I XUMHNYECKOI'0, HIIN prrIHI/II)OBOLIHOFO)
HaVMCHOBaHMS Ha OCHOBE 3aKITIOYCHUS KOMHCCHHM SKCIEPTOB OSKCHEPTHOTO YUYPESKACHUS O
B3aMMO3aMEHSEMOCTH JICKapCTBEHHOTO Mpernapara Uil MEAUIMHCKOTO MPUMEHEHUS JH00 O TOM, YTO
JIEKapCTBEHHBIH Mpenapar Ui MEAULMHCKOTO MPUMEHEHHsI He SIBJISIeTCS B3auMo3aMeHseMbIM. [lopsiok
OIPEACIICHUA B3aNMMO3aMCHACMOCTU JICKAPCTBCHHLBIX MPEHapaToB I MCAUIIMHCKOIO MPHUMCHCHUSA U
dopmMa 3aKIIOYEHHST KOMHCCHHM OKCHEPTOB OKCIEPTHOTO YUPESKICHHS O B3aUMO3aMEHSEMOCTH
JICKApCTBCHHBIX IMpEIrIapaTtoB A MCAUOHUHCKOrO IPHUMCHCHUA 1mbo o TOM, 4YTO HCKapCTBCHHBIﬁ
npenapar s MEIUIMHCKOTO TPHMEHEHHS HE SBISIETCS B3aMMO3aMEHSEMBIM, yCTaHABIMBAIOTCS
(benepanbHBIM OPraHOM HCIIOJIHUTENBHOW BIIACTH, OCYHIECTBIISIOMINM (QYHKIMH TO BBIPAOOTKE W
peanu3aly TroCyJapCTBEHHOM TMOJIMTUKA W HOPMATUBHO-IPAaBOBOMY pEryJIMpPOBaHHIO B cdepe
3ApaBOOXpPaHCHUA, IO COINIACOBAHUIOD C q)eﬂepaHBHBIM OpraHomMm HUCITOJTHUTEILHOM BJIaCTH,
OCYHICCTBIAIOIIUM (bYHKIII/II/I 110 JIMOCH3UPOBAHUWIO IMTPONU3BOACTBA JICKAPCTBCHHBLIX CPCICTB.

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

2. KoMuccusi 3KCHepTOB 3KCIEPTHOIO YUPEXKIEHHsS AAeT 3aKJIIOYEHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOT'O IIpernapara Juil MEIUIMHCKOTO HMPUMEHEHHMs JIMOO O TOM, YTO JIEKapCTBEHHBIN
mpernapar Uil MEAMIMHCKOIO TIPUMEHEHUs HE SBISIETCS B3aMMO3aMEHSEMBbIM, Ha OCHOBAaHUU
CIIEYIOIINX KPUTEPUEB (XapaKTEPUCTHK):

1) oSKBUBaNEHTHOCTh (MIsi OMOAHATIOTOBBIX (OWOIMOMOOHBIX) JIGKAPCTBEHHBIX IPENapaToB
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(OmoaHanoroB) -  COMOCTaBMMOCTb)  KayeCTBEHHBIX M  KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKUX CYyOCTaHIIUI MM COMOCTaBUMOCTh aHTUI€HHOI'O COCTaBa BakIMH. Mcmonb3oBaHue
Pa3NIUYHBIX COJIEH, F3(UPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUIMIECKUX (HOPM U APYTUX MPOU3BOIHBIX
OJTHOTO M TOTO K€ JEHCTBYIOLIEro BELIECTBA HE SBISETCS MPENATCTBUEM JJIsl OINpeAeseHUs
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX NPENapaToB, €cld TMpUd TPOBEIECHUU  HCCIIEIO0BaHUS
OMOSKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  Ipermapara  WIM  HCCIEAOBaHMs  TEpareBTUYECKOM
HKBUBAJIEHTHOCTH JIEKAPCTBEHHOT'O Ipernapara JOKa3aHO OTCYTCTBHUE KIIMHUYECKU 3HAYMMBIX PazInuuit
¢dapmakokuHeTUkn U (win) 3((EeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO IMperapara JUls
MEUIMHCKOTO IPUMEHEHHS;

2) SKBHUBAJICHTHOCTb JIEKapCTBEHHOM (opMbl. [1oa SKBUBaNEHTHBIMM JIEKAPCTBEHHBIMU (hOpMaMu
MMOHUMAIOTCSI pa3Hble JIEKapCTBEHHBIE (OPMBI, MMEIOIINE OIMHAKOBBIC CIIOCOO BBEIEHHS MU CIIOCO0
MpPUMEHEHUs, O00JaJalIue COMOCTaBUMBIMU  (DAPMAKOKMHETUYECKUMH  XapaKTEepPUCTUKaMU U
(dbapMakoIOTHYECKUM  JIeHCTBMEM H  OOecledyHuBalolIfe TakKe JIOCTIDKEHHE HEOOXOAMMOTO
KIMHUYeckoro s¢¢ekra. Pasnuuus nexkapcTBEHHBIX (GOpPM HE SBISAIOTCS TMPENSATCTBUEM IS
OTIpeJICIICHUs] B3aUMO3aMEHEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIH MPH MPOBEICHUN UCCIIETOBAHMS
OMODKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WIM  WCCIEAOBAaHHUS  TEPareBTHYECKOM
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Tpernapara JOKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX Pa3IHunit
(dhapmakokuHeTHKH # (Wiau) S(PEGEKTUBHOCTH W 0OE30MacHOCTH JIGKAPCTBEHHOTO TIperapara Jyis
MEIUIIMHCKOTO TPUMEHECHHUS,

3) SKBMBAJIEHTHOCTb WJIM COIIOCTABUMOCTH COCTaBa BCIIOMOIATEJIbHBIX BELIECTB JIEKAPCTBEHHOT'O
nmpenapara JUii  MEQULUHCKOrO IpuUMeHeHHs. Pasnuums cocrtaBa BCIIOMOIAaTENIbHBIX BELIECTB
JIEKAPCTBEHHOI'0 IIpernapara He SBIAIOTCS NPENATCTBUEM I OIPEACIICHHs B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX  IpenapaToB, €CJAM TMpH MPOBEACHUU UCCIECJOBaHMUS  OMOIKBUBAJICHTHOCTH
JIEKapCTBEHHOI'O IIperapaTa WM HCCIENOBAHHSA TEPaleBTUUECKON 3KBUBAJCHTHOCTH JIEKAPCTBEHHOIO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3Nuuuil (apMakOKMHETUKH M (WIIN)
3¢ PEKTUBHOCTH U OE30MACHOCTH JIEKApCTBEHHOTO INpernapara il MEeIUWIMHCKOro npuMeHeHus. llpu
HUIMYMA KIMHUYECKH 3HAUYMMBIX pa3nuiyuii  (apMakOKUHETHKH U (Wiu) JPPEKTUBHOCTH U
0€30MacHOCTH JIEKAapCTBEHHOI'O Ipemnapara il MEIUIUHCKOTO MPHUMEHEHUS B3alMMO3aMEHSIEMOCTh
ONPENENAETCS C YKa3aHUEM HAa HCKITFOYEHUE OTIEIbHBIX IPYII NAUEHTOB;

4) HNJICHTHUYHOCTDb crnocoba BBCACHUA U crnocoba IMIPUMCHCHU A,

5) COOTBCTCTBUEC INMPOU3BOAUTEIIA JICKAPCTBEHHOI'O CPEACTBA TpC6OBaHI/IHM OpaBujI HaJJIexKaniei
HpOHSBO,Z[CTBCHHOﬁ IMPAKTHUKHU.

3. be3 HEoOXoAMMOCTH IOKa3aTelIbCTBA OMO’KBHBAJIEHTHOCTU OCYIIECTBISICTCS OIpE/esIeHHE
B3aMMO3aMEHSIEMOCTH BOCIIPOU3BEACHHBIX JIEKaPCTBEHHBIX MIPENapaToB, KOTOPHIE:

1) mpenHazHayeHbl JJI1 MApPEHTEPAIBHOTO (MOAKOKHOTO, BHYTPHUMBIIIEUHOTO, BHYTPHUBEHHOIO,
BHYTPHUIJIA3HOTO, BHYTPUIIOJOCTHOIO, BHYTPUCYCTABHOI'O, BHYTPUKOPOHApHOIO) BBEACHUA U
MIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;

2) mpeAcTaBISIOT OO0 PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;

3) mpousBenieHb! B OpME NOPOLIKOB WM JTHO(PUIN3ATOB Ul IPUTOTOBIICHHUS PACTBOPOB;

4) ABIAIOTCS ra3aMu;
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5) SBJIFOTCA YITHBIMU UJIH TTIa3HBIMH JICKAPCTBECHHBIMU IIp€liapaTaMiu, NIPOU3BECACHHBIMU B (1)0pMe
BOAHBIX paCTBOPOB;

6) mpenHa3HAYEHBI JJII MECTHOTO M (WJIM) HapyKHOTO NMPHUMEHEHHs] U MPUTOTOBJIECHBI B (hopme
BOJHBIX PaCTBOPOB;

7) mpenCcTaBIsAIOT COOOW BOJHBIE PACTBOPHI JJI UCIOJIB30BAHUS B (POpME HMHTAISIIUNA C TIOMOIIIBIO
HeOyJaiizepa WJIM B KAaueCTBE HA3albHBIX CIIPEEB, NMPUMEHAEMBIX C IOMOIIBIO CXOAHBIX (IIOXOXKHX,
aQHAJIOTUYHBIX ) YCTPOICTB (MIprOOPOB, amnmapaTosB).

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

4.  OcoOCHHOCTH  OINpENENCHUS  B3aUMO3AMEHSIEMOCTH  OHOJOTMYECKHUX  JIEKAPCTBEHHBIX
IpernapaToB, KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX NpEnapaTtoB (coiepialux KOMOMHAIMIO NBYX U
Ooyee JEHCTBYIONIMX BEIIECTB), JICKAPCTBCHHBIX TpPENapaToB IS TAPEHTEPATBHOTO NHTAHUS H
HE/IO3MPOBAHHBIX  JIGKAPCTBCHHBIX  IIPENapaToB  yCTAHABIHMBAIOTCS  (eepalibHBIM  OpPraHoOM
UCTIOJTHUTEIBHON BJIACTH, OCYILIECTBISIFONIMM (PYHKIMU 1O BEIpaOOTKE M peaNn3aliiy rocyaapCTBEHHOM
MOJIUTUKA M HOPMATHUBHO-IIPABOBOMY PETYJIMPOBAHHIO B cpepe 3IpaBOOXPAaHEHHMS, 110 COTIACOBAHUIO C
(bellepaHBHbIM OopraHomM HUCITOJTHUTEIbHOMN BJIaCTHU, OCYHICCTBJIAOIIUM q)YHKI_[I/II/I 10 JIMOCH3UPOBAHUTIO
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEIICTB.

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

5. OHpe,Z[CJ'IeHI/Ie B3aMMO3aMCHACMOCTH HE OCYIICCTBIIICTCA B OTHOLICHHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX MTPEIapaTOB, TOMCOINIATUYCCKUX JICKAPCTBCHHBIX ITPCIIAPATOB.

6. q)OpMI/IpOBaHI/Ie NEpCUHS B3aMMO3aMCHACMELIX JICKAPCTBCHHBIX MPCIapaToB IS MCAUITUHCKOI'O
MPUMCHCHUA OCYHICCTBIIACTCA 3KCIICPTHBIM YUPCIKACHUEM IMMOCPCACTBOM O6’bCHI/IHeHI/ISI JICKApCTBCHHBIX
npemnapatoB B OTACILHBIC TPYHIIbI, B K&)I(I[Oﬁ M3 KOTOPLIX JICKAPCTBCHHLBIC IIpCHapaTbl ABJIAIOTCA
B3aNMMO3aMCHICMBIMMU.

7. B CjIyda€ BKIIOYCHHMA B HHCTPYKHOUIO IIO0 MCIMIOMHCKOMY IPHUMEHCHUIO JICKAPCTBECHHOI'O
npenapara Ha OCHOBAHUHN PE3YJIbTATOB COOTBCTCTBYIOIIUX I/ICCJ'IeI[OBaHI/Iﬁ MoKa3aHui AJIs1 TPUMEHCHUA,
KOTOPLIC OTIIMYAKOTCA OT IMOoKa3aHui AJI IPUMCHCHUA APYTHUX JICKAPCTBCHHBIX MPCIIApaTOB U3 I'PYIIIBI
B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX MPCIapaTroB, B MHNCPCHYHEC B3AMMO3aMCHIACMBIX JICKAPCTBCHHBIX
npemnapaTtoB A1 MCAUIUHCKOT'O IMPUMCHCHUA OOJIKHA OBITH YKa3aHa COOTBETCTBYIOIIAA I/IH(l)OpMaIII/ISI.

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB ISl MEIUIIMHCKOTO MPUMEHEHUS
pa3MelaeTcs yrnoJHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIOJIHMTENBHOM BIACTH, OCYIIECTBISIFOIIUM
TOCYJapCTBEHHYIO PETHCTPALMIO JICKAPCTBEHHBIX IPENapaTroB A MEIUIMHCKOIO NpPUMEHEHHs, Ha
cBoeM o¢unmansHoM caiite B cetu "HntepHer". MHpopmanus B mHepeyHe B3aMMO3aMEHSEMBIX
JIEKapCTBEHHBIX NpPEnapaToB Il MEIUIIMHCKOTO MPUMEHEHUS] OOHOBIIAETCS YKa3aHHBIM (eiepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEIULUHCKOTO MPUMEHEHHS U BHECEHHBIX HW3MEHEHUH B JIOKYMEHTBI, COJepKaliiecs B
PETUCTPALIMOHHBIX JI0ChE Ha 3apErUCTPUPOBAHHBIC JIEKAPCTBEHHBIE Ipenaparbl IS MEIUIMHCKOIO
IIPUMEHEHHUSI.

9. [lopsAoK MCHOIB30BaHUS HH(POPMALIUK O B3aUMO3aMEHAEMBIX JIEKAPCTBEHHBIX Mpernaparax Jjs
MEJIULMHCKOIO IPUMEHEHMS M MOPSAAOK Jayd pa3bsCHEHUM II0 BOIPOCAM B3aMMO3AMEHSIEMOCTH
JIEKApCTBEHHBIX MPENapaToB JJs MEIUIIMHCKOTO TPUMEHEHHUsS YCTAaHABIMBAIOTCS (enepaabHbIM
OpraHOM HCIIOJIHUTEIbHON BIIACTH, OCYIIECTBISIOIIMM (YHKIMU TO BBIpaOOTKE M peaau3aluu
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rOCYapCTBEHHOW MOJIUTHKH U HOPMATHBHO-TIPAaBOBOMY PETYJIMPOBAHHIO B cpepe 3paBOOXpaHEHUS, 110
COIJIACOBAaHUIO C (efepabHBIM OPraHOM MCIOJHHUTEIBHOM BIIACTH, OCYIIECTBISIOIUM (YHKIHUU MO
JIMIIEH3UPOBAHUIO TIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.

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

Koncynprantlntoc: npumeyanue.

Cpok perucTpanyy JeKapCTBEHHOIO Iperapara JUuisi BETEPUHAPHOTO NMPUMEHEHHS], UCTEKAIOIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 roay, mpojmien Ha 12 mecsaueB (IlocranoBienue
[TpaButenscTBa P® ot 12.03.2022 N 353).

Koncynprantlntoc: npumeyanue.

Cpoku  JHEWCTBUSL  PETUCTPAIIMOHHBIX  YIOCTOBEPEHUU  JICKAPCTBEHHBIX  MPEMapaTroB  JJis
MEIUIIMHCKOTO TIPUMEHEHHS, KOTopble HcTekaroT B 2024 1. mpomneHsl Ha 12 wmecsneB (
Ilocranosnenue IIpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBEHHOro npenapara

KoncynbrantlIntoc: nmpumeyanue.

Pazpemaercsa oOpamenue B P® 3aperucTpipoBaHHBIX JIEKAPCTBEHHBIX IpenapaToB, CPOK ACUCTBUS
PETUCTPALIMOHHOTO yIOCTOBEPEHUSI KOTOPBIX UCTEK B Cllydae, MpeaycMOTpeHHOM 4. 11 c¢T. 4 @3 or
30.01.2024 N 1-®@3.

Koncynprantllntoc: npumeuanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacmpoCTPaHAIOTCS Ha MPABOOTHOIICHHUS, BO3HUKAIOIIME TPHU
00palIeHnN JTeKapCTBEHHBIX CPeACTB A MeauuuHckoro npumeneHus (O3 ot 30.01.2024 N 1-D3).

1. PeructpanmoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOI'O IpenapaTa C YKa3aHUEM JIEKAPCTBEHHBIX
¢bopM M J103UPOBOK BbLIAETCS OECCPOYHO, 33 HCKIIOUYEHHEM PErMCTPALMOHHOTO YJIOCTOBEPEHHS
JIEKAPCTBEHHOI'0  IIperapaTa, BbIIaBAEMOIO CO CPOKOM  JIEWCTBUS IIATh JIET, Ha BIIEPBbIC
peructpupyemsele B Poccuiickont denepannu JeKapCTBEHHbIE IIPENapaThl.

2. Tlo ucreueHMH yKa3aHHOTO B 4YacTU | HACTOSIIEH CTaThU CpOKa BBIAACTCS OECCPOUHOE
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara IMpU YCIOBUU IOATBEPKIEHUS €ro
roCyJJapCTBEHHOM pEerucTparuu.

3. B ciyuae BHeceHust B cooTBeTCTBUM cO cTtarthsimMu 30 u 31 HacTosiero denepanbHOro 3akoHa
W3MEHEHUN B COJAEpIKAIIUECS B PErMCTPALMOHHOM JIOChE€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBaloIINX CBEJCHUS, OTPAXKEHHBIE B PETUCTPALMOHHOM YJIOCTOBEPEHUHU
JIEKApCTBEHHOTO TIperapara, yroJIHOMOUYEHHBIN (enepalbHbId OpraH UCIIOJHUTEIHHOM BIACTH BBIIAET
HOBOE PETUCTPALMOHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOTO Ipenapara, CoiepkKallee BHECEHHbBIE B HETO
WU3MEHEHUS.

(uacts 3 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2026 u. 4 ct. 28 yrpauuBaet cuiy (P3 ot 30.01.2024 N 1-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. B cnydae yTpaThl WM TOBPEXIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapara MO 3asBJICHHUI0O B IUCHbMEHHOM (opme aep)karens WIM Biajeiblia PEerucTPaloOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara Wik yIOoJHOMOYEHHOIO UMHU JIPYyTrOro IPUANYECKOro Jula
0 BBIgaue ayOnmMKaTta — PeruCTPAallMOHHOTO  YJOCTOBEPEHHS  JIGKAPCTBEHHOTO  Ipemnapara
YIIOJTHOMOYCHHBINH (heiepanbHbIii OpraH MCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMAIOIINNA JECATH
pabounx AHEH co JHA MOCTYIUICHHS 3asBJICHMS, BbIAACT MyOIHKAT PErHCTPAIMOHHOTO YJIOCTOBEPEHUS
JEKapCTBEHHOTO  Ipemaparta. 3a  BblJady  AyOJuKaTa  PEruCTPAllMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O  IIpernapaTa  B3UMAeTCsl TIOCYAApCTBEHHAas  [OUUIMHA B COOTBETCTBHUM  C
3aKoHOJaTeabcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTCsS Ha MPABOOTHOIICHUS, BO3HUKAIOIINE MPU OOpaIleHUN
JIEKapCTBEHHBIX CPeACTB i MeauuHckoro npumenenus (@3 ot 30.01.2024 N 1-D3).

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBlIEHUs TOC. YCIYT Ipu
0oOpalieHun JICKapCTBEHHBIX CPEJCTB: Il MEIUIIMHCKOTO IMPUMEHEHHsI TIOCPEIACTBOM EIMHOU
cucTteMbl U (Win) eaquHoro nopraia, npuMmeHsatoTes ¢ 01.01.2025; ans BeTepuHAPHOTO MPUMEHEHUS
MOCPEJICTBOM €auHOro nopraina, npumMenstorcs ¢ 01.01.2026. PerucrpannoHHble yI0CTOBEPEHUS
JICKaPCTBEHHBIX TMPENapaToB Ui MEIUIUHCKOTO TPUMEHEHHs, Ha OyMa)XKHOM HOCHTEIEe U
ny6mukaTel ¢ 01.01.2025 He BBIIAIOTCS.

Koncynsrantllntoc: npumeuanue.

Cpok perucTpalnyy JEKapCTBEHHOI'O Ipernapara Uil BETEPUHAPHOTO NPUMEHEHMS], UCTEKAIOIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 roay, mpomieH Ha 12 wmecsueB (IloctaHoBinenue
[TpaButensctBa PO ot 12.03.2022 N 353).

Cratba 29. lNoarBepxAaeHWe rocyfapCTBEHHOW perucrpauvm reKkapcTBeHHOro
npenapara
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. [TonTBepskIeHUE rOCYJApCTBEHHOM PErUCTpallMU JEKApCTBEHHOTO Mpenapara OCyIIeCTBISETCS
P BbIJAa4€ OECCPOUYHOTO PETHUCTPAIMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOIO IperapaTta B Cllydae,
yYKa3aHHOM B 4acTH 2 cTtaTtbi 28 HacTosmero deaepanbHOTO 3aKOHA, B CPOK, HE MPEBBILIAIOIIAN COPOKa
paboumx THEH CO JTHS HAIMPABJICHUS IMOCPEICTBOM €IMHOTO MOPTAJIa B YIIOJIHOMOUYEHHBIN (pemepabHbIi
OpraH HWCIOJTHUTEIBHOW BIACTH WM JIMYHBIA KAOWMHET YIMOJHOMOYEHHOTO (QeaepalbHOTO OpraHa
WCIIOJIHUTENIbHOM BJacTM B €IUHOM CHUCTEME 3asiBIIEHHUS O TMOJATBEP)KIEHUU TOCYAapCTBEHHON
perucTpalu  JEKapCTBEHHOTO  MperapaTa, [MOANHUCAHHOTO  YCHWJIIEHHON  KBaTU(UIIMPOBAHHOM
3JEKTPOHHOW moanucbio. He ocymiecTBisieTcss MOATBEPkKACHUE TOCYJapCTBEHHOM perucrpauudud B
OTHOIIEHUHU JIEKAPCTBEHHOTO TMpernapara il BETEPUHAPHOIO NPUMEHEHHS, HE HaXOJMBIIETOCS B
obpamenuu B Poccuiickoii ®enepanuu B TeueHUE Tpex u Oojiee JIET, a TaKKE B OTHOIICHUU
JIEKApCTBEHHOTO CPEJCTBA, MPOU3BEACHHOTO C HAPYIICHHEM TPeOOBaHUS, YCTAHOBIEHHOTO YacThio 3.7
cratbu 71 Hacrosmero @eaepanbHOTO 3aKOHA.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. 3asgBineHUE O MOJATBEPKIACHUU TOCYJAPCTBEHHON PErucTpalMM JEKapCTBEHHOIO Ipernapara
HampaBlIIeTCS TOCPEACTBOM E€AMHOTO TopTala B  YIOJHOMOYEHHBIM  (QenepalbHbIil  opraH
WCTIOJIHUTEIGHON BJIACTH WM JIMYHBIA KAaOWHET YIOJIHOMOYEHHOro (penepalibHOTO OpraHa
WCTIOTHUTENIbHOW BJIACTH B €IMHOM CHCTEME HE paHEee YeM 3a CTO BOCEMBJIECAT AHEH 10 MCTEUCHHS
CpoKa JEHCTBUS PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpemapara W HE TO37Hee
OKOHYAHHMS CPOKA €To JICUCTBHUS.

(uacts 2 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbhsiii 3akod ot 30.01.2024 N 1-D3.

3. IloaTBepkaACHHE TOCYAAPCTBEHHON PErHMCTPALMU JIEKAPCTBEHHOIO IIpenapaTa OCyIECTBIIIETCS
o pe3yjibTaTaM JSKCICPTHU3bI OTHOLICHUSA O)I(I/II[aeMOfI IMOJIB3BI K BO3MOXHOMY PUCKY MNPHUMCHCHUA
JIEKapCTBEHHOTI'O IperapaTa Ha OCHOBAaHUU PE3yJIbTaTOB MOHUTOPUHTA 3(hPEKTUBHOCTH U OE30MMaCHOCTH
JIEKapCTBEHHOI'O Ipernapara, MPOBOAMMOIO JepXaTejleM WIM BIAJENbLEM PErucTparioOHHOIO
yIIOCTOBEpEHHsI JIEKapCTBEHHOI'O Ipenapara JUO0O0 YMOJIHOMOYEHHBIM MMM IOPHIMYECKHUM JIMILOM, a
TaK)K€ COOTBETCTBYIOIIMM YHOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIOJIHUTEIBHOM BIIACTH B
COOTBETCTBHUH C TPEOOBaHUIMHU CTaThu 64 HacTosero PenepaibHOTO 3aKOHA.

4. K 3asBneHuto 0 MOATBEPKIECHUU TOCYAAPCTBEHHONW PETHUCTpAIlMU JIEKAPCTBEHHOTO Tpemnapara
JUISt METUIIMHCKOTO TPUMEHEHUS TTPUJIararoTcs:

1) AOKyMeHTBI, cojepaliue pe3yJabTaTbl MOHUTOpUHTA 3((EeKTUBHOCTH U 0€30MaCHOCTH
JEKapCTBEHHOTO TpermapaTa s MEIULUHCKOTO MPHMEHEHHUs, MPOBEICHHOIO JepiKaTelieM WIH
BJIQJICNIBIIEM PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO IMpenapara il MEIUIIMHCKOTO
MPUMEHEHHUS MO0 YIOJTHOMOYEHHBIM WM IOPUAMYECKHM JUIIOM, 10 Qopme, yTBEpKICHHON
YIIOJITHOMOYEHHBIM (PeiepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH;

2) cBeleHUs O JaTe MPEJOCTaBIECHUS M PETUCTPALMOHHOM HOMEpE JMIIEH3UMH Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, WJIM CBEIACHUS O JaTe NPENOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIIQYEHHsT O COOTBETCTBUHM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IPABHI
HaJJIeXxaleld MpPOU3BOJICTBEHHOW MPAKTUKH, WU KOMUS cepTHU(HKATa COOTBETCTBHUS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEIACTB [UIsI MEAMLMHCKOIO IPUMEHEHHs TpeOOBaHUSAM IIPaBWI HaJJIeKallel
MPOU3BOACTBEHHON  MPAaKTUKUM  EBpa3WilcCkOro  SKOHOMHYECKOTO  COK03a,  MPEAOCTABICHHBIX
YHOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCTOJIHUTEIBHONM BJIACTH B OTHOLLIEHUU MPOU3BOJICTBEHHOM
IUIOIIAJKK  JIEKAPCTBEHHOIO Ipenapara Uil MEAMIMHCKOIO IPUMEHEHUs, TOCyAapCTBEHHAs
perucTpanus KOTOporo MOATBEPKIAETCS B Cllydae, €Clid MPOU3BOJACTBO JIEKAPCTBEHHOTO Mpenapara Jajs
MEIUIMHCKOr0 IPUMEHEHU ocylIecTBisgeTcs: B Poccuiickoit Penepanuy;

(B pen. @enepanbHbix 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N_1-P3)

3) KOIuA HpGI[OCTaBJIeHHOfI YIOOJIHOMOUYCHHBIM OpraHOM CTpPaHbl MPOU3BOAWTECIIA JIMLICH3UHU Ha
IMPOU3BOACTBO JICKAPCTBCHHOI'O ITperiaparta AJd MCAWUIUHCKOTO IMPUMCHCHUA U €€ IIEPCBOJ HA pyCCKI/Iﬁ
SA3bIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM HOPAAKE, a TaKXKE KOIIHMA 3aKJIIOYC€HHA O COOTBETCTBHUU
MINPOU3BOAUTEIIAL JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I}IM IpaBujI Haﬂnemameﬁ HpOI/I3BOHCTBeHHOI>’I
MPaKTUKH, WJIA KOIHA CepTI/I(I)I/IKaTa COOTBCTCTBUA TPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB JIA
MCOUIIUHCKOI'0 IMMPUMCHCHUA TpC6OBaHI/ISIM IpaBuJl Haﬂnemameﬁ HpOPI3BOI[CTBCHHOI>i IMPAKTHUKHU
EBpaSHfICKOFO 9KOHOMHYECKOI'0 COKO3a, BBIAAHHBIX YIIOJJHOMOYCHHBIM q)eﬂepaﬂbHI)IM OopraHomMm
HCIIOJIHUTEILHOHN BIIACTH B OTHOIICHUH HpOI/I3BO}ICTBeHHOI71 IJIoMIaAKK JICKAPCTBECHHOTO IIp€riapaTta AJId
MCIUIHUHCKOI'0 MPHUMEHCHUSA, I'OCYJAPCTBEHHAA PErUCTpalrs KOTOPOIo IMOATBCPIKAACTCA, WM KOIIHA
peuieHud  YIIOJIHOMOYECHHOI'O CI)C)ICp&J'ILHOFO opraHa HWCIIOJIHUTEILHOM BJACTH O MMPOBEACHNU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(apmanleBTHUECKON HMHCIEKIMH TMPOW3BOACTBA JIEKAPCTBEHHBIX CPEACTB Uil  MEAULUHCKOTO
NPUMEHEHUS Ha COOTBETCTBHE TpPEOOBaHMAM MpaBWJI HaJJIXKalle MPOU3BOJACTBEHHOM NPaKTHUKU
EBpa3zuiickoro 3KOHOMHYECKOI'O COI03a B Cllydae, €CJIM IPOU3BOCTBO JIEKAPCTBEHHOIO Mpenapara ajs
MEIMIMHCKOr0 MPUMEHEHUS OCYLIECTBIAETCS 3a npenenamu Poccuiickont denepanun.

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

(dactb 4 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOImIEeHNH OUONOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS
3asBUTEb JOMOJIHUTENBHO TMPEACTABISAET PE3yJbTaThl MEPONPHUATUM, MNPEIYCMOTPEHHBIX IJIAHOM
yIpPaBICHUS PUCKAMHU, YTBEPXKICHHBIM YIOJHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH TIPH OCYIIECTBICHHUH TOCYJapCTBEHHOW pPETUCTpAIlMU JICKAPCTBEHHOTO TIpemapara it
MEIUIIMHCKOTO TIPUMECHCHHUS.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3asByIeHUIO O TIOATBEPKIEHUH IOCYAapCTBEHHON PErnCTpaliy JIEKApCTBEHHOTO Mpenapara
JUIsL BETEPUHAPHOIO NPUMEHEHUS NPUJIArarTcs JOKYMEHTBI, COJEprKalllue pe3ysbTaTbl MOHUTOPUHIA
3pPEKTUBHOCTH M 0E30MacHOCTH JIEKAPCTBEHHOTO Mpernapara s BETEPHHAPHOTO NPUMEHEHUS,
MIPOBOAMMOIO JepiKaTeleM WU BIAJENbleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKaPCTBEHHOI'O
mpernapaTa JJii BETEPUHAPHOTO NMPUMEHEHHUs MO0 YHNOJHOMOYEHHBIM UM IOPUAMYECKUM JIUIOM, I10
dbopme, YTBEP)KIACHHOW YIOJHOMOUYEHHBIM (DeepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, U
JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hacrosimero  dexepanpHOrOo 3aKOHa. B OTHOIIEHMM WMMYHOOHOJOTMYECKHX —JIEKapPCTBEHHBIX
IIPENnapaToB JUIsl BETEPUHAPHOIO MPUMEHEHMSI HE TPECTABIIAIOTCS CBEJICHUS, YKa3aHHbBIE B ITOAIYHKTE
"k" mynkrta 4 yactu 3 ctarbu 17 Hacrosimero denepanbHoro 3akoHa. B oTHOIIEHHH JIEKAPCTBEHHBIX
MpernapaToB TUIs BETEPUHAPHOTO MIPUMEHEHUS, MOJTyYE€HHBIX c MIPUMEHEHHEM
I€HHO-UH)KEHEPHO-MOAU(UIIMPOBAHHBIX ~ OPraHU3MOB  WJIM  COJAEpXKAIIMX  TAaKHE€  OpraHu3Mbl,
JOTIOJTHUTEIBHO NPEACTABISAIOTCS CBECHMS, yKa3aHHbIe B IMyHKTe 13 wactu 3 craThu 17 HacTOSIIETO
®denepallbHOTO 3aKOHA.
(uactp 4.2 BBeneHa denepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. @enepabHOro 3aK0HA OT
02.08.2019 N 297-03)

4.3. 3asgBuTenp BIpaBe IMPEACTABUTh C 3aABJICHHEM O NOATBEPKICHUU TOCYAapCTBEHHOU
pEerucTpal  JIEKapCTBEHHOI'O IIpernapaTa pPEKBH3UTHI JTOKYMEHTAa, IOATBEPKAAIOIIEIO YILIATy
rOoCy/JapCTBEHHON IOLUIMHBI 3a IOATBEPXKACHHUE TOCYJApPCTBEHHON pErucTpalyuy JEKapCTBEHHOIO
npernapara, a Takke BblJaBaeMble (TPelIoCTaBisieMble) YIOJTHOMOUYEHHBIMH (eiepalbHBIMU OpraHaMu
HCIIOJIHUTENIBHON BJIACTU JOKYMEHTHI (CBEIECHMS), YKa3aHHbIE B IYHKTax 2 U 3 4yacTu 4 HacTrosIuen
cTaTbd. B cilydae MX HeNpeACTaBlIEHUS YIOJHOMOYEHHBINH (QenepalibHblil OpraH HCIOJHUTEIbHON
BJIACTH  3alpallMBaeT YyKa3aHHbIE JOKYMEHTHl (CBEICHHs]) B TMOpPSJAKE MEXKBEIOMCTBEHHOIO
MH(GOPMALMOHHOTO B3aUMOAEHCTBHSL.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

5. B Teuenwe mnsaTH paboumx OHEH CO JHS HAMpaBIICHUS TMOCPEICTBOM EIUMHOrO TopTala B
YIOJTHOMOYCHHBIN  (efepaidpbHblii  OpraH  HCIOJHUTEIBHONW  BIACTH WM JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (peIepajJbHOr0 OpraHa HCIOJHUTENbHON BJIAcCTH B €AMHON CUCTEME 3asBJICHUS O
MOJATBEPKJICHUN TOCYAAapCTBEHHOM PErucTpaldd JIEKapCTBEHHOrO Mpemaparta HW  JTOKYMEHTOB,
CoJIepKalliX pe3yJabTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKaPCTBEHHOT'O Mpernapara,
MPOBOJIUMOIO JI€p>KATENIEM WM BJIAAEIbLEM PErMCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npermapara 100 yIOJTHOMOYEHHBIM UMH FOPUIUIESCKIM JIUIIOM, YIIOTHOMOYEHHBIHN (eiepalibHbII opran
WCIOJIHUTEJIbHOM BJIACTHU:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) MPpOBOAUT MPOBEPKY IMOJTHOTHI CBCHCHHﬁ, COACpKaUXCsd B MNPCACTABJICHHBIX 3asABUTCIIEM
AOKYMCHTAXx;

2) IpUHMMAET PELIEHUE O NPOBEIACHUM WM 00 OTKa3e B NPOBEIECHUHU IKCIEPTU3bl OTHOIIECHUS
OKUJAaeMOM IOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOrO Ipernapara Ha OCHOBAaHUU
pe3yabTaTOB  MOHHTOpPUHTA d3(PdeKTMBHOCTH ©  O€30MaCHOCTH  JICKAPCTBEHHOTO  TIperapara,
IIPOBOJIUMOIO JIepKaTelieM WM BIAJENbLEM PETrUCTPALIMOHHOTO YIOCTOBEPEHUs JIEKapCTBEHHOTO
npenapara Ju00 YMOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (enepalbHbIM OpraHoM
WCTIOJIHUTENIBHOM BJIACTH B COOTBETCTBUHM C TpeOOBaHUSAMH cTaThbu 64 HacTosimero denepaibHOTO
3aKOHa;

3) HampaBiseT B JUYHBIM KaOWHET 3KCHEPTHOrO YUpeXJEHHUs B €IMHOM cucTteMe MOANHCAHHOE
YCUJICHHOW KBaIU(UIIMPOBAHHON SJIEKTPOHHOM TMOAMHUCHIO 3aJlaHWe Ha TPOBEJICHHUE HKCIIEPTHU3HI,
MPEyCMOTPCHHOW ITyHKTOM 2 HACTOSIICH 4YacTH, a TaKKe HAlpaBiseT 3asBUTEIIO IOCPEICTBOM
€IMHOTO TIOpTalia WU B JIMYHBIA KAOWHET 3asBUTENs B CIWHOW CHUCTEME TMOANUCAHHOE YCHUJICHHOM
KBTU(DUIIMPOBAHHOMN 3JIEKTPOHHON TOJIMUCHIO YBEOMIICHUE O MPUHATOM PELICHUH O BbIJaye 3a/laHus
Ha TPOBEJCHHE YKa3aHHOW HKCIEPTHU3bl MO0 00 OTKa3e B MPOBEACHUM YKAa3aHHOW ASKCIEPTHU3BI C
YKa3aHWEeM IIPUYUH OTKa3a.

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

6. B ciydae BbISIBIEHMS HEJOCTOBEPHOCTHM M (WJIM) HEJOCTAaTOYHOCTH HH(OpMaLHH,
coJiepKalleiics B MpeICTaBICHHbIX 3asBUTENEM JIOKyMEHTaX, YIOJHOMOYEHHbIN (enepalbHbI OpraH
WCIIOJIHUTENIBHOM BJIACTH HAIPABIISIET 3asBUTENIO0 IOCPEACTBOM EAMHOIO TMOpTajla WIM B JIMYHBIN
KaOMHET 3asBUTENS B €IUHON CHCTEME 3alpoc 00 yTOUYHEHHH yKa3aHHON MH(OpMAaIiH, MOAIMUCAHHBIN
YCWJIEHHOM KBATU(QUIMPOBAHHON 3JIEKTPOHHOM MONKCHIO.

(uactsb 6 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3agBuTenb 00s3aH HAINPABUTh IOCPEICTBOM E€IMHOTO IIOpTaja B YIOJHOMOYEHHBIN
(benepanbHbIi OpraH UCHOJIHUTEIBHOM BIACTH WJIU JIMYHBIN KaOMHET YIOJIHOMOUYEHHOTo (hefiepaibHOro
OpraHa HCIOJHHUTENbHOIN BIACTH B €IUMHOM CHCTeME MNOJMHMCAHHBIA YCHJICHHON KBAJIM(UIIMPOBAHHOM
3JIEKTPOHHON MOJIKCHIO OTBET HA 3aIpPOC YHOIHOMOYEHHOTO (e/lepaIbHOT0 OpraHa MCIOJHUTEIbHON
BJIACTH, YKAa3aHHOT'O B 4acTU 6 HACTOSIIEH CTaThH, B CPOK, HE MPEBBIIIAIOIINN AEBIHOCTA pa0OUNX THEN
CO JHSI MOJIyYEeHUS YIOJTHOMOUYEHHBIM (hefiepaabHbIM OPraHOM HCIIOJHUTEIBHON BIACTU 3JIEKTPOHHOTO
YBEAOMIJICHHsI O IIOJyYEHUHU 3asBUTENIEM Takoro 3ampoca. Cpok, yKa3aHHBIM B 4acTH 5 HaCTOSILEH
CTaTbH, NPUOCTAHABIMBAETCS CO JHs HANPAaBICHUS 3asBUTEIIO IMOCPEICTBOM €IMHOIO MOpTaja WM B
JUYHBIA KaOWHET 3asBUTEN B €IMHOM CHUCTEME TaKOro 3ampoca 0 JHS HaIlpaBlICHHUs 3asBUTENIEM
MOCPEJICTBOM €MHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (heiepabHblii OpraH UCIIOJHUTEILHON BIACTH HITH
JUYHBI KaOMHET YMOJIHOMOYEHHOro (enepalbHOr0 OpraHa HCIHOJHUTENbHOM BIACTH B €IMHOM
CUCTEME OTBETa Ha TAKOM 3ampoC M HE YYWTHIBAETCS NPH HCYUCICHMM CpPOKa IOATBEPKICHUS
roCyIapCTBEHHON PErUCTPALliy JIEKAPCTBEHHOIO IIpernapara.

(uacts 7 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOoBaHMEM mJI1 OTKa3a B IPOBEJACHUM SKCIIEPTU3bl OTHOLIEHMS OXHIA€MOM MONb3bl K
BO3MOXXHOMY PHUCKY IIPUMEHEHHUS JIEKapCTBEHHOr'O IpernapaTa sBJISIETCS IPEJCTABICHUE TOKyMEHTOB,
COJepIKAIINX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara,
U (UIM) B OTHOIIEHHWH OWOJIOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB pPe3yJbTaTOB OCYIIECTBIICHUS
MEpPONPUATHA B COOTBETCTBUU C IUIAHOM YIPABIECHHUS PUCKAMH, YTBEP’KICHHBIM YIIOJHOMOUYEHHBIM
(benepanbHBIM OpPraHOM HCIOJIHUTEIBHOM BIACTH MPU OCYLIECTBICHUU FOCYIapCTBEHHON PErUCTpaIiU
JICKapCTBEHHOT'O TpernapaTa, B HEMOJHOM 00beMe, OTCYTCTBHE MH(pOpPMalNK, MOATBEpKAatoImel (akT

www.consultant.ru CrpaHvua 72 n3 166
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100189&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100191&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100193&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yIUIaTBl ~ TOCYJApCTBEHHOM  NOLUIMHBI 33  TOATBEPKICHHE TOCYJAapCTBEHHOM  PETUCTpaLun
JICKapCTBEHHOTO TpenapaTa, Ju00 HENpeJCTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHBII B dYacTh 6 HACTOSIIEH CTaThu 3alpoc YIOJIHOMOYEHHOTro (henepanbHOro opraHa
WCTIOJTHUTEIEHOW BJIACTH, a TaKXe OTCYTCTBHME B YKa3aHHBIX JIOKYMEHTax HH(GOpMAaIMH, KOTOpas
JIOJKHA OBITh B HUX OTpa)KeHa.

9. DkcmepTu3a OTHOIICHHS OXHJIAEMOW TMOJNB3BI K BO3MOXKHOMY PHCKY HIPUMEHEHHS
JIEKapCTBEHHOTO Mpernapara B LEJSX MOJATBEPKACHHS TOCYAapCTBEHHOH PEruCTpalyy JIEKapCTBEHHOTO
npernapara MpoBOJUTCS KOMHCCHEH AKCIEPTOB 3KCIEPTHOTO YUPEKIEHUS B CPOK, HE MPEBBIIIAOIINI
TPUALATH PadOYHX JTHEH.

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

10. B ciryqae HeTOCTaTOYHOCTH NMPECTABICHHBIX KCIIEPTY MAaTEPUAJIOB JUIsl Ja4l 3aKJIIOYCHHUS B
JMYHBIA KaOWMHET 3asBUTENS B €IMHONW CUCTEME HAIIpaBJIETCs 3alpOC O MPEACTAaBICHUN HEOOXOAUMBIX
MaTepHasioB, MOJAMUCAHHBIA PYKOBOAUTENEM (YIOJHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
UCIOJIb30BAHUEM YCHJICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON TOIHCH.

(uactp 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenp 00s3aH HANpaBUTh B JIMYHBIA KAOMHET 3KCHEPTHOTO YUPEXKACHUS B €AUHOUN
CUCTEME€ TOJNUCAHHBIA YCHJIEHHOW KBaTU(UIUPOBAHHON 3JIEKTPOHHOM MOJANKCHIO OTBET HA 3aMpocC
9KCHEPTHOTO YUPEXKJEHHs B CPOK, HE MPEBBILIAIONIUI HIECTUAECATH pabounx AHEH CO JHS MOIy4eHUs
9KCIEPTHBIM YUYPEXKIECHUEM JJIEKTPOHHOIO YBEJOMJIEHUS O IIOJYYEHUHU 3asBUTEIIEM YKa3aHHOIO
3ampoca. Bpemsi co nHs HampaBieHUS B JIMUHBIM KaOWMHET 3asBUTENS B €IMHOM cHUCTeMe 3arpoca
HKCHEPTHOTO YUYPEXKACHUS [0 JHS HANpPABICHUS 3asBUTENIEM B JIMYHBIA KaOMHET OSKCIIEPTHOTO
YUpPEKIEHUS B €IMHON CHCTEME OTBETA HA YKA3aHHBIN 3aIIPOC HE YUUTHIBACTCS MPU MCUUCICHUU CPOKa
MIPOBEACHUS DSKCIEPTU3bl OTHOIICHMS OXUIAAEMOM II0JNBb3bl K BO3MOXHOMY pPHCKY TNPHUMEHEHHS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JOKYMEHTa, COJAEPXKALEro pe3yiabTaTbl MOHUTOPUHIA
3¢ HEeKTUBHOCTH U 0€30I1aCHOCTH JIEKAPCTBEHHOTO Ipenapara.

(uactp 11 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He NMPEeBBIMIAIONIUI MATH pabO4YMX IHEH CO JIHS HarpaBlICHUs B JUYHBIA KaOMHET
YIOJIHOMOYEHHOI0 (peIepaabHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH B €AMHOM CHCTEME 3aKIHOYEHUS
KOMHCCHM JKCIIEPTOB IO PE3YJIBTATAM JKCIEPTU3bl OTHOLIEHUS OXKUIAAEMOM IOJIb3Bl K BO3MOKHOMY
PHUCKY NPUMEHEHUs JIEKapCTBEHHOr'0 IpenapaTa, COOTBETCTBYIOUIMN YHOJHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJHUTEIBHOH BIIACTH!

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

1) ocymiecTBiIsE€T OLEHKY 3TOrO 3aKJIIOUEHHS JJISl ONPEAEIICHUS] €r0 COOTBETCTBUS 3aJIlaHUIO Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHURHI;

2) mpUHMMAeT pELIEHHE O MOJATBEPKICHUH TOCYIapCTBEHHOM pEerucTpanuu JeKapCTBEHHOTO
mpenapara Wid 00 OTKa3e B MOJITBEPXKAECHUM TI'OCYJApCTBEHHOM pErucTpaluu JEeKapCTBEHHOTO
rpenapara,

3) BHOCUT NpU NPHUHATHH PELIEHUS O TMOATBEPKACHUM TOCYJapCTBEHHON pEerucTpanuu
JIEKapCTBEHHOI'O Ipernapara CBEJEHHUS B rOCYAapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJCTB U BBIAAET
3asBUTENI0 OECCPOYHOE PETUCTPAIMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTO Mpernaparta IMOCPeICTBOM
HaIpaBJIEHUsl Yepe3 eIUHBIA MOpTal WU JIMYHBIA KaOWHET 3asBUTENS B €IMHOM cUCTeMe BBIMHCKU U3
roCy/IapCTBEHHOI'O PeecTpa JIEKapCTBEHHBIX CPEACTB, MOJINUCAHHOW YCHUJICHHON KBATH(QHUIIMPOBAHHON
ANEKTPOHHOU MOIMHUCKIO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

13. OcHoBaHuEeM i OTKa3a B MOJATBEPKICHUH TOCYIapCTBEHHOW PETUCTpAIMK JICKAPCTBEHHOTO
mpernapara SBISETCA 3aKII0UYEHHE COOTBETCTBYIOIETO YIOJIHOMOYEHHOTO (heaepalbHOro OpraHa
WCTIOJTHUTEIIGHON BJIACTH O TOM, YTO PUCK NMPUYMHCHUS BpeAa 3A0POBBIO YEJIOBEKA WJIM KUBOTHOTO
BCJIC/ICTBHE TTPHEMa JICKAPCTBEHHOTO Tperapara mpepsimaet 3G (GEeKTHBHOCTD €ro IPUMEHEHUS.

(B pen. deaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuox mnpoBeaeHUs MpoLenypbl MOATBEPKICHHS TOCYAAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO Mpemnapara ero oopaienue B Poccuiickoii @enepaniui He IPUOCTAHABINBACTCH.

15. Jlomyckaercss oOpalieHHE JIEKapCTBEHHBIX IpPEnapaToB A0 HCTEUEHHsS CpPOKa T'OJHOCTH,
IMPOU3BCACHHLIX B TCYCHHUEC CTa BOCBMHIACCATH KaJICHAAPHBIX I[Hefl IMoCJC [OaTbl MPHUHATHA
YIOOJIHOMOYCHHBIM q)ellepaJ'H)HI)IM OopraHom WCIIOTHUTENBHON BIIACTH pe€mi€cHud O IOATBEPKACHUN
TOCYJapCTBEHHOM PETruCTpalyi, B COOTBETCTBHM C HH(popMammei, copepkamieiics B IOKyMEHTaxX
PETHCTPAIOHHOTO JIOChE Ha JIEKaPCTBEHHBIH MPenapar 10 AaThl IPUHATUS TAKOTO PEIICHHS.

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

Koncynprantllntoc: npumeuanue.
[Tonoxxenus cr. 30 (B pen. @3 or 30.01.2024 N 1-®3), xacaromuecs: NpeaoCTaBICHUs TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) €AUHOTO TopTaia, npuMmenstores ¢ 01.01.2025.

Cratba 30. BHeceHMe Wu3MeHeHMM B [OOKYMEHTbl, coAepxawuecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapart Ans
MeAULMHCKOro NpMMeHeHuns

1. B memsx BHECEHHs U3MEHEHUH B JOKYMEHTBI, COIAEpPIKAIlMecs B PErMCTPAMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIN IpenapaTr Uil MEIULUHCKOTO NMPUMEHEHHs, NEp)KaTeNb WIN
BJIaJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHUS JICKAPCTBEHHOIO IIpelapara MU YIOJIHOMOYEHHOE UM
Ipyroe HOpHUIMYECKOE JIMLO (Jajee B HACTOALIEH cTaThe - 3asBUTENb) HAIPaBIISIET MOCPEACTBOM
€IMHOTO TIOpTaja B YHOJIHOMOYEHHBIH (enepaabHbIii OpraH HCIOJHUTEIBHON BIACTH WU B JIMYHBIHA
KaOMHET YIOJHOMOYEHHOIro (¢efepalbHOr0 OpraHa HCHOJHUTENbHOM BIAaCTH B €AMHOM CHCTEME
MOJITMCAHHOE YCWJIEHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOM MOJIIMCHIO 3asBJICHUE O BHECEHUH TaKUX
U3MEHeHUH 1o (opMe, YCTaHOBIEHHOW YIMOJIHOMOYEHHBIM (heliepalbHbIM OPraHOM MCIIOJHUTEIbHON
BJIACTH, U IIpUjaraeMble K HEMy HU3MCHCHHMSA B YKa3aHHbBIC JOKYMEHTBI, a TaKXe JIOKYMEHTBHI,
MOJTBEPXKIAIOIINE HEOOXOIMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. @enepanbHbiX 3ak0HOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N _140-P3, ot 30.01.2024 N
1-03)

1.1. IIpn He0OXOAUMOCTH BHECEHMSI B JOKYMEHTHI, COJEpKAIMECS B PETUCTPALIMOHHOM JJOChE Ha
3apErMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipenapar il MEOULIMHCKOTO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEIIBHO MECTa IPOM3BOJCTBA JICKAPCTBEHHOI'O IIpemnapara i MEIULHUHCKOrO IPUMEHEHMUS,
TpeOYIOLINX MPOBEICHHS YKCHEPTU3bl KadecTBa JIGKAPCTBEHHBIX CPEJCTB, 3aABUTENb JONOIHUTEIHHO
HaNpaBJsieT OCPEICTBOM €IMHOTO NIOPTajia B YIIOJIHOMOYECHHBIN (eiepanbHbIii OpraH UCIIOTHUTEIHHON
BJIACTH WJIM JIMYHBIA KaOWHET YIMOJIHOMOYEHHOro (hefepaibHOr0 OpraHa HCIOJHUTEIBHON BIACTH B
€IUHOI CUCTEME:

1) CBCACHUA O HaTC NPCAOCTABIICHUSA W PCTUCTPAIMOHHOM HOMCEPC JIMLCH3HWU Ha IMPOU3BOACTBO
JICKApCTBCHHBIX CPCACTB, a4 TAKIKC KOIIUIO 3aKJIFOUCHUA O COOTBCTCTBUU IMTPOU3BOAUTCIIA JICKAPCTBCHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CPEICTB IJii METUIIMHCKOTO MpPUMEHEHHUS TpeOOBaHMSIM MpaBUI HaJAJeKallell MpPON3BOACTBEHHOMN
MPAKTUKH, WIA KOMHUIO CepTH(HUKATA COOTBETCTBHSI MPOW3BOJMUTENS JIGKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TIPHUMEHEHUS TpPeOOBAaHMSIM MPABWI HAISKANEH MPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIIAHHBIX YIIOJIHOMOYEHHBIM (elepaJbHbIM OpraHOM
WCTIOTHUTEIIbHOW BJIACTH B OTHOIICHWHM W3MEHEHHOW W (WMJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM
IJIOIIAJKKM JIEKapCTBEHHOIO IIpenapara s MEIWLHMHCKOTO IPUMEHEHUs, WM KOIMIO PEIICHUS
YIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCIOJTHUTEIHHON BIACTU O MPOBEACHUH (papMarieBTHUYEeCKON
MHCIEKIMU MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOIO IPUMEHEHHSI HA COOTBETCTBUE
TpeOOBaHUAM TMPAaBHJ HAJUICKALICH MPOU3BOJCTBEHHON MNpakTHKH EBpa3wiickoro 3KOHOMHYECKOTO
COI03a B OTHOIIEHWH W3MEHEHHOW W (WJIM) JIOMOJHEHHOW MPOU3BOJICTBEHHOW —IUIOIIAIKH
JIEKAPCTBEHHOI'0 Mperapara JUisi MEAMIMHCKOTO IPUMEHEHHs B Cly4yae, €ClIM IPOU3BOJCTBO
JIEKApCTBEHHOTO IpernapaTa ocyuiecTnisercs: B Poccuiickoit @enepanuu;

2) KOIHIO TPEIOCTaBICHHON YITOJHOMOYEHHBIM OPTaHOM CTpPaHbI MPOHM3BOAMTENS JHIEH3UH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOT'O Mpernapara il MEAUIUHCKOIO IPUMEHEHHUS U €€ MePeBOj Ha PYCCKUI
S3bIK, 3aBEPEHHBICE B YCTAHOBJICHHOM [IOPAIKE, a TaKXe KOIHUIO 3aKIIYEHUS O COOTBETCTBUHU
MIPOU3BOJIUTENST JICKAPCTBEHHBIX CPEACTB TPEOOBAHWSAM TIPAaBWII HAIJIEXKAIIed MPOU3BOJACTBEHHOMN
MPAaKTUKHA, WM KOMHI0 CepTU(UKATA COOTBETCTBHUS MPOM3BOIMTEINS JIGKAPCTBEHHBIX CPEJCTB IS
MEIUIMHCKOTO IPUMEHEHHUs] TpeOOBaHWSIM TIPAaBWI HAJICKAIIEH NPONU3BOJCTBEHHONW MPAKTHKH
EBpa3suiickoro 3KOHOMHYECKOTO CO03a, BBIIAHHBIX YIIOJIHOMOYEHHBIM (perepaabHbIM OpraHoM
WCTIOJHUTENIBHOM BJACTH B OTHOLICHMM HW3MEHEHHOM MW (WJIM) JOMOJHEHHOH MPOU3BOICTBEHHOMN
IUIOIIA/IKY JIEKAPCTBEHHOT'O Tpernapara, Win KOIUIO PEIICHUs YIIOJTHOMOYEHHOTO (heaepaabHOro opraHa
WCTIOJTHUTEIbHOW  BJIACTH O  NPOBENEHUH  (apMaleBTUYECKOH  WHCIEKIWU  MPOHM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB Ul MEIUIIMHCKOTO TPUMEHEHHsS Ha COOTBETCTBHE TPEOOBAHUSM IPABHI
HaJUIeXKalIeld MPOU3BOJCTBEHHON MNpakTHKH EBpasmiickoro >KOHOMHYECKOTO COI03a B CiIydae, €CIH
MPOM3BOICTBO JIEKAPCTBEHHOTO TIperapara oCyIecTBIseTcs 3a npeaenamu Poccuiickoit @eneparyu.
(uactb 1.1 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

1.2. [Tpr HEOOXOMMOCTH BHECCHHS B JIOKYMEHTHI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM TMpenapar sl MEAULIUHCKOTO NPUMEHEHHS, W3MECHEHUH
OTHOCHUTEJILHO MOKa3aTeJIel KadyecTBa JICKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO MPUMEHEHUS U
(W) METOJOB KOHTPOJISI KadecTBa JIGKQPCTBEHHOTO TMperapara s MEIUIUHCKOTO MPUMEHEHHS,
TpeOyIOMMX MPOBEACHUS SKCIIEPTU3bl KaueCTBAa JIEKAPCTBEHHBIX CPEICTB, 3asBUTENb JOMOJIHUTEIHHO
HaMpaBIsgeT OCPEACTBOM €MHOTO TIOpTalia B yIIOJTHOMOUYCHHBIH (peiepanbHblii OpraH HCTIOTHUTEIHHON
BJIACTHU HNJIN HI/I‘IHHﬁ KaGI/IHeT YHOJIHOMOLICHHOI‘O (be;[epaanoro opraHa I/ICHOHHHTGJIBHOﬁ BJI1aCTU B
€IUHOI CUCTEME:

1) cBemeHus o JaTe MPEIOCTaBICHUS M PETUCTPAIIMOHHOM HOMEpE JIMIICH3UHM Ha TPOU3BOJICTBO
JICKAPCTBEHHBIX CPEACTB WJM CBEICHUS O JaTe NPEAOCTaBICHUS M PETUCTPAlUOHHOM HOMEpE
3aKJIIOUEHUST O COOTBETCTBUHM TMPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSM IPABHI
HaJJIeXxaleld MpPOU3BOJICTBEHHOW MPAKTUKH WU KOMHUIO CepTH(HUKATAa COOTBETCTBHUS MPOU3BOIUTEINS
JIEKAPCTBEHHBIX CPEACTB JJIsi MEAMIIMHCKOTO TNPUMEHEHUs TpeOOBaHUSM HOpPaBUJI HaJyIeKaIIeh
MIPOU3BOJICTBEHHON MpakTUKU EBpazniickoro SKOHOMUYECKOTO COI03a, BBIAHHBIX (TIPEIOCTaBICHHBIX)
YIIOJTHOMOYEHHBIM (he/IepaibHBIM OPTaHOM HMCTIOJHUTEIHHOW BJIACTH B OTHOIICHUH MPOU3BOICTBECHHON
IJIOIIAJKHA JICKAPCTBEHHOI'O Mpernapara, B ciydyae, €CJIM IPOM3BOJICTBO JIEKAPCTBEHHOIO Ipernapara
ocyuectsisiercs B Poccuiickoit denepanuu;

2) KOITHUIO HpeﬂOCTaBHeHHOﬁ YHOOJHOMOUYCHHBIM OpPraHOM CTpPAHbI TPOU3BOAUTCIIA JIMIICH3UW Ha
IMPOU3BOACTBO JICKAPCTBCHHOI'O ITpCriapara Ajid MCAUIUHCKOIO IMPUMCHCHUA U €C IICPCBOJ Ha pyCCKI/Iﬁ
A3BIK, 3aBCPCHHBLIC B YCTAHOBJICHHOM IMOPAJAKE, a TaKXKE CBCACHUA O HOaTC IMPCAOCTaBJICHUA U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

PErUCTPAllMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TPaBUJI HAJUICKAIICH MPOW3BOJACTBEHHON WPAKTHKH, WIM KOMHUIO cepTu(uKara
COOTBETCTBUS MPOU3BOIUTEINSI JICKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIMHCKOTO MPUMEHEHHS TPEOOBaAHUSAM
MpaBWJI HaJJIekKaEH NPOU3BOJCTBEHHOM MPAKTUKU EBpa3niicKOro 3KOHOMHYECKOTO COK03a, BbITAHHBIX
YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPTaHOM HMCTIOJHUTEIHHOW BJIACTH B OTHOIICHUH MPOU3BOICTBECHHON
IJIOIIAJKH JIEKAPCTBEHHOI'O Mpernapara, WiM CBEACHUS O AaTe MPEJOCTaBICHUS U PErHMCTPALMOHHOM
HOMEpE pEeILIeHUs] YIMOJIHOMOUYEHHOTO (pelepalibHOTO OpraHa HCIOIHUTENBHON BIACTH O MPOBEACHUU
(apManeBTHUECKON HMHCIEKIIMM TMPOW3BOJACTBA JICKAPCTBEHHBIX CPEACTB JUISI  MEAUIIMHCKOTO
MPUMEHEHHUS Ha COOTBETCTBUE TPEOOBAaHUSM MPaBUI HAJJIeKAIIeH MPOU3BOJACTBEHHON MPAKTUKU
EBpa3uiickoro 3KOHOMHMYECKOTO  COK03a, €CJIIM  IMPOU3BOACTBO  JIEKAPCTBEHHOIO  Iperapara
OCYIIIECTBIIsIETCS 32 npenenaMmu Poccuiickoit @enepanuu.

(dactp 1.2 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

1.3. IlpunsATHE pelieHuss O BHECEHHMM W3MEHEHHMH MM 00 OTKa3e BO BHECEHUH W3MEHEHHH B
JOKYMEHTBI, COJEpKallhecs B PErMCTPAllMOHHOM JOChE€ Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar A MCAULOUHCKOro IIPUMCHCHHA, B ClIy4dac HGO6XOHI/IMOCTI/I MMPOBCACHUA OSKCICPTU3BI
Ka4ueCTBa JICKAPCTBCHHLIX CPCACTB U (I/IJ'II/I) OKCICPTU3BI OTHOICHUSA O)KHI[&GMOﬁ IMOJIB3bI K BOBMOXHOMY
PUCKY MPUMCHCHUA JICKAPCTBCHHOI'O IMprapara A1 MEAULMUHCKOTO NPUMCEHCHUSA OCYIHICCTBIIACTCA B
CPOK, HE€ MpEBBILIAOMMN MATHAECATH pPabOYMX JHEH, a B OCTalbHBIX CIy4yasX B CpOK, He
NIPEBBILIAIONIMNA JlecsITU pabodux JHEH CO JHSA HampaBiIeHHUsS IOCPEACTBOM €AMHOrO IMopTana B
YIIOJIHOMOYEHHBIH  (efiepaibHblid  OpraH  WCHOJHUTENbHOM  BJIACTHM WM JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOT0 (peIepalbHOr0 OpraHa HCIIOJHUTENILHOM BJIACTU B €IMHOI CHUCTEME 3asiBICHUS O
BHECEHWH TaKNX N3MCHCHMUI.

(uactp 1.3 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. PenepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnonHomoueHHBIN (enepanbHbIi OpraH HCHOJHUTENBHON BIIACTH C YYE€TOM pe3yiIbTaToOB
(hapmakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOIAIIUXCA B TPAKIAHCKOM
000pOTE, YCTAHOBJICHHBIM TPEOOBAHMSIM K MX KAUeCTBY B TEUEHHE NECATH pabOuuX IHEH CO IHS
MOCTYIUIEHUSI COOTBETCTBYIOIICH HH(OpManMu pa3MmeniaeT Ha CBOeM O(QUIMAIBHOM CalTe B CETH
"NnTepHer" cBeneHuss 0 HEOOXOTUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULIHWHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOr'0 IIpenapara U3MEHEHUl B OTHOLUEHUU CBEACHUN O IMOKA3aHUAX ISl IPUMEHEHUS U
MPOTUBOMOKA3aHUSAX Ui TMPUMEHEHHS JICKapCTBEHHOTO TMperapara, BBISIBICHHBIX MOOOYHBIX
JEUCTBUSX, HEKENATENbHBIX pPEaKIUsAX MPU NMPUMEHEHHH JIEKaPCTBEHHOIO MpernapaTa W HarpaBiseT
MOJNUCAHHOE YCHJICHHOW KBAIH(DHUIIMPOBAHHON 3JIEKTPOHHON MOINKCHIO YBEIOMIICHHE B JIMYHBIN
KaOMHET 3asBUTEINISI B €IUHON CHUCTEME, a TaKKe B JIMYHBbIC KAOWHETHI 3asBUTENICH B €IUHOMN CUCTEME,
ABJISIOIINXCS IEPKATEISIMU WU BIAJEIbLIAMH PETUCTPALIMOHHBIX YIOCTOBEPEHU B3aMMO3aMEHIEMbIX
JIEKapCTBEHHBIX MPENapaToB (WM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIHII).

(uacts 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3; B pen. @enepalbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.5. JlepkaTenb WM BiIajelel] pETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO Ipernapara, a
TaKXKe JIepXKaTeIH WM BIAJEIbIBI PErHCTPAMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX IPETapaToB
(WM yIIOTHOMOYEHHBIE UMHU JIPYTHE FOPUIMUYECKUE JIMIA), KOTOPHIEC SBISIOTCS B3aUMO3aMEHSIEMBIMH,
00s13aHBl HATPABUTh B JIMYHBIH KaOWHET YIOJHOMOYEHHOTO (heepasbHOro opraHa HCHOJTHHTEIBHOM
BJIACTH TOANUCAHHBIC YCHJICHHBIMH KBaJTHU(HUIIMPOBAHHBIMU SJICKTPOHHBIMU TOAMUCAMU 3asiBICHUS O
BHECEHMHM W3MEHEHMH B  JIOKYMEHTBI, COJAEp)KalllMecss B  PEruCTPAallMOHHBIX JOChe Ha
3aperUCTPUPOBAHHBIC JIEKAPCTBEHHBIC NpenapaTsl Ui MEIUIMHCKOTO TNPHUMEHEHUs, B OTHOIICHUH
CBEJICHUH, yKa3aHHBIX B MHCTPYKLHUH 110 MEIUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHBIX IMPETapaToB, B
TEUYEHUE COpOKa pabodmx IHEH cO IHS TONYYEeHHUS YIMOJTHOMOYEHHBIM (QelepatbHbBIM OpraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCIIOJTHUTENILHON BIIACTH AJIEKTPOHHOTO YBEIOMIICHHS O TMONYYSHHH Jep>KaTelieM WM BIlaeliblieM
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI JICKAPCTBEHHOTO TpernapaTa (Wid yHMOJTHOMOYEHHBIM UM JPYTHM
IOPUINYECKUM JIMIIOM) MH(pOpMaIuy, ykazaHHoi B yactu 1.4 Hactosimeit crateu. [lanHoe TpeGoBaHue
HE pacmpoCTpaHsSeTCs Ha Cliydad BHECEHHUS B WHCTPYKIUIO 10 MEIUIUHCKOMY TNPUMEHEHHIO
JIEKApCTBEHHOTO TIpenapara HW3MEHEHWHW B OTHOIICHUH HOBBIX TIOKAa3aHWUW I TPUMEHEHUS
JIEKApCTBEHHOTO MperapaTa Ha OCHOBAHHH PE3YJIbTaTOB COOTBETCTBYIOIIMX UCCIICIOBAHMM.

(uacts 1.5 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3; B pen. @enepalbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. PenieHue o MpOBEIEHUU SKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) AIKCIEPTU3BI
OTHOILIEHUS OXHUAAEMOH MOJIb3bl K BO3MOXXHOMY PHCKY INPHUMEHEHHUS JIEKapCTBEHHOI'O Mpenapara Juis
MEJUIMHCKOTO TPUMEHEHHUS] MPUHUMAETCS B COOTBETCTBUU C YTBEPKIECHHOM YIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM MCIIOJHUTEIBHOM BJIACTH KiIaccuduKanuedl W3MEHEHWH, BHOCUMBIX B
JOKYMEHTBI, COJepXKalliecs B PErucTPallMOHHOM JOCh€ Ha 3aperuCTPUPOBAaHHBIN JIEKapPCTBEHHBIN
npenapar.

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

3. 3asBUTENH BIpPaBe NPEICTABUTh IO COOCTBEHHOW WHHIIMATHBE BMECTE C 3asBICHUEM O
BHECEHHMM W3MEHEHHI B  JIOKYMEHTBI, COJAEpXKalluecs B  PErUCTPAllMOHHOM  JIOCh€  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpernapaT Juisi MEIUUUMHCKOrO NPUMEHEHUs, PEKBU3UTHI
JOKYMEHTOB, MOJATBEPKAAIONIMX YIUIATy TOCYJapCTBEHHOM MOUUIMHBI 33 BHECEHUE B JOKYMEHTBHI,
COZEpKAIIMECA B PETMCTPALMOHHOM JOChE HAa 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBINA IIpernapar Iist
MEIUIIMHCKOTO TIPUMEHEHUS, W3MEHCHUH, TPEeOYyIOMMX MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB B YaCTH SKCHEPTH3bl KauecTBa JICKAPCTBEHHOTO CPEACTBA M (MJIM) DKCIEPTU3BI OTHOIICHHS
0XKMJAEMOM TIONB3bl K BO3MOKHOMY pHCKY NPUMEHEHHMS JIEKQpCTBEHHOrO mpemnaparta Jist
MEJIMLIHUHCKOr0 NPUMEHEHUS, TOCYJaPCTBEHHOM NOLIMHBI 32 BHECEHUE B IOKYMEHTBI, COJIEpKaIIUECs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ajas MEIUIMHCKOTO
MPUMEHEHHUS, U3MEHEHUN, He TPEOYIOIUX MPOBEACHHSI IKCTIEPTU3HI JICKAPCTBEHHOTO CPEJCTBA, a TAKKe
BbIIaBacMble (TIPEIOCTABIISIEMbIC) YIOJTHOMOYCHHBIMU (DeepabHBIMH OpPTaHaMU HCIIOJTHUTEIHHON
BJIACTU JOKYMEHTHI (CBelEHHUs), yKa3aHHbIe B uacTax 1.1 m 1.2 Hacrosmieidt crathu. B ciayudae ux
HETIPECTaBICHUS YIIOJTHOMOYEHHBIN (eepanbHbId OpraH HMCIOJHUTEIHPHOM BIACTH 3allpallfiBaeT
yKa3aHHble  JOKYMEHThl  (CBEICHHs]) B IOpSAIAKE  MEXKBEIOMCTBEHHOIO  HHGOPMAIMOHHOTO
B3aUMO/ICHCTBUSI.

(B pen. @enepanbHbix 3akoHOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B Teuenue nsATH paboumx THEH CO JAHS MOCTYIUICHUS YKAa3aHHOTO B 4acTH | HACTOSIIEH CTaThu
3asiBJICHUS W HEOOXOJMMBIX JOKYMEHTOB YIOJHOMOYCHHBIH (eIepaybHBII OpraH HCIIOJHHUTEIHHON
BJIACTH:

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

1) MMPOBOAUT MPOBEPKY MOJIHOTBI U TOCTOBECPHOCTU CBCHCHHﬁ, COACPpKAINXCA B MPEACTABICHHBIX
3asABUTCIICM MaTCpUaJIax;

2) mnpuUHMMAeT pelleHHEe O NPOBEACHUM YKa3aHHbBIX B 4YacTW 2 HacTosALleW crarbu
COOTBETCTBYIOIIMX 3KCIEPTU3 JIEKAPCTBEHHOTO CPECTBA UM 00 OTKa3€ B UX IPOBEIACHNH;

3) HampaBiseT B JMYHBIA KaOMHET 3asBHUTENS B €JUHOW CHCTEME MOJNHCAHHOE YCHJICHHOMN
KBAJIM(HULIUPOBAHHON 3JIEKTPOHHOM MOANUCHIO YBEIOMJICHHE O IPHUHATOM DPELICHMHM WIH B Cllydae
NPUHATHUS pelleHuss 00 OTKa3e B MPOBEIEHUM COOTBETCTBYIOIIEH SKCHEPTU3bl C yKa3aHUEM INPUYUH
TaKor'o OTKas3a.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

4.1. B cnyuyae BBISABIECHHS HEJOCTOBEPHOCTH CBEIACHMH, COAEPXKAIIUXCS B IPEICTaBICHHBIX
3asBUTEIIEM MaTepHaiax, yIOJIHOMOYEHHBIN (hefepaibHbId OpraH UCIOIHUTEIBHOM BIACTH HAIIPABISET
B JIMYHBIM KaOWHET 3asBUTENS B €IMHOM cucrteMe 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEACHUH,
MOJNKCAHHBIA YCUJIEHHOW KBAJIM(ULIIMPOBAHHOMN 3JIEKTPOHHOM MOANUCHIO.

(dactp 4.1 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTens 00s3aH HAMPABUTH B JTUYHBINA KaOMHET YMOIHOMOYEHHOTrO (peepaqbHOTrO OpraHa
WCTIONHUTENILHON BJIAacTH B EAWHOW CHCTEME TMOANUCAHHBIM YCHICHHOW KBATH()HUIIMPOBAHHON
ANIEKTPOHHON TMOMAMKCHI0 OTBET Ha 3aMpOC YIMOJTHOMOUYEHHOTO (eIepabHOTO OpraHa MCIOJHUTEIHHON
BJIACTU B CPOK, HE MPEBBLIIIAIONINI JAEBIHOCTA pabO4YMX THEH CO JHS TOJYyYEeHHs YIOTHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH AJICKTPOHHOTO YBEAOMJICHHS O TIOJYYCHUH
3asBUTEIEM JaHHOTO 3anpoca. Cpok, YKa3aHHBIN B 4aCTH 4 HACTOSIIEH CTaTbH, MPUOCTAHABIMBACTCS CO
JTHS HampaBJIeHUs B JIMYHBIA KaOWHET 3asBUTENs B €IMHOM CHCTeMe 3ampoca YHOJTHOMOYEHHOTO
denepanbHOrO OpraHa WCIOJHUTEIBHOW BIACTH JO [JHA HAmpaBieHWss B JWYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heepabHOrO OpraHa WCIOJHUTEIHLHOW BJIACTH B €IUHOW CHCTEME OTBETa Ha
JAHHBIN 3aMPOC U HE YUYUTHIBACTCS MPU MCUUCIICHUH CPOKa MPUHATHUS PEIICHUS] O BHECEHUH U3MEHEHUI
B JIOKYMEHTBI, COJEp>KaIlMecs B PETHCTPAIMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN
npenapar Jijisi MEIUITMHCKOTO PUMEHEHHUS.

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

5. OcHOBaHUEM [UIsl OTKa3a B MPOBEJACHUM YKa3aHHBIX B YacTH 2 HACTOSAILIEH CTaThbU JKCIEPTHU3
ABJBICTCA NPCACTABIICHUC JOKYMCHTOB, ICPCUYNCIICHHBIX B HaCTAX 1u3 HaCTOHIHefI CTaTbHu, B HCIIOJTHOM
o0bemMe, HEeNpeJCTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTAThU 3alIPOC YIOJHOMOUYEHHOTO ()e1epalIbHOrO OpraHa UCIIOJIHUTENIbHON BIACTH, a TAKKe
OTCYTCTBUE€ B  IPEACTaBICHHBIX JOKYMEHTAaX JOCTATOYHBIX  CBEICHHUM, IOATBEPKAAOIINUX
HE00XO0IMMOCTh BHECEHUS U3MEHEHHH, WM OTCYTCTBHE MH(OpMALUY, TOATBEepKIatoIIel (HakT ymiaTbl

roCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTAaThH.
(B pen. @enepanbubix 3aKkoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-P3)

6. YKa3aHHbIE B 4YacTH 2 HACTOSIIEH CTaTbU SKCIEPTU3BI IPOBOIATCS B MOPSAKE, YCTAHOBICHHOM
cratbeil 23 Hacrosuero denepasbHOro 3aKOHa.

7. B cpok, He IMPEBBILAIOIIMNA MATH PabOYMX AHEW CO IHS HANpaBJIECHUS MOCPEICTBOM €IUHOTO
nopTaja B YNOJHOMOYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIbHON BIACTU WM JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (e/iepalbHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH B €IMHOM CHCTEME MOJIMMCAHHBIX
YCUJICHHBIMH KBaJU(HUIIMPOBAHHBIMU AJIEKTPOHHBIMH TOANHUCAMH 3aKIIOUYEHUH KOMHUCCHHA SKCIEPTOB
0 pe3yJIbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIICH CTAaThH SKCIIEPTU3, YIIOTHOMOUYECHHBIH (eepaabHbIi
OpraH UCHOJIHUTEIBbHOMN BIACTH:

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

1 ) NpUHHUMACT PCHICHUE O BHECCHUU U3MEHEHUI B AOKYMCHTBI, COJCpKallueca B
PErUCTpaluOHHOM JOChC Ha 3apeFHCTpHpOBaHHBIﬁ JICKE[pCTBGHHBIfI npenapar me MCIUIHHCKOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TaKHUX HSMGHGHHﬁ;

2) BHOCHT B TOCYJapCTBEHHBIH PpEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU PELICHUS O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBHI, COJEp)Kallhecsl B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaTr Uii MEIULMHCKOIO IPUMEHEHHs, HEeoOXOIuMble
U3MEHEHUS;
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

3) BbLAAeT 3asBUTENI0 HOBOE PETUCTPAIMOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOTO MperapaTta B
Cllyyae WM3MEHEHUSI CBEJICHMM, COJEpXKAIUXCSA B HEM, MyTeM HaIpaBJiCHUS 3asBUTEIIO MOCPEACTBOM
€IMHOTO TIOPTAJIa WU B JIMYHBIA KaOWHET 3assBUTENIS B €JMHON CUCTEME BBIMUCKH M3 TOCYIaPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJACTB, MOINMCAHHON YCWJICHHON KBaIM(DUIMPOBAHHON 3JIEKTPOHHOM
MOJIHACEIO.

(n. 3 BBenmen denepanbHbiM 3ak0oHOM 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, COJEpKalluecs B
PErMCTPAllMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar s MEIUIMHCKOTO
MPUMEHEHHUS, SIBISIETCA 3aKJIIOYCHHE YIOJIHOMOYEHHOro (efepaibHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTH O BO3MOKHOCTH CHUKEHHs 0€30MaCHOCTH, KauecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA
B CIIy4ae BHECEHUS TAKUX U3MEHEHHI.

9. Jomyckaercsi oOpallleHHe JIEKApCTBEHHBIX MpPENaparoB I MEJUIIMHCKOTO NMPUMEHEHHS 10
HCTEYEHHUSI CPOKa TOAHOCTH, IPOU3BECHHBIX B TEUEHHUE CTA BOCBbMUAECATH JHEHN MOCIE AAThl IPUHATUS
YIOJHOMOYEHHBIM (he/IepalbHBIM OpPTraHOM HCIOJHHUTEIBHOMN BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTBI, COJIEp)Kallhecsi B PpErucTpaliOHHOM JI0Ch€, B COOTBETCTBUU C HH(pOpManmen,
coJiepkalieiics B JOKyMEHTaX pPErMCTPallMOHHOIO JOChe Ha JIEKapCTBEHHBIM IpenapaTr A0 AaThl
MPUHATHUS TAKOTO PEILICHHS.

(dactp 9 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IlpaBurensctBo Poccuiickoii @Penepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHECEHMS
W3MEHEHHH B JIOKYMEHTBI, COJEpKAIllMecss B PETUCTPAIIOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JICKApCTBEHHBIN TpenapaT il MEAWIWHCKOTO TPUMEHEHHUs, B ciy4ae JeQeKTyphl WIH pHUCKa
BO3HUKHOBEHHUS JE€(PEKTypbl JIEKAPCTBEHHBIX IPENapaToB B CBS3U C BBEJCHMEM B OTHOLICHUHU
Poccuiickoii @enepanuu orpaHUYUTEIBHBIX MEP IKOHOMHUYECKOTO XapaKTepa.

(uactp 10 BBenena @enepanbubiM 3akoHOM 0T 08.03.2022 N 46-D3)

Koncynbrantllntoc: npumeuanue.
[Tonoxxenus cr. 31 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIECHUs TOC. yCIyT
IIOCPEACTBOM €AMHOr0 nopTaia, npuMenstored ¢ 01.01.2026.

Cratba 31. BHeceHMe M3MeHeHMM B [AOKYMEHTbl, coAepxawmuecsa 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 [Jjisi BETEPUHAPHOTO NPUMEHEHUs, AEepKaTeilb WU
BJIaJIEJICL] PETUCTPALMOHHOIO YJIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara WA YINOJHOMOYEHHOE UM
JIpYyroe HOpUIAYECKOe JHI0 (Jajee B HACTOAILIEH CTaThe - 3asBUTENb) HANPABISIET MOCPEACTBOM
€IMHOTO TMOopTaJia B YIOJIHOMOYEHHBIN (elepanbHblii OpraH HUCIOIHUTEIHHOM BIACTH TOIUCAHHOE
YCUJICHHOW KBaJM(DUIIMPOBAHHOMN AJIEKTPOHHON MOAMKCHIO 3asBJICHUE O BHECEHUU TaKUX U3MEHEHUMN T10
¢bopMe, YCTaHOBJIEHHON YIMOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJHUTEIBHOW BIIACTH, U
MpujiaraeMble K HEMy M3MEHEHHS B yKa3aHHbIE JOKYMEHTBI, a TaKK€ JOKYMEHTBI, MOJATBEPKAAIOIINE
HEOOXOMUMOCTh BHECEHHUS TakuxX u3MeHeHuid. [Ipm HeoOXoIMMOCTH BHECEHUsS HW3MEHEHUH B
JIOKYMEHTBI, COJEpXKALIMECs] B PErMCTPALMOHHOM JIOCh€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

mpemapaT A7 BETEPUHAPHOTO MPUMEHEHMs, B ClOy4yasX W3MeHeHuss U (WiM) JOIMOJIHEHUs
MIPOM3BOJICTBEHHOH IUIONIA/IKK JICKAPCTBEHHOTO CPEACTBA, a TAK)KEe M3MEHEHHMs IOKa3aTelieil KauecTBa
JICKapCTBEHHOTO Mpernaparta A BEeTEpUHAPHOTO NMPUMEHEHUS U (MJIM) METOJIOB KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Tperapara il BETEPHHAPHOTO NMPUMEHEHHUS 3asiBUTEb JONOJHUTEIBHO HAIpaBIIsSIET
MOCPEACTBOM €IMHOTO IopTaja B YMOJTHOMOUYEHHBIH (efepanbHbIi OpraH HMCIONIHUTEIBHONW BIIACTH
CJIEIYIOIINE JOKYMEHTHI (CBEICHHUS ):

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

1) cBeneHus O JaTe MPEJOCTABICHUS U PETUCTPALMOHHOM HOMEpe JIUIICH3MM Ha MPOMU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, IIPEIOCTaBICHHOM IPOM3BOJUTENIO JICKAPCTBEHHOrO Mpemapara s
BETEPUHAPHOTO IPUMEHEHUS, I POCCUMCKUX MPOU3BOIUATEIECH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeleHMs O JaTe MPEJOCTaBIECHUS U PErHCTPAlMOHHOM HOMEpE JIMIEH3UHM Ha MPOMU3BOJCTBO
JICKApCTBEHHBIX CPEJCTB, NPEIOCTABIEHHON NPOMU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJISIILIEH B COCTaB JIGKAPCTBEHHOIO Iperapara s BETEPUHAPHOTO MPUMEHEHHMS, A POCCUHUCKUX
MIPOU3BOAUTENEH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOITuA )IOKYMGHTa, BBIJAHHOT' O yr[OJ'IHOMO'—IeHHI)IM OpFaHOM CTpaHLI HpOI/ISBO)II/ITeJ'ISI JJISL
Ka)KJIOM MPOM3BOJCTBEHHOM IIIOIIAIKH JICKAPCTBEHHOTO MperapaTa Jyisli BETepUHAPHOTO MPUMEHEHHUS U
MOATBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O IMpemnapara TpeOOBaHUSAM IPABHII
HaJyIeKallleld MPOU3BOJICTBEHHOW MPAaKTUKU, U €ro IMepeBOJ Ha PYCCKUU S3bIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM TOPSIKE, & TAK)KE KOMUS 3aKII0YEHUSI O COOTBETCTBUH IIPOU3BOJIUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TpaBWJI  HAIJIEXKAIIeW  MPOW3BOIACTBEHHOW  MPAKTHUKHU,  BBLAAHHOTO
YIIOJTHOMOYEHHBIM (he/iepaibHBIM OPTaHOM HMCTIOJHUTEIHHOW BIIACTH I KaXKJIOW MPOM3BOJCTBEHHON
IJIOMIAJIKK JICKAPCTBEHHOTO Ipemnapara JJjisd BETEPUHAPHOTO MPUMEHEHHsI, JIMOO KOIHUS PEelIeHUs O
MIPOBEJICHUU WHCTIIEKTUPOBAHUS IPOU3BOUTENS JIeKapCTBEHHBIX CPEICTB, MPUHSTOTO
YIOJTHOMOYEHHBIM (he/lepaqbHbIM OPraHOM HCIIOJHUTEIHHON BJIACTH NI KaKIOW MPOM3BOJCTBEHHON
IJIOMIAKK JIEKAPCTBEHHOr'O TMperapaTta s BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHBIE JIOKYMEHTHI
MPEACTABISAIOTC B Cllydae, €CJIM TPOU3BOJACTBO JICKAPCTBEHHOTO IMperapaTta [jisi BETEPUHAPHOTO
MPUMEHEHUS OCYLIECTBIIsIETCA 3a peaenamu Poccuiickoit denepanmu;

4) komusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl POU3BOJIUTENS
¢dapmanieBTHUECKOM ~ CyOCTAaHIIMM W TOATBEPXKJAIOIIETO0  COOTBETCTBHE  MPOU3BOAMUTENS
(hapmaineBTHUECKON CyOCTaHIIUU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOTO MpemapaTa Jijisl BETEpUHAPHOTO
MPUMEHEHHUS, TPEOOBAHMUSM IPABHI HAJUJICKAIICH MPOU3BOJICTBEHHONW NMPAKTHKH, U €ro TMEPeBOJ Ha
PYCCKUN  A3BIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM TMOPSAKE, B Ciy4dae, €CJIH MPOU3BOJICTBO
(hapMmareBTHUECKOM CyOCTaHITUU OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit deneparuu.

(dactp 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, NPEICTABISIIOTCS 3asBUTEIIEM B
OTHOIIEHUU HU3MEHsAEeMOM U (WIM) [IONOJHSAEMOW IPOU3BOJACTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOI'O
cpencrBa. PelieHne 0 BHECEHNH M3MEHEHUHN B JOKYMEHTBI, COIEPIKAIIMECS B PETUCTPALMOHHOM J10ChE
Ha 3aperiuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jijisl BETEpPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B
UX BHECEHMM IPHUHHUMAETCS B clydyae HEOOXOAMMOCTH IPOBEACHUS HKCHEPTH3bl JIEKApCTBEHHOTO
CpeACTBa B CPOK, HE NPEBBIIIAIOIINN JIeBIHOCTa pabouux AHEH, a B OCTAJbHBIX CIydyasX B CPOK, He
NPEBBILIAIONINNA TpUAIATH paOOYMX THEH cO JHS HANpaBJiCHUs IOCPEICTBOM EIMHOTO TopTaja B
YIIOJIHOMOYEHHBIA (peiepabHblii OpraH MCIOJHUTENFHOW BIIACTH 3afBICHUS O BHECEHHU TaKHX
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

W3MEHECHUM.
(uactpb 1.1 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciayuyae peopraHuzanuu Aepxatens WIM Biajaeiblla PEruCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IMperapaTa Ul BETEpUHAPHOIO NPHUMEHEHHUs, pPa3padOTyMKa WM IMPOU3BOJIUTEINS
JIEKAPCTBEHHOT'0 IIpernapara i BEeTEPUHAPHOIO0 INPUMEHEHUS B 3asBJICHUM O BHECEHUM U3MEHEHUU B
JOKYMEHTBI, COAEpKAUIUECS B PETHMCTPALMOHHOM JIOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBII
IpenapaTr A BETEPUHAPHOIO NMPUMEHEHHsS, YKa3bIBAIOTCSA JAHHBIE JOKYMEHTA, IMOATBEPIKIAOLIETO
BHECEHHUE COOTBETCTBYIOUIMX U3MEHEHUM B ENUHBIN roCcy1apCTBEHHBIN peecTp IOpUANUECKUX ULl (A7
OpraHM3allyii, 3aperucTpupoBaHHbIX Ha Tepputropun Poccuiickoit denepannn), UIM UHOTO TOKYMEHTA,
MOITBEP>KIAIOIIET0 PEOPTaHU3AINI0 FOPUIUUECKOr0 JIMLa (ISl OpraHu3aiuii, He 3aperuCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®denepanuu). 3asBieHHE O BHECEHWH HW3MEHEHUH B JOKYMEHTBHI,
coziepXkKalirecss B PErucCTPallMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar i
BETEPUHAPHOIO MPUMEHEHMs, U MpUIAraéMbple K HEMY JOKYMEHTBbl HaIpaBIIOTCA MOCPEACTBOM
€IMHOTO TopTajia B YHOJIHOMOYECHHBIH (hefiepalibHblid OpTraH MCIIOJHUTEILHON BIACTH HE TO3HEE YeM
gepe3 TPUALATh pabouuMX JHEH CO JHS BHECCHHS COOTBETCTBYIOIIMX W3MEHEHWH B EnuHbIH
roCy/IapCTBEHHBIN pEeCTp FOPUIUUECKUX JUI (A1 OpraHu3alnii, 3aperucTPUPOBAHHBIX HAa TEPPUTOPUN
Poccuiickoit @enepanyiv) Wik cO AHS MPUHITHS COOTBETCTBYIOIIETO JOKYMEHTA, MOATBEPIKIAIOIIETO
pPEOpPraHu3alyio OPUIXYECKOro NUla (IIsi OpraHu3aluid, He 3aperHCTPUPOBAHHBIX HA TEPPUTOPHH
Poccuiickoit ®enepaunn). B ciydae peopraHuzanmu aepikareis WIM Biaaeiblia PErHCTPALMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara Ul BETEPUHAPHOIO IIPUMEHEHUS 3asBJIICHHE O BHECCHUH
W3MEHEHUH B JOKYMEHTBI, COJEpP)KAIUECs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIM IIpenapar Uil BETEPUHAPHOTO TNPHUMEHEHMS, IOJACTCS HOPUANYECKUM JIAILIOM,
KOTOPOMY B XOJI¢ peOopraHu3aluu [epeAaHo MpaBO BJIAJACHUS TaKUM PErHMCTPALOHHBIM
YAOCTOBEPEHUEM.

(uactp 1.2 BBenena denepanbubiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. B cimydyae BHecCeHUS M3MEHEHHU B JIOKYMEHTBI, COJIEpPKAIINECs] B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpernapaTr il BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHbIX B moamynkrtax "e", "x", "k", "n", "H", "c", "X" nmynkra 7 dactu 3 crateu 17
HacTosmero deneparbHOr0 3aKOHa, U3MEHEHHUS U (WJIM) JOMOJHEHUS MPOM3BOACTBEHHOM IMIIOIIAIKU
JIEKApCTBEHHOTO CPEACTBAa, a TAKXKE B CIy4yae HM3MEHEHHUs IOKa3aTelled KauyecTBa JIEKapCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO MPUMEHEHUSI U (WJIM) METOJOB KOHTPOJIA KauecTBa JICKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS] TIPOBOJUTCS HKCIIEPTH3a JIEKAPCTBEHHOTO CPEICTBA IS
BETEpUHAPHOTO TMpUMEHEHHUs. B ciaydae HEOOXOIUMOCTH BHECEHMSI MHBIX M3MEHEHWW B JOKYMEHTHI,
coJiepXKaIlrecss B PErHMCTPAlMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBINA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MPUMEHEHHS, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO NIPUMEHEHUS
HE MPOBOJIUTCA.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTeNp BIpaBe NPEACTaBUTh MO COOCTBEHHON WHHIIMATHBE BMECTE C 3asBICHHEM O
BHECEHMU M3MEHEHHM B  JOKYMEHTBI, COJepKallhecs B  PETUCTPAlMOHHOM  JIOCh€  Ha
3apEruCTPUPOBAHHBIA JICKAPCTBEHHBIM IpernapaT [y BETCPUHAPHOIO IIPUMEHEHUs, PEKBU3UTHI
JOKYMEHTOB, IOATBEPXKIAIOINX YIUIATy TOCYAAPCTBEHHOW IOLUIMHBI 332 BHECEHHE B JOKYMEHTHI,
CoJiepKallfecss B PErMCTPalMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO TPUMEHEHHUS, M3MEHEHHMH, TPEOYIOLIMX IPOBEACHUS SKCIEPTU3Bl JICKAPCTBEHHOTO
CpeACTBa, WM W3MEHEHHid, HE TpPeOYIOIIMX IMPOBEICHUS JKCIEPTH3BI JIEKAPCTBEHHOTO cpejacTBa. B
clly4ae HEOOXOJAMMOCTH W3MEHEHHUSl CBEJIEHUM, COJEpKaIlIMXCsS B PETUCTPALMOHHOM YAOCTOBEPEHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKApCTBEHHOT'0 MpernapaTta Uisi BETEPUHAPHOIO NMPUMEHEHHUs], C 3asBIIEHUEM, YKa3aHHBIM B 4acT |
HACTOAIIEH CTaThbu, 3asBUTEIb BIpPaBE MPEICTAaBUTh IO COOCTBEHHOW WHUIIMATHBE PEKBU3UTHI
JIOKYMEHTA, MOJATBEPKAAKOLIEr0 YILIATy TOCYJAapCTBEHHOM MOLLIMHBI 33 BbIJayy PETrUCTPALIMOHHOTO
YIOCTOBEPEHHUS JICKAPCTBEHHOTO IMpernapaTta. 3asBUTENb BIpPaBE IMPEACTaBUTh IO COOCTBEHHOMU
WHUIMATUBE CBEJCHUS O JIMIIEH3UAX, YKa3aHHbIE B MMyHKTax | u 2 yacTu | HacTOsIIEH CTaThu, a TaKke
BBIJIJaBa€MbI€ YIOJHOMOUYEHHBIMU (eaepaIbHBIMA OpraHaMU HWCIIOJTHUTEIIBHOW BIIACTH JOKYMEHTHI,
yKa3aHHble B IyHKT€ 3 wyacTtu | Hacrosmedl crtaTtbu. B cilyyae HenmpencTaBlieHHs] YKa3aHHBIX
JOKYMEHTOB  (CBEIEGHWI) YIOJIHOMOYEHHBIH (enepanbHblii OpraH HWCHOJHUTENBHON  BJIACTH
3ampanmBaeT yKa3aHHbBIE JOKYMEHTHI (CBEICHHS) B MOPSIKE MEKBEIOMCTBEHHOTO WH(POPMAIMOHHOTO
B3aNMOICHCTBHS.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B cpok, He MpeBHIIAIONIUN IeCITH pabouuXx JHEH CO AHS MOCTYIUICHHUS YKa3aHHOTO B YacTu |
HACTOAIIEH CTAaThU 3asABJICHHS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIH (efepaibHbId OpraH
WCIIOJTHUTENIbHON BIIACTH:

1) mpoBOAUT IPOBEPKY NOJHOTHI U JOCTOBEPHOCTH CBEACHUM, COAECPKAILUXCS B IIPEACTABIEHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) nOpUHMMaeT peuieHHe O TMPOBEJCHWU OKCHEPTU3bl JIEKAPCTBEHHOTO CpelicTBa s
BETEPUHAPHOTO IPUMEHEHHUS WK 00 OTKa3e B €€ IPOBEICHNUM;

3) HampaBuseT TIOCPEICTBOM €IMHOTO TMOpTana 3asBUTENI0 MOJNHCAHHOE YCHJICHHOU
KBaJIU(HUIIMPOBAHHON 3JIEKTPOHHOM MOAMUCHIO YBEIOMJICHHE O MPHUHATOM DELICHUHM WIH B Cllydae
NPUHATUS pElIeHHuss 00 OTKa3e B MPOBEJCHUM SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA IS
BETEPUHAPHOI'0 IIPUMEHEHH C YKa3aHUEM IIPUYUH TaKOro OTKa3a.

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

4.1. B ciydae BbISIBIICHHSI HEJOCTOBEPHOCTH U (MJIM) HEOCTaTOYHOCTH CBEJICHUM, COJepkKaIuXcs
B MPE/ICTABICHHBIX 3asBUTENIEM MaTepuallaX, YIOJIHOMOYEHHbIH (eepabHblil OpraH HUCIOJHUTEIbHON
BJIACTU HAINpaBIIET MOCPEJCTBOM €IMHOI0 MOpTaja 3asBUTEII0 3ampoc 00 YTOUHEHUHM YKa3aHHBIX
CBEJICHUH, MONMCAHHBIA YCUICHHON KBATH(PUIIMPOBAHHOHN 3JIEKTPOHHOM MOIIHUCHIO.
(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenp 0053aH HalpaBUTh IOCPEACTBOM €IUHOrO TOpTaja B YINOJHOMOYEHHBIN
(benepanbHbli OpraH HCHOJHMUTENBHOM BJIACTH TMOANMCAHHBIA YCHUJIEHHOW KBaJIM(UIIMPOBAHHOM
JIEKTPOHHON MOJMMCHIO OTBET HA 3aIpOC YHOJIHOMOYEHHOTO (ellepaIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIINN JEeBIHOCTA pabO4YMX JHEH CO JIHS MOITY4YEHHUS YIOJTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM HCIOJHHUTEIBHON BIIACTH 3JCKTPOHHOTO YBEIOMJIGHHS O TIOJyYeHHUH
3asBUTENEM gaHHOro 3ampoca. Cpoku, ykazaHHble B yactu 1.1  Hacrosied  CcTaThH,
MIPUOCTAHABIMBAIOTCS CO JHS HAIpaBJIEHUS IOCPEICTBOM E€IUMHOIO TMOpTajia 3asBUTENIO 3arpoca
YIOJIHOMOYEHHOTO (peIepajIbHOro OpraHa MCIOJHUTEIbHON BIACTU 10 JHS HAIIPABICHUS MOCPEICTBOM
€IMHOrO MopTajla B YINOJHOMOUYEHHBIH (QelepanbHblii OpraH HCHOJHUTENIbHON BIIACTH OTBETAa Ha
JTAaHHBIM 3aIIpOC U HE YUUTHIBAIOTCS MIPU UCUMCIIEHUN CPOKA IPUHSTHS PELIECHUS O BHECEHUH U3MEHEHUN
B JIOKYMEHTBI, COJIEpKalUeCs] B PETUCTPALlMOHHOM JIOChE HAa 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapart Jjsl BETepUHAPHOTO IPUMEHEHUS.

(uactp 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcnHoBaHueM A OTKaza B IIPOBCACHUH OKCIIEPTU3BI JICKAPCTBCHHOI'O CpEACTBA [JIA
BCTCPUHAPHOI'O IPUMCHCHUA SABJICTCA HNPCACTABICHUC IOOKYMCEHTOB, YKa3aHHBIX B YaCTAX 1 m3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HACTOAIICH CTaThH, B HEMOJIHOM 00bEME WIIM OTCYTCTBUE B MPECTABICHHBIX TOKYMEHTaX J0CTATOYHBIX
CBEJICHUH, TMOATBEP)KIAIOIINX HEOOXOJMMOCTh BHECCHHMS HW3MEHEHUH, MO0 HempeIcTaBlIeHUe
3asiBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHbIM B yacTu 4.1 HacTosmed cTaTbu 3ampoc
YIIOJIHOMOYEHHOTO (peIepaIbHOr0 OpraHa UCIOIHUTEIBHON BIACTH.

(B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcriepTusa JEKapCTBEHHOIO CPEICTBA JJIs BETEPHUHAPHOI'O NPUMEHEHHUS B LEJIAX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpKaIlMecss B PErUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpOBAaHHBIN
JIEKapCTBEHHBI IIpermapaT i BETEPUHAPHOIO NPHUMEHEHHUS, OCYIIECTBISAETCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodero denepaibHOro 3aKkoHa.

6.1. B cpok, He mpeBbILAONUN JecATH pabouux OHEH cO JHS HaIpaBIIEHUS MOCPEICTBOM
€MHOI0 TopTajla B YIOJIHOMOYEHHBIN (efepaibHblii OpraH MCHOJHUTENbHON BJIACTH MOIMHCAHHOTO
YCUJIEHHOM KBalnU(UUUPOBAHHON HJIEKTPOHHON NOJNMCHIO 3aKIIOUEHUS] KOMHMCCUHM JKCIEPTOB 10
pe3yibTaTaM yKa3aHHOM B YacTHU 2 HACTOSIIEH CTaTbU SKCIIEPTU3bI, YIOJHOMOYEHHBIH (enepanbHbIit
OpraH UCIIOJHUTEIBHOM BIIACTH!

(B pen. ®enepanbhbix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N _1-D3)

1) nDpuHMMaeT penieHHME O BHECEHMHM UW3MEHEHUH B JIOKyMEHTBHI, CcoOjAepXKalluecs B
PErUCTPAallMOHHOM JI0OCh€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr il BETEPUHAPHOTO
IIPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHMUIA;

2) BHOCHUT B TOCYIapCTBEHHBIH DPEECTp JEKAPCTBEHHBIX CPEJCTB Ha OCHOBAHWMHU DEILICHUS O
BHECEHMHM M3MEHEHHH B  JOKYMEHTBI, COJEp)Kallhiecs B  PErHCTPAllMOHHOM JOChe Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar i BETEPUHAPHOTO NPUMEHEHUs, HEOOXOIUMbIE
W3MEHEHHS,

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

3) BbIIAET 3asBUTEI0 HOBOE PETMCTPALIMOHHOE YJOCTOBEPEHME JIEKApCTBEHHOI'O Ipenapara Ajs
BETEPUHAPHOTO MPUMEHEHUS B clydae HEOOXOIMMOCTH U3MEHEHUs CBEICHUH, COAECPIKALIMXCS B HEM, C
COXpaHEHMEM HOMepa paHee BBLAAHHOTO PErHMCTPALMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
Ipenapara Jyisi BETEpMHAPHOTO IIPUMEHEHUS.

(. 3 BBeneH ®enepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa DenepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cirydyae BHECEHHsI U3MEHEHUH B JOKYMEHTBI, COACPIKAIUECSH B PETUCTPALIMOHHOM JI0ChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM INIpenapar il BETEPUHAPHOIO IIPUMEHEHUs, B 4YacTH,
Kacaroliencss M3MEHEHUs M (WJIM) JIOTIOJIHEHHWsS] TPOU3BOACTBEHHON IUIOMIAJKH JIEKApCTBEHHOTO
npernapara, IIpy MpeICTaBICHUH 3asBUTEIEM B COOTBETCTBUU C IyHKTOM 3 yacTH | HacTosied cratbu
KOIIMH PEIICHUS] YHNOJHOMOYEHHOTO (hefepallbHOTO OpraHa HCIOJHHUTENBHOW BJIACTH O IMPOBEACHUHU
VMHCIIEKTUPOBAHMS IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKA3aHHBIM B yacTu 6.1 Hacrosmiein
CTaTbH, IPUOCTAHABIMBACTCA CO JHA INOJIyYCHHUs 3aKIFOUYECHUS KOMUCCUH 3KCIIEPTOB 10 AHS NPUHATHS
YIOJIHOMOYEHHBIM (heZiepalbHbIM OpraHOM MCIIOJIHUTENBHON BIACTH PELIeHUs O BblJaue Wi 00 oTKasze
B BBIJ]au€ 3aKJIFOYEHHS O COOTBETCTBHU MPOU3BOJUTENS JEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUI
Ha/IJIeKaIIel MPOU3BOJCTBEHHON MPAKTUKY, HO HE O0JIee 4eM Ha CTO BOCEMBIECAT pabOUMX JTHEH.
(dactp 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHHMEM i OTKa3a BO BHECCHMM W3MEHEHHUM B JIOKYMEHTHI, COJIEpIKaIlhecs B
PETUCTPALIMOHHOM [JIOCh€ Ha 3aperdCTPUPOBAHHBIA JIEKAPCTBEHHBIM IpemnapaTr Ajsi BETEPUHAPHOIO
MIPUMEHEHHUS, B CIydasx, He TPEOYIOLUX MPOBEACHUS SKCIIEPTU3BI IEKAPCTBEHHOTO CPEACTBA, SIBIISACTCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NIPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTAX 1 M 3 HacTosIed cTaThbH, B HEMOJHOM O00beMe WU
OTCYTCTBHUE B MPECTABICHHBIX JOKYMEHTaX CBEACHHUN, KOTOPbIE JOJKHBI OBITh B HUX OTPa’KEHBI, JTHO0
HENpEJICTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 Hacrosiuen
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heiepaIbHOr0 OpraHa UCIIOJHUTENIFHOM BIACTH.

(uactp 7 B pen. ®enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHOBaHMEM M1 OTKa3a BO BHECEHUMM W3MEHEHMM B JOKYMEHTBI, COJEpKallvecs B
PETUCTPALIMOHHOM [IOChE HA 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaTr Al BETEPUHAPHOIO
NPUMEHEHMS, B Cly4asX, TPeOYIOIUX MPOBEIACHUS HKCIEPTHU3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBIISETCS
3aKIIIOYCHUE YIOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa HWCIOJIHUTEIBHOW BIACTH O BO3MOXKHOCTH
CHUXKCHUA 6630HaCHOCTI/I, Ka4dyecCTBa, B(i)q)eKTI/IBHOCTI/I JICKApPCTBCHHOI'O Iperiapata BCJICACTBUC BHCCCHUA
W3MEHEHHH B  YyKa3aHHbIe JOKYMEHTBhI, OTKa3 YIOJHOMOYEHHOro (enepaqpHOr0O  OpraHa
UCIIOJIHUTEIIBHOM BJIACTH B BBINAYE 3aKIIOYECHHUS O COOTBETCTBUHM IPOU3BOIUTEINS JIEKApPCTBEHHBIX
CpeACTB TpeOOBaHUAM MpaBHJI HaJyIeXkKallleil MPON3BOACTBEHHON PAKTUKHU B Cllyyae U3MEHEHUs U (MJIH)
JOTIOJIHEHUSI INPOU3BOJCTBEHHOM IUIOINAJKHM JIEKAPCTBEHHOI'O IIpenapara, €ClId IPOU3BOJCTBO
JIEKAPCTBEHHOI'0 IIpenapara s BETEPUHAPHOIO IIPUMEHEHHMs OCYIIECTBISIETCS 3a IIpelaeiIaMu
Poccuiickoit @eneparnuu, Wik OTCYTCTBUE 3TOTO 3aKIOYEHUS.

(dactp 7.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Homyckaercsi oOpallieHue JIEKapCTBEHHBIX MpPErapaToB JJsi BETEPUHAPHOTO MPUMEHEHHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUCHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHSATHUS
YIOJTHOMOYEHHBIM (pe/lepabHBIM OPraHOM HCTIOJHUTEIBHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JIOKYMEHTBI, COJIepXkallfecss B PErUCTPALIMOHHOM JIOCh€ Ha JIEKAPCTBEHHBIM IMpemnapar, B
COOTBETCTBUM ¢ uWH(MOpMaNuen, cojepxamelics B JOKYMEHTaX pPETUCTPAMOHHOTO JO0Che Ha
JIEKapCTBEHHBIN Mpenapar /10 AaThl IPUHATHS TAKOTO PEIICHHUS.

(dactp 8 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.
O BO3MOXHOCTH oOOpaiieHuss B PD 5ekapcTBEHHBIX MpenapaToB IOCIE NPUHATHUA pelieHHs 00

OTMEHE TOCPETHCTPAIUU U MCKIIIOUEHHBIX U3 peecTpa (papmareBTHUEeCKHX cyOcTaHuui cM. cT. 4 @3
ot 30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perucTpauuvm fnekapcTBeHHOro npenapara

Pemenue 06 oTMeHe rocy1apcTBEHHON PErucTpaluy JIEKapCTBEHHOTO MpenapaTa U UCKIIOYeHUN
JEKapCTBEHHOIO IIpernapara M3 TOCYJapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJHOMOYEHHBIM (eIepaibHbIM OPTaHOM MCIIOJIHUTEILHON BIACTH B CiIyYae:

1) nmpencraBieHHs ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
WCIIOJTHUTENILHON BIIACTH 3aKIIOUYEHHS O PHUCKE WM 00 yrpo3e 3/0pOBBIO, JKU3HH YellOBEKa HIIN
KMBOTHOTO IPH NPUMEHEHUHU JIEKapCTBEHHOTO Mpernapara, MPEeBBIIAIUX ero 3(pQeKTUBHOCTD, IO
pe3yabTaTaM OCYIIECTBISEMOr0 M MOHUTOPHHTA 0€30ITaCHOCTH JIEKAaPCTBEHHOI'O IIpenapaTa;

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 32 (B pea. 3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBlIeHUs TOC. YCIYT Ipu
oOpallleHnH JIEKapCTBEHHBIX CPEICTB: I MEAMIIMHCKOIO MPUMEHEHUS MOCPEICTBOM EIMHON
cucTteMbl U (WiM) equHoTo mopraia, npuMmeHsatores ¢ 01.01.2025; ans BeTepuHAPHOTO NMPUMEHEHUS
MOCPEJICTBOM €IMHOT0 nopTajia, npuMenstores ¢ 01.01.2026.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) mojmayM JepkaTeieM WIM BIAAENbleM PEerHCTPAIMOHHOTO YJIOCTOBEPEHUS JIEKApPCTBEHHOTO
mpemapaTa WIH YIOJHOMOYEHHBIM WM JPYTUM IOPUIMYECKHM JIUIIOM 3asBIIEHHS 00 OTMEHe
FOCYy/JapCTBEHHOW  PErucTpaluyd  JICKAPCTBEHHOIO  IIpernapara,  IMOAINMCAHHOIO  YCUJIEHHOM
KBUTM(DUIIMPOBAHHON JJICKTPOHHOW IOANMKCHI0, ITyTEM €ro HaIMpaBJICHUS IOCPEICTBOM EIHHOTO
moprajia B yIMOJHOMOYCHHBIN (eaepalbHbIi OpraH HWCIOJHUTEILHON BJIACTH WU JIMYHBIA KaOWHET
YHOJIHOMOYEHHOTO (he/IepalbHOrO OpraHa UCIIOTHUTENIbHOM BJIACTH B €IMHOI cucTeMe;

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

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 m. 3 - 6 cr. 32 He pacHpOCTPaHIIOTCS Ha IMPABOOTHOILLIEHUS, BO3HMKAIOUIUE IPU
00palleHuH JIEKapCTBEHHBIX CPEACTB i Meauuuackoro npumereHus (O3 ot 30.01.2024 N 1-D3).

3) HENOATBEPKAEHUS IOCYJapCTBEHHOM perucrpanuy JeKapcTBEHHOIO IpernapaTa 110 UCTEUEHUU
CpPOKa JIEUCTBUS PETUCTPALMOHHOIO YOCTOBEPEHHUs, BBIJAHHOTO Ha IISTh JIET;

4) HempencTaBleHUS 3asBHTENEM HH(POpPMAIUHM, KOTOpas MOXKET TOBJIeYb 3a COOOH
HEO0XOMMOCTb BHECEHUs M3MEHEHHUH B JJOKYMEHTBI, COJEpKaIlUecs] B PErHMCTPALlMOHHOM J0ChE Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpemnapar, B TeUeHHe TPUALATH pPadouux JHEH co JHS
HACTYIIJICHUS dTUX U3MEHEHMI;

5) OCYILIECTBIIEHUSI TOCYAAPCTBEHHOM pErucTpaniu JIEKapCTBEHHOIO Ipernapara M0J, TOPrOBbIM
HaAaMMCHOBAHUCM 3apCTrUCTPHUPOBAHHOIO paHCC IO 3THM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npenapara, OTJIMYAIOIIEerocsi KaYeCTBEHHBIM COCTaBOM JICUCTBYIOIINX BEIIECTB;

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

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMUA OJTHOTO U TOTO YK€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHHWU OJHOTO W TOTO K€ JAep)KaTels WU BIaJeNblia PEerrucTPAlMOHHOTO YAOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfriapata B BUAC [ABYX U 60HC€ JICKApPCTBCHHBIX IIPCIAapaToB IOJ pPa3IMYHbIMHA
TOProBbIMH HAMMCHOBAHUSAMMU,
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHsS CyAOM pEHICHUS O HapylmIeHWH TpaB MpaBooOiagaTesis OOBEKTOB
MHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 0OpaIlieHHH JIEKApCTBECHHBIX CPE/ICTB;

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 1. 8 ct. 32 He pacpoCTpaHAETCs] Ha IPABOOTHOILICHHUS, BOSHUKAIOIIUE MPH 0OpaleHNH
JIEKapCTBEHHBIX CPEACTB i MeauuHcKkoro npumenenus (@3 or 30.01.2024 N 1-D3).

8) OoTCyTCTBUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepanun B TeueHHe
Tpex u bonee JeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

9) HeBBINOJMHEHWS JAepXkaTeleM WIM  BIaJeNbleM PEruCTPAlMOHHOTO  yIOCTOBEPEHUS
JIEKapCTBEHHOT'O IIpenapara J1u00 yIoJIHOMOYEHHBIM UMHU JPYTUM IOPUANYECKUM JIMLOM MEPOIPUATUI
no obecrnedyeHno O0e30MacHOCTU JICKApCTBEHHBIX IMPENapaToB, YCTAHOBIIEHHBIX YIIOJHOMOUYEHHBIM
¢denepanbHBIM OPraHOM HCIOJHUTENBHOW BJACTH B COOTBETCTBMM € dYacTsMM 3 u 4 crathbu 64
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HacTosiero denepanbHOro 3aK0OHa, B paMKaxX OCYIIECTBICHUS (hapMaKoOHAI30Da;
(n. 9 BBenen denepanibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) oTka3za nep)karenass WM BIAAEIbLA PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npemnapara Ju00 YIMOJHOMOYEHHOTO MMH JIPYTOro FOPUAWYECKOTO JIMIAa OT BHECEHHsS M3MEHEHHWU B
WHCTPYKIIMIO TI0 TIPUMEHEHUIO JIEKAPCTBEHHOTO IIperapara, KacaroIluXCs HOBBIX ITOATBEPIKICHHBIX
JAHHBIX O TOM, YTO PUCK IPUYUHEHUS BpeAa 3[0POBBIO YEIOBEKA UJIM )KMBOTHOI'O BCIIEJICTBUE IpUeMa
JIEKapCTBEHHOTO Mpenapara npeBblaeT 3pGeKTUBHOCT €0 IPUMEHEHUS.

(n. 10 BBenen PenepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-03)

Cratbsa 33. FlocyaapcTBeHHbIN peecTp NeKapCTBEHHbIX CPeaAcTB

1. TocynapcTBeHHBI pEECTp JEKApCTBEHHBIX CPEICTB COJCPKHUT IEpeueHb JIEKAPCTBEHHBIX
IIPenapaToB, MPOIIEIINX FOCYyIaPCTBEHHYIO PETUCTPALIMIO, TepedeHb (hapMaleBTUUECKUX CyOCTaHIIUH,
BXOJISIIIMX B COCTaB JIEKAPCTBEHHBIX MIPENApaTOB, U CIEAYIOIIYI0 HH(pOpMaIHio:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX MIPEMapaTOB:

a) HaWMMCHOBAHHWE JIEKAPCTBEHHOI'O TpemapaTa (MEXIyHapOJHOE HEMAaTeHTOBAaHHOEe, WU
IPYIIHPOBOYHOE, WIH XUMHUYECKOE M TOPrOBOEC HAUMEHOBAHHS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas GopMa C yKazaHHEM JI03UPOBKHU JIEKAPCTBEHHOT'O Mperapara U ero KoJm4ecTBa
B IOTPEOUTEIHCKON YIIaKOBKE;

B) HAUMEHOBAHUE JIEPKaTeNs M BIIAJIeIbIa PETUCTPAMOHHOTO yI0CTOBEPEHHS JIEKAPCTBEHHOTO
npernapara M CBEICHHS O PETHCTPAIMK JAeprKaTeNs WIN BIaJeNbla PETUCTPAIOHHOTO yIOCTOBEPEHHS
JICKApCTBCHHOT'O ITperiaparta Ik MECIUIUHCKOI'0 MPUMCHCHHU B KaUCCTBC HAJIOTOILIATCIbIIMKA B CTPAHE
perucTpanuy (sl POCCHMCKUX FOPUINYECKHX JINI] - HACHTH()UKAIMOHHBIH HOMEpP HAJIOTOILIATEIIbINKA
(MHH), pans WHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETrUCTpaluy, HaNMEHOBaHHE
PETUCTPUPYIOIIETO OpraHa, peruCTPALMOHHBIA HOMEp, KO/ HAJIOTOIJIATEIbIINKA B CTPAHE PETHCTPALIUU
(MHKOpIIOpAaIMM) UK €TO aHaJIor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAaHME U aJpec MPOU3BOIUTENIS JIEKAPCTBEHHOI'O IIperapara U CBEJICHHUS O PErUCTpalun
IIPOM3BOJUTENS  JICKAPCTBEHHOIO IIperapara Ui  MEIUIMHCKOTO IPUMEHEHHs B  KadyecTBe
HaJIOTOIJIaTeNbIMKa B  CTpaHe perucrpauuud (i pOCCHUHCKUX  IOPUAMYECKUX — JUI -
UACHTU(UKAIIMOHHBI HOoMep Hajororuiatensimka (MHH), mis mHOCTpaHHBIX IOPHIMYECKHUX JIHIL -
CTpaHa pErucTpaluyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO0 OpraHa, PErUCTPALMOHHBIA HOMEp, KOJ
HaJIOTOIUIaTeNbIIMKA B CTPAHE perucTpaniy (MHKOPIIOPAluK) WK €ro aHaJlor);

(nm. "r" B pen. @exaepanbHoro 3akona ot 28.12.2017 N 425-03)

) bapmakoTepaneBTHUECKAsI rpynmna, KO JIEKapCTBEHHOT'O npernapara o
aHATOMO-TEPareBTHUECKO-XUMUYECKON Kilaccu(UKaluy, peKOMEeHI0BaHHON BecemupHoii opranu3zamueit
31paBOOXPAHEHUS,

(mm. "n" B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)
€) IMOKa3aHusI ¥ MPOTUBOTIOKA3aHUS K TIPUMEHEHUIO JICKApCTBEHHOTO Mpernapara;

) TTOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO MIpernapara;
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3) CPOK TOJTHOCTH JIEKAPCTBEHHOTO Tperapara;
W) YCIIOBHSI XpaHEHUsI JIEKapCTBEHHOT'O Mpernapara;
K) YCJIOBHS OTITyCKa JICKAPCTBEHHOT'O IIPErapaTa;

J) HOMep (apMakomeiHHONH CTaThl WM B CIy4ae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOU
JOKYMEHTAIH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rocyJapCTBEHHOW PErucTpalyy JIEKApCTBEHHOIO Ipenapara W €ro perucTpaldoHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O IMpernapaTra Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOIO IIpernapara, JaTa I0Ja4yd 3asABICHUS O
MOATBEPKJICHUU TOCYAAapCTBEHHOW PErucTpaluyd JIEKApCTBEHHOrO Ipemnapara, Jara OTMEHBI
roCyJJapCTBEHHOHN PErnCTpaliy JEKapCTBEHHOTO NIpenapara;

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

H) KaueCTBEHHBI COCTaB M KOJWYECTBEHHBINH COCTAB JCHCTBYIONIMX BEIIECCTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTAaTENbHBIX BEIIECTB JIEKAPCTBEHHOTO MIpernapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHYHOU (MOTPEOUTETHCKOM) YITAKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

M) JaTa TPUHATHS PEHICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar MpH
rOCYJapCTBEHHOM pErucTpali B KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Ipemapara (s
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

(mm. "n" BBenen PepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. PeaepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) Hamuyue JEKApCTBEHHOrO Mpernapara B MHEPEeYHE >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKapCTBEHHBIX MPEMapaToB (I JIEKAPCTBEHHBIX MPEMAapaTOB IS MEIUIIMHCKOTO IPUMEHEHUS );
n.n

(mm. "p" BBemen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOrO 3aKOHa OT
27.12.2019 N 475-D3)

C) HaJW4YMe B JIEKAPCTBEHHOM TIperapare HapKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKYpCOpPOB,  MOIEKAIIMX KOHTpoiro B  Poccuiickoil @enepauud, B  COOTBETCTBUM  C
3akoHomarensCcTBOM  Poccumiickoit  @Penepannu, MEXIyHapOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga n KoHBeHnmei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHpopMalMs O TOM, SBISETCA JM JaHHBIM JIEKApCTBEHHBIM Ipenapar pedepeHTHbIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEICHHS O T0jJaue 3asBJICHUS O BHECCHHUM W3MEHEHWW B JIOKYMEHTBI, COJEpXKaIlhecs B
PEruCTPaIIMOHHOM JI0Ch€ Ha JIEKAPCTBEHHBIN MTpenapar;
(nm. "y" BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhsblii 3akoH oT 27.12.2019 N 475-D3;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

X) CPOK BBEJCHHS JICKAPCTBEHHOTO Mpernapara Ui BETEPHHAPHOTO MPUMEHEHHS B TPaXKIaHCKHIA
00opoT;
nyn

(mm. "x" BBenmen denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1) wuHpopManusg O TOM, SBISIETCS JM JaHHBIA JIEKAPCTBEHHBIH MpemnapaTr opgaHHBIM
JIEKapCTBEHHBIM rpenapaTom, MMMYHOOHOJIOTUYECKUM JIEKapCTBEHHBIM rpenapaTom,
paanodapMaleBTHUECKUM  JIGKAPCTBEHHBIM  MperapatoM, TOMEONaTHUYeCKUM  JIEKApCTBEHHBIM
mpemapaToM, OMOJIOTHYECKUM JICKAPCTBEHHBIM IMPENapaToM, BHICOKOTEXHOJOTHYHBIM JIEKapCTBEHHBIM
MpENapaToM, BIIEPBBIE 3aPETUCTPUPOBAaHHBIM B Poccuiickoit denepanuu B COOTBETCTBUU C HACTOSIIIIUM
®denepalibHbIM 3aKOHOM MJIM aKTaMHU, COCTaBISIOMMME npaBo Coro3a;

(nm. "u" BBeneH denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

2) B OTHOIICHUH (hapMaIleBTUYECKUX CyOCTaHIIHIA:

a) HauMEeHOBaHHME (papMaleBTHUYECKON cyOcTaHIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
IpYNIUPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHMs), (opMma BBIIYCKa (C YKa3aHHEM
JO3UPOBKH (IIPU HAJIMYWH), (PACOBKH U YIIAKOBKH);

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

0) HaMMEHOBaHUE M aJpec NMPOU3BOAUTENS (hapMaleBTHUECKONH CyOCTaHUMU (ISl POCCUHUCKUX
IOPUIMYECKUX JIML - WICHTU(UKAIUMOHHBIH HoMmep Hanororuiarensiuka (MHH), nias mHOCTpaHHBIX
IOPUIMYECKUX  JIML - CTpaHa pEerucTpaluy, HauMMEHOBAHHWE PETUCTPUPYIOIIEro  Opraa,
PETUCTPAIIMOHHBI HOMEP, KO/ HAJOTOIUIATENbIINKA B CTPAHE PErHCcTpaluu (MHKOPIOPAUKN) WIH €ro
aHajor);

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

B) CPOK TOAHOCTH (papMarieBTUIECKON CyOCTaHITNH;
I') yCJIOBUS XpaHeHUsl (papMaleBTUUECKON CyOCTaHIINH;

) HoMmep (apMmakoneiHHONW CTaTbl WM B ClIy4yae €€ OTCYTCTBUSL HOMEp HOPMAaTUBHOU
JOKyMEHTAIUH 100 HOPMATUBHOTO JOKYMEHTA;

€) Hannure GapMareBTUYECKON CyOCTaHIIMU B IIEPEUYHE HAPKOTUYECKUX CPEICTB, MCUXOTPOITHBIX
BEIIECTB U HUX IMPEKYpPCOPOB, MOMJIEKAIMX KOHTPOJO B Poccuiickoii denepannv, B COOTBETCTBUU C
3akoHoarenscTBOM  Poccmiickoit  ®Denepannu, MEXIyHapOAHBIMM  JoroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHol KoHBeHIIMENW 0 HapKoTHYecKuX cpeacTBax 1961 roga u KonpeHuuei
0 MCUXOTPOIHBIX BemecTBax 1971 roga.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

2. dapmaneBTHUECKas CyOCTaHIMs, TPOU3BEACHHAS Ul pealln3allii, MOXKET ObITh BKIIOUEHA B
TOCYJApCTBEHHBII pPEecTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHHWU 3asBIICHHS pa3pabOTUYMKa WU
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJCTBA JIMOO YHNOJHOMOYEHHOIO MMH IOPHIMYECKOro JuIa MNpu
YCIIOBUU TPOBEICHUS B OTHOLICHHHM TakoW (apMaleBTUYECKOW CyOCTaHLMU SKCIEPTH3bl KauyecTBa
(apmarieBTHUECKO CyOCTaHIIMU B TMOPSAIKE, YCTAaHOBIEHHOM cTaTheil 34 Hacrosimero denepanrbHOTO
3akoHa. B oTHomeHun (apmaneBTHUECKUX CyOCTaHIMN, NPOM3BEACHHBIX Ul pealn3aluy, B
rOCYJJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB COJACPKHUTCS CIEAYIOMIas HHPOpMALUs:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) HanMeHoBaHUe (QapMaleBTUYECKONH CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WIIU
IpYNIUPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHMs), (opMma BBINYCKa (C YKa3aHHEM
JO3UPOBKH (IIPU HAJIMYWH), (PaCOBKH U YIIAKOBKH);

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

2) HauMEeHOBaHUe, aJipec MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIMH, a TAK)KE B OTHOIICHUN
JIEKapCTBEHHBIX CPEIACTB JUISI MEJULIMHCKOTO NMPUMEHEHUS CBEIEHHsI O PErucTpaluy IPOU3BOIUTENS
(dapManeBTHUECKOH CyOCTaHIIMM B KadyeCcTBE HAJIOroIaTesblluKa B CTpaHe perucTpanuu (Juis
POCCUICKHMX FOPUAMYECKUX JIMI - HJIEHTH(PUKALMOHHBI HoMep Hanoromiarensimuka (MHH), nns
MHOCTPAHHBIX HOPUIMYECKUX JIMI] - CTpPaHa PETUCTpalliy, HAMMEHOBAHUE PErHMCTPUPYIOLIETO OpraHa,
pEerucTpalMOHHBI HOMEP, KOJ| HAJIOTOIUIATENbIIMKA B CTpPaHE PErUCTpaluu (MHKOPIIOpALUU) WIA €ro
aHaJsor);

(. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMaleBTUYECKON CyOCTaHIINY;
4) ycnoBus XpaHeHus papMarieBTUYECKON CyOCTaHIINM;

5) Homep ¢apmakomeiHoil crateu MO0 B CiIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
AOKYMCHTAIIUXU UJIKM HOPMATHUBHOI'O JOKYMCHTA,

6) Hanuuue (apMalleBTHUECKON CyOCTaHIIMU B MEpeUHE HAPKOTHUECKHUX CPEICTB, ICUXOTPOMHBIX
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 Konpennumen
0 IICUXOTPOIHBIX BemecTBax 1971 roxa;

7) mata BKJIFOUEHUs (papMaIieBTHICCKOW CYOCTaHIIMM B TOCYAAPCTBEHHBIA PEECTp JIEKAPCTBEHHBIX
CPEICTB, JaTa BHECEHUSI M3MEHECHHI B JOKYMEHTHI (hapMaIleBTUUeCKOl CyOCTaHIINM, AaTa UCKITFOUCHHS
(hapMmareBTHUECKOM CyOCTaHITMU M3 TOCYJapCTBEHHOTO peecTpa JICKaPCTBEHHBIX CPE/ICTB.

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

3. HO[!HQOK BCACHUA TOCyHapCTBCHHOI'0 PECCTpa JICKAPCTBCHHBIX CPCACTB IJId MCIAUIUHCKOI'O
NPpUMCHCHUA W HOPAJOK BCACHUA TOCYHAPCTBCHHOIO pECCTpa JICKAPCTBCHHBIX CpPCACTB IJIA
BE€TCPHUHAPHOI'O0 MPHUMCECHCHUA YTBCPKAAIOTCA COOTBETCTBYIOIIMUM YIIOJTHOMOYCHHBIM (i)CI[epaJ'ILHI)IM
OopraHomMm HCIIOJIHUTEHLHOH BIACTH.

KoncynprantlIntoc: mpumeyanue.

[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
OOpalIeHUn JIEKApCTBEHHBIX CPEJCTB: Ui MEAMLUHCKOIO IPUMEHEHUs IOCPEICTBOM €IUHOMN
cucTeMbl U (WIM) eaquHoro noprana, opuMmenstores ¢ 01.01.2025; ana BeTepuHAPHOTO MPUMEHEHUS
IIOCPEACTBOM €AMHOr0 nopTaia, npuMensred ¢ 01.01.2026.

Cratbsa 34. BkniovyeHne B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeacTB U
UCKITIOYeHune ms3 rocyaapcTtBeHHOro peecTpa NneKapCTBEeHHbIX cpeacTts
c¢hapmaueBTUYECKON CyOCTaHLUMKU, NPON3BEeACHHOMN ONA peanusauumn
(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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Jna BritoueHHs (apMaleBTUUYECKON CyOCTaHIMM, TNPOU3BENCHHOM A peanus3aluu, B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCA IKCIIEPTHU3A €€ KAUECTBA.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DOkcmepru3a KadecTBa YKa3aHHOW B dacTu | Hacrosmied cratbu (papmaneBTHYECKON
CyOCTaHIIMM, COCTaBJICHHE KOMHUCCHEH HKCIEPTOB 3aKIIOYEHUN IO pe3ysbTaTaM 3TOH HSKCIEPTU3HI,
NOJNMCAHNE WX YCWICHHBIMU KBAJHU(QUIMPOBAHHBIMU 3JIEKTPOHHBIMU HOJNMCAMHU, HalpaBiIeHUE
JAHHBIX 3aKJIFOYEHUH B JIMYHBIN KaOMHET YMOJIHOMOYEHHOro (eiepajbHOr0 OpraHa MCIOJHUTEIbHON
BJIACTU B €IMHOW CHUCTEME OCYUIECTBISIOTCS B CPOK, HE MPEBBILAIONIMNA TPUALATH pabovux IHEH co
JTHSI HAIIPaBJICHUS B JIMYHBIA KaOMHET SKCHEPTHOTO YUPEKICHUS B €IMHON CUCTEME COOTBETCTBYIOIIETO
3aJaHus  YIIOJHOMOYEHHOTO (hefepaslbHOTO OpraHa MCIIOJHUTENFHOW BIIACTH, IIOANMCAHHOTO
YCWJIEHHOM KBaTHU(QUIMPOBAHHON AJIEKTPOHHOMN MOJIHUCHIO, U CIAEAYIOUINX JOKYMEHTOB (CBEICHUIN):

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

1) cBeneHusa o Aate MPEIOCTAaBIEHUS U PETUCTPALMOHHOM HOMEpE JHIIEH3UMH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB WM CBEIACHHS O Jare MPEAOCTaBICHHUS M PETUCTPALMOHHOM HOMEpPE
3aKJIIOYEHUSI O COOTBETCTBUU TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMUSIM IIPaBUI
HaJyIeKalled TMPOU3BOJCTBEHHOM TIPAKTUKH, BBIIAHHBIX (MIPEAOCTABICHHBIX) YIOIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BIACTH, B CIy4ae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiecTBisieTcs: B Poccuiickoit @enepanuu;

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

2) KomMsl JIOKYMEHTa, BBIIAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTEIS
JIEKApCTBEHHOT'O CPEJICTBA U MOATBEPK/IAIOIIETO Pa3pellieHue MPOU3BOICTBA JIEKAPCTBEHHOI'O CPEICTBA,
U €T0 MEepPEeBOJ Ha PYCCKHUH S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM MOPSIKE, a TAK)Ke KOMHUS 3aKITFOUCHHS
O COOTBETCTBUM TPOW3BOIUTENSI JIGKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpaBUI HaJIkKaIIeH
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOHUTEIHHON
BIIACTH, MO0 KOMHS pEelIeHHs] YIMOJHOMOYEHHOTO (heJepaabHOro OpraHa HCIOJTHUTEIbHOW BIACTH O
MpoBeeHUN  (apMalleBTUYECKOM  WMHCIEKIIMA  MPOU3BOJCTBA  JIGKAPCTBEHHBIX  CPEIACTB IS
MEJIMIIMHCKOTO MPUMEHEHHUSI Ha COOTBETCTBHE TPEeOOBAHUSAM IPABUJ HaJJIeXkKaIIEH MPOU3BOACTBEHHOMN
MpakTUKu EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKa3aHHBIE JTOKYMEHTHI NIPEJICTABIIIOTCS B Cydae,
€CIM TMPOM3BOACTBO JIEKAPCTBEHHOIO CPEJCTBA OCYIIECTBIsICTCS 3a mpeaenamu Poccuiickoit
denepanuu;

(B pen. ®enepanpHbix 3aKk0HOB OT 04.06.2018 N _140-D3, ot 30.01.2024 N 1-D3)

3) 1OKYMEHT, coJiepKaluii ciaeyromnue cBeJeHus o0 (papManeBTHIECKON cyOCTaHInu:
a) HaMMEHOBaHUE (PapMaIeBTUIECKON CyOCTaHINH, €€ CTPYKTYypa, OOIIre CBOMCTBA,
0) HaMMEHOBAaHUE U a/IpeC MPOU3BOIUTENS;

B) TEXHOJIOTHUA IMPOMU3BOACTBA C OIIMCAHHUEM CTalII/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
CTaguiaX IIPOU3BOACTBA,

F) OIMNCaHHC pa3pa60TKH mponecca npou3BoOACTBA,

II) OMMHMCAHUC KOHTPOJSA KPUTHYCCKUX CTaIlI/Iﬁ nponecca mnpoU3BOACTBA U HpOMC)KYTO‘lHOﬁ
TIPOJTyKLIMH;

€) IOKyMEHTaJIbHOE MOITBEPKIeHUE (BaJIUAALINS) IPOLECCOB U (MJIN) UX OLIEHKA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

) CBOMCTBa M CTPYKTypa JCUCTBYIOIINX BEILECTB;
3) XapaKTepUCTHUKA IPUMECei;
n) cnenudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aQHAINTHYECKHE METOJIUKH, WCIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHUeCKOl CyOCTaHITNH;

J'I) AOKYMEHTAJIIBHOC MMOATBEPKIACHUC (Bannz[aum{) AHAIIUTUYCCKUX METOIUK, HMCIIOJB3YEMBIX IIPU
OCYHICCTBJICHUHN KOHTPOJIA Ka4€CTBa q)apMaHeBTquCKOﬁ Cy6CTaHLII/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil papmalieBTHUECKOM cyOCcTaHIINY;

H) TlepedeHb CTaHIAPTHBIX OOpa3lOB WM BEIIECTB, HCIOJb3YEMBIX MPHU OCYILIECTBICHUU
KOHTPOJIS Ka4eCTBa;

0) ONMCAHNE XaPaKTEPUCTHK U CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPEJICTB;
1) JJaHHBIC O CTAOMIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) OKyMEHT, COJAEp)KalUil CBEAECHUS O PETUCTPALMM IPOU3BOJUTENS JEKAPCTBEHHBIX CPENICTB
JUIS MEIUIIMHCKOTO IPUMEHEHMsI B KaueCTBE HAJIOTOIUIATEIbIMKa B CTpaHe perucrpauuu (amas
POCCHUHCKHMX IOPUAWYECKUX JHI - WACHTU(UKAIMOHHBIM Homep Hanoromarensiinka (MHH), nns
MHOCTPAHHBIX IOPUINYECKUX JIMI[ - CTpaHa PETUCTpallid, HAMMEHOBAaHUE PETHMCTPUPYIOLIETO OpraHa,
PErUCTPALIMOHHBIA HOMEP, KOJ| HAJIOTOIUIATENbIIMKA B CTpaHE PErucTpaluu (MHKOPIIOpAlMU) WIA €ro
aHajor).
(. 4 BBennen denepanibHbIM 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 CTaThbu
(dapmainieBTHUECKON CyOCTaHLIMM 3asBUTENb HANpaBiseT TOCPEJCTBOM €IWHOTo TMopTaja B
YIOJHOMOYEHHBIN  (efepaibHblii  OpraH  HCIOJHUTENbHONW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (peIepalbHOTO OpraHa UCTIOTHUTENBHOM BIIACTH B €IMHOM cucTeMe:

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

1) 3asBiIEHME O BKIIIOUEHUU B TOCYJAapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
(dapManeBTHYECKOW CyOCTaHIIMM, TOANMMCAHHOE YCHWJICHHOW KBAIM(UIIMPOBAHHOW 3JIEKTPOHHOM
MTOATHCHIO;

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

2) PeKBU3UTHI TIOKYMEHTA, MOATBEPKAIOLIETO YIIATy TOCYAapCTBEHHOM MONIUIMHEI 32 BKIIIOUEHHE
B FOCY/IapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB (papMaleBTUUEeCKOi CyOCTaHIIUM, POU3BEICHHON
Ul peayin3aluy, JUO0O0 MO0 COOCTBEHHON WHHUIIMATUBE YKa3aHHBIA JOKYMEHT. YIIOJHOMOYEHHBIN
(benepanbHBI OpraH WCIOJHHUTENBHOW BIACTH TPOBEpseT (DaKT YIUIAThl TOCYJAPCTBEHHOMN IMOIUTHHEI
3asiBUTEJIEM C UCIOJIb30BaHUEM MH(POpPMAIMH 00 yIjiaTe rocyJapCTBEHHOM MOIUIMHBL, COIepKalleiics B
I'ocynapcTBeHHOM MHPOPMALMOHHON CHCTEME O TOCYAAPCTBEHHBIX W MYHHMIMIIAIBHBIX IUIATEXKaX, Ha
OCHOBAaHMM IPEICTABJICHHBIX 3asBUTEIIEM PEKBU3UTOB JOKYMEHTA, IOATBEP)KIAIOIIETO YIUIATy
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

rOCyJapCTBEHHOM MOIUIMHBI,
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

3) IOKYMEHTHI, yKa3aHHbIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BblAaue paspeuieHus Ha BBo3 B Poccuiickyro denepainio KOHKpETHOW MapTuu
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEICTBA, NMPEIHA3HAYECHHOIO Ul NPOBEACHUSA YKa3aHHOU
9KCIEPTU3BI.

(. 4 BBennen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciyuae HempexacTaBi€HMsI C 3asBJICHHMEM O BKIIOUEHUU B TOCYJAapCTBEHHBIA peEecTp
JIEKapCTBCHHBIX  CPEACTB  (DapMalleBTUUECKOH CyOCTaHIIMU  BBIABAaCMBIX  (TPEAOCTABIISICMBIX )
YIIOJTHOMOYEHHBIMH  (he/IepaIbHBIMA OpraHAMU HCTIOJTHUTEIHHOW BJIACTH JTOKYMEHTOB (CBEIICHHUIA),
yKa3aHHBIX B TMyHKTax | W 2 9acTH 2 HACTOSIICH CTAaTbH, yHOJHOMOYCHHBIH (eaepalbHBI opraH
WCTIIONHUTENILHON  BIACTH  3ampaliuBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEelIEHHUs)) B  TOpsIKe
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

(uactpb 3.1 BBenena denepasibHbiM 3akoHOM OT 27.12.2019 N 478-D3; B pen. denepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Teuenue nsatu pabouux AHEW CO THS NPUHATHUS 3asBJICHUS O BKIIOYEHUH YKa3aHHOM B yacTH 1
HacTosiled cTaTbd (apMaleBTUYECKOHM CyOCTaHLMU B TOCYAApPCTBEHHBIH peecTp JIEKAPCTBEHHBIX
CPEICTB M JIOKyMEHTOB, IEPEUYUCICHHBIX B 4YacTH | M myHKTe 2 4acTH 3 HACTOSIIEH CTaTbH,
YIOJIHOMOYEHHBIN (heiepabHbIN OpraH UCIOIHUTEIBHOM BIACTH:

(B pen. @enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

1) mpOBOIUT TPOBEPKY MOITHOTHI M JOCTOBEPHOCTH JAHHBIX, COJCPIKAIIUXCS B MPEACTABICHHBIX
3asiBUTENIEM JJOKYMEHTAX;
(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) MNPUHHUMACT PCUHICHUC O HAIIPABJIICHUHU B SKCIICPTHOC YYUYPCIKIACHUC 3aJaHUA Ha MNPOBCIACHUC
OKCIICPTU3BI KAYCCTBA YKaBaHHOﬁ B yactH 1 HaCTOsIIEH CTaThbU (bapMaLIeBTI/I‘{eCKOﬁ CY6CTaHI_II/II/I W 00
OTKa3C B TAKOM HaIlpaBJICHUU,

3) HampaBisSeT B JIMYHBIA KaOWHET 3asBHUTENS B €IUHOW CHCTEME TOIIUCAHHOE YCHICHHOMN
KBATM(DHUIIMPOBAHHON 3JIEKTPOHHON TOINHUCHIO YBEJIOMIICHHE O TMPUHATOM PEIICHHH WIM B ClTydae
OTKa3a C YKa3aHHEeM IPUYMH TAKOTO OTKa3a.

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

4.1. B ciydae BBISBIEHMSI HEIOCTOBEPHOCTHU U (MJIM) HEJOCTaTOUHOCTH CBEJIEHUH, COJEPIKALINXCS
B MPE/ICTABICHHBIX 3asBUTEIIEM MaTepuallaX, YIOJIHOMOYCHHBIH (eepabHblil OpraH UCIOTHUTEIHHON
BJIACTH HAIpPAaBJISAET 3asBUTENIO MOCPEACTBOM €IMHOTO MOpTaia WIW B JMYHBINA KaOWHET 3asBUTENS B
€IMHOM cuctemMe 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEJIEHUH, MOJIMUCAHHBIA YCUJICHHOMN
KBAJIM(ULIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.
(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asgButens o00sf3aH HANpPaBUTh IOCPEACTBOM €IMHOIO IOpTajla B YIMOJIHOMOYEHHBIN
(benepanbHBIi OpraH WCHOTHUTEIBHON BIACTH WIIM JIMYHBIN KAOWHET YIOJIHOMOUYEHHOTO (hefepabHOTOo
OpraHa MCIOJHUTENIbHOM BJIACTH B €IMHOW CHUCTEME IMOANMUCAHHBIM yCUJIEHHOW KBaJM(ULIMPOBAHHON
JIEKTPOHHON MOJIMCHIO OTBET HA 3aIPOC YIOJIHOMOYEHHOTO (pe/lepaabHOr0 OpraHa MCIOJHUTEIbHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BJIACTU B CPOK, HE NPEBBIIAIOIIUN JEeBIHOCTA pabO4YMX JHEH cO JIHSA MOTy4eHUs YIOJTHOMOUYEHHBIM
¢denepanbHBIM OpPraHOM HCIOJHHUTENIBHON BIIACTH 3JEKTPOHHOTO YBEAOMIJIGHHS O IOJyYeHHUH
3asiBUTENIEM AaHHOTO 3arpoca. Cpok, yKa3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABIMBAETCS CO
AHS HAIIPaBJICHUA 3asdBUTCIIO IMOCPCACTBOM CAMHOIO IIOpTajla WU B JIMYHBIA KaOWHET 3asiBUTENSI B
€IMHOW CHCTEME 3alpoca YHMOJHOMOUYEHHOIO (hefepalbHOr0 OpraHa UCIOJHUTENIBHONW BJIACTH 0 IHS
HalpaBJICHUs 3asBUTENIEM IIOCPEJCTBOM €IMHOrO IMOpTaja B YINOJHOMOYEHHBIH (enepaabHblii OpraH
UCTIOJHUTEIBHOW  BJIACTW WM JIMYHBIM KaOMHET YIOJHOMOYEHHOro (enepaabHOro opraHa
WCIIOJIHUTENILHOM BIIACTH B €AMHOM CHCTEME OTBETa Ha JaHHBIM 3alpoc M HE YUYUTBIBAETCSA IpU
WCYHCIICHUU CpPOKa OHKCHEepPTH3bl KadecTBa (hapMalleBTUYECKONW CyOCTaHIMH, HPOM3BEACHHOW s
peanu3aiym.

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

5. OcHOBaHMEM [JIs OTKa3a B HAIIPABICHHUH B DKCIIEPTHOE YUYPEXKACHHUE 3alaHUs Ha IIPOBEICHUE
9KCHEepPTH3bl KauyecTBAa YKa3aHHOW B uacTu | HacTosmed craThM (papmaneBTHYECKOH cyOcTaHLIUU
SBJIAETCS HEIPEICTaBICHUE [IOKyMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEW CTaTbU, OTCYTCTBHE
uHpOpMalKY, TOATBEpXKAAOmEeH (akT ymiaTel TOCYAapCTBEHHOW MOLUIMHBI 33 BKIIOYEHUE
(dapManeBTHYECKOW CyOCTaHIIMM, TPOW3BEICHHON MJIs pealn3alid, B TOCYAAPCTBEHHBIH pEecTp
JIEKAPCTBEHHBIX CPEJCTB, HEMPEICTABICHUE 3asIBUTEIIEM B YCTAHOBJIEHHBIM CPOK OTBETA HA YKa3aHHBIN
B yacTu 4.1 HacTosLIEH CTAaThbU 3arpoc YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HCIOJHUTEIbHON
BJIACTU WJIM TPEJCTaBJIEHUE JTOKYMEHTOB, HE COJIEpKAaIllMX MCUEPIBIBAIOLIET0 MepeuHsi He0OXO0AUMBIX
CBEICHMM.

(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme maTHAamUATH pabOuYMX IHEH CO JHS TOJNYYCHHUS PEIICHUS YIIOJTHOMOYEHHOTO
(deneparbHOTO OpraHa UCIOJHUTEIILHON BIACTH O HANIPABICHUH B DKCIIEPTHOE YUPESKICHUE 3aJaHUS Ha
MPOBEJICHUE SKCIIEPTU3bl KadyecTBa yKa3aHHOW B YacTH | HacTosmied cTaThM (hapMareBTHYCCKON
CyOCTaHIIK 3asBUTEIb MPECTABISACT B AKCIIEPTHOE YUPEKICHHUE JIJIsl TIPOBEICHUSI JAHHOW SKCIIEPTU3BI
o0Opa3iel  (hapMareBTHUECKONH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM i BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MPH MOTYUCHUH 00pa3IloB yKa3aHHOH B yacTu |
HACTOSIIEH CTaThu (papMaIeBTUYECKONW CyOCTAaHIIMM B TOT K€ JICHb HAIpPaBJIICT B JUYHBIN KaOWHET
3asIBUTEIIS B €IUHOW CHCTEME YBEJIOMIICHHUE, MTOATBEPIKIAIOIIEE MTOJTyICHHUE 3TUX 00pasoB. DTH CPOKU
HE BKJIIOYAIOTCS B CPOK IIPOBEJCHUS JIAHHOM SKCIIEPTHU3BI.

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

7. YTpatun cuny. - @eaepanbublil 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He NpeBBIMIAIOMINN MATH padO4YMX JAHEH CO JIHS HANpaBJICHUS MOCPEICTBOM EIHHOTO
rmopTraja B YIOJTHOMOYCHHBIH (enepanbHblii OpraH WCIOJHUTEIIHHON BIIACTH WU JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCHOJHUTENIbHOM BJIacTH B €IUHOW CHCTEME 3aKIHOYECHUS
KOMUCCHH 3KCIIEPTOB 110 PE3yJbTaTaM JKCIIEPTH3bl Ka4eCTBa YKa3aHHOM B 4acTH | HaAcTOAIEH cTaTbu
(apMareBTHUECKON CyOCTaHIMH, YITOJTHOMOUYEHHBIH (e/iepaibHbIi OpraH UCTIOIHUTENIbHON BIACTH:

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

1) ocymiecTBIsIET OLEHKY TAKOTO 3aKJIIOUYEHUs JJIsi ONPEACIICHUs] €ro COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEICHUE JAaHHON DKCIEPTU3BI;

2) mnOpuvHUMaeT pelleHHe O BKIOYEHMM YKa3aHHOM B uacTu 1 Hacrosied crarbu
(bapManeBTHUECKON CyOCTaHLIMU B TOCYJApPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEACTB WM pelieHre 00
OTKa3€ B TAKOM BKJIFOUEHUU;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) BHOCHT MpH MPUHSATHU pEUIeHHs] O BKIIOYEHUM YKa3aHHOW B 4acTu | HacTosmiel cTaTbu
(dapmaneBTHUECKON  CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEeIyCMOTPEHHYI0 4YacThio 2 crathu 33 Hacrosimero @enepalbHOTO 3aKoHa HWHMOPMALUIO U
HaIpPaBIIACT 3asBUTEIIO TIOCPEACTBOM EAMHOIO IMOpTaja WIH B JIMYHBIA KAOWHET 3asSBUTENS B €IUHOU
CUCTEME BBITIMCKY M3 TOCYIApPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-@3)

9. OcHoBanueM Mg OTKa3a BO BKJIOYEHUM YKa3aHHOM B dYacTh | Hacrosuied CTaThbu
(dapmaneBTHUECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB SBISETCS
3aKJIFOYEHUE COOTBETCTBYIOIIETO YITOJIHOMOUYEHHOTO (heJepaaIbHOr0 OpraHa MCIOJHUTEIIBHON BIIACTH O
TOM, YTO Ka4yeCTBO (hapMaIleBTUUECKON CyOCTaHIINH HE MOATBEPKICHO TTOJYYCHHBIMH JIAHHBIMH.

(gactp 9 BBeaeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-®3; B pen. DeaepanbHOrO 3aK0HA OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKIIOYEHHE B TOCYJApCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB OJHOMN
(dhapmaneBTHUECKON CyOCTaHINH, TIPOU3BEICHHON JJIsi peaI3allid M BBIITYCKAEMON OJHHM M TEM e
MIPOU3BOIUTEIIEM, B BUJIEC IBYX M 00JI€€ PEECTPOBBIX 3aIUCEH.

(uactp 10 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHnne u3aMeHeHHUH B JIOKYMEHTbI Ha (hapMaleBTHUYECKYIO CyOCTaHLHMIO, POU3BEICHHYIO
IUIs pean3alii U BKIIOUEHHYIO B TOCYJapCTBEHHBIH peecTp JeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIETCS
B Mopsnake, ycraHoBieHHOM cratbsiMu 30 m 31 Hacrosmero ®denepalbHOro 3aKoHa, C YIJIATON
rOCyJapCTBEHHOM IIOLUIMHBI, INPEIyCMOTPEHHOM 3akoHozartesnbcTBOM Poccuiicko ®Penepauuu o
Hajorax u coopax.
(uacte 11 BBegena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynpranrlntoc: npumedanwue.
O BO3MOXXHOCTH OOpamieHus (hapMaleBTHUECKOW CYOCTaHIIMU, MCKIFOYCHHOW W3 TOCPEECTpa, CM.
Takxe @3 ot 30.01.2024 N 1-D3.

12. Jlonyckaercs oOpaiieHue (hapMaleBTHUECKOM CyOCTaHLIMU A0 UCTEYEHHs CpPOKa T'OAHOCTH,
IIPOM3BENCHHON Ul pealu3allid B TEYEHHE CTa BOCBMUACCATH AHEW IIOCIHE [aThl MPUHATHUSA
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OpPraHOM HCIOJIHUTEIBHOM BIACTH PEIIEHUs] O BHECCHUH U3MEHEHUH
B JIOKYMEHTHI Ha (papMaIleBTHYECKYIO CyOCTaHIINIO, B COOTBETCTBHHU C MH(OpMAIIHEH, coaepKalIeics B
JIOKyMEHTaX Ha (apMareBTUIECKyI0 CyOCTaHIHIO JIO JaThl IPHUHSATHS TAKOTO PEIICHUSI.

(uactp 12 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenune 00 UCKIIOYEHHMM U3 TOCYJApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
(dapManeBTHUECKONH CyOCTaHLMM, NMPOU3BEICHHON s pealn3aluy, NPUHUMAETCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH B CIIyYae:

1) mpencraBieHHS ~ COOTBETCTBYIOIIMM  YIOJHOMOYECHHBIM  ()eCpaNbHBIM  OPTaHOM
WCTIOJTHUTENIHOW BIJIACTH 3aKJIIOYEHUS O PUCKE WM 00 Yrpo3e »XH3HH U 30POBBIO YeJIOBEKa JTHO0
YKUBOTHOT'O TIPU UCIIOJIB30BaHNUHU JIEKAPCTBEHHOTO CPEACTBA;

2) HampaBieHHMs ~ pa3pa0OTYMKOM  JIEKQPCTBEHHOTO  CPEICTBA WM  MPOU3BOJUTENIEM
JIEKapCTBEHHOT'O CPEJCTBA JUOO YMOIHOMOYEHHBIM UMM JPYTHM IOPUAMYECKUM JIULIOM IMOCPEICTBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

€IMHOTO TIOpTaja B YNOJHOMOYCHHBIH (efepaibHbIi OpraH WCIOJHUTEILHOW BJIACTH WM JIMYHBIHA
KaOWHET YHOJHOMOYEHHOTO (eepaibHOr0 OpraHa HCHOJHUTENBHOM BIACTH B EAWHOW CHCTEME
MOJNMKUCAHHOTO YCUJICHHON KBaJTM(UIIMPOBAHHOMN 3JIEKTPOHHOHN TOJMUCKHIO 3asIBICHUS 00 MCKIIOYCHUN
U3 TOCYHAapCTBEHHOTO pEecTpa JICKapCTBEHHBIX CpPEACTB  (apMaleBTUYECKOH cyOcTaHIuw,
TIPOU3BEACHHOM ISl pean3alny;

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

KoncynprantlInroc: mpumedyanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnHpOoCTpaHsAETCs Ha MPABOOTHOLIEHUS, BO3HUKAIOIIUE IPU
00paleHuN JIEKapCTBEHHBIX CPeACTB i Meauuuuckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) orcyTcTBHs (hapMalieBTHUECKOM cyOCTaHIIMK, TPOU3BEACHHOM [T peaau3alyy, B 00palleHuy B
Poccuiickoii @enepanuu B TeUeHUE TpeX U Oojiee JeT.
(uactp 13 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 uona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue peweHus o060 OTKase B BblAaye pas3pelleHMsA Ha
npoBeAeHMNe KIIMHMYECKOro MccrnefoBaHUsA JeKapCTBEHHOro npenapara, peweHua o6
OoTKasze B rocyAapCTBEHHOW perncrpauum JrieKkapCTBEHHOro npenapara, 3aknioyeHus
KOMMCCUM IKCNEePTOB IKCMEPTHOro yYpPEXXAeHUA UNK 3aKN0YeHUs coBeTa No 3TUKe

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

Perienrie COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (hefiepaibHOr0 OpraHa MCIOTHUTEILHON BIACTH
00 OTKa3ze B Bbaye pa3pelICHUs Ha NPOBEIEHHE KIMHHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
mpernapara, pemeHre YKa3aHHOTO (elepallbHOTO OpraHa HCIONHHUTEIBHON BIAacTH 00 OTKase B
rOCYJJapCTBEHHON pPETUCTpaluy JIEKAPCTBEHHOIO IIPENapara, 3akIOYEeHUE KOMMCCHUHM HKCIIEPTOB
SKCIIEPTHOTO YUPEKIEHUS WIM 3aKJIIOUYEHHE COBETa IO 3TUKE MOXET ObITh 00KajJOoBaHO B MOPSIKE,
YCTAaHOBJICHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit @exepanuu. 3akirO4eHUE KOMHCCHHM HKCIIEPTOB
3KCHEPTHOTO YUPEKICHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENAPATOB I MEIUIIMHCKOrO
MPUMEHEHHUS JIMOO O TOM, YTO JICKAPCTBEHHBIN Tperapar Al MEIUIUHCKOTO MPUMEHEHHSI HE SIBIISCTCS
B3aMMO3aMCHSIEMBIM, MOXET OBITh O0XKAJIOBAHO JEp)KaTeJieM WM BIAACIBIEM pPETUCTPAIMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa B yIOJIHOMOYCHHBIN (heilepalIbHbIA OpraH UCIIOJTHUTEIIBHON
BJIACTH, KOTOPBIN MPUBIEKAET K PACCMOTPEHUIO YKAa3aHHOM KanoObl MOJABEAOMCTBEHHBIE €My Hay4yHbIE
OpraHM3alii ¥ 00pa3oBaTeNbHBIE OpraHU3allMd  BBICHIETO O00pa3oBaHMs, OCYIIECTBISIONINE
NesSTeNbHOCTh B cepe oOpalieHus JIEKApCTBEHHBIX CPEACTB. 3aKIIOYCHHE KOMHUCCHH JKCIEPTOB
HKCHEPTHOTO YUYPEkKACHUs, O(QOPMIICHHOE IO HTOTaM MEPecMOTpa OOKAIOBAHHOTO 3aKIIOUYCHUS
9KCIIEPTA, MOXKET OBITh OCHOPEHO JEpKaTeleM WM BIAJENbLEM PEruCTPalMOHHOIO YAOCTOBEPEHUs
JIEKApCTBEHHOTO TIperapara Ju0O0 YIOJHOMOYCHHBIM WMMH JIMIIOM B TIOPSIKE, YCTAHOBJICHHOM
3akoHoaarenbcTBoM Poccuiickoir ®enepauuu. Ilpu oOxkanoBaHuM pelIEHUS YHOJTHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOIHUTENBHON BIACTH, 3aKIIOYCHHSI IKCIEpTa WM KOMHUCCHH JKCIEPTOB
3KCIEPTHOTO YUPEKIACHHUS, 3aKIOUECHUS COBETA M0 ITUKE AEPKATENDb WM BIAJEIEL PETUCTPALIMOHHOTO
yIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara JIM0o YMOJTHOMOYCHHOE WMH JIMIO BIPaBE IMPEACTABUTH
pe3yJIbTaThl 3KCIEPTHU3bI JIEKAPCTBEHHOI'O Mpenapara, MPOTOKOJIbI MOJTYYEHHBIX AKKPEIUTOBAHHBIMU
HCIIBITATEIbHBIMU JTA00pATOPUSIMH (IIEHTPAMHU) PE3YJIbTATOB UCCIIEIOBAHUMN, UCTIBITAHUM.
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Ctratbs 37. WUHcopmaumsa, cBA3aHHass C OCYLIECTBNEHMEM TroCyAapCTBEHHOMN
perucTtpaumMm wunuM perucTtpauuum rneKapcTBeHHbIX MnpenapaToB, WHdopmauus o
3aperMcTpMpoBaHHbIX FNeKapCTBEHHbIX MpenapaTtax W JeKapCcTBEHHbIX npenaparax,
WCKMIOYEeHHbIX U3 rocyAapCTBEHHOrro peecTpa NnekapcTBeHHbIX CpeacTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. CooTBeTCTBYIOUIMI yMOJTHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIIACTH
pasMemniaer Ha cBoeM OQUIHaTbHOM caiiTe B cetd "MHTepHeTr" wHHPOpPMAIMIO, CBI3aHHYIO C
OCYIIECTBIICHUEM TOCYAAPCTBEHHOW PETUCTPALMU WM PETHCTPAIlMH JICKAPCTBEHHBIX MPErapaToB, B
TOM YHCJIC TIPOBEJICHUEM KCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB (BKIFOUAs PE3yJIbTATHI €€ MPOBEICHUS),
WH(OPMAIIMIO O 3apETHMCTPUPOBAHHBIX JICKAPCTBEHHBIX IpernaparaX M JICKApCTBEHHBIX IperapaTax,
WCKJTFOUEHHBIX W3 TOCYJApCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEACTB, HE IMO3/JHEE YeM uepe3 ISTh
pabouunx JHEH O AHS MOJYYCHHUS YIOTHOMOYCHHBIM (eiepalibHbIM OPraHOM HCIIOJHHUTEIBHOM BIACTH
COOTBETCTBYIOIIIEH HH(POPMAITUH.

(B pen. denepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N _297-®3, ot 30.01.2024 N
1-@3)

2. Cpoku W TOpPSIOK pa3MElIeHUs yKa3aHHOW B dYacTh | HACTOSIIEH CTaTbu HWHQPOpPMAIUH
YCTaHABIMBAIOTCA YIOJIHOMOUYEHHBIM (pefiepaabHbIM OpraHOM UCHOJHUTENbHOM BracTH. MHbopmanus,
yKa3aHHas B 4acTU | HACTOSIIEW CTaThH, SBISETCS OTKPBHITOM M OOIIENOCTYITHOW U MPEIOoCTaBIACTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAAaTENbcTBOM Poccuiickoit denepanun.

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

Mnaea 7. KIIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUW, MPABA NMAUUEHTOB, YHYACTBYIOLLIUX
B 3TUX UCCINNIEAOBAHUAX

Cratba 38. KnuHuyeckume wuccrneaoBaHUsi neKapCTBEHHbIX MpenapaTtoB AnA
MeAULIMHCKOro NpuMeHeHus

1. KnuHuyeckue uccieoBaHus JIGKAPCTBEHHBIX MPenapaToB A MEIUIUHCKOIO NPUMEHEHHUs, B
TOM YMCJIE MEKIYHAPOJHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPErUCTPALIMOHHBIE, IPOBOIATCS
B OJIHOM WJIM HECKOJIbKMX MEAMLMHCKUX OPraHU3alMsIX B CIEIYIOMINX LEIsAX:
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHE 0€30MACHOCTH JIEKaPCTBEHHBIX IPENapaToB JJs 3J0POBBIX J10OPOBOJBIEB U
(WM) TEepeHOCHUMOCTH HX 30POBBIMH JTOOPOBOJIBIIAMM, 3a MCKIIIOUEHHUEM TaKUX HCCIIeI0BaHUMN
JIEKapCTBEHHBIX MPENapaToB, MPOU3BEACHHBIX 3a Mpeaenamu Poccuiickoit denepanuu;

2) noa0op ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpenapara 1 Kypca JIeUeHUs A1 TallueHTOB
C ONpe/eTCHHBIM 3a00JIeBaHUEM, ONTHUMAJIBHBIX J03 M CXEM BaKIMHAIUHM UMMYHOOHOJOTHYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMy 3I0pPOBBIX J0OPOBOJIBLIEB;

3) ycraHoBieHHE O€30MacHOCTH JIEKapCTBEHHOTO Tmpernapata M ero 3(QQEeKTUBHOCTH U1
MAIEHTOB c OIpeIeJIEHHBIM 3a0oJIeBaHuEM, npopUIAKTUIECKOI 3P PEKTUBHOCTH
MMMYHOOHOJIOTMUYECKUX JIEKAPCTBEHHBIX MPENapaToB s 310pPOBBIX JOOPOBOJIBIIEB;

4) wu3yueHuEe BO3MOKHOCTH pACIIMpPEHUs MOKa3aHWM Uil MEIULUHCKOTO NPUMEHEHUs U
BBISIBJIGHUSI paHEE HEU3BECTHBIX TOOOYHBIX JICHCTBUH 3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX

www.consultant.ru CrpaHuua 96 ns 166
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100275&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100596&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=330696&amp;date=25.02.2024&amp;dst=100067&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100276&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100276&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100597&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=342016&amp;date=25.02.2024&amp;dst=100599&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100278&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

IIpernapaTosB.

1.1. KnuHudeckue uccieoBaHMsl JEKAPCTBEHHBIX IPENapaToB AJI MEAULUHCKOIO NMPUMEHEHUS
IIPOBOJSATCS. B COOTBETCTBUM C [IpaBWJIAMU HaJJeXKallell KIMHUYECKOW IMPAaKTHKH, YTBEPKICHHBIMU
EBpa3uiickoi 3KOHOMUYECKON KOMUCCHUEHN.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-03)

2. B oTHOmeEHMHM BOCHPOW3BEACHHBIX JICKAPCTBEHHBIX MPENApaToB Uil MEAUIIMHCKOTO
NPUMEHEHHS TIPOBOISATCS  HMCCIEAOBaHMS  OMODKBHBAJICHTHOCTH W (WJIM)  TEpaneBTHYECKOM
HKBUBAJICHTHOCTH B [IOPSIKE, YCTAHOBJICHHOM aKTaMH, COCTaBJISIOIUME npaBo Coro3a.

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

3. OpFaHI/ISaHI/II-O MMPOBCACHUA KIMHUYCCKHUX I/ICCJ'ICI[OBaHI/II\/JI JICKAPCTBCHHOT'O IIpfriapara IJId
MCIUIIUHCKOI'0 IPUMCHCHUS BIIPABC OCYIICCTBIIATE:

1) pa3paboTyuK JeKapCTBEHHOTO Mpernapara Wik yIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHbIE OpraHM3allMd BBICIIETO OOpPa30BaHUS, OPTraHU3ALUH JIOMOJTHUTEIHHOTO
po¢eCCUOHATLHOTO 00pa30BaHMS;
(n. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HBIE OpraHU3AIIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4. KimHHYecKHe HUCCIEeNOBAaHMS JIEKapCTBEHHOI'O Mpernapara Uil MEIWLHUHCKOrO MPUMEHEHUs
MPOBOJATCS. HA OCHOBAHUM PA3PEIICHHs HAa MPOBEICHNE KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpemapaTa, BBIJAHHOTO YIOJHOMOYEHHBIM (efiepalbHbIM OpPraHOM HCIIOJHUTENHHONW BIACTH.
YrnomHoMOYeHHBIH  (henepanbHBld  OpraH HWCHOJHUTEIBHOW BJIACTH BENET PEEeCTpP BBIIAHHBIX
pa3pelieHnii Ha NPOBEACHUE KIMHUYECKUX HMCCIEAOBAHUM JICKAPCTBEHHOTO Mpernapara, COIEpKalluid
YKa3aHUE Ha WX LEeJb WU LEJIH, B YCTAHOBIEHHOM 3TUM OPraHOM MOPSIKE.

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. VYrpartun cuny ¢ 1 urons 2015 rona. - denepanbublii 3akoH o1 22.12.2014 N 429-03.

6. K opranuzanuu npoBeAcHHsS KIMHUYECKUX HCCIIEIOBAaHUM JIEKApCTBEHHOIO IpernapaTa Ul
MEIULMHCKOTO TIPUMEHEHHUSI pa3pabOTYMKOM JIEKapCTBEHHOI'O Tpenapara MOTYT IPHUBIEKATHCS
IOPUIMYECKHE JIMIA JII0OOH OpraHU3allMOHHO-TIPAaBOBOM (OPMBI TIPH  YCIOBHH  OOecredeHus
COOTBETCTBUS 3TUX UCCIIE0BaHUN TpeOOBaHUAM HacTosmero denepanbHOro 3aKOHa.

7. Yrparui cuity. - @eaepanbHbiil 3akoH ot 30.01.2024 N 1-®3.

8. IlepeueHp MEAMUMHCKMX OpraHU3alui, MPOBOMALIMX KIWHUYECKUE  HCCIIECJOBAHUS
JIEKapCTBEHHBIX MPENaparoB I MEIUIMHCKOTO MPUMEHEHUS, U PEECTp BBIJAHHBIX pa3pelICHUN Ha
IIPOBEJICHUE KIMHUYECKUX HCCIIECJOBAHUN JIEKApPCTBEHHBIX IpENaparoB OIyOJIMKOBBIBAIOTCS U
pa3MenarTcsl yIOJIHOMOYEHHBIM (efepalbHbIM OpraHOM HMCIIOJHUTEIBHON BJIACTH B YCTAaHOBJIEHHOM
UM TIOpsZIKE Ha cBOoeM oUIMaIbHOM caiiTe B cetu "MHTepHeT".

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 39 (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.

Cratbs 39. PewweHue o npoBeAeHNM KITMHNYECKOro uccrneaoBaHUs NeKapcTBEHHOro
npenapara Ans MeAULUHCKOro npuMeHeHus
(B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. KnuHnueckoe uccieoBaHHE JIEKAPCTBEHHOIO Mpenapara JUisi MEAMIMHCKOIO NPUMEHEHUS
IIPOBOAMTCS HA OCHOBAHUM PA3PELICHUS HA IPOBEIECHUE KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO
npenapaTa, BbIJIAHHOIO YIIOJIHOMOYEHHBIM (elepabHbIM OpPraHOM HCIHOJHUTENbHON BJIacTU 10
pe3ysbTaTtaM 3KCIEepPTH3bl JOKYMEHTOB, HEOOXOIAMMBIX Ui TOJY4YEHHUS pa3pellieHus Ha IpOBEICHHE
KJIIMHUYECKOTO MCCIIEJOBAaHUS JIEKapCTBEHHOIO IIpenapara U STUYECKON IKCIIEPTU3HI.

2. Jlns momyyeHus: pa3pelieHus Ha MPOBEACHUE KIMHUYECKOIO HCCIEIOBaHUS JIEKaPCTBEHHOIO
rpernapara Juisi MEAUIMHCKOTO MPUMEHEHHS 3asBUTENb HANPABJISAET NOCPEACTBOM €IMHOTO MOpTaja B
YIOJTHOMOYCHHBIN  (efiepalbHBIi  OpraH  WCIOJHUTEIBHOW  BIACTH WM JIMYHBIA  KaOWHET
YHOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTEIBHOMN BIACTU B €IMHOMN CHCTEME:

(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

1) 3asgBieHue O BbIaYe pa3pelleHUs] Ha MPOBEJCHME KIMHUYECKOTO HCCIEOBAaHUS
JEKapCTBEHHOI'O  IIpermapata I  MEAMLMHCKOIO  IPUMEHEHHs, NOJINUCAHHOE  YCHJIEHHOU
KBaJTM(UIIUPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
2) yrpatui cuiy. - @enepanbhblii 3akoH oT 30.01.2024 N 1-D3;

3) OpOTOKON KIMHUYECKOIO HCCIIEJOBAHMS JIEKapCTBEHHOTO Ipenapara Uil METUIIMHCKOTO
MIPUMEHEHUS;

Koncynprantllntoc: npumeuanue.
C 01.09.2024 B m. 4 4. 2 crt. 39 BHOCsATCs u3MeHeHus (@3 ot 30.01.2024 N 1-@3). Cm. Oyaymryro

PEAAKIINIO.

4) Oporropy uccaeaoBaTes;
5) uH(opMaIIMOHHBIN JTUCTOK NAlUEHTA;

6) cBefeHMsSI 00 OIBITE PaObOTHI MCCICIOBATENICH MO COOTBETCTBYIOIIUM CICIHAIBLHOCTSIM H HUX
OIIBITE pa60TI>I 110 IPOBCACHUTIO KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/If/'I;

7) - 8) yrpatunu cuiy. - ®enepanpabiii 3aK0H oT 30.01.2024 N 1-D3;

9) KOIIMIKO O0roBopa 00513aTEJILHOIO CTpaxOBaHUs, 3aKIIIOYCHHOTO B COOTBCTCTBUU C TUIIOBBIMU
OpaBUiaMu 00513aTENBHOTO CTpaxoBaHHd, C YKa3daHHCM npeneanoﬁ YUCJICHHOCTH IAalUMCHTOB,
YHaCTBYIOIIUX B KIWMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O IMpfrapara ajd MCEAUIUHCKOTO
MMPUMCHCHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynprantllntoc: npumeuanue.
C 01.09.2024 B m. 10 4. 2 c1. 39 BHOCsTCS 3Menenus (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryto

PECAAKIINIO.
10) I/IH(I)OpMaI_II/IIO 0 COCTAaBC JICKAPCTBCHHOI'O IIpCriapaTta st MEAUIUHCKOTO IIPUMCHCHHA

Koncynprantllntoc: npumeuanue.
C 01.09.2024 B 1. 11 4. 2 cr. 39 BHOCsATCsA u3mMeHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oyayuryto

PEAAKIIHNIO.

11) nOKyMEHT, cOCTaBJIEHHBIA MPOU3BOAUTEIEM JIEKAPCTBEHHOI'O IIpenapaTa il MEAULUHCKOIO
MPUMEHEHHUS M COJIepKallluii ToKa3zaTenu (XapaKTEepUCTHKH), a TaKXKe CBEJACHHS O JICKAPCTBEHHOM
npenapaTe I MEAUITUHCKOI'O HpI/IMeHeHI/ISI, HpOHSBG}IeHHOM JJISA HpOBGI[CHI/ISI KIIMHNYCCKHNX
HCCIICJOBAHMIA;

Koncynprantllntoc: npumeuanue.
C 01.09.2024 4. 2 ct. 39 pononusiercs m. 11.1 (@3 ot 30.01.2024 N 1-®3). Cm. Oyaymiyro peIakiuio

12) cBeneHus o naTe NMpelOCTaBICHUS U PErMCTPALlMOHHOM HOMEpE JIUIEH3UH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B CIIydae, €CIM IIPOU3BOJCTBO JEKAPCTBEHHOTO Mpenapara OCyIECTBISETCS B
Poccuiickoit ®enepauuu, HIM JOKYMEHT, COJAEpXKAIUMM CBEAEHUS O Jare IPEeAOCTaBICHUS U
PEruCTPallMOHHOM HOMEPE 3aKIIOYEHUs O COOTBETCTBMM IPOU3BOJIUTENS JICKAPCTBEHHOIO IIpernapara
TpeOOBaHUSM  TpaBUJ  HaJIeKalleil  NPOM3BOJACTBEHHOM  MPaKkTUKH,  MPEJOCTABICHHOIO
YIOJHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOJUTEIIA JIEKaPCTBEHHOTO Ipenapara.

(B pen. ®enepanpHbix 3aKk0HOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-@3)

2.1. Csenenwus, moAaTBepxkaaonMe (akT YIUIaThl IOCYJAapCTBEHHOM MOIIIMHBI 3a MPOBEICHUE
ITUYECKOM D3KCIEPTU3bl, JKCIEPTU3Bbl JOKYMEHTOB HA JICKAPCTBEHHBIM Ipenapar sl IOJy4EeHMs
paspellleHuss Ha MPOBEIEHUE KIMHMYECKOIO HCCIENOBaHMs JIEKAPCTBEHHOrO Mpemnapara Jyis
MEJUIMHCKOTO MPUMEHEHHUs, 32 BblAauy pa3pellieHUs Ha MPOBEACHHE KIMHHUYECKOIO HMCCIEI0BaHUs
JIEKapCTBEHHOT'O Mpernapara Jijisi MeJUIIMHCKOTr0 MPUMEHEHHs, 3a MPOBEICHUE IKCIIEPTU3BI TOKYMEHTOB
Ha JIGKQpCTBEHHBIM Tmpenapar [ajs MOJYYEHUs pa3pelieHHs] Ha MPOBEICHUE MEXIyHApOIHOTO
MHOT'OLICHTPOBOI'O KJIMHHUYCCKOTO MUCCICAOBAHUSA JICKAPCTBCHHOI'O IIpliapara AJd MCEAULUHCKOIO
MPUMEHEHHUS, 3a BbIJauy pa3pelieHuss Ha MPOBEACHHE MEXKIYHAPOAHOTO MHOTOLIEHTPOBOTO
KIIMHUYECKOTO WCCJICIOBAHUS JIEKAPCTBEHHOTO Tperapara Juisi MEAWIIMHCKOTO TMPUMEHEHHUs, 3a
MIPOBEJICHUE JTUYECKOM SKCIEPTU3bl, SKCIEPTH3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM MpemnapaTr ais
MOJTy4YEHHUsI pa3pelieHsi Ha TMPOBEACHHE TMOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIeI0BaHuUs
JIEKApCTBEHHOT0 Mpernapara Juisi MEAUIUHCKOrO0 MPUMEHEHHUS, 32 BblJauy pa3pellieHus Ha MPOBEICHUE
NOCTPCTUCTPAIUOHHOTO KIMHUYCCKOTO UCCICAOBAHUA JICKAPCTBCHHOI'O Mpcriapara A MCAULUHCKOTO
MPUMCHCHUA, a TakK¥Xe CBCACHUA 0 BbIJaBa€MbIX (HpeIIOCTaBJISICMBIX) YHOOJIHOMOYCHHBIMHU
(denepanbHBIMU OpraHaMH MCIOJHUTENIbHOM BIACTH JOKyMEHTaX (CBEJCHUSX), YKA3aHHBIX B MyHKTE 12
YacTH 2 HACTOSIICH CTaThH, YIOJHOMOYECHHBIM (enepanbHblii OpraH HCIOJHHUTEILHON BJIACTH
3ampammBaeT B MOPSAIKE MEKBEIOMCTBEHHOTO SJIEKTPOHHOTO B3aUMOICHCTBUSI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 2.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He MpeBBIMAIONINN Tpex pabodymx IHEH cO THS HAMpaBICHUS B JTUYHBIA KaOWHET
YIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa MCIIOJHUTEIBHON BIIACTH B €AMHOW CHCTEME YKAa3aHHOTO B
nyHKTe | 4yacTu 2 HACTOSIIEH CTaThbU 3asiBIIEHHUS W HEOOXOJMMBIX JTOKYMEHTOB, YIOJHOMOYEHHBIN
(dhenepabHBINA OpraH UCTIOJIHUTEILHON BIACTH:

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

1) MMPOBOAUT MPOBEPKY MOJIHOTHI U TOCTOBECPHOCTU CBCHCHHﬁ, COACPpKAINXCA B MPEACTABICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) IpUHUMAET pEelIeHUE O NPOBEACHUM AKCIIEPTU3bl JOKYMEHTOB Ul MOJyUYEHUS pa3pelleHus Ha
IIPOBEACHUE  KIMHUYECKOIO HCCIENOBaHUSA JIEKAapCTBEHHOIO IIpenapara il MEIHUIMHCKOTO
MIPUMEHEHHUS U ATUYECKOM 3KCIePTU3bI UM 00 OTKa3e B MPOBEJICHNUN YKa3aHHBIX dKCIEPTHU3;

3) HampaBiIAeT 3aABUTENIO MTOCPEICTBOM €IMHOTO MOPTala WM B JIMYHBIA KaOMHET 3asiBUTEINS B
eNMHON CcUCTeMe TMOJNHMCAaHHOE YCWICHHOH KBaTM(UIIMPOBAHHOH  AIIEKTPOHHOW  IOAIHUCHIO
yBEJIOMJICHHE O MPUHATOM PEIICHUH JH00 B CiIydae MPUHATUS pelieHHUst 00 0TKa3e Takke ¢ YKa3aHHeM
MPUYHH TAKOTO OTKAa3a;

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

4) HampaBisieT B JIMYHBIA KaOWMHET 3KCIEPTHOTO YUPEXKACHHS B €IUHOM CHUCTEME M JINYHBIN
KaOMHET coBeTa II0 ITHKE 3aJaHMs Ha IPOBEICHHUE COOTBETCTBYIOUIMX 3KCIEPTU3, MHOANHMCAHHbIE
YCUJIEHHBIMU KBaJTH(PHULIHPOBAHHBIMH 3JIEKTPOHHBIMHU MOAMUCAMHU.

(. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. B ciydae BBISBIICHUSI HETIOJHOTHI M (WJIM) HEJOCTOBEPHOCTH WH(POPMAIIUH, COJEpKaIICICs B
MPEACTABICHHBIX 3asABUTENIEM TOKYMEHTAaX, YIOJIHOMOYECHHBIA (helepaibHbIA OpraH MCIOJHUTEIHHOMN
BJIACTH HAMPABIIACT B JTUYHBIA KAOMHET 3asIBUTENIS B €AMHOM CHUCTEME 3ampoc 00 yTOUYHEHUHN YKa3aHHOM
nH(popMaIy, MOANMMCAHHBIA YCUJICHHOM KBaTU(UIIMPOBAHHON JJICKTPOHHON MOJMUCHIO. 3asiBUTEIH
00s13aH HAIpaBUTh B JIMYHBIA KaOWHET YMOJIHOMOYEHHOTO (elepallbHOTO OpraHa HCMOIHUTEIbHON
BIIACTH B €IMHOM cHCTEeMe MOJMUCAHHBIA yCUJICHHOW KBAIU(DUIIMPOBAHHON JIIEKTPOHHON MOIIUCHIO
OTBET Ha 3ampocC YIOJHOMOYEHHOro (eaepaabHOro OpraHa HCIIOJHUTEIBHONW BIACTH B CPOK, HE
MIPEBBIMIAIONINA JIEBIHOCTa PAOOYMX JHEH CO JHSA TOJYyYEHHUS YIIOJHOMOYEHHBIM (eaeparbHbIM
OpraHOM HCIIOJTHUTEIHHOW BIIACTH DJIEKTPOHHOTO YBEIOMJICHHUS O TOJYYCHHH 3asBHUTEIIEM 3arpoca.
Cpok, yKa3aHHBIA B YaCTH 3 HACTOSIIIEH CTaThH, MPUOCTAHABIMBACTCS CO JHS HANPABJICHHUS B JIMYHBIN
KaOWHEeT 3asBUTENS B EIMHOM CHUCTeMe 3alpoca YIOJIHOMOYEHHOro (enepalbHOTO OpraHa
WCTIOJTHUTENILHON BIACTH A0 JIHS HAMpaBJICHHs B JIMYHBIA KAaOMHET YMOIHOMOYEHHOTO (eIeparbHOTO
opraHa HCIIOJIHUTEJIbHOM BJIACTH B €IMHOM CHUCTEME OTBE€Ta Ha 3ampoC U HE YUYUTHIBACTCS MpPHU
WCYHCIICHUN CPOKa TPUHATUS YIOJTHOMOYECHHBIM (helepaabHbIM OPraHOM HCIIOJHUTEIHLHOW BIIACTH
pelieHusT O TPOBEICHUM OHKCIEPTHU3bl JOKYMEHTOB IS TOJYYCHHUS pa3pelieHds Ha TMPOBEICHUE
KIIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO MpernapaTa Jijisi MeIUIIMHCKOTO IPUMEHEHHS.

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

5. OcHOBaHHEM AJId OTKa3a B MPOBCACHUUN SKCIICPTU3BI JOKYMCHTOB IJId IMMOJYYCHHUA PA3PCIICHUA
Ha TIPOBCACHUC KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcrapara Ajd MCEAULIUHCKOIO
MNPpUMCHCHUA U 3THUYCCKOM OKCIICPTHU3BI ABJICTCA NPCACTABICHUC IOOKYMCHTOB, IMPEAYCMOTPCHHBIX
JacThio 2 HaCTOSIHIeﬁ CTaTbu, B HCIIOJITHOM 061)eMe, HEMPECACTABJICHUEC 3asdBHUTCIICM B yCTaHOBHeHHBIﬁ
CPOK OTBCTAa Ha YKa3aHHBII>'I B 4Jactu 4 HaCTOHHIefI CTaTbH 3allpoC YIIOJIHOMOYCHHOI'O (bez[epanLHoro
opraHa HCIIOIHUTENLHON BIACTH JTHOO0 OTCYTCTBHUC B IIPCACTABJICHHBIX TOKYMCHTAX HCUCPIIBIBAIOIICTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nepeuHsl HeoOXOIUMOI MHpOpPManuKu WM HH(GOPMALMK, KOTOpasl JODKHA OBITh OTpaKeHAa B HUX, a
TaKXKe OTCYTCTBUE CBEJCHMH, KOTOpble B  JajbHEMIIEeM IOJITBEPkKAAIOTCS  TOCPEICTBOM
MEXBEJOMCTBEHHOT'O JIEKTPOHHOTO B3aMMOACUCTBHS, O (pakTe yIuiaThl roCy1apCTBEHHON HMOLUIMHBI 32
IIPOBCACHUC STUYECKOH OKCIICPTU3BI, SKCIOCPTHU3BI JOKYMCHTOB Ha J'ICKapCTBeHHLII\/JI npenapar A
MOJTYYCHHS pa3pelieHus Ha TPOBeICHIE KIMHUIECKOTO UCCIIC0BAaHMS JICKAPCTBEHHOTO TIpenapaTa Jjs
MEIUIMHCKOTO MPUMEHEHUs, 3a BBbIAAYy Pa3pelIeHHs Ha MPOBEJCHHE KIMHUYECKOTO HCCIIeTOBAHUS
JIEKapCTBEHHOTO TIperapara JjIsi MeIUIMHCKOTO IPUMEHEHHS, 33 MPOBE/ICHHE SKCIEPTH3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIH Tmpemapar i TOJY4YeHHs pas3pelleHUuss Ha MPOBEJCHHE MEXIYHAPOIAHOTO
MHOT'OLICHTPOBOI'O KJIMHHUYCCKOTO MCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara JId MCEAULUHCKOIO
NPUMEHEHHs, 3a BbIady pa3pelieHus Ha TPOBEICHHE MEXKIYHAPOIHOTO MHOTOIEHTPOBOTO
KIIMHAYECKOTO WCCIICOBAaHMS JIGKAPCTBEHHOTO TIperapara JUisi MEAWIUHCKOTO TPUMEHEHHUs, 3a
IPOBEJCHNUE STHYECKON HSKCHEPTU3bI, DKCIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Npemapar s
MOJYyYEHHsT pa3pelieHHss Ha MPOBEICHHE MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEeTOBAaHUS
JIEKapCTBEHHOTO TpenapaTa Uil MEAMLIMHCKOTO MPUMEHEHHs], 32 Bblauy pa3pelieHus] Ha MPOBEACHUE
MOCTPECTUCTPAIMOHHOTO KIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOI'O Npcriapara 1A MCAULUHCKOI'O
MIPUMCHCHUA.

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

6. IlpoBeneHue HSKCHepTU3bl JOKYMEHTOB ISl TMOJYyYEHHUS pa3pelieHdus Ha MPOBEICHHUE
KIIMHUYECKOTO HCCIIEOBAaHUs JIEKAPCTBEHHOI'O IIpenapara i MEIULIUHCKOrO TNPUMEHEHHUS |
ATUYECKOM SKCHEePTU3bl, COCTABIICHUE KOMHUCCHUEH 3KCIEPTOB U COBETOM IO 3THUKE 3aKIOYEHUH O
BO3MOKHOCTH HJIM HEBO3MOXKHOCTH TPOBEJCHUSI TAaKOIO KIMHUYECKOIO HCCIIEIOBaHUS, MOAMHCAHUE
3aKJTIOYEHUN YCUIICHHBIMH KBUTU(PUITUPOBAHHBIMU JIEKTPOHHBIMH MOAMKICIMU U HAMPABIICHUE TaHHBIX
3aKJTIOYEHUN B JTUYHBIA KaOMHET YIOJHOMOYEHHOTO (eepaabHOTO OpraHa UCIOJHUTEILHON BIACTH B
€IMHOM CUCTEME OCYIIECTBIIFOTCS B CPOK, HE MPEBBIMIAIOIINNA ABAANATH MATH pabOvMX JHEH CO JHS
HampaBlIeHUWsT B JIMYHBIM KaOMHET OKCIEPTHOTO YUPEeXKISHUS B €AMHOM CHCTeMe 3aJlaHus
YIOJTHOMOYEHHOTO (peiepalIbHOTO OpraHa HCTIOJHUTENBHOW BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
ykazaHHbeIX B nyHkrtax 3, 4, 10, 11 u 11.1 yactu 2 Hacrosimed cTatbu, ¥ HAIpPaBICHUS B JIMYHBIN
KaOWHET COBETa IO JTHUKE B CIWHOW CHUCTEME 3aJlaHUsl YIIOJHOMOYEHHOTrO (eAepaibHOr0 OpraHa
WCIIOJTHUTENIBHONW BJIACTH C IPWIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IYHKTax 3 - 6 m 9 yactu 2
HACTOSIIEH CTaThU.

(uacts 6 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He IpeBbIIAIOIINMNA Tpex paboyux IHEH CO JHS HaNpaBiCHUs B JIMYHBINM KaOMHET
YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa HCIOJHUTEIBHON BJIACTH B €JMHON CHCTEME 3aKIIOYCHUH,
YKa3aHHBIX B YacTH 6 HACTOSIICH CTaThH, YIIOJHOMOYEHHBIH (henepaabHBbId OpraH WCTIOTHUTEILHOM
BJIACTH:

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

1) OCYHICCTBJISICT OLCHKY IMOCTYIIUBIINUX 3aKJIIOYCHUM I OmnpeaAcICHUA HX COOTBETCTBUA
3aIaHUsIM Ha MPOBCACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) IpUHUMAET pEIICHHE O BBIJAYE PA3PELICHUS HAa MPOBEACHUE KIMHMUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOI'O MpenapaTa JJisi MEIUIIMHCKOr0 MPUMEHEHUs, BHOCUT B PEECTpP BBIJAHHBIX Pa3peLIeHUM
Ha TMIPOBEJCHHME KIMHUYECKMX MCCIEJOBAHUN JIEKApCTBEHHOIO Ipernapara COOTBETCTBYIOILYIO
MHGOPMALIMIO U HAIPABISAET MOCPEACTBOM €AMHOrO IMOpTala 3asBUTEII0 WJIM B JIMYHBIM KaOWHET
3asBUTENS B €IMHOM CHCTEME BBIIUCKY M3 pEecTpa BBIIAHHBIX pa3pelleHU Ha IPOBEACHUE
KIIMHUYECKHUX UCCIIEOBAHUM  JIEKAPCTBEHHOI'O npernapara, MOJANUCAHHYI0  YCHUJICHHOM
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIUCHIO;

(. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) mpuHHMaeT pelnieHHe 00 OTKa3e B BbAaue pa3pelleHuss Ha MPOBEACHHUE KIMHUYECKOTO
HCCIEAOBaHUs JIGKapCTBEHHOTO TMpernapara i MEIUIUHCKOrO IPUMEHEHUS U HalpaBiseT
MOCPEJCTBOM €IMHOTO TOpTajia 3asBUTEI0 WU B JIMYHBIH KaOWHET 3asBUTENSI B €AWHOW CHCTEME
JAHHOE peIICHHe, TIOANMCAHHOE YCHIIEHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHOW TOIMKCHIO, C
YKa3aHUEM MPUYUH OTKa3a.

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

8. OcHOBaHMEM AJI OTKa3a B BbIJA4e pa3pelleHUs] Ha MPOBEACHNUE KIMHUYECKOIO UCCIIECIOBAHUS
JIEKApCTBEHHOTIO IIpernapara JJisi MEIULIHUHCKOrO IIPUMEHEHUS SABIICTCA HAIMYUE 3aKIIFOUCHNS] KOMUCCUU
JKCIIEPTOB WJIM 3aKJIIOYEHMS COBETa 0 JTUKE O HEBO3MOYKHOCTU IIPOBEICHMS KIMHUYECKOTO
HCCIEA0BaHUs JIEKAPCTBEHHOI'O Ipernapara JUisi MEJUIUHCKOrO NPHUMEHEHHUS II0 pe3ysbTaTam
MIPOBEACHHBIX IKCIIEPTU3, TPEAYCMOTPEHHBIX YACThIO 6 HACTOAIIEH CTAaThU.

9. Pemenue 00 0TKa3e B INPOBEAEHUM 3KCIEPTHU3bl JOKYMEHTOB JJIS NOJIYYEHUs pa3pellieHus Ha
NIPOBEICHUE KIMHUYECKOTO MCCIEeNOBaHMS JIGKAPCTBEHHOIO Ipemapata Ui MEIUIIMHCKOTO
NIPUMEHEHHUS W OTHUYECKOM HKCIEPTHU3bl M B BbIIAUYE Pa3pEUICHMs] HA IPOBEJIEHUE KIMHHUUYECKOIO
MCCIIEIOBAaHMS JICKAPCTBEHHOTO Iperapara sl MEAULIWHCKOTO MPUMEHEHUSI MOXKET OBITh 00XKal0BaHO
B ITIOPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi @enepannu.

Koncynprantlntoc: npumedanue.
[Tonoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-dD3), kacaromuecst MpeIOCTaBICHUS TOC. YCIyT
IIOCPEJICTBOM €MHOM cucTemsl, IpumensTes ¢ 01.01.2025.

Cratbsa 39.1. 3Tuyeckas akcnepTmusa
(BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. OTmyeckas QKCIICPTHU3a MMPOBOAUTCA COBCTOM I10 3TUKEC, CO3AAHHBIM B HOPAJAKEC, YCTAHOBJIICHHOM
YHOJHOMOYCHHBIM (I)C,Z[CpaJIBHLIM OpraHomMm HCIIOJIHUTEIbHOM BJIAaCTH, B ICIAX BblAAa4YM 3aKJIFOUCHUA 00
3TUYECKON 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara Jjid MCIUIUHCKOIO IPUMCHCHU .

2. DKcmepTaMH COBETa MO 3TUKE MOTYT OBITh MPEICTABUTEINM MEIUIMHCKUX OpraHU3allNi,
Hay4yHBIX OpraHu3auui, o00pa30BaTENbHBIX OpraHM3alMid  BhICHIETO O00pa3oBaHUs, a TakKxke
MIPEJICTAaBUTENN OOIIECTBEHHBIX OpraHU3allii, PEeNUTHO3HBIX OpraHu3aluidi M CPEeICTB MacCOBOMU
uHpopmanuu. JlaHHBIE OKCIEPTHl HE JODKHBI HAXOIUTHhCS B KAKOW-THMOO 3aBHCHUMOCTH OT
pa3paboOTYUKOB JIEKAPCTBEHHBIX TNPENapaToB M JPYrHUX JUI, 3aWHTEPECOBAHHBIX B pe3yJbTaTax
3TUYECKOMN IKCIEPTU3HI.

3. Omara yciayr SKCIEPTOB COBETa IO A3THUKE OCYILECTBISETCSI HAa OCHOBAaHUM JOTOBOPA,
3aKJIIOYEHHOT0 MEX/1y YIOJHOMOUYEHHBIM (eiepaibHbIM OPraHOM HCIOIHHUTENBHOM BIIACTH, KOTOPBIM
CO3JIlaH COBET MO JTHKE, M HKCIEPTOM COBETa IO 3THKE, 3a CYeT OIJUKETHBIX aCCUTHOBaHUIA,
NPEJYCMOTPEHHBIX YHOJHOMOYEHHOMY (eiepaJbHOMYy OpraHy HCIHOJIHUTEIBHOW BJIACTH, KOTOPBIM
CO3/IaH COBET MO JTHKE, B (pemeparbHOM OFOKETe HAa COOTBETCTBYIOIIMN TOJ HAa OOECIIEUEHUE €ro
NesATEIbHOCTH, B pa3mMepax, ycTaHoBlIeHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. 9KCH€pTI>I COBETA IIO0 J3THKC HCCYT OTBETCTBCHHOCTE B COOTBCTCTBHU C 3aKOHOIAATCIHCTBOM
Poccuiickoit deneparumn.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4.1. Tlpu mnpoBeneHHH AITUYECKOW OSKCIEPTU3bI HE JOMYCKAEeTCs HCTPEOOBAHUE HSKCIEPTOM Y
3asiBUTENsT MO0 MHBIX JIMI[ MaTepHUajoB, HEOOXOIUMBIX IS MPOBEICHUS ITHUYECKOW IKCIepTusbl. B
Clly4ae HEJIOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTYy MATEPUAJOB B JIMYHBIA KaOWHET 3asBUTEIS B
€IMHON CHCTEME YIOJTHOMOYEHHBIM JIMIIOM COBETA 10 3THUKE HAMPABISETCS 3alpoc O MPEACTABICHUU
HEOOXOJUMBIX MAaTEPHAJIOB, TMOJMIMUCAHHBIA PYKOBOJIUTENEM (YIOJHOMOYCHHBIM JIMIOM) COBETa I10
THKE C UCIOJIb30BAaHUEM YCWICHHOW KBATM(DUIIUPOBAHHON JIICKTPOHHON TMOJIHUCH, a TaKKe
HaTpaBJSIeTCs. yBEJOMJICHHE OO0 YKa3aHHOM 3amnpoce B JIMYHBIH KAOWHET YHOJIHOMOYEHHOTO
(benepanbHOro OpraHa UCMOIHUTENBHON BIACTH B €IMHON CHCTEME.

(dactb 4.1 BBegena denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.2. 3asBuTens 00s3aH HANPABHTh B JIMYHBIM KAaOWHET COBETa 1O JTHUKE B CIWHOW CHCTEME
MOJNUCAHHBIA YCHMJICHHON KBaJM(DUIMPOBAHHON JJIEKTPOHHOM TMOAMMCHIO OTBET Ha 3alpoc O
MIPe/ICTaBJICHUH HEOOXOIMMBIX MAaTEpHUajOB COBETY IO ATHKE B CPOK, HE MPEBBIIIAIOIINUN JEBSIHOCTA
pabounx [HEH cOo JHS TOJIyYeHHUS COBETOM IO ATHKE SJIEKTPOHHOTO YBEIOMIICHHS O MOIYYCHHH
3asBUTEJIEM yKa3aHHOT'O 3ampoca. Bpems co JHsS HampaBiIeHHsS COBETOM IO ITHKE B JIMYHBIM KaOWHET
3asgBUTEN B €AMHOW CHCTEME 3alpoca O MPEACTABICHHM HEOOXOAMMBIX MAaTEpUaNoOB 0 JHS
HaTpaBJICHUs 3asBUTENIEM B JINYHBIH KaOMHET COBETA 110 ATUKE B €AMHON CHCTEME OTBETA Ha YKa3aHHBIN
3aMpoc HE YYUTHIBAECTCS MIPU UCUUCIEHUHU CPOKA MPOBEACHHS STUUECKON IKCIIEPTU3HI.

(dactb 4.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5. CocraB coBeTa I10 9THKEC, ITOJOXCHUEC 00 3TOM COBCTE, MOPAHAOK €ro ACATCIbHOCTH, Tp€6OBaHI/I$I
K KBaJII/I(I)I/IKaI_[I/II/I H OIIBITY pa6OTBI 10 BKCHepTHOfI OICHKC HAYYHBIX, MCIWIWHCKUX H ITUUYCCKHX
ACIICKTOB KIIMHHUYCCKHNX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHLBIX IMpCIapaToB AJId MCAULUMHCKOTO NPUMCHCHUA,
NPpEABABIACMBIC K I3KCIEpPTaM COBCTA IO 3THKE, HOPAAOK OpraHU3alliid W IIPOBCACHUA 3THUYECKOM
OKCIICPTHU3HEI, {l!O[ZMa 3aKJIFOYCHUA COBETA IO 3TUKE YCTAHABJIMBAKOTCA YIIOJTHOMOYCHHBIM (bellepaHBHI)IM
OpraHomM HCIIOJIHUTENRHON BilacTH. Yucio HpeHCTaBHTCHCﬁ MCOUIIMHCKHUX OpFaHI/ISaI_[I/Iﬁ HEC MOXCT
NPEBLIIIATE TOJIOBHHY OT O6H_IGFO qurcja 9KCIICPTOB COBETA 110 OTUKCE.

6. Mudopmamus o cocraBe coBeTa MO ITHKE, IUIAaHAX €ro paboThl M TEKyIIeH IeATelIbHOCTH
pa3meniaeTcd Ha OQUUUAIBLHOM CalTe YINOJIHOMOYEHHOIO (elepalbHOr0 OpraHa HCIOIHUTEILHON
BJacTH B ceTu "MIHTepHET" B yCTaHOBJIIEHHOM UM [OPSJIKE.

Koncynprantlntoc: npumeyanue.
[Tonoxenus ct. 40 (B pen. ®3 ot 30.01.2024 N 1-D3), kacarommecs: MPeAOCTABICHUS TOC. YCIyT
IIOCPEJICTBOM €MHOM cucTtemsl, npumensTes ¢ 01.01.2025.

Cratbs 40. NpoBegeHne KNMHUYECKOro UCcnefoBaHMUA NeKapCTBEHHOro npenapara
Ana MeauLMHCKOro npuMeHeHus

1. PykoBoauTeNh MEIMIIMHCKON OpraHW3allid, KOTOpas MPOBOJIUT KIMHUYECKOE HCCIICIOBAaHUE
JIEKApCTBEHHOr0  Ipemapara Uil  MEIUWLUHUHCKOrO IMPUMEHEHHUs, Ha3HA4yaeT UCCIeI0BaTes,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAaKOTO HCCICIOBAHUS W HMMEIOIIETO JICYEOHYIO CIEeNHaTbHOCTb,
COOTBETCTBYIOIIYIO MPOBOJAUMOMY KIMHUYECKOMY HCCIEIOBAHUIO JIEKAPCTBEHHOTO Ipernapara, co
CTakeM paboTHI MO MpOorpaMMaM KIMHUYECKUX HMCCICIOBAHUMN JIEKAPCTBEHHBIX IMpENapaToB HE MEHEE
YyeM TpU TroJa M TO €ro MNpeajoKEHUIO Ha3Ha4YaeT COMCCIEOoBaTeNed W3 4Yuciaa Bpayed STOU
MEJIMIIMHCKOW OpTaHU3alIliu.

(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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. Hccnenosarens OCYIICCTBJIIACT BBI60p ManueHTOB, KOTOPLIC IO MCAUIHWHCKUM IIOKAa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YUYACTUIO B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOTI'O IIpCriapaTa IJIsd
MCIUITUHCKOI'O IPpUMCHCHUS.

3. MUccnenoBatenr u coucciaeAoBaTeNd JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO  HWCCJICIOBAaHMS  JIGKAPCTBEHHOTO  CPEJCTBA, COJCpKAIIMMHCS B Oporrope
HCCIIe0BATElIsA, MMPOSKTOM IPOTOKOIA KIMHUYECKOTO HCCIICIOBAaHM JICKAPCTBEHHOTO Ipernapara Jyis
MEJUIIMHCKOTO TPUMEHEHUs, Pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO IpernapaTa Wi MHBIM
IOpUJIMYECKUM JIMLIOM, TMPHUBJIEKAEMbIM K OpPraHU3alMM MPOBEJCHUA KIMHUYECKOTO HCCIIEI0BAHMS
JIEKApCTBEHHOr'0 TMperapaTta AJis MEAUIMHCKOTO NPUMEHEHUs, W JPYTrUMU MaTepHallaMH TaKOTO
HUCCIIENOBAHUS.

3.1. PykoBoauTeah MEIUIIMHCKON OPraHU3allMy B CPOK, HE MPEBBIIAIONINN TpeX pabouux AHEH co
JHS HayaJla IPOBEACHUS KIMHUYECKOIO MCCIEN0BaHNUs JIEKAPCTBEHHOIO IIpenapara il MEAULUHCKOTO
IIPUMEHEHHs, coo0IaeT 00 3TOM B YIOJIHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIbHON BJIAcTH,
BBIJIABIIMI pa3pellieHre Ha MPOBEICHHE TAKOTO UCCIIEI0BaHMs, TI0 YCTAaHOBJICHHOM UM (Gopme.
(dactb 3.1 BBegena denepanbubiM 3akoHoM oT 29.11.2010 N 313-D3)

4. OpraHuzanyy, OCYIIECTBIISIONINE OPraHH3alUI0 MPOBEICHUS KIMHUYECKOTO HCCIIEeOBAHUS
JICKApCTBECHHOT'O IIpfrapara A MCAWUIUHCKOIO NPUMCHCHHA W YKa3aHHBIC B YaCTHU 3 craten 38
Hactosmiero PeneparbHOrO 3aKOHA, B Cllydyae HEOOXOJMMOCTH BHECEHHS HM3MEHEHHH B HPOTOKOIN
KJIMHUYECKOTO MCCIICI0OBAHMUS JIEKAPCTBEHHOTO Mpenapara Uil MEJUIMHCKOTO MPUMEHEHHs COOOIIAI0T
00 3TOM B yIOJIHOMOYEHHBIN (eiepalbHbII OpraH UCIIOJHUTEIBHOM BIACTH, BBIJABIIUHN pa3pelieHne Ha
IPOBEJCHUE TAKOTO HCCIIE0BaHMUS, 110 YCTAaHOBJIEHHOH uM (opme.

(B pen. ®exnepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOmEHUSI O BHECEHHHM HM3MEHECHHMA B TPOTOKOJ KIMHHYECKOTO WCCIICIOBAHUS
JIEKApCTBEHHOT'O0 TIpenapara Uil MEIUIIMHCKOrO IPUMEHEHHUs JOJDKHA COJICp)KaTh CIEeIYIONne
CBEJICHUS:

1) HaumeHOBaHUe, NICHTU(UKAIMOHHBIA HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMUS;

2) naTa BHECEHUSI U3MEHEHUN B MPOTOKOJI KIIMHUYECKOT'O UCCIEAOBaHUS;

3) HaMMEHOBAHKE U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaMMEHOBaHWE OpraHU3alliH, MPHUBJICYEHHOW pa3pabOTUMKOM JIEKApCTBEHHOrO Mpernapara K
OpraHu3al1M [IPOBEACHUS KIMHUYECKOTO UCCIIEe0BaHus (IIPU HAIMYUN);

5) HAaMMCHOBAHUA W MECTa HAXOXACHHA MCIHNIMHCKHX Opl"&HPB&I.IPII’I, B KOTOPBIX HPOBOAUTCH
KIMHUYCCKOEC NCCICIJOBAHUC,

6) JaTta BblIa4M pa3pCHICHUA Ha HNPOBCACHUC KIIMHHUYCCKOrO HCCICAOBAHHUA W HOMCEP 3TOrO
pa3penieHus;

7) ©3MEHEHUs, BHOCUMBIEC B TIPOTOKOJI KIIMHHYECKOTO MCCIICTIOBAHUS.
(dactb 4.1 BBegena denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAONINA ABaAIaTH BOCBMHU paboyuX JHEH O JAHA MOTy4YEHHUs YKa3aHHOIO B
yacTu 4 HacTOsIIEeH CTaTbu COOOIICHHUsS, YIMOJHOMOUYEHHBIN (enepaiabHbIii OpraH HMCIOJHUTEIbHON
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BIIACTH pPacCMaTpUBAET 3TO COOOIIEHHE B YCTAHOBJICHHOM UM MOPAIKE U NPUHUMAET PEIICHHE O
BHECCHUM HM3MEHEHHMM B IIPOTOKOJ KIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpernapara it
MEIULMHCKOTO PUMEHEHHUSI WM 00 OTKa3e BO BHECEHWU TAKMX M3MEHEHHH, MOAMUCAHHOE YCHICHHON
KBaJTM(HUIIMPOBAHHOW AJIEKTPOHHON TOJMKCHI0, TOCPEICTBOM HANPABICHUS COOTBETCTBYIOIIETO
pelieHus B JIMYHBIM KaOWHET 3asBUTENsI B €AWHOW cucteme. [Ipm paccMoTpeHUM COOOIIEHUS O
HEOOXOUMOCTH BHECEHHS] W3MEHEHMH B MPOTOKOJI KIMHUYECKOTO HCCIETOBAHMS JIEKAPCTBEHHOI'O
mpemapata JUisi MEAMIIMHCKOTO TPUMEHEHHUs B LEeJSX OLEHKH OOOCHOBAHHOCTH MpeaaraeMbIxX
W3MEHEHUN U OIpEIEIICHUs] CTEIIEHNU PUCKA JUIsl MAlUMEHTOB, NPUHUMAIIUX y4acTUE B KIMHUYECKUX
WCCIICIOBAHMSX, YIOJIHOMOYEHHBIM (eliepalbHbIM OpPraHOM HCIOJHUTEIBHONW BIACTH MOTYT
MIPUBJIEKATHCSI SKCIIEPTHI COBETA IO 3TUKE U (MJIN) 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
MOXXET OBITh MPUOCTAHOBIEHO WM MPEKPAIIEHO, €CM B MPOIECCe ero MpoBeAeHUs OOHapyKeHa
ONACHOCTb I JKM3HH, 3J0POBbS MALMEHTOB. B ciydyae BO3HUKHOBEHHS ONACHOCTH ISl KU3HHU,
3710pOBbsl NALIMEHTA, YYACTBYIOLIETO B KJIMHUYECKOM HCCIICIOBAHMU JIEKAPCTBEHHOIO Ipemnapara s
MEJIMIIMHCKOTO TPUMEHEHUSs, UCCienoBaTenu o0s3aHbl MpouH(DOpPMUPOBATH 00 3TOM PYKOBOIUTENS
MEIMIIMHCKON OpraHu3alii W OpraHu3alyio, TMOJYYUBIIYI) pPa3pelICHUE YHOJHOMOYEHHOTO
(denepanbHOrO OpraHa HUCHOJHUTENBHOM BIACTM Ha OPraHU3alMI0 IPOBEICHUS KIMHHUYECKOTO
HCCIeAOBaHUsl  JIEKAPCTBEHHOIO Ipenapara. PemieHrWe O NPUOCTAHOBICHHM — KIMHUYECKOTO
HCCIIEI0BAHUS JIEKAPCTBEHHOIO IIpenapara sl MEIUIIMHCKOrO IPUMEHEHUS IPUHUMAIOT PYKOBOAUTED
MEJIMIMHCKON OpraHu3anuu W (WiId) OpraHu3aiusi, MOJYyYMBIIAs pa3peuieHUuEe YIOIHOMOYEHHOTO
(denepaabHOrO OpraHa WCHOJHUTEILHON BIACTH HA OPTraHMU3AIMIO IPOBEICHUS KIMHHYECKOTO
HCCIIEIOBAHUS JICKAPCTBEHHOTO Mpernapara il MEIUIIMHCKOTO MPUMEHEHHUSI, PEIIEHNUE O MPEKPAIICHUN
TaKOT'O MCCJIEI0BAaHUS IPUHUMAET YIIOJTHOMOUYEHHBIN (efiepaibHblii OpraH UCIOJIHUTEIbHON BJIACTH Ha
OCHOBaHUU COOOIIECHHS B MUCHBMEHHOW (QopMe pPYKOBOAMUTENS MEAUIIMHCKOW OpraHu3alud WU
OpraHu3aIlys, MOJYYHUBIIAs pa3pelieHre YMOJTHOMOUYEHHOTO (eAepalbHOr0 OpraHa HCIOIHUTEIBHON
BJIACTM HA OPraHU3aLUI0 IPOBEIACHUS KIMHMYECKOIO HMCCIIEIOBAaHUs JIEKAPCTBEHHOIO IIpernapara it
MEIHMIMHCKOTO TPUMEHEHUS.

7. B cpok, He MpeBbILAOMUN MATH pabouYuX THEH cO JHS 3aBEpIlEHUs, PUOCTAHOBICHUS WU
IIPEKPALLEHUS] KJIMHUYECKOTO HCCIECJOBAHMS JIEKAPCTBEHHOIO IIpernapara il MEIULUHCKOIO
NPUMEHEHHs, COOOIIeHHEe 00 3TOM HAIpaBIsAeTCs OpraHu3alMsIMHU, YKa3aHHBIMM B 4acTH 3 cTaTbu 38
Hacrosiero denepanbHOTO 3aKOHA, B YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCTIOJHUTEbHON BIaCTH
10 YCTaHOBJIEHHON UM (opMme.

8. ®opma cooOuieHUs] O 3aBEpILICHUH, NPUOCTAHOBIECHUM WM NPEKPALICHUH KIMHUYECKOTO
HCCIIeIOBaHMS JIEKAPCTBEHHOTO MIpernapaTa JUisi MEIUIIUHCKOTO MPUMEHEHHS JI0JKHA COepKaTh:

1) I/IH(bOpMaI_[I/II-O 0 MCI[I/II_[I/IHCKOI‘/'I OpraHu3anuu Wil MCIUIUHCKHUX OpraHU3alusiaX, IMPOBOJHUBIINX
JaHHOC UCCIICAOBAHHC,

2) OIMMCAHUEC JaHHOT'O UCCIICAOBAHMAA,

3) manHble uccnenoBatens (haMuiIms, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMAaeMas JOJKHOCTD,
CHEIMAILHOCTh, CTaX padOThl IO TpOrpaMMaM KIWHUYECKHX HCCIICIOBAaHUHN JIEKAPCTBEHHBIX
MperapaToB, IMEPEUYeHb KIMHUYCCKUX HCCIICIOBAHUN JICKQpPCTBEHHBIX IPEIapaToB, B KOTOPBIX OH
MPUHUMAJ y4acTHe (IIEPHOIbI YYacTHsI) B KAUECTBE MCCIISA0BATES HIIU COMCCIICIOBATENA);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)
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4) pe3yinbTaT AAHHOTO MCCJIENOBaHUS (3aBepIEHHE, NPUOCTAHOBJICHUE WIM TNpeKpalleHue
JAHHOTO WCCIIEIOBaHMs C yKa3aHHEM MX MPUYUH U BIMSHMUA Ha OLEHKY €ro pe3yjibTaToB, OOIIYIO
OLICHKY PHUCKa M OKHJAE€MOH IOJIb3bl OT IPUMEHEHUS HCCIEAYEMOro JIEKapCTBEHHOIO Ipemnapara, a
TaK)Ke IpeanoaraeMple faibHenme 1elcTBus).

8.1. Ilpu BbeIsIBIEHWU (DenepabHBIM OPraHOM MCIOJHUTEIBLHON BIIACTH, OCYIIECTBISIOIINM
(GyHKIMM TIO KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpaHEHMs, HapyLICHUM MNpaBuUi HaaJeKaiei
KJIIMHUYECKOW TMPAKTUKU MPHU NPOBEIECHUHM KIMHUYECKOTO HMCCIENIOBAaHMS JIEKApCTBEHHOrO Mpernapara,
BIUSIONINX Ha TMOJHOTY U (WJIM) JOCTOBEPHOCTH JAHHOTO KIMHHUYECKOTO HCCIIEIOBAaHUS, YKa3aHHBIN
(denepanbHBIA OpraH HCIOJHUTEIHHON BJIIACTH MPUOCTAHABIMBACT MPOBEICHUE JAHHOTO KIMHHYECKOTO
HCCIIEIOBAHUS U BBIHOCUT MEAUIMHCKON OpraHu3alvd, B KOTOPOW MPOBOAUTCA JAHHOE KIMHHUYECKOE
WCCTeOBaHNe, TMpeAnucanue o0 YCTpaHEHWH BBISBICHHBIX HapymeHud. [lpm HeycTpaHeHUH
MEJIMLUMHCKOM OpraHu3alyedl BBbISBICHHBIX HApyLICHUH B YCTAHOBJICHHBIM B MPEINMCAHUU CPOK
yKa3aHHBIN (enepalbHbIil OpraH HCHONHUTENBHON BJIACTU TMPHUHHMAET pEIIeHHe O MpeKpalleHun
MPOBEJICHUS] KIIMHUYECKOTO UCCIeIOBAHUS JIEKApCTBEHHOTO MperapaTa M HampasiseT B (eaepaabHbIN
OpraH WCIIOJIHUTEIHHOW BIIACTH, OCYIISCTBISIONMA (QYHKIMH 10 BBIPAa0OTKE U peaau3aluu
rOCYJJapCTBEHHOM TOJUTUKH M HOPMATHUBHO-IIPABOBOMY PETYJIHPOBAHUIO B cepe 31paBOOXpaHEHUS,
3aKJIFOYEHUE O BBISBJICHUU MPHU MPOBEICHUHU JAHHOTO KJIMHUYECKOTO UCCIIEIOBAaHUS HAPYIICHUN TTPaBUIl
HaJuIexKalled KIMHUYECKOW MPaKTUKU JJid MNPUHATHS pelieHus 00 OTMEHEe pas3pelieHus Ha
OpraHU3alMI0 MPOBEACHUS MJAHHOTO KIMHUYECKOIO MCCIEIOBAHUSA C JaThbl NPUHATUS PEHICHUS O
MIPUOCTAHOBIICHUH MPOBEAECHUS KIIMHUYECKOT0 UCCIEOBaHUs JIEKAPCTBEHHOTO IIpenapara.

(uactb 8.1 B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpu mpoBeneHUM KIMHUYECKOTO HCCIIENOBAaHUS JIEKApCTBEHHOIO Ipernapara Juis
MEUIIMHCKOTO MPUMEHEHUS B cllyyae YTOYHEHUS (M3MEHEHHUs) JaHHBIX, COJACPKAIIUXCS B pa3pelieHnn
Ha NPOBEIECHUE JAaHHOIO KIMHUYECKOrO MCCIEIOBAHMS, HA OCHOBAHWU HAIPABICHHOIO B JIMYHBIN
KaOMHET YNOJHOMOYEHHOTO (hesepasbHOr0 OpraHa HCHOJHUTENbHOM BIacTH B €AMHOM cHcTeMe
oOpaleHus: 3asBUTEIN, MOJMUCAHHOTO YCHJICHHON KBAaJU(HUIMPOBAHHOW AJIEKTPOHHOU MOJMHUCHIO, C
MPUIIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAHHUS U JIOKYMEHTOB, MOJTBEPXKAAIOUIMX HEOOXOIUMOCTh
YTOYHEHUS IAaHHBIX, YIIOJHOMOUYEHHBIH (enepabHblii OpraH HCHOJHHUTEIBHON BIIACTH B CPOK, HE
MPEBBILIAIONINM IBaIIaTH BOCHMH pabO4YUX JHEH €O JHA MOCTYIUICHHUS Takoro oOpaieHusi, BHOCHUT
U3MEHEHMs B pa3pellieHHe Ha MPOBEJCHHME KIMHUYECKOIO MCCIIEJOBAHUS JIEKAPCTBEHHOIO Ipenapara
JUIE MEIMLMHCKOTO TPUMEHEHHUS W PEEeCTp BBIJAHHBIX pa3pelIeHud Ha NpOBEAEHUE KIMHUYECKHX
UCCIICZIOBAaHUM JIEKAPCTBEHHBIX IpENapaToB, a TAK)KE HAIPABISCT B JIMYHBINM KaOMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIIUCKY W3 peecTpa BbIJAHHBIX pPa3pelIEHUl Ha MPOBEACHHUE KIMHUUYECKUX
UCCIIEIOBAaHUM  JIEKQpCTBEHHBIX IpENapaToB, MOJANUCAHHYIO YCHUJICHHOHW KBalIU(QUIMPOBAHHON
AJIEKTPOHHOMN MOAINKCHI0, TUOO0 MPUHUMAET pellieHrne 00 0TKa3e BO BHECEHWH M3MEHEHUH B pa3pelieHne
Ha NPOBEJEHUE KIMHUYECKOIO HCCIEA0BaHMs JIEKAPCTBEHHOIO Ipernapara [yuil MEIUIIMHCKOTO
NPUMEHEHUs W HampaBiseT B JIMYHBIA KaOMHET 3asBUTENs B €AMHOM CHUCTEME 3TO pELICHHE,
MOJIMMCAHHOE YCUJICHHOW KBATM(HUIIMPOBAHHON 3JIEKTPOHHOM MOAMKUCHIO, C YKa3aHUEM MPUYMH OTKa3a.
(uactsp 8.2 BBeeHa PenepasbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

9. VYNOJTHOMOYEHHBIH (QenepaibHbIii OpraH MCIOJHUTENFHOW BIACTH OIMYOJIMKOBBIBAET U
pasMmemaer Ha CcBoeM oduIHaTbHOM caiite B cetd "HMHTepHeT" COOOIIeHHE O 3aBepIIeHUH,
IIPUOCTAHOBJICHUU WIHA NPEKPALIEHUN KIMHUYECKOrO HCCIIECJOBAHMs JIEKAPCTBEHHOIO Ipernapara Ajis
MEIULMHCKOTO MPUMEHEHUS B CPOK, HE NMPEBBIIIAIONIUI MATH pabounx JHEH co AHSA ero Mojy4yeHus, B
YCTaHOBJIEHHOM UM TOPSJKE.

10. YrmonHoOMO4YeHHBIH (enepanbHblii OpraH HCIOTHUTEIBHOW BIACTH OCYIIECTBISICT BEICHUE
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peecTpa  HcCclIeAOoBaTene, NPOBOASIIMX WM  NPOBOJUBLIMX  KIMHUYECKHE  HUCCIIEJOBAHUS
JIEKapCTBEHHBIX NPENapaToB A MEAUIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM
[IpaBUIAMH M pa3MeUIaeT ero Ha CBOeM OpHIMaIbHOM caiite B ceTH "MHTepHEeT" B yCTAaHOBICHHOM UM
HOpAJKE. YKa3aHHBIM PEECTp COAEPXKUT HHPOPMAIUIO, MPEAYCMOTPEHHYIO NYHKTOM 3 dyactu 8
HACTOAIIEH CTATBH.

11. Ortder o pe3ynapTarax KIMHMYECKOTO KCCICIOBAHUS JIEKAPCTBEHHOTO TIperapara s
MEJIHUIIUTHCKOTO MMPUMEHEHHSI COCTABIISICTCS OpraHU3aliel, YKa3aHHOW B 4aCTH 3 CTaThu 38 HACTOSIIETO
denepallbHOTO 3aKOHA, M MPEACTABISACTCS B YIOJTHOMOYCHHBIN (eiepabHbII OpTaH UCMOTHUTEIBHON
BIIACTH, BBIIABIIMN pa3pellicHHe Ha TPOBEACHHE JTOTO HCCIIECIOBAHHS, B CPOK, HE MPEBBINIAOIINN
JBEHA/IIATA MECSAILEB CO JIHS €ro 3aBepIICHHUs, MPUOCTAHOBIICHUS WM TPEKpANICHHS, B TOPSIKE,
YCTaHOBJICHHOM YTIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPraHOM HCITOJTHUTEIBHON BIIACTH.

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

12. Hapymienune npaBuil Haajexamled KIMHUYECKOW MPAKTUKH, (anbCUUKALMs pe3ysbTaToB
KJIIMHUYECKOT0 MCCIIEN0BaHUs JIEKAPCTBEHHOIO Ipenapara JJii MEIUIUHCKOTO IPUMEHEHHUs BIEKYT 3a
co0Ol OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOATENLCTBOM Poccuiickoit deneparui.

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

13. TIlpm mnpoBeAeHWH KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara Jist
MEIULMHCKOrO NMPUMEHEHUs J0IyCKaeTcsl 3a00p y MaleHTOB OMOJIOTHYECKUX MaTepuasoB (00pasibl
OMOJIOTMYECKUX O KUJKOCTEH, TKaHeW, CEKpPEeTOB U MPOAYKTOB JKU3HEAEATENbHOCTH 4YellOBeKa,
(U3MOJIOTMUECKUX W TATOJIOTMYECKUX BBIACTICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTIaHU3MOB,
OuomncuiHbId Marepuan) A ux uszydeHus B Poccuiickoiri ®enepanyu u (win) 3a Openenamu
Poccuiickoit deneparum.

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

14. Hopsanok BBO3a B Poccuiickyro deneparuio U BbiBO3a 3a npenenbl Poccuiickoit denepannun
OMOJIOTMYECKUX MAaTepualioB, TOJYYEHHBIX TMPU TNPOBEACHUM KIWHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOr'0 TMpernapaTta s MEAUIMHCKOrO MPUMEHEHHUs, ycTaHaBiauBaercs [IpaBurenbcTBOM
Poccuiickoit ®eneparum.

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

Crtatbs 41. [loroBop O nNpoBeAeHNN KIIMHUYECKOro nccriefoBaHnUsl NeKapCTBEHHOro
npenapara Ans MeaULUHCKOro npuMeHeHus

1. KnuHuueckoe ucciieJoBaHUE JIEKAPCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUM C JOTOBOPOM O IPOBEIEHUU KIMHUYECKOIO MCCIEI0BaHUS
JIEKapCTBEHHOI'O Ipemnapara JUlsi MEAUIIMHCKOrO MPUMEHEHUS, 3aKIII0YaeMbIM MEX]y OpraHu3aluei,
MOJyUYMBILEH pa3pellleHHe YHNOJIHOMOYEHHOTO (elepajabHOro OpraHa HCIOJHUTENbHON BJIACTH Ha
OpraHU3alMI0 MPOBEACHUS TAKOTO MCCIIEAOBAHMS, U MEAULUHCKONW OpraHu3alnuei, OCyIlecTBIISIONEH
IIPOBEJIEHUE TAKOI'O UCCIIEIOBAHMSL.

2. I[OI‘OBOp O HNPOBCACHUU KIMHHUYCCKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara HJid
MCIUIIUHCKOI'0 IPpUMCHCHUS JOJDKCH COACPIKATD!:

1) ycnoBus ¥ CPOKH NMPOBEIECHUS JAHHOTO UCCIIEIOBAHMUS;

2) OIpCACIICHUE 06111617[ CTOMMOCTH IIpOTrpaMMbl JAaHHOI'O HCCJICAOBAaHUA C YKa3aHHUEM CYMMBI,
npenHa3Haqa10meI71ca JJIA BBIIIJIAT UCCIICAO0BATCIAM, COUCCIICAOBATCIIAM,
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3) OIIPECACIICHUC (l)OpMLI MMPEACTaBJIICHUA PC3YJIbTATOB JAHHOT'O UCCIICIOBAHUS B yrIOJ'IHOMOLICHHHﬁ
(bCIIepaHBHHﬁ opraH HCIIOJIHUTEILHOM BIACTH.

Cratbs 42, duHaHcoBoe obecneyeHue KIMMHU4YeCKOoro nccnenoBaHust
NneKapCTBEHHOro npenapara gns MeauLUHCKOro npuMeHeHus

dunancoBoe obecneyeHre KIMHUYECKOIO HUCCIICAOBAaHUA JICKAPCTBCHHOT'O IIp€niapara I
MCIUITUHCKOI'O0 IPUMCHCHUS OCYIICCTBIIACTCSA 3a CUCT:

1) cpencTs denaepanbHOTO OFOIKETA;

2) CpeACTB OpraHu3aldid, MOJYYHBIIMX pa3pelieHue Ha OPraHu3aIlii0 MPOBEACHHS TaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBUSIMHU JOTOBOPA O €ro NMPOBEICHUY;

3) MHBIX HE 3aNpPeIICHHBIX 3aKOHOIaTeLCTBOM Poccutickoii denepariii ICTOYHHUKOB.

Cratba 43. lNpaBa nauvMeHTOB, Y4YacTBYWLMX B KIMHUYECKOM uUCCNefoBaHUU
NeKapCTBEHHOro npenapara Ana MegUUUHCKOro NpuMeHeHus

1. VYyacthe manuMeHTOB B KJIMHWUYECKOM WCCJICJAOBAHUM JICKAPCTBEHHOTO TIperapara s
MEIUIIMHCKOTO MPUMEHEHHUS ABIISETCS JOOPOBOJIBHBIM.

Koncynprantllntoc: npumeuanue.
C 01.01.2025 B a63. 1 4. 2 cT1. 43 BHOCsATCS M3MeHeHUs (P3 ot 30.01.2024 N 1-D3).

2. INammeHT WM ero 3aKOHHBIA NPEICTaBUTENb JOJDKEH ObITh MH(GOPMHUPOBAaH B HMHCHMEHHOU
dopme:

1) 0 JICKAPCTBCHHOM IIpenapare IAjid MCAUIHWHCKOrO IMPUMCHCHHUA M CYIIHOCTH KIIMHHUYCCKOI'O
HCCIICAO0BAaHMA 3TOTO JICKAPCTBCHHOI'O ITpCIiapara,

2) o 6€30MacHOCTH JICKAPCTBEHHOTO TperapaTa JIsi MeIUIUMHCKOTO MTPUMEHEHHUS, €T0 0KUIaeMOM
3¢ (HEeKTUBHOCTH U CTENEHU pUCKa I MAIUECHTA;

3) 00 YCIOBHUAX y4aCTUA NMAIIMCHTA B KIIMHUYCCKOM HCCIICAOBAHHU JICKAPCTBCHHOI'O IIpCIiapaTta
I MEAULTUHCKOT O ITPUMCHCHMU

4) 0 [OCJM WM OCIEX W IMPOAOJIZKUTCIBHOCTH KIIMHUYCCKOr0 HCCIICAOBAHUA JICKAPCTBCHHOIO
npenapara ajid MCIUIUHCKOIO NIPUMCHCHUA

5) o nmelCTBHAX MalUeHTa B cily4yae HeNnpenBUICHHBIX 3()(EeKTOB BIUSHUS JEKapCTBEHHOTO
npenapara Jiuisi MEJULUHCKOIO IPUMEHEHHSI Ha COCTOSIHUE €T0 3/I0POBbS;

6) 00 YCIOBHUAX 00513aTENILHOTO CTpaxOBaHUs JXU3HU, 3A0POBbA ITALIUCHTA,

7) 0 TapaHTHAX KOH(I)I/I)ICHI_II/IEU'ILHOCTI/I y4dacTusa TMNalUCHTA B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTO IIperiapaTta i1 MCAUIIUHCKOI'O IPUMCHCHUS.
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KoncynprantlInroc: mpumedyanue.
C 01.01.2025 4. 3 ct. 43 uznaraercs B HoBou peaakuuu (@3 ot 30.01.2024 N 1-D3).

3. Z[O6pOBOJ'IBHOC COIIaCre ManueHTa Ha Y4aCTHC B KIIMHUYCCKOM HCCJICAOBAHHUH JICKAPCTBCHHOT'O
npenapara i MCIUIOHUHCKOIO HNPUMCEHCHUS HNOATBEPKAACTCA €ro MNOANHNCHhHO WKW IMOAIMUCBIO €TI0
3aKOHHOI'O MPCACTABUTCIIA Ha I/IH(bOpMaI_[I/IOHHOM JIUCTKC MMallCHTA.

4. TlauMeHT WM €ro 3aKOHHBIM MPEACTaBUTEIb HMMEET IPaBO OTKA3aTbCsl OT y4dacTUs B
KIIMHMYECKOM HCCIIEJIOBAaHUH JIGKAPCTBEHHOTO TIperapara Julsi MEIUIIMHCKOTO NMPUMEHEHHs Ha JIF000H
CTaJ1M MPOBEJICHNS TAKOTO UCCIIEIOBAHNUS.

Koncynprantllntoc: npumeuanue.
C 01.01.2025 B 4. 5 cTt. 43 BHOCsTCS M3MeHeHus (D3 ot 30.01.2024 N 1-D3).

5. TlpoBeneHre KIMHHYECKOTO HWCCIEIOBAHHS JICKAPCTBEHHOTO Iperapara il METUIIHHCKOTO
MPUMEHEHHS C YJacTHEM B KaueCTBE MALMEHTOB JIETEH IOMMYyCKACTCsl TOJNBKO C COTJIACUS B IIMChbMEHHOMN
dbopMe ux poautenei, ycpiHOBUTeNned. J[eTh MOTyT paccMaTpuBaThCi B KadyecTBE MOTEHIIMATIbHBIX
ManuCHTOB TAaKOro HWCCICAOBAHUA, TOJBKO CCJIM Cro IpOBCIACHUC HCO6XOI[I/IMO AJId YKPCIJICHUA
3I0pOBbsI JIeTel WM TPO(UIAKTUKA WH(EKIIMOHHBIX 3a00JI€BaHU B JIETCKOM BO3pacTe JIMOO eclin
[ENIBI0 TAKOTO MCCIIEAOBAHMS SBISIETCS MOMYYCHNUE JaHHBIX O HAWIYYIIeH JO3MPOBKE JIEKAPCTBEHHOTO
npernapara Ui JICYCHUs JIeTei. B 3THX ciydasX TakoMy HCCIIEIOBAHHIO JOJDKHO MPEIIIECTBOBAThH
KIIMHAYECKOE HCCIICIOBaHNE JICKAPCTBEHHOTO TMperapara il MEIUIIMHCKOTO TPUMEHEHHS Ha
COBEPILEHHOJIETHUX TpakJaHaxX, 3a HCKIIOYEHHEM CIIyyaeB, €CJIM HCCIEeIyeMblil JeKapCTBEHHBIH
npenapar il MCAUIHUHCKOIO HNPUMCHCHHUA IMPCAHA3HAYCH HWCKIHOYUTCIIBHO I HCIOJb30BAHUA
HCCOBCPIICHHOJICTHUMU I'paKaaHaMU.

(B pen. ®exnepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpeuiaercss NpPOBEACHHE KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOrO Tpernapara Juis
MEIUIIMHCKOTO MPUMEHEHHSI C yUaCTUEM B KaUE€CTBE MAI[UECHTOB:

1) HeTeﬁ—CI/IPOT n z[eTeﬁ, OCTaBIIMXCS 0€3 MOMCUYCHHS pOI[PITCJ'IGﬁ;

2) KEHUIMH B IMepuox OEpeMEHHOCTH, JKEHIIWH B IEpUOJ] TPYIHOr0 BCKapMJIMBAaHHUA, 32
UCKJIIOUEHHEM CIIy4aeB, €CIU IPOBOJUTCA KIMHUYECKOE HUCCIEN0BAaHME JIEKAPCTBEHHOIO Ipernapara,
MIpeIHa3HAYEHHOT0 JUIsl YKa3aHHBIX JKEHILUH, IPU YCIOBUU HEOOXOJMMOCTH MOJydeHUs: MH(pOpMaluu
TOJIbKO BO BPEMs IIPOBEIEHUS COOTBETCTBYIOUIMX KIMHUYECKHUX HCCICIOBAHUM W IPUHATUSA BCEX
HEOOXOJMMBIX MEep IO HCKIIYEHHUIO PUCKAa HAHECEHMs Bpela JKEHIIMHE B IMEpUoj OepeMEHHOCTH,
KEHIIMHE B IEpUOJ] TPYAHOTO BCKApMIIMBAHUS, IIJIOAY WU PeOCHKY;

3) BOEHHOCIY)XalllMX, 3a HCKIIOUEHUEM CIIy4yacB IPOBEICHUS KIMHUYECKOIO HCCIIEI0BaHUS
JIEKapCTBEHHOTO TMpernapara, CIEMUalbHO pa3pabOTaHHOTO Ui NMPHUMEHEHHsS B YCIOBHUAX BOCHHBIX
NEeNCTBUM, Ype3BbIUAMHBIX CHUTyalud, NPOQWIAKTHUKUA U JIeYeHUs 3a00JieBaHUN U MOpPaKEHUH,
IIOJYYEHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJAronpUATHBIX XMMUYECKHX, OHOJIOIMYECKHUX,
panuanuoHHbIX (hakTopoB. KimHMUYeckoe HccieloBaHHE TAKOrO JIEKAPCTBEHHOIO Mpernapara MOXKET
IIPOBOJUTHCSI € y4acTMEM B  KayeCTBE IALIMEHTOB BOEHHOCIYXAIIUX, 3a HCKIIOYEHUEM
BOCHHOCITY>KAaIllMX, MPOXOAAIIMX BOCHHYIO CIy>KOy MO MpH3bIBY, ¢ coOdrofeHueM TpeOoBaHUH,
YCTaHOBJICHHBIX HAcCTOAIIKUM DeepalbHbIM 3aKOHOM B OTHOLICHUU TPAXIAAHCKUX JIMLI,
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4) cOTpyAHHUKOB IPAaBOOXPAHUTEIbHBIX OPTaHOB;

5) nun, oTOBIBAIOIIMX HAaKa3aHUE B MECTaX JIMIICHUs CBOOOJIBI, a TAKXKe JIML, HAXOISAIIUXCS MO
CTPa’KEU B CICCTBEHHBIX U30JIATOPAX.

Koncynprantlntoc: npumeyanue.
C 01.01.2025 B 4. 7 ct. 43 BHOCsTCs M3MeHeHUs (D3 ot 30.01.2024 N 1-D3).

7. I[OHyCKaeTCSI MPOBCACHUC KIIMHHUYCCKOI'0 MCCICIHOBAaHUA JICKAPCTBCHHOI'O IIpcIliapaTta Iajid
MCOUIIUHCKOI'0 MPUMCEHCHUA, IPCAHASHAYCHHOT'O MJIA JICUHCHUSA TICUXUYCCKUX 33,60J'IGB3HPII>1, C y4aCTUCM
B Ka4e€CTBC IAaUMCHTOB JIMI C IICUXHYCCKHMHU 3a6OJ'IeBaHI/I$IMI/I, IIPHU3HAHHBIX H€,I[€GCHOCO6HBIMI/I B
OOPAJAKE, YCTAHOBJICHHOM 3daKOHOAATCIIBCTBOM Poccuiickoit q)eﬂepaulzm. Knnandgeckoe HCCIICOAOBAHUC
JICKApCTBCHHOT'O IIpCliapaTa B 3TOM CJIydac NPOBOAUTCA IMPU HAJIUYHUU COTJIACHA B MUCBMEHHOMN (1)0pMe
3aKOHHBIX HpeI[CTaBI/ITGJIeI\/'I YKa3aHHBIX JIWII.

Cratba 44. OO6sA3atenbHOe CTpaxOBaHUe XU3HW, 300pPOBbA MNaALMEHTa,
y4yacTBylOLWEero B KINMHUYECKOM MUCCriefoBaHUM JeKapCTBEHHOro npenapara Aansa
MeAULMUHCKOro npuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJy4MBIIAs pa3pelieHHe Ha OpraHU3alMI0 MPOBEACHHUS KIMHUYECKOTO
WCCTIEOBaHUS JICKAPCTBEHHOTO Tpernapara Jyuisi MEAMIIMHCKOTO TMpUMEHEHHUs, 00si3aHa B KadecTBE
CTpaxoBaTessi CTPAXOBaThb PHUCK NPUYMHEHUS] Bpela >KU3HU, 3J0POBbI0 MAlMEHTa B peE3yJbTaTe
MIPOBEICHUSA KIMHUYECKOIO HCCIIENOBAHUSA JIGKAPCTBEHHOIO Ipemapara Uil  MEIMUIMHCKOrO
MIPUMEHEHHUS 32 CBOM CUeT MyTeM 3aKIIFOUeHHS 10T0BOpa 003aTeFHOTO CTPaXOBaHUSI.

2. OOBEeKTOM 0053aTeNBPHOIO CTPAXOBAaHUS SBJISIETCS WMYIIECTBEHHBIH WHTEpEC IMalUeHTa,
CBSA3aHHBIN ¢ IPUYMHEHUEM Bpea €ro KU3HU UM 30POBBIO B PE3YJIBTATE IIPOBEACHUS KIMHUYECKOTO
HCCIIEA0BaHM JICKAPCTBEHHOTO IIpernapara Juisi MEAULIMHCKOTO IPUMEHEHHS.

3. CTpaxoBBIM ClIy4aeM IO JIOTOBOPY 00S3aTE€bHOTO CTPaXxOBaHMS SIBJSETCS CMEPTh MallMEHTa
WIM yXyALIEHUE €ro 370pOBbs, B TOM YHCIE BJEKyIlee 3a co00i yCTaHOBIEHHE WHBAIMIHOCTH, MpPU
HAJIMYUU PUYMHHO-CIIEACTBEHHON CBSI3U MEXKIY HACTYIUICHHEM 3TOTO COOBITHS U Y4acTHEM MallleHTa
B KJIMHMYECKOM MCCIIEJOBAaHUH JIEKapCTBEHHOI'O IIpenapara.

4, Tp€6OBaHI/I$I 0 BO3MCIICHHMU BpCaa, MPUUYUMHCHHOI'O JXU3HMU WM 3J0POBbBIO IMAIIMCHTA,
MMPCABABIAIOTCA B TCUCHHUC CPOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX rpaxaIaHCKUM

3aKOHOJIATCJILCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIJIATHI 11O AOT'OBOPY 00513aTeNILHOTO CTpaxoBaHUs COCTABJIACT:

1) B ClIydyac CMCPTH IMAalMCHTA JIBa MUJUIMOHA py@]’[eﬁ Ha KaXA0ro IanueHTa, y4aCTBOBABLICTO B
KIIMHUYCCKOM HUCCJICIOBAHUH JICKAPCTBCHHOT'O IIPCIiapara,

2) npu yXyALLIEHUH 30POBbs MALIUEHTA!

a) MOBJIEKIIEM 3a COOOM YCTaHOBJIEHWE MHBAIUIHOCTU | rpymIibl, OMH MUJIJIMOH MATHCOT ThHICSY
pyOieil Ha KaXAOro MHalUeHTa, y4YacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAaHUH JIEKAPCTBEHHOIO
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npernapara;

0) moBinekiIeM 3a coboil ycraHoBieHHWe MHBaIWAHOCTU Il rpymnmbl, OUH MHJUIMOH pyOned Ha
Ka)KJI0ro MalMeHTa, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOIO NIpenapara;

B) NIOBJIEKIIEM 3a co00il ycraHoBiieHne uMHBanuaHocTU III rpynmel, mSTBCOT ThIcSAY pyOJsiel Ha
Ka)KJI0OTO MAllMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIEA0BAHUH JIEKAPCTBEHHOTO IPENapara;

I') He TIOBJIEKIIEM 3a cO0OM yCTaHOBIICHHsI MHBAJIMIHOCTH, HE OoJiee yeM TpUcTa Thicsad pyOsel Ha
KaKJOro MAalWEeHTa, y4aCTBOBABIIETO B KIMHUYECKOM MCCIEIOBAHUU JIEKapCTBEHHOIO IIpenapara,
HCXOId W3 HOPMATHUBOB, OTPaXKalOLIUX XapakTep U CTENEHb IIOBPEXKACHUS 310pOBbs, a TaKXKe
(aKTHYECKH TIOHECEHHBIX TMAalMeHTOM pACXO/J0B, BBI3BAaHHBIX IOBPEXKIECHUEM 370pOBBS, Ha
MEIUIMHCKYIO OMOILb, TPUOOPETEHNE JIEKAPCTBEHHBIX MIPETapaToB.

(nm. "r" B pea. @exaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrparwi cuity ¢ 1 urong 2015 roga. - @enepanbhblii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0TroBopa 00513aTEILHOIO CTPAaxOBaHHA HE MOKCT OBITh MCHEC, UCM CpOK HPOBCACHUA
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOTO IIpCIiapara.

8. YcioBus moroBopa 00s3aTENbHOTO CTPAaXOBaHHA, B TOM YHCIE CTPAaxOBble TapU(BI IO
00s13aTeTbHOMY CTPaXOBaHUIO, IMEPEYCHb HEOOXOIMMBIX JOKYMEHTOB ]ISl OCYIIECTBIICHUS CTPAaXOBOMH
BBITUTATHI, TIOPSJIOK YCTAHOBIICHUS CTpaxoBaTelIeM HHIUBUIYATHLHOTO HICHTH(UKAIIMOHHOTO KOJa
MaIeHTa, MOPSJAOK HWH(GOPMUPOBAHUS  CTPAaxOBaTelIeM CTPAXOBIIMKA O MPHBICYCHHBIX K
KIIMHHYECKOMY  HMCCJICIOBAHHUIO JIEKAPCTBEHHOTO IMperapara Ui MEIMIMHCKOTO TMPUMEHEHUS
MarUeHTax, MOPSAJOK YIUIAThl CTPaXOBOW MPEeMHUH, MOPSAIOK peau3allii OMPEIeIICHHBIX HACTOSIIIUM
denepallbHBIM 3aKOHOM M JIpyruMH  (hefepaabHbIMA 3aKOHAMHU IPaB M OO0S3aHHOCTEH CTOPOH I10
JIOTOBOPY 00S3aTEILHOTO CTPaxXOBaHUsS, a TaK)KE HOPMATHBBI, OTPAKAIOIIUE XapaKTep U CTENeHb
TTOBPEKICHHS 3JI0POBbS, YCTAHABIIUBAIOTCS TUIOBBIMU MPABHIAMU 00S3aTEIIBHOTO CTPAXOBAHHUS.

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

9. B cnywyae mnpuyYMHEHUS Bpeda OJKW3HM TAIMEHTA, Y4YaCTBOBABIIETO B KIMHUYECKOM
WCCIIC/IOBAaHUH JIEKAPCTBEHHOTO Iperapara, BBIFOJONPHOOPETATENIIMUA IO JIOTOBOPY 00s3aTEIbHOTO
CTpaxOBaHMs SBISIIOTCS TPaKAaHE, UMCIONIME IPaBO Ha BO3MEIICHHE Bpela B CiIydyae CMEpTH
KOopMWJiblla B COOTBCTCTBHU C I'PAXIAHCKHUM 3aKOHONATEJILCTBOM, IPU OTCYTCTBUH TAKUX I'paXJaH -
poauTEIn, CYIpPyr, ACTH YMEPIICTO ITalMCHTA, Y4YaCTBOBABIICI'O B KIMHHUYECCKOM HCCICAOBAHUN
JICKApCTBEHHOTO TIperapara, B Cllydae CMEpPTH IIallMeHTa, Yy4YaCTBOBAaBIIETO B KIMHUYECKOM
WCCIICIOBAaHHUH JIEKAPCTBEHHOT'O Mperapara i He MMEBIIEr0 CaMOCTOSTEILHOTO TOX0/1a, - TPaXKIaHe, Ha
WOKJIMBEHUH KOTOPBIX OH HAaXOJIWJICS, B OTHOIICHUH BO3MEIICHUS PACXO0B Ha MOTpeOCHHUE MAaIUCHTa,
y4acTBOBABIIECTO B KJIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO MpernapaTa, - JIUI0, TIOHECIee TaKue
PacXoibl.

10. CTanOBaSI BbIIIJIaTa B CYET BO3MCHICHUA BpEaa, IMPUUYMHCHHOI'O JXHW3HHU IallkMCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAaHHUU JICKAPCTBCHHOI'O IIp€riaparta, pacrupeacisi€TCa MEXAY
BBIl"OI[OHpI/IO6pCTaTCJ'I$IMI/I MMpONMOPHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX HOJIAX.

11. Ilpy HacTyluIeHMM CTpPaxoBOTO Ciy4ass NAlUEeHT, Y4acTBOBAaBIIMN B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKapCTBEHHOIO  IIpernapara,  BbITOAOIPHOOpETaTeNb  BIPAaBE  IPEIbSBUTH
HENOCPEACTBEHHO CTPaxOBUIMKY TpeOOBaHME O BO3MEILIEHUU MPUUYMHEHHOro Bpena. CrpaxoBas
BBIIIJIaTa OCYIIECTBIISIETCS CTPAXOBUIMKOM B TEYEHUE TPUJILATA JHEH CO JHSA IIPEACTABICHMS
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HEOO0XO/IUMBIX TOKYMEHTOB. IlanyeHT, yuacTBOBaBILIM B KIMHUYECKOM HCCIIEOBAaHUH JIEKApPCTBEHHOTO
mpernapara, WIM BbIrofonpuoOperaTens 00s43aH COOOMIUTh CTPAXOBLIMKY JJSl  OCYIIECTBIICHUS
CTpaxOBOW BBIIIATHl HMHIUBUAYAIBHBIA WACHTH(QHUKAIMOHHBIM KOJ TAlMEHTa, YCTAaHOBJICHHBIN
CTpaxoBaTeJeM B COOTBETCTBUHU C TUIIOBLIMU MPABUIAMH 00S13aTEIbHOTO CTPAXOBaHUS.

12. 1o mOJIHOTO OMpenesieHusl pa3Mepa MOJJIEKANEr0 BO3MEIICHUIO Bpeda CTPAXOBIIMK 10
3asBJICHUIO TIAIMEHTA, YYaCTBOBABIIEIO B KIMHHUYECKOM HCCJIEAOBAHHH JICKAPCTBEHHOI'O Tperapara,
WIM 3asABICHUIO  BBITOAONPHOOpETaTeNss BIOpPaBE OCYIIECTBUTh YacThb CTPAaXOBOM  BBIMIIATHI,
COOTBETCTBYIOIYIO (DaKTUYECKU OIPEICTICHHON YacTH MPUYNHEHHOTO Bpe/a.

13. CrpaxoBas BbIIUIaTAa B COOTBETCTBUH C JIOTOBOPOM OOS3aTENILHOTO CTPAaxOBaHUS
OCYIIIECTBIISIETCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIMXCS IO JPYTUM BUJIaM CTPAaXOBaHUS.

14. He pomyckaercs yd4acTU€ TMAIMEHTa B TMPOBEICHUH KIMHUYECKOTO HCCIEIOBAHUS
JIEKApCTBEHHOTO MperapaTa IpH OTCYTCTBUHU JOTOBOPa 00s13aT€ILHOTO CTPaXOBaHHUS.

15. KoHTposb 3a HCIOJIHEHHWEM OpraHM3alMel, MOJyYMBIIEH pa3pelleHHE Ha OpraHW3alUIo
IIPOBEACHUS  KIIMHUYECKOIO0 MCCIENOBAaHUS JICKAPCTBEHHOIO IIpenapara g MEIHUIMHCKOTO
NPUMEHEHHS, YCTAaHOBJICHHOW HACTOSIIECH CcTarbell OOS3aHHOCTH MO O0S3aTENBHOMY CTPaXOBAaHHIO
JKU3HH, 3A0pPOBbA IMMaOHWCHTA, YYAaCTBYIOLICTO (yqaCTBOBaBHIGFO) B KIIMHHYECKOM HCCICA0OBaHHUU
JIEKapCTBEHHOI'O  MpernapaTa, OCYIIECTBISETCS  YMOJHOMOYEHHBIM  (heepajbHbIM  OpPraHoOM
UCIIOJIHUTEIIBHOM BJIACTH, BBIAABIIMM pa3pelllCeHUE Ha NPOBEIACHHE KIMHUYECKUX MCCIEIOBaHNUN
JIEKapCTBEHHBIX MTPENAPATOB JUIsl MEIULMHCKOTO IPUMEHEHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPELOCTB
CraTtbsa 45. [Mpon3BOACTBO NeKapCTBEHHbLIX CPeaAcCTB

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB JOJKHO COOTBETCTBOBATh TPEOOBAHUSAM IIPABMI
Ha/JIeKalled MPOM3BOJACTBEHHOM MPAKTUKM, YTBEP)KACHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIIOJIHUTENBbHON Bi1acTu. OCOOEHHOCTH NEPEX0/Ia MPOU3BOJICTBA OTAEIBHBIX JIEKAPCTBEHHBIX
CPEJCTB K UX MPOU3BOJACTBY B COOTBETCTBUU C TPeOOBaHUSIMU MPaBUJI Ha/IJIEKAIEH MPOU3BOACTBEHHOMN
npakTuku ycrtaHaBiuBaroTcs [IpaButensctBom Poccuiickoii ®denepanmu. Bbimaua 3akimiodyeHUd O
COOTBETCTBUM IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM IPaBUJI  HaJUIeXkKalleH
IIPOM3BOJCTBEHHOW NPAKTHKH OCYLIECTBIIAECTCSA IO pe3ysbTaTaM HHCIEKTHUPOBAHMS ITPOU3BOIUTENIEH
JIEKAPCTBEHHBIX CPEIACTB B INOpsAJKe, ycTaHOBICHHOM IlpaBurensctBoM Pocculickonn @enepanuu.
Pasmep muatel 3a BblIayy 3aKIIOYEHUS O COOTBETCTBUU IIPOU3BOAMTEIN JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpaBUI HaJJIeXkalllel MPOU3BOACTBEHHOIN MPaKTUKU ycTaHaBiuBaeTcs lIpaBurenscTBOM
Poccniickoit ®enepannn. [lOopAnok opraHu3anuu W MPOBEACHUS WHCIEKTUPOBAHUS NPOU3BOJIUTENECH
JICKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBaHMSM IPAaBUII HaJUleXkKalllell MPOU3BOACTBEHHOMN
NpaKkTUuKH ycranasiusaercs [IpasurensctBom Poccuniickont denepannu.

(B pen. @enepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IIpous3BOACTBO JIEKAPCTBEHHBIX cpenctB B Poccuiickoit ®denepanuyi  OCYyIIECTBISETCS
MIPOU3BOUTEISIMHU JICKAPCTBEHHBIX CPEJICTB, UMEIOIIMMH JIUIICH3UIO HA TTPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepxaeHHe COOTBETCTBHS JUIEH3WATa MpaBWiIaM HaJJeXkalleid MpPOU3BOACTBEHHOMN
MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
Poccuiickoit @eaeparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2.1. Jlna nenell NHMLIEH3UPOBaHUS NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIHULIUHCKOIO
NPUMEHEHHUS U WHCIEKTHPOBAaHUS CYOBEKTOB OOpAIIeHHUs JEKApCTBEHHBIX CPEICTB Ha COOTBETCTBUE
TpeOOBaHUSAM  OpPaBWJI  HAJUIeKAIEH  MPOU3BOJACTBEHHOW  MPAaKTHKH  (QenepaibHbIi  opraH
HCIIOJIHUTENIBHONM  BJIACTH, OCYLIECTBIISIIOIIUMN TOCYJAPCTBEHHYI0 PErHCTPALMIO  JIEKAPCTBEHHBIX
MpernapaToB AJii MEIUIIMHCKOTO MPUMEHEHHUS, peAocTaBisieT ¢eaepalbHOMy OpraHy MCIOJIHUTEIbHON
BJIACTH, OCYILECTBIIAIOLEMY (eliepanbHbIi TOCYJapCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb 1€ATEIbHOCTH
10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB AJIS MEIULMHCKOTO MPUMEHEHHUS, 110 €T0 3allpocy B paMKax
MEXBEJOMCTBEHHOT'O MH(POPMALIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAHOBICHHOM (erepaabHbIM
OpPraHOM HUCIIOJIHUTEIIBHOM BJIACTH, OCYILECTBIAIOIINM JIMLICH3UPOBAHUE ITPOU3BOCTBA JIEKAPCTBEHHBIX
CPeACTB Ui MEIHMIMHCKOTO TPHUMEHEHHs, W (eaepalbHbIM OpPraHOM HCIIOJHUTEIHHON BIIACTH,
OCYIIECTBISIOINAM T'OCYJIapPCTBEHHYIO PETMCTPALMIO JICKAPCTBEHHBIX IMPENapaToB s MEIUIUHCKOTO
IIPUMEHEHHUS, CIIEAYIOIINE CBEICHUS O JIEKAPCTBEHHBIX CPEJICTBAaX (B TOM YMCIE B CIIydae, €ClIM Takue
CBEJIEHUS COCTABIISIOT KOMMEPUYECKYIO TalHy):

1) B orTHomeHuu (apmaneBTUUECKON CyOCTaHIIMM WIM (hapMaleBTHUECKUX CyOCTaHIIHA,
BXOJISIIIMX B COCTaB JIEKAPCTBEHHOI'O IMpemnapara (3a MCKIYeHHEM (papManeBTUUYEeCKUX CyOCTaHIIUH,
BKJIFOYEHHBIX B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaThed 34
Hacrosero denepanbHOro 3aKoHa):

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, o0I11e CBONCTBA;

6) HAaNMMCHOBAHUC U aApC€C IIPOU3BOJAUTCIIA,

B) TE€XHOJIOTHsSI MPOU3BOJICTBA C OMKUCAHUEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJSI HAa BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONMCaHKUE Pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

1) OITUCAaHKME KOHTPOJISI KPUTHICCKUX CTAIMH ITPOU3BOJICTBA U MPOMEKYTOIHON TIPOAYKIIHH;
€) TOKYMEHTAJIbHOE TIOJITBEPIKACHUE (BATHIAIIMSI) TPOIIECCOB ¥ (UJTN) MX OICHKA,

K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEl;

n) cnerudukanys Ha GpapManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aQHAINTHYECKHE METOJUKH, UCIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHUeCKON CyOCTaHITNH;

J'I) AOKYMEHTAJIIBHOC MMOATBEPKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, HMCIIOJB3YEMBIX IMPHU
OCYHICCTBJICHUHN KOHTPOJIA Ka4€CTBa q)apMaHeBTquCKOﬁ CY6CTaHLII/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil papmalieBTHUECKOM cyOcTaHIINY;

H) TlepeueHb CTaHIAPTHBIX OOpa3lOB WM BEIIECTB, HCIOJb3YEMBIX MpPHU OCYILIECTBICHUU
KOHTpOJIS Ka4eCTBa;

0) OMHCAaHNE XaPAKTEPUCTUK U CBOICTB YIIAaKOBOUYHBIX MAaTEPUAJIOB U YKYTIOPOUYHBIX CPE/ICTB;
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) IJaHHBIE O CTA0MIIBHOCTH (papMarieBTUUECKON CyOCTaHIIHH;

P) CPOK FOJIHOCTH;

2) B OTHOmICHMH (DapMaIeBTUUECKUX CYOCTaHIMA, BXOJSAIIMX B COCTaB JICKAPCTBEHHOTO
Mpernapara U BKJIOYEHHBIX B TOCYJAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosero deaepaibHOro 3aKOHA:

a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, O0IlI1e CBOICTBA;

0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTENS;

B) pe3yJbTaThl aHaNu3a cepuil (hapMarieBTHUECKON CyOCTaHIINY;

') CPOK T'OJIHOCTH;

3) B OTHOIIIEHUH JIEKAPCTBEHHOTO MpernapaTa JJisi MeIUIUHCKOTO MPUMEHEHHUS:

a) ONMHMCAHKE U COCTaB JICKAPCTBEHHOTO TIpenapara Jijisi MEIUITMHCKOTO MPUMEHEHNS,

0) ommcanue QapmareBTHIECKON pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, TMEPBUYHON
YIaKOBKH);

B) TE€XHOJIOTHsSI MPOU3BOJICTBA C OMKUCAHUEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJSI HAa BCEX
CTaJusAX MMPOU3BOJCTBA;

I) OIMCaHUE KOHTPOJII KPUTUYECKUX CTaJuil mpolecca MNPOU3BOACTBA MU IMPOMEXKYTOUHOU
HPOAYKIIMH;

J1) HANMEHOBAHUE M aJIPEC MECTa OCYIIECTBIICHUS IMPOU3BOJICTBA JICKAPCTBEHHOTO Tperapara s
MEIUIIMHCKOTO TMPUMEHEHHs (B clyyae HaIW4YUS HECKOJIbKHX YYaCTHHKOB MpoIlecca MPOU3BOJCTBA
YKa3bIBAETCS KaXK/IbIM U3 HUX),

e) papmarieBTHYECKasi COBMECTUMOCTb;

’K) MUKPOOHMOJIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepuaIbHBIN OajaHC I TPOU3BOCTBA CEPUH TOTOBOTO MPOAYKTA;

1) OMHMCAHKME XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB M YKYITOPOYHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMs) IPOIIECCOB IPOU3BOCTBA U (MJIM) UX OIICHKA;

J'I) Tp€6OBaHI/I$I K Ka4€CTBY BCIIOMOT'aTCJIbHBIX BCIICCTB,

M) AHAIIUTUYCCKUC MCTOAUKH, HCIHOJB3YCMBIC IIPpU OCYHICCTBJICHUMU KOHTPOJA KAa4YCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) JIOKyMEHTaJIbHOE MOATBEpXkACHUE (BalIMUIalUsl) aHATUTHUYECKUX METOJUK, UCTIOIb3YEMBbIX MpHU
OCYILLECTBIEHUN KOHTPOJISA Ka4eCTBAa BCIIOMOraTEIbHBIX BEILLECTB;
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

0) I/IH(1)OpMaI_II/I$I 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX BCIICCTB YCJIIOBCYUCCKOI'O M XHMBOTHOI'O
MPOUCXOKIACHUA,

H) HH(bOpMaL[I/ISI 00 HCII0JIB30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIIICCTB,

p) TpeOoBaHMS K KadyecTBY JIEKAPCTBEHHOrO IIpernapaTa Uisi MEIUIMHCKOrO IPUMEHEHUS
(cepTudukar, cnenudukalys Ha JeKapCTBEHHBIH Mpenapar U X 000CHOBaHUE);

C) AHAIIUTUYCCKUE MCTOAWKH, MCIIOJIB3YyEMBIC IIPU OCYHICCTBIICHHM KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IIpenapaTa s MECAUIHUHCKOT'O IPUMCEHCHUS

T) JAOKYMCHTAJIBHOC TTOATBCPIKIACHUC (BaJ'II/IILaI_[I/ISI) AHAIIUTUYCCKUX MCTOIAUK, HUCIIOJIB3YCMbIX TIPpH
OCYHICCTBJICHUHN KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOTI'O ITpCriapaTta AJjid MCIUIUHCKOIO NPUMCHCHUA

y) pe3yJIbTaThl aHAIM30B CEPUil IEKAPCTBEHHOIO IIpenapaTa JUisl MEIUIUHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa NpuMecei;

X) NNEepPpCUCHb CTAHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMBIX IIPU OCYILICCTBIICHMU KOHTPOJIA Kaduc€CTBa
JICKApCTBCHHOTO IIpenapaTa i1 MEAUIHUHCKOT'O IIPUMCEHCHUS

I1) JaHHBIC O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIperapara Jyisi MeTUITMHCKOTO PUMEHEHHSI.
(dactb 2.1 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS C COOJIIOJICHHEM TpeOoBaHUMN
MIPOMBIIIJICHHOT'O periamMeHTa, KOTOpBII\/II YTBEPKAACTCSA PYKOBOOUTECIIEM IIPOU3BOAUTEIIA
JICKQpCTBEHHBIX CPEJICTB M BKIFOYAET B ceOsl MEPEYCHb UCTIOIb3yEeMbIX (hapMaleBTHUECKUX CyOCTaHIINI
Y BCIIOMOTATEJIbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KAXKIOTO W3 HHX, JaHHBIE 00 HCIIOIB3yeMOM
000py/I0BaHWH, OIMHCAHWE TEXHOJIOTMYECKOro IMpollecca W METOAOB KOHTPOJS Ha BCEX dTamax
MIPOU3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Tlpu TpPOM3BOACTBE JIEKAPCTBEHHBIX MpPEMApaToB Ui MEAWIUHCKOTO TPUMEHEHUS
UCTIONB3YIOTCS (DapMarieBTHUECKHE CyOCTaHITUH, CBEICHHUS O KOTOPBIX COIEPIKATCS B TOCYIAPCTBEHHOM
peecTpe JIEeKapCTBEHHBIX CPEICTB JUIi MEAMIUHCKOTO NpPUMEHEHHS U (WIH) EeIWHOM peecTpe
3aperHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX CPEACTB  EBpa3smiickoro 9SKOHOMHYECKOTO  CO3a, 3a
UCKJIIOUEHHEM (hapMalleBTHUECKUX CYOCTaHIUM, NPOU3BOIUMBIX [UIS MPOBEACHUS KIMHUYECKUX
UCCleIoBaHMI u (Win) [yt sKkcnopTa. [Ipu mpou3BOACTBE JIEKaPCTBEHHBIX CPEACTB Il BETEPUHAPHOTO
MPUMEHEHHS HCIONB3YIOTCA (papMmaneBTHUYeCKne CyOCTaHIIMHM, CBEICHHS O KOTOPBIX COJIEp)KaTcs B
TOCYJJAQpCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEACTB Ui BETEPUHAPHOTO TPUMEHEHUsS, W (WIN)
TOCYZapCTBEHHOM pPEeeCTpe JICKApPCTBEHHBIX CPEJICTB JJISI MEAUIIMHCKOTO MPUMEHEHUs, U (WIIH) eIUHOM
peecTpe  3aperMCTPUPOBAaHHBIX  BETEPUHAPHBIX  JICKApPCTBEHHBIX  mpemaparoB  EBpasmiickoro
HSKOHOMHUYECKOTO COI03a, U (WJIM) €IUHOM pPEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
EBpasuiickoro SKOHOMHYECKOIO CO03a, 3a MCKIIOUCHHMEM (apMaleBTUYECKUX CyOcTaHuui,
MIPOU3BOIUMBIX Uil TIPOBEICHHUS KIMHWUYECKHX HCCIIeNoBaHWN W (wnm) Ui akcrnopra. K mporeccy
MPOU3BOJICTBA (hapMalEBTHUECKOW CYOCTAaHIIMM OTHOCSTCS JIIOOBIE CTaJMH  TEXHOJIIOTHYECKOTO
Ipolecca, IO3BOJSIONIME  MOJXYYUTh TOTOBBIH  NPOAYKT, COOTBETCTBYIOIIMH  TpeOOBAHUAM
¢dapmakoneiiHol cTaTbu, B TOM 4Hcle (EepMEHTalus, OKCTPAKIHWS, OYHCTKA, BBIJCICHUE,
NEepeKpUCTAIN3AIMs, BBICYIIMBAHUE, M3MeNbueHHe. B cioyyae He0O0OXOAMMOCTH HCIOJIb30BAHUSL
STHJIOBOTO CIIUPTA, B TOM 4HUCIE (apMaleBTUYECKONH CyOCTaHIIMM CIIMPTA ATUIIOBOTO (3TaHOJA), TPHU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB B KAauecTBE JACWCTBYIONIETO M (WMJIM) BCIIOMOTATEIBHOTO
BEIIECTBA, a TaKXKe B HWHBIX TEXHOJOTMUYECKUX LEISIX [JO/DKHA OBITh HCIOJb30BaHA TOJBKO
(dapmarneBTHuecKas CyOCTaHIUS CIIUPTA ITUIIOBOTO (3TAHOII).

(B pen. @enepanbHbIX 3aK0HOB 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. IlepeyeHb JIeKapCTBEHHBIX NpENapaToB A MEAULMHCKOTO NPUMEHEHHUs, B OTHOLICHHUHU
KOTOPBIX YCTaHaBIUBAIOTCS TpeOOBaHUS K OOBEMY Tapbl, YNAaKOBKE M KOMIUIEKTHOCTH, IepeueHb
JICKapCTBEHHBIX  MpenapaToB JJIsi  BETEPHUHAPHOTO INPUMEHEHHUs, B  OTHOLIGHHH KOTOPBIX
yCTaHABJIMBAIOTCS TPEOOBaHUS K OOBEMY Taphl, a TaKkkKe TpPeOOBaHUS K OOBEMY Taphl, YHAaKOBKE U
KOMIUIEKTHOCTH JIEKaPCTBEHHBIX IPETapaToB JJIsi MEIUIIMHCKOTO PUMEHEHHUs, TPEOOBaHMs K 00beMy
Tapbl ~ JICKQpCTBEHHBIX  MpPEMapaTroB Ui ~ BETEPHHAPHOTO  TNPUMEHEHHUS  OMPEIeIISIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYEHHBIMHM (peiepalbHbIMU OpraHaMu HCIOJHUTENIBHOW BIAcTH B
nopsake, ycranoineHHoOM IIpaBurensctBoMm Pocculickon @enepanuu.

(uactb 4.1 B pen. denepanbhoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. Opranu3zaiyy, OCYIIECTBIISIONIME MPOU3BOACTBO (hapMaleBTHUECKOW CYOCTaHIMHU CIHPTa
STWJIOBOTO (3TaHOJIa) AJI MPOU3BOJCTBA CIUPTOCOJAEPIKALIUX JIEKAPCTBEHHBIX IperapaTroB, 00s3aHbI
OCYIIIECTBIISITh YUET B MOPSAKE, YCTAHOBICHHOM cTaThimu 8 u 14 denepanbHOro 3akoHa OT 22 HOSOPs
1995 roma N 171-®3 "O rocyaapCTBEHHOM peTyJIMPOBAHWU IPOM3BOJICTBA M 000OpOTa STHUIIOBOTO
CIUpTa, AIKOTOJBHOW U CHHPTOCOAepkKalled MPOAYKIHMH U 00 OrpaHHYeHUU MOTpeOIeHHs (pacuThs)
asikorosibHOM  mpoxykiuu". IIpousBoacTBo ¢apmareBTHYeCKOW CyOCTaHIMKM CIHUPTa 3TUIOBOTO
(3TaHONa) JOMyCKaeTCsl TOJIBKO OpraHM3aluei, OCYIIECTBIISIONIEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO
STWJIOBOTO CIIMPTa U3 MHUILIEBOTO ChIPbsi HA OCHOBAHUU JIMLIEH3UH Ha MPOU3BOJCTBO 3TUJIOBOIO CIUpPTA
JUIS TIPOM3BOJICTBA (papMaleBTUUECKOW CyOCTaHIIMU CHUpPTa STHJIOBOTO (3TaHOJa) B COOTBETCTBUU C
TpeboBanusaMu DenepasibHOro 3akoHa oT 22 HOsO0ps 1995 roma N 171-®3 "O rocymapcTBEeHHOM
PETryIMpPOBaHUM TMPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ANKOTOJIBHOW W CHUPTOCOIEpKAIIei
OPOAYKIMH U 00 OrpaHWYeHUH MOTpeOsieHuss (pacmuTHsA) aIKOTOJIbHON NPOAYKIHUH', METOAOM
pa3BeAcHU BOJOM OUYMIIEHHOM TaKOro 3TUJIOBOIO CIMPTA, IPOU3BEACHHOIO JAHHOW OpraHU3alMen 1o
MECTY OCYIIECTBIICHHS TPOU3BOJICTBA (PapMareBTHIECKOI CyOCTaHIINY CIIUPTA ATHIIOBOTO (3TAHOIIA).
(uactp 4.2 BBenena denepanpHbiM 3ak0HOM OT 03.07.2016 N 261-D3; B pen. DenepalibHOr0 3aK0Ha OT
27.12.2019 N 481-03)

4.3. nauBuyanbHble MPEeJIPUHUMATENN U IOPUANYECKHE JIMLA, OCYIIECTBIISIONINE 3aKyIKy U
UCTOJIb30BaHUE (hapMalleBTHUECKONW CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TAaHOJA), a TAaKXkKe MPOU3BOJICTBO,
u3rotoBieHne u (W) oO0OpOT (32 HUCKIIOUEHHUEM PpO3HHUYHOW MPOAAXKH) CIUPTOCOAEPIKAIINX
JIEKApCTBEHHBIX IPETapaToB, O0s3aHBl OCYIIECTBIISATh MX YYeT W JACKIApUpPOBaHUE B TIOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-03 "O
rOCYJapCTBEHHOM DEryJIMpPOBAHUM HPOM3BOJICTBA M 00OpPOTa ATUIOBOTO CIMPTA, AJIKOTOJIBHOH U
cMpTOCcOoJepXkameil NpoAyKUMH U 00 OrpaHWYeHUH TMOTpebiaeHus (paclUTHsl) aAJKOTOJIBHOM
npoayKuuu".

(dactb 4.3 BBegeHa denepanbHbiM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu mnpow3BOJACTBE JIEKAPCTBEHHBIX IMPEMApaTOB Ui BETEPHHAPHOTO TPUMEHEHUS
JIOITYCKAETCSl HWCIOJB30BaHUE MPOW3BEICHHBIX JUIS pealu3aliy  (apMaleBTHYSCKUX CYOCTaHIIHMH,
BKIIFOYCHHBIX B TOCYIapPCTBEHHBIH pEecTp JICKAPCTBEHHBIX CPEICTB YIOJHOMOYECHHBIM (elnepaabHbIM
OpPraHOM HWCIOJHHUTEIBHOW BIACTH, OCYIIECTBISIONIMM BEJICHHE TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB LIS MEIUIIMHCKOTO IPUMEHEHHUS.

(dactpb 4.4 BBegena denepanbubiM 3akoHoM oT 02.08.2019 N 297-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. 3ampemiaercsi IPOU3BOACTBO:

1) nexapcTBEHHBIX CPEACTB, CBEJEHHUS O KOTOPBIX HE COJAEPKATCS B FOCYAAPCTBEHHOM pEECTpe
JIEKapCTBEHHBIX CPEJICTB Il MEIUIMHCKOTO IPUMEHEHHs, U (WINM) TOCyAapCTBEHHOM PpEecTpe
JIEKapCTBEHHBIX  CPEACTB Il  BETEPUHAPHOIO MpPUMEHEHMs, U (WIM) €IAUHOM peecTpe
3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeCTB EBpa3uiickoro SKOHOMHUYECKOTO COI03a, U (W) EAMHOM
peecTpe  3aperucTpPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  npenapatoB  EBpasuiickoro
HKOHOMHUYECKOTO COl03a, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BOJUMBIX JJIS MPOBEAECHUS
KJIIMHUYECKUX UCCIIEOBAHUM MM JUIS DKCIIOPTA;

(n. 1 B pen. ®enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) mexapcTBEHHBIX CPEICTB O€3 JIMIICH3NH Ha MIPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexkapCTBEHHBIX CPEICTB C HAapyIIEHHWEM MOpaBWJI OpraHU3alMd IPOU3BOJACTBA M KOHTPOIIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatuin cuity. - @enepaibHblil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOCOAEPKALIMX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapManeBTHYECKOW CyOCTaHIIMK CIUpPTA STHIOBOTO (dTaHONAa) W (WJIM) MO MECTy OCYIIECTBIICHHS
MIPOU3BOJICTBA STHUIIOBOTO CIHPTA;

(. 6 BBenen denepabHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynprantllntoc: npumeuanue.

®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-D3 cr. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOMW pepakiuu, Hopma O. 1.1 cr. 14.1 crapoil penakuun @3 cooTBeTcTBYET HOpME II. 2 cT. 14.1
HOBOM pEIaKINH.

7) dapmaneBTHUECKON CYOCTAaHIIMK CIUPTA TUJIIOBOTO (3TaHOJA) W (WIJIM) CHUPTOCOICPIKAIIUX
JIEKapCTBCHHBIX IPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBAaHHUU JUIsl TPOHM3BOJICTBA
STHJIOBOTO CIHUPTA, YKa3aHHOM B IyHKTe 1.1 cratem 14.1 ®dexepanpHOro 3akoHa oT 22 Hos0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PETyJIMPOBAHWUU MPOU3BOACTBA M 000POTa ATHUIIOBOTO CIHPTA,
QJIKOTOJIFHOM W CcHHpTOcoepXkalied NpOAYKIMH U 00 OrpaHM4YeHUH NOTpeOrIeHUs (paciuThs)
AJKOTOJIbHOM MPOAYKIUH".

(n. 7 BBenen denepasibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOAE JEKAPCTBEHHBIX CPEICTB B TPAXKIAHCKUH OOOPOT YIIOJIHOMOYEHHOE JIUIIO
MIPOU3BOUTEIS JICKAPCTBEHHBIX CPEACTB OCYIIECTBISET MOATBEPKICHNE COOTBETCTBUS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHMAM, YCTAHOBJICHHBIM MPH UX TOCYJIAPCTBEHHON PErHUCTpPAIMH, U TapaHTHUPYET, UTO
JIEKApCTBEHHBIC CPEJACTBA TMPOU3BEACHBI B COOTBETCTBUM C TpeOOBAaHMUSAMM MPABHWI HaJIeKaIIEH
MIPOU3BOJCTBEHHOMN MPAKTUKH.

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

7. YTIOJIHOMOYEHHBIM JIMIIOM MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB SBIISIETCS €r0 pabOTHHK,
aTTECTOBAHHBINA B YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eiepaTbHBIM OpraHOM HCIIOJTHUTEIHLHON BIIACTH
MOPSIIKE ¥ UMEIOIIHNI CTaX pabOThl HE MEHEE YeM TISATh JIET B 00JaCTH MIPOU3BOJICTBA U (MIJIH) KOHTPOJIS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KayecTBa JIGKAPCTBEHHBIX CPEACTB, BhICIIEe O0Opa30BaHUE COOTBETCTBEHHO [0 OIHOH W3
crenuanbHOCTe W (WIM) OJHOMY W3 HaMpaBJICHUH TMOATOTOBKU: OWONOTHSA, OWOTEXHOIOTHS,
BETEPUHAPHS, BETEPHUHAPHO-CAHUTApPHAS OKCIEPTH3a, KIMHUYECKAas MEIUIMHA, DPaJUallMOHHAs,
XUMHUYECKass W OWoJjorudeckas 3amura, QapMmarus, QyHIaMEHTaIbHAS MEAWIMHA, XHMHYECKas
TEXHOJIOTHS, XUMHUSI.

(B pen. deaepanbubix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-D3)

8. IIpousBoauTENH JEKAPCTBEHHBIX CPEACTB (32 MCKIIOUYEHHEM (papMaleBTUYECKOW CyOCTaHIIMH
CIMPTa ATUIIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIIATh MPOJAXy JICKAPCTBEHHBIX CPEACTB WU MepeaaBaTh
HX B YCTAaHOBJIIEHHOM 3aKOHOAATENLCTBOM Poccuiickoi denepaunu nopskKe:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM mpOM3BOIUTEISM JIEKApPCTBEHHBIX CPEJICTB AJIsi IPOM3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3aiusaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHU3aAlMsSIM, BETEPUHAPHBIM AaNTEYHBIM OPraHU3AIMIM, WHAUBHAYAIbHBIM
MpEeANPUHUMATENSIM, UMEIOIIUM JIMIICH3UI0 Ha (PapMaIeBTUYECKYIO0 NESTEIbHOCTh WU JIUIEH3UI0 Ha
MEIMIMHCKYIO JEATEIIbHOCTD;

4) HayYHBIM OpTaHHU3ALUSM /ISl HAYYHO-UCCIIE0BATEILCKONW PabOTHL;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIHUHCKUM OpraHu3alyuiaM U BETCPUHAPHBIM OpPraHU3alusIM;

6) OopraHM3alsIM WM WHAWBUAYAJIbHBIM MPEINPHUHUMATENSM, OCYIIECTBISIOIINM pa3BeleHHE,
BBIpAIlUBaHUE U COJCP)KAHUE S>KUBOTHBIX (32 HCKIIOYCHHEM TPOJAXH UM (papManeBTHUYECKUX
CcyOCTaHIMI MM UX TIepeaayn);

(n. 6 B pea. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) WCTBITaTENbHBIM J1A0OpaTOpPUsAM (LIEHTPaM), MPOBOJSAIINM HCHBITAHUS B OOJIACTH KOHTPOJIS
KAauecTBa JIEKAPCTBEHHBIX CPENCTB, AKKPEAWTOBAHHBIM B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eneparuu 00 aKKpeAUTAIIMN B HAIIHOHATHHON CHCTEME aKKPEIUTAIIHH.

(n. 7 BBeneH PenepanbHbiM 3akoHOM OT 04.08.2023 N 428-D3)

9. TlpousBoautenu QapMaleBTUIECKOW CyOCTaHIIMM CIUPTAa ASTHIOBOrO (3TaHONA) OOsS3aHBI
OCYIIECTBIISITh peasin3alyio (Mepeaayy B yCTAaHOBIEHHOM 3aKOHOAaTenbCcTBOM Poccuiickoit @enepanuun
nopsiike)  (papMameBTHYECKON  CyOCTaHIIMM  COHpPTAa JTHWJIOBOTO  (dTaHOJA) MPOW3BOIUTEISIM
JIEKapCTBEHHbIX  CPEACTB  JUIsI  NPOU3BOJACTBA  JIGKAPCTBEHHBIX  CPEACTB,  IPOM3BOJIUTEISIM
(M3rOTOBUTENSAM) MEIUIIMHCKUX WU3JEJUHN JUI MPOU3BOJCTBA M U3TOTOBICHUS MEIULIMHCKUX U3JENIUi B
eMKOCTsIX 00beMoM He Oosee 1 nutpa u (win) He MeHee 1000 TUTPOB, a OpraHU3aLUsAM, YKa3aHHBIM B
myHKTax 3 - 5 1 7 yacTu § HACTOSIICH CTaThH, B Tape 00beMoM He Oonee 1 imtpa.

(uactp 9 BBeneHa denepanbHbIM 3ak0HOM OT 29.07.2017 N 278-@3; B pen. denepaibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanmszanusa (mepenada B YCTAaHOBJICHHOM 3aKOHOHATelabcTBOM Poccuiickoit deneparuu
nopsake) QapMareBTUYeCKold CyOCTaHIIMM CHUpPTa 3TUJIOBOTO (9TAaHONA) OpPraHU3aIUsSM ONTOBON
TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH HE JIOITYCKAETCHI.

(uactp 10 BBeneHa PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

11. IlepeBo3ku (hapMareBTUUECKOM CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA) OCYILECTBIISIOTCS C
coOuroieHeM TpeOoBaHMM, YCTAaHOBJICHHBIX a03alleM 4eTBEpThIM MyHKTa 3 crateu 9 denepasibHOrO
3akoHa OT 22 HoA0ps 1995 roga N 171-®@3 "O rocynapCTBEHHOM pPETyJIMPOBAHUM IIPOU3BOJCTBA U
000poTa 3TWJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHMPTOCOAEpXKalled MPOAYKUMH M 00 OrpaHHMYEeHUU
noTpebsieHus (pacuTHs) aJIKOT0JIbHOM MpoayKuuun'.

(gactp 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeaAcTB

1. JlexkapcTBeHHBIE Ipenaparsl, MPOLIEAIINE IOCYyJApCTBEHHYIO PETHCTPALUIO B COOTBETCTBUH C
TpeboBaHUSIMH HacTosmiero depepaTbHOrO 3aKOHA, 32 HMCKIIOYEHHEM JIEKapCTBEHHBIX IIPETaparos,
M3TOTOBJICHHBIX  aNTEYHBIMH  OpPTraHU3alMSAMH, BETEPUHAPHBIMH  ANTEYHBIMH  OpPTaHU3AIMIMH,
MHIUBUIYaTbHBIMU  TNPEANPHHAMATENSAMH, HWMEIOUIMMHU  JIMIEH3WI0 Ha  (papMareBTHYECKYIO
JesITeIbHOCTD, JT0JDKHBI IIOCTYNaTh B 00palieHne, eciu:

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

1) Ha uX NEepBUYHONW YNAKOBKE (32 MCKIIIOUEHHWEM NEPBUYHOM YIMAKOBKH JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPENapaToB) XOPOIIO YUTAEMbIM HIPU(TOM Ha PYCCKOM S3bIKE YKa3aHbl HAMMEHOBAaHHE
JIEKapCTBEHHOTO Ipenaparta (MEeXIyHapOoJHOE HENaTeHTOBAaHHOEe, WM TIPYIIUPOBOYHOE, WU
XMMUYECKOE, MM TOProBO€ HAMMEHOBAHUE), HOMEP CEpHH, JaTa BhIMyCKa (151 IMMYHOOHOJIOTHYECKUX
JICKapCTBEHHBIX MpPENapaToB), CPOK TOJHOCTH, JO3UPOBKA WM KOHIIEHTpaLUs, 00beM, aKTUBHOCTh B
€AMHULIAX JEeHCTBUS WIH KOJIMYECTBO J103;

(B pen. ®enepanbubix 3aKkoHOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEeOUTENIbCKON) YIMAaKOBKE XOPOIIO YMTAEMbIM IIPUPTOM Ha PYCCKOM
A3bIKE YKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOI'O Ipernapara (MeXIyHapoJHOe HENaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WM XMMHUYECKOE U TOProBO€ HAMMEHOBaHMs), HAaUMEHOBAaHHE IPOM3BOIUTENS
JIEKapCTBEHHOTO TpenapaTa, HOMEp CepHH, Jara BhITycka (111 UMMYHOOHOJIOTMUECKUX JIEKapCTBEHHBIX
MpernaparoB), HOMEP PErHCTPALMOHHOTO YJOCTOBEPEHHMS, CPOK TOJHOCTH, CIIOCOO NPUMEHEHUS,
JO3UPOBKA WJIM KOHLEHTpalus, 00beM, aKTUBHOCTh B €IMHUIAX JIEHUCTBUS JUOO KOJIMYECTBO 103 B
yHakoBKe, JeKapcTBeHHas (opma, YCIOBUS OTIYCKAa, YCJIOBHMSI XpaHEHUS, MperynpeauTesbHbIe
Ha/IIIUCH.

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apmaieBTUYECKUE CYOCTaHIMH TOJKHBI MOCTYHaTh B OOpalieHHe, eClIl Ha WX MEePBUYHON
YIAKOBKE XOpOIIO YUTaeMbIM MPUGTOM HA PYCCKOM  s3BIKE YKa3aHbl HAMMEHOBAaHUE
(dapmaneBTHUECKON CyOCTaHIIMU (MEXAyHApPOAHOE HEMATeHTOBAaHHOE, WM TPYMIUPOBOYHOE, HITU
XUMUYECKOE H TOProBOE HAaWMMEHOBAaHHS), HAWUMEHOBAHHE MPOU3BOIUTENS (PapMareBTHIECKOM
cyOCTaHIIMKM, HOMEP CEPUU M JaTa HM3TOTOBJIECHHUS, KOJIMYECTBO B YMAKOBKE WU CAMHHUIIBI W3MEPCHHS
KOJIMYECTBA, CPOK TOAHOCTH U YCIOBHUS XPAaHEHHUS.

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

3. JlexapcTBEHHbBIE CpEICTBa B KayeCTBE CHIBOPOTOK JOJDKHBI TOCTYNaTh B OOpalleHHe C
yKa3aHHEM UBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOTO OHU MOJIY4EHBI.

4. Ha BropuuHyio (MOTpEOMTENbCKYIO) YIMAaKOBKY JIEKaPCTBEHHBIX CPEJCTB, MOJYUYEHHBIX U3
KpPOBH, IUIa3Mbl KPOBM, OPraHOB M TKaHEW dYeloBeKa, JOJKHA HAHOCUTBHCS HAAMUCh: "AHTHTENA K
BHY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUTEH BUpyca renatura B orcyrcTByroT".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. Ha  nmepBuuHyl0  YNAakOBKY M  BTOPUYHYIO  (TIOTPEOMTENbCKYIO)  YIAaKOBKY
panunodapmaneBTHYECKUX JICKApCTBEHHBIX CPEACTB JOJDKEH HAHOCUTBCS 3HAaK  paJuallMOHHON
OIIACHOCTH.

6. Ha BTOopuuHyI0 (IOTPEOUTEIBCKYIO) YIAKOBKY TOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
JIOJbKHA HAHOCHUTHCS HAAmUCh: "I 'oMeonaTnyueckmii'.

7. Ha Bropuunyio (HIOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX IPEnapaToB
JOJKHA HAHOCUTHCA HaAmuCh: "TIpoayKius nmpoiuia paaiualliOHHBIA KOHTPOIB' .

8. Ha mepBuYHyI0 YMakoBKYy (€CiH il STOrO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTh) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX TPENaparoB, MpPEAHA3HAYCHHBIX s
KIMHUYECKUX MCCIICA0BAHNM, TOJDKHA HAHOCUTHCS HAINMUCh: " J{JI1 KITMHUYECKUX MCCIeI0OBaHNN".

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

9. VYmnakoBka JICKApCTBEHHBIX CpCACTB, MNPEAHA3SHAYCHHBIX MCKIIOYUTCIBHO JIs OJKCIIOpPTa,
MapKUpyeTCsa B COOTBETCTBUH C Tpe6OBaHI/IHMI/I CTpaHbI-UMIIOPTEpPA.

10. Ha TpaHcnopTHyIO Tapy, KOTOpas He NpeIHa3HayeHa Ijs MoTpeOuTeneii m B KOTOPYIO
MOMEIICHO JICKAPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS WHGpOpManus O HAUMEHOBAHUH, CEPUHU
JIEKapCTBEHHOI'O CPEJCTBA, JaTe€ BBIMYCKA, KOJIWYECTBE BTOPUYHBIX (IIOTPEOMTENBCKHUX) YIAKOBOK
JIEKapCTBEHHOTO CPEJICTBA, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHWEM HAaUMEHOBaHMS U
MECTOHAXOKACHUS MTPOU3BOAUTENIS JIEKAPCTBEHHOI'O CpeACTBa (aapec, B TOM 4YMCJIE CTpaHa U (WIIN)
MECTO IMPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE FOJTHOCTH JIEKAPCTBEHHOTO CPEJICTBA
u 00 YCIOBUSAX €ro XpaHeHHs M TNEpeBO3KU, HEOOXOAMMBbIE NpeAyNpeAUTeNIbHbIE HAAMUCH U
MaHUIYJIATOPHBIE 3HAKHU.

11. Ha mepBUYHYIO0 YMakOBKY W BTOPHUYHYIO (MOTPEOUTENTHCKYI0) YIMAKOBKY JIEKAPCTBEHHBIX
CpPEeICTB I BETEPUHAPHOTO TPUMEHEHUS [OJDKHA HAHOCHUTHCS Haanmuchk: "Jlisi BeTepuHApHOTO
NpUMEHEHHUS".

12. Ha BrOopuuHyIO0 (HOTpPEOMTEIBCKYIO) YMAKOBKY JEKAapCTBEHHOIO IpenapaTa HaHOCHUTCS
LITPUXOBOH KOJI.

. 'naBa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
n3 POCCUMNCKOU ®PEOEPALUUN
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. NopAapok BBO3a neKkapCcTBeHHbIX cpeacTtB B Poccumnckyro Pepgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauun
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB0o3 nekapcTBeHHbIX cpelnctB B Poccuiickyro ®enepanuio OCyIIECTBISIETCS B HOPSIKE,
ycraHoBiieHHOM  [IpaButensctBom  Poccuiickoii  @enepaunr, B  COOTBETCTBUM C  aKTaMH,
coctapsitouMu 1ipaBo Corosa, U (WIK) 3aK0HOaTeNbCTBOM Poccuiickoit denepaii 0 TaMOXKEHHOM
peryJupoBaHU.

(B pen. ®enepanbHbix 3aKk0HOB 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
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koucynbrantlntoc: npumeyanue.

Jo 31.12.2024 poccuiickuM NPOU3BOAUTEISAM Pa3pelIEeHO B YBEIOMHUTEIBHOM IOPSAKE BBO3HUTH HE
BHECEHHbIE B peecTp (apmaneBTHUYeCKUe CYOCTaHIIMM JUIsI BETEPUHAPHOTO TNPUMEHEHUS s
MIPOU3BOJICTBA 3aPETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeacTB ([locranoBnenue [IpaBurenscrea PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyro ®Denepanmio JIEKapCTBEHHBIE CPENCTBA JOJDKHBI COJEPIKAThCS B
rOCYJJapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEICTB, WU €IMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CpeACTB  EBpa3suilcKOro 3KOHOMHMYECKOTO  COK3a, WIM €IUHOM  peecTpe
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX IIpenapaToB EBpa3HiiCKOro 3KOHOMHYECKOIO
COH03a.

(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)

Koncynprantlntoc: npumedanue.
C 01.09.2024 B 4. 3 ct. 47 BHOCcsaATca mu3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

3. Homyckaetcst BBo3 B Poccuiickyto @enepanyito KOHKPETHON MapTHH 3aperuCTPUPOBAHHBIX U
(WIM) HEe3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IPEIHA3HAYEHHBIX JUISI IMPOBEICHMS
KJIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX NPENapaToB, MPOBEJIEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB JJIsl OCYIIECTBJIEHUS I'OCYJapCTBEHHOM PETrHMCTpalMM JIEKAPCTBEHHBIX MpPENapaToB WIN JUIs
OKa3aHMsA MEIMIMHCKOW MOMOIIM IO JKU3HEHHBIM IOKAa3aHUSAM KOHKPETHOI'O MAallMeHTa Ha OCHOBAHUH
paspelieHus, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepadbHbBIM OpraHOM HCIIOJHUTEIFHONW BJIACTH TIO0
3asIBJICHUSIM JIML, YKa3aHHBIX B cTaThe 48 Hacrosero denepanpHoro 3akoHa. PaccMoTpeHue Takoro
3adBICHUS M [PUHATHE PELUIEHHs O BbIJau€ pas3pelleHuss Ha BBO3 KOHKPETHOW MapTUU
3apETUCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpEAHA3HAYEHHBIX
JUIs TIPOBEJCHUS KIMHUYECKHX MCCIIEOBAHUI JIEKapCTBEHHBIX NMPENapaToB, NMPOBEIACHUS 3KCIIEPTU3HI
JICKApCTBEHHBIX CPEJCTB JUIA OCYIIECTBICHUS TOCYAAPCTBEHHOW pPETUCTpAllMU JIEKapCTBEHHBIX
[IpenapaToB WM JJI1 OKa3aHHUA MEIUIMHCKOM IMOMOIIM MO >KU3HEHHBIM IOKAa3aHUSM KOHKPETHOI'O
nanueHTa Jubo 00 0TKa3e B BblJau€ YKa3aHHOTO Pa3pelIeHus IPOU3BOIATCS B CPOK, HE MPEBBIIAIOIINN
nATH pabouunx AHel. [lnaTa 3a Beljady yKka3aHHOIO pa3pellieHus He B3UMaeTcs.

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

3.1. ¥Yrparun cuny c¢ | auBaps 2024 roga. - @enepanpHelii 3akoH ot 27.12.2019 N 475-03.

3.2. o 31 nexaOpsa 2024 rona nomyckaroTcst BBO3 Ha Teppuropuio Poccuiickoit denepanyu u
obpamenue B Poccuiickoit ®Denepanuu ¢ yu4eToM OCOOCHHOCTEH, yCTaHOBJICHHBIX [IpaBUTEIHCTBOM
Poccuiickoit denepaunu, 3aperucTpUpOBAaHHBIX JIEKAPCTBEHHBIX IpPENaparoB Ui MEIULUHCKOIO
MIPUMEHEHHUS B YIIaKOBKaX, MpelHa3HauYeHHbIX JJIs1 00pallleHrs B MHOCTPAHHBIX FOCYAapCTBaX, B Cllydae
nedeKTypbl JEKapCTBEHHBIX IpenapaToB WM pPUCKAa €€ BO3HUKHOBEHHSI B CBSI3U C BBEICHHEM B
otHoweHnn Poccuiickoit denepannn orpaHUUNUTENBHBIX MEP YKOHOMHUYECKOTO XapaKTepa Mpu yCIOBUU
COOTBETCTBUSl BBO3UMBIX JICKAPCTBEHHBIX IMPEMapaToB TPEOOBaHUSIM, YCTAHOBICHHBIM TMPU HX
perucTpanyy, 3a UCKIIOUYeHHEM TPeOOBaHWN K MEPBUYHON YMAKOBKE, BTOPUYHOHN (MOTPEOUTEITHCKOM)
YIOaKOBKE, a TakXe IpH HaJIUMYUUM Ha BTOPUYHOM (IIOTPEOMTENHCKOM) YMAaKOBKE JIEKaPCTBEHHBIX
[pernapaToB, HAXOMALIMXCA B OOpallleHWH, CaMOKJIEAIIEHCS ITUKETKH, cojepkalieil nHbopManuo o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHOM TIperapaTe Ha PyCCKOM SI3bIKE.
(uactp 3.2 BBegeHa denepanbHbiM 3ak0HOM OT 26.03.2022 N 64-D3; B pen. denepanbHOro 3akoHa ot
19.12.2022 N 519-®3)

Koncynprantlntoc: npumeyanue.
C 01.09.2024 ct. 47 nononusercs 4. 3.3 (@3 ot 30.01.2024 N 1-®3). Cm. Oyayiryro peIaKiuio.

4. B Poccuiickyto @enepanyio MOXKHO BBO3UThb JIEKAPCTBEHHBIE CPENCTBA, Kaue€CTBO KOTOPBIX
MOJTBEPKICHO  CEPTH(PHUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIINM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM, YCTAHOBIEHHBIM IPU UX PErUCTPALlUU

WM MPOBEJICHUH TPOIICAYP, CBA3aHHBIX C PETUCTPAIUCH.
(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

5. 3ampemaerca BBo3 B Poccuiickyro ®enepanuio ¢GanbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HENOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPE/CTB.
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcupuuUpoOBaHHbIE JEKAPCTBEHHbIE CPEACTBA, HEIOOPOKAUECTBEHHbIE JIEKAPCTBEHHbIE
CpPEICTBA MOJUIEKAT M3BATHIO M MOCIEAYIOIEMY YHHYTOXKEHHUIO WIM BbIBO3y M3 Pocculickon
deneparun, KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPEICTBA - U3BATUIO U MOCIEAYIOIIEMY YHUUTOXKEHUIO.
YHuuTOXeHue min BeiBo3 U3 Poccuiickoit denepanun dhanbcuGuupoBaHHbIX JIEKAPCTBEHHBIX CPEICTB,
HE0OPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPENCTB, KOHTPa(aKTHBIX  JICKAPCTBEHHBIX  CPEJCTB
OCYILIECTBISICTCA 3a CYET JIMLA, OCYIIECTBMBIIETO HUX BBO3. [IOpANOK YHMUYTOXKEHUS H3BATHIX
(banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEI0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJNICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit denepanum.
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymecTBisitonie BBo3 B Poccuiickyro ®enepanuio  ¢$anbCcuUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATENILCTBOM Poccuiickoin
denepanuu.

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

8. BbIBO3 JlekapCTBEHHBIX CpeacTB U3 Poccuiickoit denepaiinu oCcyIecTBIsSETCS B COOTBETCTBUU C
akTamH, cocTaBistomuMu npaBo Coro3a, U (Wiau) 3aKoHoAarenbcTBOM Poccuiickoin ®expepauun o
roCy/1apCTBEHHOM PETYJINPOBAHNN BHEITHETOPTOBOW JESTENBHOCTH.

(uactp 8 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHckuii o0OpOT JIEKapCTBEHHBIX IPENapaToB AJIi MEAULMHCKOIO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto @enepauuio, OCYyIIECTBIAETCS C  coOioJeHHeM TpeOoBaHuUH,
YCTaHOBJIEHHBIX cTaThell 52.1 HacTosmero denepanbHOro 3aKOHa.

(uactp 9 BBeneHa denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

Koncynprantlntoc: npumeyanue.

Y. 10 cr. 47 He pacnpocTpaHAeTCs Ha CEPHUM JIEKAPCTB ISl BETEPUHAPHOTO TPUMEHEHNs], BBEJCHHBIC
B TpaxaaHckuii o6opotT mo 01.09.2023, koTopsie moAIekKaT MPUMEHEHUIO IO MCTEYCHHUSI CPOKa MX
rogHocTt (O3 ot 02.07.2021 N 317-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

10. BBoza B rpaxkJaHCKHii 000pOT JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepemenieHHbIX) B Poccuiickyro @enepaiuio, OCYLIECTBISETCS C COOIIOACHUEM
TpeOOBaHUil, yCTaHOBIEHHBIX CTaThell 52.2 HacTosmero denepaibHOTO 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)

JlexapcTBenHsle cpenctBa B Poccuiickyro deneparuto MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1 ) IIPOU3BOAUTCIIN JICKAPCTBCHHBIX CpPEACTB  IJId ueﬂeﬁ COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB;

Koncynprantllntoc: nmpumeuanue.
C 01.09.2024 B n. 2 cr. 48 BHOcsarcs usmeHenus (@3 or 30.01.2024 N 1-@3). Cm. Oyayuryio

PEAAKIIHNIO.

2) WHOCTpaHHBIE pa3paOOTYMKH JIEKAPCTBEHHBIX CPEICTB M WHOCTPAHHBIC IPOU3BOAUTEIN
JIEKapCTBEHHBIX CPEACTB WM JApyrue IOpUAMYECKHE JIMIAa [0 TOpYYEHHUIO0 pa3padoTyuka
JIEKapCTBEHHOI'O CPEACTBA JJIsl MIPOBEACHUS KIMHUYECKUX HCCIIEeI0BAaHUM JIEKapCTBEHHOTO Ipernapara,
OCYILIECTBJIEHUS  TIOCYJAapCTBEHHOM  PETHCTpaluy  JIEKAPCTBEHHOI'O  Ipernapara,  BKIIOYECHHS
(dapmaiieBTHUECKON CyOCTaHIIMM B TOCYIapCTBEHHBI pPEecTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB MIPU HAJTMUUU Pa3pelIeHUs YIIOJTHOMOUYEHHOTO (eiepallbHOTO OpraHa
HCIIOJIHUTEJILHOM BJIACTU HA BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHBIX CPE/ICTB;

3) opranu3anuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HayyHble OpraHu3alud, o0Opa3oBaTelbHbIE OpraHU3allMd  BBICIIEr0  OOpa3oBaHMI,
IIPOM3BOJIUTENN JIEKAPCTBEHHBIX CPEJCTB Ui pa3pabOTKH, UCCIIEAOBAaHUM, KOHTpOJd O€30MacHOCTH,
KayecTBa, (P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB NPU HAIWYUU pa3pelieHHs YHOIHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTENbHOM BIACTH;

(B pen. @enepanbhbix 3akoHOB 0T 02.07.2013 N _185-P3, ot 30.01.2024 N _1-D3)

5) MeTUIIMHCKHE OpTaHU3aIMH, UHBIE YKa3aHHbIC B yHKTaxX | - 4 HACTOsIIEH cTaThH OpraHU3aluU
JUIE OKa3aHWsI MEIUIIMHCKOW IOMOIIM IO JKW3HEHHBIM TIOKAa3aHUSM KOHKPETHOTO MAalMeHTa TpU
HAJIMYUK Pa3peIleHHusl YIMOJHOMOYEHHOTO (eepaJbHOr0 OpraHa HMCHOJIHUTEIBHOM BIACTH HA BBO3
KOHKPETHOW TapTUH JIEKAPCTBEHHOTO Mpernapara, BBIJAHHOTO B YCTAHOBJIEHHOM Iopsjake B (opme
3JIEKTPOHHOT'O JIOKYMEHTA, OIMUCAHHOTO YCUIICHHOM KBaTM(UIIMPOBAHHON 3JIEKTPOHHOM MOANHUCHIO;
(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

6) yrpatun cuiy c¢ 1 saBaps 2024 rona. - @enepanbhbiii 3akoH ot 27.12.2019 N 475-03.

7) IpOU3BOAUTENN METUIIMHCKUX M3ICIUM JIJIS TIEJIe MPOU3BOICTBA METUIIMHCKUX U3,
(n. 7 BBenen denepanbapiM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [lokyMeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckomn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

depnepaunu npu BBO3e NeKapCcTBeHHbIX cpeacTB B Poccuitckyro Penepaumio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JeKapCTBEHHBIX cpeacTtB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OPIaHbI
Poccniickoit denepanuu Hapsiay ¢ JOKYMEHTAMM, NPEACTABICHUE KOTOPBIX MPELYCMOTPEHO AKTaMHU,
coctaBysolMMy paBo Coro3a, u (MiaM) 3akoHOAaTenbcTBOM Poccuiickoil depepanun 0 TaMOKEHHOM
peryJIupoBaHuHU, MPEACTABISIOTCS CIEAYIONINE JOKYMEHTHI B 3JIEKTPOHHOM (opme:

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

1) ceprudukar TmPOU3BOAUTENS JICKAPCTBEHHOTO CPEACTBA MJIsi BETEPUHAPHOTO NPHUMEHEHUS,
YAOCTOBEPSIONMINNA  COOTBETCTBME BBO3MMOTO JICKAPCTBEHHOTO CPEJACTBAa JUISI  BETEPHHAPHOTO
MPUMEHEHHS TpeOoBaHUAM (papMakoONeHHONW cTaThU JIMOO B CiIydae €€ OTCYTCTBHUS HOPMATHBHOTO
JTOKYMEHTA;

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

2) paspelieHHe YMOJIHOMOYEHHOro (eepaJbHOr0 OpraHa HCHOJHHUTENbHOM BiacTW Ha BBO3
KOHKpPETHOH MapTUU JIEKaPCTBEHHOI'O CPEACTBA B CIIydasX, YCTAaHOBJIIEHHBIX 4YacTbio 3 crtarbu 47
HacTosAuero PeneparbHOrO 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHblE B IyHKTax | W 2 vactu | HacTosIIeW CTaThH, NMPEICTABISAIOTCS B
TaMOXeHHBIE opraHbl Poccutickori denepanuu npu IpUOBITHH JIEKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepauuro.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratbsa 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuickyro depepaumio ans
JINYHOrO UCMNOSIb30BaHUA U WUHbLIX HEKOMMEpYeCKUX Uuernen, a Takke ansa
MCNONIb30BaHUA Ha TEPPUTOPUN MEXAYHAPOAHOro MeAULMHCKOro Knacrepa
(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 yuera
TpeOOBaHUM, MPEAyCMOTpPEHHBIX uacTamMu | - 4 cratebu 47, crateimu 48 u 49 Hacrosmiero
denepanbHOrO 3aK0HA, €CJIM OHU MPETHa3HAYEHBI JJIS:

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

1) nMMYHOTO WCMONIb30BaHUA (DU3MUECKUMHU JHIIAaMH, TpUOBIBIIMMU B Poccuiickyro ®exneparuto.
IIpu »toM BBO3 B Poccuiickyro @enepanuio JIEKApCTBEHHBIX IPENAapaToB, COJEPKaLIUX
CWIBHOACWUCTBYIOIME W (WMJIM) SJAOBUTHIE BEILIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CHJIBHOICMCTBYIOIIUX BEIIECTB JJIS L€l yroloBHOro 3akoHoaarenbcTBa Poceuiickoit denepannu u B
CIIMCOK SIAOBUTBHIX BEHIECTB JUISl II€J€H YrOJOBHOTO 3akoHomaTenbcTBa Poccuiickoit dexpeparuu,
yTBepxkaeHHble [IpaBurenscTBoM Poccuiickoit @enepannn, OCyIECTBISIETCS IPU HAIUYUU JOKYMEHTOB
(3aBEpEeHHBIX KOMHI JOKYMEHTOB HIIM 3aBEPEHHBIX BBITUCOK W3 HHX), MOATBEPKIAIONINX Ha3HAUCHUE
¢dbu3nuecKkoMy JHUIly YKa3aHHBIX JIEKQPCTBEHHBIX IMpENapaToB (3a HCKIIOYCHHEM JIEKapCTBEHHBIX
MpermapaToB, 3aperuCTpUpPOBaHHBIX B Poccuiickoit ®Denepanuu  1TuO0 3apEeTUCTPUPOBAHHBIX B
COOTBETCTBUM C aKTaMHM, cocTaBisitolMMu npaBo Coro3a, u oTnmyckaemblx B Poccuiickoit @enepanuu
0e3 perenTa Ha JISKapCTBEHHBIN npenapart). [loarBepxaaroniue JOKyMEHTHI (MX 3aBEpEHHBIC KOTTUU WITH
3aBepEHHBIC BBIMUCKUM M3 HHUX) JOJDKHBI COJIEPXKaTh CBEICHHS O HAMMEHOBAHUU M KOJMYECTBE
HAa3HAYEHHOTO JIEKAPCTBEHHOTO TpemapaTta. B cimydae, ecid MOATBEpXKIAOLINE JOKYMEHTHI (HX
3aBepeHHBIC KOIMWU WM 3aBEPEHHBIC BBHIMHCKU M3 HHUX) COCTABJICHBI Ha MHOCTPAHHOM SI3BIKE, K HUM
IIpUJIaraeTcs HOTApUAIbHO 3aBEPEHHBIN IIEPEBO HAa PYCCKUH S3bIK;
(B pen. ®enepanbHbix 3aKk0HOB OT 02.06.2016 N _163-D3, or 30.01.2024 N_1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) WUCHONB30BaHUS paOOTHUKAMU JAWIIOMATUYECKOTO KOpHyca WM MPeACTaBUTENSIMU
MEXKIYHAPOAHBIX OpraHu3aluid, aKKpeIuTOBaHHbIX B Poccuiickon denepannu;

3) neuyeHHWs TMAcCaXXUPOB M UYJICHOB SKUIAXKEHW TPAHCIOPTHBIX CPEJACTB, MOE3IHBIX Opurag u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, MPpUOBIBIINX B Poccuiickyto Pexnepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEKIYHAPOHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOIPHUITHIA U YYaCTHUKOB
MEXIyHAPOIHBIX SKCIIETUIINI;

5) nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300CaJax, LHpPKaX, OKeaHapUyMax,
nenbpuHApUSX, JICUCHHUS IUKHX JKUBOTHBIX, TMOCTOSHHO WM BPEMEHHO HACENSIOIIUX TEPPUTOPHUIO
Poccuiickoit ®denepanun, HaAXOASIIMXCS B COCTOSHUM €CTECTBEHHOM CBOOOIBI M MPUHAIJISKAIIUX K
BUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit denepannu u (WIn) KpacHble KHUTH CyOBEKTOB
Poccuiickoit @enepannu, a TakKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio s ydyactus B

CIIOPTHBHBIX M 3PETHIIHBIX MEPOTIPHUSITHUSX;
(B pen. ®enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIOJIB30BaHUS Ha TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KJIACTEPA.
(. 6 BBeneH ®enepanbHbIM 3aK0HOM 0T 29.06.2015 N 160-D3)

2. B ciyqasx, nIpelyCMOTPEHHBIX 4acThO | HACTOAIIEH CTAaThH, JAOIyCKAETCsS BBO3 B PoccHilcKyro
denepanyio JIeKapCcTBEHHBIX IpenapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit denepanyu aubo He
3apErMCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMU, COCTaBIISOIMMHU ITpaBo Coro3a.

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

3. JIlexapcTBEHHBIE IIpeNaparThl, IpeJHa3HAYEHHbIE JJI TYMaHUTApHON ITOMOLIH (COAEHCTBUS) UITU
IIOMOIIM IIpU Ype3BbIYANMHBIX CHUTyalusx, BBO3ATca B Poccuiickyro ®enepanuio B IOPAIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®enepanuu. 3anpemaercss BBO3 B Poccuiickytro
QDenepalMio  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENApaTroB, IPEJHA3HAYCHHBIX UL
TYMaHUTapHO! MOMOILIH (COAEHCTBHS) WU MIOMOILY IIPY YPE3BbIYAHBIX CUTYyaLHsIX.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuuyecTtBO peaepanbHOro opraHa MCMNONHUTENbHOW BRacTy,
ocyuecTBnsowero yHKUMM No KOHTPOIIKO U HaA30py B 06nacTn TaMOXEeHHOro aena, u
APYrMx ynosTHOMOYEeHHbIX heaepanbHbIX OpraHOB UCMNOSTHUTENBLHOM BacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. YnooaHoMoO4YeHHBIE CI)CI[epaIIBHBIC OpraHbl HCIOJIHUTEIBHOM BIIACTH npeaoCTaBIAlOT B
pacriopsbkerre (eaepalbHOTO OpraHa HWCIOJHHUTENBHOW BIIACTH, OCYIIECTBIISIONIETO (QYHKIUHU TI0
KOHTPOJIIO M HAaa30py B 00JacTH TaMOXEHHOTO Jiella, TOCYAapCTBEHHBIH pPEECTp JIEKapCTBEHHBIX
CpeACTB, a TaKke HWHPOPMAIMIO O BBIJAHHBIX pa3pPCHICHUSAX Ha BBO3 KOHKPETHOW MapTHH
JICKApCTBEHHBIX CPEJCTB B CIIy4asX, YCTAHOBIEHHBIX YacThiO 3 cTartbu 47 Hactosmiero denepaabHOrO
3aKOHa.

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

2. ®enepanbHblii OpraH UCHOJIHUTEIBHOM BIACTH, OCYIIECTBIISIOMMA (QYHKIUU MO KOHTPOJIIO U
HaJ30py B 0OJACTH TaMOXEHHOIO Jiena, MH(QOpPMHpYeT yKa3aHHbIE B uHacTU | HacTosmied cratbu
YIOJIHOMOYEHHBIE (hefiepalibHble OpraHbl HCIOIHUTENIBHOM BJIACTH O BBO3€ JICKAPCTBEHHBIX CPEJCTB B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Poccuiickyro ®enepainio 1 BbIBO3€ JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit deneparuu mo Gpopme u B
opsJIKe, KOTophle ycraHoBieHbI [IpaBurenscTBoM Poccuiickoit denepanuu.
(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

Maea 10. PAPMALEBTUYECKAA OEATEJIBHOCTDb
CraTtba 52. OcyuwecTBneHue papmMmaueBTUHECKON AEATENIbHOCTHU

1. ®apmaneBTHyecKass MAESITEIbHOCTh OCYLIECTBIISETCS OpraHMU3alMsIMH ONTOBOW TOPIOBIU
JIEKApCTBEHHBIMH ~ CPEJICTBAMH,  alTeYHBIMH  OpPraHW3AlMSIMH, BETEPUHAPHBIMHA  ANTCYHBIMHU
OpraHM3alysIMH,  WHAMBUAYAJIbHBIMU  MpEANPUHUMATENSIMH,  HUMEIOIIMMHU  JIMHIEH3UI0  Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, MEIULUHCKMMU OpraHu3alisIMM, HMEIOLUMH JIMLIEH3UI0 Ha
(bapMaeBTUYECKYIO JESITEIbHOCTh, M MX O00O0COOJIEHHBIMH MOApa3AeieHUAMU (aMOyIaToOpusIMH,
¢denpamepckuMu U (PeNbAIIEPCKO-aKyIIEPCKUMUA  IIYHKTaMH, LEHTpamMHu (OTAETICHUAMH) oOmIei
BpaueOHOI (CeMeHHON) MPAaKTUKM), PACIIONOKEHHBIMH B CEILCKUX HACEICHHBIX IMyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbI€ OpraHU3allMy, U BETEPUHAPHBIMU OPraHU3alUsAIMU, UMEIOLUIUMH JIMLIEH3UIO Ha
(hapMareBTHUECKYIO IeSITEIbHOCTb.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

Koncynprantllntoc: npumeyanue.

Y. 2 ct. 52 (B pea. @3 or 28.04.2023 N 149-D3) B yacTu aKKpEAUTALMH CIELHAIUCTOB C BBICIIMM
WIN CPETHUM BETEPHHAPHBIM 00pa30BaHHEM, OCYIIECTBIISIONINX (DapMalleBTHUECKYIO JAEATEIbHOCTD,
npumensercsd ¢ 01.03.2026. Ceprudukarsl Takum aunaM Beiaarores no 28.02.2026 u geHCTBYIOT He
Oounee 5 ner.

2. ®usnyeckue JHIA MOTYT OCYHIECTBIATH (apMaleBTUYECKYIO NESATEIBHOCTh NPU HAIWYUU
BBICIIETO MM CpexHero (hapMaleBTHYECKOro oOpa3oBaHUS M CepTU(HKATa CIEHaIucTa JH00
MPONUJICHHON aKKpeIUTAallMU CIELUANINCTa, BBICIIEr0 WJIM CPEIHEro BETEPHUHAPHOrO0 00pa3oBaHUs U
cepTU(UKaTa CIEeNUAINCTa JUOO NMPOWJIEHHON aKKpeIuWTalM{ CIELHUATUCTa, a TAKKE BBICILIEro WM
CpeAHEro MEIUIMHCKOTO oOpa3oBaHus, cepTUHUKATa CHelUaNIucTa JU00 MPOMIEHHON aKKpeAUTaIluH
CMHELUANNCTA U JIOTOJIHUTEIBHOTO MPO(EeCcCHOHANBHOTO 00pa30BaHMUsS B YaCTH PO3HHUYHOW TOPTOBIH
JICKApCTBEHHBIMH TIperapaTtaMu Uil MEIWIMHCKOTO TNPUMEHEHHUS MpH YCIOBHM HUX pPabOThl B
000CO0JIEHHBIX NOJIpa3Ae/IEHUsIX MEIUIIMHCKUX OpraHu3alui, yKa3aHHbIX B YacTH 1 HacTosIIe cTaThu.
(uacts 2 B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

KoncynprantlIntoc: npumeyanue.
C 01.09.2024 B naumenoBanue cT. 52.1 BHocsTcs uzmeHenus (P3 or 30.01.2024 N 1-d3). Cwm.

OyIyIIyro PEAaKINI.

KoncynprantlIntoc: npumeyanue.

JlexapcTBeHHBIE TIpenapaThl ISl MEAUIIMHCKOTO TPUMEHEHNsI, BBEJICHHBIC B TPaKIaHCKUH 000pOT 110
29.11.2019, nmoaynexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pPealu3alvu, Nnepenayde, MPUMEHEHHUIO J10
ucreyeHus: cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaaHCcKMmM OOOpPOT JieKapCTBEHHbIX MpenapaTtoB AnA
MeAULIMHCKOro NpUMMeHeHuns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(BBenena denepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

Koncynsrantllntoc: npumeuanue.
C 01.09.2024 B 4. 1 ct. 52.1 BHOCaTCcs w3meHenust (P3 ot 30.01.2024 N 1-03). Cm. Oyayuryro

PCAAKIINIO.

1. Ilepen BBOJOM B rpaskJaHCKUI 00OPOT KaXKJI0M CEpUU MM KaXKJI0M MapTUU MPOU3BEICHHOTO B
Poccuiickoit ®enepauuu JE€KapCTBEHHOrO Ipemapara JJjs MEIWLHUHCKOrO MPUMEHEHHus, 3a
UCKITIOYCHHEM HMMMYHOOUOJIIOTMYECKUX  JIEKAPCTBEHHBIX TMPENapaTroB, MPOU3BOJUTENL  TaKOTO
JIEKapCTBEHHOTO TIperapaTra TMPeJACTaBisieT B (elepalibHbIi OpraH HCIOJTHUTEIBHOW BIACTH,
OCYIIECTBISIOMUNA (DYHKIIMM TO KOHTPOJIIO M Haa3opy B cdepe 3apaBoOXpaHEHHUS, JOKYMEHT
MIPOU3BOIUTENIS JIEKAPCTBEHHOI'O CPEACTBA, MOATBEPKAAIOIINN KaueCTBO JIEKAPCTBEHHOTO Mpernapara, u
MOATBEP)K/ICHUE YIIOJIHOMOYEHHOTO JIMIAa MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOT'O TIpernapaTa TpeOOBaHUSM, YCTAHOBICHHBIM IIPH €T0 TOCYAAPCTBEHHOM PETUCTPALIUU.

Koncynsrantlntoc: npumeyanue.
C 01.09.2024 ct. 52.1 nononusiercs 4. 1.1 (@3 ot 30.01.2024 N 1-®3). Cm. Oyay1iyro peIakIu.

Kouncynbrantlntoc: npumeyanue.
C 01.09.2024 B 4. 2 ct. 52.1 BHOCsaTCcs mw3meHenust (P3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro

PEAAKIINIO.

2. Ilepen BBOJOM B Tpa)KAAHCKUH OOOPOT Ka)XJ0M CepuUM MM KaXJ0il MapTUM BBO3UMOTO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOIO Ipenapara sl MEAMIMHCKOIO IPUMEHEHUs, 3a
UCKJTFOUEHHEM MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MpPEnapaToB, OpraHU3alusl, OCYIIECTBIISIONMAs
BBO3 JIeKapcTBEeHHOro mpemnapara B Poccuiickyto denepanuto, npeacrasiseT B (enepaibHblii opraxn
UCIIOJIHUTEJIBHOM  BJIACTH, OCYUIECTBISIOIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3/IpaBOOXPAHEHMs], CEPTU(PUKAT MPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIIOILUI
COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO Ipernapara TpeOoBaHHAM (apMakoNeiHoi cTaTbu, a B
cilly4ae OTCYTCTBUs (papMakomeiiHOW cTaThu TpeOOBAHHMSIM HOPMATHBHOW JOKYMEHTAllUH, U
MOATBEPK/ICHUE MPEACTaBUTENST OpPraHU3allii, OCYILECTBIISIONIEH BBO3 JEKApCTBEHHOI'O Npenapara B
Poccniickyro ®@enepanyio M YINOJTHOMOYEHHOM WHOCTPAHHBIM IPOU3BOJIUTEIEM JIEKAPCTBEHHBIX
CPEeACTB, COOTBETCTBUSI BBO3UMOTI'O JIEKAPCTBEHHOTO MpenapaTa TpeOOBaHUAM, YCTAaHOBJIEHHBIM IIPH €T0
roCyIapCTBEHHOW PETUCTPALIUN.

Koncynbrantlntoc: npumeyanue.
C 01.09.2024 ct. 52.1 nononusiercs 4. 2.1 (@3 ot 30.01.2024 N 1-D3). Cm. OyaylIyro peIaKkuio.

Koncynprantllntoc: npumeuanue.
C 01.09.2024 4. 3 cr. 52.1 usnaraercs B HOBOH pemakiuu (@3 or 30.01.2024 N 1-@3). Cwm.

OyIylIyI0 peIaKIHnIo.

3. HOpHI[OK OpeacTaBJICHUA B COOTBCTCTBHUU C YaCTAMH 1 u?2 HacTosIIeH cTaTbu AOKYMCHTOB U
CBEJIEHUM O JICKApCTBCHHBIX IIpCIiapaTaX, BBOAUMLBIX B Fpa)K,Z[aHCKI/Iﬁ O60pOT, YCTaHAaBJIMBACTCA

www.consultant.ru CrpaHvua 127 n3 166
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=312097&amp;date=25.02.2024&amp;dst=100019&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100405&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468491&amp;date=25.02.2024&amp;dst=1416&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=428928&amp;date=25.02.2024&amp;dst=64&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100406&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468491&amp;date=25.02.2024&amp;dst=1417&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100408&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468491&amp;date=25.02.2024&amp;dst=1418&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100409&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468491&amp;date=25.02.2024&amp;dst=1419&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468341&amp;date=25.02.2024&amp;dst=100411&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=468491&amp;date=25.02.2024&amp;dst=1420&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

( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

[IpaBurenscTBOM Poccuiickon Penepanuu.

Koncynprantllntoc: npumeuanue.
C 01.09.2024 B 4. 4 ct. 52.1 BHOCsaTCcs w3meHenust (P3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro

PEAAKIIHNIO.

4. B OTHOIIEHMH TNEPBBIX TPEX CEPUM WIM NApTUH JIEKAPCTBEHHOIO IIperapara, BIIEPBBIE
npousBeJieHHOro B Poccuiickoi @enepauuu uiav BIEpBblie BBO3UMOro B Poccuiickyro Penepaunuio, B
(benepanbHBIN OpraH UCTIOTHUTEIBHONW BIACTH, OCYIICCTBIIIONINN (DYHKIIMU IO KOHTPOJIIO U HAA30PY B
cdepe 3IpaBOOXpAaHEHUS, JOMOJHUTEIBHO NPEJCTABISAETCS MPOTOKOJ HCIBITAHUA O COOTBETCTBUU
CepUM WM MapTUM JIEKapCTBEHHOIO INpemnapara i MEIUUUMHCKOrO MPUMEHEHHUs [OKa3aTessiM
KauecTBa, MPEIyCMOTPEHHBIM HOPMATHUBHOW JOKyMEHTalMel (Janee - TMPOTOKON HCIBITAHH),
MIPOBOAMMBIX aKKPEANUTOBAHHBIMH B COOTBETCTBHU C 3aKOHOAATENhCTBOM Poccuiickoit @eneparuu 00
aKKpeIuTallud B HAIMOHAJIBHOM CHCTEME aKKpeOWTaluu (eaepanbHBIMU  TOCYJapCTBECHHBIMH
OFOJDKETHBIMU YUPEXKICHUSAMH, TTOIBEIOMCTBEHHBIMHU (peepaibHOMY OpraHy MCIOJTHHUTEIBHOW BIIACTH,
ocylIeCTBIsIfOIEMY (GYHKIMM 10 BBIPAOOTKE M peaju3alud TOCyJapCTBEHHOW TIOJUTUKH U
HOPMAaTUBHO-TIPAaBOBOMY pEryjHpoBaHuI0 B cdepe 3apaBooxpaHeHus, U ¢eaepaibHOMy OpraHy
WCIIOJHUTENLHON BIIACTH, OCYIIECTBISAIONIEMY (YHKIUU 1O KOHTPOJIIO M Haa30py B cdepe
3npaBooxpaHeHus. [1opsaIoK BhIa4YM YKa3aHHBIMU (eepaTbHBIMU TOCYAAPCTBEHHBIMU OFOIKETHBIMU
YUPEXKIACHUSAMU JAHHOIO IMpPOTOKOJAa M pa3Mep IUlaThl 3a €ro  BblJadyy yCTaHaBIMBAIOTCS
[IpaBurensctBOM Poccuiickoit deneparumu.

KoncynprantlIntoc: mpumeyanue.
C 01.09.2024 cr. 52.1 pomomusiercs yd. 4.1 - 4.3 (@3 or 30.01.2024 N 1-®3). CMm. Oyaymryro

PECAAKIINIO.

KoncynprantlIntoc: npumeyanue.
C 01.09.2024 4. 5 cr. 52.1 wuznaraercs B HoBoW pemakiuu (P3 ot 30.01.2024 N 1-®3). Cwm.

OyIaylUIyro peaaKIuio.

5. Exxerogno He mo3aHee 1 deBpans mpou3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB WJIM OpPTaHHU3AIlNH,
OCYIIECTBIISIONINE BBO3 JICKAPCTBEHHBIX MpernapaToB B Poccuiickyro deneparuio, MpeacTaBisioT B
(denepanbHBIA OpraH UCTIOTHUTENILHON BIACTH, OCYIIECTBIAIOMUN (PYHKIIUU 110 KOHTPOJIO U HAA30PY B
cdepe 31paBOOXpaHEHUs, TPOTOKOJ HCIBITAHUH MOCTYMUBILETO B TEYCHUE T'0J1a B TPAXKIAHCKUN 000pOT
JIEKApCTBEHHOT'0 TperapaTa KOHKPETHOTO MPOU3BOAMUTENS (HAa OJHY CEpPHUI0 KaXJIOro TOPTrOBOTO
HAaUMEHOBAHMSI C YYETOM JIEKApCTBEHHOW (POPMBI U JIO3UPOBKH), MPOBOJUMBIX aKKPEAUTOBAaHHBIMU B
COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccuiickoit ®denmepanuu 00 aKKpeAUTAIlMd B HAIMOHAILHOM
CUCTEME aKKPEIUTAIIMH HCTIBITATEIbHBIMH JIA0OPATOPHUAMU (IICHTPAMH).

Koncynsrantllntoc: npumeuanue.
C 01.09.2024 ct. 52.1 nononusiercs 4. 5.1 (@3 ot 30.01.2024 N 1-®3). Cm. Oyayl1yro peIakIuio.

Koncynsrantllntoc: npumeuanue.
C 01.09.2024 B 4. 6 ct. 52.1 BHOCATCS m3meHeHust (P3 ot 30.01.2024 N 1-03). Cm. Oyayuryro

PCAAKIIHNIO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6. Ilpow3BomuTenw JEKApCTBEHHBIX CpPEACTB WM OpraHU3alld, OCYIIECTBISIONIAE BBO3
JIEKapCTBEHHBIX mpenapatoB B Poccuiickyro denepanuro, He MEHee YeM 3a OJIMH T'OJl 10 TUIAHHPYEMBIX
MPUOCTAHOBIICHNUS WJIM TPEKpPAIlEHHs IMPOM3BOJCTBA JIEKAPCTBEHHBIX IPENApaToB WJIM HX BBO3a B
Poccuiickyro @enepauuio yBeAOMIAIOT 00 3TOM (eaepanbHblii OpraH MCHOJHHUTENbHON BiacTw,
OCYIIECTBIISIONIMNA (YHKIHMU 1O KOHTPOJIO M HAI30py B cdepe 3ApaBOOXpaHeHUs U (eaepanbHbIi
OpraH HCIOJHHUTEIbHON BIACTH, OCYMIECTBISIIOIIMN (DYHKIMHM TO JIMIEH3UPOBAHHUIO MPOHM3BOJCTBA
JIEKapCTBEHHBIX CPEICTB.

7. BBoa B rpaxkJaHCKU 00OPOT Ka)JIO0W Cepur WIM KaXJIOW MapTHH MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipemnapara, npousBeneHHoro B Poccuiickoit denepaunyu wWiad  BBO3MMOIO B
Poccuiickyro ®eznepanuio, OCyIIECTBISETCS Ha OCHOBAHMWHU pa3pelleHHs], BBIAHHOIO (enepaabHbIM
OpPraHOM HMCIIOJHUTEIBHON BJACTH, OCYILECTBIISIOUIMM (YHKLIMU MO KOHTPOJIO M Hau3opy B chepe
3IpaBOOXPAaHEHHs, HAa OCHOBAHMHU BBIJAHHOTO (PeIepaibHBIMH T'OCYIAPCTBEHHBIMH OOPKETHBIMHU
YUPEKICHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOSILEHW CTaTbH, 3aKJIFOYEHHUS O COOTBETCTBUHU CEPUU WIIU
MapTUd UMMYHOOHOJIOTUYECKOTO JIEKApCTBEHHOTO IperapaTra TpeOOBaHUSAM, YCTAHOBJICHHBIM NPH €0
roCyJJapCTBEHHOH peructpauuu. [1opsaaok BbIAaYM pa3pelieHust Ha BBOJ B I'pakKJaHCKUI 000pOT cepuu
WIA TapTUd MMMYHOOHMOJIOTMYECKOrO JIEKAPCTBEHHOr'O IIpernapara, a Takke TMOpPSIOK BbIIaud
YKa3aHHOIO 3aKJIKOYEHUS M pasMep IUlaThl 3a €ro BblJady YycTaHaBiuBaroTca lIpaBurenscTBOM
Poccuiickoit ®eneparum.

Koncynprantlntoc: npumedanue.
C 01.09.2024 ct. 52.1 nononusiercs 4. 7.1 (@3 ot 30.01.2024 N 1-®3). Cm. Oyay1iyro peIakIy.

Koncynprantlntoc: npumedyanue.
C 01.09.2024 B 4. 8 ct. 52.1 BHOocsaTcs u3meHeHus: (P3 ot 30.01.2024 N 1-®3). Cm. Oyaymryio

PEAAKIINIO.

8. 3a HempenCcTaBlieHWE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB M CBEICHUH,
MPeyCMOTPEHHBIX YacTamu 1, 2, 4, 5 u 6 HacTosMIEN CTaThbU, MPOU3BOAUTENM JIEKAPCTBEHHBIX CPEIICTB
U OpraHM3alliM, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro Denepaunio,
HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJIaTeNIbecTBOM Poccuiickont denepaiy.

9. IlpencraBieHne JOKYMEHTOB M CBEIEHUM, NPELYCMOTPEHHBIX 4acTaMu 1, 2 u 4 HacTosAlen
CTaTbu, M IOJNYYCHHUC NPCAYCMOTPCHHOI'O 4YaCTbIO 7 HaCTOﬂH_Ieﬁ CTaTbU pa3spCliCHUd Ha BBOJA
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara B TpaXKAaHCKUH 000poT He TpeOyroTcs B
OTHOIICHHWU JICKAPCTBCHHBIX IMPCIaparoB, MPECAHA3HAYCHHBIX JId TIPOBCACHUA KIMHHUYCCKUX
UCCIIEIOBAaHUM JIEKApCTBEHHBIX IpEnapaToB, MPOBEICHHs SKCHEPTU3bl JEKAPCTBEHHBIX CPEACTB IS
OCYILECTBIJICHHS] TOCYJApCTBEHHOIN perucTpanuy JeKapcTBEHHBIX NPENnapaToB, a TaKKe B OTHOILEHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpEnapaToB, MPEJHA3HAYCHHBIX Ul OKa3aHUs MEIUIMHCKON
IIOMOIIA IO XKU3HCHHBIM IMMOKAa3aHUAM KOHKPCTHOI'O MAalMCHTA WJIA T'PYIIbLI MAllMCHTOB, BBO3UMLIX B
Poccuiickyto ®@enepanuio B cooTBeTcTBUU ¢ yacTsaMu 3 u 3.1 crathu 47 Hacrosmero ®enepanbHOro
3aKOHa.

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynsrantllntoc: npumeuanue.
C 01.09.2024 B 4. 10 ct. 52.1 BHOcsTCs u3menenus (@3 ot 30.01.2024 N 1-®3). Cm. Oynyuryio

PECAAKIINIO.

10. TIpu BBISBIEHUU B TPaKAAHCKOM 00OPOTE CEpUM WIM MapTHM JEKapCTBEHHOIO Ipernapara,
JIOKYMEHTBl U CBEAECHUSA O KOTOPBIX, NMPEAYCMOTpPEHHbIe dacTaMu 1, 2 W 4 HacTosALIEl cTaTbu, HE
NPEJCTaBICHb B (enepajbHbIii OpraH HCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIONMA (QYHKIUH 110
KOHTPOJIIO M HaJg30py B cdepe 3ApaBOOXpaHEHUS, MO0 CEpUH WIM MapTUH MUMMYHOOHOJIOTMYECKOro
JIEKapCTBEHHOI'0 TMpernapara, HE MMEIOMIMX pa3pelleHds Ha BBOJ B TpaxJaHCKUl 000poT,
IIPEJYCMOTPEHHOIO0 4YacThlO0 7 HACTOALIEH CTaThu, (hefepasbHbIi OpraH HCHOJHMTENbHOM BiacTw,
OCYILECTBIIAIONIMNA (YHKIMU 10 KOHTPOJIK M Haa30py B cdepe 31paBOOXpaHEHMs, B MOPSIKE,
ycraHoBiieHHOM I[IpaBurensctBoM Poccuiickonn denepanuu, NPUHUMAET PELICHHUE O IPEKpallCHUU
IpaXJIaHCKOTO 000pOTa TaKMX CEpUH WIM TAapTHH A0 TPEICTaBICHHUS yKa3aHHBIX JOKYMEHTOB M
CBEJICHUH JT00 MOTy4eHHs YKa3aHHOTO pa3peIieHHs.

Koncynprantlntoc: npumedanue.

Cr. 52.2 He pacupoCTpaHAETCs Ha CEpUM JIEKAPCTB JUIsl BETEPUHAPHOIO NMPUMEHEHUS, BBEICHHBIE B
rpaxaanckuii 06opot g0 01.09.2023, xoTopble MOMIESKAT MPUMEHEHHIO 10 UCTEUEHHUS CPOKa HUX
rogHocT (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxgaHCKui OOGOpPOT NeKapCTBEHHbIX npenapaTtoB Ans
BeTepUHaApPHOro NpMMeHeHus
(BBenena deaepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOJOM B TpaXTAHCKUH OOOPOT KaXIOH cepuu MPOU3BEACHHOTO B Poccuiickoit
@enepauuy  JEKapCTBEHHOrO IMpenapara JJisi BETEPUHAPHOIO IPHUMEHEHHS, 32 HUCKIKOYEHUEM
MMMYHOOHMOJIOTUYECKOTO  JIEKAPCTBEHHOT'O  Tpemapara  Juisli  BETEPUHAPHOTO  TPUMEHEHUS,
MIPOU3BOJUTENH TAKOTO JIEKAPCTBEHHOIO Ipenapara MPEeACTaBIsIeT B YBEAOMHUTEIBHOM IOPSJIKE B
(denepanbHBIA OpraH UCIOJHUTENBHON BIACTH, OCYIIECTBISIOMUN (DYHKINUU 1O KOHTPOJIIO (HAA30py) B
cdepe obpalieHus JeKapCTBEHHBIX CPEJICTB JJI1 BETEPHHAPHOTO MIPUMEHECHHUS:

1) 1OOKYMEHT NpOU3BOOUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPXKAAIOIUNA COOTBETCTBUE
KadecTBa JICKAPCTBEHHOI'O Ipernapara Uisi BETEPUHAPHOIO IPUMEHEHUS, BBOJAMMOIO B I'DAKIAHCKUI
000poT, TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPHU €T0 FOCYAaPCTBEHHONW PETUCTPALINU;

2) TOATBEPXKICHHE YIOJIHOMOUYEHHOTO JIMIIA TMPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBHUSl  JIGKAPCTBEHHOTO IMpemapaTa [Uisli BETEPUHAPHOTO MPUMEHEHHUS TpeOOBaHUSAM,
YCTaHOBJICHHBIM [P €TI0 TOCYAAPCTBEHHOU PErUCTPaLIUH.

2. Tlepen BBOJOM B TpaKTAHCKUH O0OOPOT KaXAOW CEpHH BBO3UMOTO (IEPEMENIaeMOro) B
Poccniickyro @enepanyio JEKapCTBEHHOIO Ipernapara Uil BETEpUHAPHOIO IIPUMEHEHHUs, 3a
UCKITFOUEHHEM UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tpernapara Uil BETepUHAPHOTO TIPUMEHEHUS,
OpraHu3aIysl, OCYIIECTBISIONIAs BBO3 (TIepeMenIeHne) JIEKapCTBEHHOTO TpenapaTa Jjisi BETepUHAPHOTO
npuMeHenus B Poccuiickyro dezeparuio, MpeaCcTaBIseT B YBEJIOMHUTEIBHOM MOPSIKE B (enepaibHbIi
OpraH HUCHOJHUTEIBHOW BIIACTH, OCYIIECTBISIIOIIMN (YHKIMH IO KOHTpONIO (Ham3opy) B cdepe
oOpaleHus JIEKAPCTBEHHBIX CPENICTB JUIsl BETEPUHAPHOTO MTPUMEHEHHS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) MOKyMEHT NpOM3BOIAUTENS JIEKAPCTBEHHBIX CPEICTB, MMOJITBEPXKAAIOUIMA COOTBETCTBUE
KauecTBa JIEKapCTBEHHOT'O IperapaTa Jjsi BETEPUHAPHOIO MPHUMEHEHUS, BBOAMMOIO B T'pakKIaHCKUMN
000poT, TpeOOBaHUSAM, YCTAHOBJICHHBIM IPU €T0 TOCYIapPCTBEHHON PETUCTpaIiH;

2) NOATBEPKJIEHUE JIMIA, YIOJIHOMOUYEHHOTO JEp)KaTelaeM WM BIaJEibLEM PErHCTPALMOHHOIO
YAOCTOBEpEHHUsl JIEKAPCTBEHHOI'O IMpernapara J[Uis BETEPUHAPHOIO MPUMEHEHMsS, COOTBETCTBUS
JIEKapCTBEHHOT'O MpernapaTa [yl BETEpUHAPHOrO NMPUMEHEHHUs] TpeOOBaHUAM, YCTAaHOBJIEHHBIM IIPU €ro
rOCYJJapCTBEHHOMN perucTpaIum.

3. BBoag B rpaxkmaHckuii o0opoT BBO3MMOro (mepemerniaemMoro) B Poccuiickyro ®denepaimio
JIEKapCTBEHHOI'0 IIperapara [JIsi BETEPUHAPHOIO IMPUMEHEHUSA OCYIIECTBIISETCS IMPU HAIUYUU
3aKIIIOYCHHUA O COOTBETCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCACTB Tp€6OBaHI/I$IM mpaBuJI
Hannemameﬁ HpOH3BO}ICTB€HHOI>i IMPAKTUKH, BBIAAHHOI'O YIIOJTHOMOYCHHBIM q)ellepaJ'II)HBIM Oopranom
WCIIOJIHUTENIbHOM BJIAaCTU AN TPOM3BOACTBEHHON IUIOIIAIKK JIEKAPCTBEHHOTO IMpemnapara s
BETEPUHAPHOTO MIPUMEHEHHSI, BBOJUMOTO B TPAXKIAHCKHI 000POT.

4. JIuno, ynmoaHOMOYEHHOE [epKaTeleM WM BIAJENbLIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapaTra [uisi BETEPUHAPHOTO IMPUMEHEHMs, JOJKHO OBITh aTTECTOBAaHO B
YCTaHOBJIEHHOM YITOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENbHON BJIACTH HOPSIKE U UMETh
CTaX pabOTBl HE MEHee 4YeM IIATh JIET B OOJacTH MPOM3BOJCTBA W (WJIM) KOHTPOJIS KadecTBa
JIEKapCTBEHHBIX CpPEACTB JHOO B 00JacTH MOHUTOpUHTA J(PGEKTUBHOCTH U OE30MaCHOCTH
JIEKAPCTBEHHBIX MPENApaTOB MAJi1 BETEPUHAPHOTO NPHUMEHEHHS, MNPOBOAUMOrO JepXkKaTeleM WIn
BIIQJICTIBLIEM DPETUCTPALMOHHOIO YJOCTOBEPEHMS JIEKAPCTBEHHOIO Ipenapara Juisi BETEPUHAPHOIO
OpUMEHEHHs JHO0O0  YIMOJIHOMOYEHHBIM UMM  IOpHAMYECKHM JIMIIOM, BbIcliee oOpa3oBaHue
COOTBETCTBEHHO IO OJHON U3 cheuuasbHocTe W (WIM) OAHOMY U3 HaIpaBICHUN IOATOTOBKH:
Ouosnorusi, OHMOTEXHOJOTHUS, BETEpUHAPHs, BETEPUHAPHO-CAHUTApHAs OJKCIEPTHU3a, KIMHUYECKas
MEIUIIMHA, paJUdallMOHHAsA, XMUMHYecKas W Ouoioruueckas j3amura, (papmanusi, (yHIaMEHTalbHas
MEJULMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

5. llopsaok mpencTaBlieHHs] B COOTBETCTBUM € YacTsIMU | M 2 HACTOAILIEH CTaTbU JTOKYMEHTOB U
CBEJICHUN O JIEKAPCTBEHHBIX IIpernapaTax Uil BETEPUHAPHOIO IIPUMEHEHHUs, BBOJUMBIX B I'PAKIAHCKUI
obopot, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoii deneparium.

6. B oTHOmIEHMHM mEpPBBIX JBYX CEpHUH JIEKAPCTBEHHOIO IIpemnapara Jjs BETEPUHAPHOTO
IIPUMEHEHHUs, BIIEpBble Ipou3BeAcHHOro B Poccuiickoit denepaunyu WM BIEPBBIE BBO3MMOIO
(mepememntaemoro) B Poccuiickyto ®enepanuio, B (QenepaiabHblii OpraH HCIOJHUTEIBHON BIACTH,
OCYIIECTBIISIOUINN (DYHKIIMU 1O KOHTPOJIIO (Haa30py) B cepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB JUIs
BETEPUHAPHOT0 IPUMEHEHHUS, HapsAAy C JOKYMEHTaMH, IIPElyCMOTPEHHBIMU YacTsiMU | 1 2 HacTosiuen
CTaTbW, IPEACTABIIIOTCA IPOTOKOJbl WCHBITAHWUA O COOTBETCTBUM OTHUX CEPHUHM JIEKAPCTBEHHOTO
rpenapara i BETEpUHAPHOTO MPUMEHEHNs M0Ka3aTessaM KauecTBa, MPelyCMOTPEHHBIM HOPMAaTUBHBIM
JOKYMEHTOM (Jlajnee - MPOTOKOJ HCHBITAaHWN), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHM C
3akoHojaTtenbcTBOM Poccuiickoit ®eneparmuu 00 aKKpeOUTalMM B  HALMOHAIBHOM  cucTeMe
aKKpeIUTaIlU{ UCTIBITaTeIbHBIMU JJa00paTOpusiMH (LICHTPaMH).

7. ExxerogHo He mo3aHee | (eBpans mpou3BOAUTENH JIEKAPCTBEHHBIX CPEJCTB WM OpraHU3allnHy,
OCYIIECTBIISIIONINE BBO3 (MEpEMENICHUE) JIEKaPCTBEHHBIX MPENapaToB Uisi BETEPUHAPHOTO MPUMEHEHHS
B Poccuiickyto @enepanuro, TPEACTABISIOT B (eaepaibHbId OpraH MCIHOJHUTEILHON BIIACTH,
OCYIIECTBISIONUI (PYHKIIHH 110 KOHTPOJIIIO (HaA30py) B chepe oOpaiieHus IeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPUMEHEHHUsI, MPOTOKOJI UCIBITAHUN TMOCTYNHBILETO B T€YEHHE roja B TPakIaHCKUN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

000pOT JIEKApCTBEHHOTO Tpernapara Jjisi BETepUHAPHOTO MPUMEHEHHsI KOHKPETHOTO MTPOU3BOIUTENS (Ha
OJIHy CEpPHI0 KaXJIOT0 TOPrOBOTO HAMMEHOBAaHUS C YYETOM JIEKApCTBEHHOW (opMbI, a s
JIEKaPCTBEHHOTO npernapara JUTSt BETEPUHAPHOTO MIPUMEHEHNS, HE SIBJISIOIIECTOCS
I/IMMYHO6I/IOJ'[OFI/I‘~I€CKPIM, TAaKKXE C yLIeTOM [[OSI/IpOBKI/I), HpOBOI[I/IMI)IX aKerI[PITOBaHHLIMH B
COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccmiickoit deneparuu 00 akKpeAUTAIlMd B HAIMOHAIBHOMN
CHUCTEME aKKPEAUTAIMH HCTIBITATEIbHBIMH JIA0OPATOPHUAMU (IICHTPAMH).

8. BBox B rpaxIaHCKU 0OOpPOT HMMMYHOOMOJIOTHUECKOTO JIEKapCTBEHHOI'O Ipernapara Jyls
BETEpPUHAPHOTO TPUMEHEHHUs, mpou3BeaeHHoro B Poccuiickoil @enepanuu WIK  BBO3MMOTO
(mepememaemoro) B Poccuiickyto ®enepanuio, OCylIECTBISIETCS HAa OCHOBaHUU pa3pelIeHHUS,
BBIIAHHOTO (e/lepabHBIM OpPraHOM HCIOJHHUTENBHON BIACTH, OCYHIECTBISIOMNM (QYHKIUH 10
KOHTpOJTIO (Haa30py) B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHHUS.
VKkazaHHOe paspelleHHe BbIJAeTCd Ha OCHOBAaHMM IPOTOKOJA  MCIBITAHUM, IMPOBOAMMBIX
aKKpeMTOBaHHBIMU B COOTBETCTBHUM C 3aKOHoJaTenabcTBOM Poccuiickoit deneparun 00 akKpeAUTaIIH
B HAalMOHAIBHOM cHCTEME aKKpeIuTallud OpraHMU3alUsAMH, TMOABEOMCTBEHHBIMHU (eaeparbHOMY
OpraHy HCHOJHHUTEIBHON BIIACTH, OCYIIECTBIIAIOMEMY (YHKIHMH MO BBIPAaOOTKE TOCYIapCTBEHHOM
MOJUTHKA ¥ HOPMATHBHO-TIPABOBOMY PETYJIMPOBAaHUIO B c(epe arponpoMBIIIICHHOTO KOMILIEKCa,
BKJTIOYasi OOpalleHne JEKapCTBEHHBIX CPENICTB U BETEPHHAPHOTO MPHUMEHEHHS, Wi (eaepaTbHOMY
OpraHy HCIHOJHMTEIbHOM BJIACTH, OCYIIECTBIAOLIEMY (YHKIMHM IO KOHTpOJItO (Hax3opy) B cdepe
oOpallleHus1 JICKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO NPUMEHEHHs, a TakXkKe JOKYMEHTOB H
CBEJICHUH, MpeyCMOTPEHHBIX YacThio 1 (A5 mpenapartoB, Npou3BeeHHbIX B Poccuiickoit Deneparium)
WIM YacTbio 2 (Ui IpernapaToB, BBO3UMBIX (1epemeliaeMelx) B Poccuiickyro @enepanuio) HacTosen
CTaThH.

9. Cpox BpIIauM pa3pelieHus, YKa3aHHOI'O B YaCTH 8 HACTOSIIEW CTaTbH, COCTaBIAECT NATh
pabouux aHEH co IHS MPEICTABICHUs MPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB MJIM OpraHU3alUei,
OCYILECTBIISIOLIEH BBO3 (MepeMelIeHNe) JIEKapCTBEHHOIO IpenapaTa Uil BETepUHAPHOTO MPUMEHEHHS
B Poccuiickyto ®enepauuio, B QenepaiabHblii OpraH HCHOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOIINI
(GYHKIMU 1O KOHTPOMIO (Haa3opy) B cdepe oOpalneHus: JeKapCTBEHHBIX CPEJCTB AJISi BETEPUHAPHOTO
IIPUMEHEHHUs, TOKYMEHTOB, MPElyCMOTPEHHBIX YAaCThIO 8 HACTOSIICH CTAThU.

10. Pa3pemienue, yka3aHHOE B YacTH 8 HACTOSIIEH CTAaTbH, BBIJAECTCS B OTHONIEHUHM KaXJIOW W3
MEPBBIX JIBYX CEpuil HMMYHOOHOJOTMYECKOro JIeKapCTBEHHOTO Ipernapara [Uisi BETEpHUHAPHOIO
MIPUMEHEHHUs, BIEPBbIE Npou3BeAeHHOro B Poccuiickoii ®Penepanvu WM BIEPBbIE BBO3UMOTO
(mepemerniaemoro) B Poccuiickyto @enepanuio. Takoe pa3pelieHue BbIIaeTCsS Ha BECh CPOK OOpaIeHUS
CepUM UMMYHOOHMOJIOTHYECKOTO JICKQPCTBEHHOTO TMpemnapara /i BETEPUHAPHOTO MPUMEHCHUS, B
OTHOIIIEHUH KOTOPOW OHO BBIIAHO. B OTHOIIEHWH TOCIEAYIONIUX CEPUH OJHOTO TOPTOBOTO
HaWMEHOBAaHHS UMMYHOOHOJIOTUYECKOTO JICKAPCTBEHHOTO TMpernapara Jyisi BETepUHAPHOTO TPUMEHEHUS,
npou3BeneHHoro B Poccuiickoit ®enepanuu uiaum BBO3UMOro (mepememaeMoro) B Poccuiickyro
depnepalnio, TaKOE pa3pelieHe BbIIaeTCsa CPOKOM Ha TpH roaa. [lopsanok Belgaum pa3pelieHust Ha BBOJ
B TPaXTaHCKH 00OPOT MMMYHOOMOJOTHUYECKOTO JIEKAPCTBEHHOTO IIperapaTta Jjis BETEPHHAPHOTO
MIPUMEHEHHUS, MOPSIOK BBIJIAYM MPOTOKOJA HCHBITAHUM, YKa3aHHBIX B YaCTH 8 HACTOAIIEH CTaThH, a
TaKKe METOJMKA OIpPEACNICHUs pPa3MepoB IIAThl 3a BbIJAYy YKa3aHHOTO MPOTOKOJA HCIBITAHUN
ycranaBiauaetcs [IpaButenscTBoM Poccuiickoit @enepanuu.

11. MmmyHoOMoONOrHYeCKHe JIEKapCTBEHHbIE Mpenaparbl Ui BETEPUHAPHOTO MNPUMEHEHUS,
BBEJICHHBIE B TPAXKIAHCKUII OOOpPOT B COOTBETCTBUU C YACTHIO 8 HACTOSIIEW CTaThH, MOMAJEXKAT
XpaHEHUIO, TEpPEeBO3KEe, OTIYCKY, pealu3allud, Nepenaye, NMPUMEHEHHUIO JI0 HCTEUEHHUs CpoKa HUX
TOJIHOCTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12. 3a HempencraBleHHE WIM HECBOEBPEMEHHOE IIPEICTaBICHHE IOKYMEHTOB U CBEACHHH,
IIPEyCMOTPEHHBIX yacTsmMu | - 3, 6 u 7 HacTosIeN cTaTbi, IPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJICTB U
OpraHu3alyy, OCYLIECTBIAIOIIME BBO3  (IEpEMELICHHE) JIEKapCTBEHHBIX  IIPEMaparoB  JUls
BETEpUHAPHOTO NpuMeHeHus B Poccuiickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoaTtenbcTBOM Poccuiickont deneparum.

13. IlpencraBnenue TOKYMEHTOB M CBEJICHUH, IPEAYCMOTPEHHBIX YacTsiMu | - 3, 6 u 7 HacTosIein
CTaTbH, W TMOJyYCHHE pa3pelleHHs, yKa3aHHOTO B YacTU 8§ HACTOALIEH cTaThbu, HE TpeOyroTcs B
OTHOILIEHUHU JIEKAPCTBEHHBIX MPENapaTroB J/Jisi BETEPUHAPHOIO MPUMEHEHMs, NpPEeIHAa3HAYEHHBIX IS
BbIBO3a M3 Poccuiickoit ®Penepauuu, NPOBEACHUS AOKIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX
CPENCTB, KIIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX MPEMapaToB JJisi BETEPUHAPHOTO MIPUMEHEHUS 1
BBO3a IJIs II€JIEH, yYKa3aHHbBIX B MyHKTe 5 4yacth | crarbu 50 Hactosimero denepaibHOrO 3aKoHa, a
Tak)ke 00pa3IoB JIEKAPCTBEHHBIX MPENApaToOB /I BETEPHHAPHOTO MPUMEHEHHMS, TTPEIHa3HAYCHHBIX IS
MPOBEACHUS SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX OCYIIECTBICHHUS TOCYJapCTBEHHOMN
pPErucTpalvK JEKapCTBEHHBIX MPENnapaToB JUisl BETEPUHAPHOTO MPUMEHEHUS WJIM BHECEHUS] U3MEHEHUN
B PErUCTPALIMOHHOE JI0ChE Ha JIEKAPCTBEHHBIN IIpenapar Jyisi BETEPUHAPHOTO IPUMEHEHHUS.

Crartbsa 53. NMpoaaxa, nepenaya fnekapCcTBeHHbIX CPeACTB OpraHM3aLMsaMn onToBoM
TOProBNy fieKapCTBeHHbIMU cpeaAcTBaMu

1. Opranu3anuu onToBOM TOPrOBIM JEKAPCTBEHHBIMH CPEJICTBAMU MOTYT OCYILECTBIIATH MPOJIAKY
JICKApCTBEHHBIX CpPEACTB WJIM NEepeAaBaTh MX B YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoit
®denepanyu nopsiike (3a UCKIOYEHUEM (papMalleBTUYECKON CyOCTaHIIMU CIMPTa ITUIIOBOTO (ITaHOIA) C
y4eTOM TpeOOBaHUI YacT 3 HACTOSIIIECH CTAThU:

(B pen. @eaepanbHbix 3ak0HOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) APYIr'uM OpraHHU3alUusIM OINTOBOM TOProOBJIN JICKAPCTBCHHBIMU CPEACTBAMMU,
2) MMPOU3BOAUTCIIAM JICKAPCTBCHHLIX CPCACTB IJIA neiaeun IMPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB;
3) AlITCUHBIM OpraHu3alusaAM U BETCPUHAPHBIM alITCYHBIM OPraHU3alusAM;

4) Hay4HBIM OpraHU3aLUsAM U1 HAyYHO-UCCIEeI0BaTEIbCKON padOoTHhI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) UHAMBUAYAJIbHBIM NPEANPUHUMATENSIM, HMEIOIIUM JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NEeSITeNIbHOCTh WU JTUIEH3UIO0 Ha MEAUIIMHCKYIO eI TENIbHOCTD;

6) MEOUIMHCKUM OpraHu3alusM, B TOM YHCJIE€ CO3JIaHHBIM U 3apErUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATE€ILCTBOM HMHOCTPAHHOIO TocyaapctBa - uieHa OpraHuzaiuun
SKOHOMHUYECKOTO COTPYIHUYECTBA U PA3BUTHUSI MHOCTPAHHBIM IOPUIUYECKUM JTUIAM, HHIUBUIYaIbHBIM
MPEANPUHUMATEIISIM, SBISTIONAMCS YIaCTHUKAMHU MPOEKTa B COOTBETCTBUU ¢ DeiepabHBIM 3aKOHOM OT
29 utons 2015 roga N 160-®3 "O Mex1yHapoaAHOM MEAUIIMHCKOM KJIACT€pe U BHECEHUH U3MEHEHUH B

OTJIeNIbHBIE 3aKOHOAaTeNIbHbIE akThl Poccuiickoit denepanun”, 1 BeTepUHAPHBIM OpraHU3alUsiIM;
(B pen. @enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-P3, ot 04.08.2023 N 428-D3)

7) opraHuzauusM M WHAMBUAYAJIbHBIM IpPEANPUHUMATENSAM, OCYLIECTBIISIOIIUM pa3BelCHUE,
BBIPALIMBAHUE M COJACpPKAHME JKUBOTHBIX (32 HCKIIOYEHHEM TMPOJaXu WM (papManeBTHUYECKUX
cyOCTaHIMI WM UX Tepeaayn).
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( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(m. 7 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. OpraHuzanuu ONTOBOM TOPIrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMHU HE BIPABE OCYIIECTBIATH
npojiaxy (mepenadyy B YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM Poccuiickoit @Depepanuu MoOpsakKe)
(hapmareBTHYECKON CyOCTaHIINY CITUPTA ATHIIOBOTO (ITAHOIA).

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Koncynprantlntoc: npumeyanue.
Y. 3 cr. 53 na teppuropusx JIHP, JIHP, 3anopoxckoit obmacti, XepCOHCKOH 00J1acTH MPUMEHSECTCS
¢ 01.09.2024 (@3 ot 04.08.2023 N 428-D3).

3. OpraHI/ISaHI/II/I OIITOBOM TOPTOBJIM JICKAPCTBCHHBIMHA CPCACTBAMHA MOTYT OCYIICCTBJIATL IPOAAXKY
(Hepe,uaqy B YCTAHOBJICHHOM 3aKOHOJATCJILCTBOM Poccuiickoit d)e):[epaum/l HOpr,Z[KC) JICKApCTBCHHOT'O
npenapara Ajid MCAUIHUHCKOI0 MPHUMCHCHUA C MCKIAYHAPOAHLIM HCIIATCHTOBAHHBIM HAMMCHOBAHUCM
"3 n,

TAHOJI .

1) ropuauyecKkuM JUIlaM, UMEIOIIUM JIMIEH3UI0 Ha (apMalleBTUUECKYIO NESITEebHOCTh B cdepe
oOparieHus JJeKapCTBEHHBIX CPEACTB IS METUIIMHCKOTO TIPUMEHEHUS;

2) HUHAUBUAYAJIBbHBIM MPCANPUHUMATCIIAM, HWMCIOIIUM JIMOCH3UIO Ha (bapMaI_[CBTI/ILIeCKYIO
ACATCIIBHOCTD B cq)epe O6paH_[eHI/I$I JICKApCTBCHHBIX CPCACTB HJIsI MCAUITMHCKOI'O IIPUMCHCHU A,

3) HWHAWBUYAJbHBIM IIPECANTPUHUMATCIISIM, UMCHOIIIUM JIMICH3UIO HAa MCAUTTUHCKYIO ACATCIIbHOCTD,
4) IOPUINYCCKUM JIUIaM, UMCIOIIHUM JIMICH3UIO HAa MCAUIIUHCKYTO JCATCIbHOCTD,

5) MHOCTPAHHBIM IOPUIUYECKUM JIMIAM U UHAUBUAYAITBHBIM MPEAIPUHUMATENSIM, CO3JaHHBIM U
3apEeTUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOAATEIILCTBOM WHOCTPAHHOTO TOCyJapcTBa - YJjieHA
Opranuzanuu 3KOHOMHUYECKOTO COTPYIHHMYECTBA U PA3BUTHS, SBIAIONIMMCS YYaCTHUKAMHU IMPOEKTA B
cootBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 29 umioHs 2015 roga N 160-O3 "O mexayHapoIHOM
MEIMIIMHCKOM KJIACTEPE M BHECEHUM HM3MEHEHUN B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl Poccuiickon
Oenepanun";

6) WCHBITATETBHBIM JabopaTopusM (LEHTpaM), MPOBOASAIINM HCIIBITAHUS B OOJACTH KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPEJICTB, AKKPEAWTOBAHHBIM B COOTBETCTBUUM C 3aKOHOJATEIHCTBOM
Poccutiickoit ®eneparuu 00 akKpeIUTAIMKA B HAITMOHAILHON CUCTEME aKKPEIUTAIIUH.

(uacts 3 BBenena denepanbubiM 3aKoHOM 0T 04.08.2023 N 428-D3)

CraTtba 54. NpaBMna onToBOW TOProBfu NiIeKapCTBEHHbIMU CpeacTBaMU

Koncynsrantlntoc: npumeyanue.
C 01.09.2024 4. 1 ct. 54 uznaraercsa B HoBoM pepakuuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyayuryio

PEAAKIIHNIO.

1. OnToBasi TOProBisi JEKAPCTBEHHBIMU CPEJICTBAMHM OCYIIECTBISETCS IMPOU3BOIUTEIIMU
JICKAPCTBEHHBIX CPEJICTB U OpPraHUW3alUsIMU OINTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMU I10
MpaBUjiaM HaJIeKAIICH TUCTPUOBIOTOPCKOM MPAKTUKH, IPABUIAM HAJICKAIICH MPAKTUKU XpaHEHUS U
IIEPEBO3KU JICKAPCTBEHHBIX MPENaparoB Uil MEAUIMHCKOrO IPUMEHEHHMs, M[pPaBUIAM XPAHECHMS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO TPUMEHEHUs, YTBEPXJAECHHBIM COOTBETCTBYIOIIUMHU
YIOJIHOMOYEHHBIMU (e/iepaIbHbIMU OpraHaMU HCIIOTHUTEIBHOMN BIACTH.
(B pen. @enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-P3, ot 28.04.2023 N _171-P3)

2. OpraHm3anus ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMU CpPEACTBaMHU 00s3aHa COOIIOAATH
npeJeNbHbIe CPOKH OTTPY3KH 3aTpEOOBAHHBIX aNTEYHOW OpraHW3alMell JEKapCTBEHHBIX IPETapaToB
IUISL METUIIMHCKOTO MIPUMEHEHHSI ¥ HE BIIPaBe OTKA3bIBaTh AalTEYHON OpraHM3alliH, ¢ KOTOPOH y Hee
3aKJIFOUYEH COOTBETCTBYIOLIMH JIOTOBOP O MOCTAaBKax JEKAPCTBEHHBIX IMPENapaToB Ul MEAUIIMHCKOTO
NPUMEHEHHS, B MTOCTABKE JIEKAPCTBEHHBIX MPENapaToB Uil MEAMIMHCKOTO NMPUMEHEHHs NMPU HAJTUYUU
3aTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHHS Y OPraHU3allui ONTOBOM
TOPTOBJIH JIGKAPCTBEHHBIMU CpelncTBaMH. lIpenenbHbIe CPOKM OTTPY3KH 3aTpeOOBaHHBIX aNTEYHON
OpraHu3aIfell JIEKApCTBEHHBIX TMPENapaToB Il MEIUIIMHCKOTO TPUMEHEHHS B 3aBHCHUMOCTH OT
pacmojoKeHUsi MecTa OTIPY3KHM JIEKAaPCTBEHHBIX IIPENapaToB Ui MEJUIMHCKOTO IPHUMEHEHUS
yCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (heaepaabHbIM OPraHOM HUCTIOJHUTEIBHON BIIACTH.

(uacts 2 BBeneHa denepanbHpIM 3aK0HOM OT 26.03.2022 N 64-D3)

Crtatbs 55. [opAaoK pO3HMYHOW TOProBNyY NeKapCcTBEHHbIMU Npenaparamm

1. Po3HuyHasi TOProBiis JIEKAPCTBEHHBIMH IpenaparaMd B KOJIMYECTBAX, HEOOXOAUMBIX [
BBITIOTHEHUST BpaueOHbIX ((herpAlepcKnX) Ha3HAYEHW WM HAa3HAUYEeHUW CHEIMalMCTOB B 00NacTH
BETEPUHAPUHU, OCYIIECTBISCTCS  aNTeYHBIMH  OpPTaHM3AIMsIMH, BETCPUHAPHBIMH  aNTEYHBIMU
OpraHM3alusIMM,  UHAMBUAYAJIbHBIMU  IPEANPUHUMATENSAMH,  HUMEIOIIMMHU  JIMLIEH3UI0  Ha
(hapManeBTHYECKYI0 JeSTeIbHOCTh, MEIUIMHCKHIMH OpTaHU3AIMsIMHA, HWMEIONIUMH JIMIEH3UI0 Ha
(hapmaleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJEHHBIMU TMoOJpa3zesieHus MU (amMOyaTopusMu,
dbenpamepckuMu U (PENBAMIEPCKO-aKYIIEPCKUMH  TTyHKTaMH, IEHTpaMu (OTACJIICHUSAMH) OOIIei
BpaueOHOM (ceMeiHOl) MPaKTHUKH), PACTIONOKEHHBIMU B CEIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alT€UHbIC OPraHMU3alMU, U BETEPUHAPHBIMU OPTraHU3aLUsMU, UMEIOUIMMU JIMLEH3UIO HA
(bapManeBTHYECKYI0 JAEATENbHOCTh. Pa3pemieHa po3HWYHAs TOProBIS TOJIBKO JIEKApCTBECHHBIMH
npenaparamu, 3apeructpupoBaHHbiMU B Poccuiickoit denepanuu 1100 B COOTBETCTBUM C aKTaMH,
coctapistonmMu mpaBo Coro3a, WM U3TOTOBJIEHHBIMU alTE€YHBIMU OPTaHU3ALUSIMU, BETEPUHAPHBIMU
anTeYHbIMH OpraHU3alUsMHU, WHIUBUIYaJbHBIMUA NPEINPUHUMATEISIMH, UMEIOUUMHU JUIEH3UI0 Ha
(dapmalleBTUUECKyI0  AESITeNbHOCTh. PO3HWYHAs  TOProOBIs  JIEKAPCTBEHHBIMH  IpernapaTaMu
OCYIIECTBIISIETCA O MpaBUjIaM HaJJexkallel anTeyHOW MPaKTUKH, YTBEPKICHHBIM YIOTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.

(B pen. @enepanbHbix 3ak0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N _429-®3, ot 30.01.2024 N
1-03)

1.1. Po3HuuHasi TOProBisl JEKAapCTBEHHBIMH IMpenaparaMu Ui METUIIMHCKOTO MpUMEHEeHUus (3a
HCKIIFOUEHHEM JIEKAPCTBEHHBIX IMPENapaToB, OTIMYCKAEMbIX MO PELENTy Ha JIEKApCTBEHHBIM Mpenapar,
HApPKOTHUYECKHUX JIEKAPCTBEHHBIX MPENApaToOB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE
CIUPTOCOJICPIKAIIMUX JICKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW JOJEH ITHIOBOIO CIHPTA CBBIIIE 25
MPOIICHTOB) MOYKET OCYIIECTBIATHCS AaNTEYHBIMU OPTaHM3AIMSIMHU JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HWMYHYIO  TOpProBiItO  JICKAPCTBEHHBIMHU  MpenapaTaMd I MEIUIUHCKOTO  MPUMEHEHUS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISATh aNTeUHble OpPraHU3allMM, UMEIOIIUE JHUICH3UIO Ha
(apmalleBTHUECKYI0 AESITeTbHOCTh W COOTBETCTBYIOIIEE paspelieHue (eaepaapHOro opraHa
WCTIOHUTENILHON BJACcTH, OCYIISCTBISAIONMIETO (YHKIMKM 1O KOHTPOJI H HAI30py B cdepe
3apaBooxpaHeHus. [lopsaok Bbelgauu  pa3pelieHHs] Ha OCYLIECTBIEHUE PO3HUYHOW TOPrOBJIMU
JIEKApCTBEHHBIMU TIpETapaTaMy JTMCTAHIIMOHHBIM CITOCOOOM, TPeOOBaHMS K alTE€UHBIM OpraHU3aIUsIM,
KOTOpBIE MOTYT OCYHIECTBJISITh TAKYIO TOPrOBIIIO, U TOPSIOK €€ OCYIIECTBICHHUS, a TaKKe MpaBuiia
JIOCTaBKU JIEKapCTBEHHBIX IIpErapaToB rpaxaaHaMm ycTaHaBiauBaroTcs lIpaBurtensctBom Poccuiickoit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

®deneparun. MHbopmarms 06 orutadeHHBIX (OTHYIICHHBIX) U MTOJyYEHHBIX JICKAPCTBEHHBIX Mperaparax
BHOCUTCSI B CHCTEMY MOHHUTOPUHTA JIBIDKEHHUS JIEKQPCTBEHHBIX IMPEMapaToB ISl MEIUIMHCKOTO
MIPUMEHEHHUS B MOPSJIKE, IPEyCMOTPEHHOM YacThIO 7 cTaThu 67 HacTosmiero deaepanbHOro 3aKOHa.
(dactp 1.1 BBegena denepanbubiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Bunbpl anre4yHbIX OpraHu3aldidi W [paBuUia OTIYyCKa JIEKAPCTBEHHBIX MpenaparoB s
MEJULUHCKOrO NMPUMEHEHUS] alNTeYHbIMU OpPIraHU3aLUAMM, WHIUBHIYAJbHBIMU HPEANPUHUMATEISAMH,
UMEIOIIMMHU  JIMLEH3UI0 Ha (apMaleBTUYECKYl0 JesATEeIbHOCTb, a TakXke IpaBWia OTIIycKa
JIEKapCTBEHHBIX IIPENapaTroB Uil MEAMIMHCKOIO IPUMEHEHUS MEAMIMHCKUMH OpraHU3alMsIMHU,
UMEIOIIMMHU  JIMICH3MI0 Ha  (apMaleBTHYECKYI0  JEATEIbHOCTb, M HX  000COOJICHHBIMHU
MOJIpa3ieieHus MU (aMOyTaTopusiMu, (perpAmepcKuMu 1 (PeTbAIIepCKO-aKyIIePCKIMA  ITyHKTaMH,
HeHTpaMu (OTIeNeHnsIMU) o0IIe BpaueOHOM (ceMetHOW) MPaKTUKH), PACIIONOKEHHBIMU B CEJIbCKHUX
HACeJNCHHbIX IIyHKTaX, B KOTOpBIX OTCYTCTBYIOT aNTe€YHble OpraHu3ally, YTBEPXKIAIOTCS
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIbHOMN BIIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IIpaBuia oTrycka HapKOTHUYECKUX CPEJICTB U MICUXOTPOIHBIX BEIIECTB, 3aPErUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBIX IMPEIApaToB, JICKAPCTBCHHLBIX IIPCHapaToB, COACPKAINIMX HAPKOTHYCCKUC
Cp€acTBa M ICHUXOTPOIIHBIC BCUICCTBA, YTBCPXKAAIOTCA YIIOJHOMOUYCHHBIM Cbellepa.]'H)HI)IM Oopranom
UCTIOJTHUTENFHON BJIACTH IO COTJIACOBAHUIO C (pefepaJbHBIM OPraHOM HCIOJHHUTEIBHOW BIIACTH,
YIIOTHOMOYEHHBIM B chepe BHYTPEHHHX eIl
(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE IIpemapaThl [UIsl BETEPUHAPHOIO MPUMEHEHHS MOAJEXAaT OTIYCKY
BCTCPHHAPHBIMH ANITCUHBIMU OpraHu3alusaMi, BCTCPUHAPHBIMU OpraHu3aluiaMH, WHAWBUAYAJIbHBIMU
npeaApruHUMATCIAMA, HWMCIOMIUMHA JIMOCH3UIO Ha (bapMaHeBTI/I‘—IeCKYI-O JACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MNPENapaToB JUIS BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISCTCS B COOTBETCTBHUHU C
NpaBWJIaMH HA/JIeXKalled anTeYHOW MPaKTUKH JICKApCTBEHHBIX MPENapaTtoB Ui BETEPUHAPHOTO
MIPUMEHEHHUS, YTBEP>KACHHBIMU YIIOJTHOMOUEHHBIM (pe/iepaibHbIM OpPraHOM UCIIOTHUTEIbHOM BIACTH.

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

5. llepeyeHb MEOUIMHCKUX OpraHM3alMii, HMEIOMMX JIMLIEH3UI0 Ha (QapMaleBTUYECKYIO
NesTeNIbHOCTh, M WX  000COOJEHHBIX Toapa3aeneHuil  (amOymnartopuil, QenpamIepcKux u
(henpaepcKo-akymepcKux MyHKTOB, IIEHTPOB (OTeIeHUI) 001mel BpaueOHOM (CeMEeMHOM) MPaKTHKH),
PaCIONIOKEHHBIX B CENbCKMX HACEICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT aliTe€YHbIE OpraHU3aIlIH, a
TaK)Ke NEPEUEHb JIEKaPCTBEHHBIX NIPENapaToB, MPOAaKa KOTOPBIX MOXKET OCYIECTBIISTHCS YKa3aHHBIMU
OpraHu3alsiMM ¥ HMX  O0OCOOJICHHBIMH  TO/pa3ACICHUSMH, YCTAHABIMBAIOTCS  OpraHaMH
WCTIOJTHUTEIIEHOH Bi1acTh cyonhekToB Poccuiickoit denepanuu.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

6. AnrteuHble OpraHM3alMK, WHIWBHIYAJIbHBIC NPEAIPUHUMATENH, HWMCEIOIIKE JIMLEH3HI0 Ha
(bapManeBTUUECKYI0  JeSITeIbHOCTh, 00s3aHbl oOecrneuynBaTh yTBep)KIeHHbIM IIpaBuTenbcTBOM
Poccuiickoit ®denepanyu 1 GopMHUpPYEMBIi B YCTAHOBJICHHOM MM HOPSJIKE MUHUMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX ISl OKa3aHUS MEIUITUTHCKON TTOMOIITH.

(uactsb 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. Anreunrie opraHu3alvi, HWHAWBUAYAJIBHBIC IMPECANPHUHUMATCIIN, HMCIOIINUC JIMIOCH3HUIO Ha
(bapMaI_IeBTI/I‘leCKYIO ACATCIIBHOCTh, Hapsaay ¢ JICKApCTBECHHBIMHU IIp€riapaTaMud HMMCIOT IIpaBO
an06peTaTL U 1IpoJaBaTb, B TOM YHUCIC JUCTAHIIMOHHBIM CHOCO6OM, MCIUIIMHCKUEC U3ACIINA,
,ILGSI/IH(I)I/ILII/IPYIOH_IHC cpeactBa, NpeaMETbel U CPEACTBA JINIHOM TUTUCHBI, TTOCYAY Ui MCIUIUHCKUX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Lenei, mpeAMeThl W CpPEeACTBA, MpeAHAa3HAUYEHHBbIE AN yXoJa 3a OOJBHBIMH, HOBOPOXXICHHBIMHU U
J€TbMH, HE IOCTUTILIMMHU BO3pacTa TPeX JIET, OUKOBYIO ONITHKY M CPEACTBA yXOJa 3a HEel, MUHEpaJIbHbIE
BOJBI, TPOJYKTHI JIEUEOHOTO, IETCKOTO U JIUETUYECKOTO MHUTaHUs, OMOJOTUYECKH aKTUBHBIC HOOABKH,
napproMepHbIle U KOCMETHYECKHE CPEACTBA, MEIUIMHCKAE M CAHUTAPHO-TIPOCBETHTEIHHBIC TTEUaTHBIC
W3/IaHMs, PeTHA3HAUYCHHBIE JJIS MPOTIaraHibl 3JJ0pOBOTO 00pasa KU3HHU.

(B pen. ®enepanpHbix 3aKk0HOB OT 27.07.2010 N _192-@3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-P3)

8. JlesTenbHOCTh anTeuHbIX opraHu3anuil Boopyxennbix Cun Poccuiickoit @enepanuu, Apyrux
BOICK, BOMHCKUX (DOPMUPOBAHHUI M OPraHOB, B KOTOPBIX 3aKOHOJATENLCTBOM Poccuiickoit @enepannu
MIPEyCMOTPEHO MPOXOXKACHUE BOEHHOM Ciy>kObl uiau (enepaabHOW TOCyAapCTBEHHOW CITy»KOBI,
CBA3aHHOM C TNPAaBOOXPAHHUTEIBHOM JEATEIBbHOCTBIO, PErNIAMEHTHPYETCsS HacToAmuM dDenepaabHbIM
3aKOHOM U YTBEP)KJICHHBIMHM COOTBETCTBYIOIIMMHU (hefiepalbHbIMU OpraHaMH HCIIOJHUTEIbHON BIACTH
nojoxkeHusMu. KoHTposnb 3a coOnrofieHMeM YKa3aHHBIMU aNTeYHbIMH OPIraHU3alUsMH TOJ0XKEHUH
Hacrosero PenepaabHOr0 3aKOHa OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepaibHBIMU OpraHaMu
HCIIOJTHUTEJIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrparun cuiy ¢ 1 suBaps 2021 roga. - ®eaepanbhsiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumedanue.
C 01.03.2026 ct. 55.1 yrpauuaet cury (P3 ot 20.10.2022 N 405-D3).

Ctatba 55.1. MopsApgok ocywecTBreHUss PO3HMYHOM TOProBNU JIeKapCTBEHHbIMU
npenapatamMmm Aand MeguUUMHCKOro rnpumMmeHeHus, oOoTnyCcKaeMbiMU MO peuenty Ha
neKapCTBeHHbIVI npenapat, AUCTAHUNOHHbLIM cnocobom

(BBenena deaepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roga no 1 mapra 2026 roma B ropone ¢enepaabHOro 3HA4YEHUS
Mocke, B benropoackoii m MOCKOBCKOH o00nacTsx (Jajiee B HACTOSAMIEH CTaTbe - CyOBEKTHI
Poccuiickoit @enepanuu) mNpeaycMaTpUBAEeTCsl MPOBEAEHUE SKCIEPUMEHTAa II0 OCYIIECTBICHUIO
PO3HUYHOM TOProOBIIH JIEKAPCTBEHHBIMU MpenapaTaMu AJsl MEIUILMHCKOIO IPUMEHEHUS, OTITyCKaeMbIMU
10 PEeLEenTy Ha JeKapCTBEHHBIH Mpenapar, IMCTAHIMOHHBIM CIIOCOOOM (J1aee - SKCIEePUMEHT).

2. B paMKkax 3KCIEpHUMEHTa €ro yY4aCTHMKH BIIpaBe JUCTAHIMOHHBIM CIHOCOOOM OCYIIECTBIIATH
PO3HHYHYI0  TOPIOBJIIO  JICKAPCTBEHHBIMU  IIpelnapaTaMy Ui  MEOULUHCKOrO  IPUMEHEHUS,
OTITyCKaeMBIMHU IO pPEIeNTy Ha JIEKapCTBEHHBIN npenapat (B TOM 4ucie copMUpOBaHHOMY B (opme
JNIEKTPOHHOI'O JOKYMEHTa B JIMYHOM KaOMHETe TpakJaHMHA Ha €IUHOM IopTaje Hu (Wiau) Ha
PETMOHANBHBIX MOpPTaaX IOCYJapCTBEHHBIX M MYHUIMNAIbHBIX YCIYT) U BKJIIOUYEHHBIMU B IIEPEUEHb
JICKapCTBEHHBIX IMPENnaparoB M (papMakoTepaneBTHUUECKUX TPYMI JIEKAPCTBEHHBIX IpenapaTos,
paspelleHHbIX K peald3aluyd B paMKax OJKCIEPUMEHTa, YTBEP)KICHHBIA  YIIOJHOMOYEHHBIM
¢denepanbHBIM OPraHOM HCIIOJIHUTENFHOW BJAcTH (32 MCKIIOYEHHEM JICKApPCTBEHHBIX IPENaparos,
CoJIepKaIIMX HAPKOTHUYECKHUE CPENCTBA, IICUXOTPOIHBIE BEUIECTBA U MX IPEKYPCOPHI, JIEKAPCTBEHHBIX
[IpernapaToB, COJEPIKALIUX CHUIIbHOAECHCTBYIOLIME BEIIECTBA, paguo(apMaleBTHYECKIX JIEKapCTBEHHBIX
[IpernapaTroB, HMMYHOOHOJOIMYECKMX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe JIEKapCTBEHHBIX
IIPENapaToB, Il KOTOPBIX B COOTBETCTBUM C MHCTPYKUHMEH IO NPUMEHEHHUIO JIEKaPCTBEHHOI'O
IpernapaTa YCTAHOBJIEH TEMIIEPATypHBI peXuM XpaHeHuss Huwxke 15 rpapycoB llenbcus,
CIHUPTOCOJEPKAIUX JIEKAPCTBEHHBIX MpenapaToB ¢ 00bEMHOW J0JIEH ATUIOBOTO CHHpTa CBHIIIE 25
MIPOLIEHTOB U JIEKAPCTBEHHBIX MPENapaToB, U3FOTOBJICHHBIX allTEYHBIMU OpraHuzanusmu). Kputepuu

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHunua 137 u3 166


https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=123095&amp;date=25.02.2024&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=421014&amp;date=25.02.2024&amp;dst=101128&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=349322&amp;date=25.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=349322&amp;date=25.02.2024&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=182636&amp;date=25.02.2024&amp;dst=100038&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=349322&amp;date=25.02.2024&amp;dst=100028&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=429415&amp;date=25.02.2024&amp;dst=100034&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=429415&amp;date=25.02.2024&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=440185&amp;date=25.02.2024&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;demo=2&amp;base=LAW&amp;n=435941&amp;date=25.02.2024&amp;dst=100009&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 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BKJIFOYEHHSI JIEKAPCTBEHHBIX IMpernaparoB M (apMakoTepaneBTUUYECKUX TIPYNI  JIEKAPCTBEHHBIX
[IpenapaToB B YyKa3aHHbIM IepedeHb ycraHaBiuBarorcs IlpaBurensctBoM Poccuitickont denepanuu.
[TonoxxeHns HACTOALIEH CTaThU HE PACIPOCTPAHSIOTCS HA JIEKApPCTBEHHBIE IpenapaThl, OTIyCKacMble
OecrjiaTHO WM CO CKUAKOW TpakJaHaM, HMMEIOIIMM IpaBO Ha oOOecredyeHue JeKapCTBEHHBIMU
mpernapaTamMi 3a CUeT CpeACTB OIOKETHBIX ACCUTHOBAHUU (enepanbHOro OroJkeTa M O0HKETOB
cyowsekToB Poccuiickoit deneparumn.

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

3. VYyacTHHUKaMH OKCIEPHUMEHTa  SBISIOTCS  YNOJHOMOYEHHBIH  (enepanbHblii  oprax
WCTIOJTHUTENIbHOW BJIACTH, YIOJIHOMOYEHHbBIE OPraHbl HCHOJIHUTENBHON BIacTu cyObeKToB Poccuiickoit
®denepanyy, MEIUIMHCKUE OPraHU3alMM U allTeYHble OpraHU3alllM, COOTBETCTBYIOIINE TPEOOBAHUSAM,
YCTaHOBJIEHHBIM B COOTBETCTBHMHM C YACThIO 4 HACTOSIILEH CTAThH.

4. [lonoxeHue o NopsJKe MPOBEACHUS SKCIIEPUMEHTA, B TOM YUCIIe TPEOOBaHUS K MEIULIMHCKUM
OpraHM3alysiM ¥ anTEYHbIM OpraHM3alUsAM, SBISIOLIMMCS YYaCTHUKAaMHU HKCIEPUMEHTA, MOPAIOK
OCYILIECTBIICHUSI PO3HUYHOM TOPrOBIM JICKAPCTBEHHBIMU IIpenaparaMud Uil  MEIULUHCKOIO
IIPUMEHEHHUS, OTIyCKaeMbIMU 10 PELENTY Ha JIEKApCTBEHHBIM Ipenapar, AUCTaHIUOHHBIM CIIOCOOOM,
TpeOOBaHUs K JIOCTaBKE TAKHUX JIEKAPCTBEHHBIX MPENapaToB rpakaaHaM, IMpaBUiia BblAaul pa3perieHus
Ha OCYIIECTBJICHHE PO3HUYHOW TOPrOBIM JIEKAPCTBEHHBIMM MpernapaTaMy Uil MEIUIMHCKOTO
IIPUMEHEHHS, OTIIyCKAaeMbIMHU IO PELENTy Ha JEKapCTBEHHBIM Mpernapar, AUCTAHLHMOHHBIM CIIOCOOOM,
yrBepxkaaercsa [IpaBurensctBoMm Poccuiickoit ®@enepanun. TpeboBaHus K anTeYHBIM OPraHU3ALUSAM,
SBJISIOIIMMCSL YYAaCTHUKAMU HKCIEPUMEHTa, HE MOTYT OBITh HM)KE TpeOOBaHWM, YCTaHOBJIEHHBIX K
anTEeYHbIM OpPraHU3alusIM B COOTBETCTBUU € yacTbio 1.1 craTeu 55 Hacrosmero deaepanbHOro 3aKOHa.

5. YiomHOMOYEeHHBIN (eiepaabHbIi OpraH UCTIOTHUTEIHHOM BIIACTH:

1) OCYHECTBIACT MCTOANYCCKOC COIIPOBOXKIACHUEC OKCIICPUMCHTA, BKIIHOHYAA MCETOJIUYCCKOC
COIIPOBOXKACHUEC ACATCIPHOCTU MCIUIIMHCKUX OpFaHI/I3aI_[I/II71 1 alITCYHBbIX OpFaHHSaHHﬁ, Y4aCTBYIOIIUX B
OKCIICPUMCHTE, II10 OCI)OpMJIeHI/IIO, HUCIOJIb30OBAHHUKO U XPaHCHUIO PCLCITOB Ha HeKapCTBeHHBIﬁ
npemnapar, B TOM YUCJIC C(bOpMI/IpOBaHHBIX B (bopMe OJICKTPOHHBIX JOKYMCHTOB,

2) mpexacrasisier B [IpaBurensctBo Poccuiickoit ®denepanuu mpeaBapuUTENbHBIN (B IMEPUOJ]
MPOBEACHUS DKCIIEPUMEHTA, HO HE TO3JHEE 4YeM 3a JIBa Mecsia JI0 HCTEUYCHHs] CPOKa IMPOBEIACHHS
AKCIIEPUMEHTA) U MTOTOBBIM (MO OKOHYAHWW SKCIEPHUMEHTa, HO HE TO3JHEE YeM dYepe3 JBa Mecsla
Mocjie HMCTEYEHHs] CpOKa IMPOBEIEHUS OSKCIEPUMEHTa) JMAOKIaAbl O pe3yibTaTax IpOBeICHUs
JKCIIEPUMEHTa W TPEUIOKEHHS O BHECEHHMM W3MEHEHHH B 3aKOHOAATEIhCTBO 00 oOpalieHun
JIEKapCTBEHHBIX CPEJICTB.

6. YIIOJJTHOMOYEHHBII OpraH UCIOJIHUTEIbHON BlIacTH cyobekTa Poccuiickoil @enepanuu:

1) BripaBe yCTaHOBUTH OCOOEHHOCTHU IPOBEIACHUSI SKCIIEPUMEHTA;

2) yTBepXKJIaeT MOpAIOK OTOOpa MEIWUMHCKUX OpraHu3alUil M anTe4YHbIX OpraHu3aluil ams
ydacTHUs B HKCIEpUMEHTE, a TaKXKe MPOBOAMT TAaKOHl OTOOp M YTBEp)KIAET MEpeYeHb MEIULMHCKHUX
OpraHu3alMii U epedeHb anTeYHbIX OPraHU3alfii, COOTBETCTBYIOLINX TPEOOBAaHUIM, yCTAHOBJICHHBIM B

COOTBETCTBHUH C YACThHIO 4 HaCTOSIIEH CTaTbH, U ABJIAIOINUXCSA YHACTHUKAMHU SKCIICPUMCHTA,

3) OCyHIECTBISICT MOHUTOPHUHI TPOBEICHUS HKCIEPUMEHTa M MPEACTABISAET €ro pe3ysbTaThl B
YIIOJITHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIBPHON BIIACTH;
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4) obOecrnieunBaeT WHGOPMAIMOHHO-TEXHUYECKOE O0OecleYeHne TMPOBEICHUsI HKCIIEPHUMEHTa
MOCPEJICTBOM  MCIIONB30BaHMA  TOCYAAPCTBEHHOM  MH(OpPMAIMOHHOW  cuCTeMBl B cdepe
3npaBooxpaHeHus cyonekTa Poccuiickoit @eaeparuu u (WIK) MEIUIIMHCKUX WHHOPMAITMOHHBIX CHCTEM
MEJIMLMHCKUX OPTraHM3alui, SBIIOIIMXCA YYaCTHUKAMHM DJKCIEPHUMEHTa, W HMX B3aUMOJCHUCTBUSA C
€IMHOM rocyJapCTBEHHOM MH(POPMAIIMOHHOM cuCTEMOM B cepe 31paBOOXpaHEHUSI.

7. MGI[I/II_II/IHCKI/IG opraHu3allvid M allTCYHBIC OpraHu3allii BIIPpaB€ OTKA3aTbCAd OT Y4YaCTUSA B
OKCIICPUMCHTE, IIOJaB B yl'IOJ'IHOMOLIeHHHﬁ opraH HWCIOJIHUTEIBHON BIACTU CY6’beKTa Poccuiickoit
qbeﬂepam/m COOTBCTCTBYIOIIICC O6paH_ICHI/I€‘ B IIUCbMEHHOM (bopMe.

8. AmnTeuHble OpPTaHU3AIMH, SBISIOIIMECS YYaCTHUKAMU JKCIIEPHUMEHTa, 00s3aHbI MPHU MpOjaaxKe
JUCTAHLIMOHHBIM ~ CIIOCOOOM  JIEKQpCTBEHHOTO  Ipernapara s  MEIUIUHCKOrO  NPUMEHEHUs,
OTITyCKAaeMOro IO pelenTy Ha JIEKApCTBEHHBIN Npemnapar, 00ecrneyuTh Mpu OCYLIECTBICHUU TOCTaBKU
UACHTU(PUKAIMIO JIMYHOCTU TpakJaHMHA, MOJyYalolero TaKoW JIEKapCTBEHHBIM MMpemapaT, B LENsX
YCTAHOBJICHUS] COOTBETCTBUSI €r0 JMYHOCTU M JIMIA, YKAa3aHHOIO B pELENTe Ha JEKapCTBEHHBII
npenapar (ero 3aKOHHOTO MPEACTaBUTENs), JUOO JIMIA, YIMOJIHOMOYEHHOIO JIMIIOM, YKa3aHHBIM B
peuente Ha JIEKapCTBEHHbIM Ipernapar (€ro 3aKkOHHBIM INPEJICTaBUTENIEM), Ha IOJIy4YEHHE
JIEKapCTBEHHOI'O Tpernapara (Jlajgee B HAaCTOSLIEH cTaThe - JIMIO, YKa3aHHOE B pelenTe (3aKOHHBIH
MIpeICTaBUTEINb, YIIOTHOMOUYEHHOE JIUIIO).

9. JIumo, ocymecTBisAOIIEe [OOCTaBKy JICKAPCTBEHHOIO IIpernapara Uil MEIULUHCKOrO
NPUMEHEHHs, OTIIyCKaeMOro IO peLenTy Ha JEeKapCTBEHHbIM Ipenapar, o0s3aHO MOTpeOoBaTh y
IPAKJAHUHA,  [IOJY4Yalollero  TaKOW  JICKAPCTBEHHBIM  Ipenapar, IpPEeAbsiBUTb  JTOKYMEHT,
yIIOCTOBEPSIOUINIA €r0 JIUYHOCTD, Ui UACHTU(PUKAIMHI JTUYHOCTU ATOTO TPaKIAHWHA M YCTAHOBJICHUS
COOTBETCTBUSI €ro JMYHOCTHM U JIMLA, YKAa3aHHOIO B peLenTe (3aKOHHOTO MpeICTaBUTENs,
YIOJHOMOYEHHOT0 Jinlia). B ciyyae BBISIBIEHHS HECOBMAJIEHUS JIMYHOCTU TpakaHWHA, MOIYYaroIIero
JEKapCTBEHHbI @penapaT, M JIMLA, YKa3aHHOr0O B perenre (3aKOHHOIO  IIPEICTaBUTEI,
YIIOJIHOMOYEHHOTO JIMIa), a TakXke B cilydae OTKa3za Ipa)<IaHUHA, IOJIyYaloIIero JIeKapCTBEHHBIN
rpenapar, IpeIbsiBUTh JOKYMEHT, YAOCTOBEPSIOIIUN €r0 JTUYHOCTD, JIULIO, OCYIIECTBIIAIOIICE JOCTABKY
JIEKAPCTBEHHOI'0 IIperapara Uil MEAULMHCKOrO IIPUMEHEHHUs, OTIIyCKaeMOro II0 pELenTy Ha
JIEKapCTBEHHBIN IpernapaT, oO0sf3aHO BEpPHYTh TaKOM JIEKQpCTBEHHBIM IMpernapar B aNTE4YHYIO
OpraHM3aLMIo.

10. TloxrBepkaeHuem (axkra nepeayd JEKapCTBEHHOIO Ipemnapara Uil MEIULMHCKOIo
IIPUMEHEHHUS, OTIIyCKA€MOI'0 0 PELENTy Ha JIEKapCTBEHHBIN IIpenapat, JUIy, YKa3aHHOMY B peELeNTe
(3aKOHHOMY IIPEICTaBUTENIO, YIIOJJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KaCCOBBIM Y€K M MOJIHUCH JIMLIA,
IIOJIyYMBILEr0 TAaKOM JIEKapCTBEHHBIN Ipernapar, Ha JOKyMEHTE O IOJIyYeHUU TAaKOI'o JIEKaPCTBEHHOI'O
npernapata no (Gopme, yTBEpkKAA€MOH YIOIHOMOYEHHBIM (peiepaJbHbIM OPraHOM MCIIOJHUTEIbHON
Bnactu. [locrne mepenaun jekapCTBEHHOTO Mpemnapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEJCTABUTEIIIO, YIOJHOMOYEHHOMY JIMIly), 3TOT JOKYMEHT IepeJaeTcs JHMLOM, OCYILECTBHBILIUM
JIOCTAaBKYy TaKOIrO JIEKAPCTBEHHOI'O Ipenapara, B alTEYHYK OPraHU3aldio, OCYIIECTBUBLIYIO OTIIYCK
JIEKapCTBEHHOI'O IIpemnapaTa. B cilydae BBIABICHMS NpU IEpefade Jully, yKa3aHHOMY B peLenTe
(3aKOHHOMY TIPEACTAaBUTENIO, YMOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOrO Ipernapara (akToB
MEXaHUYECKOTO TOBPEXKJIEHUSI €ro WIM €ro YHNaKOBKM TaKOW JIEeKapCTBEHHBIM IpernapaT JIHUIOM,
yYKa3aHHBIM B pelente (3aKOHHBIM MpPEJCTaBUTENIEM, YIOJIHOMOYEHHBIM JIULIOM), HE MPUHUMAETCs U
BO3Bpalaercs 0e3 ero OIulaThl JIMIy, OCYLIECTBUBLIEMY JIOCTAaBKY JIEKAPCTBEHHOI'O Ipernapara u
o0ecneynBaroIeMy €ro BO3BpaT B aITEUHYIO OpraHU3aIHIo.

11. 3a napymenus 3akoHogatenbcTBa Poccuiickoit denepanny, cOBEpIIEHHBIE NPU MTPOBEIECHUN
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OKCIIEPUMEHTa, €ro YYacTHUKM HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit deneparum.

12. KoHTponab 3a HCIIOJIHEHHMEM TpeOOBaHUM, CBS3aHHBIX C IPOBEICHUEM HKCIIEPUMEHTA,
ocyliecTBIseTcs (peiepaJbHBIM OPraHOM HCIIOJIHUTENBHOM BIIACTH, OCYIIECTBISIONUM (PYHKIHU IO
KOHTPOJIIO U HaJ30py B cepe 3ApaBOOXpaHEHHUs, B MOPSAKE, YCTaHOBIEHHOM DenepalibHbIM 3aKOHOM
ot 31 mronsa 2020 roma N 248-®3 "O rocyaapcTBEHHOM KOHTpPOJE (HAA30pe) U MYHHUIUIIAILHOM
koHTpoJie B Poccuiickoit denepanun’.

CraTtba 56. U3aroTtoBneHue n OoTNycK fieKapCTBEHHbIX NpenapaToB

Koncynprantlntoc: npumeyanue.
C 01.03.2025 B 4. 1 ct. 56 BHOCsTCA m3MeHeHus (P3 ot 30.12.2021 N 463-D3).

1. M3roroBineHue JIEKapCTBEHHBIX MPENAPATOB aNTEYHbIMU OPraHU3alUsIMH, BETEPUHAPHBIMU
anTeUYHBIMH OpraHU3allMsSIM{, WMCIONIMMH JHUICH3UWI0 Ha (apMaleBTUYECKYIO JESITeIbHOCTb,
OCYIIECTBIISIETCA TIO pelenTaM Ha JIeKapCTBEHHBIE Npernaparbl, MO TPEOOBAHUSAM MEIUIIMHCKUX
OpraHu3alyii, BETEPUHAPHBIX OpPraHU3aIMii B COOTBETCTBHM C IMpaBUJIAMU HM3TOTOBJICHUS M OTITyCKa
JIEKApCTBEHHBIX  MPENapaToB, YTBEP)KIECHHBIMH  YIOJHOMOYECHHBIM  (efepallbHBIM  OpPTraHOM
HCIIOJIHUTENLHOHN BIACTH.

(B pen. @enepanbHoro 3akona ot 05.12.2022 N 502-03)

2. IIpu U3roTOBJICHUH JEKAPCTBEHHBIX MIPENapaToB alTEeUHbIMUA OPraHU3aALUIMH, BETEpPUHAPHBIMU
anTeUYHBIMH OpraHU3allMsIM{, WMCIONIMMH JIUICH3UI0 Ha (apMaleBTHYCCKYIO JCSITeIhHOCTb,
WCIIONB3YIOTCSA JICKAPCTBEHHBbIC Tpenaparsl u (Win) QapMmareBTUYECKUe CyOCTaHIIMU, BKIIOUYEHHBIE
COOTBETCTBEHHO B rOCYJapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEICTB ISl MEIULIMHCKOTO IPUMEHEHHUS,
rOCy/IapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO MPUMEHEHUs, eUHBIA peecTp
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpa3niickoro 3KOHOMUYECKOTO COk03a, €AUHBIN peecTp
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenaparoB EBpa3uiickoro 3KOHOMUYECKOTO
COI03a B YCTAHOBJIGHHOM mopsiake. He momyckaeTcs HM3roTOBJIEHHWE AamnTeYHBIMU OpraHU3alUsIMHU,
BETCPUHAPHBIMHU ANTEYHBIMU OPTAHM3AIMAMH, HWMEIOIMHUMH JIMIEH3UI0 Ha (HapMaleBTHIECKYIO
NeSATEILHOCTD, JICKAPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit Denepanuu 1160 B
COOTBETCTBHUM C aKTaMHU, COCTaBISIOMMME 1paBo Coro3a.

(B pen. @eaepanbHbIX 3aK0HOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N _1-D3)

3. MapkupoBka IJI€KapCTBEHHBIX TNPENapaToB, H3TOTOBJICHHBIX AaNTEYHBIMU OpraHU3aAIUSMHU,
BETCPUHAPHBIMH ANTCYHBIMA OPTaHU3ANUSIMH, HMCIOIIMMHU JUICH3WI0 Ha (apMaIeBTHUECKYIO
NEeSATeNIbHOCTh, U O(DOpPMIICHUE TaKUX MPENapaTroB JOJKHBI COOTBETCTBOBAThH IIPABHIIAM, YKA3aHHBIM B
yacTu | HacTosAIIEd CTaThy.

(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTeuHble OpraHU3allMM, BETEPUHAPHBIC ANTEYHbIC OPraHU3AlMH, MUMEIOLIUE JIMICH3UI0 Ha
(bapMareBTHYECKYIO JIeATEIbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOJIIOICHHUE TPABHJI N3TOTOBICHHS U
OTIYCKA JICKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepanuu.
(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHune npoaaxu danbcuPUUMpoBaHHbIX NeKapCTBEHHbIX
cpeacTtB, HeaobpoKayeCTBEHHbIX  JIeKApCTBEHHbIX  CPeAcTB, KOHTpadaKTHbIX
neKapcTBeHHbIX CpeacTB
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[Mponaxxa  (ambCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX CPEICTB, HEJ00POKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPA(AKTHBIX JICKAPCTBECHHBIX CPEICTB 3aMPEIIaeTCs.

CtaTtbsa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHue IEKapCTBEHHBIX CPEACTB OCYLIECTBISCTCS IPOM3BOAUTEISAMH JIEKAPCTBEHHBIX
CPeACTB, OpraHM3alUsIMH  ONTOBOM  TOPrOBIM  JIGKAPCTBEHHBIMU  CPEJCTBAMH,  AaNTEYHBIMH
opraHu3anusimMu, BCTCPUHAPHBIMU alITCYHbIMU opranu3anusimMu, UHAUBUYaJIbHBIMU
npeaAprUHUMATCIAMU, UMCIOIIIMMHU JIMIICH3UIO HA Q)apMaHGBTI/I‘-IeCKYI-O JACATCIIbHOCTh WJIN JIMIICH3UIO Ha
MCIUIHUHCKYIO JOCATCIbHOCTh, MCAWIUMHCKHUMU OpraHu3aliuiaMH, BCTCPUHAPHBIMU OpraHu3alusIMH MU
MHBIMH OPTaHM3alUsIM{, OCYIIECTBISIOIIMMU OOpalleHue JICKapCTBEHHBIX CPEICTB. XpaHEHHUE
JIEKapCTBEHHBIX CPEJACTB JUIS BETEPHHAPHOTO MPUMEHEHHS OpPraHU3alMsSIMH WM WHIUBHUIYaTbHBIMU
NpEeINpUHUMATEIIMA B CIIydasiX, €CIM OHHU HCIOJIB3YIOTCS MCKIIOYMTENBHO TPH pa3BEICHUH,
BbIpallluBaHWH, COACPKAHUHN U JICUCHUUN KUBOTHBIX, MOXKCT OCYIICCTBIIATHCA oe3 TMMOJIYUCHU JIMICH3UU
Ha (apMareBTUIECKYIO IEATEIEHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. HpaBHna XPaHCHUA JICKAPCTBCHHBIX CpEACTB YTBCPXKIAAOTCA COOTBETCTBYIOIIUM
YHOJHOMOYCHHBIM q)eﬂepaJIBHBIM OpraHomMm HUCITOJTHUTEILHOM BIIACTH.

3. XpaHeHHe HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPE/CTB,
paILI/IO(l)apMaLIeBTI/I‘ICCKI/IX JICKApCTBCHHBIX CpCACTB OCYHICCTBJIACTCA B COOTBCTCTBHUU C
3aKoHo/aTenbcTBOM Poccuiickon denepanumu.

Cratba 58.1. peAMeTHO-KONMMYECTBEHHbLIA Y4YeT JleKapCTBEHHbIX CpeacTB AnA
MeAULMUHCKOro npuMeHeHus
(BBeneHa PeaepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. HepequI) JICKAPCTBCHHBIX CpCACTB IJId MCIUUOWHCKOrO MPUMCHCHUA, MOMJICKAIINUX
NpEeAMETHO-KOJIMYECTBEHHOMY YUCTY, YTBCPKAACTCA YIIOJHOMOYCHHBIM (bellepaJ'II)HBIM Oopranom
HCITOJIHUTEILHOHN BJIACTH.

2. [ops/ioK BKJIFOYEHUS JIEKAPCTBEHHBIX CPEICTB JUISI MEAMIIMHCKOTO MPUMEHEHHS B TEPEYCHb
JIEKapCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO MIPUMEHEHHUS, TTOITIEKAITUX MMPEAMETHO-KOTUIECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIOJTHOMOYEHHBIM (eAepaibHBIM OPraHOM WCIOJTHUTEIHHOM BIACTU TI0
COTTAacCOBaHUIO ¢ (hefepaibHBIM OpPraHOM HCIOJHUTEIILHON BJIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEI.

(B pen. deaepanbroro 3akoHa ot 03.07.2016 N 305-D3)

3. IlpenMeTHO-KOMTMYECTBEHHBIH YYeT JIEKApCTBEHHBIX CPEICTB UISi MEIUIIMHCKOTO MPUMEHEHHS
BEIYT IMPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB, OpPraHU3allMd ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMHU
CpeACTBaMH, aNTEYHbIE OPTaHMU3ALWHU, WHAWBUIAYAIbHbIC MPEANPUHUMATENN, UMEIOIINE JUIICH3UI0 Ha
(hapManeBTHYECKYIO JESITEIbHOCTh WM JINIEH3UIO Ha MEIUIMHCKYIO JEATEIbHOCTh, U MEIUIUHCKHUE
OpPraHM3allNM, OCYIIECTBISIOIIME OOpaIleHHe JICKapCTBEHHBIX CPEACTB U MEAWIIMHCKOTO
IPUMEHEHHS, IyTEeM PETHCTPAIMy JIIOOBIX CBA3aHHBIX C MX OOpalleHHeM omepanuii, IpH KOTOPBIX
U3MEHSETCS UX KOJMYECTBO U (MJIM) COCTOSHHE, B CIIEIMANIBHBIX J)KypHaJlaX y4eTa Olepalyii, CBsI3aHHBIX
c oOpalieHHeM JIeKapCTBEHHBIX CPEACTB s MEAMLMHCKOrO TPUMEHEHHUs (fajee - CHeluaibHbIe
KYpHAJIbI).
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. llpaBusia perucTpanyu OInepauuii, CBI3aHHBIX C OOpAaIIeHHEM JIEKapCTBEHHBIX CPEICTB IS
MEJIULUHCKOIO IIPUMEHEHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB Ui MEIULIMHCKOTO
IIPUMEHEHHUs, [TOAJIEKALUX IIPEIMETHO-KOJIMYECTBEHHOMY YUeTy, B CICLUAJIbHBIX )KypHalaxX U [IpaBUia
BEJCHUS W XpaHEHHs CIHENHAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJHOMOYEHHBIM (enepaabHbIM
OpraHOM MCHOJHUTEIBHOM BIACTH.

5. KoHTposp 3a coOarofeHHeM [paBWI PErUCTpallMM ONepauuii, CBA3aHHBIX ¢ oOOpalleHHueM
JIEKapCTBEHHBIX CPEACTB JUISI MEIMIMHCKOIO NMPUMEHEHHs], BKIIOUEHHBIX B MEPEYCHb JIEKAPCTBEHHBIX
CPEICTB A MEAMIMHCKOIO MNPUMEHEHHs, NOJUIEKAIIMX IPEIMETHO-KOIMYECTBEHHOMY YYETY, B
CIICIMAJIBHBIX JKYypHajlaX, a TaK¥XKC 3a CO6HIOI[CHI/I€M OpaBuJ BCACHUA W XPAHCHUS CIICHUAJIBbHBIX
’KYPHAJIOB BO3JIaraeTcs Ha yIOJHOMOYEHHBIE (eiepabHbIe OPTaHbl HCIIOJHUTEIHHOM BIACTH M OPTaHbI
UCIIOJHUTENIbHON BiacTH cyObekToB Poccuiickoit ®enepanuu, OCyIIECTBISIONIME JUIEH3UPOBAHNE
IIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, (papMalleBTUYECKOM JIEATENBHOCTH U MEIULMHCKOMN
NesITeIbHOCTH, M OCYIIECTBIISIETCS] B paMKaX JIMLEH3MOHHOTO KOHTPOJIS.

Mnaea 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUS fleKapCTBEHHbLIX CPeaAcTB

1. HenoGpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albCUUIMPOBAHHBIE JIEKAPCTBEHHbBIE
CpeACTBa TMOMJIEKAT W3BATUIO M3 OOpalIeHHs M YHUYTOXKEHUIO B [OPSAAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTO)KEHUS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BIAJENbLA  JICKAPCTBEHHBIX  CPEICTB,  PEIICHHE  COOTBETCTBYIOLIETO
YIOJHOMOYEHHOTO (eiepaibHOr0 OpraHa NCIOJHUTEIBHOMN BIACTH WK PELIEHUE cya.

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

2. KoHtpadakxTHble JIeKapCTBEHHbBIE CPEICTBA MOMAIEKAT UIBATUIO U3 00pAIlleHHUsI U YHUUITOXKEHUIO
Mo pemieHuto cyna. llopsAloKk  yHUUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKApPCTBEHHBIX  CPEJCTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cCBSi3aHHbIE C YHHMYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hambCcU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
BO3MEILIAKOTCS UX BJIAJIEIIBLEM.

4, Bﬂaneneu JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-ICHHLII\/'I (beﬂepaHBHBIﬁ
opran HCIIOJIHUTEILHON BJIACTHU AOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJICHHOM MNOPAJKE €TI0 KOIIUIO,
MOATBCPKAAIOIINC (1)3,KT YHHUYTOKCHHA JICKAPCTBCHHBIX CPECACTB.

5. CoOTBEeTCTBYIOIIMI YMOJHOMOYEHHBIN (eaepanbHbli OpraH HCIOJIHUTEIBLHOW BIIACTH,
NPUHABLIMKA pelleHue 00 YHHUYTOXKEHUM JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIET KOHTPOJb 33 MX
YHUYTOXKEHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHU3alUsIMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JIMIIEH3UIO, Ha CIEHUAJIbHO OOOPYJOBAHHBIX IUIOIIAJIKAX, IIOJUIOHAX U B
CHelHaJbHO OOOPYJAOBAHHBIX TIOMEUIEHUSIX C CcOOMoJeHrueM TpeOoBaHMI B 00JacTH OXpaHbI
OKpY>Karolleu cpebl B COOTBETCTBUHM C 3aKOHO/IaTeNIbcTBOM Poccuiickoit deneparum.

7. HapKOTI/I‘IeCKI/Ie JICKApCTBECHHLIC CPCACTBA, IICUXOTPOIIHBIC JICKAPCTBCHHLBIC CPCACTBA,
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panuodapmaneBTUYECKUE  JIGKAPCTBEHHBIE  CPEACTBA  YHHYTOXKAIOTCS B COOTBETCTBHM  C
3aKoHoaTenbcTBOM Pocculickon denepanu.

Mnaesa 12. TOCYOAPCTBEHHOE PEINYJIMPOBAHUE LEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbLI ANnA 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) yrBepxnaenus IIpaBurensctBom Poccuiickoit denepannu nepeyuHs KM3HEHHO HEOOXOIUMBIX U
BAOXHEUIIMX JIGKAPCTBEHHBIX MpEnapaToB, KOTOPHIH (OpMHpYeTCs U HE peXe OJHOro pasza B ToOJ
[IEpECMaTPUBAETC B YCTAHOBJICHHOM MM [OPSAIKE Ha OCHOBE KOMILIEKCHON OLICHKH JIEKAPCTBEHHBIX
MpernaparoB, BKIOYas aHAJIU3 CBEICHUH O CPAaBHHUTENBHOW KIMHHYECKOW H(PPEKTHBHOCTH U
0€30MacCHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OIEHKY JKOHOMUYECKHUX TIOCIEICTBUNA TNpPUMEHEHUS
JIEKapCTBEHHOI'O CPEJCTBA U U3YyYEHHUE IOIOJHUTEIBHBIX MOCICACTBAN IMPUMEHEHUS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) YyTBEpXACHHUS METOJIMKHM pacueTa TMpeAelbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEYCHb J>KU3HECHHO HEOOXOMUMBIX W BAKHECHUIIUX
JICKapCTBCHHBIX IPEIapaToB, a TAak)Ke BHEIPCHHSI MEXaHH3MOB (DOPMHUPOBAHHS CUCTEMBI peepeHTHBIX
LIeH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-D3)

3) rocynapCcTBEHHOM PpErUCTpalMy MpeAeibHBIX OTHYCKHBIX II€H IPOU3BOJAUTENICH Ha
JICKApCTBCHHBIC MIpCHiapaTrbl, BKIIOYCHHBLIC B IMCPCUCHb KU3HCHHO HCOGXOI[I/IMBIX A BaKHEHUIITNX
JIEKapCTBEHHBIX MPEnapaToB;

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHHUs TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MPOU3BOAUTENECH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEPEeUeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBepKIEHHS METOJMKH YCTAHOBJIEHUS OpraHaMH HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu IMpeneabHbIX pa3MEpPOB ONTOBBIX HAA0ABOK U MPEIENIbHBIX pPa3MEpPOB
PO3HMYHBIX HaA0aBOK K (aKTUYECKHMM OTIYCKHBIM I[I€HaM, YCTAaHOBJIEHHBIM IPOU3BOJIUTEISIMH
JICKapCTBCHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpENaparhbl, BKIIOYCHHBIE B IIEPEYCHb KMU3HEHHO
HEOOXO/IMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENapaTos;

6) YCTaHOBJICHHUS MPEeTbHBIX pa3MEPOB ONTOBBIX HAI0aBOK U MPEACIIBHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM II€HAM, YCTAaHOBJIEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHbIEC Npenaparbl, BKIIOYEHHbIE B IEPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

Koncynprantllitoc: npumeuanue.
C 01.09.2024 4. 1 c1. 60 nonmosasiercs 1. 6.1 (@3 ot 30.01.2024 N 1-D3). Cm. Oyaymryro peaakIuio.
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7) YTBEpXKACHHS TMOPSIKA BBIJAYH MPEANHCAHUNA OpraHaM HCIIOJTHHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit @eaepanuu 0 NpUBEACHUN B COOTBETCTBUE € 3aKOHOIaTeNbcTBOM Poccuiickoit deneparuun
pemieHU 00 YCTAHOBJIEHWW NPEACIbHBIX pa3MEpOB OMNTOBBIX HAI0AaBOK W TNPEICIbHBIX Pa3MepoB
PO3HUYHBIX HaA0aBOK K (aKTUYECKHUM OTIYCKHBIM I[I€HAM, YCTaHOBIIEHHBIM IPOU3BOIUTEISIMH
JIEKApCTBEHHBIX IpEnapaToB, Ha JIEKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHbIE B IEPEUYEHb >KU3HEHHO
HEOOXOMUMBIX ¥ BAKHEHIIMX JIGKAPCTBEHHBIX IPENaparoB, €CIU OHU TPUHATHI C HApPyIICHUEM
3aKkoHoarenscTBa Poccniickont @enepannu, B HOpsJIKe, ycTaHOBIEHHOM [IpaBurenscTBoM Poccniickoit
®denepanuu;

8) HampaBlICHHsS YTMOJHOMOYCHHBIM (eaepaqbHbIM OPraHOM HMCIOJHUTEIBLHON BIIACTH OpraHam
WCIIONHUTENBbHON BiacTu cyOobekToB Poccuiickoit denepanuu mnpeanucaHuii o TMPUBEICHUH B
COOTBETCTBHE C 3aKoHomarenbCcTBOM Poccuiickonn @Pexepauuyu NOPUHATBIX € HApPYLICHUEM
3akoHomarenbcTBa Poccuiickoit denepanyu pemeHHd 00 YCTaHOBIEGHUHM TIPEACTBHBIX Pa3MepoB
ONTOBBIX HAM0ABOK W TMPEICIbHBIX Pa3MEpPOB PO3HHYHBIX HAM0ABOK K IIEHAM Ha JICKapCTBCHHBIC
npenaparbl, BKJIIOYCHHBICE B TIEPEUCHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpEenapaTos.;

9) ocymectBiaeHus (emepanpHOr0 TOCYAApCTBEHHOrOo Haa3opa B cdepe oOpaieHUs
JICKAPCTBEHHBIX CPEACTB U PETHOHAIBHOIO TOCYJAAPCTBEHHOIO KOHTPOJS 3a NPUMEHECHHEM LIEH Ha
JIEKapCTBCHHBIE  Mpenaparbl COOTBETCTBEHHO  YIOJHOMOYCHHBIMH  (pelepalbHbIMH  OpraHAMH
WCTIOTHUTENIPHOW BJIACTH M OpPraHaMH HUCIIOJIHUTENBbHON BiacTu cyOBekToB Poccuiickoit ®deneparun
COTJIaCHO MX KOMIIETEHIIMH B MOpsAKe, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit denepanum;

(. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpumeHeHUs NPEAYCMOTPEHHBIX 3aKOHOMATENbcTBOM Poccuiickoit  @Penepauun  mep
OTBETCTBEHHOCTU 32 HapylIEHHWE TOps/Ka 1€HOOOpa3oBaHMs HA JIEKAPCTBEHHBIE Iperaparsl,
BKJIFOYCHHBIC B ICPCYCHL JKU3HCHHO HGO6XOHI/IMBIX ¥ BaKHEUIIINX JICKApCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BblYaliHONW CUTyaluu U (WIM) IPU BOZHUKHOBEHUHU YIPO3bl paCIpPOCTPaHEHUS
3a00JeBaHUs, NPEACTABISIOIIEr0 OMAaCHOCTh JUISl OKPYXAIOIUX, a TAKKe B Cllyyae, €cliM B TEYEHUE
TPUALATH KaJEHIApHbIX AHEN rocie npuHatus [IpaBurensctBoMm Poccuiickon ®denepannu pelieHus o
IIPOBEACHUM MOHMTOPUHIA PO3HUYHBIX LI€H Ha JICKaPCTBEHHBIC IIperapaTbl, HE BKJIIOYEHHBIC B
[EPEYCHb >KU3HEHHO HEOOXOIUMBIX W BAKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUIX
cyObekToB Poccuiickoil ®@enepanuy BBISBIEH POCT PO3HUYHBIX LIEH Ha YKa3aHHbIE JIEKapPCTBEHHbIE
mpernapaTbl Ha TpuUIUaTh MpoleHToB U Oosee, I[IpaButenbctBo Poccuiickoit ®enepanuu Brpase
YCTaHOBUTB IPEJENIBHBIE OTIIYCKHBIE LIEHBI IPOU3BOJUTEINICH HA YKAa3aHHbIE JICKAPCTBEHHBIE ITPENAPaTHI,
npeJelnbHble pa3Mepbl ONTOBBIX HAA0aBOK M NpeleNbHbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(aKTHUECKUM OTIYCKHBIM LI€HaM MPOM3BOJAUTENICH HA yKa3aHHbIC JIEKAPCTBEHHBIC Ipenaparhl.
[lepeyeHp neKapcTBEHHBIX NpPENapaToB, HE BKIIOYCHHBIX B IEPEUYEHb XKMU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX IPETapaTroB, W MOPAIOK ero (OPMHUPOBAHMS  OMPEIEIISIOTCS
[IpaBurensctBOM Poccuiickoit deneparum.

(dactpb 2 BBeneHa denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBsiHOCTA KaJleHJAPHBIX JAHEW co IHA yTBepkaeHus [IpaBurensctBoM Poccuiickoit
@denepanuy nNepeyHs, yKa3aHHOTO B YaCTH 2 HACTOALLEH CTAaThU, HE JIOMYCKAIOTCS peaau3alus U OTILyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENApPaTOB IO LEHAM, NPEBBIIAIOIINM IPEACIbHBIE OTITYCKHbIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

LIEHbl MPOU3BOJMUTENECH Ha yKa3aHHbIE JICKApCTBEHHBIE Ipenaparthbl, NpeelbHble pa3Mepbl ONTOBBIX
Haj0aBOK U IMpelesibHbIe pa3Mepbl PO3HUYHBIX HaJ0aBOK K (DaKTUUYECKUM OTIYCKHBIM II€HaM
IPOU3BOAUTENCH Ha YyKa3aHHbIE JICKAPCTBEHHbIE IIperapaTbhl C y4eTOM Hajora Ha [J00aBICHHYIO
CTOUMOCTb.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

KoncynprantlIntoc: nmpumedanue.
[Tonoxenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPeAOCTABICHHUS TOC. YCIyT
MMOCPEJICTBOM €IMHOM CUCTEMBI U (WIJIM) eIUHOTO TopTaia, npuMmenstores ¢ 01.01.2025.

Koncynprantlntoc: npumeyanue.
3apeructpupoBanabie 10 07.06.2019 mnpenenbHbIe OTMYCKHBIE IIEHBI MOJICKAT 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 HEO6XO0ANMbIX U BaXXHEULLUX FleKapCTBEHHbIX NpenapaTos

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

1. IlpenenbHast OTHyCKHasl 1I€HAa MPOU3BOJMUTEINS HA JIEKApPCTBEHHBIM Npenapar, BKIOYEHHbIH B
[IEPEYEHb IKU3HEHHO HEOOXOAMMBIX M BAKHEWIIMX JIEKAPCTBEHHBIX IMPENapaTroB, MOAJIEKUT
rOCyIapCTBEHHOW pErucTpaluy B Mopsake, ycraHoBiIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu,
Ha OCHOBAaHWHU HANPABIEHHOTO MOCPEJICTBOM EAMHOTO MOpTajlia B YMOJIHOMOYEHHBIH (heraepaabHbIi
OpraH WCIOJHUTEIHHOW BIIACTH WIM JIMYHBIA KAaOWHET YMOJTHOMOYEHHOTo (eaepaibHOro opraHa
WCTIOHUTENILHON BJIACTH B €AMHOM CHUCTEME, TMOAMKMCAHHOTO YCHJIECHHOW KBATH()HUIIMPOBAHHON
AJIEKTPOHHON MOJIKUCHIO 3asBICHUS JEpKaTesld WM BIAJENblia PErHCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT' 0 Ipemnaparta (yInoJIHOMOUYEHHOTO UM JIUIIA).

(B pen. denepanproro 3axoHa ot 30.01.2024 N 1-D3)

2. 3apeructpupoBaHHasi IpeJeiibHAas OTIYCKHas LI€Ha MPOU3BOJAUTENS Ha JIEKapCTBEHHBIN
MpernapaT, BKJIIOYEHHBIM B TMEPEeYeHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JEKApPCTBEHHBIX
MPerapaToB, MOXKET OBITh NMEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYEHHS OJMH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHMU HAIPaBIEHHOIO 10 | OKTAOps KaXAO0ro rojaa IOCPEICTBOM €AMHOIO Iopraia B
YIIOJITHOMOYCHHBI  (heiepaibHBIA ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WM JUYHBIA  KaOWHET
YIOJHOMOYEHHOTO (eiepanibHOro OpraHa UCHOJHUTENbHOM BIACTH B €IUHOW CHUCTEME, MOMUCAHHOTO
YCUJIEHHOW KBaJU(UIIMPOBAHHOW 3JIEKTPOHHOM MOJINUCHIO 3asiBICHUS JIep)KaTelsl WIM BIaJeblia
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara (yIoJIHOMOYEHHOTO UM JIUIIA).

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

3. 3apeructpupoBaHHas MpenelbHAs OTIYCKHAs I€Ha NPOM3BOIUTENS Ha JIEKapPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B TEepeueHb >KU3HEHHO HEOOXOJWMBIX W BaKHEHININX JIEKAPCTBEHHBIX
MperapaToB, MOXKET OBbITh MMEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHSI HA OCHOBAaHWW HAIPaBICHHOTO
MOCPEJICTBOM €JIMHOTO MOpTaJia B YIIOJIHOMOYCHHBIN (eiepalibHbI OPTraH UCIIOJIHUTEILHON BIACTH WU
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOrO0 OpraHa MWCIOJHHUTENbHOM BIacTH B €IUHOMN
cUCTeMe, NOJMMCAHHOIO YCWJIEHHOH KBIM(UIIMPOBAHHOM JIIEKTPOHHON MOAMUCHIO 3asBICHHS
JepKaTens WM BIAJeNblla PErHCTPALMOHHOTO  YIOCTOBEPEHHS JICKApCTBEHHOTO —Ipenapara
(YIOJIHOMOYEHHOI'O UM JIULA).

(B pen. Deaepanpuoro 3axoHa ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. JlepxkaTens WIM BIajaeNell PETUCTPALMOHHOIO YJIOCTOBEPEHHs JIEKAPCTBEHHOIrO IIpernapara
(YNOJTHOMOYEHHOE UM JIMIIO0) 00s3aH HalpaBUTh MOCPEICTBOM €IMHOTO MOpTaja B YHOIHOMOYECHHBIH
(benepanbHBI OpraH WCHOTHUTEIBHON BIACTH WIIU JIMYHBIN KAOWHET YIOJIHOMOYEHHOTO (hefepabHOTo
OpraHa HCIIOJIHUTEIbHON BJIACTH B €AMHON CHUCTEME IMOANMCAHHOE YCHUJIEHHON KBaJM(ULIHMPOBAHHON
3JIEKTPOHHOW MOJIHKCHIO 3asBJICHUE O MEPEPETUCTPALNN 3aPErUCTPUPOBAHHON MPEAEIBbHON OTIYCKHOMN
LEHbl TPOM3BOJMTENSI Ha JICKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIM B IIEPEYCHb JKU3HCHHO
HEOOXOJMMBIX M BaKHEMIIMX JIEKapCTBEHHBIX NpPENapaToB, B CTOPOHY CHIDKEHHUS B CIEAYIOLIMX
ClIyyasix:

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

1) cHmwKeHHE IIeHbl B WHOCTPAHHOW BaJIOTE HA JIEKAPCTBEHHBIM TMpemapaT B CTpaHe
MIPOM3BOUTENS U (WJIK) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN MpernapaT 3aperucTpupoBaH U (Win) B
KOTOpBIE ITOCTABIIAETCS IPOU3BOAUTEIIEM;

2) cHWXKEHHE LIeH Ha peepeHTHbIC JIEKApCTBEHHbIE MpenapaThl B COOTBETCTBUU C IYHKTOM 1
HacTosmed 4YacTH (Ui COOTBETCTBYIOIIMX BOCIPOM3BEIEHHBIX, OHOAHAIOrOBHIX (OMOMOZOOHBIX)
JIEKapCTBEHHBIX IIPENApaTOB);

3) mpeBbILIEHHE NPEENIbHON OTIYCKHOM 1IE€HBI Ha NEpPBbIN BOCIPOM3BEACHHBIN, OMOaHATIOrOBbII
(6rormog00HBII) JIEKaPCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEACTbHON OTIYCKHOM
IICHOH TPOM3BOJAMTENI HAa BTOPOW  BOCIPOM3BEICHHBIN, OHWOAHAJIOTOBBIM  (OMOTMOIOOHBIN)
JIEKApCTBEHHBI IpenapaTr, pacCUUTAaHHOM B COOTBETCTBUM C METOJUKOW, YTBEPKICHHOU
[IpaButenscTBOoM Poccuiickon Penepannu;

4) npeBblllIeHUE NIPENEIbHON OTIIYCKHOM LIEHBI Ha MEPBBIM BOCIPOU3BENECHHBIN, OMOAHAIOTOBBIN
(6uomonOOHBIN) JIEKapCTBEHHBIN TMpenapar TPOU3BOAMTENS TOCyAapcTBa - 4WieHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHOM  OTIYCKHOM II€HOM IPOM3BOAMTEN Ha BTOpPOH
BOCIIPOU3BE/ICHHbIN, OHOaHaANOroBblil (OMONOJOOHBIN) JEKapCTBEHHBIM IIpernapar IpOU3BOIUTENS
rocyiapcrsa - ujeHa EBpa3suMiCKOro 3KOHOMHMYECKOIO COH03a, PAaCCUUTAHHOW B COOTBETCTBHM C
METOAUKOH, yTBepkaeHHOM [IpaButensctBoM Poccuiickoint denepanun.

5. ITlopsnok  mepeperucTpalvyd  3aperUCTPUPOBAHHBIX  MPEAEIBHBIX  OTIYCKHBIX  L€H
MIPOM3BOINTENICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEWIIINX JIEKAPCTBEHHBIX IPENapaToB, B CIydasx, IPEIyCMOTPEHHBIX YacTsIMU 2 - 4 HacTosuien
cTatby, yctaHaBiauBaeTcs [IpaButensctBoM Poccuiickoit denepanuu.

6. DKOHOMHYECKUN aHaTu3 MPEJebHON OTIMYCKHON IIEHbI MPOU3BOIUTENS Ha JEKApPCTBEHHBIN
MpemapaT, BKJIIOYEHHBIM B TEpPEeYeHb JKU3HEHHO HEOOXOJAMMBIX W BAXKHEWIIUX JEKapCTBEHHBIX
MpermapaToB, MPU €€ TOCYNAPCTBCHHOH PETUCTPAllMd WM TIEPEPETUCTPALMU  OCYIIECTBIIICTCS
denepaabHBIM OpPraHOM HCIIOJTHUTEIHHOW BJIACTH, OCYHICCTBIISIOIIAM (QYHKIHH TIO TMPUHSATHIO
HOPMATHBHBIX TIPAaBOBBIX AaKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJATelIhCcTBa B cdepe
TrOCYJapCTBEHHOTO PETyJIMPOBaHUS 1IeH (TaprdoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpenenbHbIX OTHYCKHBIX IIEH, YKa3aHHBIX B 4acTAX | M 2 HacToOsIIEN CTaThH, IPU UX
rOCyJapCTBEHHOM PErMCTPALlMK WM MEPEPETUCTPALUU OCYLIECTBIISETCS B COOTBETCTBUU C METOIUKOU,
yTBepkaeHHou IIpaBurenscTBoM Pocculickon denepanyu 1 y4UThIBAIOLIEH B TOM YHCIIE:

1) cobmonenne GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MPENnapaToB, BKIIOYCHHBIX B
NEPCUYCHb KHU3HCHHO HeO6XO)II/IMI)IX A BaKHEHIITHX JICKAPCTBCHHBIX IIPCIapaToB, U HpOHBBOHHTeHeﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 30.01.2024) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBCHHBIX MPCNIapaToB, BKIIIOYCHHBIX B IICPCUCHb KHU3HCHHO HCO6XOI[I/IMBIX U BaXKHEUIIMX
JICKApCTBCHHBIX IPCIIapaTOB;

2) daxTU4ecKyr OTIYCKHYIO IIeHY Ha JIeKapCTBEHHBIC npemnapathl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernapatoB B Pocculickyro denepanuio, a TakKe IEHbl Ha aHAJIOTUYHBIE
JIeKapCTBEHHBIC TIpenapaThl, Haxo smuecs: B oopamniennu B Poccutickoit denepanumy;

3) 3aTpaTtbl IPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIp€riapaTra Ha IIPOU3BOACTBO H PpCaiu3alllio
JICKApCTBCHHOT'O IIpeIiapara,

4) ueHy Ha JIEKapCTBEHHBIN IIpeNapaTt, €ro LeHy B CTPaHE MPOU3BOJIUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIKM) B KOTOPBIE ITOCTABIISAETCS IPON3BOAUTEIIEM.

8. He nomyckarotcs peanusanus ¥ OTIYCK JIEKAPCTBEHHBIX IPENapaToB, BKIIIOUEHHBIX B MIEPEUYEHb
KU3HEHHO HEOOXOAMMBIX M BaKHEMIIUX JIEKAPCTBEHHBIX IMPENapaToB, HA KOTOPHIE MPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX IIPEIApaTOB HE 3aperuCTpUpOBaHa IIPElelbHAas OTIYCKHAas LEeHa, pealn3anus
IIPOU3BOJUTENISAMH JIEKAPCTBEHHBIX MPENApaToOB IO LE€HAM, MPEBBIIAIONINM 3apErUCTPUPOBAHHBIE WU
[IEPEPETUCTPUPOBAHHBIC IIPEJEIIbHBIE OTIYCKHbIE LIEHBl Ha JIEKAPCTBEHHBIC IIpenaparbl C Y4€TOM
HaJIora Ha J0OABIEHHYIO CTOMMOCTb.

9.  Oco0EHHOCTH  TOCYJAapCTBEHHOI'O  PETyJUpPOBaHMSI  NIPECNbHBIX  OTIHYCKHBIX  L€H
MIPOU3BOINTENICH Ha JICKApCTBEHHBIE TpENapaThl, BKIFOUCHHBIE B IMEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHUIIMX JIEKApCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT 3KOHOMHUYECKHMX U (WJIM) COLUAJIBHBIX
KpUTEepHeB (M3MEHEHUE YCJIOBHUM, MOpsIKa U CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENnaparos,
UCIOJb30BAaHUE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYNAapPCTBEHHOI'O PETyJIMpOBaHUS IEH Ha
JICKapCTBEHHBIE MpenapaThl, B TOM YHWCJIE Ha OCHOBE MEXaHHM3Ma pe(epeHTHOro IEeHOOOpa30BaHMA,
W3MEHEHHH TIOpsIKa OKa3aHWs METUIIMHCKON IMOMOINM, W3MEHEHHE Kypca WHOCTPAHHOW BAIOTHI U
WHBbIE U3MEHEHHU) ycTaHaBiauBatoTcs [IpasurensctBoM Poccuiickoit deneparuu.

(B pen. deaepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. T[ocypapCTBeHHbIU peecTp npeAernibHbIX  OTNYCKHbIX  LeH
npousBoauUTenen Ha NneKkapcTBeHHble nNpenaparbl, BKIIIOYEeHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX JNIeKapCTBEHHbIX NpenapaToB

1. 3aperucTtpupoBaHHBIE WM II€PEPETHCTPUPOBAHHBIC IPECIbHBIE OTITYCKHBIE IICHBI
MPOM3BOANTENCH Ha JICKApCTBEHHBIE NPENapaThl, BKIIOYEHHbBIE B IEpPEYeHb )KU3HEHHO HEOOXOANMBIX H
BAOXHEUIIMX JIEKAPCTBEHHBIX IMPENaparoB, TIOAJIESKAT BKIIOYCHHUIO B TOCYIAPCTBEHHBIH peecTp
NpEeAC/IbHBIX OTIIYCKHBIX IICH HpOI/I3BO[[I/ITeHeI71 Ha JICKApCTBCHHBLIC IIpClapaThbl, BKJIIOUYCHHLIC B
NEPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMLIX 7 Ba)KHEHTIINX JICKAPCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. T'ocyaapcTBeHHBINH peecTp MPeaebHBIX OTIYCKHBIX IIEH MPOU3BOIUTENICH Ha JIEKaPCTBEHHBIC
npernaparbl, BKJIIOYCHHBIE B MEPCUCHb JKU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKAPCTBEHHBIX
MIpernapaToB, COACPKUT B cede CIeAYIONTYI0 HH(OPMAIIHIO:

1) HauMeHOBaHUE AeprKaTEeNs WIH BIa/IeNblia PETUCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaUMEHOBAHHE TMPOU3BOJIUTENS JICKAPCTBEHHOTO TIperapara, CBEIEHUS O PETUCTpariiu
JieprKaTelis WK BIIaJeNblia PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara, CBEACHHS O
perucTpaiuy Mpou3BOJUTENS JIEKAPCTBEHHOTO IpernapaTa JUisi MEJUIIMHCKOTO MPUMEHEHUS B Ka4eCcTBe
HAJOTOIUIATEeNbIIMKA B  CTpaHe  perucTpauud (A7  POCCHMCKUX  IOPUAWYECKUX — JHUI -
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" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

uaeHTU(PUKAIIMOHHBIM HOoMep Hanororuiarensimuka (MHH), mis uHOCTpaHHBIX IOPHUIWYECKUX JIHIL -
CTpaHa pEruCTpalli, HANMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEruCTPAallMOHHBIA HOMEp, KO
HAJIOTOIUIATENbIMKA B CTPAHE PErucTpaluy (MHKOPIOpAIMU) WM €ro aHaJlor), MECTO HaXOXKICHHS
MIPOU3BOJICTBEHHBIX IUIONIA/IOK, YYACTBYIOIIMX B MPOIECCE MPOU3BOACTBA JIGKAPCTBEHHOTO Mperapara,
C YKa3aHHeM CTaJiH Mpoliecca NpOru3BO/ICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

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 JTO3UPOBKH JICKAPCTBEHHOTO IMpernapaTa u ero KoJu4ecTBa
BO BTOPUYHOH (IMMOTPEOUTEIILCKOM) YIIAKOBKE, & TAK)KE KOMILJICKTHOCTB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasi IpeJieNibHas OTIYCKHAs IIeHa Ha JeKapCTBEHHBIH mpenapar B pyOoIisx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) nata ¥ HOMEp MpHKa3a YIMOJHOMOUYEHHOTO (hefepalbHOTO OpraHa MCIOIHUTEIHHON BIACTH O
FOCY/IApCTBEHHOW PETUCTPALIMM WM  MEPEPEerHCTPAlMU  MPEIETbHOW OTIMYCKHOW II€Hbl Ha
JIEKapCTBEHHBIN Mpenapar, BKIOYEHHbIH B IEpeuYeHb >KU3HEHHO HEOOXOAMMBIX W 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 (eIepaJbHOr0 OpTraHa UCIIOJTHUTEIHHON
BJIACTU O TOCYAAPCTBEHHOW PEruCTpallMM WIH [EPEePEruCTPAli IPEAEIbHON OTIyCKHOM LIEHBI
MIPOM3BOUTENIS HA JIGKAPCTBEHHBIA Ipenapar, BKJIIOUEHHBIH B [EPEYEHb JKU3HEHHO HEOOXOAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3ak0HOM OT 06.06.2019 N 134-D3)

7) IWTPUXOBOM KOJ, HAHECEHHBIH Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOTO
Ipernapara;
(n. 7 BBeneH ®enepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) KOJI JIEKapCTBEHHOTO MperapaTta Mo aHATOMO-TEePaNeBTUYECKO-XUMHUYECKON KilacCU(HUKaINH,
peKoMeHI0BaHHOW BcemMupHoil opranuzanueit 31paBooXpaHeHus.
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHasi perucTpanus WM TEPEeperucTpaius MNpelelbHbIX OTHYCKHBIX LIEH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TMEPEUCHb >KU3HEHHO HEOOXOMUMBIX W BAKHECHUIIUX
JIEKApCTBEHHBIX TMPENapaToB, BEIACHUE TOCYJAapCTBEHHOTO pPEEeCcTpa NPENeTbHBIX OTIYCKHBIX II€H
MIPOM3BOUTENICH Ha JICKAPCTBEHHBIC TTPENapaThl, BKIIOUECHHBIE B MEPEYCHb KU3HEHHO HEOOXOIMMBIX U
BOXHEHIIUX  JIEKQPCTBEHHBIX  MPENApPATOB, OCYIIECTBISIOTCS B  MHOPSAKE, YCTAaHOBJICHHOM
[IpaBurenscTBOM Poccuiickon Penepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTtaHOBNeHMe opraHamum UCMONMHUTENILHOW BRNAacTU CyOBHLEKTOB
Poccunckon ®epepaumn npegenbHbIX pa3MepoB ONTOBbLIX HaAab6aBOK M npeAenbHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

pa3mMmepoB PO3HUYHbLIX Hanb6aBoOK K (*)aKTVI‘-IeCKMM OTNYCKHbIM LeHaM, YCTaHOBJI€EHHbIM
Npou3BOAUTENSAMM JeKapCTBEHHbLIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparhbl,
BKNIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMBLIX U BaXHEWLWMX NeKapCTBEHHbIX
npenapaToB

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranbel HCHOJHUTENBHONW BIAacTH cyObekToB Poccuiickoit denepanuu ycTaHaBIUBAIOT
npeJeNnbHble pa3Mepbl ONTOBBIX HAA0AaBOK U NpeleNbHbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(aKkTHUECKUM OTIYCKHBIM IleHaM (0e3 yueTa Hajora Ha JOOaBJIEHHYIO CTOMMOCTH), YCTAaHOBJICHHBIM
IIPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHbIE IIpeNaparbl, BKIIOYEHHBIE B
[IEpPEUYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX MpPENapaTtoB, B COOTBETCTBHM C
YTBEPKJICHHOM B HOpske, ycraHOBIeHHOM [IpaBurenbctBoM Poccuiickoit @enepanuu, METOIMKOU
YCTAQHOBJICHHMsI OpraHaMy HCIOJHUTENIBbHOW BiacTu cyOwbekToB Poccuiickoit dexepanyu mpeaesibHbIX
pa3MepoB ONTOBBIX HAA0ABOK M TMpeNeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (haKTHUECKUM
OTIIyCKHBIM  LI€HaM, YCTAHOBJICHHBIM IIPOM3BOAMTEIIAMM  JIEKAPCTBEHHBIX  IIpENapaTroB, Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYEHHbIE B TIEPEYCHb >KU3HEHHO HEOOXOMWMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX IMpernapaToB. [IpoekThl perieHuii OpraHOB HCIOJHUTENBHON BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu 00 YCTaHOBIEHUM M (MJIM) M3MEHEHUU IIPEJENIBbHBIX pa3MEpOB OMNTOBBIX
Ha/j0aBOK U TpeAeTbHBIX Pa3MEPOB DPO3HUYHBIX HAJ0ABOK K (AKTHUECKUM OTIIyCKHBIM II€HaM,
YCTAaHOBJIEHHBIM TPOM3BOAMUTENSAMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIpPENapaThl,
BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JICKAPCTBEHHBIX IIPEMaparos,
MOJJIEXKAT COIJIACOBAHMIO C YIOJHOMOYEHHBIM (helepaabHbIM OPraHOM HCIOJHUTENbHOM BIACTH,
OCYUIECCTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATUBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe TrocyAapCTBEHHOIO peryjiupoBaHHs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B Opsiike, ycTaHoBIeHHOM [IpaBurenscTtBoM Poccuiickoit deneparuu.

(B pen. @enepanbhbix 3akoHOB 0T 13.07.2015 N 241-P3, o1 27.12.2019 N 475-D3)

2. OpraHuzainuy OINTOBOM TOProOBJIM JEKAPCTBEHHBIMU CPEACTBAMH, ANTEUHbIE OpraHU3alINH,
WHIAVNBUAYATbHBIC TMPEANPUHUMATEIH, WMEIONIUE JUICH3UI0 Ha (DapMareBTHYECKYIO JESITeIbHOCTD,
MEJUIIMHCKUE OpTaHWU3aINK, HMEIONIMEe JHUIEH3UI0 Ha (PapMareBTUYCCKYIO NEATeITbHOCTh, U WX
00ocobeHHbIe ToApasaeneHus (amOynaropuu, Genpamepckue u GenpamepcKo-aKyepCeKiue MyHKTHI,
HeHTpbl (OoTHeneHus) oOmel BpauyeOHON (ceMeWHOW) NpPaKTHKH), PACIOJIOKEHHBIE B CEIbCKHX
HACEJIEHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OPTaHU3AIMH, OCYUIECTBISIOT peaau3alfio
JIEKapCTBCHHBIX MPEMapaToB, BKIIOYCHHBIX B IEPEUYCHb JKU3HCHHO HEOOXOIUMBIX M BAKHEHUIITUX
JIEKapCTBCHHBIX IPETapaToB, IO II€HaM, KOTOpbIE (QOPMHUPYIOTCS B COOTBETCTBHH C HOPSIIKOM,
ycranoBjieHHBIM [IpaButenscTBoM Poccuiickoit denepariu, 1 ypoBeHb KOTOPBIX (0€3 ydeTa Hajora Ha
NOOAaBJICHHYIO CTOMMOCTb) HE JOJDKEH MpeBbIIaTh CyMMY (aKTHYECKOW OTIYCKHOM IEHBI,
YCTaHOBJICHHON MIPOU3BOIUTENIEM JIEKapCTBEHHOTO npernapara, HE MIPEBBIIIAIOMICH
3aperuCTPUPOBAHHON I MEPEPETUCTPUPOBAHHON TMpeleIbHONW OTIYCKHOW IIEHBI MPOU3BOIUTENS (HA
JaTy peaju3aliy JICKapCTBEHHOTO Ipernapara Mpou3BOIUTEIEM), U pa3Mepa ONTOBOM HAa0aBKU U (HJIN)
pa3Mepa pO3HWYHOM HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MNpenelbHON ONTOBON
HamO0aBku W (WIW) pas3Mepa MpeaeabHOM pPO3ZHUYHOW HaA0aBKH, YCTAaHOBJICHHBIX B CyOBEKTE
Poccuiickoit deneparumn.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Oprasbl UCHOJHUTENBHOW BiacTu cyOobekToB Poccuiickoil ®enepanuu pa3MemaT B CETH
"NuTepHer" MHPOPMAIIUIO O 3apErUCTPUPOBAHHBIX MPEIEIbHBIX OTITYCKHBIX LIEHAX MPOU3BOIUTENCH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B [EPEYEHb >KM3HEHHO HEOOXOOUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX IpernapaToB, 00 YCTaHOBIECHHBIX B cyObekTe Poccuiickoit denepanuu npeaenbHBIX
pa3mepax OINTOBBIX Ha0ABOK M (MJIM) MPEeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPOM3BOIUTENISIMU JIEKAPCTBEHHBIX MpenapaToB (DaKTHUECKUM OTIYCKHBIM II€HaM Ha JIeKapCTBEHHbBIC
mpemapaTsl, BKIIOYEHHBIE B TMEPEUEHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEUIINX JEKapCTBEHHBIX
IIpEnaparoB, a TAKKE O CYMME 3apErUCTPUPOBAHHBIX MIPEACIIBHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTENICH Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYCHHbIE B TEPEYCHb >KU3HEHHO HEOOXOIWMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX IIPETapaToB, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit ®Denepanmu mpeaenbHBIX
pa3MepoB ONTOBBIX HAJ0aBOK U NpPENEIbHBIX pa3MEpPOB PO3HUYHBIX HaJ0aBOK U Halora Ha
no0aBJieHHYI0 cTouMocTh. MH(bopManius, nmpeaycMoTpeHHasi HACTOSIIEH YacThio, JOKHA HAXOAUTHCS
TAaK)KE B aNTEYHBIX OPTraHW3alUsAX B JOCTYMHOW [UIsi BCEX 3aWHTEPECOBAHHBIX JHIl ¢dopMmMe U
OOHOBJIATECS TIO MEPE €€ pa3MEIICHHs] OpraHaMH HWCIOJHUTEILHON BIAcTH CyOBeKkTOB Poccuiickoit
®enepanuu B cetu "MHTepHer".

(uactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Ytpatun cuiy ¢ 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 POCCUNCKOUN ©EOEPALIMUN
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaasop
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JlekapcTBeHHBIE TIpenapaThl, HaxosIMecs B oopamennn B Poccuiickoit deaepannu, mojiexar
MOHUTOPUHLY 3G EKTUBHOCTH M 0OE30MACHOCTH B UENSIX BBISIBICHUS BO3MOXKHBIX HETaTUBHBIX
MOCJIEICTBUM MX NMPUMEHEHUs, UHAUBUIYAIbHON HENEPEHOCHUMOCTH, MPEAYNPEKIACHUS MEIULIMHCKUX
pabOTHUKOB, CHEIUAINCTOB B O0JACTH BETEPUHAPUU, MALMEHTOB WM BIAJENbIEB UBOTHBIX M UX
3aIIUTHI OT IPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPENapaToB.

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

2. dapmMakoHAA30p OCYUIECTBISIETCS COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (heaepabHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH B YCTAHOBJIEHHOM UM IIOPSJIKE C YYETOM TpeOOBaHUM HACTOSIIETO
@denepallbHOTO 3aKOHA M aKTOB, COCTaBIAONMX npaBo (Coro3a, IMyTeM aHaiau3a MPEeNOoCTaABIIAEMON
cyObekTamMu OOpallleHHs JIEKapCTBEHHBIX CpeACTB HMH(opManmuu O MOOOYHBIX JEHCTBHUSAX,
HEXEJIATENbHBIX PEaKIMAX, CEPbE3HBIX HEXKENATENbHBIX PEAKIMAX, HENPEIBUICHHBIX HEKEIATEIbHbIX
peaknusaxX MpU MPUMEHEHHH JIEKapCTBEHHBIX INpenapaToB, 00 WHAMBHIYaJIbHON HETEPEHOCHMOCTH,
OTCYTCTBUM 3((PEKTUBHOCTU JIEKAPCTBEHHBIX IpenapaTroB, a Takke 00 UHbIX (akTax U
00CTOSITENTLCTBAX, MPEACTABISAIONIUX YIPO3y KU3HU WU 3/I0pPOBBIO YeJOBEKa JHUOO KUBOTHOTO IPHU
IIPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX Ha BCEX ATanax oOpalleHUs JIEKAPCTBEHHBIX
npemnaparos B Poccuiickor denepanuu U APyrux rocy1apcrBax.

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

3. CyObexTsl 00palieHus JeKapCTBEHHBIX CPEJICTB B HOPSIIKE, YCTAHOBICHHOM YITOJTHOMOUYEHHBIM
denepaTbHBIM  OPraHOM — HCIIONHHUTEIBHON BIIACTH, O0O0s3aHBI COOOMIATH B YHOJHOMOYEHHBIH
(denepanbHBI OpraH HCIOJIHUTEIBHOW BIACTU O MOOOYHBIX JEUCTBUSAX, HEKENATENbHBIX DPEAKIIHIX,
CEPbE3HBIX HEXKEJATEIbHBIX PEaKLUAX, HEIIPEIBUICHHBIX HEKENATEIbHBIX PEAKIUAX NPU IPUMEHEHUU
JIEKapCTBEHHBIX IpEnapaTroB, 00 WHIUBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3()()EKTHBHOCTH
JICKapCTBEHHBIX MPENapaToB, a TakKe 00 MHBIX (akTax M 0OCTOATENbCTBAX, MPEACTABISIOMINX YTPO3Y
KHU3HU WM 370POBBIO YeNIOBEKa JINOO KMBOTHOTO MpPU MPUMEHEHHH JICKapCTBEHHBIX IPENapaTtoB U
BBISIBJIEHHBIX Ha BCEX JTamax oOpaimieHHs JeKapCTBEHHBIX mpernapatoB B Poccuiickoit Dexepannu u
JPYTUX rOCy1apCTBax.
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" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. lepxaTenu WU BIAJENbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKapCTBEHHBIX IMPEMapaTosB,
IOpUAMYECKHE JIMIA, HAa HMs KOTOPBIX BBIAAHBI pa3pelICHHs] HAa MPOBEACHHE KIMHUYECKUX
uccnenoBanuil B Poccuiickoit denepaunu, 1100 yrnoJHOMOYEHHbIE UMH JIPYTHE OPUINYECKUE JIULA B
pamkax oOecrieyeHUs O€30IacHOCTH JIEKAPCTBEHHBIX IPENapaToB B MOPSAJIKE, YCTAaHOBJIEHHOM
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepalbHBIM OpPraHOM HCIHOJHUTENbHOM BIAacTH, OOS3aHbI
OCYUIECTBIISITH IIPUEM, YUeT, 00pabOTKy, aHaJIU3 U XpaHEHHE MOCTYHAIOUINX B UX aJpec OT CyOBEKTOB
oOpallleHusi JeKapCTBEHHBIX CPEACTB M OPTaHOB TOCYAapCTBEHHOW BIACTH COOOIIEHUN O MOOOYHBIX
NEUCTBUAX, HEKENATENbHBIX  PEaKUMsIX, CEPbE3HbIX  HEXKENATEIbHbIX W HENPEABUACHHBIX
HEXXEJIAaTeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX MPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJICHCTBUS C JPYTMMH JIEKAPCTBEHHBIMU IpenapaTaMy, WHAUBUAYAIbHON HENEPEHOCHUMOCTH, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WX 37J0POBBIO YEIIOBEKA
7100 KUBOTHOTO WJIM BIUSIOUIMX HA U3MEHEHUE OTHOIICHHUS 0)KUAEMOM IMOJIb3bI K BO3SMOXXHOMY PHUCKY
MIPUMEHEHHUS JIEKaPCTBEHHBIX MPEMapaToB.

5. Ilpu BbIsIBIEHUH MHGOPMAIMM O CEPhE3HBIX HEXeNaTeNbHBIX PEaKIHsIX U HeNpeIBUICHHBIX
HEXXEJIATeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX IMPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJCUCTBUS C JPYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMmy, WHIAWBUAYAJIbHOM HENEPEHOCHMOCTH, a
Takke 00 MHBIX (aKTax ¥ 00CTOATENbCTBAX, BIMSIOMIMX HA N3MEHEHUE OTHOILIEHUS 0’KUAeMOM MOJIb3bI
K BO3MOXXHOMY pHCKY IIPUMEHEHHs JICKAPCTBEHHBIX IIPENapaToB, ACpXKATENW WIA BIIAJEIbLbI
PEruCTPAaLMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, IOPUIANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHbl pa3pellleHus] Ha MpOBEJCHHE KIMHUYECKHX HccienoBanuit B Poccuiickoit @enepannu, mubo
YIIOJIHOMOYEHHBIE WUMH JIPYTHE HOPUAWYECKHE JHUIa 00s3aHbl NPUHATH MEpHl, HAlpaBlICHHBIC Ha
YCTpaHEHUE  HETATUBHBIX IOCIEACTBUMA NPUMEHEHUS TaKWX JICKapCTBEHHBIX  IIPENaparos,
MpeaynpexaeHie NPUIMHEHNS Bpela )KU3HU WK 3/10pOBbIO YelloBeKa MO0 KUBOTHOIO, 3aIIUTY UX OT
IPUMEHEHHUsS TaKuX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHUTENbHBIM cOOp JaHHBIX 00
3G HEKTUBHOCTH U 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIlleHHWEe WM COKpPBITHE HH(OPMALUU, TPETYCMOTPEHHOW YacThio 3 HACTOAIIEH
CTaThH, JICPXKATEIN WA BIAJEIbIbl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaToB,
IOpUJIMYECKUE JIMIa, HAa HMS KOTOPBIX BBIJAHBI pa3pelIeHUs Ha TPOBEICHHE KIMHUYECKUX
uccnenoanuii B Poccuiickoit deneparuu, 100 yIOTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JINIIA, a
TaK)Xe JIOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta HH(POPMAIIHsI CTaJla U3BECTHA 110 POy UX MpodecCHOHaTbLHOM
NeSTeIbHOCTH, HECYyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickoit
denepauuu.

7. Ilpu mosyyeHUH yIOJTHOMOYEHHBIM (peZiepaibHbIM OpraHOM HCIIOJIHUTEIFHON BIACTH B PaAMKax
OCYILECTBIICHUSI UM (papMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOIO Ipenapara
YCTaHOBJICHHBIM TpPeOOBaHMSIM WM MPH TMONyYeHHMH 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 YHUCIIE BBISIBIEHHBIX B X0JI€ OCYILECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApPCTB), YHOIHOMOYECHHBIH
(benepanbHBIl OpraH WCHOJIHUTEIBHON BIACTH B YCTAaHOBJICHHOM MM IIOPSIKE PACCMAaTPUBAET BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHSI TAKOT'0 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. NMpunocrtaHoBNeHne NpUMeHeHUA NeKapCTBEHHOro npenapara
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Koncynprantllntoc: npumeuanue.
C01.01.2026 B 4. 1 cT. 65 BHOCATCS n3meHeHus (@3 ot 30.01.2024 N 1-D3).

1. [Ipu momy4yenun nHGOPMALMH O HEXKETATEIbHBIX PEAKIUAX MPHU NPUMEHEHUH JIEKAPCTBEHHOTO
npenapara, He YKa3aHHBIX B WHCTPYKIHMH IO TPUMEHEHHIO JIEKapCTBEHHOTO Iperapara, Cepbe3HBIX
HEeXXEJIaTeNbHbIX PEAKLUUsAX, 00 OCOOCHHOCTAX €ro B3aUMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernaparamu, KOTOpble MOTYT MPECTABIATh YIPO3Y KHU3HH WU 30POBBIO YelloBeKa JINOO KUBOTHOTO,
a TaK)Ke O HECOOTBETCTBUHU JTAaHHBIX 00 3((EKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO Tpenapara
JaHHBIM O JICKAPpCTBCHHOM IIperiapare, COACPKAIHUMCA B HHCTPYKIUH IO €r0 NPpHUMCHCHHUIO, B TOM
YHCIIe OT YHOJHOMOYCHHBIX OPraHOB WHOCTPAHHBIX T'OCYJAapCcTB, OOMEH KOTOPOMl OCYIIECTBISIETCS B
COOTBETCTBUH C COTJIALICHUSIMHA MEXIy YIOJHOMOYEHHBIM (heaepaabHbIM OpPraHOM HCIOJHUTEIBHON
BJIACTU U YIOJHOMOYEHHBIMH OpraHaMU MHOCTPAHHBIX I'OCYJApCTB, YHIOJIHOMOYEHHBINH (enepanbHbIi
opran HUCITOJTHUTEILHOM BJIACTH paccMaTpuBacT BOIIPOC O BO3BMOKHOCTU NPHUOCTAHOBJICHUSA O6paH_I€HI/ISI
TaKOTO JICKAPCTBEHHOTO IIpernapara B MOPSJIKE, YCTAaHOBICHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
Oopranom HUCIIOJTHUTEILHON BIIACTH.

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 4. 2 cT. 65 n3naraercs B HoBo peaakiuu (©3 ot 30.01.2024 N 1-D3).

2. Ilpy HEUCHOJHEHHM WIM HEHAJJIeXKallleM WCIOJIHEHUN JAep)KaTeasiMU WM BlaJelibliaMu
PETHCTPALMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUAUYECKMMH JIMIAMM, Ha MM
KOTOPBIX BbIIaHbl pa3pelleHUs] Ha IPOBEACHNUE KIIMHUYECKUX nccinenoBanuii B Poccuiickont denepaunn,
WIA YMOJHOMOYEHHBIMH HMH JPYTMMHU IOPUIUUECKUMH JIMIAMU OO0S3aHHOCTEH, YCTaHOBJIEHHBIX
gacTsMd 3 u 4 cratbu 64 Hacrosmero ®exepanbHOro 3aKkoHa, JUOO0 B ChOyyasX NpeACTaBICHUS
COOTBETCTBYIOIUM YITOJTHOMOUYEHHBIM (heIepaibHBIM OPTaHOM HCIIOTHUTEIBHOM BIIACTH 3aKIIOUYEHUS O
HEJOCTOBEPHOCTH PE3YyJbTaTOB KJIMHUYECKOTO HCCIENOBaHMs JIEKQpCTBEHHOrO IIperaparta s
MEIUIMHCKOTO IPUMEHEHMs, KOTOpPOE OCHOBAaHO Ha pe3yJbTaTax IPOBEPKH MEAMIMHCKOU
OpraHM3aliy, IPOBOJUBIIEH YKa3aHHOE KIMHUYECKOE HCCIECJOBAHME C HapyLIEHUEM [PaBUI
Ha/JIeKalleld KIMHUYEeCKOM MPAaKTUKK, U MPUBEJIO K MOJIYYEHUIO HEJJOCTOBEPHBIX PE3yJIbTaTOB, JIMOO B
Cllyyae HEBBINOJIHEHHUS MPEINHCAHUS, BbBIIAHHOTO YIIOJHOMOUYEHHBIM (peepanibHbIM  OpraHOM
WCIIOJHUTENIBHOM  BJACTM IO HWTOraM  OCYILIECTBJIEHHUS BbIOOPOYHOIO KOHTPOJS  KadecTBa
JIEKApCTBEHHOTO TIperapara, yMOJHOMOYCHHBIN (enepanbHbli OpraH HCIOJHUTEIHLHOM BIACTH B
YCTaHOBJIEHHOM MM [ODAJKE PacCMaTpUBAcT BONPOC O MPHUOCTAHOBICHWM IIPUMEHEHHS TaKOIro
JIEKapCTBEHHOI'O IIpernapara.

Koncynprantllintoc: npumeuanue.
C 01.01.2026 u. 4 ct. 65 yrpaunBaet cuiy (P3 ot 30.01.2024 N 1-D3).

3. YnonHoMoueHHBIH (eaepanbHblii OpraH HCIONMHUTEIBHOW BJIACTU MPU MPEACTABICHUU €My
CBEICHUII O HECOOTBETCTBUHM IPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM PABUI
Ha/IIeKalled MPOU3BOACTBEHHONH MPAaKTHKH M (WJIM) O HApyLIEHWW JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBICHBI B XOJI€ MPOBEACHUS WHCIIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBICHHS JMIIEH3MOHHOTO KOHTpOJII B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M TMpPHUBEIM WIM MOIYT MPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB JUIs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MCOUIIMHCKOI'0 MMPHUMCHCHUSA, ITPUINHUBIINX WA CIIOCOOHBIX NPpUIUHHTL BPEI KU3HU UJIKU 3JOPOBLIO
rpaxxJiaH, pacCMaTpuBacT BOIIPOC O IMPUOCTAHOBJIICHHU TIPHUMCHCHUA JICKAPCTBCHHBIX IIPCIApaTOB JIA
MCIUIIMHCKOI'0 IPUMCHCHUS B YCTAHOBJICHHOM MM HOPAJKE B CICAYIONUX CIIydasaX:

1) coctaB u (WJIM) TEXHOJOTHUSI MPOU3BOJICTBA JIEKAPCTBEHHOIO Mperapara ajis MEIUIITHCKOTO
MpUMEHEHHUs (C OMUCAaHWEM CTaJWi MPOW3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETHCTPAIIMOHHOM
JIOCBE;

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, IOJTBEPKIAOILINE
COOTBETCTBUE KadyecTBa JICKAPCTBEHHOI'O IIpemnapara il MEJUIMHCKOrO IPUMEHEHUs, BBOAUMOIO B
IpaXIaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IPU €0 rOCYJapCTBEHHOM perucTpamy;

4) mnpow3BOAMTENEM 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 OCYIUIECTBICHHS JHMIIEH3MOHHOTO KOHTPOJISI B cdepe MPOM3BOJCTBA JIEKAPCTBEHHBIX
CpPeACTB W TPUBEIH WIM MOTYT TPUBECTH K TIPOU3BOJACTBY JICKAPCTBEHHBIX IPEMApaTOB JUIS
MEIUIMHCKOTO MPUMEHEHHS, IPUYNHUBIINX WM CIOCOOHBIX NPUYMHHUTH BPEI JKU3HHU HIIH 370POBBIO
rpakaaH.

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

4. YnomHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHHUTENBHOM BJIACTH TPU HAIUYUKA y HETO
CBEICHMH O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM TMPABUI
HaJuiexalled MNpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapylIIEHUH JHUIIEH3UOHHBIX TpPeOOBAHUM,
KOTOpbIE OBbUIM BBISBJIEHBI B XOJI€ IPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHMS JIMIIEH3MOHHOTO KOHTPOJIs B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IIPUBEIM WIM MOIYT IPUBECTH K IIPOM3BOJACTBY JIEKAPCTBEHHBIX IIPENapaTroB Ul
BETEPUHAPHOTO MPUMEHEHHsI, IPUYMHHUBIIUX WIH CIIOCOOHBIX NPUYMHUTH BPE] KU3HU WIH 3]I0POBBIO
JKUBOTHBIX, PACCMATPHUBAET BONPOC O NPHOCTAHOBJICHUU PEANN3ALMU U NPUMEHEHHs JIEKAPCTBEHHBIX
IIpenaparoB JUIsl BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM HOPAJIKE B CIEIYIOIIUX CIyqasiX:

1) coctaB u (WJIK) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara JUis BETEpUHAPHOTO
MPUMEHEHHUs (C OMHUCaHWEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBIECHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nexapCTBEHHBIN Npenapar AJis BETEpUHAPHOTO IPUMEHEHMSI IPOU3BEACH HAa IPOU3BOJCTBEHHON
IJIOIIAJIKE, HE YKa3aHHOW B PErUCTPALIMOHHOM JIOChE;

3) y mpou3BOAUTENs JIEKaPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJITBEP:KIAIOIINE
COOTBETCTBUE KayeCTBa JICKAPCTBEHHOI'O Ipenapara Julsl BETCPUHAPHOIO NPUMEHEHHs, BBOJMMOIO B
rpakIaHCKHI 000pOT, TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €0 rOCy1apCTBEHHON pEerucTpalluy;

4) TpoM3BOAMUTENEM JIEKAPCTBEHHBIX CPEIACTB B COIVIACOBAHHBIM C COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJHUTEIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHUI MpaBUJl HaAJEKaleH MPOU3BOACTBEHHON MPAKTUKU U (WJIM) JUIEH3UOHHBIX TpeOOBaHUI,
KOTOpble ObUIM BBISBIEHBI B XOJ€ MPOBEICHUS WHCIEKTUPOBAHHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
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(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CPEACTB WM OCYLIECTBICHMS JIMIIEH3MOHHOTO KOHTPOJIs B cdepe NpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEIM WIA MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
BETEPUHAPHOTO MPUMEHEHHsI, IPUYNHUBIIUX WIH CIIOCOOHBIX MPUYMHUTH BPE]] )KU3HU WM 3]I0POBBIO
KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

7. B nopsizike, mpeayCMOTPEHHOM YacThio 4 HACTOSIIIECH CTaThH, YIIOJJHOMOYCHHBINH (heaepabHbIN
OpraH MHCIIOJIHUTEIBHON BJIACTH pPacCMaTpUBAeT BOIPOC O NPHUOCTAHOBIEHUM pealu3alud U
IIPUMEHEHHUS JIEKapCTBEHHOTO Ipernapara il BETEPUHAPHOTO NPUMEHEHMsI B CIy4yac BBIBICHUS B
rpaXJaHCKOM 000pOTe€ Ccepuu JIEKApCTBEHHOTO TMpemapaTra Ui BETEPUHAPHOTO TPUMEHEHUS,
JOKYMEHTBI U CBEIEHHUS O KOTOPOW, IPeayCMOTpeHHbIe YacTsMu | - 3 u 6 ctathu 52.2 HacTOSALIETO
@denepallbHOTO 3aKOHA, HE TMPEACTaBIEHbl B YKa3aHHBIA OpraH, JIMOO Cepur MMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIpemapaTa Jjisi BETEPHHAPHOIO IPUMEHEHMs, HE HMEIOLEH pa3peuicHus,
IIPEyCMOTPEHHOIO 4acThi0 8 crarbu 52.2 Hacrosimero PenepalbHOrO 3aKkoHa. B ykaszaHHOM citydae
YIOJIHOMOYEHHBIH  (pefiepanbHblii  OpraH HUCIOJHUTENBHOW BJIACTH TNPUHMMAET pEUICHHE O
IIPUOCTAHOBJICHUY PEAIU3aLMU U IPUMEHEHMSI TAKUX CEPUI JI0 ITPEICTABICHMSI YKa3aHHbIX JOKYMEHTOB
U CBEACHUH 100 10 MOTYUYEHHs YKa3aHHOTO pa3peleHusl.

(uactp 7 BBeneHa denepanbHbiM 3aKoHOM 0T 02.07.2021 N 317-D3)

CraTbs 66. MH(opmaumsa o pesynbTaTax hpapMakoHagsopa
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

YromHOMOYeHHBIH  (eliepanbHBIid  OpraH  WCHOJHUTEIBHON  BJIACTH,  OCYIISCTBIISFOIINAN
(hapMakoHaI30p, MO €ro pe3ysbTaTaM pa3MellaeT Ha cBoeM odumuanibHOM caiite B cetu "UHTepHet"
nH(pOpMaIHUIO O:

1) BBISIBIEHMM HOBBIX MOATBEP)KICHHBIX ITaHHBIX O TOOOYHBIX AEUCTBUSX, HEKENaTEIbHBIX
peaklusaX, CEPbE3HBIX HEXKEIATCNIbHBIX PEaKlUMAX, HENPEABUACHHBIX HEKEIATEIbHBIX PEAKLUAX IIpU
IIPUMEHEHNH JICKaPCTBEHHOTO IIperapaTa, B TOM YUCJIE BIUAIOIIKUX HA OTHOLIEHUE OKUIAEMOM IOJIb3bI
K BO3MO>XHOMY PUCKY IPUMEHEHUS JAHHOTO JIEKAPCTBEHHOTO Iperapara;

2) NpUHATHIX PEHICHUSX O BHECEHUU M3MEHEHUN B MHCTPYKIHUIO 110 IPUMEHEHUIO JIEKapCTBEHHOT O
npernapara, 0 NpUOCTAHOBJICHUHU NPUMEHEHUs JIEKapCTBEHHOI'O IpenapaTa, 00 U3bSITUU U3 00palleHus
JIEKapCTBEHHOT'0 Mpenapara Wi 0 BO300HOBICHUH PUMEHEHHUs JIEKAPCTBEHHOT O MIperapara.

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 NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Uudopmanus o nexapcTBEHHBIX IpernapaTax, OTIIyCKaeMbIX IO peLenTy Ha JIEKapCTBEHHBIN
npermnapar, JOJDKHA COAEPKAThCS TOJIBKO B CIEHUAIHM3UPOBAHHBIX M3JAHUAX, MPEIHA3HAYCHHBIX IS
MEIUIMHCKUX, (hapMaIieBTUIECKIX pAaOOTHUKOB, CIICIIHAIMCTOB B 00JacTH BeTepuHapuu. MHpopMmarnus
0 JICKapCTBEHHBIX Mpernaparax s CICIHATUCTOB B 00JIACTH OOpAIEHUS JICKAPCTBEHHBIX CPEICTB
MOXET COJAEpKaThcs B MOHOTpadusx, CIPaBOYHUKAX, HAYYHBIX CTAaThsX, B JOKJIAIax Ha KOHTpeccax,
KOH(EpEeHIMIX, CHUMIIO3MyMaX, HAy4YHBIX COBETaX, a TaKKe B WHCTPYKIHUAX TIO TMPUMECHECHHIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

2. Nudopmanus o JeKapCTBEHHBIX IperapaTax, OTIyCKaeMbIX 0e3 perenTta Ha JIeKapCTBEHHBIN
mpermapaT, MOXET COJEPKAThCSA B MyOJIMKANMSIX W OOBSBICHUSX CPEJICTB MAacCOBOW WH(OpMAIIHH,
CTIEIUATU3UPOBAHHBIX M OOMIUX MEYaTHBIX M3JIAHHSIX, HHCTPYKIMIX MO MPUMEHEHHIO JIEKAPCTBEHHBIX
MpernapaToB, UHBIX U3/IaHUSAX CyOBEKTOB OOpalleHHs JeKapCTBEHHBIX CPeCTB. PekiiaMHble MaTepuabl
0 JICKapCTBEHHOM Ipemnapare, OTIyckaeMoM Oe3 pelenTa Ha JIeKapCTBEHHBIM Mpemnapar, JOKHBI
COOTBETCTBOBATh MHCTPYKLHHU 10 IPUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jomyckaercss MCHOJb30BAHUE JIOOBIX MAaTEpUANbHBIX HOCHUTENEH, MO3BOJSIOIINX XPAaHUTH,
nepeiaBaTh U UCMOIb30BaTh MH(POPMALIMIO O JIEKAPCTBEHHBIX Ipenaparax 0e3 ee HCKaKeHUs.

KoncynprantlIntoc: mpumeyanue.
C 01.04.2024 B u. 4 cr. 67 BHOCsATCA M3MeHeHUs1 (D3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro

PCAAKIINIO.

4. Ina ueneil uaeHTU(UKALMM YHAKOBOK JIEKAPCTBEHHBIX IIPENapaToB Ui MEAUIIMHCKOIO
MIPUMEHEHHUS MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB B MOpPSAKE, ycTaHOBIEHHOM IIpaBuTenbcTBOM
Poccuiickoit ®enepainuy, HAHOCAT Ha TMEPBUYHYIO VYHAKOBKY (B OTHOIIEHHH JIEKapCTBEHHBIX
IpenaparoB JIJsi MEIULIUHCKOTO IPUMEHEHUS, AJI1 KOTOPBIX HE MPEAYCMOTpEHa BTOPUYHASL YIIAKOBKA) U
BTOPUYHYIO (MTOTPEOUTENHCKYIO) YIAKOBKY JICKAPCTBEHHBIX IMPEMapaToB IS MEIUIUHCKOTO
MPUMEHECHHS CpEICTBAa HWACHTH(HKAIMKM, 32 WCKIIOYECHUEM JIEKAPCTBEHHBIX MpEnaparoB s
MEJUIIMHCKOTO IPUMEHEHUS, IPOU3BOIUMBIX ISl TPOBEICHUS KIIMHUYECKUX MCCIEIOBAHUMN, SKCIIOPTA,
JIEKapCTBEHHBIX MPENapaToB AJs MEIUIIMHCKOTO MPUMEHEHHs, YKa3aHHBIX B YacTsax 5 u 8 crathu 13
HacTosmero @enepanbHOro  3aKOHa, paguo(apManeBTUUYECKHX JIEKapCTBEHHBIX  IPENaparos,
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaTroB, KOTOPbIE MPOU3BEACHBI MalbIMU CEPHUSIMHU,
COCTOAT W3 OJIHOM WJIM HECKOJBKUX JI03 BBICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOIO Ipernapara,
MpeAHa3HaYeHbl MJii KOHKPETHOrO TMAalMeHTa, WMEIOT KOPOTKHUUA CPOK TOJHOCTH (10 JAEBSHOCTA
KaJICHJIAPHBIX JHEH) W (WIM) TeMIEpaTypHBIM PEKUM XpaHEHUsS U TPAHCIOPTHPOBAHUS MHUHYC 60
rpanaycoB Llenbcus nian HUXKe, MUSIBOK METUIIUHCKUX U Fa30B MEIUIIMHCKUX.

(uacte 4 BBemeHa DexpepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®epnepanbHoro 3akona ot 30.01.2024 N 1-D3)

5. XapaKkTepuCTHUKU CpPEACTBAa HICHTU(PUKAINU, MOPSJOK €ro HaHECCHHWs W TpeOOBaHHUS K
CTpyKType U opmaTy WH(POPMAIIUH, KOTOPYIO COJIEPKHUT CPEICTBO HICHTHU(PUKAIIUU, OMPEICISIFOTCS
[IpaBuTenscTBOM Poccuiickoin denepanuu.

(dacthb 5 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsanok co3maHus, pa3BUTHs, BBOJA B OKCIUIyaTallMlO, OKCIIyaTallud M BbIBOJA W3
JKCIUIyaTallUd CHUCTEMbl MOHUTOPMHIA [BWJKCHMs JICKAPCTBEHHBIX IIPENapaToB Uil MEIULIMHCKOTO
NPUMEHEHHS, HOPNIOK NPEeAOCTaBlIeHHUs HH(GOpPMAIMM, COJepKalleiics B CHUCTEME MOHUTOPHHIA
JBHKEHUs JIEKAPCTBEHHBIX IPENApaToB JUIsi MEAUIMHCKOIO NMPUMEHEHHUs, U IOPAAOK B3aMMOJIECHCTBUS
YKa3aHHOM CHUCTEMBl € MHBIMH  T[OCYJAapCTBEHHbIMH  HMH(OpPMAIMOHHBIMM  CHUCTEMaMH U
MHPOPMALIMOHHBIMM CHUCTEMaMM IOPUIMYECKUX JIML M HMHIUBUAYAIbHBIX HpEANpUHUMATENEH,
yKa3zaHHbIX B yacTsax 7 W 10 Hacrosiuel crartby, ycraHasiauBarorca [IpaButensctBom Poccuiickoit
@enepanyu. OnepaTopaMu CUCTEMBl MOHUTOPUHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIULUHCKOTO TIPUMEHEHUS SBISIOTCS (pelepaabHblii OpraH MCIOJHHUTEIbHON BiacTH W (WIN)
opranuzanus, ynonHoModeHHsle [IpasurensctBom Poccniickoit denepanun.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 30.01.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2024
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 6 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. FOpuanueckue nuia 1 THANBUIYAJIbHBIE TPEANPUHUMATEINHN, OCYILIECTRISIONINE MPOU3BOJICTBO,
xpaHeHue, BBO3 B Poccuiickyro dPenepauuro, OTIYCK, peaiM3alUI0, NepeAady, IPUMEHEHUE U
YHUUYTO)KEHHE JIEKAPCTBEHHBIX MPENapaToB Uil MEIULUHCKOTO IPUMEHEHNs, 00€CIIeUNBaIOT B OPSJIKE
U B cocTaBe, KOTOpble ycrtaHoBieHbl [IpaButenbctBom Poccuiickoit ®enepanur ¢ y4eToM BHJA
OCYIIECTBIISIEMOM HMHU JEATEIbHOCTH, BHECEHHE HH(GOpMAllMU O JIEKApCTBEHHBIX IMpernaparax s
MEJIULMUHCKOTO MPUMEHEHUsI B CHUCTEMY MOHUTOPHUHIA JBUJKEHUS JICKAPCTBEHHBIX MPENapaToB I
MEJIUIUHCKOTO NIPUMEHECHHUS.

(uactp 7 BBenieHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIC TIpemaparbl Il MEAMIIMHCKOTO NPUMEHEHUs, NpeTHA3HAUYCHHbIE s
obecrieueHns JHI, OOJBHBIX TeMO(IIHEH, MyKOBUCIIHUI030M, TUTIOGU3APHBIM HAHU3MOM, OOJIE3HBIO
lNomre, 370Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSAMU JTUMGOUIHOM, KPOBETBOPHOW M POJICTBEHHBIX HM
TKaHeW, PACCEeSHHBIM CKJIEpO30M, JHUI[ TIOCTe TpPaHCIUIAHTAMU OpraHoB U (WIHM) TKaHEH,
npousBereHHble 10 31 nexabps 2019 roma, a Takke UWHBIE JICKApPCTBEHHBIC Mpenaparsbl s
MEJIMLIMHCKOTO NMpUMEHEeHuUs, mpousBeaeHHbie 10 1 urons 2020 roxa, mojajexar XpaHEHHIO, IEPEBO3KE,
OTITyCKY, peaju3aluy, nepeaade, MPUMEHCHHIO 0€3 HAaHECEHUS CPEIICTB HICHTHU(PUKAIIUN IO UCTCUCHUS
cpoka ux rogHoctH. [IpaBurenscTBo Poccuiickoit denepannn BnpaBe yCTaHOBUTH OCOOEHHOCTH BBOJA
B TPaXIAHCKUN 00OPOT JICKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO TPUMEHEHHS, PONU3BEICHHBIX
B nepuon ¢ 1 urons 2020 roma mo 1 oktsa6psa 2020 roma. B mensix BBoAa B TpakIaHCKHUN 00OpOT
JIEKApCTBEHHBIC MpenapaThl AJid MEAUIMHCKOTO MNPUMEHEHHS, 3a HCKIIOUYEHHUEM JIEKapCTBEHHBIX
MpermapaToB, MpeIHA3HAYCHHBIX JUIsI OOECIeYeHHs JUI], OONBHBIX TeMO(WINEH, MYKOBHUCIHIO30M,
runou3apHbIM HAHU3MOM, 00JIe3HBI0 [ ollle, 3JI0KaYeCTBEHHBIMH HOBOOOPA30BAHHUSIMHE JTHM(OUTHOM,
KPOBETBOPHOW W POACTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, JIUI[ TMMOCJE TpaHCIUTAaHTAIuH
OpraHoB W (MJIM) TKaHEW, MPOU3BEJEHHBIC 3a mpeneiaamu Tepputopun Poccuiickoit deneparuu go 1
okTs0pss 2020 roma, moryT ObITh BBe3eHBl B Poccuiickyto @eneparmio no 1 suBaps 2021 roma B
nopsiake, ycranoBineHHoOM [IpaBurensctBoM Poccuiickoit ®enepanuu, 0€3 HaHECEHHs] CPEICTB
UICHTH()UKAIIH.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranmzammsi WHOOPMAIMOHHOTO B3aUMOJICUCTBUS CHUCTEMBl MOHUTOPHHTA JIBHDKCHHS
JIEKAPCTBEHHBIX IPEMNApaToOB I MEIULIMHCKOTO NPUMEHEHUS C MHBIMH T[OCYJIapCTBEHHBIMU
MH(OPMALIMOHHBIMU CHCTEMaMHU 00ecleyrBaeTcsi B TOM 4YHCIE TOCPEICTBOM HHPPACTPYKTYPHI,
obecrieunBaromeil MHPOPMAIMOHHO-TEXHOJOTHUECKOE B3aMMOACUCTBHE HH()OPMAIIMOHHBIX CHCTEM,
HCHOJIb3YEMBIX JJIi IPEIOCTABIEHUS TOCYJAPCTBEHHBIX W MYHMUMIAIBHBIX YCIYI M HCIIOJIHEHUS
TOCYJapCTBEHHBIX M MyHHIIUTIAIBHBIX (QYHKIIUI B SJIEKTPOHHOU (opMme.

(uactp 8 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. Undpopmanus, cogepxaiiasicst B CHICTEME MOHUTOPUHIA IBUKEHHUS JIEKApPCTBEHHBIX MIPENapaToB
IUI. MEJIMLIIMHCKOTO TIPUMEHEHUs, ABJsieTcss HH(popMalel OrpaHUYeHHOT0 JOCTyIa B COOTBETCTBUHU CO
cratbeii 9 @enepanbHoro 3akoHa ot 27 wuwons 2006 roma N 149-03 "O6 wundopmanum,
MH(POPMALMOHHBIX TEXHOJOTHSX W O 3amuTe wuHopManuu"', 3a HCKIIOYCHHEM HWH(POpMalHUH,
HEJOIyCTUMOCTh OTPAaHUYEHHUS JIOCTYyINa K KOTOPOH ycTaHOBJIEHa (elepaabHbIMU 3aKOHAMH, a TaKKe
nHpopmanuu, otrHeceHHon I[IpaBurenscTBoM Poccuiickoli denepanuvi B COOTBETCTBUHM C HACTOSIIIHM
@enepanbHbIM  3aKOHOM K o0meaoctynHod  uHpopmauuu. OOwmenocrynHas HH(opManus,
coJiepKallascsi B CUCTEME MOHMTOPHMHIA JABM)KEHUS JIEKAPCTBEHHBIX IPENApaTOB ISl MEIAULIUHCKOIO
NPUMEHEHMS, pa3MelnaeTcs B WHPOPMaIMOHHO-TEIEKOMMYHUKAMOHHOW cetu "MHTepHer" (B TOM
gyrciae B (opMe OTKpBHITBIX [aHHBIX) B IMOpAJAKE, ycTraHOBIeHHOM IlpaButenscTtBoM Poccuiickoit
denepanuu.
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(uactp 9 B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Joctyn x uH(popMaImy, coiepskaleicss B cicTeMe MOHUTOPHHTA JBM)KEHHS JIEKapCTBEHHBIX
MpernapaToB IS MEAMLIWHCKOTO TPUMEHEHHUs, 00ECIeYrBaeTCs ONepaTOpOM CHUCTEMbl MOHUTOPHHIA
JBAKEHUs JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEIULIHUHCKOTO NMPUMEHEHMS B IOPSAAKE, YCTAaHOBIEHHOM
[IpaBurensctBOM Poccuiickoii ®enepannn, B COOTBETCTBHUM C 3aKOHOJATENBCTBOM Poccuiickoit
@enepau 00 uHGopManuu, HHOOPMAIMOHHBIX TEXHOJOTHSAX W O 3amure HH(popManu,
3aKkoHOJaTenbCcTBOM Poccuiickorn @enepauuu O TOCYJApCTBEHHOM TaWHE, 3aKOHOJIATEIIbCTBOM
Poccuiickoit denepanuu 0 KOMMEPYECKON U MHOM OXPaHAEMOU 3aKOHOM TallHE U C YYETOM IOJIOKECHUI
Hacrosiuien crarbu. IIpaButensctBo Poccuiickoii denepanuu BIpaBe yCTaHABIUMBATh IIEPEUYCHBb
JIEKapCTBEHHBIX MpenapaTroB s MEAMIMHCKOIO MPUMEHEHHs U (WIM) Tpynn JEeKapCTBEHHBIX
MpernapaToB A MEAUIMHCKOIO TMPUMEHEHHs] M OCOOCHHOCTH JOCTyNa K HHQPOpMAIUMH O TaKHX
JIEKapCTBCHHBIX IIpenaparax, COAEP)KAIEHCS B CUCTEME MOHUTOPMHIA IBW)KCHHS JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULIMHCKOTO IIPUMEHEHUS.

(uactb 9.1 BBennena MexnepanbHbiM 3aKk0HOM OT 04.08.2023 N 474-03)

9.2. Tlonb3oBaTenu CUCTEMbl MOHHUTOPMHIA JABUKEHUS JIEKAPCTBEHHBIX IMpPENapaTtoB st
MEJIMIIMHCKOTO TPUMEHEHUsI 00JIaJaloT MPaBOM JIOCTyNMa K HMH(OpMaIuU, COAEpIKaIIEHCsS B CHCTEME
MOHUTOPHUHTA JIBI)KCHHS JIEKAPCTBEHHBIX MpENapaToB I MEAUIIMHCKOTO MPUMEHEHHS, C YYEeTOM
OrpaHMYEHUIl JocTyna K yKa3zaHHOW MHOpManmuu U ee mocieayromeil o0paboTke, yCTaHOBIECHHBIX
HacToamuM DenepanbHBIM 3aKOHOM W HWHBIMH HOPMATHUBHBIMU TPABOBBIMHU akTamHu Poccuiickoi
denepauuu.

(dactpb 9.2 BBeneHa denepanbubiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. ®denepanbHble OpraHbl MCIOJHUTEIBLHOW BJIACTU W OpPraHbl HCIOJTHUTEIHHOW BIACTH
cyosekToB Poccmiickoit ®enmepanuu B 1enAx, omnpeaelieHHbIX [IpaButenbctBoM  Poccmiickoit
denepanun, UMEIOT MIPABO JOCTYIAa K HHGOPMAITUU O CYOBEKTax 0OpalleHus JEKapCTBEHHBIX CPE/ICTB,
0 JIEKapCTBEHHBIX MpemapaTax U 00 00OpOTe TaKUX JIEKAPCTBEHHBIX MpEnapaTroB, HEOOXOAUMOM s
BBITIOMTHEHUS] 3a7a4 © OCYIIECTBICHHS (YHKIUH, BO3JOKEHHBIX Ha QefepanbHble OpraHbl
WCIIOJTHUTEJIbHOW BJIACTH W OpPraHbl HCIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoii denepanuu,
CTAaTUCTUYECKON WHGOpMAIIMK O JIEKapCTBEHHBIX TMpernapaTtax M 00 uX o00opoTe, a Takke K
obmenocrynuoit uHpopManuu. CoctaB d3ToM HWHGOPMAMHM ONPENETSETCS COTJANICHHSIMU 00
MH(pOPMAITMOHHOM B3aUMOJICHCTBUHU, 3aKITFOYCHHBIMH ONEPATOPOM CHCTEMbl MOHUTOPWHTA JIBHKCHHS
JMEKapCTBEHHBIX IMpemapaToB Ui MEAWIMHCKOTO TpPHUMEHEHUs C (QenepaqbHBIMH  OpraHaMH
WCTIOJTHUTENILHOM BJIACTH WJIM OpraHAMH HCIIOIHUTENBHON BiacTu cyOnekToB Poccuiickoit denepanun
1 ¢enepaibHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH, OCYIISCTBISIONMM (DYHKIUM TIO BBIPa0OTKE WU
peanu3alud TOCYJAApCTBEHHOW TOJUTUKM W HOPMATHBHO-TIPABOBOMY pEryJIUpOBaHUI0 B cdepe
3paBOOXPAHEHHUS.

(dactp 9.3 BBeaeHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.4. CyObekT oOpaleHHs JIEKapCTBEHHBIX CPEJICTB HMMEET NpaBO JOCTyna K HH(popMmanuu ob
ONepalusAx C JICKapCTBEHHBIMHU MpenapaTaMy Uil MEJUIIMHCKOTO MPUMEHEHHS, COBEPLICHHBIX 3THM
CcyOBEeKTOM 0oOpaleHust JIeKapCTBEHHBIX CPECTB, a TAKXKe K 001Ie10CTyTHON HH(OpMAITHH.

(uactp 9.4 BBenena ®@enepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop cUCTEMbI MOHUTOPHHTA JBIKEHUS JIEKAPCTBEHHBIX MPEMAPATOB ISl MEIUIIMHCKOTO
MpUMEHEHUs o0JlaZlaeT MpaBOM JOCTyNa K HH(OpManuu, colepkauleiicss B CUCTEME MOHUTOPHHTA
JIBUKCHUS JIEKAPCTBEHHBIX TMPENapaTtoB i METUIIMHCKOTO MPUMEHEHUs, BKIOYas HHQPOPMAIUIO
OTPAaHUYEHHOTO JIOCTYIA, C BO3MOXKHOCTBHIO €€ 00paboTKH, B TOM YHCIE €€ MPEJOCTaBICHHUS U
pacmpocTpaHeHus, oOecreueHusl A0CTyna K He M OKa3aHusl yCIOyr C €€ HCIOJb30BaHUEM (naiee -
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00paboTKa).
(uactb 9.5 BBennena dexnepanbHbiM 3ak0HOM OT 04.08.2023 N 474-03)

9.6. OnepaTop cUCTEMbl MOHUTOPUHTA JIBHKCHHUS JICKAPCTBEHHBIX MPENApaTOB ISl METUIIMHCKOTO
MIPUMEHEHHS MOXKET OCYIIECTBISATh 00pabOTKy MHPOPMAITUN OTPAaHUICHHOTO JIOCTYIIA, COACpKAIIeHcs
B CHCTEME MOHHTOPHHTA JIBMKCHUS JICKAPCTBEHHBIX MPETapaToB Il MEAUIIMHCKOTO PUMEHEHUS, TIPH
YCIOBUH O00SI3aTE€IBHOIO 00€3JIMYMBAaHUS TAaKOM MH(POpPMALMU B COOTBETCTBUHM C YTBEPXKIAEMBbIMU
(denepanbHBIM OPraHOM HCHOJHHUTENBHOM BIIACTH, OCYILIECTBIISIONMM (QYHKLUUH 1O BbIpAOOTKE H
peanu3ali TroCyJlapCTBEHHOM TOJIMTUKA W HOPMATUBHO-NPAaBOBOMY pEryJIMpPOBaHHIO B cdepe
3[paBOOXPAHEHMs, MO COIJIACOBAaHMIO C (enepadbHbIM OpPraHoOM HCIOJHUTENBHOW  BJIACTH,
OCYIIECTBISAIOMUM (QYHKIIUH 110 KOHTPOJIIO U HaJ30py B chepe NHHOPMALIMOHHBIX TEXHOJIOTUHN U CBSI3H,
u (QenepaqbHBIM OpPraHOM HCIOJHUTENBHONM BJIacTM B o0jgacTH oOecnedyeHus Oe30MacHOCTU
TpeOOBaHUAMM K OOE3JIMYMBAHUIO Takoil MHPOpPMALMUM W MeToJamMK OOE3IMYMBAHMUSA TaKOH
uHpopmanuu. OO6e3nuuyeHHas uHPoOpMalMs, IOJyuyeHHas B pe3yjbTaTe yKa3aHHOW o00pabOTKM U
coJiepKaliasicss B CUCTEME MOHUTOPHUHIA JBM)KEHUS JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEAMLUHCKOTO
NPUMEHEHHUS, SBJIsIeTCS HH(pOopMaIuei orpanndeHHoro gqocryna. O6e3nnueHnas nHpopManus, T10CTyM K
KOTOpO# ObUT 00ecrieueH onepaTopoM CHCTEMBbl MOHUTOPHHTA JBIKEHHS JICKAPCTBEHHBIX MPETAapaToB
JUTSE MEJIUIIMHCKOTO TIPUMEHEHUS B IIEIISIX OKa3aHUs YCIYT C €€ MCIOJIb30BAHNUEM, TIOUICKHUT XPAHESHHIO
B CUCTEME MOHHMTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX NPENapaTroB I MEAULMHCKOTO MPUMEHEHUS He
MeHee ISITH JIET C JAaThl NMPEeJOCTaBICHMS J0CTyna K 00e3MuueHHOM HH(pOopMalMM, W Ha Hee He
pacnpocTpaHsIoTcs: TpeOoBaHUs K MHPOPMALIMU OIPaHUYEHHOTO JI0CTYTA, YCTAaHOBJICHHBIE HACTOSIEH
CTaTheu.

(dactpb 9.6 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.7. Onepatop CUCTEMbI MOHUTOPHHTA JBWKEHUS JIEKAPCTBEHHBIX MPETAPATOB ISl MEIUIIMHCKOTO
MIPUMEHEHUS MOKET OCYIIECTBIATh 00paboTKy MHGOPMAIIMK OIPAaHUYEHHOTO JIOCTYIIA, coAepKalencs
B CHCTEME MOHUTOPUHTA IBUKECHHs JIEKAPCTBEHHBIX IMPENapaToB AN MEAMIMHCKOTO MPUMEHEHUS,
MOJTy4eHHON OT CyOBeKTa oOpallleHHsl JEeKapCTBEHHBIX CPEICTB, 3apETHCTPHUPOBAHHOTO B CHCTEME
MOHUTOPUHTA JIBMOKCHHUS JIGKAPCTBEHHBIX MPENapaToB s MEAUIMHCKOTO TPUMEHEHUs U
MPEACTABUBIIEIO B HEE CBEACHHS, B MHTEpPECaX W IO TMOPYUYCHHIO TaKOTO CyObeKTa OOpalieHHs
JIEKApCTBEHHBIX CPENICTB 0€3 00e3TNIMBaHUS HHPOPMAIIUHA OTPAaHUYEHHOTO JOCTYTIA.

(dactp 9.7 BBeaeHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.8. Onepatop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JIEKaPCTBEHHBIX IIPENApPaTOB VISl MEULIMHCKOTO
IIPUMEHEHHs BIIPAaBE€ OKa3blBaTh HAa HEIUCKPUMHUHALIMOHHOM OCHOBE YCIYI'M C HCIOJIb30BAaHHUEM
00e31MYeHHO WHpOpMalKK, COJIEpKAIIEHCs] B CHCTEME MOHMTOPUHIA JIBUKECHHUS JIEKAPCTBEHHBIX
MpernapaToB s MEIUIMHCKOrO NIPHUMEHEHHUs, CyObeKkTaM oOpalleHHsl JIEKapCTBEHHBIX CpPENCTB,
MOPSIIOK M CTOMMOCTh OKa3aHMS KOTOPBIX OIPEACISAIOTCS OINEepaTOpOM CHCTEMBI MOHUTOPHHIA
JBYKCHMS JICKAPCTBEHHBIX IIPENapaTroB sl MEIULUHCKOTO INPUMEHEHMs, C Y4€TOM OIpaHUYCHUN
J0CTymna K 00e3IMueHHON MHPOPMAaLMU, YCTAHOBJIEHHBIX HACTOAILIEH cTaThbel. YKazaHHBbIE HOPSIOK U
CTOMMOCTh OKa3aHMsl TaKMX YCIyl pa3MEIIAaloTCsl ONEPATOPOM CHCTEMBI MOHUTOPUHIA JIBUKEHUS
JIEKAPCTBEHHBIX IIPENApPaToOB Ul MEAULMHCKOIO IIPUMEHEHHs Ha CalTe CHUCTEMbl MOHUTOPHHIA
JBUKEHUS JIEKapCTBEHHBIX IpenapaToB JUIst MEAMIIMHCKOIO MIPUMEHEHUS B
MH(OPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn "MHTepHeT" u mojanexar KOHTPOJIO B COOTBETCTBUU C
aHTMMOHOIIOJIBHBIM 3aKOHOJATeNbCTBOM Poccuiickont @enepanuu. YKa3aHHbIE NOPSAIOK U CTOMMOCTh
OKa3aHMs TAKUX YCIYT TOJDKHBI ObITh €MHBIMM JUISl BCEX JIML, OOPAIIAIONIUXCs 32 OKa3aHUEM YCIIYyTH B
OTHOIICHUM OJMHAKOBBIX BHIA, oObeMa W cocTaBa IpenocraBisieMoil uHpopmanuu. CyObexTam
oOpalIeHusl JIEKapCTBEHHBIX CPEACTB 3allpeliaeTcsi MPeAOCTaBIsATh U PACIPOCTPAHATh MH(OPMAIIHIO,
ITOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIEH YaCThIO.

(dactpb 9.8 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)
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10. IlpousBoauTens JIEKAPCTBEHHBIX CPEICTB, AepXkareib JIMOO Biajelell pPerucTparioHHOrO
YAOCTOBEPEHUS JICKAPCTBEHHOI'O IIpernapara WIM IpeACTaBUTEIbCTBO WHOCTPAHHOM OpraHMU3aluu,
ABIISIIOIICHCS JiepKaTeneM JMO0 BIAJENbLEM DPETHCTPALIMOHHOTO YJOCTOBEPEHHS JIEKApPCTBEHHOTO
npenapara, Ha teppuropun Poccuiickoii @enepanny, 3aperuCTpUPOBAHHBIE B CUCTEME MOHUTOPUHIA
JBWKEHUs JIEKapCTBEHHBIX IPENapaToB I MEAMIMHCKOTO NPUMEHEHHs W IPEACTABUBIIME B HeEe
CBE/ICHUS] O HAHECEHUU CPEACTB MACHTU(HMKAIMK Ha YIAKOBKH JEKAapCTBEHHBIX IpenapaToB, HApsAYy C
uHpopManueH, ykazaHHOM B vactu 9.4 Hacrosiedl cTaThbu, MOMy4aeT COJAEpXkAallylocs B CHCTEME
MOHHUTOPHUHTA JABM)KEHHS JIEKAPCTBEHHBIX MpPEnapaToB JUIsl MEIUIIMHCKOIO MPUMEHEHHUsS MH(OpPMAIIHIO
OTPaHUYEHHOr'0 JIOCTYIla O CEpUSAX M NApTUAX ATUX JIEKAPCTBEHHBIX IpPENaparoB OE€3BO3ME3IHO U
BIIPaBE€ OCYIIECTBIIATH CAMOCTOSTEIFHO WM IOpydYaTh OOpabOTKy Takod WH(POPMALUU TOJIBKO B
coOCTBeHHBIX MHTepecax. [Ipu 3TomM mocTynm K TakoW MH(pOpMalUMU WIM pe3ysbTataM ee o0paboTKu
UMEEeT TOJIbKO JaHHBIA CyOBEKT 0OpalleHus JIEKapCTBEHHBIX CPEACTB MIIH JIMIO, KOTOPOMY OH IOPYYMI
o0pabotky. CocTaB NpeOCTaBIsAeMOW B COOTBETCTBMM C HACTOALIEW YacTbio HH(OpMauu
onpeaensiercs [IpasurensctBom Poccuiickoit denepannu.

(uactp 10 B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a mpou3BOACTBO MM MPOJIAXKY JIEKAPCTBEHHBIX MPENApPaTOB ISl METUIIMHCKOTO TPUMEHEHUS
0e3 HaHECEHUsI CPE/CTB MACHTHU(HUKAINK, C HAPYIICHHEM YCTAaHOBJICHHOTO TMOPSAKAa MX HAHECEHUs, a
TaK)kK€ 32 HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHHMTOPHHTA JBHKCHHS JIEKAPCTBEHHBIX
MpemapaToB A METUIIMHCKOTO TPUMEHEHHUsT WM BHECEHHE B HEe HEJOCTOBEPHBIX JaHHBIX
IOpUANYECKHE JIMIA U WHIUBUAYaTbHBIC TPEANPUHUMATENH, YKa3aHHbIE B YacTAX 4 W 7 HacTosIen
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOAATENILCTBOM Poccuiickoit deneparum.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BOpaBe YCTAHOBUTH OCOOCHHOCTH BHEAPEHUS
CHUCTEMbl MOHMTOPHMHIA JABW)KCHHS JIEKAPCTBEHHBIX IIPENapaToB Ul MEIULUHCKOTO IPUMEHEHUS,
BKJIIOYAss CPOKHM €€ BHEAPEHUs, B OTHOLIEHUM JIEKAPCTBEHHBIX IPENApaToB s MEIULUHCKOIO
NPUMEHEHHS, BKJIIOUYEHHBIX B IEPEYCHb XM3HEHHO HEOOXOAMMBIX M BaXXHEHWIIMX JIEKapCTBEHHBIX
IIpenapaToB, JIEKAPCTBEHHBIX IIPENAapaToB, IPEAHA3HAUEHHBIX M oOecnedyeHus Jul, OOJIbHBIX
remMo(unueii, MyKOBUCIUA030M, THINO(PHU3APHBIM HaHU3MOM, OoJie3Hbl0 ['olle, 3710KayeCTBEHHBIMU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEPO30M, JIMI] TI0CJI€ TPAHCIUIAHTALIMM OPTaHOB M (MJIM) TKaHEH, MHBIX JIEKAPCTBEHHBIX IpenapaToB
JUIS. MEJUIIMHCKOTO IPUMEHEHMS.

(uactp 12 BBeneHa PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Masa 14.1. OrPAHUYEHUNA, HANTATAEMBbIE
HA OPTAHU3ALUUU, OCYLUECTBNAKLWMUE OEATEJIbBHOCTb
No OBPALLEHUIO IEKAPCTBEHHbBIX CPEOCTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4eHus, Hanaraembleé NpU OCYLUECTBNEHUN AOeATEeNbHOCTU B
ccepe obpaLleHUs nekapcTBeHHbIX CpeacTB

1. Opranuzanuy, 3aHUMaroIIMecs pa3paOOTKOW, NPOM3BOACTBOM M (WiIM) peanu3anueit
JIEKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs, OpraHu3aIuy, 00Iagaroniie mpaBaMu Ha
WCIIOIb30BAaHUE TOPrOBOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO Ipenapara g  MEAUIMHCKOTO
IIPUMEHEHHUS, OPTaHU3alMK ONTOBOM TOPrOBIIN JIEKAPCTBEHHBIMU CPEJICTBAMH, allTEYHbIE OpPraHU3alun
(MX mpencTaBUTENH, UHBIE (PU3UYECKHE U IOPUIUYECKHE JIMIA, OCYIIECTBIISIONIME CBOIO JIEATEIbHOCTh
OT HWMEHM OJOTHUX OpraHu3aluii) B OTHOIICHWH MEAMIMHCKMX pPAaOOTHUKOB M PYKOBOAMUTENEH
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MCOAUIMHCKHX OpFaHI/ISaHI/Iﬁ HC BIIpAaBC:

1) BpyuaTh MoOJapKu, BHILJIAYUBAThH JICHEKHBIE CPEACTBA (32 MCKIIOUYEHHUEM BO3HArPAXKJIECHUU MO
JIOTOBOpaM TNpU TMPOBEJCHUM KIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX TMPEMapaTroB IS
MEJIUIIMHCKOTO TPUMEHEHHUs, BO3HATPAXKIEHUN, CBSI3aHHBIX C OCYIIECTBICHHEM MEIUIIMHCKUM
PaOOTHUKOM TIEJArOTHYECKOM U (MIJIM) HAYYHOU JESTEIHHOCTH), B TOM YHCIIE OTUIAYMBaTh Pa3BIICUEHUS,
OT[IBIX, MPOE3J K MECTY OTIbIXa, a TAKXKE MPUBJIEKATh K YUYaCTUIO B Pa3BJICKATEIbHBIX MEPOIPHUITHIX,
MIPOBOAMMBIX 32 CUET CBOUX CPECTB;

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHUU WKW PCEKOMCHJAAIUMNW MaUCHTaAM JICKAPCTBCHHBIX
npenaparoB  JsI MCIAUIMHCKOIO MPHUMCHCHUA (33 HUCKIIIOYCHHUEM JIOI'OBOPOB O IMPOBCACHUHA
KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKAPCTBCHHLIX MpCHIapaToB JJIs1 MCAUITHUHCKOI'O HpI/IMeHCHI/ISI);

3) nmpeaocTaBIATh 0Opa3IIbl JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHHS B IIEIISIX
BpyuYeHHUS TMalMeHTaM (32 MCKIIOUYEHHUEM CIy4yaeB, CBS3aHHBIX C TPOBEACHHEM KIMHUYECKHUX
WCCIIeIOBaHUM JIEKaPCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WIM) HEMOJHYI0 HH(POPMAIUI0 O JIeKapCTBEHHBIX
npenapaTax i MEJUIMHCKOTO IPUMEHEHMS],

5) mocemats ux B pabouee BpeMsi Ha pabOYMX MeCTaX, 32 WCKIIOUYEHHUEM CIy4aeB, CBS3aHHBIX C
MPOBEJICHUEM KIIMHUYECKUX HCCIEOBAaHUM JIEKapCTBEHHBIX IpernaparoB s MEIULUHCKOTO
MPUMEHEHHUS, C YYaCTUEM B IMOPSJIKE, YCTAHOBICHHOM PYKOBOJUTENEM MEIUIIMHCKOW OpraHU3aluu, B
COOpaHMSIX MEAMIIMHCKUX PaOOTHHKOB M HMHBIX MEPONPHUSATHUSX, HAMPABICHHBIX HA TOBBIIICHHE WX
npoeCCUOHATILHOTO YPOBHS WJIM Ha MpeAOoCTaBlIeHHE HH(OpPMAIMM, CBA3aHHOW C OCYIIECTBICHHEM
MOHHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaToB;

6) moOy>X1aTh K BHIMUCHIBAHHIO JIEKAPCTBEHHBIX MPETapaToB ISt MEAUIIMHCKOTO IIPUMEHEHUS Ha
OnaHKax, coAepXkalux MH(POPMAIMIO PEKIAMHOTO XapakTepa, a TaKkKe Ha peleNnTypHbIX OJaHKax, Ha
KOTOpbIX 3apaHee HaleyaTaHO HauMMEHOBAaHME JIEKapCTBEHHOIO IpemnapaTta Julsi MEIUIIMHCKOTO
MIPUMEHEHHUS.

2. Opranusanuy, yka3zaHHble B a03alie mepBoM 4acTH | HacTOsIEeH CTaThbu, U UX MPEACTaBUTENH B
OTHOIICHUU (hapMaIeBTHYECKUX PAaOOTHUKOB U PyKOBOAMTENIEH allTEeYHbIX OPTaHU3aIMii HE BIIPaBE:

1) BpyuaTh noAapku, BbIINIAUMBATh JE€HEKHBIE CPEACTBA, B TOM YHCIIE OIJIaYUBaTh pa3BICUYEHUS,
OTIBIX, IPOE3J K MECTy OT/AbIXa, W IPHUBJIEKATh K YYaCTHUIO B DPa3BIIEKATEIIBHBIX MEPONPHUATHUSAX,
IIPOBOJUMBIX 38 CYET CBOUX CPEICTB;

2) npeaoCTaBJIATh 06pa3u51 JICKApCTBCHHBIX IIPCIIapaTOB IAJId MCIUIUHCKOI'O NPHUMCEHCHUS JIA
BPYUYCHU HACCIICHUIO,

3) 3aKII04YaTh CONIalmiCHUA O NPCHJIOKCHHUMU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenapaTtoB A1 MCAUIUHCKOT'O IMTPUMCEHCHU A,

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HMHGPOpPMAIUI0 O JIEKapCTBEHHBIX
npenaparax il MEIUIUHCKOIO MPUMEHEHUs, B TOM YHCIE MMEIOLIMX OJUHAKOBOE MEXIyHapOJHOE

HCIIaTCHTOBAHHOC HAMMCHOBAHUC.

CraTtbAa 67.2. TpeboBaHUA K OpraHM3auMm M NPoBeAEHUI0 Hay4YHbIX MEPONpPUATUN,
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MHbIX MEpPOMPUATUNA, HamMpaBfeHHbIX Ha MOBbIlWeHUe MNpocgeccUoHaNbLHOro YpPOBHS
MeAULUMHCKMX pPaboOTHUKOB MMM Ha npefocTtaBrieHMe MHQoOpMauun, CBA3AHHOW C
ocyllecTBIeHNEM MOHUTOPUHIa 6e30MacHOCTU NleKapCTBEHHbIX NpenapaTtos

1. Ilpu npoBeleHNH HAYYHBIX MEPONPUATUI, UHBIX MEPONPUATUM, HAITPABICHHBIX HA MOBBIILICHUE
Ipo(ECCUOHATBHOIO YPOBHS MEIUIMHCKAX PpAaOOTHUKOB WJIM Ha IPEJOCTaBICHUE CBSI3aHHOM C
OCYILIECTBJICHUEM  MOHHUTOpPHMHIa  0€30MacHOCTH  JIEKApCTBEHHBIX IpenapaToB  HH(oOpManuw,
OpraHM3yEMbIX OpraHu3alUsAMHU, yKa3aHHbIMH B a03aie nepBoM yacTu | crateu 67.1 HacTosiero
denepanbHOTO 3aKOHA, WX MPEACTaBUTENAMU M (WIM) (UHAHCHPYEMBIX 3a CYET CpEACTB ITUX
OpraHu3allMii M HX [PEACTABUTENICH, 3alpeliaeTcss NPENsITCTBOBATh YYACTHIO B YKa3aHHBIX
MEpONPHUATHUAX MHBIX OPraHU3alNid, KOTOPbIE IPOU3BOAAT WIH PEANTU3YIOT JEKapCTBEHHBIE IPEnapaThl
U1l MEIUIMHCKOTO IMPUMEHEHHMsI CO CXOKUM MEXaHU3MOM (hapMaKoJIOTMYecKOro neicTBus, Jubo
CO3/1aBaTh AMCKPUMHHALMOHHBIE YCJIOBUS MJIs OJHMX YYacTHMKOB IIO CPAaBHEHHMIO C JIPYTUMHU
Y4aCTHUKaMH, & UMEHHO:

1) npe1ocTaBIsATh PA3IMYHOE KOJIMUYECTBO BPEMEHU /U1l BBICTYIUIEHUH YYAaCTHUKOB, PA3JIUYHBIE 110
pasMmepy 3aHMMaeMOH IUIOIAAM MecTa Ui AEMOHCTpAaLUU 00pa3lioB JIEKAPCTBEHHBIX MIPENApaToOB AJIs
MEIUIMHCKOTO TPUMEHEHMs] MM PEKJIaMHBIX MaTepuajoB O JIEKApCTBEHHBIX IIpernaparax s
MEJULMHCKOrO MPUMEHEHHsI Ha SKCIIO3ULIUAX, CTEHIaX, 32 HCKIFOUEHHEM CIIy4aeB, €CJIM TaKUe YCIOBUS
3aKpeIUIeHbl B COIVIAIIEHUSAX 3TUX OpraHu3alMid, UX npeicTaBuTeneil 0 (UHAHCUPOBAHUM YKa3aHHBIX
MEpPONPUATHIA U 00YCIIOBJIECHBI Pa3INYHBIMU 3aTPATaMH YYaCTHUKOB Ha UX OPraHHU3alluIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYaCTHUKOB MEPONPHUATUMN, YKa3aHHBIX B a03alle IEpBOM
HACTOSIIEN 4YacTH, IPEBBIIAOIIMN CyMMY 3aTpaT Ha OPraHHU3al{I0 YKa3aHHBIX MEPONPUATHA M
BeIyLIMi 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 00EeCTIeYNBATh AOCTYT K HHPOPMAIUH O JJaTe, MECTe
M BpPEMEHU IMPOBEACHUS YKA3aHHBIX MEpPONPHUATHH, IUIaHAX, NporpaMmax IPOBEACHUS YKa3aHHBIX
MEPOTPUITHI U TeMaX, IJIAHUPYEMBIX ISl pACCMOTPEHHUSI, COCTaBE WX YYACTHUKOB IyTEM Pa3MEIICHHS
COOTBETCTBYIOIIEH MH(POpPMAIMK Ha CBOMX O(UIIMaIbHBIX caiiTax B ceTd "HMHTepHeT" He mo3aHee ABYX
MECSIIEB /10 Hayajia MPOBEICHUS YKa3aHHBIX MEPOTIPUATHM.

3. Nudopmarus 0 mpoBeeHUH MEPONPUSNTHI, YKa3aHHBIX B 4acTU | HACTOAIIEH CTaThH, B CPOK,
YCTaHOBJICHHBI YacThi0 2 HACTOAIICH CTaThH, JNOJDKHA OBITH HampaBieHa B (eaepanbHBI OpraH
WCTIOJTHUTEIILHON BIIACTH, OCYIICCTBISIONMI (YHKIMKM 1O KOHTPOIK H Haa30py B cdepe
3/IpaBOOXPAHEHUs, JJIsl MTOCIEAYIOIEro pa3MelleHtsl ee Ha o(pUuLMaIbHOM caiTe 3TOro OpraHa B CETU
"UuTepuer".

Mmaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA MNMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
M BOSMELWWEHUE BPEOA, NPUYUHEHHOIO 300POBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depepaumu npu obpaLleHUmn NeKapcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbctBa Poccuiickoin ®Denepanuu npu oOpallleHUH JIEKAPCTBEHHBIX
CPEICTB BJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOJATEILCTBOM Poccuiickoit
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denepauuu.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeACTaBICHUE WM HECBOEBPEMEHHOE MPECTaBIeHHE HH(POPMAINU U (MITH) TOKYMEHTOB
00 TPENCTAaBIICHWE HEIOCTOBEPHBIX HWH(popMammu W (WIM) JOKYMEHTOB, IIPEIyCMOTPEHHBIX
HactosuM ~ DefiepalibHBIM ~ 3aKOHOM, CYOBEKTHI OOpalleHHs JICKapCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJIATEIHCTBOM Poccuiickoit denepanun.

(uactp 2 BBeneHa DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3melweHne Bpeaa, NpMYMHEHHOro 340POBLIO rpaxaaH BcneacTBue
NnpPUMeHeHUs NeKapCcTBEHHbIX NpenapaToB

1. HpOI/ISBO)II/ITeJ'IB JICKApCTBCHHOT'O TIIperiapara 0053aH BO3MECTHUTH BpCA, HpI/I‘lI/IHCHHHﬁ
3A0POBBIO I'paKJaH BCJICACTBHUC IIPUMCHCHUA JICKAPCTBCHHOI'O ITpCiapara, €CJIu JO0Ka3aHO, YTO:

1) nexapcTBEHHBIN NpenapaT NPUMEHSJICS 110 Ha3HAYEHHWIO B COOTBETCTBUU C MHCTPYKLMEH 110
MPUMEHEHHIO JIEKaPCTBEHHOTO Tperapara W MPUYHHON Bpeda SBWICS BBOJA B TPAXTAHCKHA 000POT
HEI00pOKaYEeCTBEHHOIO JIEKapCTBEHHOTO Mpenapara;

2) Bpel 370pOBbIO0 TMPUYMHEH BCIEICTBUE HEIOCTOBEPHON HH(OpMalMM, cojieprKaliencs B
WHCTPYKLIIMM 1O TNPUMEHEHHIO JIEKAPCTBEHHOTO  Mpernapara, W3JaHHOM  MPOU3BOJUTENIEM
JIEKapCTBEHHOIO Mpernapara.

2. B ciyudae, ecnu Bpel 3/0pOBBIO TPaKJaH NPUYMHEH BCJIEICTBUE NPUMEHEHHUS JIEKaPCTBEHHOTO
npernapara, IpUIIeIIIer0 B HETOJAHOCTh B pe3yJIbTaTe HapYIICHUS MPAaBHJ XPaHEHHS JIEKAPCTBEHHBIX
CpPEeACTB, TPaBWJI ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMHU TIpENapaTaMy, PABHII OTITYCKa JIEKaPCTBEHHBIX
MpernaparoB, MPaBWJI K3TOTOBJIICHUS W OTIYCKAa JIEKAPCTBEHHBIX IIpENapaToB, BO3MEIICHUE Bpeaa
OCYILECTBIISIETCSI COOTBETCTBEHHO OpPraHM3alMedl ONTOBO TOPTOBIHM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeuyHOW oOpraHu3alei, WHIAWBUIYaIbHBIM NpPEANPUHUMATENIECM, WMCIOIMIMMH JIMIEH3UIO Ha
(bapManeBTHYECKYIO JESTeIbHOCTh WIIM JIMLEH3UI0 HAa MEIUIUHCKYIO NeSTeIbHOCTh, MEIHIIMHCKOM
OpraHM3aIyei, WMEIOIIeH JMIEH3NI0 Ha (apMaleBTHUSCKYIO JEATEIBHOCTh (€€ 000COOICHHBIM
nojpaszesieHneM (amOyiaTopuei, gpenpamepckuM U (eabaAlepeKo-akyIepckuM MyHKTaMH, LIEHTPOM
(otmenenuem) oOmielt BpaueOHON (CeMEWHOMN) MPAKTHUKH), PACIOJIOKEHHBIM B CEIHCKOM HACEJIECHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alTe4Hasi OPraHu3aIusl), J0MYCTUBIIUMU MPOJIAXKY MK OTITYCK TaKOTO
JIEKapCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemienue Bpena, NPUUMHEHHOTO 3I0POBBIO TPaXJaH BCJICACTBHE NPUMEHEHUS
JIEKApCTBEHHBIX TPENapaToB WU COBEPIICHUS MPOTHUBOIPABHBIX ACHCTBUN CyOBEKTamMH OOparieHus
JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBIAECTCS B COOTBETCTBMUM C 3aKOHOAATEILCTBOM Poccuiickoii
denepauuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJTOXXEHUA

Cratba 70. O npu3HaHMM yTpaTUBLUUMU CUSY OTAENbHbLIX 3aKOHOAATENbHbLIX aKTOB
(nonoxeHun 3akoHoAaTesNbHbIX aKkToB) Poccunckon Pepepaumm

[Tpu3HATh YTPAaTUBIIUMU CUITY:
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) ®enepanbubiii 3akoH oT 22 wuroHA 1998 roma N 86-®@3 "O nexapcTBeHHBIX cpenacTBax”
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbublii 3akoH OoT 2 suBaps 2000 roxa N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJIHEHUN B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpencTBax” (CoOpaHue 3akoHOAaTeNbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 ®enepanshoro 3akoHa ot 10 saBaps 2003 romga N 15-d3 "O BHeceHUU U3MEHEHUHN U
JIOTIOIHEHUH B HEKOTOpbIE 3aKOHOJAaTelbHbIE akThl Poccuiickoit denepanuu B CBSI3U C NPUHATHEM
@enepanbHoro 3akoHa "O  JMIEH3UPOBAHMM OTAENbHBIX BUAOB jestensHocTH' (CoOpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepansHoro 3akoHa oT 30 utonst 2003 roga N 86-D3 "O BHeCEeHUHN W3MEHEHUN U
JIOTIOJTHEHUH B HEKOTOPBIE 3aKOHOATENbHbIE aKkThl Poccuiickoit Penepanyiv, NpU3HaHUN yTPATHBIINMHA
CHIIy OTHENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit Dexpepanuu, NpPeAOCTaBICHUU OTAEIbHBIX
rapaHTuil COTpYJHUKAaM OPraHOB BHYTPEHHHUX JI€J, OPTaHOB MO0 KOHTPOJIIO 32 000POTOM HAPKOTHYECKHX
CPEIICTB M TCHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (efepaabHbIX OPraHOB HAJIOTOBOW MOJIUIIUU B
CBSI3M C OCYIIECTBIIEHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ymnpapieHus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 dDepepanpHoro 3akoHa oT 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUN B 3aKOHOJATeNlbHble akThl Poccuiickoit ®exepanuy ¥ MPU3HAHUHM YTPATUBILMMU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit ®denepanuu B cBs3HM ¢ mpuHsITHEM DenepanbHbIX
3akoHOB "O BHECEHUM W3MEHEHHUU W JomnoiHeHuid B denepanbHblii 3akoH "OO0 0O0MMX MpPUHIUIAX
OpraHu3alMKi 3aKOHOAATENbHBIX (IIPEJACTABUTENBHBIX) U HCIIOIHUTEIBHBIX OPTaHOB IOCYJAapCTBEHHOM
Bractu cyOpekToB Poccuiickoit ®enepanmu” n "OO 0OMMX NPUHIMIIAX OPTraHU3AIMA MECTHOTO
camoymnpasnenus B Poccuiickoit ®denepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) cratbio 28 DenepanbHoro 3akoHa ot 18 nmekadbps 2006 roma N 231-®@3 "O BBegeHHH B
neiicteue uactu 4derBepTod ['paxmanckoro komekca Poccwiickoit ®enepanuu” (CoOpanue
3akoHo1arenscTBa Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aKoH BeTymnaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBEHHBIE CPENCTBA, 3aPETMCTPUPOBAHHBIE O JIHA BCTYIUIEHHMS B CHJIy HACTOSIIETO
@DenepallbHOTO 3aKOHA, MOAJIEKAT BKIFOYECHUIO B TOCYNaPCTBECHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB €
BHECEHHEM YKa3aHHBIX B yacTtu | crateu 33 Hactosuiero denepanbHOro 3akoHa cBeleHUN 00 ATHX
JIEKapCTBEHHBIX CpPEJICTBaX ©0€3 MPOXOXKICHHS BHOBb IPOLEAYpPbl TOCYIAapCTBEHHON perucTpanuu
JIEKapCTBEHHBIX MTPENAPaTOB.

3. l'ocynapcTBeHHas: periCTpaiys JeKapCTBEHHBIX MPENapaToB, 3a HCKIOYCHUEM JICKAPCTBEHHBIX
MpernapaToB i MEAUIIMHCKOTO MPUMEHEHUs, MPEICTABICHHBIX HA YKAa3aHHYIO PETUCTPAIUIO 0 JTHS
BCTYIUICHUS B CHITy HacTosmiero denepanbHOro 3aK0Ha, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOSIIIIUM
denepalibHBIM 3aKOHOM Ha OCHOBAHHHU JIOKYMEHTOB W JIAHHBIX, MPEICTABICHHBIX 10 JTHS BCTYITUICHHS B
crty Hactosiiero denepansbHOTO 3aKOHA.

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)
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3.1. TocymapcTBeHHass perucTpanus JEKapCTBEHHbIX IpenapaToB s  MEIUIMHCKOTO
IIPUMEHEHHUS, TPEACTABICHHBIX HAa TOCYJAapCTBEHHYIO PErHMCTPAlUI0 [0 JHA BCTYIUIEHHS B CHIY
HacToduero deaepaibHOro 3aK0Ha, U FOCYAapCTBEHHAs] PETUCTPaLUs JIEKAPCTBEHHBIX MIPENapaToB AJs
MEIUIMHCKOTO TPUMEHEHHMsI, IMPEACTAaBICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB 1O JIHSA
BCTYIUICHUSI B CHIIy HacTosuero denepaibHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH rocyaapcTBEHHON
perucTpanuy, OCYLIECTBISIOTCS Ha OCHOBAaHMM JOKYMEHTOB M [aHHBIX, NPEICTABICHHBIX A0 IHS
BCTYIUIEHUs B cuily Hacrtosmero denepanbHOro 3akOHa, a TaKXKe 3asBIEHUS O TOCYJapCTBEHHOMN
perucTpalMi JEKapCTBEHHOIO IIpenapara, IPeACTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
[IPENnapaToB WM yIOJIHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBUM C HAacTOSIIUM DenepanbHbIM 3aKOHOM B
YIOJTHOMOYEHHBI (efepaibHbIid OpraH HCIONHUTEeNbHOW Biacth no 1 wmapra 2011 roma, 6e3
TpeOOBaHMS YIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, PEyCMOTPEHHOM 3aKoHoAaTeabcTBOM Poccuiickoit
®enepanyn 0 Hajnorax u coopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. TlonrBepxaeHUE TOCYIAPCTBEHHOW pPETUCTpPAllMU JIEKAPCTBEHHBIX IpenapaToB s
MEUIMHCKOTO IPUMEHEHUS, IIPECTABIEHHBIX Ul OATBEPKACHUS IOCYJapCTBEHHOM perucTpanuu a0
JHS BCTYIUIEHMSI B cuily Hacrosuiero denepanbHOro 3akoHa, M IMOATBEPXKACHHUE TOCYAapCTBEHHOMN
perucTpalnyy JIeKapCTBEHHBIX MpPENapaToB s MEIUIMHCKOrO NPUMEHEHUs, NpPEICTaBICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10 JAHS BCTYIUICHHUS B cuily HacTosmero denepanbHoro 3akoHa B
LEesIX TOCTEAYIOUIEro TMOATBEPKACHUS WX TOCYAapCTBEHHOW pETUCTpAllMU, OCYIIECTBISIFOTCS Ha
OCHOBaHMHM JIOKYMEHTOB M JIaHHBIX, MPEACTABJICHHBIX JIO JHS BCTYIUICHUS B CHJIy HACTOSILETO
@denepalIbHOTO 3aKOHA, a TAaKXKE 3asBJIEHUS O IMOATBEPXKIECHUU TOCYAAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'0 Ipernapara, HpPeJACTaBICHHOTO IPOU3BOJUTENEM JIEKapCTBEHHBIX IpPENapaTtoB WIH
YIOOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUHM C HacTodmuMm DenepaabHbIM 3aKOHOM B
YIOJIHOMOYCHHBIA (peepaabHblii OpraH HUCHOJHHUTENbHONW Biactd 1o | wmapra 2011 roma, 6e3
TpeOOBaHMS YIUIaThl TOCYNaPCTBEHHON MOIUIMHBI, TPEIyCMOTPEHHON 3aKOHOAATEeIhCTBOM Poccuiickoi
denepanun 0 HaIOrax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.3. Ilpunaruve pemieHUs O BHECEHHMM UW3MEHEHUH B JOKYMEHTBI, CcoOjepXaliuecs B
PETUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBINA JIEKApCTBEHHBIM mpenapar A MEeAUIIMHCKOIrO
IIPUMEHEHHS U IIPEACTABICHHBIC O IHSA BCTYIUIEHUS B CHIy Hacrosiuero denepanbHOro 3aKOHA, U
IIPUHSATHE PEIIECHUS O BHECEHUU U3MEHEHUH B JIOKYMEHTBI, COIEPKAIIEECS B PETUCTPALMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipemnapar Uil  MEIUIMHCKOTO INPUMEHEHHS U
IIPE/ICTABICHHbIE HAa 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 IHS BCTYIUIEHHS B CHJIy HACTOSILIETrO
@denepalibHOTO 3aKOHA, OCYLIECTBIISIOTCS HA OCHOBAaHUM JOKYMEHTOB M JAHHBIX, MPEICTABICHHBIX 10
JHS BCTYIUIGHHS B cuily Hactosimero @denepaqbHOro 3akoHA, a Tak)Ke 3asiBJICHHS O BHECEHUU
U3MEHEHHH B JOKYMEHTBI, COJEpP)KalIMecs B PErHCTPallMOHHOM JIOChE Ha 3apErHCTPUPOBaHHBIN
JIEKapCTBEHHBIM Mpenapar s MEIULIUHCKOTO IPUMEHEHMs, IPEICTaBICHHOTO IPOU3BOAUTEIEM
JIEKapCTBEHHBIX IPENapaToB WJIM YIOJHOMOYEHHBIM MM JIMLIOM B COOTBETCTBUM C HACTOSIINM
denepanbHBIM 3aKOHOM B YIIOJIHOMOUYEHHBIH (heiepalibHbIi OpTraH UCTIOIHUTENIBHON BIacTu 0 1 MapTa
2011 roma, ©e3 TpeOOBaHWS  YIUIATBI ~ TOCYNAPCTBEHHOW  TOMNUIMHBI,  IPEXyCMOTPEHHOMN
3akoHoAaTenbcTBOM Poccuiickoit deaepanuu o Hajorax u coopax.

(gactp 3.3 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

34, Brigaua pa3peIHGHI/II>’I Ha TPOBCACHUC KIMHUYCCKHUX HCCIeI0OBaHUMN JICKApCTBCHHBIX
npenaparoB AJjid MCAUIUHCKOIO NPUMCHCHUS 110 3asBJICHUAM, IMOJAHHBIM O IHA BCTYIUICHUA B CUITY
HaCcTOAIICTO (DCI[CPEUIBHOI‘O 3aKOHA, a TaK¥KC 110 3asABJICHUAM, ITOAAHHBIM ITOCJIC JHA BCTYIUICHUSA B CUITY
HaCTOAIICTO @enepaHLHoro 3aKOHa Ha OCHOBAHUH SKCIICPTU3, MPOBCACHHLIX 1O AHA BCTYIUICHUSA B
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cuny Hacrosimiero ®denepanbHOr0 3aKOHa, OCYIIECTBISETCS B COOTBETCTBUM C  HACTOALIUM
®denepanbHbIM 3aKOHOM Ha OCHOBAHHMH JIOKYMEHTOB U JIAHHBIX, MPEJCTABICHHBIX WM MOJYYEHHBIX J0
JHSL BCTyIUIEHUS B cuily Hacrosiuiero ®enepanbHOro 3akoHa, a TakKe HAa OCHOBAaHUU KOMHHU
MIPEIBAPUTEIILHOTO JIOTOBOPA 00S3aTEIILHOTO CTPAXOBAHUS )KU3HH, 3JI0POBbS MAIMEHTOB, YIaCTBYIOIIIX
B KIMHAYECKOM HCCJICIOBAHUM JICKAPCTBEHHOTO TMperapaTta Il MEIUIIMHCKOTO MPUMEHEHHS, WU
KOIIMM JIOTOBOpa 00s3aTEILHOTO CTPaxOBaHMs >KM3HU, 3J0POBBS IMAIMEHTOB, YYacTBYIOIIUX B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKAPCTBEHHOTO IMpermapaTta il MEIUIIMHCKOTO MPHUMEHEHHUs, Tu00
MIPEJICTABJICHHON KOIUU JOTOBOpa O00S3aTENHOTO CTPAaXOBAHMSI, 3aKIIOYCHHOTO B COOTBETCTBUU C
TUIOBBIMU _IPAaBWJIAMHU 00S3aTEIBHOTO CTPAXOBaHUS, C YKa3aHHEM MPENeIbHOW YHCIECHHOCTU
MalUeHTOB, YYAacCTBYIOIIMX B KIWHAYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO TMpernapara i
MEJIMIIMHCKOTO TMPUMEHEHHUs, 0e3 TpeOOBaHUs YIUIaThl TOCYJaPCTBEHHOM MOIUIMHBI, MPEyCMOTPEHHOM
3aK0HO1aTeIbLCTBOM Poccuiickoit Denepanuu o Hajgorax u cOopax.

(uacts 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIOTE JIO0 JHS BCTYIUICEHHS B CHJIy HACTOSIIETO
@denepanbHOTO 3aKOHA TpEJCNIbHBIE OTIYCKHBIE II€Hbl HHOCTPAHHBIX IPOU3BOJUTENECH Ha
JIEKApCTBEHHBIC TMpernapaThl, BKJIIOYEHHBIE B [EPEYCHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX
JIEKApCTBEHHBIX TIPEMapaTroB, TMOJJIKAT TepecueTy B pyonu mo kypey LleHTpampHoro OaHka
Poccuiickoit denepanuun Ha aaTy, yctaHoBieHHYH IlpaButenscTtBom Poccuiickoir ®enepammu, 6e3
MIPEJICTABJICHHS 3asiBICHUS O TiepecyeTe IEeHbl C BHECEHHEM COOTBETCTBYIOIIMX W3MEHEHUU B
TrOCYJJapCTBEHHBIM peecTp MpENeIbHbIX OTIYCKHBIX LIEH TMPOU3BOJAMUTENEH Ha JIEKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B TEPEUCHb J>KU3HCHHO HEOOXOIUMBIX M BAKHEHIIMX JIEKapCTBEHHBIX
MpenapaTos.

(dactp 3.5 BBeaeHa denepanbabiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 10 IHS BCTyIUIEHUS B cuily Hacrosiuiero denepanbHOro 3akoHa
npeleibHble OTIYCKHBIE IIEHBl POCCUHCKUX TPOM3BOAMTENCH Ha JIeKapCTBEHHBbIC IMpemnapaThl,
BKJIFOUEHHBIC B TEPEYCHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX NPENaparos,
nojuiexar uHAaekcarmu ¢ 1 HosOps 2010 roga MCXoAas W3 MPOTHO3UPYEMOTO YPOBHS WHQIIALNH,
ycTaHoBlieHHOro DenepasbHBIM 3akoHOM oT 2 gaekadps 2009 roma N 308-®3 "O denepampHOM
oromxete Ha 2010 rox u Ha rutanoBbId niepuo 2011 u 2012 rogos" Ha 2011 rog.

(dacth 3.6 BBeaeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapta 2011 roga He AoMycKarOTCs MPOU3BOACTBO U BBO3 B Poccuiickyro denepanno
JIEKapCTBEHHBIX MPENapaToB B YIAKOBKAX C MAPKUPOBKOM, KOTOpast Obllla HAHECEHA /10 JHS BCTYIUICHUS
B cuiy Hacrosilero ®enepanbHoro 3akona. [1o ucreueHnn yka3aHHOTO CpoKa JaHHbBIC JIEKAPCTBEHHBIE
npenaparsl MOTYT OTITYCKaThCsl, PEAIM30BBIBATHCS, MEPENABATHCS U MPUMEHATHCS O HCTEUYCHHS WX
CpOKa TOAHOCTH.

(B pen. Deaepanbhbix 3akoHOB 0T 29.11.2010 N 313-P3, o1 06.12.2011 N 409-D3)

4. Co nHa BcTyIUieHUs1 B cuiy Hacrosimiero @eaepanbHoro 3akoHa u no 30 anpens 2011 roma
BKJIIOYUTENIBHO JIOMYCKAeTCs MPOBEACHHE OSKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCHEpPTaMHu
SKCIEPTHOTO YUPEKICHUS JI0 TPOXOXKICHUS HMMH aTTECTallMd B TIOPSAJKE, YCTaHOBJICHHOM
YIIOJITHOMOYEHHBIM (PeiepaIbHBIM OPTaHOM HCIIOTHUTEIHLHON BIIACTH.

5. Co musa BeTymuieHHsI B cuty Hactosmero dexepansHoro 3akona u mo 31 gexabpst 2013 rona
BKJIIOUMTENBHO OCYIIECTBIISICTCS MEPeX0]] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
MpaBUJIaMU OpTraHU3allMU MTPOU3BOJCTBA U KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMH B
qactu | crateu 45 wHacrosmero denepanbHOro 3akoHa, B MOMHOM o0beme. Cpoku mepexoja
MMPOU3BOACTBA JICKAPCTBCHHLIX CPCACTB K HX MNPOU3BOACTBY B COOTBETCTBUM C KOHKPCTHBIMU
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TpeOOBaHUSAMHU JIAaHHBIX MPABUJ, BKIIOYAs CPOKM aTTECTAlMU YMOITHOMOYEHHBIX JIHI], YKAa3aHHBIX B
yacTsax 6 um 7 cratbu 45 Hacrosiuero denepalbHOro 3aKoHa, ycTaHaBiuBaroTcsa lIpaBuTenbcTBOM
Poccuiickoit ®eneparum.

6. JIumeH3un Ha MPOUM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BbhIOaHHbIE 1m0 1 sHBaps 2014 rona,
nercTByroT nocie 1 auBaps 2014 roma 10 UCTEUYEHMS CpOKA MX JEHCTBHS NMPU YCIOBHUHM COOTBETCTBHS
JULEH3MaTa MpaBWIaM OPraHM3AalMKM IIPOU3BOJICTBA U KOHTPOJIS KadyeCTBA JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 crateu 45 HacTosmero denepanbHOro 3aKoHa.

7. ®dopmupoBaHHE TOCYJAapCTBEHHOTO 3a/JaHMsI HA TPOBEJCHUE SKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eneparbHOMY TOCYJapCTBEHHOMY OFOJDKETHOMY YUPEKICHHUIO IO MPOBEICHUIO IKCIIEPTU3HI
JIEKApCTBEHHBIX CPENICTB U (PMHAHCOBOE OOECTICUCHHE BBIMOJIHEHUSI ATOTO 3aJaHUsl OCYIIECTBISIOTCS B
MOpsiAKE, yCTaHOBIEHHOM enepasibHbIM 3akoHOM oT 12 sguBaps 1996 roma N 7-@3 "O
HEKOMMEPUYECKUX OpraHu3anusx".

(uacts 7 BBenena denepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)

IIpe3unent
Poccuiickoit ®enepann
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpensa 2010 roga
N 61-®3
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