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oT 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,

ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,

o1 22.12.2014 N 429-@3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-03, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-®3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®@3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
otT 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,

ot 28.11.2018 N 449-@3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 30.12.2021 N 463-D3,

ot 08.03.2022 N 46-®3, ot 26.03.2022 N 64-D3, ot 14.07.2022 N 311-D3,
o1 20.10.2022 N 405-®3, ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-03,
ot 28.04.2023 N 149-®@3, ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-D3,
ot 04.08.2023 N 428-03, ot 04.08.2023 N 466-03, ot 04.08.2023 N 474-03,

ot 19.10.2023 N 503-®3, ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-D3,
ot 08.08.2024 N 292-®3, ot 08.08.2024 N 323-D3, ot 26.12.2024 N 494-D3)

Mnaea 1. OBLWUE MNMOJIOXKEHUA

Cratba 1. NMpeameT perynupoBaHus HacTosiwero PeaepanbHOro 3akoHa
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1. Hacrosimuii ®enepanbHblid 3aKOH PEryJMPYET OTHOUICHHUS, BO3HUKAIOIIME B CBS3H C
oOparieHueM - pa3pabdOTKOW, MOKIMHMYECKUMHU WCCIEAOBAHUSMU, KIMHHYECKUMHU WCCIEAOBAHUSIMH,
AKCIIEPTHU30M, TOCYJAPCTBEHHOIN perucrpamnueil B COOTBETCTBUM ¢ HacTtosumMm deaepanbHbIM 3aKOHOM
(manee - rocyaapcTBEHHash perucTpanusi) WM PETUCTpAallUeld B COOTBETCTBUM C MEKIAYHAapOIHBIMU
JIOTOBOpPaMH U aKTaMH, COCTaBIISIOIIMMHU MpaBo EBpa3uiickoro 3KOHOMHYECKOrO coro3a (naiee -
perucrpaums), €O CTaHIApPTU3ALME M C KOHTPOJIEM KauecTBa, IPOU3BOJCTBOM, H3TOTOBIICHHUEM,
XpaHEHHUEM, IepeBO3Koil, BBO3oM B Poccuiickyro ®enepaunto, BeiBo3oM W3 Poccuiickoit denepaunu,
peKJIaMOM, OTIIYyCKOM, peaju3alueil, nepeaadeid, NPUMEHEHUEM, YHUYTOKEHHUEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hacrosmmii @eepanbHblii 3aKOH yCTAHABJIMBAET MPUOPUTET FOCYIAPCTBEHHOTO PETYIMPOBAHMUS
0e3omacHOCTH, KauecTBa 1 9(H(PEKTUBHOCTH JICKAPCTBEHHBIX CPECTB MPU UX OOpAIICHUU.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cchepa npumeHeHUs HacTosiwero PegepanbLHOro 3akoHa

Hacrosimuit denepanbHblii 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HUKAIOIIUM MpH 0OpaleHuH
JIEKApCTBEHHBIX CPEICTB HA Tepputopuu Poccuiickoi denepannm.

CraTtbsa 3. 3akoHoAaTeNnbLCTBO 00 OOpaLleHnn NeKapCTBEeHHbIX CPeaCcTB

1. 3akoHOnmaTenbCTBO 00 OOpamieHUu JEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYTUX (¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IMPABOBBIX aKTOB
Poccuiickoit ®epepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUINYECKUX JIUIL U
WHJIVMBHUIYAIbHBIX  IPEANPUHUMATENECH,  OCYLIECTBISIOIIMX  JEATEIBbHOCTH  HAa  TEPPUTOPHUH
MEXIYHAPOAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®denepanbHbIM 3aKOHOM OT 29 utoHs 2015 roga N 160-d3 "O mexayHapoIHOM MEIUIIMHCKOM KJlacTepe
Y BHECEHUH U3MEHEHHIA B OT/IEIbHBIC 3aKOHOIaTeNNbHbIE aKkThl Poccuiickoii @eneparun.

(uactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. DeaepanbHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. JleiictBue Hactosmiero deaepanbHOro 3aKOHA pacpoCcTpaHseTcs Ha oOpalieHue HapKOTHIECKUX
JIEKapCTBEHHBIX CPEACTB M ICHXOTPOMHBIX JIEKAPCTBEHHBIX CPEICTB C Y4YEeTOM OCOOEHHOCTEM,
YCTAHOBJICHHBIX  3aKOHOJaTenbCcTBOM  Poccuiickorn ®denepanum 0  HApPKOTHYECKMX  CPEACTBAX,
MICUXOTPOITHBIX BELIECTBAX U 00 MX MPEKypcopax.

3. HeiictBue Hacrosimero @DenepadbHOTO 3aKOHA  PaCIpOCTpaHsSETCsl Ha  oOpaiieHue
paanodapMalieBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOMaTenbCcTBOM Poccuiickoit deneparuu B 001acTu odecrieueHrs paaruaioHHON 0€301TacHOCTH.

4. Ecniu MexnyHapoaHbIM 1oroBopoM Poccuiickoit denepannn, MeXyHapOIHBIMU JOTOBOPaMH U
aKTaMH, COCTaBJISIIOIIMMHU NpaBo EBpa3znuiickoro SKOHOMHUYECKOTO CO03a (Jlajee - aKThl, COCTaBIISIIOIINE
npaBo Coro3a), yCTaHOBJIEHBl MHBIE INIpaBMJa, YE€M TE, KOTOpPbIE MPENYCMOTPEHBI HACTOSIIUM
®enepalibHbIM 3aKOHOM, TPUMEHSIFOTCS MPaBUiIa MEKIYHAapOJHOTO JIOTOBOpA, MpaBuia, coaepKaliuecs B
aKTax, cocTapisoluX 1npaso Coro3sa.
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(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXroCcyJapCTBEHHBIX OPraHoB, IIPUHATBIE HAa OCHOBAHUU  IOJOKEHUI
MEXIYyHapOAHbIX J0roBopoB Poccuiickoii ®enmepauuu B HUX HCTOJIKOBAHUU, MPOTHUBOPEYAIIEM
Koncrurynun Poccuiickont denepanuu, He nmomiexkar ucnoiaHeHuro B Poccuiickoit ®@enepanuu. Takoe
MIPOTUBOPEYUE MOXKET OBbITh YCTAHOBJICHO B MOPSAKE, OMpPENEICHHOM (eepalbHbIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEXKIYHAapOIHBIMU Jorosopamu Poccuiickon
Qenepau ¥ (WIM) Ha OCHOBE NPUHLMIA B3aUMHOCTH MPHU3HAIOTCA PE3yibTAaThl KIMHUYECKHX
UCCIIEIOBAaHUM JIEKaPCTBEHHBIX IIPENapaToB s MEIULUHCKOIO IPUMEHEHMs, IPOBEICHHBIX 3a
npenenamu tepputopun Poccuiickoit denepanmu.

Crtatbs 4. OCHOBHbIE NOHATUSA, ncnonb3yemMmblie B HacTtosiLem dJenepaanOM 3aKOHe

I[J'ISI HeJieit HacTOsIIEeTro CDG)IepaJ'IbHOFO 3aKOHa UCITIOJIB3YIOTCA CICAYOINE OCHOBHBIC ITOHATHS:

1) nexapcTBEHHBIE CpEICTBAa - BEIIECTBA WJIM WX KOMOWHAIIMHM, BCTYIAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKAa WJIM >KMBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAHU OPraHU3Ma YeJIOBEKa WIIU
KUBOTHOTO, TPUMEHSEMBIC JUISI MPOQIIAKTHKH, TUATHOCTHKHU (32 HMCKIFOYCHHWEM BEIIECTB WU HX
KOMOHMHAIM, HE KOHTaKTUPYIOLIUX C OPraHU3MOM 4YEJIOBEKa WM XKMBOTHOTO), JICUCHHs 3a00JIeBaHUs,
peabunmuTanym, Uisl COXpaHEHUs, TPESIOTBPANICHUS WIH MPEPHIBAaHUS OSPEMEHHOCTH W TOJTYYCHHBIC U3
KpOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma YeJIOBEKA WM KMBOTHOTO, PACTEHHI, MUHEPAJIOB
METOJaMH CHUHTE3a WM C IMPUMEHEHHUEM OMOJOTHYECKUX TexHoyoruil. K jexapcTBEHHBIM cpeicTBaM
OTHOCSTCS (papMaleBTHYeCKHe CyOCTaHIIMU U JIEKAPCTBEHHBIE TIPETIapaThl;

2) dapmareBTUUeCKass CyOCTaHIIMS - JIEKAPCTBEHHOE CPEACTBO B BHUJE OJHOTO HIJIM HECKOJIBKUX
obnagaromux (GpapmMakoIOruueckoi akTUBHOCTBIO AEHCTBYIOIINX BEIIECTB BHE 3aBUCMOCTH OT NMPHUPOIbI
MPOUCXOXKACHUS, KOTOpPOE TMpeaHa3HAueHO ISl TPOW3BOJCTBA, W3TOTOBJICHHS JIEKAPCTBEHHBIX
IpernapaToB U ornpeenseT ux 3pPpeKTuBHOCTS;

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

3) BCIIOMOTaTCJIIbHBIC BCIICCTBA - BCIICCTBA HEOPraHN4YCCKOro nin OpTraHHu4€CKOro
MMPOHUCXOKACHUA, UCITOJIB3YCMBIC B ITPOLECCE MPOU3BOACTBA, U3TOTOBJICHUSA JICKAPCTBCHHLIX ITPEIIapaTOB
I IpUAaHUA UM HCO6XOI[I/IMLIX (I)I/I3I/IKO'XI/IMI/I‘IGCKI/IX CBOfICTB;

4) nexkapcTBEHHBbIE IIperaparbl - JIEKAPCTBEHHBbIE CpPEACTBA B BHUJAE JIEKApPCTBEHHBIX (OpM,
OpUMEHSieMble Il NMPO(UIAKTUKH, JUArHOCTUKH, JI€YeHHs 3a0oieBaHus, peaOMIUTaLuu, I
COXpPaHEHUs, IPEIOTBPALCHHS] WU IPepbIBaHNs OEpEMEHHOCTH;

5) nekapcTBeHHas opma - COCTOsSIHUE JIGKAPCTBEHHOTO IpernapaTta, COOTBETCTBYHOIIEe crocobam
€ro BBEJICHHS M IPUMEHEHHS U 00ECIIeYMBaIOIIee JOCTIKEHIE HEO0X0IUMOTO JeueOHoro A exra;

5.1) no3upoBKa - coiepKaHue OAHOTO MM HECKOIBKUX JEHCTBYIOIIMX BEUIECTB B KOJTMYECTBEHHOM
BBIDOKCHUM Ha EIWHUIYy 03I, WIH EIUHUIy 00beMa, WM EIWHUIy MacChl B COOTBETCTBHH C
neKkapcTBeHHOM Qopmoit  nubO UIsi  HEKOTOPBIX BUIOB  JIGKAPCTBEHHBIX (OPM  KOJIHUYECTBO
BBICBOOOKIAEMOTO U3 JIEKAPCTBEHHOM (POPMBI IEHCTBYIOIIETO BEIIECTBA 33 SUHUILY BPEMEHHU;
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(. 5.1 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) TIepeYeHb KU3HCHHO HEOOXOMMBIX U BAXKHEHIIINX JIGKAPCTBEHHBIX MPENAPaTOB - YTBEPIKIAEMBIii
[TpaButenscTBoM Poccuiickoit deneparyy nepedeHb JEKApCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO
MIPUMEHEHHS, 00ECTICYNBAIONINX MPUOPUTETHBIE TOTPEOHOCTH 3PABOOXPAHCHHUS B LEISIX MPOPHIAKTUKH
U JieueHus: 3a00JIeBaHUI, B TOM YHUCIIC MPEoOIaaloIIuX B CTPYKType 3aboineBaeMoctd B Poccuiickoit
denepauuu;

(B pen. @enepanpHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHbIe IEKapCTBEHHBIC MpenapaThl - JEKAPCTBEHHBIC MperapaThl, MpeIHa3HAuYCHHBIC
UCKITIOYUTENIBHO JJISl AUArHOCTUKH, STUOMATOT€HETUYECKOT0 UITU NATOT€HETUYECKOTO JISUeHHUS (JICUCHUS,
HANpaBJICHHOTO HA MEXaHMU3M Pa3BUTHA 3a00J1eBaHus) penkux (ophaHHbIX) 3a00JIeBaHNI;

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

6.2) Oumonorumyeckue JIEKapCTBEHHBIC Mpernaparbl - JEKapCTBEHHbIE Mpenaparbl, JIEHCTBYIOIIEE
BEILIECTBO KOTOPBIX MPOW3BEIACHO WJIM BBIACICHO U3 OMOJOTHYECKOTO0 MCTOYHUKA WU IS ONpEeeieHUs
CBOMCTB M KadecTBa KOTOPBIX HEOOXOIMMa KOMOWHAIMS OHOJOTHMYECKHX M (PU3UKO-XUMHYECKHUX
MeronoB. K OuOiOrMYecKkMM JIEKapCTBEHHBIM IIpemaparaM OTHOCITCS HMMYHOOHOJIOTHYECKHE
JIEKapCTBEHHbIE TIperaparhl, JIGKAPCTBEHHBIC IpenapaThl, IMOJYYEHHbIE H3 KPOBH, IUIA3Mbl KPOBH
YelIOBEKa W JKMBOTHBIX (32 HCKIIOUYCHUEM IIEIbHOH KpPOBH), OMOTEXHOJOTHYCCKUE JICKapCTBEHHBIC
npenaparbl, TCHOTEPANeBTUYECKUE JICKAPCTBEHHBIE MpEMapaThl, JEKapCTBEHHBIC ITpernapaThl Ha OCHOBE
COMaTHYECKHUX KIIETOK;

(n. 6.2 BBemen denepanbHbM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIA JIEKAPCTBEHHBIN MpemnapaT - TeHOTepareBTHUECKUN JIeKapCTBEHHBIN
npenapar s MEAMIIMHCKOTO NMPUMEHEHHMsI, WM JICKAPCTBEHHBIM MperapaT Ha OCHOBE COMAaTHYECKHUX
KJIETOK JJII METUIIMHCKOTO MPUMEHEHUSs, WM TKAaHEWHKEHEPHBII JIeKapCTBEHHBIN Mpernapat (mpenapar
TKaHEBOW MH)KEHEPHH);

(n. 6.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) UMMMYHOOMOJOTMYECKHME JIEKapCTBEHHbIE Ipemaparbl - JIEKapCTBEHHbIE Ipenaparhl,
MpelHa3HauYeHHble s (GOPMUPOBAHUSA AKTUBHOTO WM TMACCHUBHOTO MMMYHHUTETa MO0 JAMAarHOCTUKH
HaJIN4YUus HUMMYHUTCTA NN JUATrHOCTUKHU CHCHI/I(l)I/ILIeCKOFO HpI/IO6peTCHHOFO HU3MCHCHU A
MMMYHOJIOTHYECKOTO ~ OTBETa Ha  aljleprusupyromme BemecTBa. K UMMyHOOHOJIOTHYECKHM
JICKApCTBCHHBIM npemnaparam OTHOCSATCSA BaKIIUHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
UMMYHOTJIOOYJIHHBI U aJUIEPTeHBI;

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

7.1) OMOTEXHOIOTUYECKHE IEKAPCTBEHHBIE TIPETaparhl - IEKapCTBEHHBIC MTPernapaTsl, IPOU3BOJACTBO
KOTOPBIX OCYIIECTBISETCS C UCTIOJIb30BAaHUEM OMOTEXHOJIOTHYECKUX MPOIIECCOB M METOJIOB (B TOM YHCIIE
JIHK-pekoMOMHAHTHONH TEXHOJOTHH, TEXHOJIIOTUHM KOHTPOJIUPYEMOW JKCIPECCHUU T€HOB, KOJIUPYIOLIUX
OMOJIOTMUECKN AaKTHUBHBIE OCJIKH B TPOKAPHOTAX M DYKAPUOTaX, BKJIIOYAs HW3MEHEHHBIC KIIETKH
MJIEKOTHUTAOIINX ), THOPUIOMHOTO METO/1a M METOJa MOHOKJIOHAIbHBIX aHTUTEIL;

(. 7.1 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7 2) TFCHOTCPAINICBTHUYCCKUC  JICKAPCTBCHHBIC Impenaparbl - JICKApCTBCHHBIC npenaparkl,
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bapMmarieBTHUEeCKass CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHON HYKJIEMHOBOM KHCIIOTOM WM
BKJIIIOYAaeT B Ce0f pPEKOMOMHAHTHYIO HYKJICHHOBYI KHCJIOTY, IIO3BOJIIONIYI0 OCYIIECTBISTH
peryaupoBaHue, penaparuio, 3aMeHy, 100aBIeHNe WK yIaJleHHe TeHeTHUECKON 0CIeI0BATEIbHOCTH;
(n. 7.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

8) HaApKOTHYECKHE JICKAPCTBEHHBIC CPEJCTBA - JICKAPCTBEHHBIC MperapaThl U (GapMarieBTUICCKUE
CyOCTaHIIMM, COJEepKallie HApPKOTUYECKUE CPEICTBA WM BKIIOUEHHBIE B [lepedeHb HApKOTHYECKUX
CPEACTB, ICUXOTPOIHBIX BEIIECTB W HX MPEKypPCOpPOB, MOIJEKAIMX KOHTpoda0 B Poccuiickoii
@enepannuy, B COOTBETCTBMM C 3aKOHOAATENIbCTBOM Pocculickoi @enepanuu, MeEXAyHApOIHBIMU
noropopamu Poccuiickoit @enepanuu, B ToM ynciae EnuHON KOHBEHIIMENH O HAPKOTUYECKUX CPEICTBAX
1961 rona;

9) mcUXOTpONHbIE JIEKAPCTBEHHBIE CPE/ICTBA - JIEKAPCTBEHHbIE MpernapaTshl U (apMaleBTHYECKHE
CyOCTaHIIH, COJEpKallie ICUXOTPOIHBIE BEUIECTBA W BKIIOYCHHbIE B llepedeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIIHBIX BEUIECTB M HUX IPEKYypCcOpOB, MOUIEKAIIUX KOHTpPOIr0 B Poccuiickon
@enepanuy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculiickoir @enepannu, MeXAyHapOIHBIMU
norosopamu Poccuiickoii denepannn, B ToM uucie KoHBeHIMEN O NCUXOTPONHBIX BemecTBax 1971
roja;

10) pammodapmaiieBTHUECKUE JICKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIC
COJIEp’KaT B TOTOBOM JUIsI MCIIOJIb30BaHUS ()OpPME OJUH PAAMOHYKIIH]I WIIM HECKOJIBKO PATMOHYKIHIOB
(paanoaKTUBHBIX U30TOIIOB);

10.1) opurvHanmpHBIM JEKApCTBEHHBIM IHpernapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JEUCTBYIOIMM BELIECTBOM, KOTODBIM IEepBbIM 3apeructpupoBaH B Poccuiickoii denepanuu wind B
MHOCTPAHHBIX TOCYJIapCTBAX HA OCHOBAHUU PE3YJIbTATOB JTOKIMHUUYECKUX MCCIEA0BAHNN JIEKaPCTBEHHbIX
CPEICTB M KIMHUYECKUX HCCIEI0BAaHUI JIEKApCTBEHHBIX MPENApaTOB, MOATBEPKAAOIINX €r0 KayeCTBO,
3¢ PEeKTUBHOCTH U OE30MTACHOCT;

(n. 10.1 BBenen denepanbHbiM 3aKOHOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpenapaT, KOTOPbIH HUCHOIb3YeTCs
U1l OLIEHKU OMOAPKBUBAJIEHTHOCTH WJIM TEPAaNeBTHUECKON HKBUBAJIEHTHOCTH, KauecTBa, 3(pPpeKTuBHOCTH U
0€30MacHOCTH BOCIPOM3BEJIEHHOIO JIEKAPCTBEHHOI'O IpenapaTra Win OnoaHasoroBoro (0MornoaoOHOro)
JIeKapCTBEHHOTO Ipemnapara (buoaHanora). B xauecTBe pedepeHTHOro JeKapcTBEHHOro MpemnapaTa A
MEAUIMHCKOTO TPUMEHEHMsI MCIIONb3YEeTCSd OpPUTHMHAJIBHBIN JIEKapCTBEHHBIM mpernapaTr Jubo, eciu
OpPUTMHAJIBHBIA JICKApCTBEHHBIN IMpernapaT HE 3aperucTpUpoBaH WIM HE HaxoguTcs B o0opoTe B
Poccuiickoit @enepanyiv 1 He HAXOUTCS B 000pOTE B MHOCTPAHHBIX T'OCYIapCTBAX, BOCIPOU3BEIEHHBIN
JIEKapCTBEHHBIN MpemnapaT Wik OM0oaHaIOTOBBIN (0MOMOJ00HBI) TeKapCTBEHHBIN MpemnapaT (6uoaHaor),
KOTOPBIA TEPBBIM 3apErUCTPUPOBAH W3 UYMCIAa HAXOIAMUXCs B obopore B Poccmiickoit denepanuw,
OMOSKBUBAJIEHTHOCTh WJIM  TEpaleBTUYECKas OSKBUBAJIEHTHOCTb, KadecTBO, d((HEKTUBHOCTH WU
0€30MacHOCTh KOTOPOTO OLEHUBAIKNCH IO OTHOLLIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY IIperapary, a
TaKkXke KadecTBO, J(PPEeKTUBHOCT U OE30MaCHOCTh KOTOPOTO IOJATBEPKAAIOTCS pe3ylbTaTaMu
(apMakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXOJSAIIMXCS B TIPa)kJIaHCKOM
000poTe, YyCTAaHOBJIEHHBIM TpeOOBaHMAM K UX KadyecTBY. B KkadecTBe pedepeHTHOro JeKapCTBEHHOTO
mpernapata JUisli  BETEPUHAPHOTO TNPUMEHEHMs] HCIIOJIb3YeTCS  JIGKAPCTBEHHBIM Ipemapar  Juid
BETEPUHAPHOIO TIPUMEHEHUs, 3aperucTpupoBaHHbli B Poccuiickoii denepanuu Ha OCHOBaHHUH
PE3yJIbTaTOB JOKIMHUYECKUX HCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIETOBaHHM
JIEKapCTBEHHBIX MPENapaToB, NOATBEPIKIAIOIIUX €0 Ka4eCTBO, 3PPEKTUBHOCT U OE30MAaCHOCTD;
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(n. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) Bocipon3BeIEHHBIN JIEKAPCTBEHHBIN Ipenapar - JEKapCTBEHHbIN NpenapaT JUisl MEAULIMHCKOTO
IPUMEHEHMs, KOTOpbII MMEeT SKBUBAICHTHbI pedepeHTHOMY JICKapCTBEHHOMY  IIpenapary
KaueCTBCHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOIIUMX BEIIECTB B OKBUBAJICHTHOU
JeKapCcTBEHHON (opme, MO0 JIeKapCTBEHHBIN Ipenapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPbIH
UMeeT TaKue e, 4YTO M pedepeHTHBI JIeKapCTBEHHBIH Ipernapar, KayeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB  JEMCTBYIOIIMX BEUIECTB B TakoW K€ JIEKapCTBEHHOM  opme,
OMOOKBUBAJICHTHOCTh WM  TEPANEBTHYECKAs JKBUBAJICHTHOCTh KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIEKapCTBEHHOMY Ipenapary MOATBEPKIEHa COOTBETCTBYIOIMMH UCCIIE0BAHUSIMY;

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

12.1) TepaneBTHUYECKasi 3KBUBAJIEHTHOCTb JIEKAPCTBEHHBIX IPENapaToB - JOCTUKEHHUE KIMHUYECKU
COIMOCTAaBUMBIX TEpareBTUYECKoro s¢dexra M mokazarened 3(p(HEKTUBHOCTH U OE30MaCHOCTH IIPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB M MEIUIMHCKOIO INPUMEHEHUs, MMEIOUIMX OIHO
MEX/yHapOJAHOE HENaTEeHTOBAaHHOE (MM XMMHUYECKOE, WM TIpPyNIHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJIECHTHBIX JO3MPOBKAaX MO OJHUM M TEM K€ IOKa3aHUsIM K IPUMEHEHHIO U IPH OJMHAKOBOM
crioco0e BBEJICHHSI Y OAHOM U TOM K€ TPYIIBI OOBHBIX;

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

12.2) 6uoananoroBbsiii (0MOMOMOOHBIN) JEKApCTBEHHBIN Mpenapar (0noaHaor) - OHOJIOTHYECKHIA
JICKapCTBEHHBIN Ipenapar, CXOXHUil Mo MapaMerpaM KadecTBa, 3((EeKTUBHOCTH M OE30MaCHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIpenapaToM B TaKOi ke JieKapcTBEHHOW (opme u
MMEIOIIUI UJICHTUYHbIN c110cO0 BBEACHUS;

(m. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHseMblid JIEKapCTBEHHBIN MpemnapaT - JEKapCTBEHHBIN MpemapaT ¢ JOKa3aHHOM
TEpPAneBTUUECKOW OSKBUBAJIEHTHOCTHIO WM OWOIKBUBAJICHTHOCTHIO B OTHOIICHHH PEPEPEHTHOTrO
JIEKApCTBEHHOT'0 Mpenapara, UMEIOIINM SKBUBAJICHTHbBIE €My Kaue€CTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN
COCTaB JIEHCTBYIOIIMX BEILECTB, COCTaB BCIIOMOTaTEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpMy M Ccrocod
BBEJ/ICHMUS;

(m. 12.3 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OMOAPKBUBAIEHTHOCTb JIEKAPCTBEHHBIX MpPENapaTroB - JOCTH)KEHHE COMNOCTaBUMBIX
MOKa3aTejae CKOPOCTH BCAChIBaHHUSA, CTENEHU MOCTYIUIEHUSI K MECTY JAEMCTBUSI M CKOPOCTH BbIBEACHUS
OJTHOTO WJIM HECKOJIbKMX 00J1a1atolnX (papMaKoJIOTH4ecKO aKTUBHOCTBIO JIEHCTBYIOLIMX BEILECTB MPH
NPUMEHEHUH JICKapCTBEHHBIX IpPENaparoB I MEIUIMHCKOTO MPUMEHEHHUS, HMMEIOIMIHUX OJIHO
MEXIyHapOJAHOE HENAaTEeHTOBAHHOE (MM XMMHYECKOE, WM TIPyNIHPOBOYHOE) HAUMEHOBAHME, B
SKBHUBAJIEHTHBIX JI03UPOBKaX U MPU OJIMHAKOBOM CI0c00€ BBEJCHMUS;

(. 12.4 BBenneH PenepasibHBIM 3aK0HOM 0T 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTEIHLHOE CHIPhE - CBEKHE HIIM BBICYIICHHBIC PACTEHHS JIMOO WX YacCTH,
WCIIONb3yEMbIE JUIsl TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OPraHM3alUsIMH - MPOU3BOAUTEIIIMHU
JIEKAPCTBEHHBIX CPEJICTB WJIM M3TOTOBJICHUS JICKAPCTBEHHBIX IMPENapaToB alTeYHBIMH OPTaHHU3AIUSIMH,
BETEPUHAPHBIMU ANTEYHBIMU OPTaHU3aALUAMH, WHAMBUAYAIBHBIMU MPEANPUHUMATENIAMH, UMEIOUUMU
JUIEH3UI0 Ha (papMalleBTUYECKYIO IeATEIbHOCTb;

14) nexapcTBEHHBIN pacTUTEIBbHBIN Npernapar - JeKapCTBEHHBIM Npenapar, NpOU3BEACHHBIH WIH
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M3TOTOBJICHHBIN U3 OZHOIO BUJA JIEKAPCTBEHHOT'O PACTUTEIBHOIO ChIPbs WM HECKOJIBKHX BHIOB TAKOTO
CBIPbS U pealn3yeMblil B pacpacOBaHHOM BHJIE BO BTOPHYHON (TIOTPEOUTENBCKOI) YIIaKOBKE;

15) romeonaTuyeckuii JJEKapCTBEHHBIN MIpenapar - JISKapCTBEHHBIN Ipernapart, MPOU3BEICHHBIN UITH
W3TOTOBIICHHBI W3  (papManeBTHYECKOM CcyOcTaHiuM WM (apMaleBTHUYECKUX CyOCTaHIMA B
COOTBETCTBUM C TpeOOBaHUSMHU OOHMX (hapMaKOMEWHBIX CTaTel K rOMEeONaTHYEeCKUM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBHU C TpeOOBaHHSIMH (apMaKolend CTpPaHbl MPOU3BOIUTEINS TAKOTO
JIEKapCTBEHHOT'0 Iperapara;

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

16) MexxayHapoIHOE HENaTeHTOBAaHHOE HAaMMEHOBAHUE JICKAPCTBEHHOI'O CPEJCTBA - HAUMEHOBaHHE
IEUCTBYIOIIETO  BellecTBa  (papMarieBTUUECKOW  CyOcTaHLIMH, pPEKOMEHIOBaHHOE  BcemupHOil
OpraHu3aiuen 31paBoOXpaHeHHUS;

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

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO CpEACTBA - HAWMEHOBAHUE JIEKAPCTBEHHOI'O
CPEACTBA, IIPUCBOCHHOE €ro pa3padOT4YUKOM, JepiKaTeleM WU BIAJEIBLEM PErHCTPALUOHHOIO
yJIOCTOBEpPEHHMSI JIEKApCTBEHHOT'O Mpenapara;

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

17.1) rpynnupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOIO  Iperapara - HaWMEHOBaHHE
JIEKApPCTBEHHOT'O TperapaTa, HE UMEIOIIEr0 MEXKIYHApPOIHOTO HEMAaTeHTOBAHHOIO HAUMEHOBAHUS, WM
KOMOHMHAIIMK JIEKAPCTBEHHBIX TMPENapaTroB, MCHOIb3yeMO€ B IIeNAX OOBEAMHEHUS HUX B TPYIIY IOA
€MHBIM HAMMEHOBAaHUEM UCXO/ISl U3 OJJMHAKOBOTO COCTaBa JCHCTBYIOIIUX BEIIECTB;

(m. 17.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneitHast cTaTbs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (heiepaabHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH M COJEpXKallliil MepedeHb MokaszaTenei kKadecTBa M (WJIM) METOJOB
KOHTPOJIS KauyecTBa KOHKPETHOW JIEKAPCTBEHHOW (HOPMBI, JIEKAPCTBEHHOTO PACTHTEIHHOTO CHIPHS,
BCIIOMOTATENbHBIX BELIECTB, OINUCAHUA OMOJIOTMYECKUX, OMOXMMHUYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XUMHUYECKUX, (PU3MUECKIX, XUMUYECKUX U IPYTUX METOJOB aHAIN3a JIEKAPCTBEHHOTO CPEJICTBA,
a Taxke TpeOOBaHUS K UCIOJIb3YyEMbIM B LIEJISX MPOBEACHUS JAHHOTO aHalIM3a peakTUBaM, TUTPOBAHHBIM
pacTBopam, HHAUKATOPaM;

(B pen. deaepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-03)

19) ¢dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KJIEHHBIH YIOJIHOMOYEHHBIM (henepaabHbIM
OpPraHOM MCIOJHUTEIBHOM BJIACTH U COAECPKAIINN ITepeUeHb NOKa3aTeled KaueCcTBa U METOJ0OB KOHTPOJIS
KayecTBa JIEKAPCTBEHHOI'O CpPEJCTBA, JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS, BCIIOMOTaTENIbHBIX
BELIECTB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19.1) crangapTHble 00pa3lbl - BEIIECTBA, MOCPEIACTBOM CPAaBHEHHS C KOTOPBIMHM OCYIIECTBISETCS
KOHTPOJIb KayecTBa HCCIIEYEMbIX JIEKAPCTBEHHBIX CPEICTB C IOMOIIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTHYECKUX METOOB B IEJISAX MOATBEPHKJICHHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
HOPMAaTHUBHON JOKYMEHTAIMH, YCTAHOBJIEHHBIM IPH OCYIIECTBIECHUH I'OCYapCTBEHHON PETHCTpalvi, U
KOTOpbIE MPUMEHSIOTCS s KaJTuOpPOBKH CTaHJAPTHBIX OOPAa3lOB IMPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEICTB, HCIOJIb3YEMbIX JJIsi KOHTPOJIS KauecTBa M HHBIX IleJied Mpu OOpalleHHH JeKapCTBEHHBIX
CPEICTB;
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(. 19.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneitHplii cTaHAApTHBIM oOOpa3er] - CTAaHAAPTHBIA O0pasell, MPOW3BEIACHHBIA B
COOTBETCTBHH C (hapMaKONEHHOM CTaTheH;
(m. 19.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHas JOKyMEHTallUsg - JOKYMEHT, COJAepXalluidi MepedeHb OINpeAeNsieMbIX II0
pe3ysibTaTaM COOTBETCTBYIOLMX SKCIIEPTU3 IOKa3aTelell KadyecTBa JIEKapCTBEHHOI'O CpEACTBA IS
MEAUIIMHCKOTO MPUMEHEHHUSI, METOJIOB KOHTPOJISl €r0 Ka4eCTBA U YCTAaHOBJICHHBIHN €ro MPOU3BOIUTEIIEM;

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COAepKallluii IIEpeYeHb ONPEAEIEMbIX 10 pe3ybTaTaM
COOTBETCTBYIOIIMX OJKCHEPTHU3 TOKa3aTesled KadecTBa U (WJIM) METOJOB KOHTPOJISI KadyecTBa
JIEKApCTBEHHOU (hOPMBI, OMHUCAHUsI OUOJOTHYECKUX, OMOXUMUUYECKHX, MUKPOOHUOJIOTHYECKUX, (HU3HKO-
XUMHYECKHUX, (PU3NYECKHX, XUMHUYECKHMX U JIPYTMX METOJOB aHaju3a JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHMsI, TPEOOBAaHUS K HMCIOJb3YEMBbIM B LEISX NPOBEACHHUS JaHHOTO aHalu3a
peakTuBaM, TUTPOBAHHBIM PAaCTBOpaM, MHAUKATOPAM U YCTaHOBJICHHBIN €r0 MPOU3BOAUTENIEM;

21.1) oOmmii TeXHWYECKHH JTOKYMEHT - KOMIUIEKT JAOKYMEHTOB M MaTe€pPHajioB, COCTOSLIMHA W3
HECKOJIBKMX  pa3lenoB -  JOKYMEHTalUW  aJMUHUCTPATUBHOIO  XapakTepa,  XMMHYECKOH,
(dapMareBTHUECKON W OWMOJIOTHYECKON JOKYMEHTAIuH, (HapMaKoJIOTHICCKOW, TOKCHKOJIOTHIECKON
JOKYMEHTAl, KIMHUYECKOM JOKYMEHTAlluM W IPEICTABIAEMbI OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHOH PETUCTpPaIiK JIEKApCTBEHHOTO Mpenapara i MeIUIIMHCKOTO IIPUMEHEHHUs B popmare,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepalibHbIM OPraHOM UCIIOJIHUTENbHOM BIIACTH;

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

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHUIM
(apmakomnenHol cTaTby MO0 B Cllydae €e OTCYTCTBUS HOPMATUBHON JJOKYMEHTAIlMU WJIM HOPMATUBHOIO
JOKYMEHTA,;

23) 06e30macHOCTh JIEKAPCTBEHHOTO CpEACTBA - XapaKTepUCTHKA JIEKQpCTBEHHOTO CPEJCTBA,
OCHOBaHHas Ha CPAaBHUTEIILHOM aHalu3e ero 3pGEeKTUBHOCTH U PHCKa MPUIUHEHUS BPea 3/10pPOBBIO;

24) 3(h(}PeKTUBHOCTh JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKa CTENEHU IOJIOKHUTEIbHOTO
BIMSIHUS JIEKAPCTBEHHOI'O IIpernapara Ha TE4YeHHEe, MPOAOIDKUTENIbHOCTh 3a00J€BaHUs MM €ro
IIPEJOTBPALCHHUE, peaONUINTALUI0, HA COXPaHEHUE, TPEJOTBPAIlEHIE WK IIPEepbIBaHNE OEPEMEHHOCTH;

25) cepus JICKAPCTBCHHOI'0 CPEACTBA - KOJMYECTBO JICKAPCTBCHHOI'O CPEACTBA, MPOU3BCACHHOC B
PE3YIBTATC OAHOTO TCXHOJOTUYCCKOI'o HUKJIa €T0 IMPOU3BOANUTECIICM,

26) perucTpaiMoHHOE YJOCTOBEPEHHE JIEKApCTBEHHOTO Mperapara - 3alKiCh B TOCYAapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX CPEACTB, TOMATBEpXKAaromas (aKT TOCYAapCTBEHHOW  PErHUCTpariiu
JIEKapCTBEHHOTO TIpernapaTta, u (WIin) JOKYMEHT, MOATBEPKAAOIMINN (HaKT rocyJapCTBEHHOW PEruCTpaiiu
(perucTparim) JIEKapCTBEHHOTO Mperapara;

(. 26 B pen. ®enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

26.1) nepxaTesb WM Biafeliel] PErUCTPAllMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO Iperapara -
pa3paboTUMK JIEKApCTBEHHOTO CpEJICTBA, IMPOU3BOJUTENH JIGKAPCTBEHHBIX CPEACTB WM HHOE
IOpUANYECKOe JIMI0, 00Jajaroliee MpaBOM BIAJIEHUS PETUCTPALlMOHHBIM YIOCTOBEPEHHUEM, KOTOpHIE

CrpaHuua 8 u3 162



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

(c u3m. n pgon., BCTyM....

HECYT OTBETCTBEHHOCTb 3a KauecTBO, 3()(heKTUBHOCTb M 0€30M1aCHOCTH JIEKAPCTBEHHOI'O IIpenapara;
(m. 26.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHBI HOMEp - KOJOBOE 0003HAUYCHUE, TPUCBOCHHOE JICKAPCTBCHHOMY IIperapaTy
IIPH €T0 TOCYAAPCTBEHHON PETUCTPALIUU WA PETUCTPALINN;
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

28) oOpamieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTka, JOKIMHHYECKHE HCCIICOBAHMS,
KIIMHUYECKHE HCCIIEOBaHMs, OJKCIEPTHU3a, TOCYJAapCTBEHHAs pErucTpanuss WM  perucrparms,
CTaHAapTU3alUs U KOHTPOJIb KayecTBa, MPOU3BOJICTBO, M3rOTOBJICHHWE, XpaHEHUE, NEPEBO3Ka, BBO3 B
Poccuiickyro @eneparuto, BbiB0o3 U3 Poccuiickoit denepanuu, pekiiama, OTIyCK, peaau3aius, nepeaaya,
MIPUMEHEHUE, YHUUTOXKEHUE JICKAPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

29) cyObexTbl O0OpalleHMs] JEKapCTBEHHBIX CPEACTB - (U3WYECKUE JMIa, B TOM UHUCIE
UHMBUyalbHbIE NPEIIPUHUMATENIN, M IOPUAWYECKHE JIMLA, OCYLIECTBISIOIINE JAEATEIBHOCTh MpPU
00paIIeHny JIEKapCTBEHHBIX CPEJICTB;

30) pa3paOoTuMK JIEKapCTBEHHOI'O CPEJICTBA - OpraHu3anus, o01asarolas npaBaMyu Ha pe3ysibTaThl
JOKIIMHUYCCKUX I/ICCJICIIOBaHI/Iﬁ JICKApCTBCHHOT'O CpeacTBa, KIIMHHUYCCKUX I/ICCJICIIOBaHI/Iﬁ
JIEKapCTBEHHOT'0 Mpenapara U (WiIM) Ha TEXHOJOTHIO POU3BOICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

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

31) MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HACATCIBHOCTH IIO IIPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHuU3allUsAMU - MPOU3BOJUTCIIAIMU JICKAPCTBCHHLIX CPCACTB Ha OIIHOI\/JI CcTaauu, HECKOJBKUX
HJIM BCEX CTAAUAX TCXHOJIOTHYCCKOI'O MPOHECCa, a TAKKE M0 XpPaHCHHUIO U p€ajin3alliuu IMPOU3BCACHHBIX
JICKApCTBCHHBIX CPCACTB,

31.1) mpou3BOACTBEHHAs TUIOMIAKA - TEPPUTOPUATHHO 000COOICHHBIH KOMIUIEKC MPOU3BOIUTENS
JIEKApPCTBEHHBIX CPEJCTB, TMPEIHA3HAUYCHHBIA IS BBITIOJIHEHHWS BCETO IMpoIlecca IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB UJIM €r0 ONPENEICHHON CTaIuH;

(m. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) mpou3BOAMTENb JIEKAPCTBEHHBIX CPEJACTB - OpraHU3alMsl, OCYIIECTBIISIONIAS MPOM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUsAMHU HacToslero denepaabHOro 3aKoHa;

33) ¢apmaneBTHYecKas AEATEIBHOCTh - JEATENBHOCTh, BKIIOYAONIasi B ce0sl ONTOBYIO TOPTOBIIIO
JIEKApCTBEHHBIMU  CPEJCTBAMU, HX XpaHEHHE, TEPeBO3KYy W (WIM) PO3HUYHYIO TOPTOBIIO
JICKapCTBEHHBIMH TIperaparaMd, B TOM YHCIE JUCTAHIMOHHBIM CIOCOOOM, UX OTIIYCK, XpaHEHHE,
MIEPEBO3KY, U3TOTOBIICHHE JIEKAPCTBEHHBIX TPENapaToB;

(B pen. deaepanbhoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHu3anus ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEJACTBAMH -  OpTaHU3allus,
OCYLIECTBJIAIOIIAs ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMU CPEACTBAMHU, HUX XpaHEHUE, IEPEBO3KY B
COOTBETCTBHUH C TPeOOBAaHUAMH HacTOsMIEro deeparTbHOTO 3aKOHA;

35) alTéuHad oOpraHu3anusa - oOpraHu3aluvsd, CTPYKTYPHOC TMOAPA3ACICHUC MEIUITUHCKON
opranm3anvi, OCYHICCTBIAIONIME PO3HUYHYIO TOPrOBJIIO JICKAPCTBCHHBLIMHU IIpEliapataMH, B TOM YHUCIIC
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JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHUE, [IEPEBO3KY, H3TOTOBIIEHUE U OTIYCK JIEKAPCTBEHHBIX MPENapaToB
JUTSI MEIMIIMHCKOTO IPUMEHEHUSI B COOTBETCTBUU € TpeboBaHusiMu HacTosiero denepanbHOro 3akoHa;
(B pen. @enepanbhbix 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTypHOE IOApa3JIeIeHUe
BETEPUHAPHOW OpraHU3ally, OCYLIECTBISAIOIINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU MpenapaTaMy,
B TOM WYHCJIE€ JAUCTAHIMOHHBIM CHOCOOOM, XpaHEHWE, W3TOTOBJICHHE U OTIYCK JIEKAPCTBEHHBIX
IpenapaToB JUlsi BETEPUHAPHOIO INPUMEHEHUS B COOTBETCTBUM C TPEeOOBAHUSAMHU HACTOSILIETO
®enepanbHOro 3aK0Ha;

(B pen. @enepansuoro 3akoHa ot 03.04.2020 N 105-D3)

37) danscudumMpoBaHHOE JEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JI0XHOW MH(OpPMAIUEH 0 ero COCTaBe U (WJIH) IIPOU3BOIUTEIIC,

38) HemoOpOKayeCTBEHHOE JICKApPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIIEe TpeOOBaHUSAM (hapMaKONECHHOM CTaThu JIMOO B CiIydae €€ OTCYTCTBHS TPEOOBaHUSIM
HOpMaTHBHOﬁ JOKYMCHTAIUXU UJIX HOPMATHBHOI'O JOKYMCHTA,

39) xoHTpadakTHOE JTIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEACTBO, Haxosiieecs B 00opoTe
C HapyIIEHUEM IPakJaHCKOI'O 3aKOHO/1aTeNIbCTBA,

40) JOKIINMHHUYCCKOC HCCIICOOBAHUC JICKApCTBCHHOI'O cpeacTBa - 6I/IOJIOFI/I‘I€CKI/IC,
MI/IKpO6I/IOJIOFI/I‘~ICCKI/IC, HMMYHOJIOTHYECKHUEC, TOKCHUKOJIOIMYCCKHC, q)apMaKOJIOFI/I‘ICCKI/IG, (i)I/I3I/II-ICCKI/I€,
XUMHUYCCKUC U JAPYTru€ UCCIICAOBAHUA JICKAPCTBEHHOI'O CPEACTBA IIYTEM IIPUMCHCHU HAYUYHbBIX METOIOB
OLCHOK B LECIAX IOJYYCHUSA TO0KA3aTCIbCTB 6G3OHaCHOCTI/I, KadyeCTBa 1 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOT'O
CpCACTBA;

41) KJIMHUYECKOE HCCIIeJOBaHUE JIEKapCTBEHHOTO TMperapara - H3Y4YeHHE JIHarHOCTHYECKHX,
Je4eOHbIX, TPOPUIAKTUIECKUX, (HapMaKOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOIO Ipernapara B Ipolecce
€ro TMPHMEHEHHs] y 4YellOBeKa, KMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACHIBAHUS, paCIpEIEICHUS,
U3MEHEHHMsSI W BBIBEICHUS, IyTeM IPUMEHEHHs HAayYHbIX METOJOB OLIEHOK B LENAX IOJTy4eHUs
JI0Ka3aTeNIbCTB 0€30IacHOCTH, KadyecTBa M A(P(EKTUBHOCTH JIEKAPCTBEHHOTO Ipenapara, JaHHBIX O
HEXXEJATeNbHbIX pEeakUUsAX OpraHu3Ma 4YeloBeKa, >KUBOTHOTO HA MPUMEHEHHUE JIEKapCTBEHHOI'O
npernapata U o0 3(dexre ero B3aUMOJEHCTBUS C IPYIMMH JIEKapCTBEHHBIMHU INpenaparaMd U (WJIH)
MUIIEBBIMUA IPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIIMHUYECKOE MCCIIEOBAHUE JICKAPCTBEHHOTO Mpernapara st MEIUIIMHCKOTO
MPUMEHEHUsSI - KIMHUYECKOE HCCIEAOBAaHUE JIEKApCTBEHHOTO Ipemnapara JUuisl MEAUIIMHCKOTO
MIPUMEHEHHUS, POBOJIMMOE Pa3pabOTUYUKOM JIEKAPCTBEHHOI'O Mpernapara B JBYX M 0ojiee MEAUIIMHCKUX
OpraHu3alMsIX 10 eAMHOMY IPOTOKOIY KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara;

43) MexIyHapoJIHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEOBAaHUE JIEKAapCTBEHHOI'O MperapaTa
JUIST MEIUUMHCKOTO TPUMEHEHUs - KIMHUYECKOE MCCIIeJOBAaHUE JIEKQpCTBEHHOTO Ipenapara maJis
MEIUIIMHCKOTO MPUMEHEHHS, MPOBOJANMOE Pa3padOTUYMKOM JIEKAPCTBEHHOTO Ipemapara B Pa3IMIHBIX
CTpaHax Mo €IMHOMY IIPOTOKOIY KIMHUYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Mpernapara;

44) TOCTPEruCTPallMOHHOE KIMHUYECKOE MCCIIEJOBAHUE JIEKAPCTBEHHOIO Ipemnapara Juis
MEIUIMHCKOTO MPUMEHEHHUS - KIMHMYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO IIpernapara  Juisd
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(c u3m. n pgon., BCTyM....

MEIUIIMHCKOTO MPUMEHEHHS, IPOBOANMOE MPOU3BOAUTENEM JIEKAPCTBEHHOTO IperapaTa, IpaskIaHCKUH
000pOT KOTOPOTO OCYHIIECTBISIETCS TOCIE TOCYJApCTBEHHON PErMCTpalliil WM PETUCTPAIMH, B IIEIAX
JOTOJHUTEIBHOr0 cOOpa JAaHHBIX O ero 0e30macHOCTH M (P GEKTUBHOCTH, PACIIMPEHHS MOKAa3aHUH K
NPUMCHCHUIO JAaHHOI'0 JICKAPCTBCHHOTI'O IIPCIiapaTa, a TAaKKC BBIABJICHUSA HCKCIIATCIIbHBIX peaKuHﬁ
MAIMEHTOB Ha €ro JICHCTBHE;

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

45) wuccnenoBaHne OMOPKBHBAJIEHTHOCTH JICKAPCTBEHHOTO TIIperapara - BHUJI KIMHHYECKOTO
UCCJIEJOBAaHUs JIEKAPCTBEHHOTO Ipenapara, MPOBEAEHHE KOTOPOro OCYLIECTBISETCA IS ONpPEAETICHUS
CKOPOCTH BCAaChIBaHUS M BBIBEICHHS OJHOTO WM HECKONBKHX OO0Jagaronmx (apMaKoIoTH4ecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJUYECTBA JICKAPCTBEHHOTO IIperapara, JIOCTUTAOLIETO
CHCTEMHOTO KPOBOTOKA, W PE3YJIbTaThl KOTOPOTO IMO3BOJSIOT CAEIATh BBIBOJ O OMOPKBHBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O NIperapaTa B OMPEIeJICHHbBIX JIEKApCTBEHHOH (opme U TO3MPOBKE,
COOTBETCTBYIOUIHMX (hopMe U T03MPOBKE PeEPEHTHOTO JIEKAPCTBEHHOT'O MPEeTapaTa;

(1. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccienoBaHUE TEPaANeBTUYECKOM HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHUYECKOT'0 MCCIIEOBAHUs JIEKAPCTBEHHBIX MPENapaToB, POBEICHUE KOTOPOr0 OCYIIECTBIAECTCS IS
BBISIBJICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpENapaToB ONpPEeIeHHOMN JIeKapCTBEHHOU (OpMBI, a
TaKKe HaJIMYUs OJMHAKOBBIX TIOKa3zaresnel Oe3omacHOCTH W 3(PQPEKTHBHOCTH JIEKapCTBEHHBIX
IIPEenapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpH UX NPUMEHEHHH;

47) npoTOKOA KJIMHUYECKOTO MCCIIEJOBAHMSI JIEKapCTBEHHOI'O Ipenapara - JOKYMEHT, B KOTOPOM
OIIpeNIeNIAI0TCS 11eH, (POpMBI OpraHu3alMi U METOJOJIOTUS MIPOBEACHUS KIMHUUYECKOTO MCCIIEe0BAHUS,
CTaTUCTHUYECKHE METOAbl 00padOTKM pe3yJIbTATOB TAaKOTO HCCIEIOBAHHMS M MEphl 10 00ECHeUCHHIO
0e30macHOCTH (U3MYECKUX JIMI, YYAaCTBYIOIIMX B KIMHHYECKOM HCCIEIOBAaHUM JIEKAPCTBEHHOTO
Ipernapara;

48) 6p0m10pa HCCICAOBATCIIA - CBOAHOC U3JIOKCHHUEC PC3YJIbTATOB JOKIIMHUYCCKOI'0 UCCIICAOBAHUA
JICKAPCTBCHHOTO CpCACTBA U  KIMHHUYCCKOrO HCCICAOBAaHHA JICKAPCTBCHHOI'O IIperiapara I
MCIUIUHCKOI'O IPUMCHCHU ;

49) nHpopMaLMOHHBIN JIMCTOK MAllMEHTa - JOKYMEHT, B KOTOPOM COJepkKaTcsl B TOCTYITHOU dopme
CBEJICHHUs, KacarollMecs MPOBOAMMOIO KIMHHUYECKOIO MCCIENOBAaHUS JIEKAPCTBEHHOIO Ipemnapara, U B
¢dbopMe BJIEKTPOHHOTO JOKYMEHTa, MOJIMUCAHHOIO MAallMeHTOM (€ro 3aKOHHBIM MpEJCTaBUTENIEM) C
HCMOJIb30BAHUEM YCUJICHHON KBaJU(HUIMPOBAHHON 3JIEKTPOHHON MOJIMUCH WIN MPOCTONW 3IEKTPOHHOMN
MOJNUCH TIOCPEACTBOM NPUMEHEHHUS E€IUHOM CHCTeMbl HAEHTU(UKAIMM W ayTeHTU(UKAIUHU, U IO
KEJaHWIO TaleHTa B TNHCbMEHHOM QopMme J00pOBOJBHOE coOrjlacue TNalKdeHTa Ha YydacTHe B
KIIMHUYECKOM MCCIIEJOBAHUU JICKApCTBEHHOI'O IIpernapara I0cie O3HAKOMIICHHS C OCOOEHHOCTAMH
KJIIMHUYECKOTO UCCIIEI0BaHMs, UMEIOIMMHU 3HaYEHHE JUIsl BBIPAKEHUS TAKOTO COTJIACHS;

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

50) MOOOYHOE JeicTBue - pcaknudg OpraHu3Ma, BO3HUKIOAA B CBA3M C IIPUMCHCHUCM
JICKApCTBCHHOT'O IIpfriapata B [J03aX, PCKOMCHAYCMBIX B HHCTPYKIHU II0 €TI0 IMPUMCHCHHIO, [JIA
HpO(I)I/IJIaKTI/IKI/I, JUArHOCTUKH, JICUCHUA 3a00JIeBaHUs HIIH JJIsL peaGI/IJII/ITaLII/II/I;

50.1) HexenarenpHas peaklUMsl - HEMpeJHAMEepeHHas HeOJarompusiTHas peakius OpraHu3Mma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApCTBEHHOTO Nperapara;
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(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HeenareiabHas pPEAKLUs - HEXKEJIaTelbHAs peakUus OpraHu3Ma, CBsI3aHHAas C
IIPUMEHEHUEM JIEKAapCTBEHHOI'O IIpenapara, NpUBEAIIas K CMEPTH, BPOXKJIECHHBIM aHOMAJIUSAM WIIU
MOpOKaM Pa3BUTUS JIMOO MpPENCTaBIAONIas COOOW Yrpo3y >KHM3HH, TpeOyromas TrOCHUTATU3AlNd WU
MpUBELIAs K CTOUKON yTpaTe TPYJ0CIOCOOHOCTHU U (MJTH) UHBATUAHOCTH;

52) HempenBUJICHHAs HEXeNATelIbHAs PEakius - HEKelaTelbHas PEeakIus OpraHu3Ma, KoTopas
CBsI3aHA C TPUMCHECHHEM JICKApCTBEHHOTO Ipernapara B J103aX, PEKOMEHIYEMBIX B IMPOTOKOJE €ro
KIMHUYECKOTO HCCIICOBAaHMs, OpoIIope HcciaenoBareis, WM C NPUMEHEHHEM JIEKapCTBEHHOTO
mpenapara B J103aX, PEKOMEHIYEMBIX B HMHCTPYKIMH [0 €ro NPUMEHEHHIO Ui NPOQUIAKTUKH,
JUArdHOCTHUKH, JICUCHUA 3a00JIeBaHUs UIIN MCHHHHHCKOﬁ pea6I/IJII/ITaI_[I/II/I MManueHTa, U CyIHOCTb, TSAKCCTh
WIH KUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM Ipernapare, CoJepKaileics B
MPOTOKOJIE €ro KIMHWYECKOTO WCCIEeIOBaHUs, OpOIIIOpPE HCCIEAOBATENsl WIM B HHCTPYKIHH 10
MPUMEHEHHIO JICKAPCTBECHHOTO Mperapara;

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

52.1) cdapmakoHan30p - BHJ JAEATEIBHOCTH 110 MOHMTOPUHIY 3((EKTUBHOCTH U 0€30IacHOCTU
JIEKapCTBEHHBIX  IIPENapaToB, HANpaBiICHHBIH HAa BbIABICHHE, OLEHKY M  IPEIOTBpALICHUE
HE)XeJaTeNbHbIX MOCIECTBUNA NPUMEHEHHUS JIEKAPCTBEHHBIX NPENapaToB;

(m. 52.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

52.2) mnaH ympaBlieHUsT PUCKaMHU - TOJIPOOHOE OMHCaHWE MEpONpHUATHI 1o (apMakoHAA30pY,
HaIlpaBJICHHBIX Ha BBISBJICHHE, OIEHKY W MPEAOTBpAICHUE WIM MHUHUMHU3AIMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKIt04Yas OLeHKY 3((eKTUBHOCTH JTaHHBIX MEPOTIPUSATUH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) penent Ha JEKapCTBEHHBIM MNpemapar - MEIUIMHCKAN JOKYMEHT YCTaHOBJIEHHOH (DOpMBI,
coJiepKalllMii Ha3HAa4YeHHE JIEKapCTBEHHOTO Ipernaparta JUisi MEJUIMHCKOrO MPUMEHEHHUs, BbIJAHHBIN
MEIULIUHCKUM pabOTHUKOM B LEISIX OTIYCKa JIGKAPCTBEHHOTO Mperapara MM €ro W3roTOBJIEHUS U
OTITyCKa Ha OyMa>KHOM HOCHUTEJIE WU C COTJIacHsl MAallMeHTa UK €ro 3aKOHHOTO MPEJICTABUTENS B (JopMe
3JIEKTPOHHOTO JOKYMEHTa, TMOANUCAHHOTO C HCIOJb30BAHUEM YCWJIEHHOW KBaIM(pUIUPOBAHHON
ANIEKTPOHHOM MOAMMCH MEIULUHCKOrO pabOTHUKA, JUOO JIOKYMEHT YCTAaHOBJIEHHOM (hOpMBlI,
COJIeprKalllMii Ha3HA4YEHHE JIEKAPCTBEHHOIO Ipenapara JUls BETEPUHAPHOIO INPUMEHEHMsI, BbIJAHHBIN
CHEeMAIMCTOM B 00JIaCTU BETEpPUHAPUM B LENSIX OTIYCKa JIEKapCTBEHHOIO IIpernapara WU €ro
M3TOTOBJICHUSI U OTITyCKa Ha OyMa)KHOM HOCHUTEJIE WU C COTJIacus BiaJesblia )KUBOTHOTO MJIM 3aKOHHOTO
MIPE/ICTaBUTENs BiaJeiblla >XKMBOTHOTO, O(QOPMIIEHHBIM B 3JEKTPOHHOW (opMe € HCIOIb30BAaHUEM
benepanbHON TOCYAAPCTBEHHOW HH(POPMALIMOHHOM CUCTEMBI B 00J1aCTH BETEPUHAPHH;

(B pen. ®enepanbHbIx 3ak0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-@3, ot 30.12.2021 N 463-
D3)

54) TtpebGoBaHME MEIWLMHCKOW OpraHu3allid, BETEPUHAPHOM OpraHM3allMM WIK OpraHu3aluu
(MHOUBHyaqbHOTO  MpEeNNpUHUMATENS),  OCYLIECTBISIOMIEH  (OCYILECTBISIONIET0)  pa3BeCHUE,
BBIpALIUBAaHUE U COJEP’KAHUE >KUBOTHBIX, - JOKYMEHT YCTAHOBJIEHHOW (DOpPMBI, KOTOPBIM BBIMHCAH
MEIULUHCKUM PaOOTHUKOM WJIM CIIEIUAIUCTOM B 00JacTH BeTepUHAPUH, UMEIOIIMMU Ha 3TO IMpPaBo, U
COJICP)KUT B TMHCHbMEHHOM (opMe yKazaHHWe anTeYHOW OpTaHM3aIllid WM BETEPUHAPHOM amnTeuHON
opraHuzanu 00 OTIYCKE JIEKAPCTBEHHOr'O Mpernapara MM O €ro M3rOTOBIEHHM M 00 OTIyCKe I
oOecrniedeHus jeuyeOHOoro mpouecca B MEIWLHWHCKON OpraHu3aliy, BETEpUHAPHOW OpraHMu3allii UId B
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opraHuzanyu  (MHIUBHIYadbHBIM  IPEIIPUHUMATEIEM), OCYIIECTBISIOMEH (OCYIIECTBISIFOIINM)
pa3BeJicHUE, BRIPANIMBAHNE U COJCPKAHUE )KUBOTHBIX;
(. 54 B pen. ®enepanpHoro 3akona ot 30.12.2021 N 463-D3)

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O IIpenapara, BKIOYaroas B ce0s aHaau3 HH(OPMAIMKU O CPAaBHUTEIbHON KIMHUYECKON
3¢ HEKTUBHOCTH 1 0€30MaCHOCTH JIEKApCTBEHHOTO TpenapaTa, OleHKY SKOHOMHUYECKUX TOCIIEACTBUN ero
IPUMEHEHMs, U3Y4YEHUE [OIOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeISIX IPUHATHSA PELIEHUH O BO3MOMKHOCTH BKJIIOUEHHUS JIEKAPCTBEHHOIO IIpernapara B IE€pEYEHb
AKHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTHUBHbIE MPABOBbIC aKThl U
UHBIE JOKYMEHTBI, OIPEAEISIONINE MOPAI0K OKa3aHUsI MEIUIIMHCKOM ITOMOLIY, WU UCKIIIOUEHUS €ro U3
yKa3aHHbIX IEPEYHs, aKTOB U JIOKYMEHTOB;

(. 55 BBeneH denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA JBIDKEHHUS JICKAPCTBEHHBIX MpENaparoB Ui MEIULUHCKOTO
MpUMEHEHUs - ¢eepaibHas TrocyJapcTBeHHass WH(OpPMAIMOHHAS CHCTEeMa MOHUTOPHHIA JIBUKCHUS
JIEKapCTBEHHBIX TPENapaTroB [UIsi MEAMIIMHCKOTO TMPUMEHEHUS OT MPOU3BOIAUTENS [0 KOHEYHOTO
MOTPEOUTENSI C WCIOJL30BAHUEM B OTHOIICHUHM JICKAPCTBEHHBIX IMPEMAapaToB Il MEIUIIMHCKOTO
MIPUMEHEHHUS CPEJICTB UACHTU(DUKAIINH.

(. 56 BBenen DenepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

Mnasa 2. NTONHOMOYUA ®EQEPAJIbHbIX OPFTAHOB UCMNONTHUTENBHONU
BNACTU, UCMONHUTENbHbLIX OPFTAHOB CYEBEKTOB POCCUUCKON
PEAOEPALIMU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratbsa 5. MNMonHomMmouusi cpeaepanbHbIX OPraHOB WMCNONMHUTENbLHOM BRacTu nNpu
obpalleHnn nekapcTBeHHbIX CPeAcTB

K noxHOMOUMSIM q)e)ICpaJ'IBHI)IX OpraHoB HCIIOJIHUTEILHOM BJIACTH npu O6paHI€HI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCH:

1) npoBeaenne B Poccuiickoit @Denepanuu €AUHONW TOCYJApCTBEHHON MOJMTUKM B 00JacTu
obecrieyeHus JIeKapCTBEHHbIMU IIpenapaTaMu rpaxjad B Poccuiickoit @enepanuuy;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxkaeHue oOmmMX ¢dapMaKoNeWHbIX cTaTel, QapMakoNmeWHbIX CTaTed, U3JaHHe
roCyIapCTBEHHON (hapMaKoIeH, CO3IaHNe U BeJICHHE peecTpa (papMaKkoneHHBIX CTaHIapPTHBIX 00pa3IloB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiecTBiaeHuEe (GeAepaTbHOTO TOCYAapCTBEHHOTO KOHTpOsi (Ham3opa) B cdepe oOpameHus
JIEKapCTBEHHBIX CPE/ICTB;
(B pen. @exnepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 11.06.2021 N 170-D3)

4) JIMIICH3UPOBAHUEC MPOU3BOACTBA JICKAPCTBCHHBLIX CpPCACTB, B TOM YHCIIC (be;[epanLHmﬁ
FOCy,ZIapCTBeHHBII\/’I J'II/IIICHSI/IOHHI)II\/'I KOHTPOJIb ACATCIBHOCTU IO MPOU3BOJACTBY JICKAPCTBCHHBIX CPCICTB,
NEpUOANYCCKOC TTOATBCPIKIACHUEC COOTBCTCTBUA JIMICH3UATA, MMCIOLICTO JIMICH3WIKO Ha MNPOU3BOJACTBO
JICKApCTBCHHBIX CPCACTB, U CbapMaI_[eBTI/I‘IeCKOI\/II JACATCIIBHOCTH B COOTBETCTBHHM C 3aKOHOAATCIBCTBOM
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Poccuiickoit denepaiuu;
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHu3anys SKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB, STHYECKOH SKCIEPTH3Bl BO3MOKHOCTH
MIPOBEICHUS KIIMHUYECKOTO UCCIIEAOBAHMS JIGKAPCTBEHHOTO Tpernapara Uit MeJUIIMHCKOTO IPUMEHEHUS,
OKCIIEPTU3bl  JOKYMEHTOB, TIIPEJCTABICHHBIX JUI OIpEJCICHUS BO3MOKHOCTH paccMaTpHUBaTh
JICKapCTBEHHBIM Mpenapar A MEIUIMHCKOTO NMPHUMEHEHHUs B KayecTBE OpP(aHHOTO JIEKApCTBEHHOTO
npenapara;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

5.1) opraHuzanusi TpOBEACHHS] KOMIUIEKCHOW OIEHKM JIEKAPCTBEHHOIO Mpernapara B LENsX
MPUHATHS PEIICHUH O BO3MOXXHOCTH BKJIFOYEHHS JIEKQPCTBEHHOTO IperapaTa B MEpeYeHb KU3HEHHO
HEOOXOIUMBIX M BaXHEWIMX JIEKAPCTBEHHBIX IMpPENaparoB, HOPMATHUBHbBIC IPABOBBIE AKThl M HHBIC
JIOKYMEHTBI, OINPEACIAIONINE TOPSIOK OKa3aHUS MEAMIIMHCKOW TOMOINM WJIM HCKJIIOYEHHUS €ro u3
YKa3aHHBIX MEPEeYHs, aKTOB U JJOKYMEHTOB;

(. 5.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) BbIJa4a pa3pelieHUil Ha MPOBEICHNE KIMHUYECKUX HUCCIIeI0OBAaHUI JIeKapCTBEHHBIX MPEnaparosB,
BEJICHUE PEECTPa BBIIAHHBIX Pa3pEIICHUN Ha MPOBEACHUE KIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) TocyaapcTBEHHasi pPETUCTpalus JICKAapCTBEHHBIX IPENapaToB, BEACHUE TOCYAAPCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPE/CTB;

7.1) peructpaiusi, TOATBEPKICHUE pErucTpanuu (Mepeperucrpaius), BHECEHHWE H3MEHEHUU B
PETUCTPALIMOHHOE JIOChE, a TAK)KE IPOBEAEHUE MPOLIENYD, CBA3aHHBIX C PErUCTPALEil, B COOTBETCTBHUHU C
YTBEpKACHHBIMA EBpPa3suiiCKOM 3KOHOMHYECKOW KOMMCCHEN NIpaBWUIaMH PETHCTPALUUA U JKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJICTB JUIsI MEIUIUHCKOIO NMPUMEHEHHUS U NpaBWIaMH PETYJIMPOBAHUS OOpalleHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOXKEHHOW TeppuTOpuM EBpa3zuiickoro 3KOHOMHUYECKOTO
COH033;

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

7.2)  mpenctaBieHHMEe — MHPOPMALMU O  PETHCTpPAallMM,  MOJATBEPXKIEHUM  PErHCTpaluu
(mepeperucTpaiuu), BHECEHMM HW3MEHEHHUH B PETUCTPALIMOHHOE JI0ChEe, a TakXkKe O IMpoleaypax,
CBA3AHHBIX C perucrpanuei, B EBpasuiCKyl0 SKOHOMHYECKYH) KOMHUCCHUIO C MCIOJb30BaHUEM
MHTErPUPOBAHHON MHPOPMALIMOHHOM cucTeMbl EBpazniickoro SKOHOMHUYECKOI0 CO03a B COOTBETCTBUH C
YTBEP)KJICHHBIMU EBpa3niickoil 3KOHOMHYECKONH KOMHUCCHEH MOpSIKOM (OPMHPOBAHUS M BEIEHUS
€IMHOT0 PEeCTpa 3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBPAa3sHUIICKOr0 59KOHOMHYECKOTO COH3a
U TpaBUJIaMU PETYIUPOBAHUS OOpalleHHs] BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJACTB HAa TaMOXKEHHOMH
TeppuTOpun EBpazniickoro 3KOHOMHUYECKOTO COK03a;

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

7.3) yTBepKIeHUE TMOpAIKAa MPUOCTAHOBJICHUSI JAEUCTBUS PETHUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOI'0 IIpernapara WIM OIpaHWYEHUs [PUMEHEHHUS JIEKApCTBEHHOrO IIpemapara s
MEIUIMHCKOTO TPUMEHEHHsS B  CiIydasx, MPEAyCMOTPEHHBIX YTBEPKICHHbIMM EBpa3suiickoin
OKOHOMUYECKON KOMMCCHEW IMPaBWIAMM PETUCTPALMU U DKCIEPTU3bI JIEKAPCTBEHHBIX CPEIACTB JUISA
MEIUIIMHCKOTO TMPUMEHEHUsS, ¥ BO300OHOBIEHUS JEWUCTBUS PETUCTPALMOHHOTO YJIOCTOBEPEHMUS
JIEKAPCTBEHHOI'O IIperapaTa WIM CHATHS OTpaHUYECHUS IPUMEHEHUs JIEKapCTBEHHOIO IIpernapara s
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MEIUIUHCKOTO TPUMEHECHHS;
(n. 7.3 BBeaen denepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

8) opranuzanus ¥ (WIM) MPOBEACHUE HUHCIEKTUPOBAHUS CYOBEKTOB OOpalIeHMs JIEKapCTBEHHBIX
CPEACTB Ha COOTBETCTBUE YTBEPKICHHBIM EBpazuiiCKOW HSKOHOMHYECKOM KOMHUCCHUEH MpaBUJIaM
HaJuIexaled 1abopaTopHON MPaKTUKU, MpaBWiIaM HaJUIeKalled KIMHUYECKON MpakTHUKH, MpaBHIaM
Ha/IJIeKaIeld AUCTPUOBIOTOPCKON TMPAaKTHKH, MpaBUJaM HaJJIeXalled NpakTHKH (apMakoHaa30pa, a
TaKK€ YTBEPKACHHBIM YIOJIHOMOYEHHBIMH (peiepaIbHBIMH  OpraHaMU HCIIOJIHUTEIbHOM BIACTH
IIpaBUJIaM HaJUIeKaLEH alTeYHOU NIPAKTUKY, IIPABWIAM XPaHEHUS JICKaPCTBEHHBIX CPECTB;

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

8.1) opranuzanus u (WIin) NPOBEJCHUE WHCIIEKTUPOBAHUS CYOBEKTOB OOpAIIEeHUs JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBME TPEOOBAHMSAM IPABHJI HAJJIEKaIleld MPOU3BOACTBEHHON IMPAKTUKH, BblAada
3aKIIIOYCHUH O COOTBETCTBHHM NPOHM3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpPEOOBAaHUSAM  IPABHI
Ha/IIeKallel Mpou3BOJCTBEHHON IPAKTUKH;

(. 8.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJEHHE NOpPsJIKA BEICHHMS U BEJCHUE TIOCYJApCTBEHHOIO peecTpa 3aKIIoueHH o
COOTBETCTBUM  IPOU3BOAMUTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSM NPaBWJI  Hajylexaluen
IIPOU3BO/ICTBEHHOM MPAKTHUKH;

(. 8.2 BBeneH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

9) rocymapcTBEHHas pErUCTpalysi MPEACNbHBIX  OTIIYCKHBIX II€H IPOWU3BOJMTEIICH Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOIH/IMI)IX U BaXHEUIIHNX
JICKApCTBEHHBIX MPENapaToB, W BEACHUE TOCYJApCTBCHHOTO peecTpa MPEACibHBIX OTIYCKHBIX IIEH
HpOI/I3BOI[I/ITCHeI71 Ha JICKApPCTBCHHBIC NpCHapaThbl, BKIOUYCHHLIC B ICPCUYCHL KU3HCHHO H€O6XO)II/IMBIX n
BXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

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

9.1) cornmacoBaHHe TMPOEKTOB pEIIEHUN WCIOIHUTENBHBIX OpPraHoB CcyOBekToB Poccuiickoi
Oenepanun 00 yCTaHOBIEHWHM W (WIM) M3MEHEHHHM TPEACIbHBIX pPa3MEpOB OMNTOBBIX HAaA0aBOK U
MpeebHBIX pPa3MEpoB PO3HUYHBIX HAg0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBIIEHHBIM
MPOU3BOUTEISIMU  JIEKAPCTBEHHBIX TIPEMapaToB, Ha JIEKAPCTBEHHBIC IMperapaThl, BKIIOUEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAaPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenmen denepanpHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepanpbHOro 3akoHa OT
08.08.2024 N 232-D3)

10) Bblaya, YCTAaHOBJIGHHWE TMOpsIKa BBIJAYM DPA3pelICHUs] HAa BBO3 KOHKPETHOM MapTUH
JIeKapCTBEHHOTO cpenicTBa B Poccuiickyto denepanio;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BeIaua, ycTaHOBIEHHE TOPSIIKA BBIAAYU U (POPMBI JOKYMEHTA, KOTOPbIM MOATBEPKIAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Ipemnapara s MEIUIUHCKOTO TPUMEHEHHsS] OCYLIECTBJIEHO B
COOTBETCTBMHM C TpeOOBAHUSAMHU TPABWII HAMJIEXKaAIIed MPOU3BOJACTBEHHONM TPAKTUKU WM UTO
JIEKAapCTBEHHBIA TIpenapar Jjisi BETEPUHAPHOTO NMPUMEHEHHS JONyIIeH K oOpameHuto B Poccuiickoii
denepanyy, U TMOAJISKUT NPEACTABICHUIO IO TPeOOBAHHIO YIOJHOMOYEHHOI'O OpraHa CTPaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MTpenapar;

(n. 10.1 BBenen denepanpHbiM 3ak0oHOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
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02.08.2019 N 297-®3)

10.2) BbImaya, yCTAHOBJICHHE MOPSIKA BBIAAYM M (OPMBI JOKYMEHTA, COACPM AIIETO CBEIACHUS O
CTaAMAX TEXHOJOTHYECKOTo IpoIlecca IMPOM3BOJICTBA JICKAPCTBEHHOTO CPEICTBA ISl MEIUIIMHCKOTO
MIPUMEHEHUSI, OCYILIECTBIIIEMbIX Ha TeppUTOpUU EBpazuiickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepallbHOr0 3aKOHa OT
13.07.2015 N 241-®3)

11) cozmanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpallleHUEM JIEKaPCTBEHHBIX CPE/ICTB;
12) arrecTarus u cepTH(UKAIUS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsops 2013 rona. - @enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBiieHrne (hapMaKoHa130pa;
(m. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yyactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) moxy4eHue o 3anpocam yIoJIHOMOUYSHHOTO (heiepaibHOro OpraHa UCIIOJIHUTEIBHOM BIACTH OT
UCTIOJTHUTENBHBIX OpraHoB cyOBekToB Poccuiickoit ®Dexepannu, a Takke OT CyOBEKTOB OOpalieHUs
JIEKapCTBEHHBIX CPEJICTB ISl MEAUIMHCKOTO NMPUMEHEHUsI HH(OpMaLUK 110 BOIIPOCaM YCTaHOBICHHS U
NPUMEHEHHS [IeH Ha JIEKapCTBEHHBIE MPEnapaThl 1 Ha10aBOK K HUM;

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

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKOHOJaTeNbCcTBa Poccuiickont deaepanuu;

18) yTBep:kIeHHEe MpaBWJI HAJJIeKAIICH anTeyHOW MPaKTUKU, MPAaBHII XpaHEHHUsS JEKapCTBEHHBIX
CPEJICTB;
(m. 18 B pen. denepansHoro 3akoHa oT 30.01.2024 N 1-D3)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPALIMOHHOTO JI0ChE HA JIEKaPCTBEHHBIN Mpenapar
JUIS BETEPUHAPHOTO MMPUMEHEHHS 1 TpeOOBaHUI K TOKYMEHTaM B €T0 COCTABE;
(n. 19 BBegen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pea. denepalbHOrO0 3aKOHA OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - Genepanbhblil 3akoH ot 30.01.2024 N 1-O3;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhsbiii 3akoH ot 27.12.2019 N 475-D3;

23) yTBepkIeHHe TpeOOBaHWU K WHCTPYKIIMU IO BETEPUHAPHOMY NMPUMEHEHHIO JIEKaPCTBEHHBIX
Mpenaparos;
(m. 23 BBegen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®D3; B pen. denepaqbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

24) npuHATHE pEIIeHUH, SBISIOUIMXCS OCHOBAHMSIMM JJISi BKJIFOUEHHUS JOMEHHBIX MMEH U (WJIH)
yKazaTenell CTpaHull caiiToB B MH(OPMAIMOHHO-TEIEKOMMYHUKAMOHHOW ceTH "VHTepHeT", a Takxke
CETEeBBIX aJPECOB B €IMHYIO aBTOMAaTHU3WPOBAHHYIO HHQOpMaIMoHHYyI0 cuctemy "Eaunbiii peectp
JOMEHHBIX HMEH, yKa3aTelell CTpaHul] CalTOB B HH(OPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON CETH
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"UHTepHeT" W CETEeBBIX aJPECOB, ITO3BOJSIOMIMX HACHTU(PHUIIUPOBATh CaWThl B HHGOPMAIIMOHHO-
TeJIeKOMMYHUKaMoHHoi cetn "HHTepHer", comepxaiue nH(GOPMAIHIO, PACIPOCTPAHEHUE KOTOPOU B
Poccuiickoit denepanuu 3ampenieHo", B OTHOIICHHH WHMOpPMAIUHU, COACpIKAIICH MpeIoKEHUE O
PO3HUYHOM TOPIroBJI€ JICKAPCTBEHHBIMHU IIpenaparamMu, B TOM 4YHUCJIE AUCTAHIIMOHHBIM CIIOCOOOM,
pPO3HUYHAs TOPIOBJIS KOTOPBHIMH OTrpaHMYeHAa WJIM 3alpelleHa B COOTBETCTBUM C HACTOSIIUM
denepalbHBIM 3aKOHOM, W (W) WH(OPMAIMH, COAEpIKAIICH MPEATOKEHHE O PO3HHYHON TOProBIIe
JIEKapCTBEHHBIMU MIperapaTamM, B TOM YHCJIE AMCTAaHLIMOHHBIM CIOCOOOM, JIMIIaMH, HE HMEIONIMMHU
JULEH3UM M pPa3pelieHus] Ha OCYUIECTBICHUE TAKOW JEATEIbHOCTH, €CIU IOJy4YeHUE JUIECH3UU U
paspeleHus IpeyCMOTPEHO 3aKOHOIaTEIbCTBOM 00 00paIleHUH JIEKAPCTBEHHBIX CPE/ICTB;

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

25) BblAaua pa3pelieHrui Ha BBOJ B TPaKIAHCKUN 000POT KIMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX
Mpenaparos;
(. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

26) peryJMpoBaHHE BOIPOCOB, CBSI3aHHBIX C B3aWMO3aMEHSEMOCTHIO JICKAPCTBEHHBIX IPENapaToB
TS METMITUHCKOTO TIPUMECHEHUSI.
(. 26 BBeneH DenepanbHbM 3akoHOM OT 19.10.2023 N 503-03)

Cratba 5.1. [lepemava ocywecTBNeHUss MNosIHOMoYun deaepanbHbIX OpPraHoB
MUCNONTHUTENILHOU BNMacTu NMpu obpalieHMU fieKapCTBEHHbIX CPeACTB UCMOSIHUTENbHbIM
opraHam cy6bekToB Poccumnckon Pepgepaumm

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

[TonrHOMOuMS (enepaabHBIX OPraHOB HMCIOJIHUTEILHOW BJIACTH MPH OOpAIlllEHUHU JIEKapCTBEHHBIX
CPEICTB, MPEAYCMOTpPEHHbIE HacTosAMM @DenepanbHbIM  3aKOHOM, MOIYT IepefaBaTbCs s
OCYIIECTBJICHUSI MCIIOJHUTEIBHBIM oOpraHam cyobekToB Poccuiickoii denepanuu MOCTaHOBICHUSMU
IIpaButensctBa Poccuiickoit denepanun B mopsiike, ycraHoBieHHOM dDenepainbHbIM 3aKOHOM OT 21
nexabpsa 2021 rona N 414-®3 "OO0 o0muMxX NpUHIMIAX OpraHU3alUU MMyOJUYHON BIIACTH B CyOBEKTaxX
Poccuiickoit ®eneparun’.

Cratba 6. [lonHOMOYMSA MCNOMHUTENbHLIX oOpraHoB cyb6bekTta Poccunckon
®depepauum npu odpaLleHUn neKkapcTBeHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

K monHOMOYHMSIM MCHOTHUTENBHBIX OpPraHoB cyObekTa Poccuiickoit denepanuu npu obpaiieHun
JICKApPCTBCHHBIX CPCACTB OTHOCATCA:
(B pen. @enepanpHoro 3akona ot 08.08.2024 N 232-03)

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOrpaMM O00eCIIeUeHUs HacelleHUs JIEKApCTBEHHBIMU
npernaparamu;

2) ycTaHOBJIEHHE NPEJEIbHBIX Pa3MEPOB ONTOBBIX HA/JI0aBOK M MPEAETbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTENISIMU JIEKapCTBEHHBIX
[pernapaToB, Ha JIGKAPCTBEHHbIE Ipernaparbl, BKIIOUYEHHbIE B IEpPEUEHb >KU3HEHHO HEOOXOIMMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENapaToB;
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3) ocCymIecTBICHHE pPETHOHAJIBHOTO TOCYJapCTBEHHOIO KOHTPOJIL 33 INPHUMEHEHHEM IeH Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B IICPCUCHL KHU3HCHHO H606XOIII/IMBIX M BaXHEHUIITNX
JIEKapCTBEHHBIX MPENaparoB, OpPraHU3alMsSIMH ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH,
AllTCUHBIMU OpPraHu3salusaMi, HWHAUBUAYAJIbHBIMU MPCANPUHUMATCIAMU, HMCIOIIUMHU JIMIOCH3WIO Ha
(bapManeBTHYECKYIO JESTENbHOCTh, MEIUIMHCKMMHU OpPraHU3alMsAMH, HMMEIOMMMH JIMICH3HI0 Ha
(bapMaI_[eBTI/I‘-IeCKyIO JACATCIIBHOCTh, U HX 000CO0JIEHHBIMU nmoapasaCiICHUAMMA, PACIIOJIOKCHHBIMAU B
CETbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT aTEYHbIE OPTaHU3AIIH;

(B pen. @enepanbHbix 3ak0oHOB 0T 25.06.2012 N 93-03, ot 27.12.2019 N 475-03, ot 08.08.2024 N 323-
@3)

4) mpuHATHE pemieHuss o0 HMCIONBb30BaHUU Ha TeppuTopuu cyObekTa Poccuiickoit deneparyu
Hapsy C pelienTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OPMIEHHBIMU Ha OYMa)KHOM HOCHUTEJIE, PELENTOB
Ha JIEKapCTBEHHBIE IIpenapaTsl, CPOPMUPOBAHHBIX B (POpPME AJIEKTPOHHBIX JOKYMEHTOB.

(. 4 BBenen DenepanbHbM 3akoHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOJAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka n usgaHue rocyaapcTtBeHHoM hbapmakoneu, pasmelleHue
AaHHbIX O HEeH

1. Tlox rocymapcTBeHHOW (apMakoreel MOHMMAETCs CBOJ OOmUX (hapMaKOIEWHBIX CTaTed H
(hapMaKOITeHHBIX CTATCH.

2. Pazpaborka o0mux ¢apmakoneWHbIX cTarel MU (apMakONEHHBIX CTaTel, B TOM 4HCIe
¢dapmakonelHbIXx cTarel Ha (apMakolelHble CcTaHAapTHble 00pa3lpl, W BKIIOYEHHE UX B
rOCYJapCTBEHHYIO (DapMaKONEK OCYILECTBISIOTCA B IOPSAJIKE, YCTAaHOBICHHOM YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENbHON BIIACTH.

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

3. Pazpabotka papmakoneitHol cTaThbil Ha pedepEeHTHBIN JIEKapCTBEHHBIN MpenapaT U BKIIOUYECHUE
€€ B rOCyJapCTBEHHYIO (hapMakoIlel0 B TE€UCHUE CpPOKa JCHCTBHUS 3allUThl UCKIIOYUTEILHOTO TpaBa,
yIOCTOBEPEHHOTO MAaTEHTOM Ha pedepeHTHBIN JIeKapCTBEHHBIN MpenapaT, OCyIIEeCTBISIOTCS C COTJIacHs
€ro pa3paboT4HKa.

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

4. TocynapctBeHHas (¢apmakomnes U3JaeTCsl YNOJIHOMOYEHHBIM  (elepaibHbIM  OpPraHOM
MCTIOJIHUTEJILHOM BJIACTH 3a CUET CPeACTB (pelepaibHOro OropkeTa U MOUICKHUT MEePen31aHusIM He pexke
4YeM OJUH pa3 B MATh JIET, B MEPUOJ MEXIY KOTOPBIMU H3/Al0TCS NMPUIOKEHHS K TrOCyJapCTBEHHOU
dapmakomnee, coxaepkamue obmue (apmakoneiiHple ctatbu M (WIM) (dapMakoleilHble CTaThy,
yYTBEPKICHHbBIE TIOCTIE U3AaHUS UM Tepen3JaHus rocyJapCTBEHHOM (papMakomnen.

5. YmonHoMoueHHBIH (enepanbHblii OpraH HWCHOJHUTENBHON BIACTH pa3MellaeT [aHHbIE O
TOCyJapCTBEHHOM (hapmMakoriee U MPUIOKEHUAX K HE Ha CBoeM ouInanpHOM caifte B ceTH "MHTepHET"
B YCTaHOBJIEHHOM UM MOPSIJIKE.

asa 4. IMLLEH3MPOBAHWUE NPOU3BOACTBA NNEKAPCTBEHHbLIX CPEAICTB
N ®APMALIEBTUYECKOU OEATEJIbHOCTU, TOCYOAPCTBEHHbBIA KOHTPOJIb
(HAO3O0P) B COPEPE OBPALLEHUA NIEKAPCTBEHHbIX CPEACTB
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(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JlMueH3MpoBaHMe nNPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB U
dapmaueBTMYECKON AeATEeNIbHOCTHU

1. JlnneH3upoBanue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB M (papManeBTUUECKO AEATeIbHOCTH
OCYILIECTBISIETCS. B COOTBETCTBUHM € 3aKOHOAATENbCTBOM Poccuiickoit Penepanuu.

2. O0s3aTeIBHBIM YCIOBHEM MIPEIOCTABICHUS JIMIICH3UN HAa IPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABJISICTCA TPUIOKEHUE K 3asABJICHMUIO COUCKATENs JIMLEH3MM IepeuHs JIEKapCTBEHHbIX (opM U (WiIH)
BUJIOB (DapMaleBTHUECKUX CyOCTaHIMN, KOTOpPHIE MPOU3BOAUTEINH JIEKAPCTBEHHBIX CPEACTB HaMeEpeH
IIPOU3BOJUTD.

3. B ciryuae HEOOXOIMMOCTH paclIMpeHHs MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 33 CUET HOBBIX
JIEKapCTBEHHBIX (OPM W BHUIOB (PapMaleBTUUECKUX CYOCTaHLUI TNPOU3BOJUTENb JIEKAPCTBEHHBIX
CPeACTB JOJDKEH I0/aTh B JIMICH3UPYIOIINI OpraH 3asBICHHE O BHECCHHHM HW3MEHEHHH B peecTp
JMLIEH3UIA Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. @enepanbhbix 3akoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JluueH3us Ha MPOU3BOICTBO JEKAPCTBEHHBIX CPeACTB ((hapMalleBTHUECKON CyOCTaHIIMH CUpTa
STWJIOBOTO (3TaHOJa) BHLAAETCS IPU YCIOBUM HAJIWYMS Yy OpraHM3alMM Ha IpaBe COOCTBEHHOCTH,
XO35IICTBEHHOT'O BEJICHUS WJIA ONEPATUBHOIO YIIPABICHUS OCHOBHOTO TEXHOJIOTMYECKOTO 000PYI0BAHUS
JUIs TPOU3BOJCTBA ATHJIOBOIO CHUPTA, 3apErUCTPUPOBAHHOIO B COOTBETCTBHUM €O cTaTheil 14.1
OenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocynapcTBEHHOM pPETyJIHPOBAHHUH
MPOU3BOJICTBA U 00OPOTa ATHIIOBOTO CIHPTA, AJKOTOIBHOW M CHHPTOCOJEpXAmIeH MPOAYKIUH U 00
OTpaHUYEHUU MOTPeOIeHUS (PACTIUTHUS) ATKOTOIBHOM MPOIYKITHH'".

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 27.12.2019 N 481-03)

Cratba 8.1. OCOOEHHOCTM NnULUEH3NPOBaHUA NPOU3BOACTBA JIeKaAPCTBEHHbIX
cpeactB (hapmaueBTUYECKOM cybGCcTaHLMM cnupTa 3TUNOBOrO (3TaHona)

(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue NMIIEH3MM Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CpeACTB ((hapmarieBTHUECKON
cyOCTaHIIMM CHUpTa STUJIOBOrO (PTaHOJA) MPUOCTAHABIMBAETCS B YACTH IpaBa Ha IMPOU3BOJICTBO
(dapmalleBTHUECKO CyOCTaHIIMHM CHHpPTA ATHIOBOTO (STAaHOJA) JIMIEH3UPYIOIMIUM OPraHOM B CIIydYasx,
onpeneneHHbIX cratbeit 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuneH3upoBaHUU
OTIENbHBIX BHJOB JAEATETHHOCTU", a TakKe Ha CPOK IPUOCTAHOBJICHHS JEWUCTBUS JHIICH3WH Ha
MIPOM3BOJICTBO ATHUJIOBOTO CITUPTA JIJIsi MPOU3BOJICTBA (PapMaIleBTHIECKON CyOCTaHIIMHU CITUPTA dTHIOBOTO
(aTaHoNa), BBIIAaHHOM B cOOTBETCTBUH ¢ DenepanbHbIM 3akOHOM OT 22 Hos0ps 1995 roga N 171-®3 "O
rOCy/IapCTBEHHOM pPETyJIMpPOBAaHUM TMPOM3BOACTBA M 00OpPOTa STUIOBOTO CHHUPTA, AJIKOTOJIBHOM H
CIUPTOCOJEpIKAIICH MTPOIYKIIUH U 00 OTpaHUYEeHUHN TOTPEOIeHHs (PACIUTHS) AIKOTOIBHOM MPOTYKITHH'".

2. JleiicTBUe JMIIEH3MM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apmareBTHUECKON
CyOCTaHIIMM CIUpTa STWIOBOrO (3TaHONA) B 4YacTH IpaBa Ha MPOU3BOJACTBO (hapMaleBTHUECKOM
cyOCTaHIIMM CHUPTa JTWIOBOTO (dTaHOJIA) TMPEKpaIaeTCcss JUIEH3UPYIONUM OpPraHOM B CIydasXx,
onpeneneHHbIX cratbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuneH3upoBaHUU
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OTJENbHBIX BHJIOB JEATEIbHOCTU", a TaKke C JaThl NpPEKpalleHHs WU aHHYJIUPOBAaHUS JIEWUCTBUS
JUIEH3UU Ha TPOW3BOJCTBO 3TUJIOBOTO CIUPTA IS MPOW3BOJACTBA (hapMAaIEBTHUECKON CyOCTaHIINH
CIUpTa 3TUIIOBOTO (3TaHOA), BEIAAHHOW B COOTBETCTBHH ¢ DenepaibHbIM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapCTBEHHOM pETyJIMPOBAHUM MPOU3BOJACTBA MU 000pPOTA ATHIOBOIO CIUPTA,
QJIKOTOJIFHOM U CIUPTOCOJEpKallel MpOAyKIUH U 00 OrpaHMYeHUM MOTpedsieHus (paciuTHs)
QJIKOTOJILHOM MPOAYKITUH".

Cratba 8.2. OcoGeHHOCTM NULEH3MpOBaHMA hapMmaueBTUYECKON AeATeNbHOCTU B
YacTu OCyLLeCTBIIEHUA ONTOBOW TOProBnn NieKapCTBEHHbIMU cpeacTBaMm

(BBenena denepanbHbiM 3aKk0HOM OT 04.08.2023 N 428-D3)

1. JleiicTBue nHIEH3UU HA (DapMaIeBTHUECKYIO JEATEILHOCTh B YACTH OCYILECTBICHHSI ONTOBOMN
TOPTrOBIM  JIGKAPCTBEHHBIMU  CPEICTBAMH  JUISI ~ MEIUIMHCKOTO  TMPUMEHEHHS  MpeKpaliaercs
JIMLEH3UPYIOIIUM OPraHOM B CiIyyasix, onpenenaeHHbIX ctatbell 20 PenepanbHoro 3akona ot 4 masg 2011
rora N 99-®3 "O nuIeH3UpOBAaHUU OTHENIbHBIX BHJIOB JAEATEIBHOCTU", a TaKkKe IO PEIICHUIO
JUIEH3UPYIOLIEro OpraHa, IpUHITOMY B COOTBETCTBHH C HACTOSIEH 4acThio. B ciyyae BHISBICHHS MpH
OCYIIECTBICHUN (eAepaTbHOIO TOCYAapCTBEHHOrO KOHTpoJlss (Ham3opa) B cdepe oOparicHus
JIEKapCTBEHHBIX CPEJICTB HApYILIECHUS OpraHU3alueld ONTOBO TOProBIM JIEKAPCTBEHHBIMH CpPEACTBAMHU
TpeboBanuii yacteir 1 - 3 cratem 53 Hactosimero dexepasbHOrO0 3aKOHA ACWCTBUE JIMIICH3UW Ha
(bapMaleBTUUECKYI0 AESITENbHOCTh B YACTH OCYIIECTBICHHUS ONTOBOW TOPTOBIHM JIEKAPCTBEHHBIMU
CpeICTBaMH JIJIsi MEIUIIMHCKOTO MPUMEHEHHS MPUOCTAHABIMBAETCA B T€UEHHUE ACCATH pabouux AHEH CO
JHS BBISIBJICHMSI YKa3aHHOTO HapyuieHus. [leiictBue nuueH3uu Ha (apMaleBTUUECKYIO NESTEIbHOCTh B
YacTH OCYIIECTBJICHHUS OINTOBOM TOPrOBIM JIGKAPCTBEHHBIMH CPEICTBAMH I  MEAMIIMHCKOTO
MPUMEHEHUS PUOCTAHABIMBAETCS Ha CPOK, KOTOPBIA OMpenesieTcs JTUIEH3UPYIOIMUM OpraHoM (HO He
MEHEEe YeM Ha OJIMH MECSI), MO0 HCTCYCHHH KOTOPOTro JIEWCTBHE JAaHHOW JIMIICH3WW TIOJUICKUT
MIPEKPAIEHUIO HA OCHOBAHUU PEIICHUS TUIICH3UPYIOLIET0 OpraHa, 3a UCKIIUYEHUEM Ciydasi, yKa3aHHOTO
B YaCTH 2 HACTOSIIEH CTaThH.

2. JleiicTBue NHUIICH3UU Ha (papMaIleBTHYECKYIO NESTEIBHOCTh B YACTH OCYIIECTBICHHS] ONMTOBOMN
TOpFOBJ'H/I J'IeKapCTBeHHI)IMI/I CpeI[CTBaMI/I 1 MCIOUIITUHCKOI'O HpI/IMeHeHI/ISI, I[CflCTBI/IG KOTOpOfI
MIPUOCTAHOBIIEHO B COOTBETCTBUU C YAacThbIO | HACTOSIIEW CTaThH, MOJJIECKUT BO30OHOBICHHUIO B CIIyYae,
€ClIn B nepnoz[ HpI/IOCTaHOBJ'IeHI/ISI I[CI\/'ICTBI/ISI I[ﬂHHOﬁ JINTIICH3UHN B paMKax I[OCYI[€6HOFO 06>1<an013aH1/151
pelieHrne KOHTPOJIbHOrO (HaA30pHOT0) OpraHa B YaCTH BBISIBIEHHOTO HapyIlIeHUs TpeboBaHUM yacTel 1 -
3 cratbu 53 HacTosmero deaepanbHOTO 3aKOHA OTMEHEHO. B ykazaHHOM ciiydae IelCcTBUE JTUIEH3UH Ha
(dapmalleBTUUECKYIO0 AESITENbHOCTh B YACTH OCYIIECTBICHHUS ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU
CpelCTBaMH JIJIsl METUIIMHCKOTO MPUMEHEHHSI BO30OHOBJISIETCSI HE TTO3/THEE OJHOTO paboyero JHs CO JTHS
OTMEHBI PEIeHUs KOHTPOIHHOTO (HaJA30pHOT0) OpraHa.

Cratba 9. [locymapcTBeHHbIW KOHTponb (Hag3op) B cdepe obGpaweHus
neKapcTBEHHbIX CpeaAcTB

(B pea. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)
1. TocymapcTBeHHBINi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JIEKapCTBEHHBIX CPENCTB

OCYILIECTBIISIETCS TOCPEACTBOM (pefiepalbHOrO TOCYAapCTBEHHOTO KOHTpoJs (Hamzopa) B cdepe
oOpallleHusi JEeKapCTBEHHBIX CPeICTB U (heepalbHOr0 TOCYJapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
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JESTeIbHOCTH 110 NPOU3BOACTBY JIEKAPCTBEHHBIX CPENICTB, OCYLIECTBISEMbIX (heliepalbHbIMU OpraHaMu
HCIIOJIHUTEJIBHOM BIIACTH, YIIOJTHOMOYEHHbIMU [IpaButensctBoM Poccuiickon @enepannu.

2. Ilpemmerom (denepanbHOTO TOCYAAPCTBEHHOTO KOHTPOJsA (Haa3opa) B cdepe oOpammeHus
JIEKaPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmonenne o0s3aTeNIbHBIX TpeOoBaHUi B cepe oOpalieHus JEKapCTBEHHBIX CPEJICTB, B TOM
qucie:

a) TpeOOBaHUN K JOKIMHHUYECKUM HCCIICOBAHUSIM JIEKAPCTBEHHBIX CPEJICTB, KIMHHUYECKUM
WCCIICIOBAHUSAM JICKAPCTBEHHBIX MPENapaTroB, W3TOTOBICHUIO, XPaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyto @enepanuio, OTIYCKy, pealu3ally, Iepeaaye, Mpoaaxe JEKapCTBEHHBIX CPEJCTB,
MIPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUYTOXEHHUIO JIEKAPCTBEHHBIX CPENICTB, YCTAaHOBJICHHUIO
MIPOU3BOJIUTENAMU JIEKAPCTBEHHBIX TMPENapaToB IEH Ha JIEKApCTBEHHBIE Mpernaparbl, BKIOYCHHBIC B
MepeueHb )KU3HEHHO HEOOXOAMMBIX M BOKHEHIIINX JICKAPCTBECHHBIX MPENapaToB;

0) TpeOOoBaHUII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOASIIUXCS B OOpalleHUH,
MOKa3aTessiM KauecTBa, 3 (HEKTUBHOCTH M 0€30IIaCHOCTH, YCTAHOBIICHHBIM B COOTBETCTBUH C HACTOSIIIHM
denepalbHBIM 3aKOHOM;

B) TpeOOBaHMI K COOJIOACHUIO CyOBEKTaMU OOpAIICHHUs JIEKAPCTBEHHBIX CPEJICTB, YKAa3aHHBIX B
yactu 1 crateu 67.1 Hactosimero ®denepanbHOrO 3aKOHA, OTPaHUYCHUH, HAIAaraeMbIX CTaTbsiMu 67.1 u
67.2 nacrosmero denepajbHOrO 3aKOHA;

2) cobnrofeHre JUIEH3UOHHBIX TPeOOBaHMH K OCYIIECTBICHUIO (papMaIieBTUYECKON eI TeIbHOCTH;

3) cobmtonenre TpeOOBaHMM K MPEAOCTABICHUIO CYOhEKTaMU OOpaIlieHus JISKAPCTBEHHBIX CPEJICTB
nH(pOpMaLUd O JIEKAPCTBEHHBIX CpPEACTBaX W (WIIM) JIGKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
crathsimu 9.1, 52.1, 52.2 u 64 Hacrosiero OeaepanbHOrO 3aK0HA;

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

[Ipumeuanue.
C 01.03.2026 1. 4 u. 2 ct. 9 yrpauusaet cuiy (P3 ot 20.10.2022 N 405-D3).

4) coOmroieHre MpeayCMOTPEHHBIX cTaTher 55.1 Hactosmero denepanbHOro 3aK0Ha TPeOOBAHUMN K
MIPOBEJICHUIO SKCIIEPUMEHTA IO OCYIIECTBICHUIO PO3SHUYHON TOPTOBIH JEKApCTBEHHBIMH IpenapaTaMmu
JUIS  MEIUIIMHCKOTO TMPUMEHCHHs, OTIYyCKAaeMBIMH II0 PEIENTy Ha JICKapCTBEHHBINM TMperapar,
JUCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBennen denepanbabiM 3aKk0HOM OT 20.10.2022 N 405-D3)

2.1. B memsax obecneueHUs TroOCyIapCTBEHHOrO KOHTpois (Ham3opa) B cdepe oOparieHus
JIEKApCTBEHHBIX  CPEICTB  (elepalbHBIi OpraH WCIOJHUTEIBHON  BJIACTH, OCYIIECTBIISFOIINI
TOCYJapCTBEHHYIO PETUCTPAIMIO JEKApCTBEHHBIX IPEnapaTroB, MPEIOCTaBlseT (eaepalbHOMY OpraHy
WCTIOJTHUTENBHON BJACTH, OCYHIECTBIIAIONIEMY (YHKIMHM 110 KOHTPOJIO M Haa30py B cdepe
3JIpaBOOXPAaHEHMs, 110 €r0 3alpocy B paMKax MEXBEJOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aUMOACHUCTBUS
B TIOpS/IKe, YCTAHOBJICHHOM YKa3aHHBIMH (elepadbHbIMH OpraHaMH WCIOJTHHUTEIBHOW BIACTH,
CIIEAYIOIIME CBEIEHUS O JIGKAPCTBEHHBIX CPEJCTBaX, B TOM YHCIE B CIydae, €CIM TaKue CBEICHHS
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COCTaBJISIFOT KOMMEPYECKYIO TaAlHY:
1) cBenenwmst o hapManeBTUUECKON CyOCTaHIINM:
a) HauMeHOBaHue (hapMaleBTHYECKOM CyOCTaHIIMH, €€ CTPYKTYpa, OOIIHe CBOMCTBA;
0) HAaMMEHOBaHUE U a/Ipec IPOU3BOAUTEIIS;
B) CBOIMCTBA U CTPYKTYypa JACHCTBYIONIUX BEIIECCTB;
T') XapaKTepUCTHKA TPUMECEH;
n) crienupukanys Ha papMaleBTUUECKYIO CyOCTaHIINIO U €€ 000CHOBAHUE;

€) aHAIMTUYCCKUE METOJUKH, WCIIOJIB3YeMble TIPH OCYIICCTBICHHH KOHTPOJIA KadecTBa
(dapmaleBTUUECKOI CyOCTaHIINY;

) pe3yJIbTaThl aHATU30B CEpUil papMalleBTUUECKON CyOCcTaHIIUY;

3) mepevyeHb CTaHAAPTHBIX 00pa3ILIOB WM BEIIECTB, UCIOIb3YyEMbIX MPH OCYLIECTBICHUN KOHTPOIIS
KadecTBa (papMaIeBTUICCKON CyOCTaHINY;

1) ONHCAHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MATEPHATIOB M YKYITOPOUHBIX CPE/CTB;
K) JIaHHBIC O CTA0MIILHOCTH (papMaIleBTUIECKON CyOCTaHIINMT;

J) CPOK TOJTHOCTH;

2) CBeJIEHHS O JIEKAPCTBEHHOM TIpenapaTe /Uit MEIUIIUHCKOTO TIPUMEHEHUS:

a) OMHMCaHUE U COCTAB JICKAPCTBEHHOT'O Tpernapara ik MEIUIIUMHCKOTO TIPUMEHEHUS;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIaKOBKH);

B) HalIMEHOBAHME U aJpeC MECTa OCYLIECTBICHUs MPOU3BOJCTBA JICKAPCTBEHHOIO Ipenapara Jis
MEIMIMHCKOTO MPUMEHEHHs (B Cllydae HaJW4YUsl HECKOJBKHX YYAaCTHHKOB IIpoliecca IMPOU3BOJACTBA
He0o0X0IMMO yKa3aTh HAMMEHOBAHHE U aIpeC KaXJ10T0 U3 HUX);

') MUKPOOHMOJIOTUYECKHE XapaKTEPUCTUKH;
1) OITUCaHKE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;
€) TpeOOBaHUS K KaueCTBY BCIOMOTaTebHBIX BEIIECTB;

)K) AHAIIUTUYCCKUE MCETOJAUKH, HUCIOJB3YEMBIC IIPU OCYIICCTBICHHU KOHTPOJA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

3) CBCIACHU 00 HCIIOJB30BAaHMM BCIOMOTaTEIbHEIX B€IICCTB YCIIOBCUYCCKOIO M JKHBOTHOI'O
MMPOUCXOKIACHUS,;

CrpaHuua 22 u3 162



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

(c u3m. n pgon., BCTyM....

I/I) CBCIACHUA 00 HCIT0JIb30BAaHUM HOBBIX BCITOMOTaTeIbHBIX BC€IICCTB,

K) TpeOOBaHHsA K KadeCTBY JICKAPCTBEHHOIO TMpernapara s METUIIUHCKOTO MPUMECHCHHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE);,

JI) AHAIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMbBIC IIPU OCYHICCTBJICHHUHU KOHTPOJA KadC€CTBa
JICKApCTBCHHOT'O IIpfriapara JJIs1 MCIUITUHCKOI'O IPUMEHCHU S,

M) pe3yJbTaThl AaHAJIU30B CEPUI JIEKAPCTBEHHOIO Ipenapara sl MEAULUHCKOIO IPUMEHEHNUS;
H) XapaKTepuCTHKa IIpUMeceii;

0) NepCUYCHb CTAHAAPTHBIX O6p3,3HOB, HCIIOJIB3YCMbBIX HpPHU OCYHICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOI'O IIplIiaparta 1 MCIAUIIMHCKOI'O IIPUMCHCHU A,

1) IaHHBIC O CTA0MIIBHOCTH JICKAPCTBECHHOT'O TIPerapara Jyisi MeIUITUHCKOTO IPUMEHEHHUS;
3) OTYeTHI O JOKIMHUYECKUX UCCIIEIOBAHUSX;

4) OTYETHI O KIMHUYECKUX UCCIICIOBAHUSX;

5) macrep-daiin cuctemsl papMakoHaA30pa;

6) TJ1aH yNpaBlIeHUs PUCKAMH.
(uactsb 2.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

3. llpu ocymecTBaeHUN (enepaTbHOr0 IoCyAapCTBEHHOro KOHTposs (Hazm3opa) B cdepe
oOpalleHus1 JIEKapCTBEHHBIX CPEACTB MPOBOAATCSA CIENYIOIIME BHIbl KOHTPOJIBHBIX (HAI30PHBIX)
MEPONPUATHH:

1) nokyMeHTapHas IPOBEPKa;

2) BBI€3/IHAS TIPOBEPKA;

3) BBIOOPOYHBII KOHTPOIb Ka4eCTBa;
4) KOHTpOJIbHAS 3aKyIIKa;

5) MHCIIEKITMOHHBIA BU3UT;

6) HaOmrofeHHe 3a CcoOJIIoJIeHHeM O00s3aTeNbHbIX TpeOoBaHUM (MOHUTOPUHI OE30MaCHOCTH)
(papmaxonaazop).

4. Opranu3zanus 1 ocyliecTBieHue GpeaepatbHOro rocyJapCTBEHHOT0 KOHTpouIs (Han3opa) B cdepe
oOpallleHus JIEeKapCTBEHHBIX CPeACTB perynupytorcs deaepanbHbiM 3akoHOM 0T 31 mronst 2020 roga N
248-®3 "O rocymapCTBEHHOM KOHTpoJie (HAI30pe) W MYHHIUIAIBHOM KOHTposie B Poccuiickoi
®Denepauun”.

5. BHemiaHOBbIM BBIOOPOYHBIN KOHTPOJb KadyecTBa MPOBOJUTCS B TOM 4YHCIIE Ha OCHOBAaHUU
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IIPOrPaMMBI IPOBEPOK.
6. I1maHOBBI BEIOOPOYHBIH KOHTPOJIb KAUYECTBA HE MMPOBOIUTCS.

7. Ilo pe3synbTaram (penepalbHOTO TOCYJIApPCTBEHHOI'O KOHTpPOJS (Ham3opa) B chepe oOpaiieHus
JIEKapCTBCHHBIX CPEJICTB HApSy C PEIICHUSMHU, TPeayCMOTpeHHbIME DenepanbHbIM 3aKOHOM OT 31
urosig 2020 roga N 248-D3 "O rocymapcTBEHHOM KOHTpOJE (HAA30pe) U MYHHMIIMIAIBHOM KOHTpPOJE B
Poccwuiickoit @enepannn”, dheneparbHIMA OpraHaMU HCIIOJHUTEIBHON BIIACTH, YIIOJHOMOUYEHHBIMU HA
OCyIIECTBICHUE (pemepaTbHOrO TrOCYJIapCTBEHHOIO KOHTpOJs (Ham3opa) B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB, IPUHUMAIOTCS CIIETYIOLINE PEIICHMUS:

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

1) o panmpHeHIIeM TpakJaHCKOM OOOpOTE CEpUH, MApTUU COOTBETCTBYIOIIEIO JIEKAPCTBEHHOI'O
CpeICTBa B Clly4ae MOATBEPKICHUS MO pe3yibTaTaM MPOBEICHHBIX HCIBITAHUI COOTBETCTBHS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSM;

2) 00 HU3BATHH U3 I'paXXaAaHCKOI'O 06op0Ta CCpuH, IMapTuu COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O
CpeacTtBa B CJIydac BBIABJICHUSA IO PE3yJibTaTaM MNPOBCIACHHBIX HCIIBITAHUN HECOOTBETCTBHS KadecTBa
JICKApCTBCHHOT'O CpeACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I${M;

3) o mepeBoje JEKAPCTBEHHOTO CPEJICTBA HA TOCEPUHHBIN BBIOOPOUYHBINM KOHTPOJh KadecTBa
JIEKapCTBEHHBIX CPEJICTB B Cllyyae MOBTOPHOI'O BBISIBIEHMS HECOOTBETCTBHs KadeCcTBa JIEKapCTBEHHOI'O
CpeACTBa YCTaHOBJIIGHHBIM TpeOOBaHMAM M (MPH HEOOXOAMMOCTH) O TPOBEpPKE CyOBeKTa OOpameHHs
JIEKapCTBEHHBIX CpelCTB. Pacxo/ibl, CBSA3aHHbIE C MPOBEIECHUEM IOCEPUITHOIO BHIOOPOUHOTO KOHTPOJI,
OIJIAYMBAIOTCSl TPOU3BOAMUTEIEM JIEKAPCTBEHHOTO CpEACTBA JIMOO Jep)aTejleM WIM BIIAJeNIbLEM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO MpEenapara;

4) O CHATUM JIEKapCTBEHHOI'O CpPEJICTBA C IOCEPUHHOr0 BBIOOPOYHOTO KOHTPOJSI KadecTBa
JIEKapCTBEHHBIX CPEJACTB HA OCHOBAHMM IIOJIOKUTEJIBHBIX OJKCIEPTHBIX 3aKIIOYEHHUH, BBIJAHHBIX
(benepanbHBIM TOCYAAPCTBEHHBIM OIOJKETHBIM YUpEXKJIEHUEM, I0JIBEIOMCTBEHHBIM (eaepaabHOMY
OpraHy MCIOJHUTEIbHON BIIACTH, OCYHIECTBIAIOMIEMY (YHKLIMH MO KOHTPOJIO M Haa3opy B chepe
3/paBOOXpaHEeHus], WK (heaepaJbHOMY OpraHy MCHOJHUTEIBHON BIACTH, OCYIIECTBISIONIEMY (YHKIIMH
110 KOHTPOJIIO U HaJ[30py B chepe oOpalieHust IEeKapCTBEHHBIX CPEJICTB /ISl BETEPUHAPHOIO IPUMEHEHUS,
Ha OCHOBAHMHU NMPOTOKOJIA MCIIBITAHUM JIEKAPCTBEHHOT'O CPEJCTBA, MPOBEACHHBIX 10 BCEM IOKa3aTeNsIM
YTBEP)KJICHHOI HOPMAaTHBHOM JOKyMEHTalMM (HOPMATHBHOTO JOKYMEHTa) B OTHOIIEHUH TPEX Cepuil
JIEKapCTBEHHOI'O CPEJICTBA.

(n. 4 BBenneH PenepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

8. denepanpHbIl TOCYJAAPCTBEHHBIN JMIIEH3MOHHBIA KOHTPOJb ACSATENBHOCTH IO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEACTB OCYILIECTBIISIETCS B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

Cratbs 9.1. Mporpamma npoBepok

(BBeneHa @enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3aiyy BHIOOPOYHOIO KOHTPOJISL KaueCTBa JIEKAPCTBEHHBIX CPEACTB (OpMHUpPYETCS
IIporpamMma IIpoBepoK.
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2. lnsg uened peanu3alvi MPOTpaMMBbl IPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEIACTB M
OpraHM3alvi, OCYLIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro dexneparnuro,
MPEAOCTABIAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB [UIsl MEIWLMHCKOTO IPUMEHEHHS B
YIOJHOMOYCHHBIN (DeepanbHblii OpraH HCIOJHUTEIBHONW BIIACTH, OCYIICCTBISIONINN (YHKIUU IO
KOHTPOJIIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOLIEHUM JIEKApPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHHUS B YIOJHOMOYCHHBIN (eIepalbHBI OpraH HCIOJTHUTEIHHONW BIACTH,
OCYIIECTBISIONNI (DYHKINHU 110 KOHTPOJIIO U HAaJA30py B cepe oOpaleHusl JIeKapCTBEHHBIX CPEACTB AJIs
BETEPUHAPHOTO MPUMEHEHHMS], CBEJICHUSI O CEpHUAX, MAPTUSX JICKAPCTBEHHBIX CPEJICTB, MOCTYIAIOIINX B
rpaxaaHckuii o6opor B Poccuiickoit denepanuu, B MOpsIKE, COCTaBE M 00bEME, YCTAHOBJICHHBIX
yKa3aHHBIMU (heJiepaabHbIMA OpraHaMH UCTIOJHUTEIILHOM BJIACTH B OTHOIIICHUH JICKAPCTBEHHBIX CPEACTB
JUISL MEIUUMHCKOTO IPUMEHEHHs U B OTHOLUEHUHU JIEKAPCTBEHHBIX CPEACTB [UIsi BETEPUHAPHOIO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opmupyeTcss Ha KaleHAapHbId roj B cpok a0 30 nmekabps roaa,
[IPEIUIECTBYIOIEr0 IOy MIPOBEAEHUS BEBIOOPOUHOTO KOHTPOJIA.

n_n

4. B cinydae HACTyIUICHHMsI COOBITHH, yKa3aHHbIX B moAmyHkTax "0" m "B" myHkTa 2 4Yactu 6
HACTOSIIEH CTaTbu, (efepaibHBIM OPraHOM HCTOJTHHUTENBHOW BIIACTH, OCYHIECTBISIFOIINM (DYHKIHH T10
KOHTPOJIIO M HAJI30py B cdepe 31paBooxXpaHeHHs, (eaepalbHbIM OpPraHOM MCIOJHHUTEIbHOM BiacT,
OCYIIECTBIISIOMNM (DYHKIIUH 110 KOHTPOJIIO M HAA30py B chepe 0OpaleHus JIeKapCTBEHHBIX CPEACTB JUIs
BETEPUHAPHOTO IPUMEHEHMs, IpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME M3MEHEHHUS B
[IPOrpaMMy MPOBEPOK.

5. B nporpammy npoBEpOK MOT'YT BKJIFOYAaTbCS MEPOIIPUATHS C YYETOM HApYILICHUM, BBISABICHHBIX B
pamMKax KOHTPOJIBHBIX (HaJ30PHBIX) MEPONPUITUIN 32 MIPEAbIAYIINNA KaJleHAapHbINA TO/1.

6. IIporpamma poBEpOK COAEPIKUT:

1) nepedeHpb JEeKapCTBEHHBIX CPEACTB, 0TOOpP 00Pa3OB KOTOPBIX Oy/IET OCYLIECTBISTHCS B paMKax
BBIOOPOYHOI'O KOHTPOJISI, (POPMHUPYEMBIH C yUETOM Pe3yJIbTaTOB TOCYAAPCTBEHHOT0 KOHTPOJIS (HaA30pa)
B c(hepe o0OpaleHus JIEKapCTBEHHBIX CPECTB 3a KaJIEHAAPHBINA o1, IPEIIIeCTBYIOIINHI roly IpOoBEACHUS
BBIOOPOYHOI'O KOHTPOJIS;

2) ykazaHWe Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SIBJISIETCSI OCHOBAaHUEM [IJISi OCYIIECTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJy4YeHHE CBEJICHUH, NPECTABIIEMbIX B COCTaBE U 00BbEME, YCTAaHOBJIEHHBIX (hefepaibHbIM
OpPraHOM HCHOJHMUTENBHOM BIACTH, OCYLIECTBISIONIMM (YHKIMM MO KOHTPOJIO M HaJI30py B chepe
3/IpaBOOXpaHeHus, GefepalbHbIM OPraHOM HCIOJHUTENBHON BJIAcTH, OCYHIECTBISAIOMUM (DYHKLIUHU IO
KOHTPOJIIO U HaJa30py B chepe oOpaleHus JIeKapcTBEHHBIX CPEJCTB JJISi BETEPUHAPHOTO MPUMEHEHHUS, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEJACTB, MOCTYMAMIMX B TpakAaHCKHK o0opor B Poccuiickoi
@denepanyy, YyKa3aHHbIX B IIYHKTe 1 HacTosiled dYacTW, OpraHMU3alUsAMH, OCYIIECTBIISAIOIINMU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoir denepanum u BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanmio, 3a UCKIOYEHUEM CEpUI UIIU MTAPTUH JIEKAPCTBEHHBIX IIPENApaToOB, YKa3aHHBIX
B yactu 4 cratbu 52.1 n yactu 6 crateu 52.2 HacTosiuiero denepanbHOrO 3aK0HA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) mosydeHne MOoCTymnaromeld B MOpsIKe, YCTAaHOBIEHHOM cTaThel 64 Hactosmero denepaibHOTO
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3aKoHa, HH(OPMALIMK O MOOOYHBIX JEHCTBUSIX, HEXKEIATEIbHBIX PEaKIMIX, CEPbEe3HBIX HEKeTaTeNIbHbIX
peaKIMsIX, HEMPEIBUACHHBIX HEXEIaTeIbHBIX PEaKIUAX MMPH MPUMEHEHHH JEKapCTBEHHBIX IpenapaTos,
00 MHIWMBHUIYabHOM HENEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
Takke 00 WHBIX (haKTax U 0OCTOSTEIBCTBAX, MPEACTABISIONIUX YIPO3y JKU3HU WM 3JI0POBBIO YeIOBEKa
700 JKUBOTHOTO IPH NPUMEHEHUHU JIeKApCTBEHHBIX IpPENapaToB W BBIIBICHHBIX Ha BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit deaepanyu u Ipyrux rocy1apcraax;

B) moyiydeHue B cooTBeTcTBUH ¢ DenepanpHbiM 3akoHOM OT 31 mroms 2020 roga N 248-d3 "O
rocyJapCTBEHHOM KOHTpoJsie (Haa30pe) M MyHHUIMNAIbLHOM KoHTposie B Poccuiickoit ®enepaunn"
CBEJICHUI O MPUYMHEHUHU BpeAa WM 00 yrpo3e NMPUUYMHEHHUS Bpeda >KM3HHU, 3[0POBBIO IpaXKIAaH MU
KUBOTHBIX.

Cratba 9.2. TlocypapCTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
UCNONMHUTENbHLIMU oOpraHamm cyobektoB Poccunckon Pegepauum MNOSIHOMOYUNA B
ccepe obpaLleHUsa nekapcTBeHHbIX CpeacTB AN MeAULIMHCKOro NpMMeHeHuns
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenena @enepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBINH KOHTPOJIb (HAI30D) 3a peaau3anueil HCIOTHUTENIbHBIMU OpraHaMu CyOBEKTOB
Poccuiickoit @enepannn moJIHOMOYHM B cepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB Il MEAUIIMHCKOTO
MIPUMEHEHUS OCYIIECTBIseTCsl yrnoiaHoMoueHHbIM [IpaBurensctBom Poccuiickoit denepanuu opraHom
WCTOJIHUTEIIbHOM BJIACTH.

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

2. IlpenmeToM rocyJapCTBEHHOTO KOHTpOJs (Hag3opa) 3a peanu3aldedl HCIOIHUTEIbHBIMU
opraHamu cyowsekToB Poccuiickoit @enepanun mnoirHoMouMid B cdepe oOpallieHus: JIeKapCTBEHHBIX
CPEICTB AJI1 METUIIMHCKOTO MPUMEHEHUS SIBIISETCS COOII0/IEHNE YIIOTHOMOUYEHHBIMU HCIIOTHUTEIbHBIMU
opranamu cy0bekToB Poccuiickoii ®denepaiiu METOJUKN YCTAaHOBJICHUS MPEAETIbHBIX Pa3MEPOB OMTOBBIX
Ha7A0aBOK M TMpeNesbHBbIX pa3MEpOB PO3HUYHBIX HAJA0aBOK K (PAKTUYECKUM OTIYCKHBIM IIE€HAM,
YCTaHOBJIEHHBIM IIPOM3BOJUTENSAMU JIEKAPCTBEHHBIX IIPENAapaToB, HAa JIEKapCTBEHHBIE IIpENaparsl,
BKJIFOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOUMBIX M BaKHEHIIIMX JIEKapCTBEHHBIX IIPENapaToB.

(B pen. deaepanbhoro 3akoHa ot 08.08.2024 N 232-03)

3. TIlpu ocymecTBIeHHMM TOCYAapCTBEHHOrO  KOHTposist  (Haa3opa) 3a  peanu3aiueit
HCIIOJIHUTENBHBIMU OpraHaMu cyObekToB Poccuiickoit deneparnuu monHomMounii B cepe obOparieHus
JIEKAPCTBCHHBIX CPEJICTB JUISI METUITUHCKOTO MPUMEHEHHSI IIPOBOJISATCS CIISTYIOIINE BUIBI MEPOTIPHSITHIA:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) moxymeHTapHbBIC TTPOBEPKH;
2) BbI€3/IHBIE TTPOBEPKH.

4. OpraHuzanusi U OCYIIECTBICHHE TOCYJAapCTBEHHOTO KOHTpOJIS (HAI30pa) 3a pean3aiuei
UCTIOJHUTENbHBIMUA OpraHaMu cyO0bekToB Poccuiickoit deaepannu mnosHoMmounit B chepe oOparieHus
JIEKApCTBEHHBIX CPEJICTB TSI MEAUIIMHCKOTO TIPUMEHEHUS perynupyroTces denepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-®3 "OO6 o0muxX NpUHIMIIAX OpraHU3alMU MyOIMYHOW BIACTH B CyOBEKTax
Poccuiickoit ®enepanun’.
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(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

5. TlonoxkeHne O TOCYJIapCTBEHHOM KOHTpoJie (Haa30pe) 3a pealu3alueid HCIOIHUTEIbHBIMU
opranamMu cyObekToB Poccuiickoit ®exnepanuu noiHoMmounii B chepe oOpallleHus JeKapCTBEHHBIX
CPEICTB JUI MEAULMHCKOrO IpUMEHeHMs yTBepxkaactcs lIpasurensctBom Poccuiickoit @enepanuu.

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

Cratbsa 9.3. PermoHanbHbIN rocyaapCTBEHHbIA KOHTPOSb (HaA30p) 3a NPUMEHEHUEM
LeH Ha fiekapcTBeHHbIe npenapartbl, BKIIOYEHHbIe B NepeyeHb XXU3HEHHO Heo6XoAUMbIX
M BaXXHEMULUUX JSleKapCTBEHHbIX NpenapaToB

(BBenena @enepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernoHasbHbIi rocy1apcTBEHHBIH KOHTPOJIb (HaI30p) 3a MPUMEHEHHEM IIEH Ha JIEKAPCTBEHHBIC
mpemapaTsl, BKIIOYCHHBIE B IEPCUCHb J>KM3HCHHO HEOOXOIMMBIX W BAXHEUIIUX JICKAPCTBEHHBIX
MperaparoB, OCYIICCTBISICTCS HCIOJHHUTEIBHBIM OpraHoM cyOwbekTa Poccuiickoii ®enepanuu,
YIOJHOMOYCHHBIM BBICIITUM HCIIOTHUTEIBLHBIM OpraHoM cyObekTa Poccuiickoit denepamum.

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

2. IlpenMeToM pernoHaJIbHOIO T'OCYJApPCTBEHHOTO KOHTPOJIs (Hazx3opa) 3a MPUMEHEHHEM IIEH Ha
JICKapCTBEHHbIE MPENaparhbl, BKIIOUEHHbIE B IEPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX  IPENapaToB,  SBJISETCS  COOJMIOJEHHE  OpraHU3alus MU ONTOBOH  TOPrOBIH
JIEKapCTBEHHBIMM CPEACTBAMH, alTEYHBIMU OPraHU3ALUSAMH, UHIUBUAYAIBHBIMU MPEIIPUHUMATEISIMH,
UMEIOIIMMHU  JIMICH3UI0 Ha (apMaleBTUYECKYIO0 JAEATENbHOCTh, MEIUIIMHCKUMHU OpraHU3alysIMHU,
MMEIOIIMMHU JIMLEH3UI0 Ha (apMalleBTUYECKYIO JIeATEIbHOCTh, M X 000COOJICHHBIMU 110/Ipa3AeICHUIMH,
PacroIOKEHHBIMU B CEJIbCKMX HACEJIEHHBIX IMMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeUHbIE OpraHU3aliHy,
IpU pealn3allii JIEKapCTBEHHBIX IPENapaToB TpeOOBAHUN K NMPUMEHEHUIO 1I€H, YPOBEHb KOTOPBIX HE
JOJDKEH TMPEBBIIATh CYMMY (aKTUYECKOW OTMYCKHOM II€Hbl, YCTAHOBJIEHHOH IpPOM3BOAUTENEM
JIEKapCTBEHHBIX IIPENAapaToB, U KOTOPBIE HE MPEBBILIAIOT 3aPETUCTPUPOBAHHBIX NPEAEIBHBIX OTITYCKHBIX
LIEH, ¥ pa3MepoOB ONTOBBIX HaA0aBOK MU (WJIM) pa3MEpOB PO3HUYHBIX HAJ0ABOK, HE IMPEBBIIIAIOLINX
COOTBETCTBEHHO Pa3MEpOB IMpe/IebHBIX ONTOBBIX HAJ0ABOK U (WJIN) pa3MepoB IMPEAeIbHBIX PO3HUUHBIX
HaJ0aBOK, YCTAHOBIICHHBIX B cyOBbekTe Poccuiickoit deneparuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 323-03)

3. Opranuzamusi U OCYIIECTBICHHE PETHOHAIBHOTO TOCYJAapCTBEHHOTO KOHTpOJIsS (Haa30pa) 3a
NPUMEHEHHMEM LI€H Ha JIEKapCTBEHHbBIE MPEeNapaThl, BKIIIOUCHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BaKHEHININX JIEKapCTBEHHBIX IIpenapaToB, perynupyorcs denepanbaeiM 3akoHOM 0T 31 uronst 2020 roxa
N 248-®3 "O rocynapCTBEHHOM KOHTpoje (HaaA30pe) M MYHUIUNAIbHOM KOHTpoje B Poccuiickoit
denepanun.

4. TlonoxxeHue O PEerMoHaJIbLHOM TOCYJapCTBEHHOM KOHTpOJie (Haa30pe) 3a MPUMEHEHHEM IeH Ha
JICKApCTBCHHEBIC TIIpC€IapaTthbl, BKIIOYCHHBIC B IEPCUCHb KHU3HCHHO HGO6XO}II/IMBIX M BaXHEHUITHX
JIEKapCTBEHHBIX MpEnapaToB, YTBEPKIACTCS BBICIIMM HCIIOJHUTEIBHBIM OpraHoM cyObekTa Poccuiickoit
denepanuu.

(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 9.4. ®PepgepanbHbli rocyfAapCTBEHHbIA  JFIMLIEH3UOHHbLIA  KOHTPOJSb
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AeATesNIbHOCTU NO NPOU3BOACTBY JieKapCTBEeHHbIX cCpeaAcTB
(BBenena dexnepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. ®enepalibHbIl TOCYJApCTBEHHBIN JUIIEH3UOHHBIN KOHTPOJb AEATEIBHOCTH MO IPOU3BOJCTBY
JIEKapCTBCHHBIX CPENICTB OCYIIECTBISIETCS (pelepaibHBIMU  OpraHaMH  HCIIOJIHUTEIBHON  BIIACTH,
ynoiaHoModyeHHbIMU [IpaBuTenscTBoM Poccuiickoi denepanum.

2. @enepalbHbIl TOCYJApCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JAEATEIBHOCTU IO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEICTB OCYLIECTBISAETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM 0T 4 Mas 2011 roxa
N 99-®3 "O nuieH3upoBaHUU OTIENBHBIX BUIOB AeATenbHOCTH" U DenepaabHbIM 3aKOHOM OT 31 urois
2020 roga N 248-®3 "O rocymapCTBEeHHOM KOHTpose (HaaA30pe) U MYHHIIMIAILHOM KOHTpPOJIE B
Poccuiickoit ®enepanmu”. B paMkax QenepalibHOro rocyAapCTBEHHOTO JIMIICH3HOHHOTO KOHTPOJIS
JESTeNbHOCTH 10 TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJbHBIC (HAI30pHBIC)
MEpPOIPUATHST HE MPOBOJATCS, NPU 3TOM IPOBOAUTCA NEPUOAUYECKOE IMOATBEPIKICHUE COOTBETCTBUS
JTUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUAM B COOTBETCTBHM ¢ DenepanbHbiM 3akoHOM OT 4 mas 2011
roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB JAESITEIBHOCTH" .

naea 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeaCcTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEACTB BKJIIOYACT B Ce0S TMOUCK HOBBIX (hapMaKOJIOTUYECKU
aKTUBHBIX BEILIECTB, MOCIEAYIOIIEE H3YyYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHUYECKHE
UCCIIEIOBaHMsl, pa3pabOTKy TEXHOJIOTUH IMPOU3BOJACTBA (apMalleBTUUYECKUX CYOCTaHLMN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MTPENAPATOB.

2. duHaHCOBOE 0O€ECTICUeHHE Pa3padOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 32 CUET:
1) cpencTB ¢enepanbHOro OOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTtB  NOpOM3BOJIUTENEH  JIEKApCTBEHHBIX  CPEJACTB  IPH  BBIIOJIHEHUH  HAYYHO-
UCCIIEIOBATEIbCKUX PabOT MO JIOrOBOPY MEXAy pa3padOTUMKOM JIEKaPCTBEHHBIX CPEACTB U
IIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX CPEICTB;

4) MHBIX HE 3alpeleHHbIX 3aKOHOo1aTeNIbcTBOM Poccuiickoit denepanyiv HCTOYHUKOB.

3. HpaBa pa3pa60TqH1<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOAATCILCTBOM.

Cratban 11. [OKnNuUHMYECKOe WucCcCrnenoBaHMEe JIeKapCTBEHHOro cpeacTtsa pAnAd
MeAULMHCKOro npuMeHeHus

1. ZIOKJ'II/IHI/I‘IeCKOQ HUCCICA0OBAHUE JICKAPCTBECHHOT'O CpEACTBA A MCIUIHUHCKOIO IMPHUMCEHCHUA
MNpOBOAUTCA IMYTCM MNPUMCHCHHA HAYYHBIX MCTOAOB OIICHOK B MNCJIX IMOJNYYCHHA HOKA3aTCIbLCTB
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6630HaCHOCTI/I, Ka4dycCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKaApCTBCHHOTI'O CPCACTBA.

2. JIOKIMHUYECKOE MCCIEN0BaHUE JIEKAPCTBEHHOIO CPEACTBA JUISI MEJUIMHCKOrO IPUMEHEHHUS
MIPOBOAMTCS B COOTBETCTBUU C TMpaBUJIAMM HaJyiexalled j1abopaTOpHOM MPaKTUKU, YTBEPKICHHBIMU
EBpa3uiickoii 3KOHOMHUYECKON KOMUCCUEH.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. Jlng opraHu3anuy U NpoBeIEHUs JOKIMHUYECKOTO UCCIIEJOBaHMS JIEKAPCTBEHHOI'O CPEJCTBA s
MEIUIMHCKOTO MpPUMEHEHUsl pa3pabOTUMKH JIEKAPCTBEHHBIX CPEJCTB BIPaBE IPUBJIEKATh Hay4dHbIE
opraHu3zaiuu, o0pa3zoBaTeIbHbIC OPraHU3AIMK BBICIIETO 00pa30BaHUsl U MHBIE OpraHU3AIMH, UMEIOIIUE
HEOOXOUMYI0  MaTepHUaJbHO-TEXHHUECKYI0 0asy U  KBaJU(UIMPOBAHHBIX  CIEHUAIMCTOB B
COOTBETCTBYIOIIEH 007aCTH MCCIIEIOBAHNUS.

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

4, ,Z[OKJIHHH‘I@CKOC HCCICAOBAHUC JICKAPCTBCHHOI'0O CpPEACTBA IJId MCOAWMIUHCKOI'O IPUMCHCHHA
NpoOBOAUTCA IIO YTBCPKIACHHOMY pa3pa6OTLII/IKOM JICKAPCTBCHHOTO CpEACTBA IIJIaHY C BCIACHUCM
IMPOTOKOJIa 3TOI0 HMCCICAOBAHUA M COCTABJICHHEM OTYCTA, B KOTOPOM COACPIKATCA PE3YyJIbTaTbl 3TOIO
HCCICOOBAHUA KW 3aKIHOYCHUC (6] BO3MOJXHOCTH  IMPOBCACHUA  KIIMHHUYCCKOI'O HCCIICOOBaHUA
JICKApCTBCHHOTO Iperiapara 111 MCAUIUHCKOI'O IPUMCHCHU .

5. [IpoBenenue mpoBepoK COOMIOACHUS MPABUI Ha/IeKaIIeH J1abopaTOPHOM MPAKTUKK U MPABOBBIX
HOPM HCIIOJIb30BaHUS JKMUBOTHBIX TPH IPOBEICHUU JOKIMHUYCCKHX HCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB JJsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISIETCS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
WCIOJIHUTEIIbHOM BJIACTH.

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

6. Pe3ynbraThl MOKIMHUYECKOTO HCCIIEIOBAHMS JIEKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MPUMEHEHHUST MOTYT OBITh MPEACTABIEHBl B YHNOJHOMOYECHHBIN (enepalbHbIii OpraH UCHOTHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM IOPSIKE B LIETSX PETUCTPAINH JICKAPCTBEHHOTO Tpernapara.

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

Cratba 12. [oknuHu4Yeckoe uccriefoBaHWe JeKapCTBEHHOro cpeactea W
KNUHMYECKOEe uccrneaoBaHUe JleKapCTBEHHOro npenapata Ans  BeTepUHaApPHOro
npUMeHeHus

1. Z[OKJ'II/IHI/I‘-ICCKOG HCCJICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA IJId BCTCPHUHAPHOI'O NPUMCHCHUA
MMPOBOAWUTCA IMYTEM MNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B MHCIAX IOJIYYCHHA OOKAa3aTCIbCTB
6630HaCHOCTI/I, KadueCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA, B TOM YUCIIC OIIPCACIICHUA CPOKa
€ro BBIBCACHUA U3 OpPraHM3Ma >XUBOTHOT'O, B LEIIAX obOecreyeHns 0E30MaCHOCTH IpoaAYKIHUHU KUBOTHOT'O
MPOUCXOKACHUA MTOCJIC NPUMEHCHUA COOTBCTCTBYIOIICTO JICKAPCTBCHHOI'O IIpCI1iapara.

2. HOKHI/IHI/I"IeCKOG HUCCIICAOBAHUC JICKAPCTBEHHOI'O CpCACTBA W KIMHHYECKOC HMCCICIOBAHUC
JICKApCTBCHHOT'O IIpfCliapaTa IJid BCTCPHUHAPHOI'O0 IMPUMCHCHUSA, HUCCIICAOBAHUC OMO’KBUBAJICHTHOCTH
YKa3aHHOT'O JICKapPCTBCHHOI'O IIpf€raparta MpoBOAATCA B COOTBECTCTBHH C IMpaBHJIAMH, YTBCPKIACHHBIMU
YIOJHOMOYCHHBIM (I)C,ZlepaJ'IBHBIM OpraHomM HCIIOJIHUTEILHOM BIACTH.

3. HOKJ’II/IHI/I"IeCKOG HUCCIICAOBAHUEC JICKAPCTBEHHOI'O CpCACTBA W KIMHHYECKOC HMCCICIOBAHUC
JICKApCTBCHHOT'O IIpfliapara [JIsI BCTCPUHAPHOIO IMPUMCHCHUA MPOBOAATCA 1O YTBCPKIACHHOMY
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pa3pa60T‘lI/IKOM JICKAPCTBCHHOI'0O CpCACTBa ILIaHYy C BCIACHUCM IIPOTOKOJIOB 3THX I/ICCJ'IC,Z[OBaHI/Iﬁ u
COCTaBJICHUEM OTUCTOB, B KOTOPBIX COACPIKATCA PE3YJIbTAThI 9TUX HCCIICIOBAHUI.

4. Jlnst opraHu3alyy U MPOBENCHUS JOKIMHUYECKOTO UCCIEeI0BaHMs JIEKAPCTBEHHOI'O CPEJICTBA U
KIIMHUYECKOT'0 UCCIIEI0OBaHMS JIEKAPCTBEHHOTO Mperapara Jjisi BETEpUHAPHOTO PUMEHEHUS pa3padoTUHK
JIEKapCTBEHHOI'O CPEACTBAa MOKET IPUBJIEKAaTh OpraHU3allid, MMEIOLUe HEOOXOJUMYI0 MaTepHallbHO-
TEXHUYECKYIO 0a3y M KBATU(UIIMPOBAHHBIX CIICIIHATMCTOB B COOTBETCTBYIOLICH 00IaCTH MCCIIEJOBAHUSI.

5. Knuauueckne HUCCICA0BaHMA JICKAPCTBCHHBIX IIPE€IIapaToB JIA BETCPUHAPHOI'O IPHUMCHCHUSA
MNpOBOAATCA B BCTCPUHAPHBLIX OpraHu3alvaX W B OpraHu3aluiax, OCYUICCTBJIAIOIINX PA3BCIACHHC,
BbIpallluBaHUEC U COACPKAHNEC ) KUBOTHBIX, B LCIIAX:

1) ycraHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPETIAPATOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTUMAJIBHBIX JO3MPOBOK JIGKAPCTBEHHBIX INIpErapaToB M Kypca JIEUCHHs Ha
KOHKPETHOU TPYIITIE )KUBOTHBIX C ONPECICHHBIM 3a00JI€BaHUEM;

3) ycranoBieHus 6e30nacHOCTU U 3G (GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, npeaHa3HauYeHHOTO
JUTSL JICUEHUS OTIPENICIICHHBIX 3a00JIeBaHUI JKMBOTHBIX, WK 3(()EKTHBHOCTHU JIEKAPCTBEHHOTO TIperapara
U1 Tpo(pUaKTUKK 3a00JIeBaHUN 3/IOPOBBIX )KUBOTHBIX;

4) wn3y4yeHHs BO3MOYKHOCTEH pacUIMpEHHUs IOKa3aHUN K IPUMEHEHUIO 3aperucTpUpOBAHHOIO
JIEKapCTBEHHOT'O Mpernapara U BbIABICHUS PaHee HEU3BECTHBIX MOOOUHBIX €HCTBUH.

6. KnuHuueckoe ucciieJoBaHME JIEKapCTBEHHOI'O IIpernapara JUisi BETEpUHAPHOIO IPUMEHEHUs
OCYILECTBIISIETCS 32 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuerbl O pe3ynpTaTax JAOKIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOIO CpPEACTBA U
KJIIMHUYECKOTO  MCCJIENOBAaHUS  JIEKapCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO  NPUMEHEHMS
COCTABIIIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEJACTBA C YYETOM 3aK/IIOUEHHH OpraHu3alui,
NPUHUMABILINX YYacCTHE B OPraHU3AIMU U POBEJCHUN ITUX UCCIIEOBAHUI.

8. KoHTposp 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEI0BAaHUN JIEKAPCTBEHHBIX CpPEICTB U
KJIMHUYECKUX  HCCIENOBaHMH  JIEKAPCTBEHHBIX IpenapaToB s BETEPUHAPHOIO MPUMEHEHUS
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heiepaibHbIM OPraHOM HCIOIHUTENBHOM BIIACTH.

Masa 6. OCYWECTBNEHUE FOCYOAPCTBEHHOW PETUCTPALIMM,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMAPATOB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

[Ipumeyanue.

ITo 3agBnenusm, mnomanHbiM a0 01.01.2021, nexapcTBeHHBIE Mpenaparbl IS MEIULIMHCKOTO
MPUMEHEHHs PETHUCTPUPYIOTCS B COOTBETCTBHM C TpeOoBaHUAMH, AeiicTBoBaBimMu J10 30.01.2024. O
MPUBEAECHUN B COOTBETCTBUE ¢ akTamMu EADC Takux u paHee 3aperuCTPUPOBAHHBIX MPENAPATOB CM.
@3 o1 30.01.2024 N 1-D3.

Cratba 13. TlocypapcTBeHHas perucrpauusi, perucrpaumsi JeKapCTBEeHHbIX
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npenapaToB
(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

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

1. B Poccuiickoii ®enepanuu I0MycKarOTCs I[POU3BOACTBO, XpPAaHEHHUE, IEPEBO3Ka, BBO3 B
Poccuiickyro @eneparuto, BbiB0o3 U3 Poccuiickoit denepanuu, pekiiama, OTIyCK, peaan3aius, nepeaaya,
MPUMEHEHUE JICKAPCTBEHHBIX IMIPENaparoB, €CJIM OHM  3aPErUCTPUPOBAHBI  YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCHOJHUTENIBHOM BIACTH B COOTBETCTBUM € HacTOSIUM DepepanbHbIM 3aKOHOM
1100 B COOTBETCTBUU C aKTaMH, COCTaBIIIOMUMHE 1paBo Coro3a.

(B pen. @enepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHOM perucTpanuy MoJyiexar:

1) Bce JeKapCTBEHHbIE Mpenaparhl, BIEPBbIC MOJIeKAIIMEe BBOAY B oOpamieHue B Poccuiickoit
®denepanuu;

2) nekapcTBEHHbIC TMpenapaTrhl, 3apETUCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHBIE B JIPYTHX
JICKapCTBEHHBIX (OPMax B COOTBETCTBMU C TEPEUYHEM HAUMEHOBAHH JIEKAPCTBEHHBIX (hOpM, B HOBOM
JO3UPOBKE MPH T0OKA3aTENbCTBE €€ KIMHNYECKON 3HAYMMOCTH 1 3 (PEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHEEe JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHass perucTpanus JEeKapCTBEHHBIX IpenapaToB OCYLIECTBISETCA IO pe3ylbTaraM
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB.
(uactb 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. TocynapcTBeHHasi perucTpalus JeKapCcTBEHHOTO Mpernapara OCyIeCTBIISIETCS COOTBETCTBYIOIINM
YIOJHOMOYEHHBIM (he/lepaTbHbIM OPraHOM HCIIOJTHUTEIBHOM BJIACTH B CPOK, HE MPEBHIIMIAIONINN CTa
IIECTUJECATH pabodyux JAHEW Cco JHS MPUHATUS 3asBJICHUS O TOCYJapCTBEHHON perucrpaiuu
JIEKApCTBEHHOT0 MperapaTa AJisi MEIUIIMHCKOTO TPUMEHEHHS, U B CPOK, HE MPEBBIIIAIONINMI CTa IBaALIATH
pabounx JHEH CcO J[HS TNPUHATUS 3asIBICHHUS O TOCYAApCTBEHHOW perucTpanuu JEeKapCTBEHHOTO
mpernapaTa Juisi BETepHHAPHOTO MPUMEHEeHHs. B yKka3aHHBINA CpPOK BKIIIOYAeTCS BpeMsi, HE0OOX0IuMoOe s
MTOBTOPHOTO TPOBEIEHUSI 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEJACTBA B COOTBETCTBUM CO CTaTbel 25
Hactosamero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHON PErvMCTpaluy JIEKapCTBEHHOIO Iperapara
UCUYMCISAETCS CO [JHS MPHUHITUS COOTBETCTBYIOLUIMM YIIOJIHOMOYEHHBIM (peliepalbHbIM OpPraHoM
WCIIOJTHUTENIBHOM  BJIACTU  COOTBETCTBYIOLIETO  3asBJICHHMS O TOCYJAapCTBEHHOM  perucTpauuu
JIEKapCTBEHHOI'0 Ipernapara C MPWIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB 10 JIeHb BBIJauH
PETUCTPAIIMOHHOTO yI0OCTOBEPEHMS JICKApPCTBEHHOTO MpenapaTa. Bpems, Heo6xoaumoe it HalpaBiIeHus
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BIJIACTH 3alpoca O MpeACTaBICHUU
HEO0OXOUMBIX MaTEePHAJIOB U TMPECTABICHHUS 3asBUTEIEM OTBETa Ha JAHHBIN 3alpPOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nHacrosimero ®denepaibHOr0 3aKOHA, HE YYUTHIBAECTCS NMPU UCUYUCIEHHUH CPOKa
roCyJapCTBEHHOM PErucTpaLiy JICKapCTBEHHOTO IIpelapara.

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

5. 'ocynapcTBeHHOM perucTpalyii He MOJ1eXKar:

1) JICKApCTBCHHBIC ITpe€riapaTbl, HW3rOTOBJICHHBLIC allTCYHBIMU OpraHu3alusiMi, BETCPHUHAPHBIMH
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anTEeYHBIMH OpraHU3aIMsIMU, UHAWBUAYAIBHBIMU MPEIIPUHUMATEISIMUA, KOTOPbIE UMEIOT JIUIICH3HIO HA
(dapMaleBTHUECKYIO JAESITeNLHOCTh, MO pelenTaM Ha JIEKAPCTBEHHBIC NpermapaTbl U TPeOOBAHUIM
MEIUIUHCKUX OpTaHU3allfii, BETCPUHAPHBIX OpraHW3allMil WM OpraHu3anuil (MHIUBUAYATbHBIX
MPEePUHUMATENICH ), OCYIIECTBISIONINX Pa3BeICHUE, BRIPAIUBAHUE U COICPKAHIE KUBOTHBIX;

(B pen. @enepanbHoro 3akoHa ot 30.12.2021 N 463-D3)

2) IekapCTBEHHBIC TpENapaThl, IPHOOPEeTEHHBIC GU3NYSCKUMU JTUIAMU 3a TipeaenamMu Poccuiickoi
denepanunu U NpegHaA3HAYEHHBIE JJIs1 TUYHOTO UCIIOIb30BAHMS;

3) nekapcTBeHHBIE Mpenapathl, BBo3uMbIe B Poccuiickyto denepanutio A okazaHusi MEIUIIMHCKON
MIOMOIIM 1O U3HEHHBIM MOKAa3aHMSM KOHKPETHOI'O IMAalMEeHTa HAa OCHOBAHUMU Pa3pPELIEHUs, BBIIAHHOIO
YIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOU BIIACTH;

4) JICKaApCTBCHHBLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKYIO CDez[epauI/Ho Ha OCHOBAHHHU BBIJAHHOI'O
YIOOJIHOMOYCHHBIM (1)6I[CpaJII)HI)IM OopraHom HCIIOJIHUTEILHON BIIACTH paspeliCHud U NMPCAHA3HAUYCHHBIC
A1 IPOBCACHHA KIMHHUYCCKUX I/ICCJ'IGIIOBaHI/Iﬁ JICKApCTBCHHLIX IIPC€IIapaToB M (I/IJ'II/I) IIpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCaAcCTB JJIA OCYHICCTBJICHUA FOCYIIapCTBeHHOfI perucTpanmuu
JICKaApCTBCHHLIX IIPCIIapaTOB;

5) dbapmanieBTHUeCcKHE CyOCTaHIINN;

6) pa,I[I/IO(I)apMaHCBTI/I‘leCKI/Ie JICKAPCTBCHHLIC IIpCIiapaTbl, HW3rOTOBJICHHBLIC HCIIOCPCACTBCHHO B
MCIUIHUHCKUX OpraHu3alnuiax B IMMOPAAKE, YCTAHOBJICHHOM YIIOJJHOMOYCHHBIM Q)eﬂepaanmM OopraHomMm
HUCIOJIHUTEIbHOM BJIaCTH,

7) nekapcTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE JIJISl IKCIIOPTA;

8) OHMOTEeXHOJIOTMYECKHE JIEKapCTBEHHbIE IpenapaTsl, IMpeJHa3HAaueHHbIe JJs NPUMEHEHUS B
COOTBETCTBUM C WHAMBUAYAJIBHBIM MEIWIMHCKAM HA3HAYEHUEM M CIELUAJIbHO W3TOTOBJICHHBIC JUIS
KOHKPETHOI'O MallMeHTa HEMOCPEICTBEHHO B MEAUIUHCKON OpPraHU3aliu, B KOTOPOU IPUMEHSETCS TaKOU
OMOTEXHOJIOTMUECKUN  JIEKapCTBEHHBIM IpernapaT, HMEIOIIMe B CBOEM COCTaBE€ COEIWHEHUS,
CUHTE3UPOBAHHBIE 10 pe3yJIbTaTaM I€HETUYECKUX UCCIIEIOBAaHUN MaTepraa, MOJy4eHHOrO OT MalUeHTa,
JUIE  KOTOpPOTO W3rOTOBJEH TaKo OMOTEXHOJOTMYECKUI JieKapCcTBeHHbIM mnpenapar. Ilepedenb
MEIULMHCKUX OpraHu3alnii, IMEIOIUX MPaBO U3rOTaBIMBATh U MPUMEHATh TaKue OMOTEXHOJOTHYECKHUE
JIEKapCTBEHHBIE Tpernapathl, yrBepxkaaercs [IpaBurensctBom Poccuiickoit @enepannn. Paspenienue Ha
IPUMEHEHHE TaKUX OMOTEXHOJOTHMYECKUX JIEKAPCTBEHHBIX MPENapaToB BBIJACTCS YIOJHOMOUYEHHBIM
(denepanbHBIM OpPraHOM MCIIOJIHUTEIBHOW BJacTH B THOpsAAKE, ycTaHaBinBaeMoM IIpaBurtenbcTBOM
Poccuiickoit ®enepaunu. Ilopsaaok oOpamieHuss TakMX OHMOTEXHOJIOTHYECKHX JIEKapCTBEHHBIX
IIpenaparoB, BKJIOYas MOPSAOK UX U3TOTOBIICHHUS, MPOBEACHUS dKCIEPTU3bI, OCYIIECTBICHHUS KOHTPOJIA
KayecTBa TaKUX OHMOTEXHOJOTHMUYECKUX JIEKApPCTBEHHBIX NpEnapaToB, MPUMEHEHHs, XpaHEHUs,
TPAHCIOPTUPOBKM M YTHIIM3ALMKA TaKuX OMOTEXHOJIOTMYECKHMX JIEKAPCTBEHHBIX IPENapaToB, a TaKxke
TpeOOBaHUS K TakUM OMOTEXHOJOTMYECKHMM JIEKAPCTBEHHBIM IpernaparaM U MEJUIIMHCKUM
OpraHu3alysaM, WX M3TOTABIMBAIOLIMM W IPUMEHSIOIIMM, YCTaHaBiuBaroTcsa I[IpaBuTenscTBOM
Poccuiickoit denepanuu.

(. 8 BBeneH PenepanbHbIM 3ak0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBneHHe O PETUCTPALIMM BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TPHUMEHEHUS MOXeT ObITh TMOJaHO B YIOJHOMOYEHHBIH (enepaiabHbIil opran
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UCTIOJIHUTEIGHOW  BJIACTH, OCYIICCTBIIIIONIMA TOCYJapCTBEHHYIO  PETHUCTPAIMIO  JIGKAPCTBEHHBIX
MpemapaToB, MO HMCTEYCHUHM YETHIPEX JIET C JAThl TOCYAAPCTBEHHOW PETUCTPAIMHM WM PETHCTPAINH
pedepeHTHOTO JIEKApCTBEHHOTO Mpernapara Jjisi MeIUIIMHCKOTo puMeHeHus B Poccuiickoit denepanmu.
(uactb 5.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

5.2. 3asBneHue O perucTpanuu OMOAHATIOroBOro (OMOMOJOOHOTO) JIEKAapCTBEHHOIo Mpenapara
(Omoanainora) /Ui MEIUIIMHCKOTO MIPUMEHEHUSI MOKET OBITh IMOJAHO B YIOJHOMOYEHHBIN (peaepanbHbIii
OpraH HCIIOJHUTEIBFHON BIACTH, OCYLIECTBIISIONIMN TOCYJapCTBEHHYIO PETHMCTPALUIO JICKApCTBEHHBIX
IpenapaToB JUIsi MEJUIIMHCKOTO TNPUMEHEHUS, MO0 HCTEYEHHWH TpeX JeT C JAaThl ToCyIapCTBEHHOMH
PETHCTpPAIMH WK PETUCTPALNK pe)epEeHTHOTO JIEKapCTBEHHOTO Tpenapara B Poccuiickoit @enepanun.
(uactb 5.2 BBeeHa PenepanbHbIM 3ak0HOM OT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHONB30BaHHME B KOMMEPUECKHX IeNsiX HH(opMmanmuu o pe3yipTaTax
JTOKJIMHUYECKUX UCCIEAOBAHUHN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIICIOBAHUMN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTE]EM MJsl TOCYAapCTBEHHOM
pEeTUCTpaIy WM PETUCTPAIMH JIEKAPCTBEHHOTO Mpernapara, 0e3 ero coriiacus B TCUEHHE LIECTH JIET C
JaThl TOCYAapCTBEHHOW PErucTpaiyl WIA perucrpanuu pedepeHTHOro JEeKapcTBEHHOTO IMpernapara B
Poccuiickoit ®enepanuu.

(uactsb 5.3 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKAPCTBCHHBIX MPCHaparoB, OTIUYAOMIUXCA ApYyr OT Jpyra Ka4YC€CTBECHHBIM COCTaBOM
HeﬁCTBYIOIHHX BCIICCTB, IO OAMHAKOBBIM TOPIrOBbIM HAMMCHOBAHUCM;,

2) OIHOTO JIEKapCTBEHHOI'O MpemnapaTa, MpeJCTaBIEHHOIO Ha TOCYAApPCTBEHHYIO PErMCTPalLlUIO B
OTHOIICHWH OJHOTO W TOTO JK€ Jep)KaTelsl WM BIaJeliblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara B BUAE ABYX M 0Oojiee JIEKAPCTBEHHBIX INpenapaToB IMOJ pa3IMYHBIMHU
TOPrOBBIMH HAMMEHOBAHUSIMHU.

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

7. Tlo 3ampocy B »dIeKTpOHHOW (opme cyObekTa O0OpallleHUus JIEKAapCTBEHHBIX CPEJICTB
COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (peiepalIbHBIM ~ OpraHOM  HWCIOJHUTENBHOM  BJACTH,
OCYIIECTBJISIONIUM TOCYJAPCTBEHHYIO PETUCTPAIIMIO JIEKAPCTBEHHBIX MPEMapaToB, B YCTAHOBICHHOM UM
MOPSIIKE OCYIIECTBIIETCS HAy4YHOE KOHCYJbTUPOBAaHUE IO BOIPOCAM, CBA3AHHBIM C IPOBEICHUEM
JOKIIMHNYCCKUX I/ICCJ'ICI[OBaHI/II\/JI, KIIMHUYCECKUX I/ICCJ'ICILOBaHI/Iﬁ JICKApPCTBCHHBIX IPEIIapaToB, SKCICPTHU3BI
KauecTBa JICKAPCTBEHHBIX CpPEACTB, dJ(PPEeKTUBHOCTH U  OE30MACHOCTH, C  OCYIIECTBICHHEM
TOCYJapCTBEHHOM pPETUCTpaIlMU JIEKApPCTBEHHBIX MpenapaToB. KOHCYJIBTHPOBAHHUE OCYIIECTBISIETCS C
npuBJieYeHHEM (enepanbHbIX TOCYJApPCTBEHHBIX OIO/KETHBIX YUYPEKIACHHUM, T0JIBEJOMCTBEHHBIX
naHHOMY (enepabHOMY OpraHy WCIOJTHUTEIBHOW BJIACTH M HE YYacTBYIONIMX B OpraHHU3aIliu
MPOBEJCHUSI OKCIEPTH3bl KayecTBa JIGKAPCTBEHHBIX CPEACTB B IIENIAX OCYIIECTBICHUS UX
rOCY/IapCTBEHHOW PErucTpalii B COOTBETCTBUHU CO cTaThed 16 Hacrosmero deaepalbHOTO 3aKOHA, B
BUJIE OTBETAa B MUCHbMEHHON (hOpME YMOITHOMOYEHHOTO (peiepabHOTO OpraHa UCIOJHUTEIHHON BIACTH
Ha 3anpoc. Pazmep B3umMaeMoil ¢ 3aBUTENS IJIAThl OMPENEseTCsl B COOTBETCTBUM C 3aKOHOAATEILCTBOM
Poccuiickoit denepanuu 06 opraHu3anuy NpeaoCTaBICHHUS TOCYJAPCTBEHHBIX U MYHUIIUTIAIBHBIX YCIIYT.
Nudopmanust 00 OCYIIECTBICHMH HAyYHOTO KOHCYJIBTHPOBAHMS, B TOM YHCIE CTAaTbH, OO30pHI,
CIpaBOYHbIE MaTepHalbl U WHas uH(opMmamus 00 OCYIIECTBIEHHMH HAyYHOTO KOHCYJIBTUPOBAHUSA,
pa3Meniaercd Ha OQUIMAIBHOM CaiTe YIOJHOMOYEHHOTO (erepaJbHOro opraHa HCHOJHUTENbHOM
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Bilactd B cetu "MHTEpHET" C COONIOJCHHMEM OrpaHWYCHHUH, YCTAHOBJICHHBIX 3aKOHOJATEIBCTBOM O
IIEPCOHANIBHBIX JaHHBIX, KOMMEPUECKOHN U (UJIM) rOCy1apCTBEHHOM TailHe.
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

8. T'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX IPENaparoB, KOTOpPbIE IpPEIHA3HAYEHBI IS
IIPUMEHEHHUsS. B  YCIOBHMSX BOCHHBIX [JEHCTBUM, YPE3BBIYAWHBIX CUTYallMHd, MPERyNpeKICHUS
Ype3BbIUANHBIX CUTYAIMid, TPOPUIAKTHKN U JIEYCHUs 3a00JIeBaHU, MPEICTABISIOMNX OMACHOCTh JIJIs
OKpY’KalOIIMX, 3a00JI€BaHUH U MOPAKEHUH, MOITYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS HEOIArONpPUATHBIX
XMUMHAYECKHX, OMOJIOTMYECKHX, PATUAllMOHHBIX (aKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (heZiepalIbHBIX OpPraHOB MCIIOJHUTEIbHOM BIJIACTH, YIIOJHOMOUYEHHBIX B 0OO0JIACTH OOOpPOHBI
CTpaHbl U 0E30MaCHOCTH TOCYJAapCTBa, a TAKXKE JICKAPCTBEHHBIX CPENICTB B Clyyae MX JNEPEKTYphl HIIH
pHCKa BO3HHMKHOBEHMs JEe(QEKTypbl B CBSI3U C BBeAeHHMEM B oTHouleHuu Poccuiickoit ®Penepauuu
OTPAaHUYMUTENBHBIX MEP 3KOHOMMYECKOIO XapaKTepa OCYILIECTBIIETCS B IOPSAKE, YCTAHOBICHHOM
[IpaButensctBOM Poccuiickoint @enepanuu.

(B pen. @enepanbhbix 3aKk0oHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNbI 3KCNEePTU3bI NIEKAPCTBEHHbIX CPeaCcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCH€pTI/I3a JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCSA HA NPUHIOHUIIAX 3aKOHHOCTH, CO6JHOIIGHI/I$I
npaB H CBO60,Z[ YCJIOBCKAa MW TIpaKJaHHHA, IIpaB OPpUIHYCCKOIro IJIMld, HC3aBUCHUMOCTH OSKCIICPTAa,
O6T)€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTBIL I/ICCJIGI[OBaHI/II\/JI, MMPOBOAMMEBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAayKH W TCEXHUKH, OTBCTCTBCHHOCTU (beﬂepaHLHOFO rocyaapCTBEHHOI'O
6I-OJI)KCTHOFO YUPCKACHUA 110 MPOBCACHUIO ISKCICPTU3LI JICKAPCTBCHHLIX CPEACTB U OKCICPTOB 34
MMPOBEACHUC U KAUYCCTBO 3KCIICPTUILI.

2. DKcnepTu3a JeKapCTBEHHBIX MPEenapaToB sl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAeT B ceOsl:

1) skcnepTH3y IOKYMEHTOB, INpPEICTAaBIECHHBIX Ul ONpEAETICHUs BO3MOXKHOCTH paccMaTpHUBATh
HCKapCTBeHHBIﬁ npemnapar Ajii MCOAUINUHCKOI0 IMPHUMCEHCHUSA B KadYC€CTBC Op(i)aHHOFO JICKApCTBEHHOI'O
npernapara;

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

2) sKCHepTH3y MNPENIOKEHHBIX METOJO0B KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O CPEICTBA M (MJIH)
Ka4ecTBa MPE/ICTABICHHBIX OOPa3lOB JIEKAPCTBEHHOI'O CPEACTBA C HCIOIb30BAHHEM ITHX METO/OB
(anee - sKCHEPTH3a KauecTBa JIEKapCTBEHHOI'O CPE/ICTBA);

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

3) oKcmepTH3y OTHOIICHHS OXXKHUIAEMOW TMOJIb3bI K BO3MOXXHOMY PHCKY TPUMCHCHUS
JIEKapCTBEHHOTO Ipernapara;

4) SKCHEpTU3Y PETUCTPALMOHHOIO JIOChE Ha JIEKApPCTBEHHBIM Ipernapar B LEISIX ONpPEIeICHUS
B3alMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAULIMHCKOTO TPUMEHEHUSI.
(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

3. DkcmepTu3a JEKapCTBEHHBIX MPENapaToB JJisi BETEPUHAPHOTO NMPUMEHEHHS BKIIOYACT B CeOs
AKCIEPTU3Y KadecTBa JIEKAPCTBEHHOTO CpPEJICTBA M SKCHEPTH3y OTHOUICHUS OXXHIAeMOW TMOJb3bl K
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BO3MOXHOMY PUCKY IIPUMCHCHU JICKAPCTBCHHOI'O ITpCIIapara.

Ctatba 15. ®epepanbHoe rocydapcTBeHHoe GlomKeTHoe YyupexaeHue To
NpoBeAeHUI0 IKCMEePTU3bl NIeKapCTBEHHbIX CPeaCTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepaibHbIM TOCYIAPCTBEHHBIM OIOJKETHBIM
YUPEKICHUEM COOTBETCTBYIOLIETO YIOJIHOMOUYEHHOTO (heepaJbHOr0 OpraHa MCHOJIHUTEIBHOM BIIACTH,
CO3JIaHHBIM ISl OOECIeUeHUs] HCIIOJHEHHs IOJIHOMOYMH 3TOro (peaepanbHOTO OpraHa IO Bblaye
pa3pelieHnii Ha TPOBEACHHE KIMHWYECKUX MHCCIIEIOBAHUI JICKApCTBEHHBIX IpErapaToB U (WiIM) 1O
rOCYJapCTBEHHON perucTpanuu (perucTpanuu) JEKapCTBEHHBIX IPenaparoB (fajee - HKCHEPTHOE
YUpEKICHUE).

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

[Ipumeuanwue.

[Tonoxenus ct. 16 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS rOC. YCIyT IpU
00palleHNH JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAULIMHCKOTO U BETEPUHAPHOI'O IPUMEHEHUS IOCPEACTBOM
€IMHOM CUCTEMBbI U (WIK) eAUHOro nopTaia, npumenstores ¢ 01.01.2026.

Cratbsa 16. OpraHnsaums npoBeAeHUA 3KCNEepPTU3bl SIeKAPCTBEHHbIX CPeAcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCHUEH 3KCIEPTOB SKCIIEPTHOIO
YUPEXKIEHUS, HA3HAYCHHON €ro PyKOBOIMTEIEM, HA OCHOBAaHUM 3aJaHMsl HA NPOBEACHHUE DKCIIEPTHU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (eepaibHbIM OpraHOM HCIOJHUTEIbHOM
BJAacTU. PyKoBOIUTENb SKCIEPTHOTO YUPEXKICHUS 00eCreunBaeT HaJIexallee MpOBeAeHUE IKCIIEPTU3I
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHM C 33JaHMEM, BBIIAHHBIM YIIOJIHOMOUYEHHBIM (eepanbHbIM
OpraHOM HUCIIOJIHUTEIIBHON BJIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOIO 3aKIIIOUEHHUs dTOU KoMuccuu. B
COCTaB 3TOM KOMHCCHHM IO PEIICHUI0 PYKOBOAUTENS IKCIEPTHOTO YUPEXKIEHUS MOTYT OBITh BKJIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM IKCIEPTHOM YUPEKACHUH, €CIIU UX CIelHaIbHbIe
3HaHHWA HEOOXOIMMBI JJIsi TPOBEICHHS DKCHEPTU3bl M TaKUE OJKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEXKICHUH.

2. DKCHepToM IO TMPOBEIEHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBISETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOTO YUPEXKICHHs, KOTOPBIH HMEET BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMOJI0rMYecKoe, BETEpUHAPHOE UM XUMUYECKOe 00pa30BaHUE U MPOBOAMT IKCIEPTHU3Y JEKAPCTBEHHBIX
CPEZCTB B MOPSI/IKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 00s3aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I MPOBCACHUHN SKCIICPTUSEI JICKAPCTBCHHBIX CPEACTB IKCIIEPT HE MOXKET HAXOAUTHCA B KaKoM-
1100 3aBUCUMOCTH OT Jinnia, Ha3HAYMBHICTO 3Ty 3KCIICPTUSY, pa3pa60TqI/n<a JICKApCTBCHHOTO CpCACTBA
HIJIN APYTUX 3aMHTCPECOBAHHBIX B PE3YJIbTaTaX SKCIICPTHU3bI JIUII.

4. Ilpu mnpoBeOEHMM OSKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEACTB HE JOMYCKAaeTcsl HCTpeOoBaHUE
AKCIIEPTOM Y 3asBUTEINS JIMO0 MHBIX JIMI[ MaTepHaioB, HEOOXOIUMBIX JUIsl MIPOBEIEHUS dKCIEepTH3bl. B
Cllyyae HeIOCTATOYHOCTH TPEACTaBICHHBIX JKCIEPTYy MaTepHaOB B JIMYHBIA KaOMHET 3asBUTENS B
€IMHOW TroCyJapCTBEHHOW HH(OPMAIMIOHHON cUCTEME B cdepe 31paBOOXpaHEHHs (nanee - enuHas
cucTeMa) OHKCIEPTHBIM YUPEeXKICHHEM HampaBiseTcs 3ampoc O IMPEJCTaBICHHH HEOO0XOIUMBIX
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MaTepHaloB, MOANUCAHHBI PyKOBOAUTENEM (YHIOIHOMOYEHHBIM JIMLOM) 3KCIEPTHOIO YUYPEXIEHHUs C
MCIOJIb30BAHNEM YCHJICHHON KBATU(UIIUPOBAHHOM IEKTPOHHON TIOIHCH.
(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HANIPABUTD B JTMYHBIA KAOMHET KCIIEPTHOTO YUPEXKICHHS B €IUHON CHCTEME
MOJIMMCAHHBIA YCUICHHON KBAM(UIIMPOBAHHOW 3JICKTPOHHOM MOIKMCHI0 OTBET Ha 3aIpOC 3KCIIEPTHOTO
YUpEXKJIEHUS B CPOK, HE NPEBBIMAIONUN IEBIHOCTA pabO4YMX JHEH CO JHS IOJYyYEHUS 3KCIEPTHBIM
VUPESKACHUEM JJIGKTPOHHOTO YBEJIOMIJICHHS O TIOJNyYSHHH 3asBUTENIEM 3ampoca. Bpems co mgHsS
HAIPaBJICHUSI SKCIIEPTHBIM YUPEXKJACHUEM B JIMYHBIN KaOMHET 3asBUTENs B €AMHOM CHUCTEME 3arpoca O
MPEJCTaBICHUN JIOTIOJIHUTEILHBIX MaTEpPHajOB 1O JIHS HAIpPABJICHUS 3asBHTEIEM B JIMYHBIH KaOWHET
OKCIICPTHOI'O0 YUPCKICHUSA B CIII/IHOﬁ CUCTCMC OTBCTA HaA 3alIpOC HC YUUTBIBACTCA IMPHU UCHHUCIICHUU CPOKa
MIPOBEJICHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA.

(dactb 4.1 B pen. ®enepansuoro 3akona ot 30.01.2024 N 1-03)

4.2. Eciam 3asdBUTEIEM B COOTBETCTBMHM ¢ 4YacThio 1.1 crartem 30 wmnm dacteio 2 crathu 34
Hacrosiero denepayibHOTO 3aKOHA TMPEACTABICHA KOMHUS PEIICHUS YMOJIHOMOYEHHOTO (eaepaabHOTO
opraHa WCIOJHUTEILHON BJIACTH O TPOBEICHUM (PApMaIEBTUYECKON WMHCICKIIMA IPOU3BOJCTBA
JICKaPCTBCHHBIX CPEACTB I MEIUIIMHCKOTO MPHUMEHECHHUS HA COOTBETCTBHE TPEOOBAHUSM IPABHUII
HaJJIeXKalleld MPOU3BOJICTBEHHOW MPAaKTUKH EBpazuiickoro SKOHOMHYECKOTO COH03a, JKCIEpTy 0
oopMIIeHUS Pe3yIbTaTOB IKCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA MPEICTABIISACTCS KOIUS 3aKITFOYCHUS O
COOTBETCTBUH  IPOU3BOJUTENS  JICKAPCTBEHHBIX CPEACTB TpPEOOBaHWSAM TIpaBWJ  HaJyIeKaleh
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJIHOMOYCHHBIM (eiepabHBIM OPTaHOM HCTIOTHUTEILHOM
BJIACTH, WJIM KOMHS CepTH(HUKATA COOTBETCTBUS IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHHS TpeOOBaHUSAM TMPaBUI HAJICKAIIEH NPOU3BOJACTBEHHOM MPAKTUKU
EBpasuiickoro "5KOHOMHUYECKOTO COr03a.

(dactp 4.2 B pen. GenepanpHoro 3akona ot 30.01.2024 N 1-03)

4.3. 3agBuTens 00s3aH HAMPABUTH B JTMUHBIN KAOMHET SKCIIEPTHOTO YUPEKICHUS B €MHON CUCTEME
KOIIMIO 3aKJIIOYEHUS] WM KOMHIO cepTU(HKaTa, yKa3aHHBIX B 4acTH 4.2 HAcTOsIIEH CTaTbU, B CPOK, HE
MPEBBIIAIONINI CTa BOCBMHAECATH pPabOUMX AHEW CO MHS TMONYYEHHUS HKCIEPTHBIM YUPEKICHHEM
JJIEKTPOHHOTO  YBEIOMJICHHSI O  TOJYYEHHUH  3asBUTEIEM  TOJIMHUCAHHOTO  PYKOBOJUTEIEM
(YMOTHOMOYEHHBIM ~ JIMIIOM)  JKCHEPTHOTO  YUPESKIAEHUS €  HCIOJb30BAaHHEM  YCHUJICHHOU
KBATHU(UIIMPOBAHHON AIEKTPOHHOW TMOJIKCU 3allpoca O MPEJAOCTaBICHUM JOKyMeHTa. Bpems co mHs
HAMpPaBIIEHUsI SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JTUYHBIN KaOMHET 3asgBUTENS B €AMHON CHCTEME J0
JTHSI HaIllpaBJICHUs 3asSBUTEJIEM B JTUYHBIM KAOMHET DKCIIEPTHOTO YUPEKACHHS B €IUHON CHUCTEME KOIMUU
3aKJIFOUEHUS WM KOMUU cepTH(HUKATa, YKA3aHHBIX B 4acTh 4.2 HACTOSAIICH CTaThbH, HE YUUTHIBACTCA MPHU
HCUYHUCIICHUH CPOKa MPOBEJCHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTRA.

(uactb 4.3 B pen. @enepansHoro 3akona ot 30.01.2024 N 1-03)

5. Dkcnmepr mpu MPOBEACHUM IOPYYEHHOM €My pPYKOBOIUTEIEM SKCIIEPTHOIO YUYPEXKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TIONHOE WCCIEOBAaHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE II0 TIOCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHUBHPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTH TMPOBEACHUS WM DJKCIEPTU3BI JIEKAPCTBEHHOTO
CpeICTBa, €CIIA MOCTABICHHBIE BOMPOCHI BBIXOIAT 3a MPEIeNbl ClIeUaTbHBIX 3HAHUHN dKCIIepTa, 00bEKTHI
WCCTIEIOBAHUN M MaTepHaJIbl HETPUTOIHBI WJIM HEJIOCTATOYHBI JIJISi TIPOBENICHUS MCCIICIOBAHUN U Jauu
3aKJIIOYEHHUs JTUOO COBPEMEHHBIM ypOBEHb Pa3BUTHS HAyKHd HE TMO3BOJIIET OTBETUTh HA IMOCTABIICHHBIC
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BOIIPOCHI;

2) He pasriialaTh CBEICHMSI, KOTOPbIE CTAJIM €My M3BECTHBI B CBSI3U C IIPOBEJCHUEM IKCIEPTU3BI
JIEKapCTBEHHOI'O CPEZCTBA, @ TAKXKE CBEJIECHUS, COCTABIIAIOLINE IOCYAapCTBEHHYI0, KOMMEPUYECKYI0 HIIU
HHYI0 OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecrieunTh COXPAaHHOCTh MPECTABICHHBIX 00BEKTOB UCCIICIOBAaHUN U MaTEPUAIIOB.
6. DKCIepT HE BIIpaBe:

1) mpOBOAUTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHu3aIyii Uiu GU3NICCKHUX JIHII,

2) caMOCTOSITENILHO COOMPATh MaTepUalIbl I IPOBEAECHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA;
3) IpOBOAUTE HKCIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAYECTBE HEIOCYIapCTBEHHOIO SKCIIEPTA.

7. B cjyvdace HCO6XOI[I/IMOCTI/I OKCIICPT BIIPABC XOI[aTaI‘/'ICTBOBaTB nepea pyKOBOAUTCIIEM
OKCHCPTHOI'0 YUPCIKACHHUA O IPUBJICUCHUH K ITPOBCACHHIO 3KCIICPTUILI JICKAPCTBCHHOI'O CPCACTBA APYTUX
OKCIICPTOB.

8. Kaxaplii sKcrepT, BXOAAIIMI B COCTaB KOMUCCHHU JKCIEPTOB, KOTOPOM MOPYUYEHO MPOBEICHUE
SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOATEIBbHO MPOBOIUT MCCIIEIOBAHUSA,
OIICHWBAET PE3yJIbTAThl, MOJYYCHHbIC MM JIMYHO W APYTUMHU DKCIEPTaMH, U (HOPMYIHPYET BBIBOIBI
OTHOCUTEJIbHO TIOCTABJIEHHBIX BOIPOCOB B MIPE/ieNIax CBOMX CIELUAIbHBIX 3HAHUM.

9. Pe3ynbpTaThl SKCIEPTHU3Bl JIEKAPCTBEHHOI'O CPEACTBA O(OPMIISIOTCS 3aKIOYEHHEM KOMMCCHUU
JKCIEPTOB. B 3aKkiIlOYeHHH KOMHMCCHUU OKCIEPTOB YKa3bIBAIOTCA IEpPEUeHb HCCIIEN0BaHU, 00beM
MPOBEACHHBIX KaXKJIBIM SKCIIEPTOM HCCIIEI0OBAHMH, YCTAHOBIEHHBIE KK/IBIM U3 HUX (PAKThI U CICIIaHHbBIC
B PE3yJIbTATE UCCIEI0BAHUN BBIBOJBI. DKCIEPT, MHEHUE KOTOPOTO HE COBMNAJAET C PEUICHUEM KOMUCCUU
9KCIEPTOB, BIIPABE BHIPA3UTHh CBOE MHEHHUE B MUCHbMEHHOU (hopMe, KOTOPOE MPUOOIIAETCS K 3aKIFOYCHHUIO
KOMMCCHH SKCIIEPTOB.

10. DOkcnepThl, BXOJALIME B COCTaB KOMHCCHM, TPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickoii Penepanuu 3a Jady 3aKIIOUYEHHS, COAEPIKALLETO
He0OOCHOBaHHbIE WU (PasIbcU(PUIIMPOBAHHBIE BBIBObI, O YEM OHU JIalOT MOJAIHUCKY.

11. Omnpenenenue ypoBHsl IpoecCHOHAIBHON MOATOTOBKU HKCIEPTOB U aTTECTAlMs UX Ha MPaBO
MIPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS 3KCIEPTHO-KBATH(PUKATUOHHBIMU
KOMHCCHUSIMHU B TOPSAJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (heZiepaibHbIM OpraHOM
MCIIOJIHUTENIbHOM BiacTU. YPOBEHb NMpo(eccrOHATbHON MOJATOTOBKU IKCIEPTOB MOMJIEKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSIMU HE PEXKE YEM OJIMH pa3 B IIAThH JIET.

12. IlpaBmia TPOBEIEHUS SKCIEPTH3BI JICKAPCTBECHHBIX CPEJICTB U OCOOCHHOCTH AKCIECPTH3BI
OTIENBbHBIX BUIOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX JIEKApCTBEHHBIX IIPENapaTos,
BOCIIPOM3BEJICHHBIX JICKAPCTBCHHBIX IPEIapaToB, OHOJOTHYECKHX JICKAPCTBEHHBIX IIPEIapaTosB,
O0MoaHaNOroBhIX (OMOMOJOOHBIX) JEKApCTBEHHBIX TpenaparoB (OMOAHAIOrOB), TOMEONATHYECKUX
JICKaPCTBCHHBIX MPETNapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMHA JICKAPCTBCHHBIX
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npemnapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM HKCIEPTOB YCTaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIOJHOMOYECHHBIM ()eIepaATbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.
(dactpb 12 B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

[Ipumeuanue.

Ho 31.12.2025 nna npemapatoB, MNpPOU3BEICHHBIX B P® B HemsiX HMMIOPTO3aMEICHHUS,
YCTaHABJIMBAETCA PEXKUM YCKOPEHHOM MpOIEAYphl TOCPETUCTpPAIMd B  COOTBETCTBUU  C
[TocranoBnenuem IlpaBurtenscrBa PO ot 12.03.2022 N 353.

Cratba 17. Nopaya u paccMoTpeHue 3asiBNeHUsA O rocyaapCTBEHHOW perncrpauum
NleKapCTBEHHOro npenapara Ans BeTepMHapHOro NnpuMeHeHus

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

[Ipumeuanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromiuiecs IpeoCTaBIeHUs FOC. YCIYT TIpU
oOpalieHuu JICKapCTBEHHBIX CPEACTB IS BETCPUHAPHOTO MMPHUMEHEHUS IOCPEICTBOM EIHMHOTO
noptaia, npumensitorcs ¢ 01.01.2026.

1. [ns rocynapCTBEHHOW pErMCTpalldd JIEKapCTBEHHOIO IIpemapara il BETEPUHAPHOTO
MPUMEHEHHUsST pa3paboTUYMK TaKOro JIEKApCTBEHHOIO IIperapara WM YIOJIHOMOYEHHOE UM JIPYyroe
IOpUJIMYECKOE JIMIO (Jjajiee B HACTOSIIEH CTaThe - 3asgBUTENIb) HAIPABIISET MOCPEACTBOM (enepanibHOM
rocyapCTBeHHOW MH(OPMAIIMOHHOW cucTeMbl "ENUHBIN mopTal rocyJapCTBEHHBIX U MYHHUIIUTIAIBHBIX
yeayr (byuknuin)" (manee - eIuHBIN TOpTai) B YIIOJIHOMOYEHHBIN (eepaibHbIA OpTaH UCTIOJHUTEIbHOM
BJIACTU 3asBJICHUE O TOCYJAPCTBEHHOW PETUCTpAllMU JIEKAPCTBEHHOrO Mpenapara il BETEPUHAPHOIO
MPUMEHEHHUSI, TOANMUCAHHOE YCUJICHHOW KBaTM(UIIMPOBAHHONW JJIEKTPOHHOW TOAMKCHIO, a TaKkKe
JOKYMEHTBI, U3 KOTOPBIX (hOpPMHpYeTCs PEerucTpaliioHHOE JO0Che Ha JIEKAPCTBEHHBIN Mpemapar Ais
BETEPUHAPHOTO TPUMEHEHUSI.

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

2. B 3asBieHUN 0 rocyJapCTBEHHOW PETUCTpalliy JIEKAPCTBEHHOIO Mpenapara AJisi BeTepUHAPHOIO
IIPUMEHEHHUS YKA3bIBAIOTCA:

1) HanMeHOBaHME U aApec 3asiBUTENIS, pa3paboTurKa U MPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara
JUIs BETEPUHAPHOIO MPHMEHEHHS M aJpec MecTa OCYIIECTBJIEHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOTO NpPUMEHEHHUs (B Cilydyae HalMuus HECKOJIbKMX YUYacTHUKOB Ipoliecca
MIPOU3BO/ICTBA HEOOXOAMMO YKa3aTh KaXJI0TO U3 HHX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOTO TMperapaTa il BETEPHUHAPHOTO MPUMEHEHHsI (MEXTyHAPOIHOE
HEMaTeHTOBAaHHOE, WJIHM TPYNITUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEPCUCHDb JleﬁCTBYIOIHPIX M BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTaB JICKAPCTBECHHOI'O
npemnapara JJjid BETCPUHAPHOI'0 IPUMCEHCHUS, C YKa3aHUECM KOJIMYCCTBA KaKAOTI'0 U3 HUX,

4) nexkapctBeHHas (QopMa, TO03UPOBKA, CIIOCOOBI BBEACHUS M TPUMEHEHHS, CPOK TOTHOCTH
JIEKApCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO IPUMEHEHUS;
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5) dbapmakoTepaneBTHUECKAasl FPYIIA;

6) HEOOXOIMMOCTh IPUMEHEHUSI YCKOPEHHOH MPOLEAYpbl 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHOM PErUCTPaLliy JIEKAPCTBEHHOIO IIpernapara;

7) KOIIMK TOKyMEHTOB, IOATBEPKAAIOIINX YIIJIATY TOCYIapCTBEHHOM MOLUUINHBI:

a) 3a IPOBEIEHUE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTHU3bl OTHOLICHHUS
OKUJAaeMOH I10JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara /i BETEpUHAPHOIO
IPUMEHEHMsI IIPU €ro rocy1apcTBEHHON PEerucTpaluy;

0) 3a BbAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara;

8) HanMumMe coriacus, NPEIyCMOTPEHHOIO YacThiO 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanu  peepeHTHOro JIEKApCTBEHHOTO Tpernapara s BETEPUHAPHOTO MPUMEHEHHs MPOIILIO
MEHee YeM IIECTh JIET.

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

3. PerucrpanmoHHOE OChEe B LENSX DKCIEPTH3BI JCKAPCTBEHHOTO Ipenapara JUisi BETCPHHAPHOTO
pUMEHECHHS (HOPMHUPYETCS U3 CIACAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBegeHust 0 JaTe MPEAOCTABICHUS M PETUCTPALMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEAOCTaBICHHON MPOU3BOAUTENIO PETUCTPUPYEMOIO JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHApHOTO MPUMEHEHHS, 111 POCCUUCKUX MPOU3BOIUTENCH;

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

2) cBeleHUsl O JaTe MPEAOCTaBICHUS M PErHMCTPAlMOHHOM HOMEpE JIMIIEH3UMH Ha IPOU3BOICTBO
JICKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOW IMPOU3BOAUTENIO  (papMalleBTUUECKON CcyOcTaHIMH,
BXOJIALIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara /Jjisi BETepUHAPHOTO IPUMEHEHHUSL, JUIs
POCCUMCKUX IIPOU3BOAUTEIIEH;

(B pen. ®enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xomusi JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl NPOU3BOAMTENS [UIs
KOKJIOM IPOW3BOJACTBEHHOM IUIOINAJKM  PETUCTPUPYEMOIO  JIEKQpCTBEHHOIO  Ipemapara Ui
BETEPUHAPHOI0 IMPUMEHEHUS U IMOATBEPXKAAIOLIETO COOTBETCTBUE IPOU3BOAMTENSA JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM MPABHII HAJIICKAIIECH MPOU3BOICTBEHHON MPAKTHKH, U €T0 MEPEeBO]] HA PYyCCKUM
A3bIK, 3aBEPCHHBIE B YCTAHOBIEHHOM IIOPSAAKE, a TaKXKe KONUA 3aKIIOUEHHUS O COOTBETCTBUHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHUSAM NPaBHJ HaJuIekalled MPOU3BOICTBEHHOM
MPAKTUKH, BBIAHHOTO YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HMCHOJIHUTEIBHOM BIACTH IS KaXKIOH
MIPOU3BOJCTBEHHON IUIOIIAJKM PETHUCTPUPYEMOTrO JIEKAPCTBEHHOIO Mpernapara Uil BETEPUHAPHOIO
NPUMEHEHHS, TUOO0 KOMMs PELIeHUs O MPOBEICHUM MHCHEKTHPOBAHUS MPOU3BOIAMTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIMOJIHOMOUYEHHBIM (heiepaJbHBIM OpraHOM HCHOJIHHUTEIBbHOW BIACTH Ui KaXKAOU
MIPOU3BOJACTBEHHON IUIOIIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
IIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTBI IIPEACTABIISIIOTCSA B CIIy4ae, €CIM IMPOU3BOICTBO JIEKAPCTBEHHOTO
Ipenapara ocylIuecTBisieTcs 3a npeaenaMmu Poccuiickoit denepanuu;

(m. 2.1 BBenen denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3)
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2.2) xomus JOKYMEHTAa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOJIUTENS
(hapmaneBTUYECKOM cyOcTaHIn u MOATBEPIK/IAOIIIETO COOTBETCTBHUE MIPOU3BOIUTEIS
(bapmaleBTUUECKOI CyOCTaHIINH, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JIEKApPCTBEHHOTO IIpenapara s
BETEPUHAPHOTO MPUMEHEHUs, TPEOOBAHUSAM MPABWI HAJICKAIIEH MPOU3BOJICTBEHHOW MPAKTHKU, U €r0
MEepPeBOJ] Ha PYCCKUM $3bIK, 3aBEPEHHbIC B YCTAHOBJIICHHOM IIOpSIKE, B CIIy4ae, €ClId IPOU3BOICTBO
(dhapmaleBTHUECKOM CyOCTaHIIMM OCYIIECTBISIETCS 3a peaenamMu Poccuiickoit deneparuuy;

(. 2.2 BBeaeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) NOpoeKT HOPMAaTHUBHOIO [JOKYMEHTa Ha JIEKAPCTBEHHBIM IIpemapaT sl BETEPUHAPHOIO
IIPUMEHEHUS;

4) IOKYMEHT, cojaepKamuil cieayromy uHpopMmanui o (GapManeBTUYECKOW CYOCTaHIIMH WIIH
(bapMareBTHYECKIX CYOCTaHIUSIX, BXOASIIMX B COCTAaB JIEKAPCTBEHHOIO Mperapara JUisi BETEpUHAPHOTO
IMPUMCHCHUSA:

a) HauMeHOBaHUE (¢dapMalleBTUUECKON CyOCTaHIMM, €€ CTpyKTypa, oOuue cBoicTBa (Tpu
rOCy/IapCTBEHHOW  PETUCTPAlMd  WUMMYHOOHMOJIOTHMYECKHX  JICKQPCTBEHHBIX  NPErmapaToB  JUIs
BETCPUHAPHOTO IPUMEHEHHS MPEICTABISIOTCS CBEICHHS O INTAaMME, BKIOYas €ro HauMEHOBAHUE,
WH(OPMAIIHIO O TIPOMCXOXKICHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHHUS );

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

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTEINS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHCAHUEM CTAJWHA MPOM3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MPOU3BOJACTBA;

r) uHdopmamus o TmnpuMmecsx (He TMPEeACTaBIsSeTCS TMPU TOCYNAPCTBEHHON perucTpanuu
MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MPETapaToB Jisi BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) crienrdukanus Ha GpapMaleBTHUYECKYIO CYOCTaHIIMIO (HE TIPEACTABIISIETCS MIPU TOCYIapCTBEHHOM
perucTpan UMMYyHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) ONMMCAHUC MCTOAUK KOHTPOJIS KaUCCTBA,

) pe3yJbTaThl aHanu3a cepuil (apmaneBTHUYECKOW CyOCTaHIMM (HE NPEACTAaBIAIOTCS MpH
rOCYJapCTBEHHON  perucrpalMu  MMMYHOOHMOJIOTMYECKMX  JICKQpCTBEHHBIX  IpemapaToB s
BETEPUHAPHOTO MTPUMEHEHHS);

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

3) MNEPCUYCHb CTaHAAPTHBIX 06pa3u013 HJIN BCIICCTB, UCITOJIB3YEMBIX IPU OCYHICCTBICHUUN KOHTPOJIA
Ka4dycCTBa,

1) ONMCaHNE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

K) JaHHble O CTAOMJIBHOCTH (HE MPEACTABISAIOTCS MpH TOCYJapCTBEHHOM perucTparnuu
MMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX MIPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS);
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(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

J) CPOK F'OJIHOCTH, YCJIOBUSI XPaHEHMUS;

[Ipumevanue.

IIpy yckOpeHHON MpoLEeAype pPErucTpaluy BOCIPOM3BEIEHHOIO Ipenapara JOIyCKaeTcs
HEMpPEeJICTAaBICHUE OMHCAHUS METOJOB U HMX JOKYMEHTAJIBHOTO MOATBEPKIACHHS, IPU MUCHMEHHOM
00s13aTeNLCTBE WX MPEACTaBUTH B TeueHWe 12 wmecsmeB co aHs peructpanuu (IlocraHoBiieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) oryer o0 pe3yibTaTax JAOKJIMHUYECKOI'O UCCIEJOBAHMS JIEKAPCTBEHHOI'O CpEJICTBA s
BETEPUHAPHOTO MPUMEHEHHUSI, BKIIFOUAIOLIUI OMUCaHHEe METOJIOB OIpENeTCHUs] OCTATOYHBIX KOJUYECTB
JEHUCTBYIOIIETO BEIIECTBA (ACUCTBYIONIMX BEIIECTB), JOCTUTAIOUIETO (JOCTUTAIOUIUX) CHUCTEMHOTO
KPOBOTOKa, B MPOAYKIMH >KMBOTHOTO MPOUCXOXKACHHUS TMOCIEe NPUMEHEHHUS TaKOro JIEKApCTBEHHOTO
CPEJICTBa, a TAKXKE TOKYMEHTaJIbHOE MOTBEPKACHHUE (BAJIUIAIIMS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O Ppe3yJbTaTaX KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcrapara i
BCTCPUHAPHOI'O IIPUMCHCHUS Y KAKAOTI'0 BUJId JKUBOTHBIX, YKAa3aHHBIX B HHCTPYKIHUHU 10 BETCPUHAPHOMY

IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKILIMHU MO0 BETEPUHAPHOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara, coaepxarien
CIIEYIOIINE CBEACHMUS:

a) HANMMCHOBAHUC JICKAPCTBCHHOI'O IIpeliapaTta AJid BETCPUHAPHOI'O IMPUMCHCHUA (Mem,uyHaponHoe
HCIMMAaTCHTOBAHHOC, WJIK I'PYIITUPOBOYHOC, NI XUMHUYECKOC U TOPTOBOC HaI/IMeHOBaHI/ISI);

6) JICKApCTBCHHAsA (I)opMa C YKa3aHUCM HAaMMEHOBAHUM M KOJIMYECTBEHHOIO COCTaBa ,HCP’ICTBYIOIHI/IX
BC€IICCTB U KAYECTBCHHOT'O COCTaBa BCIIOMOI'aTCJIbHBIX BCIICCTB,

B) OIMMMCAHUC BHCIIHCT'O BUAA JICKAPCTBCHHOI'O IIpCIiapaTra AJid BETCPUHAPHOTO ITIPUMCHCHU,;

) ¢papmakoTepaneBTHUECKas TPYIIa JIEKApCTBEHHOTO MpernapaTa AJisi BETEpUHAPHOIO MPUMEHEHUS
WIM yKa3aHHe "TOMEONaTH4YECKHI JIEKapCTBEHHBIN Mpenapar';

n)  dapmakoguHamMuka W (papMaKkOKMHETHKa (3@  HMCKIIOUYeHHEeM  (papMaKkOKWHETUKHU
TOMEOMATUYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTENBHBIX JIEKAPCTBEHHBIX MPENapaToB) WIH
OMHMCaHNuEe UMMYHOOHOIOTHYECKHUX CBOMCTB JICKAPCTBEHHOTO MIpemnapara;

€) MOKa3aHUsl 1711 IPUMEHEHNS;

) IPOTUBOTIOKA3AHUS JIJIsI TPUMEHEHNS,

3) MEPBI NPCAOCTOPOIKHOCTH IPU IPUMCHCHUHU

1) yYKa3aHHe BO3MOXXHOCTU U OCOOEHHOCTEH MPUMEHEHUs Y OEpEMEHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
[IEPUOJ JTAKTALUH, Y IIOTOMCTBA KUBOTHBIX;
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K) PECKUM OO3UPOBAHUA, croco0 BBCACHHUA W IIPUMCHCHU:A, IIpU HeO6XOI[I/IMOCTI/I BpEM:A IIpHEMa
JICKApCTBCHHOTO IIperiapaTa JJIs1 BETCPUHAPHOI'0 MPUMCHCHUS, TPOAOJDKUTCIIBHOCTD JICUCHU S,

J) BO3MOXHbBIE€ MMOOOYHbIE JEUCTBUSA, HEXKeENATEIbHbIE PEaKIIMK NPH MPUMEHEHUH JIEKApCTBEHHOTO
npenapara Jijisi BETepuHapHOTO MPUMEHEHHUS;

M) CUMITOMBI IIEPEI03UPOBKH, MEPHI 10 OKA3aHUIO TOMOILH P MEPEI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (WJIn) KOpMaMu;
0) GopMBI BBIITyCKa JIEKapCTBEHHOT'O Npenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

n) ykasanue (IMpu HEOOXOIUMOCTH) OCOOCHHOCTEW NEHCTBHSI JIGKAPCTBEHHOTO Mperapara s
BETEpPUHAPHOTO IPUMEHEHHUS IPU TIEPBOM IIPUEME UJIH IIPH €r0 OTMEHE;

p) onmcanue (TpU HEOOXOMAMMOCTH) JCUCTBHN CICIHAIUCTA B 00JaCTH BETCPUHAPHH, BJaJeibIa
KUBOTHOTO TMpPH MPOMyCKe MpHeMa OJHOW WM HECKOJBKHX J103 JIEKAPCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CPOK TIOAHOCTH H YKa3aHHC Ha 3afnpeT MNPHUMCHCHUSA JICKAPCTBCHHOI'O IIplriapara IJId
BCTCPUHAPHOI'O HPUMCHCHHA 110 HCTCUCHHUU CPOKA 'OAHOCTHU,

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue€ Ha HeO6XOI[I/IMOCTB XpaHCHUA JICKAapCTBCHHOI'O IIpcrapara Mjis1 BCTCPHUHAPHOI'O
MNPUMCEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[GTGI}'I;

¢) yxazaHue (Ipu HEOOXOJMUMOCTH) CIELUUAIBHBIX MEp IMPEJOCTOPOKHOCTH TMPH YHUUYTOKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJIsl BETEPUHAPHOTO IPUMEHEHNS;

X) CPOKH BO3MOKHOTO HCIIOJIb30BAaHUS MPOAYKLUHU >KUBOTHOTO MPOMCXOXKIEHUS IOCIE BBEICHHS
KUBOTHOMY JIEKAPCTBEHHOTO IIperapara il BETepUHAPHOTO IPUMEHEHUS;

LI) yCJ10BUS OTITYCKaA,

'-I) HaMMCHOBaHUA MW aJpeCa MNPOU3BOACTBCHHBLIX IIJIOMIAAO0OK MPOU3IBOJAUTEIA JICKAPCTBECHHOI'O
npemnapara JJjisd BETCPUHAPHOT'O IPUMCHCHU S ;

HI) HAaMMCHOBAHUC, aapeC OpraHu3anunu, yr[OJ'IHOMO‘IGHHOﬁ ACPKATCIIEM WM BJIaACIbLEM
PEruCTpaiioOHHOTO  YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpCliapaTa HaA HNPHUHATUC HpeTeHSI/Iﬁ oT

MOTpeOUTENs;

8) IMPOCKTHI MAKCTOB HCpBI/I‘-IHOI\/'I YIIaKOBKHU U BTOpH‘IHOfI YIOAaKOBKH JICKAPCTBCHHOTO ITpCIiapaTta JJIsd
BETCPUHAPHOT'O ITPUMCEHCHU S,

9) CJIeaAyromue CBEACHHUA O JICKAPCTBECHHOM MpeTiapaTe AJid BETCPUHAPHOTI'O TPUMCHCHUA:

a) OIMCaHKe U COCTaB JIEKaPCTBEHHOI'O Iperapara Jyuisi BETepUHAPHOTO PUMEHEHHUS;
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0) onucanue (papMaleBTHIECKOMN pa3pabOTKH;

B) OIMCAHME MPOLECCa MPOU3BOJCTBA U €T0 KOHTPOJIS, HOAIMMCAHHOE B TOPSJIKE, YCTAHOBJICHHOM B
COOTBETCTBHH C YacThIO | HAacTOSIIEH cTaThy;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONUCAaHWE KOHTPOJS KPUTHUYECKUX CTaJWK IPOU3BOACTBA M IMPOMEKYTOYHOH MPOIYKIUH,
MOJINMCAHHOE B MOPSJIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIICH CTaThH;
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

J) HaUMEHOBaHUS M ajapeca pa3paboTyuuKa, JAep)KaTeNs WIM BIAAENbIa PEruCTPALUOHHOTO
YIOCTOBEPEHUS]  JIGKAPCTBEHHOTO  TIpernapara, IPOW3BOACTBEHHBIX  IUIOMIAMIOK  MPOU3BOIUTEIS
JICKapCTBCHHOTO TIperapara JJis BETCPUHAPHOTO NMPUMEHEHUS C YKa3aHHEM CTaJIUi TEXHOJIOTUYECKOTO
nporecca, OCYIIECTBIIEMBIX Ha IPOU3BOJICTBEHHBIX IUIOMIAJKAX IPOU3BOAUTEINS JICKAPCTBEHHOTO
mperapara Jiisi BETepUHAPHOTO IPUMEHCHUS;

(B pen. @enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) ¢apmaneBTUYECKasi COBMECTUMOCTb;
) MUKPOOHOJIOTMYECKHIE XapaKTCPUCTHUKH,
3) MaTepUaIbHbIA OallaHC /171 MPOU3BOCTBA CEPUU T'OTOBOTO MPOAYKTA;

I/I) OIIMCAHUC XaPaAKTCPUCTHUK U CBOMCTB YIaKOBOYHBIX MATCPpHUATIOB U YKYIIOPOYHBIX CPCACTB,

[Ipumeuanue.
IIpn perucrtpanuu 10 YCKOPEHHOM IpOLEAYpe MAOIYCKAeTCs HENPEICTaBICHUE JOKYMEHTOB,
n_.n

npeaycMoTpeHHsix mm. "K" m. 9 4. 3 cr. 17, mpu YCIOBMM NHCHBMEHHOTO O0053aTelbCTBA HX

pefocTaBuTh B TeueHue 12 mecsieB co aHs peructpauuu (Iloctanosnenue IlpaBurtensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTaJIbHOE TOATBEPKACHHE (BATHIAIHMS) POIIECCOB U (UITN) UX OLIEHKA;

J) TpeboBaHMSI K KayecTBY BCIIOMOTAaTEIbHBIX BeELIECTB (cepTUdUKAT, cHenudukanus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U X 00OCHOBAHNUE);

[Ipumeuanue.
[Ipu perucrpauyu 1O YCKOPEHHOM MPOLEAYPE JHOIYCKAaETCs HENPEACTABICHUE JOKYMEHTOB,
npeaycMoTpeHHsix mm. "M" m 9 4. 3 cr. 17, mpu yclIOBUM THCBMEHHOTO O0053aTelbCTBA WX

IIPEIOCTaBUTh B TeueHHe 12 mecsnes co aHs peructpauuu (Ilocranosnenue IlpaBurtenscrsa PO or
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YEMbIC TIpH OCYHICCTBJICHHUU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BEHICCTB,
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[Ipumeuanue.
[Ipu perucrtpauum 1O YCKOPEHHOM MHpoUEAype MAOIMYCKAEeTCsl HENpPEeICTaBICHUE JOKYMEHTOB,
npexycMoTpeHHbIX . "H" m. 9 4. 3 cr. 17, mpH YCIOBHHM THCHBMEHHOTO O0O0s3aTEIbCTBA HX

MPeAOCTaBUTh B TeueHue 12 mecsieB co nusa perucrpanuu ([loctanosnenue IIpaBurensctBa PO ot
12.03.2022 N 353).

H) JOKYMCHTAJIBHOC ITOATBCPKIACHUC (Ba.]'II/II[aHI/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJIIB3YCEMBIX IIpU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) I/IH(l)OpMaI_II/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTENbHBIX BCHICCTB YCJIIOBCUCCKOIO M XKHBOTHOI'O
MMPOUCXOKIACHUSA,

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

p) TpeOoBaHHMS K KauyeCTBY JIGKAPCTBEHHOTO TIperapara Uil BETEPHHAPHOTO TMPUMEHEHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE),

C) AHAIIMTUYCCKUC MCTOAWKH, HCIIOJB3YEMBIC TIIPpU OCYHICCTBJICHUMW KOHTPOJIA Ka4dCCTBaA
JICKaApCTBCHHOI'O IIpCIiapaTta JJIsi BETCPUHAPHOI'O IIPUMCHCHUA

[Ipumeuanue.
IIpu perucrtpauuu 1O YCKOPEHHOM MpOLEAYype [JOIYCKAaeTCs HENPEACTAaBIECHUE JIOKyMEHTOB,
n_n

npeaycMoTpeHHsix nm. "t m. 9 u. 3 cr. 17, mpu yCIOBHM MHCBMEHHOTO 0053aTE€NbCTBA UX

npenocTaBuTh B TeueHue 12 mecsieB co aHs peructpauuu (Iloctanosnenue IlpaBurtensctBa PO ot
12.03.2022 N 353).

T) JAOKYMCHTAJIbBHOC IOATBCPIKACHHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOJUK, UCIOJB3YEMbIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOI'O IMperiapara Ajid BETCPUHAPHOTI'O IPUMCEHCHUS |

y) JOKYMEHT, IMOJTBEPXIAIONIMIA Ka4eCTBO JICKAPCTBEHHOrO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (IPOTOKOJT aHAIM3a MM CEPTU(PUKAT aHAIK3a), OJTHA CEPUsI KOTOPOTO JIOJKHA COBIA/IATh C CepUei
o0pa3iia JIEKapCTBEHHOTO Mperapara, MoIaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NprUMecei;

X) NEepCUCHL CTAHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMbBIX TIPpU OCYILICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiapara JJIs1 BETCPUHAPHOT'O MPUMCEHCHU A,

[Ipumeuanue.

[Ipn yckopeHHOW TMpoLeAype pPErUCTpaliud BOCHPOU3BEIEHHOIO Mpemapara JOIMyCKaeTcs
HETPEACTaBICHUE CBEICHHM, NpeaycMOTpeHHbIX mnm. "n" m 9 4. 3 cr. 17, npu NHCbMEHHOM
00s3aTeNbCTBE UX MPEAOCTaBUTh B TeueHue 12 mecsneB co aHs peructpanuu (IlocranoBnenue
ITpaButensctBa PO ot 12.03.2022 N 353).

11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOI'O IIpernapara Jyisi BETEpUHAPHOTO MPUMEHEHUS;
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10) xomus DOKyMEHTa, COJEpKamero HMH(GpOpManui O HaJUYMH WA 00 OTCYTCTBHH (DaKTOB
pEerucTpaluy JEKapCTBEHHOTO IMpernapara Uisi BETEpUHAPHOTO MPUMEHEHHUs 3a npeaenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHMEHHOH (hopMme, MperyCMOTPEHHOE YacThi0 7 HACTOSIIEH CTAaThH, B CIIydae
perucTpanyy BOCIpOU3BEICHHOTO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) komusg JOKyMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOr0 B YCTAHOBJICHHOM MOPSAKE U
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3aBJIICHHSI O TOCYJApPCTBEHHON pErucTpaluu JEKapCTBEHHOIO
npernaparta Jiisl BETEpUHAPHOTO IPUMEHEHUSs (JI0BEPEHHOCTb );

[Ipumeuanue.

Jo 31.12.2030 poccuiickuM TPOU3BOIUTEIISIM PA3PEILICHO HE MPEICTABIISITh CBEJACHUSI B COOTBETCTBUH
c n. 13 u. 3 cr. 17 npu perucrpauu HMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB
(ITocranoBnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYZApCTBEHHOW pETHCTpPAallMd T'e€HHO-HHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPraHu3MOB, INpPEAHA3HAYEHHBIX [UI1 BBITYCKA B OKPYXaWIlyl cpeny (IpH TIoCyJapCTBEHHOM
perucTpany  JICKapCTBEHHBIX TPEMapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJYYCHHBIX C
IPUMEHEHUEM TI'e€HHO-MHXXEHEPHO-MOJU(PULIMPOBAHHBIX  OPraHU3MOB WJIM  COAEPXKAIIMX  TakKue
OpraHU3MBI).

(m. 13 BBenen denepansubiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Tlpm mnpoBeACHUM YCKOPEHHOW MPOIEAYphl AKCIEPTU3bl JIEKAPCTBEHHOTO TIperapara s
BETEPUHAPHOTO TPUMEHEHHs (32 UCKIIOYCHHEM JIeKapCTBEHHOTO TMpernapara i BETEPUHAPHOTO
MIPUMEHEHHUSI, YKa3aHHOTO B 4acTH 4.1 HaACTOsIIeH cTaThi) B IEJSIX €r0 TOCYIapCTBEHHON PEerucTpanuu
BMECTO OTUeTa pa3paboTduka O pe3ysbTaTax AOKIMHUYECKOTO MCCIIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA
JUTS BETEPUHAPHOTO TMPUMEHEHHUS MOXKET OBITh MpeACTaBiIeH 0030p HAy4YHBIX pabOT O pe3ysbTaTrax
JOKJIIMHUYECKOTO HCCIeIoBaHusl pedepeHTHOro JEeKapCTBEHHOTO TMpernapara s BEeTePUHAPHOTO
MIPUMEHEHHUSI, @ BMECTO OTUETa O PE3yJIbTaTaX KJIMHUYECKOTO MCCIIEIOBAHUS JIEKapCTBEHHOTO Ipemnapara
JUIS BETEpUHAPHOTO TMPUMEHEHUS OTYeT O pe3ylbTaTaX HCCIeA0BaHUNH OHOIKBUBAICHTHOCTH
BOCITPOM3BEIEHHOTO JIEKAPCTBEHHOTO MIpenapara Jijisi BETepUHAPHOTO MPUMEHEHHS.

(B pen. @enepanbHbix 3aKk0HOB OT 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)

4.1. Ilpu mpoBeneHHWU YCKOPEHHOM MNpoLenypbl 3KCHEPTU3bl JIEKApCTBEHHOTO Ipernapara Jyis
BETEPUHAPHOIO MPUMEHEHMS, NPEAHAZHAUYEHHOTO JUIS JICYEHMs TOMAIIHUX JKUBOTHBIX, OIPEIEIECHHBIX
@enepanbHbM 3akoHOM 0T 27 naekabps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpallleHUU C
KUBOTHBIMH U O BHECEHUU M3MEHEHHMH B OTIENbHbBIE 3aKOHOJATENbHbIE akThl Poccuiickoit denepanun’,
U 3apEeTUCTPUPOBAHHOTO B KauecTBE JIEKAPCTBEHHOrO Iperapara i MEIULHUHCKOrO MpPUMEHEHUSs, B
LEJIAX €ro TOCYJapCTBEHHOM PEerucTpalii BMECTO OTUETa pa3padoTyHuKa O pe3ysibTaTax JOKIMHUYECKOTO
MCCIJIETOBaHMSl JIEKAPCTBEHHOTO CPEJCTBA AJI1 BETEPUHAPHOIO MPUMEHEHUS MOTYT OBITh NpEACTaBIEHBI
pe3ysbTaThl  JOKIMHUYECKOTO MCCIEN0BAHUS COOTBETCTBYIOILEIO JIEKAPCTBEHHOTO CpeACTBa Ul
MEIUIIMHCKOTO TMPHUMEHEHHsS, a BMECTO OT4eTa O pe3yJbTaTaX KIMHUYECKOro HCCIeI0BaHUS
JICKApCTBEHHOTO Iperapara Jjisi BETEPHHAPHOIO NMPUMEHEHHUs - 0030p Hay4yHBIX paboT O pe3yibTarax
KJIIMHUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHOI'O IMpemnapara Jjis MEIULHUHCKOrO NpPHUMEHEHHUs Ha BHJaX
KUBOTHBIX, KOTOPBIM ITPEIHA3HAYAETCS UCCIIEy EMBIN JIEKapCTBEHHBIH Mpenapar.
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(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha skcriepTu3y pa3nuyuHBIX JIGKAPCTBEHHBIX (JOPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUIsl BETEPUHAPHOTO NPUMEHEHHUS 3asiBUTENb MPEICTABISAET OTACIIbHBIC 3asBJICHUS U PETrUCTPALMOHHbIE
JI0Che Ha KOKIYIO JIeKapcTBeHHYI0 hopmy. [Ipu yciaoBur 0 JHOBpEMEHHOM MOJa4u Ha SKCIIEPTU3Y OTHOM
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU JO3UPOBKOM, KOHIICHTpAIMEH, 00bEMOM 3asBUTEIb MPEJICTABIISICT
OJIHO 3asIBJICHUE U PErUCTPALMOHHOE JOChE C NPUIIOKEHUEM MAKETOB IIEPBUYHON YIIAKOBKU U BTOPUYHOU
ynakoBku. Ha MakeTax nepBUYHOM yIIaKOBKM M BTOPUYHOM YNAKOBKHM YKa3bIBalOTCSA BCE IMPOU3BOANMBIC
JO3UPOBKH, KOHILIEHTpAaLlUHU, OObEMbI U KOJUYECTBO J03 B YIAKOBKE JIEKAPCTBEHHOIO Ipernapara IJis
BETEPUHAPHOTO IPUMEHEHUSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciydyae HempencTaBieHUs C 3asABICHHEM O TOCYJApCTBEHHOH perucTpamnuu JeKapcTBEHHOTO
rpenapara Jijisi BETepUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAOIINX YIUIATy TOCYAapCTBEHHOM
MONUIMHBI U YKA3aHHBIX B MyHKTE 7 YacTH 2 HACTOALICH CTaTbU, CBEIACHHUM O JIMIICH3UIX, YKA3aHHBIX B
nyHkrax | w 2 dactu 3 Hacrosmied CTaThd, a TakKe BBIIAaBAEMbIX (TIPEIOCTaBIISIEMBbIX )
YIOJHOMOYEHHBIMH  (efiepalbHbIMU OpPraHaMU HCIOJHUTENBHON BIACTH JOKYMEHTOB (CBeIeHUit),
yKa3aHHbIX B IyHKTe 2.1 dYactu 3 HacTosied CcTaTbu, YINOJIHOMOYEHHBIH (QenepalbHblil Opran
UCIIOJIHUTENILHOM  BIACTH  3ampalluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE
MEXXBEJIOMCTBEHHOT'0 MH(POPMAIIMOHHOTO B3aUMOICUCTBUSI.

(uactsb 6 B pen. denepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaeTcss HCIIOJNIE30BaHHE B KOMMEPYECKHX IIeNiaXx HHpOpMamuu O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUMN JIGKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX UCCIIEIOBAHUN JIEKaPCTBEHHBIX
MpENnapaToB sl BETEPUHAPHOTO IPUMEHEHUS, MPEACTABICHHOW 3asBUTEIEM [UI TOCYAapCTBEHHOM
perucTpanuy JEeKapCTBEHHBIX TpernaparoB, 0e3 ero corjacus B TeUEHHWE MIeCTH JeT C JaThl
rOCyJJapCTBEHHOM perucTpaiui peepeHTHOro JeKapCTBEHHOTO npemnapaTa B Poccuiickoit @eneparui.

8. [epxxarenp wiM Biaaenel] perucTPAlMOHHOTO YJIOCTOBEPEHMS JEKapCTBEHHOIO Ipenapara Jjis
BETEPUHAPHOTO MPUMEHEHUS NPEJCTABISIET B YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCIOIHUTEIbHOU
BJIACTH OTYET MO pe3yJbTaTaM (papMakoHaA30pa OJUH pa3 B IIECTh MECALIEB B TEUCHUE ABYX JIET MOCTE
rOCy/IapCTBEHHOW PETHUCTPALMU JIEKApCTBEHHOI0 Tpernapara B Poccuiickoit denepannn, 3aTeM €KeroaHo
B T€UEHHUE MOCIIEIYIOUIUX TPEX JIET U B JAIbHEHIIIEM OJIMH pa3 B TpH roja.

(dactb 8 BBeneHa denepanbHbM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatnna cuny ¢ 1 ceHtab6pa 2024 ropa. - ®epgepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

[Ipumeuanue.

[Tonoxenns ct. 19 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeOCTaBIEHUS IrOC. YCIyT TIpU
00palIeHn! JIEKAPCTBEHHBIX CPEIICTB TSI MEAUIIMHCKOTO U BETEPUHAPHOTO IIPUMEHEHUSI TIOCPEICTBOM
€IMHOW CUCTEeMBI U (WIK) eIuHOoro nopTtaia, npumenstores ¢ 01.01.2026.

Cratbsa 19. MNpuHATME pelweHUs O BblAaye 3KCNEPTHOMY yYpexAeHUI0 3adaHuA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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1. B Teuenue necsaty pabounx AHEHW CO JHS NMPUHSATHS 3asBJIEHUS O TOCYIaPCTBEHHON PErucTpaluu
JIEKapCTBEHHOI'0 IIperapara WIM 3asBJICHUS O NPU3HAHUM JIEKAPCTBEHHOI'O IIpenapara ophaHHbIM
JICKApCTBEHHBIM  TIpErapaToM  COOTBETCTBYIOIIMH  YIOJHOMOYEHHBIH  (enepalbHBId  Oprax
UCIIOJHUTEJIBHOW BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIICHUS
IIPEACTABJIICHHBIX JOKYMEHTOB PETHCTPALlMOHHOIO JI0ChE Ha JIEKApPCTBEHHBIM IIpernapar U HNPUHUMAET
pELIeHNE O BbIAAYE 3aaHKsl Ha IPOBEACHUE:

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

1) skcmepTH3bl JOKYMEHTOB, MPEACTABICHHBIX JUIS ONPEAEICHHS BO3MOXKHOCTH PacCMaTpUBATh
JIeKapCTBeHHbe/'I npemnapar 4jisi MCOAUIUHCKOIO IMPUMCHCHUSA B KadYCCTBC op(i)aHHoro JICKApCTBCHHOI'O
npenapara;

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

[Ipumeuanwue.
C01.01.2026 1. 2 u. 1 c1. 19 yrpauusaer cuny (D3 ot 30.01.2024 N 1-D3).

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B 4aCTHU SKCIICPTU3BI KAUYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M SKCIICPTU3bl OTHOLICHUSA omnaaeMoﬁ IMOJIB3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

3) 3KCepTHU3bI JIEKAPCTBEHHOI'O CPE/ICTBA B YACTU HKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOI'O CPEICTBA
U JKCIEPTU3bl OTHOLICHMSI OKUJAEMOW IOJb3bl K BO3MOXKHOMY PHMCKY IPHMEHEHHUS JIEKAPCTBEHHOTO
mpenapara Uil MEIWLIHAHCKOTO IIPUMEHEHUs B MOPSAAKE YCKOPEHHOM NPOLELypbl JKCIIEPTU3bI
JIEKapCTBEHHBIX CPENICTB B COOTBETCTBUU CO CTaThel 26 HacTosmero denepalbHOTO 3aK0Ha;

4) HSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIIEHWU JIEKAPCTBEHHOTO TIperapara st
BETEPUHAPHOTO TPUMEHEHUSI.

2. YTHOoIHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIIACTH HAIpaBisSeT B JIMYHBIN
KaOMHET SKCIIEPTHOTO YUPEKICHUS B €IMHOW CHCTEMe MOANHUCAHHOE YCUJICHHOM KBanu(UIMPOBaHHOMN
AJIEKTPOHHON MOANMCHIO 3aJ]aHie Ha MPOBEICHHE 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosen
CTaTbd, B JIMYHbIM KaOWMHET 3asBUTENs] B €IUHOM CHCTEME - TIOANMCAaHHOE YCHIJIEHHOMN
KBJIN(UIIMPOBAHHOMN JIEKTPOHHON IMOANUCHIO YBEJOMJIEHUE O MPUHATOM DPELIEHUH O BbIJAYe 3aJaHUS
Ha MPOBEJICHHE IKCIEPTU3, IPEAYCMOTPEHHBIX YacThio 1 HacTosIIEeH cTaThH, U B Cilydae HEOOXOIUMOCTH
0 BblIaue paspeuieHus Ha BB03 B Poccumiickyro @enepanuio KOHKPETHOW MapTHH, CEpUU
3apEeTUCTPUPOBAHHBIX W (MJIM) HE3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
MIPOBEACHUM TaKUX SKCIIEPTU3 C YKa3aHUEM IIPUYMH OTKa3a.

(uactb 2 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B ciydae BBISBICHHS OTCYTCTBHS WJIM HEJIOCTOBEPHOCTH HWH(OPMAIIUH, COJACpKaIIeHCcs B
NIPEJCTABICHHBIX 3asABUTENEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (elepaibHblil OpraH HCIOJIHUTEIbHON
BJIACTH HANPAaBJSIET 3asBUTEIIO MOCPEICTBOM €IMHOTO MOpTajia WIM B €ro JIMYHBI KaOWHET B €IMHOMN
cucTeMe 3amnpoc 00 YTOYHEHHMH 3TOM MH(pOpMalMH, MOANUCAHHBIN YCHJICHHON KBaJIM(UIIMPOBAHHON
AJIEKTPOHHON TOJIKCHIO (Jajiee - 3ampoc YIMOJTHOMOYEHHOTO (eepaibHOTO OpraHa HCIOJHUTEIHHOMN
BJIACTH).

(uactsb 3 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)
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4. 3asBuTENb 00513aH HAIPABUTH IMOCPEJICTBOM EAMHOTO IMOPTaAIa B YIIOJTHOMOUEHHBIN (eiepanbHbIi
OpraH WCIOJHUTEILHOW BJIACTH WJIM B JUYHBIA KaOWHET YIOJHOMOYEHHOro (eAepaTbHOr0 OpraHa
UCTIOJIHUTEIBHOM BJACTH B E€IMHOW CHCTEME IOJIUCAHHBIA YCHUJICHHOW KBaJIH(PHUIMPOBAHHON
ANIEKTPOHHON TOJIMUCHI0 OTBET HAa 3alpoC YIMOJTHOMOYEHHOTO (erepalbHOTO OpraHa MCIOTHUTEILHOM
BJIACTH B CPOK, HE TPEBBIMIAIOIINN IEBIHOCTA Pa0OYMX THEH CO JTHS TMOJYYCHHS YIOTHOMOYCHHBIM
(bellepaJIBHbIM OpraHomMm HUCIIOJIHUTEILHOU BJIACTU SJICKTPOHHOI'0 YBECAOMIJICHHS O IMMOJTYYCHUU 3aABUTCIICM
naHHoro 3ampoca. Cpok, yKa3aHHBI B 4acTH | HacTosIeld CTaThW, MPHOCTAHABIMBACTCS CO JHS
HaIlpaBJICHHUA MOCPCACTBOM CIAMHOIO IMOpPTaJia WA B JINYHBIN Ka6I/IHCT 3asABUTCIIA B eI[HHOﬁ CHUCTEMC
3ampoca YIoJHOMOUYEHHOTo (efepaibHOTO OpraHa WCIOJIHHUTEIBHOW BIACTH IO JIHS HAlpaBJICHUS
3asABUTCIICM ITOCPCACTBOM CAMHOI'O IOpTajia Wik B JINYHBIN KaGI/IHeT YHOOJHOMOYCHHOTO (be,uepaHLHoro
OpraHa MCIIOJHUTEIbHOH BIIACTH B €IMHOW CHCTEME OTBETA.

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

5. OcHoBaHueM [JIsl OTKa3a B OpraHU3allid KCIEPTHU3, MPEAYCMOTPEHHBIX 4acThio | HacTosiien
CTaThH, SBISETCA TMPEACTABICHUE HEOOXOIMMBIX [JIsi TPOBEACHHUS TNPEIYCMOTPEHHBIX 3KCIEPTHU3
JOKYMEHTOB B HETIOJIHOM 00beMe HIIM HEeMpeCTaBlIeHNE 3asBUTEIEM B YCTaHOBJICHHBIN CPOK OTBETa Ha
3aMpoc YHOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIBHON BIACTH, a TAKXKE IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKaI[X MCUYEPIBIBAIOIIETO MepeuHs He0OOXOUMBIX CBEICHUM.

6. Ilpu oTkase B opraHu3alUy 3KCIEPTU3bI, NPEAYCMOTPEHHOM MyHKTOM 4 yactu | HacTosien
CTaThU, JOKYMEHTHI, BXOJIME B COCTAB PErMCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIM Ipenapar JUls
BETEPUHAPHOTO NPUMEHEHHS, MOTYT OBITh BO3BpAIICHBI 3asBUTEII0O HAa OCHOBAaHMHM €ro 3ampoca,
MOJIMCAHHOTO  YCHWJIGHHOW — KBaJU(UIMPOBAHHOW 3JIEKTPOHHOM TMOANMCHIO M HANpPaBJICHHOI'O
MOCPEJICTBOM €IMHOTO TIOpTajia B YIOJHOMOUYEHHBIN (hefepaibHblid OpTaH MCIOJHUTEIBHON BIACTH HITH
JIMYHBIA KaOMHET yIOJIHOMOYEHHOr0 (hesiepalbHOro opraHa UCIOJHUTEIbHOM BIACTH B €AMHON CUCTEME,
B TEYEHUE TpUAUATH pabouux JHEH CO JAHS MPHUHIATHS YIOJHOMOYEHHBIM (enepalbHbIM OpraHOM
UCTIOJHUTENIBHOM BJIACTH pelleHuss 00 OTKa3e B OpPraHM3aLMU TaKOW SKCIEPTU3bl. YIOJIHOMOUYEHHBIN
(benepanbHBIN OpraH UCIIOJHUTEIBHON BIACTH BO3BPAIIAET 3aIBUTEIIO YKA3aHHbIE IOKYMEHTHI B TEUEHUE
JecATH pabouMX THEH cO THS MOJTyYeHHs] COOTBETCTBYIOIIETO 3aIpOca 3asBUTEIS.

(dactp 6 BBeneHa DenepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03; B pen. denepaabHOTO 3aKOHA OT
30.01.2024 N 1-93)

[Ipumeuanue.

[Tonoxenus ct. 20 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs: NpeJOCTaBIECHUS IOC. YCIyT IpU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB JUISI MEAMIIMHCKOIO TPUMEHEHHS] IOCPEACTBOM E€AUHON
cucremsl, npumenstores ¢ 01.01.2026.

Ctratba 20. O3KcnepTusa [JOKYMEHTOB, TMpeAcTaBrieHHbIX ANns onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JlIeKapCTBEHHbIN npenapatr Ansa  MeOULMHCKOro
npuMeHeHUA B KayecTBe opd)aHHOro fieKapCTBEHHOro npenapara

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
1. Tlpomenmypa ompeneiaeHuss BO3MOKHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIA TMpemapar i

MCIUIHUHCKOIO NMPHUMCHCHUSA B KAa4YCCTBC Op(l)aHHOI‘O JICKApPCTBCHHOTO IMpfIiapaTa MOKCT HPOBOAUTHCHA
KaKk B OTHOLICHHHU JICKAPCTBCHHOI'O IIpfcriapara, 3apCruCTpUpPOBAHHOTO B COOTBCTCTBHMU C HACTOAIIUM
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@enepalibHBIM 3aKOHOM JIMOO B COOTBETCTBUU C aKTaMH, cocTapisitomiuMu mpaBo Coro3a, Tak U B
OTHOIIEHWU  HE3apErMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  Ipernapara. OKCHEepTH3a  JIOKYMEHTOB,
MPEACTABICHHBIX [UIsl ONpPENEJICHUsS BO3MOXXHOCTH pPAacCMATPUBATH JICKAPCTBEHHBIM IIpenapar s
MEIUIMHCKOTO TPUMEHEHHsT B KadecTBe Op(aHHOrO JIEKAPCTBEHHOTO IMIperapara, COCTaBJICHUE
KOMHCCHEM JKCIIEPTOB 3aKIIOYEHUS O BO3MOKHOCTM WM  HEBO3MOXKHOCTM  paccMaTpUBaTh
JICKapCTBEHHBIM Mpenapar A MEIUIMHCKOTO NMPHUMEHEHHUs B KayecTBE OpP(aHHOTO JIEKApCTBEHHOTO
mpermapaTa ¥ HampaBlieHWE B JIMYHBIA KaOWHET YHOJHOMOYEHHOro (enepanbHOro opraHa
WCTIOJTHUTEJILHOM BIIACTU B €MHOM CHCTEME JAaHHOTO 3aKIIOUEHHs B (JOPME IEKTPOHHOTO JOKYMEHTa,
MOANKUCAHHOTO YCUJICHHOW KBAaIM()HUIIMPOBAHHON 3JIEKTPOHHOM MOJIHUCHIO, OCYIIECTBIISIIOTCS B CPOK, HE
NPEBBILAIOIMNNA TPUALATH PAOOYMX JHEW CO [HS HamNpaBiICHUS B JIMYHBIA KaOMHET JKCIEPTHOTO
YUpEeXJIEHUS B €AMHOW CHUCTEME 3aJlaHUsl YHIOJHOMOYEHHOTO (enepalbHOr0 OpraHa HCHOJHUTEIbHOM
BJIACTH U CIIEAYIOIINX JOKYMEHTOB U CBEICHMIA:

1) 3asBieHHe O MPU3HAHUH JICKAPCTBEHHOTO Ipernapara oppaHHBIM JIEKaPCTBEHHBIM IpernapaToM,
COCTaBJICHHOE 1O (opMe, YTBEPKICHHOW YIOJTHOMOUYEHHBIM (efiepaTbHBIM OPTaHOM HCIIOJTHUTEIHHOU
BJIACTH, TMOJIMCAHHOE YCHIIEHHOW KBaTU(MUIIMPOBAHHOW 3IIEKTPOHHON MOJMIMKUCHI0 YIIOJIHOMOUYEHHOTO
MIPEACTABUTEINS FOPUIAYECKOTO JIUIIA, NEUCTBYIOIIETO B COOCTBEHHBIX MHTEPECAX WM YIOJTHOMOUYEHHOTO
MPEACTABIIATh UHTEPECHI APYrOoro PUANYECKOrO JINLA;

2) Komusg JIOKyMEHTa Ha PYCCKOM S3bIK€, 3aBEPEHHOr0 B YCTAHOBJIEHHOM HOpSAJKE U
MOJTBEPXKIAIOLIET0 PAaBOMOYHOCTh 3asBUTEN IOJaBaTh 3asBJICHUE O IPU3HAHUM JIEKaApCTBEHHOTO
npemnapara op(aHHBIM JIEKAPCTBEHHBIM IIpenapaToM (IIpu HEOOXOAMMOCTH );

3) obGocHoBaHMe Op(aHHOCTH 3a00JIeBaHMS, HE OTHECEHHOTO B COOTBETCTBUU ¢ DemepanbHbIM
3akoHOM OT 21 HosiOpst 2011 roma N 323-®3 "OO6 ocHOBax OXpaHBI 370pPOBbs IpaxaaH B Poccuiickoit
@enepanuu” Kk penkuM (oppaHHBIM) 3a00J€BaHUSAM, B TOM 4YHCIEe MOJApoOHas HHpopMarus o
IMAarHOCTHKE, MPOPUITAKTHKE WM JICYEHUU TaKOTO 3a00JIeBaHMS;

4) yTBepkJeHHass MHCTPYKUHUS IO MEAMIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOI'O Ipernapara,
3aperuCTPpUPOBAHHOTO B COOTBETCTBMM ¢ HacTosimiuM DenepanbHbIM  3aKOHOM, WIM  0O0IIas
XapaKTepUCTHKA JIEKapCTBEHHOIO IIpemnapara, 3aperHuCTPUPOBAaHHOTO B COOTBETCTBUU C aKTaMH,
cocraBistonMu npaso Coro3a (Ipy HATUYHUH);

5) MHCTPYKLHUS MO MEAWLUMHCKOMY NPUMEHEHHUIO MIIM KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOIO
npernapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTENS (IPH HATUYHH);

6) KONUM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM MOpPSJKE M MOATBEPXKIAOIINX (aKT
perucTpalmy JIEKapCTBEHHOrO TMpenapara B MHOCTPAHHBIX TOCYJapcTBaX B KadecTBe OPQaHHOTO
JIEKapCTBEHHOTO Npernapara (Mpu HaTUYum);

7) MPOEKT XapaKTePUCTHKU HE3aperuCTPUPOBAHHOTO JIEKApPCTBEHHOTO Ipernapara, COAEpKallero
CIIEQYIOIINE MHUHUMAJbHBIE CBEACHHA O HE3apPETMCTPUPOBAHHOM JIEKAPCTBEHHOM  IIpemnapare
(momyckaeTcs TMpeNICTaBICHHE TMPOEKTa XapaKTEPUCTUKU HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOIO
Ipenapara, COCTaBJIEHHOIO B COOTBETCTBHM C JIOCTYIHBIMU JAHHBIMH IO MPOBEIEHHBIM KIMHUYECKUM
UCCIIEIOBAaHUSM JIEKApCTBEHHOTO TMpernapara M JOKIMHUYECKUM HCCIIEJOBAHUSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT TMOJayd 3asgBJICHHS O TPU3HAHMM JIEKAPCTBEHHOTO TpemnapaTta opQaHHBIM
JIEKapCTBEHHBIM IperapaTom):
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a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPyIIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas (hopma C yKazaHHEM HaMEHOBAHHI M KOJMYECTBEHHOIO0 COCTaBa JIEHCTBYIOIIMX
BEILIECTB U KAYECTBEHHOT'O COCTAaBa BCIIOMOTaTeNIbHBIX BEIIECTB (IIPU HEOOXOAUMOCTH KOJUYECTBEHHOTO
cocTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) (papmakoaguHAMUKa U papMaKOKHHETHKA;
T') TOKa3aHM JJIs IPUMEHEHUS,
1) TPOTHBOIIOKA3aHUS JJIsl TIPUMEHEHUS;

e) BO3MOJKHEIE TOOOYHBIE HeﬁCTBHH " HCKCJIATCIIbHBIC pCaKIUU IIPpU IPUMCHCHHUH JICKAPCTBCHHOI'O
npenapara ajid MCIUIUHCKOTI'O IIPUMCHCHU,

’K) HAUMEHOBaHUS W ajpeca MPOHM3BOJCTBCHHBIX IUIOMIAJOK IPOM3BOJUTENS JIEKAPCTBEHHOTO
npernapara;

3) cBeleHUA O pPa3pabOTYMKE JIEKAPCTBEHHOTO CpEJICTBa (IepkaTeie pPEerucTpalioOHHOIO
YIOCTOBEpEHU);

8) cBeseHUs O TEKYIIEM CTaTyce pa3padOoTKH HEe3aperHCTPUPOBAHHOIO JIGKAPCTBEHHOTO Mpernapara,
a TaKKe IUIaH ero pa3paboTKy;

9) O630pH JOKJIMHAYECKUX HCCIEIOBaHUMN JICKAPCTBCHHBIX CPEACTB U KIIMHUYCCKUX HCCIIeTOBaHUM
HE3apCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O IMpeTiapara, JOCTYIIHBIC HAa ACHDb ITOAAa4YU 3asABJICHUA,

10) oT4eTsl O MPOBEIACHHBIX JTOKJIMHUYECKUX MCCIEJOBAHUAX JIEKAPCTBEHHOIO CpEACTBA U
KJIMHUYECKUX UCCIIEIOBAHMIX HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Ipy HAJIUYUK);

11) peKBU3UTHI JOKYMEHTA, MOTBEPHKAAIOLIETO YIJIaTy rOCyAapCTBEHHON MOLIUTUHBI.

2. B ciy4yae HeIOCTaTOUHOCTH MPEACTABIEHHBIX MAaTEPUANIOB B IIEIAX IPOBEACHUSI SKCIEPTU3bI IS
OIpEeEICHUS BOBMOXXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN IIpenapar Uil MEIULMHCKOTO IIPUMEHEHUS
B KayecTBe Op(PaHHOIO JIEKAPCTBEHHOTO IpernapaTa SKCIEPTHOE YUPEXKJACHHUE HaNpaBiseT B JMUYHBIM
KaOMHET 3asBUTENS B €IUHOM CHCTEMe 3alpoc O TNPEACTABICHUHM HEOOXOIUMBIX MaTepUalos,
MOJANUCAHHBIM  pyKoBoAuTeNeM  (YIOJHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEXKICHHUS  C
UCMOJb30BAHUEM YCWJIEHHOM KBaJM(PUUUPOBAHHOM »HJIEKTPOHHON moAnucH. 3asBUTENb 00s3aH
HaIpaBUTh B JIMYHBINA KaOMHET SKCIIEPTHOIO YUPEKIEHUS B €AMHON CHCTEME MOJINMCAHHBIA yCUJIEHHOU
KBaJIM(UIIUPOBAHHON AIIEKTPOHHOH MOANUCHIO OTBET Ha 3alIPOC B CPOK, HE MPEBBIIIAIOLINHA IECTUACCATH
paboumx JHEH co THS MOJyYeHHUs SKCIIEPTHBIM YUPEXKIEHUEM AIEKTPOHHOTO YBEAOMIICHHS O MOTYYSHUH
3asBuTeneM 3amnpoca. Cpok, yka3aHHBIM B 4acTH | HacTosIed CTaTbd, NMPUOCTAHABIMBAETCS CO JIHS
HaIpaBJIEHUs 3aBUTENIO B €r0 JUYHbINA KaOMHET B €IMHON CHCTEME 3allpoca SKCIEPTHOTO YUPEKACHUS
70 JTHS HampaBJeHUs 3asBUTEJEM B JIMYHBIA KaOWHET AKCHEPTHOIO YUPEKACHUS B €AMHOM cHcTeme
OTBETa Ha 3alpOC U HE YYHUTHIBACTCA NPH HCUMCICHHHM CPOKA IPOBEICHHS IKCIEPTU3BI JOKYMEHTOB,
MIPEACTABICHHBIX [UIS OIPEAEICHUs BO3MOXHOCTH pPacCMaTpUBATh JICKAPCTBEHHBIM IIpenapar s
MEAUIIMHCKOTO MPUMEHEHUSI B KauecTBE OphaHHOTrO JIEKAPCTBEHHOT'O IIperapara.
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3. B cpok, He mpeBbIIarONIMi MATH pabovYuX JHEW CO JHS HAIpaBJICHUS B JUYHBIA KaOWHET
YIOJIHOMOYEHHOTO (hesiepaibHOro OpraHa HMCIOJHUTEIBHON BJIACTH B €IMHOW CHCTEME 3aKIIFOUYCHHS,
YKa3aHHOTO B 4yacTh | HAcTOsIIeH CTaTbM, YIMOJHOMOYEHHBIH (enepalibHblii OpraH UCHOJHUTEIbHOM
BJIACTH OCYILECTBISET OLEHKY 3aKIIOYEHUs JUIsl OIpPENEICHHUs €ro COOTBETCTBUS 3aJaHUIO Ha
MIPOBEJICHUE SKCIEPTU3bl U HANPABIIAET B JIMYHBIA KaOUHET 3asBUTEINA B €AMHON CHCTEME MOJMUCAaHHOE
YCHJICHHON KBaJIM(UIIMPOBAHHONW JIEKTPOHHON MOANKCHIO YBEJOMJICHHE O PE3yJbTaTax MpPOBEICHHOMN
AKCIIEPTU3BI C MPUTIOKEHUEM KOIUU IKCIIEPTHOTO 3aKII0YEHUs (C COXpaHEHUEM KOH(UICHINATbHOCTH
uHpOpPMALUM O COCTaBE KOMHCCHM SKCIIEPTOB) M BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH pacCMaTpUBATh
JIEKapCTBEHHBIN Mpernapar Ui MEIUIIMHCKOrO NMPUMEHEHHS B KauecTBe Op(aHHOTO JIEKApCTBEHHOTO
npernapara.

Cratba 21. YTpatnna cuny ¢ 1 ceHtab6pa 2024 ropa. - ®epepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIv 3aKOoH oT 22.12.2014
N 429-®3.

[Ipumeuanwue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS rOC. YCIyT IpU
OOpalleHnn JIEKAPCTBEHHBIX CPEACTB Ui MEAWLMHCKOrO MPUMEHEHMsI IOCPEACTBOM EIHMHOMN
cucremsbl, npumensitores ¢ 01.01.2026.

Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXMAaeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOro
npenapara Ans MeAULUUHCKOro NpuMeHeHus

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

1. DKkcnepTu3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA M HKCIEPTH3a OTHOIIEHHS O0KUIAAEMON MOJb3bI
K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O Ipfriapara AjJd MCIUIHWUHCKOroO IPHUMCHCHUA,
COCTaBJIEHME KOMMCCUSIMH HKCIEpPTOB 3aKJIIOUEHUH IO pe3ylbTaTaM MPOBEJCHHBIX SKCIEPTU3 H
HAIpaBJICHHUE DOTUX 33KJ’II-O‘-I€HI/II>1, MNOANMUCAHHBIX YCHUJICHHBIMUA KBaJ'II/I(bI/IIII/IpOBaHHI)IMI/I SJICKTPOHHBIMU
MNOJIUCSIMHU, B JUYHBIA KaOWHET yMOJIHOMOYEHHOTro (elepaJbHOr0 OpraHa HMCHOJHMTENbHOM BIAacTH B
€IWHOW CHUCTeME OCYHIECTBISIFOTCS B CPOK, HE TPEBBIMAIOIIAK CTa JAECATH PadO4YMX ITHEH co JHS
HampaBJIeHUsl B JIMYHBIM KaOMHET SKCHEPTHOrO YUPEXKICHHS B €AMHOM CHUCTEME COOTBETCTBYIOLIETO
3aJjaHus  YIOJHOMOUYEHHOTO (hefepalbHOr0 OpraHa WCIOJHUTENBHOW BIIACTH M HEOOXOIUMBIX
JOKYMEHTOB.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

[Ipumeuanue.

[To 3asBnenuto, nomanHomy B Munznpas Poccun no 11.04.2022, npyu HEBO3MOXKHOCTH TPOBEIACHUS
SKCIEPTU3bl KAayeCcTBa JIEKAPCTBEHHBIX CPEICTB B OKCIEPTHOM YUPEKJICHUH, JOIYCKAeTCs €€
MPOBEACHUE TIOCPEJCTBOM JUCTAHIIMOHHOTO B3aMMOJICUCTBHS, TOPAIOK U (POPMBI KOTOPOTO
OMPENENAIOTCS SKCHEPTHBIM YUpPEXKIECHUEM Mo coriacoBaHuio ¢ 3asBurensiMu (IloctanoBnenue
[IpaButensctBa PO ot 05.04.2022 N 593).
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2. B TedeHue aeBSHOCTAa AHEW CO JHS TIOJYYCHUS YIOJHOMOYCHHBIM (elepaabHbIM OpPraHOM
WCIIOJIHUTEIIBHON BJIACTH YBEAOMJICHHS B DJIGKTPOHHOU (DOpME O MONyUEeHUH 3assBUTEIEM DPEIICHUS O
MPOBEJICHUU 3KCIIEPTU3, MPEIYCMOTPEHHBIX YacThi0 | HACTOSINIEH CTaThH, 3asBUTEIb MPEICTABISCT B
IKCIIEPTHOE YUPEXKICHUE JUISI TMPOBEIACHHS IKCIEPTHU3Bl KAa4eCTBa JIEKAPCTBEHHOTO CPEACTBA OOpa3Ilbl
JICKQpCTBEHHOTO Tpernaparta Uil MEAWIUHCKOTO IMPUMEHEHUs, MPOU3BEICHHOTO B COOTBETCTBUHU C
TpeOOBAaHUSMHU OMBITHO-TIPOMBIIIJICHHOTO H (WJIM) TMPOMBIIIICHHOTO PErJIaMEHTOB, YTBEPIKIESHHBIX
PYKOBOJIUTENIEM MPOU3BOAUTEINSI JICKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBYIOIIMX CIydasix
o0pa3iel papMareBTUIECKON CyOCTaHINH, TeCT-IIITaMMa MUKPOOPTaHU3MOB, KYJIBTYPHI KJIETOK, 00pa3Iibl
BEIIECTB, IPUMEHIEMBIX JUIsI KOHTPOJISI Ka4eCTBa JICKAPCTBECHHOT'O CPEJICTBA IyTEM CPaBHEHUSI C HUMHU
HCCIIETyeMOT0 JIEKAPCTBEHHOTO CPENICTBA, CIEU(PUUYECKUE peareHThl, HeOOXOIUMbIE IS TPOBEACHUS
UCTIBITAHUH ~ 00pa3loB  JIGKAPCTBEHHBIX  MpPENapaTtoB, B  KOJIWYECTBAX, HEOOXOJUMBIX  JIJIS
BOCIIPOU3BEICHUSI METOIOB KOHTPOJIS Ka4eCTBa.

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

3. Ilpu momydenunm 0Opa3lOB JICKAPCTBEHHOTO Mpemnapara W (apMaleBTHYECKON CyOCTaHIINU
AKCIIEPTHOE YUPEKJIEHUE HAIpPaBIISeT B JIMYHBIN KaOWHET 3asBUTENs B €IUHON CUCTEME yBEAOMIICHHE,
MOJITBEPIKIAIOIIEe TIOTYUCHNE YKa3aHHBIX 00pasIoB.

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

4. VYka3aHHBI B 4yacTH 2 HAcTOSIIEW CTAaThbU CPOK JUIsl INPEACTaBICHUS 3asBUTEIEM O0pa3lioB
JIEKapCTBEHHOI'0 Ipenapara U (apMaleBTHUECKOW CyOCTaHLMM HE BKJIIOYAETCA B CPOK IPOBEAEHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThHU.

(uactsb 4 B pen. denepansuoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥YTparun cuny. - @eaepanbubiii 3akon oT 30.01.2024 N 1-03.

[Ipumeyanue.

[Tonoxenus ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecst IpeJOCTaBIECHUS rOC. YCIyT IpU
OOpallleHnu JIEKapCTBEHHBIX CPEACTB JUIs BETEPHUHAPHOIO NPUMEHEHHUs IOCPEICTBOM E€IMHOTO
noprana, npumenstores ¢ 01.01.2026.

Ctatba 24. JKcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTtBa WM 3KCnepTusa
OTHOLUEHUA OXUAAeMOMW MNOoJfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JeKapCTBEHHOro
npenapara Ansa BeTepMHaApHOro NpMMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOIO CPENCTBA U DKCIIEPTU3a OTHOLIEHUS OXKHUIAEMOM MOJIb3bI
K BO3MOXHOMY pHCKY IPUMEHEHMS JIEKapCTBEHHOI'O IIpenapara il BETEPUHAPHOIO IPUMEHEHHS,
COCTaBJICHHE KOMMCCHAMM DSKCIEPTOB 3aKJIIOUEHUH IO pe3yibTaTaM yKa3aHHBIX JKCIEPTH3 U
HalpaBJIEHUE TaKUX 3aKJIIOUYEHUH B DJEKTPOHHOH (opMe B YIOIHOMOYEHHBIH (enepalibHbIil opran
WCTIOJTHUTEJIHOM BJIACTH OCYLIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIONIUI CTa JecsTh pabounx JHEH co THs
MOJIyYE€HUsI OKCIIEPTHBIM  YUPEXKJIEHUEM B JJIEKTPOHHOW Qopme 3afaHHsl  YIOJIHOMOYEHHOIO
(benepanbHOro OpraHa HMCIOJHUTEIBHON BIACTH C JIOKYMEHTaMHM, YKa3aHHBIMH B 4yacTh 3 craTbu 17
Hacrosiniero PenepanbHOro 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-
O3)

2. B teucHue TpuauaTu pa60‘-II/IX JHEH co JHSI MOJIYUCHUA YIIOJITHOMOYCHHBIM (I)C,Z[epaJ'IBHLIM
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OpPraHOM HCIIOJHUTEIIFHON BIIACTH YBEIOMJICHHUS B JJIEKTPOHHOW (hOpME O MOIYyYEHHH 3asBHUTEIIEM
pemicHud O MPOBCACHUHN YKAa3aHHLIX B 4aCTH 1 HaCTOSIIJ_Ief/'I CTaTbH 3KCIICPTU3 3asABUTCIIb NIPECACTABIIACT B
IKCIIEPTHOE YUYPEXKICHUE ISl TPOBEACHUS SKCIEPTH3bl KaueCTBa JIEKAPCTBEHHOTO CPENCTBAa OOpAa3IIbI
JICKApCTBCHHOT'O IIpfraparta I BCTCPUHAPHOIO IMPUMCHCHHUA, HNPOU3SBCACHHOIO B COOTBCTCTBHU C
TpeOOBaHMUSAMH TEXHOJOTMYECKUX PETJIAMEHTOB, YTBEPXKICHHBIX PYKOBOIUTEIEM IPOU3BOAUTENS
JICKApCTBCHHBIX CPCACTB, a4 TAKIKC B COOTBCTCTBYHOINHX CJIydasaX TECT-IUTaMMbl MHKPOOPIraHHU3MOB,
KyJIBTYPbl KJIETOK, 00pa3ibl (hapManeBTHUECKON CyOCTaHIMH, O0Opasibl BEHIECTB, MPUMEHSIEMbIC IS
KOHTPOJISI KayecTBa JICKAPCTBEHHOT'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAMMBIX IS BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS Ka4eCTBa.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Tlpu momydeHun oOpa3IOB JICKAPCTBEHHOTO Ipernapara M (apMaieBTHYECKOH CyOCTaHIIUU
HKCHEPTHOE YUPESKICHHWE B JCHb MOIYYEHHUS 0Opa3IOB HANpPABISAET B AIEKTPOHHOH (hopMe 3asiBUTEINIO
YBEIIOMJICHHE, TIOATBEPIKIAIOIIEE ITOTyYCHUE YKa3aHHBIX 00pas3IloB.

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

4. Yxa3zaHHBI B 4YacTH 2 HACTOSAIICH CTaTbU CPOK JIJISl TPEJCTABJICHUS 3asBUTEIEM 00pa3IoB
JICKapCTBCHHOTO TIpermapaTa W (papMaleBTUYECKON CYOCTaHIIMM HE BKJIFOYASTCS B CPOK IPOBEIACHHS
IKCHEPTH3, IPEIyCMOTPEHHBIX YaCThIO | HACTOSINEH CTAThH.

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

5. ¥YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

CraTtba 25. lNloBTOpPHOE NpoBeAeHUe IKCNepTU3bl IeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B ciayuasix He0cTaTOYHOM 0OOOCHOBAaHHOCTH WJIM HETIOTHOTHI 3aKITIOUEHUSI KOMUCCUH IKCIIEPTOB,
HAJIWYUS B HEM MPOTUBOPEUYHMBBIX TaHHBIX, (anbCHU(PHUKAIUU BBIBOJIOB IKCIEPTH3BI JIEKAPCTBEHHOTO
CPEJIICTBA, COKPBITHS OT YIMOJHOMOYEHHOTO (helepaiIbHOrO0 OpraHa MCIOJHUTEIbHON BJIACTH OCHOBAHUU
JUIsL OTBOAA OJKCIEpTa BCIEACTBUE €ro 3auHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOLIEH
OKCMEPTU3bl, HAIMYUS JAHHBIX O TMpsMOM JMOO KOCBEHHOM BMEIIATENIbCTBE B  MPOIECC
COOTBETCTBYIOIIEH 3KCHEPTHU3bI JIMI, HE YYaCTBYIOIIMX B €€ MPOBEACHUH, HO OKA3aBLIMX BIMSHUE Ha
MPOIIECC W PE3YyJIbTAThl €€ MPOBEICHUsSI, YIOJIHOMOUYECHHBIM (eepalbHBIM OpPraHOM HCIOJTHUTEIBHON
BIIACTH Ha3HAUYAETCs MOBTOPHAs HKCIIEPTHU3a JIEKAPCTBEHHOTO CPEICTBA U (MJIM ) STHYECKAast SKCIIePTH3a.

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

[Ipumeyanue.

[Tonoxenus ct. 25 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromiuecst IpeJOCTaBIEHUS rOC. YCIyT IpU
00paleHNH JIEKAPCTBEHHBIX CPEJICTB JUISI MEAUIIMHCKOTO U BETEPUHAPHOTO PUMEHEHUS TIOCPEIACTBOM
€IMHOM cHCTeMbI U (WJIN) eUHOTo nopTaina, npuMensitores ¢ 01.01.2026.

2. TloBTOpHas 3KCNEpPTH3a JEKAPCTBEHHOTO CPEJCTBA IMPOBOAMUTCS C YYETOM pPE3YJITATOB PAHEE
MIPOBEJICHHOW JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIM YMOJHOMOYEHHBIM (pelepalbHBIM OpraHOM
WCTIOJTHUTEJILHOM BJIACTH M HE MPEBBIIIAIOMIUI TPUALATH PA0OYNX THEH CO AHS MOTY4YEeHUS! SKCIEPTHBIM
yUpeXJIeHHEM B JINYHOM KaOWHETe B €IMHOI cucTeMe 3a/JaHHs Ha IMPOBEJCHHE MOBTOPHOM SKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA, MOAMMCAHHOTO YCHJICHHOH KBAM(UIIMPOBAHHOM JIEKTPOHHON MOMUCHIO.
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(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-®3)

3. ®unHaHcoBoe oOO0ecleYeHHE BBIMOJHEHHUS 33/JaHUS Ha TPOBEJCHHE IOBTOPHOH HSKCIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBIISACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

[Ipumevanue.
C 01.01.2026 ct. 26 He pacmpocTpaHAETCs Ha MPaBOOTHOUICHUS, BO3HUKAIOUIUE MPU OOpalieHUH
JIEKApCTBEHHBIX CPeNCTB M1 MeauimHckoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTu3sbl NIeKapCTBEHHbIX CPeacTB

1. YckopeHHas mpoleaypa S3KCIEPTH3bl JIEKAapCTBEHHBIX CPEACTB B IENIAX TIOCYAapCTBEHHOU
perucTpanyy JICKapCTBEHHBIX IpernapaToB NPUMEHSIETCS B OTHOIIEHUM Op(aHHBIX JEKapCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JEKAPCTBEHHBIX IIPENapaToB, perucTpupyemslx B Poccuiickon Penepanuu B
KAaueCTBE BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OUYEPEIHOCTb KOTOPBIX OIpPENENsIeTCs B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOJAIIMX 3asBICHUNM O TOCYJAapCTBEHHOM pETHCTpaluu
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXIyHapOJHOIO HENAaTEHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 Iperapara WM TIPyNIIMPOBOYHOIO HAMMEHOBAHMS JIEKAPCTBEHHOIO IIpenapara,
JIEKapCTBEHHBIX IpPENaparoB Ul BETEPUHAPHOIO IIPUMEHEHHMs, IPEIHA3HAYEHHBIX Ul JICYCHHUS
JOMAIITHUX KUBOTHBIX, onpeaeneHHbIX PenepanbHbiM 3akoHoM oT 27 nexabpst 2018 roma N 498-03 "O6
OTBETCTBEHHOM OOpAILIEHUU C KMBOTHBIMU U O BHECEHUM W3MEHEHMH B OTJENIbHbIE 3aKOHOJATElIbHbIE
akTel Poccuiickoit denepauun”, U 3aperucTpupoBaHHBIX B KAa4eCTBE JICKAPCTBEHHBIX INPENapaToB s
MEIUIMHCKOTO NPUMEHEHUS, U JIEKAPCTBEHHBIX IPENAapaToB, NMPEIHA3HAYCHHBIX HCKIIOYUTEIBHO JIS
IIPUMEHEHHUsI HECOBEPILIEHHOJIETHUMHU I'PaKIaHAMH.

(B pen. @enepanbHbIX 3akOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03, ot 28.04.2023 N 171-
@3)

2. YCKOpeHHa}I npoaeaypa OSKCICPTHU3BI JICKAPCTBEHHBIX CPCACTB B LCIIAX FOCYI[apCTBeHHOI‘/JI
pPErucTpanmu JCKAPCTBCHHLBIX MPECIIapaTOB HE MPUMCHACTCA B OTHOIICHUH:

1) 6uoananoroBeix (6MOMOIOOHKIX) JIEKAPCTBEHHBIX MpenapaToB (61oaHaIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IpEenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
IIPENnapaToB);

[Ipumeuanue.

Jo 31.12.2025 poccuiickuM NPOU3BOAMTENSAM JIEKAPCTBEHHBIX IIPENApPaTOB MAJIi BETEPUHAPHOIO
IIPUMEHEHMsI pa3pelieHo MOAaBaTh PErMCTPALMOHHOE J0ChE IO YCKOPEHHOW Ipouenype 0e3 ydera
tpeboBanuii 1. 3 u. 2 c1. 26 (Ilocranosnenue [IpaBurensctea PO ot 12.03.2022 N 353).

3) BOCHpPOUW3BEACHHBIX JIEKAPCTBEHHBIX TMpEmaparoB (3a HCKIIOYEHUEM TEPBBIX  TpeX
peructpupyembix B Poccuiickoit ®enepanuu B KauyecTBE BOCHPOU3BEIAEHHBIX JIEKAPCTBEHHBIX
MpenapaTtoB H JICKAPCTBEHHBIX IMPENapaTroB, MPEAHA3HAYEHHBIX WCKIIOYUTENBHO I TPUMEHEHUS
HECOBEPIICHHOJETHUMHU Tpa)xJAaHaMH, a TAaKXKe JIEKApCTBEHHBIX IpENnapaToB, MpeAHa3HAYEHHBIX IS
JIeYeHUS] JOMAITHUX JXKUBOTHBIX, omnpeseneHHpx denepanbHbiM 3akoHOM oT 27 nmekabps 2018 roma N
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498-®3 "OO6 OTBETCTBEHHOM OOpAaICHUU C >KMBOTHBIMM M O BHECEHWHM H3MEHEHUW B OT/CIIbHBIC
3aKoHoAaTeNIbHble akThl Poccuiickoin denepanuu', U 3aperucTpUPOBAHHBIX B KaueCTBE JIEKApPCTBEHHBIX
MpenapaToB JJIsl MEAUITUHCKOTO PUMEHEHHS ),

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

5) JleKapCTBEHHBIX IPENaparoB, 3aperMCTPUPOBAHHBIX paHEE, HO MPOU3BEIACHHBIX B JPYIHX
JIEKapCTBEHHbIX (hopMax B COOTBETCTBUM C NEPEYHEM HAMMEHOBAHUM JIEKAPCTBEHHBIX (OPM U B HOBOH
J03UPOBKE;

6) JIeKapCTBEHHBIX MPENaparoB A MEAUIMHCKOIO NPUMEHEHHUS, TOCYJapCTBEHHAs PETUCTpalus
KOTOpBIX OTMEHEHA, MIPU UX PErucTpalyd B KayeCTBE JIEKAPCTBEHHBIX IPENapaToB JUisl BETEPUHAPHOIO
MIPUMEHEHHS.

(. 6 BBeneH PenepanbHbIM 3akoHOM 0T 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. VYckopeHHas mporeaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB MPOBOJIUTCS 110 PEIICHHUIO
COOTBETCTBYIOILIETO YIOJTHOMOUYEHHOTO (pelepalbHOrO OpraHa MCIOJHUTENBHON BJIACTH HAa OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIOIINIA BOCEMUECATH pabouux nHei. [Ipu aTom axcneprusa
JOKYMEHTOB, COJAEPIKAIIUXCS B PErHCTPAIlMOHHOM JOChE Ha JICKAPCTBEHHBINM MperapaT, MPOBOJUTCS B
CPOK, HE MPEBBIIAIONIUN JCCATH padouMX IHEH, SKCIEpPTH3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA U
SKCIIEPTH3a OTHOIICHHUS OXHUAAEMOI MOJIb3bl K BO3MOKHOMY PHUCKY MPHUMEHEHHS JIEKapCTBEHHOTO
mperapara MpoBOJIATCS B CPOK, HE MPEBBIMAIONINI MECTHACCATH PA00UNX THEH.

(uactsb 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Vrparun cuny. - ®enepanpusiii 3akon ot 30.01.2024 N 1-D3.

4. VYckopeHHas Ipoleaypa 3KCIEpPTU3bl JIEKaPCTBEHHBIX CPEICTB MNPOBOAUTCS B MOPSIKE,
ycTaHoBJIeHHOM ctatbsimu 17, 19, 20, 23 u 24 nactosimero denepaibHOr0 3aKOHA, W HE O3HAYAET
CHIDKEeHHUS TpeOoBaHUi K 6e30MacHOCTH, KauecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB.

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

CraTtba 27. PewweHne 0 rocyfapCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara

1. B cpok, HE MpeBBIIAIONIUN AECITH padOYuX AHEH CO JHS MOJYYEHUS 3aKIIOUCHUM KOMUCCHUU
JKCIEPTOB I10 PE3yJbTaTaM KCIEPTU3bl KAUYECTBA JIEKAPCTBEHHOI'O CPEICTBA U DKCIEPTU3bI OTHOLICHUS
0’KMJAEMOM MOJIb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHHUS JIEKAPCTBEHHOTO MPEnapara, COOTBETCTBYHOIIUN
YIOJTHOMOYEHHBIN (peiepatbHbIi OpraH UCTIOTHUTEIHHON BIACTH:

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

1) ocymiecTBIs€T OLIEHKY 3aKJIIOUEHUH KOMHUCCHUHM SKCIIEPTOB MAJI OINpPENEIEHHsS] COOTBETCTBUS
3aJJaHHIO Ha NPOBEJCHHUE ATUX IKCIIEPTU3;
(m. 1 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) mpUHMMAaeT peuIeHHe O TOCYJapCTBEHHOM perucTpalnuy JeKapCTBEHHOTO Mpemnapara wid o0
OTKa3e B TOCYJJapCTBEHHO! perucTpanuy JEKapCcTBEHHOIO MIpenapara;
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[Ipumeuanue.

[Tonoxenus ct. 27 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeIoCTaBICHUS TOC. YCIYT MIPU
oOpalleHuy JICKApPCTBEHHBIX CPECTB JIJISi MEIUIIMHCKOTO U BETCPUHAPHOTO IPUMEHEHHS TIOCPEICTBOM
€IMHOM CHCTEMBI U (WJIH) eUHOTO TIopTajia, mpuMensitores ¢ 01.01.2026.

3) BHOCHUT NpU IPUHATHUU PELIEHUS O FOCYJapCTBEHHOM perucTpanuu JIEKapCTBEHHOrO Ipenapara
JaHHBIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM uucie O (apManeBTUYECKOM
cyOCTaHIIMM, BXOIAIIEH B COCTaB JICKAPCTBEHHOrO IMIperapara, B TOCYIApCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEACTB M BBIJAET 3aABUTENI0 PETrUCTPALMOHHOE YJIOCTOBEPEHHE JIEKaPCTBEHHOI'O
mpernapara MyTeM HaIpaBiICHUs 3asBUTEIIO MOCPEICTBOM €IUHOIO IMOpTala WM B JUYHBIA KaOWHET
3asBUTENSl B €AMHOM CHUCTEME BBIIMCKM M3 TOCYJAPCTBEHHOIO pPEEecTpa JIEKAPCTBEHHBIX CPEJICTB,
MONMCAHHOW YCHJICHHOW KBATH(PUIIMPOBAHHON AJIEKTPOHHOHN TOITUCHIO, (JopMa KOTOPOU yTBEPIKAACTCS
YIOJHOMOYEHHBIM (hefiepajbHbIM OPraHOM HCIOJHUTENBHON BIIACTH, COIVIACOBAaHHBIE HOPMATHBHYIO
JOKYMEHTAIMI0, HOPMAaTUBHBIM JTOKYMEHT, HHCTPYKLUIO 110 PUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara u
MaKeThbl IEPBUYHON YMAKOBKH U BTOPHUYHOM (IOTPeOUTENHCKOM) YIIAKOBKH C YKa3aHHEM Ha HUX HOMeEpa
PErMCTPAallMOHHOTIO  YJIOCTOBEPEHHs JIEKAPCTBEHHOI'O IpernapaTra M JaTbl €ro TIOoCyAapCTBEHHOU
perucTpallM Wi B CIydae MPUHATUSA pelieHuss o0 OTKa3e B TOCYIJapCTBEHHOW perucrpanuu
JIEKAPCTBEHHOI'0 IIperapara HaIpaBiseT 3asBUTEII0 IOCPEACTBOM E€AUMHOIO IOpTaja WU B JINYHBINA
KaOWHET 3asBHUTENS B €IMHON CHCTeMe yBeIOMJICHHE 00 3TOM C YKa3aHHEeM IpPUYUH TaKoro oTkasza. 3a
BbIJIa4y PETUCTPALMOHHOIO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O IIpernapara B3UMAaeTCs IoCylapCTBEHHas
MOIIIJIMHA B COOTBETCTBUU C 3aKOHOIaTeNbcTBOM Poccuiickoit @denepanuu 0 Hajorax u coopax.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

2. OcHoBaHHMeM ISl OTKa3a B TOCYAAapCTBEHHOW PETHUCTpAllUU JIEKApCTBEHHOTO Mpemnapara s
MEIWIIMHCKOTO  TPUMCHEHHS  SBISETCS  3aKIIOYCHHE  COOTBETCTBYIOIIETO  YIIOJIHOMOUYEHHOTO
denepanbHOrO OpraHa HCHOJHUTENBHOM BJIACTH O TOM, 4YTO KadecTBO H (M) 3(PeKTHBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipenapara i MEIUIIMHCKOTO IMPUMEHEHUS HE NOATBEPKICHBI
MOJIyYeHHBIMH JaHHBIMH WJIM YTO PUCK MPUYMHEHHUS Bpela 3J0POBBIO YEIOBEKa BCIEICTBHE IpHEMa
JIEKapCTBEHHOI'0 Ipernapara JJii MEIUIUHCKOTO NPUMEHEHHUs MpeBbIIaeT 3(PQPEKTUBHOCTh €ro
MIPUMEHEHHS.

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

3. TloBTOpHOE TmpeacTaBIeHHE B COOTBETCTBYIOIIMN YIOJHOMOYEHHBIM (QenepalbHblii opraxn
HWCIIOTHUTETbHON BJIACTH JICKAPCTBCHHOTO IIpfriapara, B OTHOIICHHWHU KOTOPOro IOJY4Y€H OTKa3 B
roCyJapCTBEHHOM PErucTpali U KOTOPBIM BIIOCIEACTBUU MOJIBEPICsl U3MEHEHHMIO B YaCTH €r0 COCTaBa,
paccMaTrpuBaeTcsl Kak IpeICTaBIeHHE HOBOTO JIEKAPCTBEHHOI'O IpernapaTa Ha €ro rocylapCTBEHHYIO
PErUCTPALIMIO HE3ABUCUMO OT COXPAHEHUs €ro MePBUYHOIO HAMMEHOBAHMS.

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

4. Ilpu mpenocTaBl€HHUU 3asBUTEJIEM B COCTaBE€ PETUCTPALIMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIN
npernapar Juisi BETEpUHAPHOIO MPUMEHEHUS! KOMUU PEelIeHHs YIIOJTHOMOUYEHHOro (heepaabHOro OpraHa
UCIIOJIHUTEJIBHON BJIACTH O IPOBEAEHUU MHCIIEKTUPOBAHUS IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB
CPOK TIPUHATHS PEIIEHUS O TOCYJAPCTBEHHOW PETHUCTpAlMU JIEKapCTBEHHOIO Ipernapara Ul
BETEPUHAPHOI0 IPUMEHEHUS IIPUOCTAHABIMBACTCS CO JIHS MOJYYEHUS 3aKIIIOYCHUM, YKa3aHHBIX B YaCTU
1 Hacrosimiel craThu, A0 JHS MPHUHSITHS YHNOJHOMOYEHHBIM (elepajbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTU pEIEeHUs O BblIade WM 00 OTKa3e B BbIJaye 3aKIIOUYEHUS O COOTBETCTBHM IPOM3BOJUTENS
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JIEKapCTBEHHBIX CPECTB TPEOOBAHUAM MPABHII HAJIeKAIIeH MPON3BOACTBEHHON MPaKTUKU, HO He OoJee
94eM Ha CTO BOCEMBJECAT pPabounx JTHEH.
(dactp 4 BBeneHa denepanbHpIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B TOCYJApPCTBEHHON PEruCTpaluyl JICKApCTBEHHOTO Iperapara Jajs
BETCPUHAPHOTO TPHUMEHEHHsS SIBJIICTCS 3aKJIIOUEHHE YIOJHOMOYEHHOTO (ellepalbHOTO OpraHa
WCTIOJIHUTEIIGHON BJIACTH O TOM, 4YTO KadyecTBO © (wiH) 3PQPEKTUBHOCTH PETHCTPHPYEMOTO
JICKQpCTBEHHOTO TMperapara Uil BETCPHHAPHOTO TNPUMECHEHUS HE TOJTBEPIKICHBI IOTYYCHHBIMU
AAaHHBIMU WJIKX YTO PUCK MPUYUHCHHA BpcAa 3J0POBLIO ) KUBOTHOI'O BCICACTBUC ITPUCMA JICKAPCTBCHHOI'O
npernapara Jjisi BETCPUHAPHOTO MPUMEHEHHs TMpeBbImaeT 3()(EeKTHBHOCTh €ro MPUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (pellepaqbHOr0 OpraHa WCIOJHUTEIBHOH BIACTH B BbIJade 3aKIIOUYEHUS O
COOTBETCTBUHM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJACTB TpPeOOBaHHMSM MpPaBHJ  HaJUICKAIICH
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAKIOW MPOU3BOACTBEHHOW IUIOMIAJKH PETHCTPUPYEMOIO
JICKQpCTBEHHOTO TIperapara Jiisi BETCPUHAPHOIO MPUMEHEHHS B Cllydae, €CIH IPOHU3BOJCTBO
JICKApCTBEHHOTO TMperapara i BETEPUHAPHOTO TPUMEHEHHUS OCYIIECTBIISICTCS 3a IpeaeiaMu
Poccuiickoit @enepanuu, Wik OTCYyTCTBUE TAKOTO 3aKITFOUCHHS.

(dactp 5 BBenena OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

[Ipumeuanwue.
O mopsiike W CpOKax OINPEICICHHUS B3aUMO3aMEHSIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IpeEnapaTos,
3apeructpupoBansbix 10 01.03.2020, cm. ct. 3 @3 ot 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHieMOCTb NeKapCTBEHHbIX nMNpenapaTtoB  AnA
MeAULMHCKOro NpUMeHeHuUs

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Bsaumo3aMeHSeMOCTb JIEKApPCTBEHHBIX MpPENapaTroB JUIsI MEIUIMHCKOIO MPUMEHEHHUs
ONnpeaciICTCA YIIOJIHOMOUYCHHBIM q)eI[epaJ'II)HI)IM OpraHom HUCIIOTHUTEIHHOMN BJIACTHU, OCYIICCTBIIAIOIINM
TOCYJapCTBEHHYIO PEruCTPaLMIO JIEKAPCTBEHHBIX IpEnapaTroB JUIsl MEAMLIHUHCKOTO MNPUMEHEHMs, B
paMKax OAHOro MEXKAYHAPOJIHOI0 HEIAaTCHTOBAHHOTIO (I/IJ'II/I XUMHUYECKOI'o, HJIHN rpyHanOBquoro)
HalMEHOBaHMS HAa OCHOBE 3aK/IIOUEHHUS KOMHMCCHUH JKCHEPTOB JKCIEPTHOIO YUPEKACHUSA O
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHOTO TIpernapara JUisi MEJUIIMHCKOTO MPUMEHEHHUs JHO00 O TOM, 4TO
JIEKapCTBEHHBIH Mpenapar A1 MEJUIMHCKOTO NMPUMEHEHHs He sBJIseTCsl B3auMo3aMeHseMbIM. [lopsiok
OIpPCACIICHUA B3aWMO3aMCHACMOCTU JICKAPCTBCHHBIX IIPENapaToB AJid MCOAUIUHCKOrO NMPHUMCHCHUSA U
dopma 3aKIIOYEHUS KOMHCCHM 3KCIEPTOB SKCIEPTHOTO YUYPEXKJICHHS O B3aUMO3aMEHSIEMOCTH
JICKApPCTBCHHBIX NPCIapaToB A MEAUIUHCKOTO IPUMCHCHUA 1100 0 TOM, 4YTO HeKapCTBeHHBIﬁ nmpemnapar
IUIE METUIIMHCKOTO TMPUMEHEHHsI HE SBISETCS B3aMMO3aMEHSEMbIM, YCTaHABIMBAIOTCA (eliepaabHbIM
OpPraHOM HCIIOJIHUTENIBHON BJACTH, OCYLIECTBISIIOIIMM (QYHKIMH TO BbIpaOOTKE U pealn3aluu
rOCYJapCTBEHHOM MOJUTUKH U HOPMAaTHBHO-TIPAaBOBOMY PETYJIMPOBAHUIO B chepe 3paBOOXpaHEHHUs, 110
COIJIAaCOBaHUIO C (efepaibHbIM OPraHOM HCIOJHUTENBHON BJIACTH, OCYIIECTBISIOUUM (GYHKIUHU IO
JIMIIEH3UPOBAHUIO TIPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. @exnepanbHoro 3akoHa ot 19.10.2023 N 503-03)

2. Komuccns 3KCHEPTOB IKCHEPTHOTO YUPEXKJIEHUS NACT 3aKJIIOUEHHE O B3aUMO3aMEHSEMOCTHU
JIEKapCTBEHHOTI'O IpenapaTa JJisi MEJUIIMHCKOT0 IPUMEHEHHUs TM00 0 TOM, 4TO JIE€KapCTBEHHBIHN Mpemnapar
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V11 MEOUIMHCKOTO IIPUMEHEHMsI He SBISETCS B3aUMO3aMEHSEMbIM, Ha OCHOBaHMM CIIEAYIOIIHUX
KpUTEPUEB (XaPaKTEPUCTHUK):

1) »SKBUBaJEHTHOCTh (I OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IpeErnapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4€CTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKIX CYOCTaHIIMI WM COIOCTaBUMOCTh QHTUTCHHOTO COCTaBa BakKIWMH. Mcmonb3oBaHue
Pa3NUYHBIX COJel, 3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIHUYECKUX (HOPM U APYTHX MPOU3BOIHBIX
OTHOTO M TOTO JK€ JEHCTBYIOIIETO BEIISCTBA HE SBJISACTCS MPEMATCTBHEM JUIS  ONPEICIICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  IpPENaparoB, €CIM NpU  MPOBEACHUU  HCCIICAOBAHUS
OMOSDKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  HJIM  HUCCICIOBAaHHUS  TEPaleBTUYCCKOM
SKBUBAJICHTHOCTH JIEKAPCTBEHHOT'O TpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pPazIHUnil
(dapmakokuHeTukn u (wiH) 3pdexkTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOrO Ipernapara  Jijis
MEAUIIMHCKOTO MPUMECHCHHS,

2) 3KBUBAJICHTHOCTh JICKApCTBEHHOU (popMbl. 1071 SKBHBaJICHTHBIMH JICKAPCTBEHHBIMU (OpMaMHU
MOHUMAIOTCSI Pa3HbIe JIEKAPCTBEHHBIE (DOPMBI, MMEIOILINE OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCO0
NpPUMEHEHHS, OO0JaJarolIue  COMOCTAaBUMBIMU  (hapMAKOKUHETUYECKMMHU  XapaKTCPUCTUKAMHU U
(hapMaKoIIOTHIECKUM JEHCTBHEM U 00ECTIEUMBAIOIINE TAKXKE TOCTHKEHUE HEOOXO0AUMOTO KIMHUYECKOTO
apdekra. Paznuuus JIeKapcTBEHHBIX (GOpPM HE SBJISIOTCS NPENSATCTBHEM JUISL  ONPEIEIICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  IPEMapaTroB, €CIM MNpPH  TMPOBEJACHUU  HCCIEIOBAHUS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYCCKOM
HKBUBAJICHTHOCTH JICKAPCTBEHHOT'O TIpernapara J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3IIHUnil
(dapmakokuHeTukn u (wiH) 3¢ddexkTuBHOCTH W 0€30MacCHOCTH JIEKAPCTBEHHOrO Ipernapara  Jijis
MEIUIUHCKOTO TPUMEHEHHUS;

3) SKBUBQJIEHTHOCTb MJIM COMOCTABMMOCTb COCTaBa BCIOMOTAaTENbHBIX BEILIECTB JIEKAPCTBEHHOTO
mpernapata JUis  MEAMIMHCKOrO TpuUMeHeHus. Pa3nuuus coctaBa BCIIOMOTATENbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpernapaTa HE SBIAIOTCS MNPENSATCTBUEM JJs ONPEACIEHUS B3aHMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX  IpenapaToB, €CIM MpU  TMPOBEACHUU  HUCCIEIOBaHHS  OMO3KBUBAJIEHTHOCTH
JIEKapCTBEHHOI'O IIperapaTa WM HUCCIEIOBAHUS TEPAaeBTHUECKON SKBHUBAJEHTHOCTH JIEKAPCTBEHHOTO
npenapaTa JOKa3aHO OTCYTCTBHME KIMHMYECKHM 3HAYMMBIX pa3auuuil (apMaKOKMHETUKH U (WJIH)
3¢ GEeKTUBHOCTH M 0€30MaCHOCTH JIEKapCTBEHHOIO Mpernapara A MEIUIMHCKOTro mpuMeHeHus. [lpu
HaJIMYUU KIMHUYECKH 3HAYMMBbIX Pa3Induil papMakOKMHETUKH U (1K) 3P(PEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOTO IPHUMEHEHUS B3aUMO3aMEHSIEMOCTh OIPENENSIETCS C
yKa3aHMEM Ha UCKJIIOYEHHUE OTIIEIbHBIX TPYIII HAllUEHTOB;

4) UIACHTUYHOCTD criocoba BBCACHUA U crocoba MPUMCHCHUS ;

5) cooTBeTCTBUE IMPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEJCTBA TPEeOOBAaHUAM IIPABMUI HaJJeKallen
IIPOU3BOJICTBEHHON MTPAKTHKHU.

3. be3 HeEoOXOaUMOCTH JOKa3aTelbCTBA OWOAKBHUBAICHTHOCTH OCYIIECTBIISIETCS OIPEISICHUE
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE:

1) mpenHa3HayeHbl Ui MApPEHTEPAIBHOIO (MOJKO0KHOIO, BHYTPUMBILIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHUIJIa3HOIO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPDOHAapHOIO) BBEIEHUSA W
IIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;
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2) mpenCTaBISIIOT COO0M PacTBOPHI AJIsl HEPOPATLHOTO MPUMEHEHHUS;
3) mpowu3BeneHsl B GOpME MOPOLIKOB WM JTHO(PUIN3ATOB IS IPUTOTOBICHUS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABNSAIOTCS YIIHBIMU MJIM TJIA3HBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu, MPOU3BEACHHBIMU B (hopme
BOJHBIX PaCTBOPOB;

6) mpeaHa3HA4YeHBl Ui MECTHOTO M (WJIM) HApyXXKHOTO NMPHMEHEHHs M NPUTOTOBJICHBI B (hopMme
BOJIHBIX PaCTBOPOB;

7) IPEICTABISIFOT COOOW BOJHBIC PACTBOPHI JJIS UCIIOJIB30BAHUS B (POPME MHTASIIHIA C TOMOIIBIO
HeOynaii3epa WM B KadyeCcTBE HAa3albHBIX CIIPEEB, MPUMEHSEMBIX C IMOMOIIBI0 CXOJIHBIX (ITOXOXKHUX,
aHAJIOTUYHBIX) YCTPOMICTB (IIprOOPOB, anmapaTos).

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

4. OcoOeHHOCTH ONPEENICHNs B3aUMO3aMEHAEMOCTH OMOJIOTUYECKUX JIEKAPCTBEHHBIX IIPENapaTosB,
KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IIPEMapaToB (COAEp)KallMX KOMOWMHAIMIO JBYX U Ooiee
HeﬁCTBYIOIHHX BeHIeCTB), JICKAPCTBCHHBIX npemnaparon JJIsL MapCHTCPAJIBHOI'O IIUTaHUA u
HEJIO3MPOBAaHHBIX  JIGKAPCTBEHHBIX  MPENapaToB  yCTaHABIMBAIOTCS  (elepalibHBIM  OpPraHOM
WCTIOJTHUTEIBHOW BIIACTH, OCYIIECTBIISIONIMM (DYHKIIMH 1O BBIPAOOTKE M peaH3aly roCy1apCTBEHHON
MOJIUTUKY ¥ HOPMAaTHUBHO-TIPABOBOMY PETYJIHMPOBAaHHIO B cepe 31paBOOXpaHEHHS, IO COTJIACOBAHUIO C
q)eI[epaJII)HI)IM OpraHom HWCIIOTHUTEIbHOMN BJIAaCTH, OCYHICCTBJIAIOIIUM q)YHKIII/II/I o JIMOCH3UPOBAHUTIO
IPOM3BOICTBA JIEKAPCTBEHHBIX CPE/CTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HE€ OCYHICCTBIIICTCI B OTHOIICHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX IPE€IapaToB, rOMCONNATUICCKUX JICKAPCTBCHHBIX ITPEIIapaToOB.

6. cDOpMI/IpOBaHI/Ie MEepeUHs B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX IPCIIApaTOB IAJId MEAUIIUHCKOI'O
MNPUMEHCHUSA OCYHICCTBIIACTCS SKCIICPTHBIM YUYPCKIACHUCM IMOCPECIACTBOM 06’BGJII/IH€HI/I$I JICKAPCTBCHHBIX
npenapartoB B OTACIBHBIC TPYIIIbLI, B Ka)K,[[OI\/'I U3 KOTOPBIX JICKAPCTBCHHLBIC IIPCIIAPAThl ABJIAIOTCH
B3aMMO3aMCHSICMbIMHU.

7. B cmydae BKIIOYEHUS B HHCTPYKLUHIO MO MEIUIMHCKOMY HPUMEHEHHUIO JIEKAPCTBEHHOTO
rpenapara Ha OCHOBAaHHH PE3yJIbTaTOB COOTBETCTBYIOIIUX MCCIICIOBAHUM MOKA3aHUM NIl PUMEHEHUS,
KOTOpBIE OTJIMYAIOTCA OT MOKa3aHUH IS MPUMEHEHUS APYTUX JEKapCTBEHHBIX MPENapaToB U3 TPYIIILI
B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX TIPEMApaToOB, B IMEPEYHE B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
MpernapaToB sl METUITUHCKOTO MPUMEHEHHS T0JDKHA ObITh YKa3aHa COOTBETCTBYIOIIAst HH(OpMAIIHsL.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMPENapaToB IS MEAMIIMHCKOTO MPUMEHEHUs
pasMenaercs yrnoJHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCHOJHHUTEIbHOM BIACTH, OCYIIECTBISIOIIUM
rOCy/IapCTBEHHYIO PErucTpalyio JIEKapCTBEHHBIX MpernapaToB s MEAMIMHCKOTO TNPUMEHEHMs, Ha
cBoeM odunuaabHoM caiite B cetn "Wntepuer". MHbopmanus B mnepedHe B3aUMO3aMEHSEMBIX
JIEKapCTBEHHBIX IPenapaToB ISl MEIUIIMHCKOTO MPUMEHEHUsI OOHOBISIETCS yKa3aHHBIM (helepaabHbIM
OpPraHOM HCIIOJIHUTENIBHON BIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  METUIMHCKOTO TPUMEHEHUS U BHECEHHBIX M3MEHEHHH B JIOKyMEHTBI, COJepxXalluecs B
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PErUCTPAaMOHHBIX OOCBE Ha 3apCrUCTPUPOBAHHBIC JICKAPCTBCHHBIC IIp€riapaTbl JIA MCEIAUIIMHCKOI'O
IMPUMCHCHUS.

9. ITopsnok MCIOIB30BaHMS MHPOPMAIIMK O B3aUMO3aMEHSEMBIX JIGKaPCTBCHHBIX IperapaTax Iyl
MEIUIUHCKOTO TPHUMEHEHUS M TOPSIOK Jauyd pPa3bsiCHEHHWH 10 BOMPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENaparoB Ul MEAUIIMHCKOTO MPUMEHEHHUS YCTaHABINBAIOTCS (heIepaibHbIM OPTaHOM
WCTIOJTHUTEJIBHOM BJIACTH, OCYIIECTBISIOUIMM (DYHKIIMH 1O BBIPAOOTKE M pean3ally rocy1apCTBEHHON
MOJMTUKY ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIHMPOBAaHHIO B cepe 31paBOOXpaHEHHS, IO COTJIACOBAHUIO C
(bellepaJIBHbIM OpraHomMm HWCIIOTHUTEIbHOM BJIaCTH, OCYHICCTBJIAIOIIUM q)YHKHI/II/I o JIMOCH3UPOBAHUTIO
IPOM3BOCTBA JIEKAPCTBEHHBIX CPE/CTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

[Ipumeuanwue.

Cpoxu AeHCTBUS PETUCTPAIMOHHBIX YOCTOBEPEHUM JIEKAPCTBEHHBIX MPENapaToB I METUIIUHCKOTO
MpUMEHEHUsI, KOTOpble ucTekaroT B 2024 r. npojyieHsl Ha 12 mecsues, a B 2025 1. - mo 31.12.2025
(IToctanosnenue IlpaBurenscrea PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaunoHHoe yaoCTOBepeHUE NeKapcTBEHHOro npenapara

[Ipumeuanue.
Pazpemaercsa obpamenue B P® 3aperucTpupoBaHHbBIX JIEKAPCTBEHHBIX IPENapaToB, CPOK ACUCTBUS

PEruCTPallMOHHOTO YJIOCTOBEPEHUSI KOTOPHIX UCTEK B Ciydae, npeaycMorpeHHom 4. 11 cr. 4 @3 or
30.01.2024 N 1-®3.

[Ipumeuanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpPaHSIOTCA HAa NPAaBOOTHOIIECHHS, BO3HMKAIOUIWE INpU
oOpallleHuH JIEKapCTBEHHBIX CPeACTB s MenuiuHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpaninoHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOT'O IMpernapara ¢ yKa3aHUEM JIE€KapCTBEHHBIX
¢bopM U JO3MPOBOK BBIJAETCS OECCPOUHO, 3a MCKIIOUEHHEM PpErucTPalMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpenapara, BblIaBaeMOIro CO CPOKOM JEHUCTBUS ISATh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepanuu JeKapCTBEHHbBIE MpenapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4YacTW | HacTosIed CTaTbU CpOKa BBIAAETCS OeccpoyHOe
PETUCTPALIMOHHOE YAOCTOBEpEHHE JIEKAPCTBEHHOIO Ipernapara IpU YCIOBHUM TOATBEPKIACHUS €Tro
roCy/1apCTBEHHON PETUCTPALINH.

3. B cimydae BHeceHUs B COOTBETCTBUU cO cTaThsiMu 30 u 31 Hacrosimero denepanbHOro 3aKOHA
W3MEHEHUN B COAEpXKAIIUECs B PErMCTPAllMOHHOM JIOCh€ Ha 3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTHI, 3aTparuBaloOllIUX CBEIACHUS, OTPaKEHHbIE B PErMCTPALMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOTO TperapaTa, YIMOJIHOMOYEHHBIN (eepalbHbIii OpraH MCIOJHUTEIBHON BIIACTH BBIAACT
HOBOE€ PErMCTPALMOHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara, COAEpkKallee BHECEHHBIE B HETO
W3MEHEHUS.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)
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[Ipumeuanue.
C 01.01.2026 4. 4 ct. 28 yrpaunBaeT cmry (®3 ot 30.01.2024 N 1-D3).

4. B ciaywyae yTpaTbl WM HOBPEXKACHUS PErHMCTPALMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOTO
mpenapara IO 3asBJICHHIO B IUCbMEHHOW (opMme aepkarelis MWIM BIafeiblia PErucTparMoOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIPenapaTa Uiu yIOJIHOMOYEHHOTO UMH JIPYroro IpUINYECKOro JINLA O
BbIJlaye JyOJIMKaTa perucTpalMoOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIrO Ipernapara YINOJIHOMOYEHHBIN
(benepanbHBI OpraH UCIIOJHUTEIFHON BIACTH B CPOK, HE MPEBBIIAIONIUN AecATH pabounx AHEH co AHS
IOCTYIJICHUs 3asBJICHUs, BBLAAET JyOJIMKAT pPErMCTPAllMOHHOTO YJIOCTOBEPEHUS JICKApPCTBEHHOI'O
mpernapara. 3a BblIady JyOJiMKaTta pPEerHCTPallMOHHOTO YJOCTOBEPEHHS JICKApCTBEHHOTO Iperapara
B3UMacTCs roCyapCTBEHHAs MOIIJIMHA B COOTBETCTBUH C 3aKOHOaTeNnbcTBOM Poccuiickoi denepanuu o
Hajorax u coopax.

(uacTb 4 BBeneHna denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

[Ipumeuanue.
C 01.01.2026 cr. 29 He pacmpocTpaHsieTCsl Ha MPAaBOOTHOIICHUS, BO3HHUKAIOIIUE MPH OOpalleHuu
JIEKApCTBEHHBIX CpeNCTB It MeauuHckoro npumenenust (O3 ot 30.01.2024 N 1-D3).

[Ipumeuanwue.
Cpox perucTpainuu JICKapCTBEHHOTO MperapaTta sl BETEPUHAPHOTO MPUMEHEHHUS, MUCTEKAIOIINI B
2025 roxy, nmpomien Ha 12 mecsues ([ToctanoBnenue [IpaputensctBa PO ot 12.03.2022 N 353).

IIpumeyanue.

[Tonoxenus ct. 29 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecst IpeJOCTaBIEHUS rOC. YCIyT IpU
00pallleHNH JIEKAPCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO U BETEPUHAPHOTO PUMEHEHUS IOCPEACTBOM
eauHON cucTeMbl W (Wiu) eauHOro moprana, npumenstores ¢ 01.01.2026. Perucrpanuonusie
yIIOCTOBEpEHHs JIEKAPCTBEHHBIX MpenaparoB JUIsi MEAWLIUHCKOTO TNPUMEHEHUs, Ha OyMa)XHOM
HocuTtene u xyonukatsl ¢ 01.01.2026 He BpIaroTCS.

Cratba 29. [loaTBepXxaeHWe rocyfapCTBEHHOW perucTpauum JeKkapcTBeHHOro
npenapara

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

1. IToaTrBepkaeHNE TOCYIAPCTBEHHOW PETUCTPALMM JICKAPCTBEHHOTO Mpernapara OCYylIECTBISIETCS
pHu Bblaue OeCCPOYHOro PETrMCTPAMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOrO MpemapaTa B Ciydyae,
YKa3aHHOM B 4acTH 2 cTaThu 28 Hacrodmero deaepabHOTO 3aK0HA, B CPOK, HE MPEBBIIIAIOIINN COpOKa
pabounx AHEW co THS HAMpaBICHHS MOCPEICTBOM €IUHOTO MOpTaia B YIOJTHOMOYEHHBIN (enepalbHbIi
OpraH WCIIOJIHUTEIIbHOW BJIACTH WM JUYHBIA KAaOWMHET YMOJHOMOYEHHOTO (enepanpbHOro opraHa
WCIIOJIHUTEIBHOM BJIACTU B E€OUHOW CHUCTEME 3asBJICHHS O MOATBEPKICHUU TIOCYAapCTBEHHOU
perucTpanvy  JIEKapCTBEHHOTO  Mperapara, MOANMHUCAHHOTO  YCHWJICHHOW  KBATM(PHUITMPOBAHHOU
AJIEKTPOHHOW TnoAnuchlo. He ocylecTBiuseTcss NOATBEPKACHUE TOCYJAPCTBEHHOM pPErucTpalu B
OTHOIICHHUU JICKAPCTBECHHOI'O IIpfrapara A BETCPUHAPHOTO MNPHUMCHCHHA, HE HAXOAUBIICTOCA B
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obpamenuun B Poccuiickoit deneparuu B TeYeHHE Tpex W Oojiee JIeT, a TakKe B OTHOIICHUHU
JIEKapCTBEHHOTO CPEACTBA, MPOU3BEICHHOTO C HApyIIEHUEM TpeOOBaHUS, YCTAHOBICHHOIO YacThio 3.7
cratbu 71 Hacrogero deaepanbHOro 3aKOHa.

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

2. 3asBieHUE O MOIATBEPKICHUHM TOCYIapCTBEHHOW PETrHCTpallMM JIEKAPCTBEHHOTO Iperapara
HAmpaBIIICTCS  TIOCPEACTBOM  €IMHOTO TOpTajlla B YIOJNHOMOYCHHBIM  (enepanbHBId  Opraf
UCIIOJIHUTEJIbHOM  BJIACTM WJIM JIMYHBIM KaOMHET yMOJIHOMOYEHHOro (enepalibHOro  OopraHa
HCIIOJIHUTEJILHOM BJIACTU B €AMHON CUCTEME HE PAaHEE YEM 3a CTO BOCEMBJAECAT JHEH 10 UCTEUEHUS CPOKa
JEHCTBUSL PErMCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOrO Tperapara U He IMO3JHee OKOHYAHUS
CpOKa €ro JIeMCTBUS.

(uacts 2 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-®3.

3. HOI[TBep)KI[eHI/Ie FOCYHapCTBeHHOﬁ peructpanuu JEKApCTBEHHOI'O Ipfrapara OCYLICCTBIISICTCA
Imo pe3yjbTaTaM OSKCICPTU3BI OTHOUICHUA 0XXKHIAEMOM TIOJB3BI K BO3MOXXHOMY PHCKY MIPUMCHCHHA
JICKApCTBCHHOT'O IMpeliapaTa Ha OCHOBAHUHW PE3YyJIbTATOB MOHUTOPHHI'A 3(1)(1)CKTI/IBHOCTI/I 1 0€30IMacHOCTH
JICKApCTBCHHOT'O  Ipfrapara, MOPOBOAUMOIO ACPKATCICM WM  BJIAACIbOCM  PETHCTPALUMOHHOIO
YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpeI1apara 1100 YHOOJHOMOYCHHBIM UMHU IOPUIUYCCKUM JIMIIOM, a4 TAKKE
COOTBCTCTBYIOIIHUM YITOJTHOMOYCHHBIM q)eﬂepaﬂbHI)IM OopraHom HCIIOJIHUTENILHON BJIACTH B COOTBETCTBUHU
C Tpe6OBaHI/I${MI/I craTbu 64 HaACTOACTO q)ez[epaanoro 3aKOHa.

4. K 3asB1€HHIO O OATBEPKIEHUH IOCYJapCTBEHHOM perucrpaiuy JeKapcTBEHHOI 0 IIpenapara Jist
MEIULMHCKOIO IPUMEHEHUS IIPUIIAraroTCs:

1) noKyMeHTBI, cojaepXkallue pe3yiabTaTbl MOHUTOPUHIAa 3(PGEKTUBHOCTH U O€30MacHOCTU
JIEKapCTBEHHOI'O IIpernapara Uil MEJUIUHCKOIO IPUMEHEHMS, IPOBEIECHHOIO JEp)KaTeIeM WIH
BJIAJIEJIBLIEM PETUCTPALIMOHHOIO YyJIOCTOBEPEHMs JIEKAPCTBEHHOrO Ipernapara Uil MEIULMHCKOIO
OPUMEHEHHUs JMOO0 YNOJHOMOYEHHBIM UM IOPUAMYECKMM JIMIOM, 1O (opme, yTBEpKJIECHHOMN
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEIBbHOM BIIACTH;

2) cBeieHUs O JlaTe MPENOCTABICHUS U PETUCTPALMOHHOM HOMEpEe JIMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKAPCTBEHHBIX CPEJCTB, WM CBEIAEHUS O Jare IPEAOCTaBICHUs M PEruCTPAllMOHHOM HOMEpE
3aKJIIOYEHHUST O COOTBETCTBUHU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM  IPABUI
HaJuIeXkalleld MpPOU3BOJICTBEHHOW MPAKTUKH, WM KOMHS cepTU(UKaTa COOTBETCTBUS IMPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEJCTB JUIsI MEIUIMHCKOTO TNPUMEHEHHUs TpeOOBaHUSAM MpaBWJl HajaJexalein
MPOU3BOACTBEHHON  MNPAKTUKKM  EBpa3suMiCKOrO0  SKOHOMHMYECKOTO  COK03a,  MPEIOCTABICHHBIX
YIIOJIHOMOYEHHBIM (peJiepalbHbIM OPTaHOM HMCIIOJHUTEIBHON BJIACTH B OTHOLIEHWH MPOW3BOICTBEHHOM
IIJIOIIAIKH JIEKAPCTBEHHOTO Ipernapara Juisi MEJUIUHCKOTO IPUMEHEHUS, TOCYJapCTBEHHAsI pETUCTpaLUs
KOTOpPOro IOATBEPKIAETCA B Clly4ae, €CIU IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpernapara s
MEIUIIMHCKOT0 IPUMEHEHUS ocyliecTiseTcs B Poccuiickoit denepanuu;

(B pen. deaepanbHbIX 3aKOHOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-03)

3) KOITnA HpeJIOCTaBHeHHOﬁ YIOOJIHOMOUYCHHBIM OpraHOM CTpaHbl IMPOU3BOAMTEIIA JIMICH3UW Ha
MPOU3BOJACTBO JICKAPCTBCHHOI'O IIpCriapaTa IS MCAUITMHCKOIO MPUMCEHCHUSA U €€ MCPCBOA Ha pyCCKI/Iﬁ
SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKXKEC KOIMUA 3aKIYCHHUSA O COOTBCTCTBHU
MPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPEACTB Tpe6OBaHI/I${M IpaBUJI Haﬂﬂemameﬁ HpOI/I3BO,Z[CTBCHHOI>'I
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IPAaKTUKM, WIK KONMs cepTU(UKaTa COOTBETCTBHUS INPOU3BOJMUTENS JICKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO IPUMEHEHHs TpeOOBaHUAM IpaBWJI HaJJIeXkallled IPOM3BOACTBEHHOM IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOYEHHBIM (elepaabHbIM OpraHOM
HCIIOJIHUTEJIBHON BJIACTU B OTHOLIEHUHU IPOM3BOJCTBEHHOM IUIOLIA/IKHM JIEKAPCTBEHHOTO Ipenapara Jyis
MEIMIMHCKOTO NPUMEHEHMS, TOCYAAPCTBEHHAsI PETUCTpalUs KOTOPOTO MOATBEPKIAACTCS, WM KOIMS
pelieHusT  YIOJTHOMOUYEHHOTO (heAepaJbHOrO OpraHa HWCIHOJHHUTENbHOM BIACTH O MPOBEACHUHU
(bapMarieBTUUECKON MHCTIEKIIUU IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO TPUMEHEHMSI
Ha COOTBETCTBHE TpPeOOBaHMSM IMPaBHJ HAAJEKAIICH MPOU3BOACTBEHHONW NpakTuku EBpasuiickoro
SKOHOMMYECKOTO COK03a B CIIy4ae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara Juisi MEAUIIMHCKOIO
IIPUMEHEHHUs OCyIleCTBIIsIeTCs 3a npenenamu Poccniickoit denepanuu.

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

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

4.1. B oTHOWmEHNN OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB JUIS MEAUIMHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHHUTEIBHO TPEACTABISACT PE3yJbTaThl MEPONPUATHH, NPEIYCMOTPEHHBIX IUIAHOM
YIPaBJICHUSI PHCKAaMH, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (heiepalbHbIM OPraHOM HCIOJHUTEIBHOM
BJIACTH TMIPH OCYNIECTBICHHH TOCYAAPCTBEHHOW PErHCTpalUy JIEKApPCTBEHHOTO TpenapaTta s
MEIUIIMHCKOTO TIPUMEHEHHSI.

(uactb 4.1 BBeneHa PenepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BICHHUIO O MOATBEPKICHUH T'OCYJApPCTBEHHOIN PETUCTpPAllMU JEKapCTBEHHOTO Ipernapara
JUIsl BETEPUHAPHOTO TMPUMEHEHHUS MPUIIATAIOTCS JOKYMEHTBI, COJIepiKallle pe3yJbTaThl MOHUTOPHHTA
a¢dexTuBHOCTH M O€30MACHOCTH JIGKAPCTBEHHOTO TIpermapara Jjisi BETEPUHAPHOTO IPUMEHEHHS,
MIPOBOJIUMOIO JIEpXKAaTelIeM WM BJIQACIbLIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
mnpemnapaTta Jjisi BETEPUHAPHOTO MPUMEHEHHUS OO YMOJTHOMOYEHHBIM UM IOPUAMYECKUM JHIIOM, IO
dbopme, yTBEpPKICHHOW YMOJIHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJIHUTENBHON BJIAcTH, U
JOKYMEHTHI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 gactu 3 crareu 17
Hacrosiiero denepanbHOro 3akoHa. B oTHOIIEHNM UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIsl BETEPUHAPHOI'O IPUMEHEHUSI HE MPEJICTABIISIOTCS CBEACHUS, YKa3aHHbIE B MOJANYHKTE "K' myHKTa 4
yacTu 3 cratbu 17 Hacrosimero deaepanbHOTO 3aKOHA. B OTHOIIEHUHN JIEKAPCTBEHHBIX MPEnapaToB s
BETEPUHAPHOTO TMPUMEHEHHMsI, MONYYEHHBIX C MPUMEHEHHEM Te€HHO-UHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OPraHWU3MOB WJIM COJEpXAIIMX TaKUE OPraHU3Mbl, JOMOJHHUTEIBHO TPEICTABIAIOTCS CBEICHUS,
yKa3aHHble B myHKTe 13 yactu 3 cratbu 17 HacTosimero denepanbHOro 3aKoHa.
(uactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aK0HA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenb BIpaBe IMPEACTAaBUTh C 3adBJIEHUEM O TMOATBEPKACHUU TOCYJapCTBEHHOM
pETUCTpallMM  JIEKapCTBEHHOIO Ipenapara pEeKBU3UTHl JOKYMEHTa, IOATBEP)KIAIOUIEr0  yIUIaTy
rOCy/IapCTBEHHOW TOLUIMHBI 3a TMOATBEPXKICHHE TOCYIapCTBEHHOW pETUCTpPAlluU JIEKApCTBEHHOTO
mpernapara, a TakKe BblJaBaeMble (IIPEJOCTaBIIsiEMblE) YIOJIHOMOYEHHBIMU (hefiepaibHBIMU OpraHaMu
VCIIOJIHUTEJIbHOM BIIACTH JOKYMEHTHI (CBEIEHHs), yKa3aHHble B MyHKTax 2 U 3 4yacTtu 4 HacrosIen
cTathu. B ciryuae ux HenpencTaBlieHUs YIIOJTHOMOUYEHHBIN (eiepaabHbIi OpraH UCIIOJHUTEIbHON BIACTH
3ampammBaeT yKa3aHHbIE JIOKYMEHTHI (CBEJEHUS) B MOPSAKE MEXKBEIOMCTBEHHOIO HMH(OPMAIMOHHOIO
B3alMOJECICTBHS.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B Tedenue nsatu pa6oq1/1x JHEeH co JHSI HaIlpaBJICHUA IOCPCACTBOM CIHWHOIO IIOpTala B
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VIOJIHOMOYCHHBIH  (pefiepalibHblii  OpraH  WCIOJHHUTENBHOW  BIACTH WM  JMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (heZiepalibHOTO OpraHa HCIOJHUTENBHON BIIACTH B €IMHOW CHUCTEME 3asiBICHUS O
MOJTBEPXKICHUN TOCYJapCTBEHHOW PETUCTpAllMKd JICKApCTBEHHOTO Tpernapara H  JOKYMEHTOB,
COJIEpIKaINX Pe3yIbTaThl MOHUTOPUHTA YPPEKTUBHOCTH U 0E30IaCHOCTH JIEKAPCTBEHHOI'O Tperapara,
MPOBOJIMMOTO  JIEpP)KATENIEeM WIIM BIIAJCNBIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO
npemnapara 100 yIOJTHOMOYEHHBIM UMH IOPHINYECKUM JIMIIOM, YIOJTHOMOYCHHBIH (heaepaibHbIid Opran
WCTIOJTHUTEIIHOW BJIACTH:

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

1) mpoBOAUT MPOBEPKY IIOJTHOTHI CBEICHHWM, COJEPIKAIMMXCS B TPEICTABICHHBIX 3asBUTEICM
JIOKyMEHTaXx;

2) NpUHMMAET pElIeHUuEe O MPOBEIEHUM WM 00 OTKa3e B MPOBEIECHUU SKCIEPTU3bl OTHOLICHMS
omnnaeMoﬁ IMMOJIB3bI K BO3MOXHOMY PHUCKY IMPUMCHCHHUA JICKAPCTBCHHOI'O IIPCliaparta Ha OCHOBAHWU
pe3yJabTaTOB MOHUTOPUHIa 3()h(PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTI'O IpenapaTa, IpOBOJUMOI0
Jep>KaTesieM WIM BIAAEIbLEM PErHCTPAMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOIO IIpenapara JnOo
YIOJIHOMOYEHHBIM MU FOPUAMYECKUM JIUIIOM, a TaKke (peepanbHbIM OpraHOM HCIIOJHUTEIbHON BIACTH
B COOTBETCTBHUH C TPEOOBAaHUAMHU CTaThu 64 HacTosmero OenepaibHOro 3aKOHA;

3) HampaBisieT B JIMYHBIM KaOWHET 3KCIEPTHOrO YUYpEeXJEHHs B €AMHOM cucTeMe MOANHCAHHOe
YCHJICHHON KBaJHM(HUIMPOBAHHON JJIEKTPOHHOW MOANUCHIO 3aJaHWE Ha IMPOBEACHUE HKCIEPTHU3BI,
IIPESYCMOTPEHHOM IMyHKTOM 2 HACTOSILIEH YacTH, a TAKKe HAIPaBIISIET 3asBUTEIIIO [TOCPEICTBOM €MHOTO
noprajga WIA B JMYHbIA KaOWHET 3asBUTENs B €IUHOW CHCTEME MOAMNMCAHHOE YCHJIEHHOM
KBAJIM(UIIUPOBAHHON 3JIEKTPOHHON MOJMHUCHIO YBEAOMIIEHHE O NMPHUHATOM PEIIEHUH O BblJade 3aJaHus
Ha MPOBEJCHHUE YKa3aHHOW JKCHEPTU3bl JMOO 00 OTKa3e B MPOBEACHUM YKa3aHHOM JKCHEPTU3BI C
yKa3aHHEM IIPUUYUH OTKa3a.

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

6. B ciydae BbIsIBIICHHSI HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTU MH(POPMALINH, COAEpIKaIencs
B INPE/CTaBICHHBIX 3asgBUTENEM JOKYMEHTaX, YIOJHOMOYEHHbIN (henepaabHblii OpraH UCHOJHUTEIbHOU
BJIACTU HAIpaBJIAeT 3asABUTENIO MOCPEICTBOM E€AMHOrO MOpTaja WIM B JIWYHBIA KaOWHET 3asBUTENS B
€IMHOM CcHuCTeMe 3ampoc 00 YTOYHEHMM YKa3aHHOW HHQOpMalUM, TMOANUCAHHBIN yCUJICHHOU
KBaJTM(UIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asgBUTENH 00s3aH HAIIPABUTH MOCPEICTBOM €IMHOTO MOPTaJia B YIIOJIHOMOUYEHHBIN (heaepaabHbIN
OpraH WCIIOJIHUTEIIbHOW BIIACTH WM JUYHBIA KaOMHET YMOJHOMOYEHHOTO (enepanbHOro opraHa
WCIIOIHUTENBHON BJIAacTH B €AMHOM cHCTeMe TOJIMUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHON MOJIUCHI0 OTBET Ha 3allpoC YIMOJIHOMOUYEHHOTO (peepajlbHOr0 OpraHa MCHOJHUTEIbHOU
BIIACTH, YKQ3aHHOTO B YaCTH 6 HACTOSIIEH CTAaThH, B CPOK, HE MPEBLIMAIONINN IEBIHOCTa paboUnX JHEH
CO JHS TOJYyYEHHUS YMOJHOMOUYEHHBIM (pelepaqbHBIM OPTaHOM HMCHOJHUTEIHLHON BJIACTU JIEKTPOHHOTO
YBEJOMIICHHUSI O TTOJIYYEHUH 3asIBUTEJIEM Takoro 3anpoca. CpoK, yKa3aHHbIN B YaCTU 5 HACTOSIIEH CTAThH,
MPUOCTAHABIUBACTCS CO JIHS HANpPaBICHHS 3asBUTEIIO MOCPEICTBOM €IWHOIO MOpTaja WIM B JIMYHBINA
KaOWHET 3asBUTENS B €AMHON CHUCTEME TAaKOro 3ampoca JI0 JHS HalpaBJICHHsS 3asSBUTEIEM MOCPEICTBOM
€IMHOTO TOopTajia B YIIOJHOMOYECHHBIM (heepalIbHbIA OpraH HWCIOJHHUTEIBHONW BIACTH WM JIMYHBINA
KaOWHET YIMOJHOMOUYEHHOTO (eIepaIbHOTO OpraHa MCIOTHUTEIBHOW BIIACTH B €IMHOW CHCTEME OTBETa
Ha TaKOM 3ampoc W HE YUYHUTHIBAETCA MPU HCUUCICHHH CpOKa MOATBEPKACHUS TOCYIApCTBEHHOU
perucTpanuu JIEKapCTBEHHOTO Mpernapara.
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(dactpb 7 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHMEM /s OTKa3a B IPOBEACHUU HKCHEPTH3bl OTHOIICHUS OXKUIAAEMOHM TOJNB3Bl K
BO3MOXKHOMY PHCKY NPHUMEHEHUs JIEKapCTBEHHOIO Ipenapara sBJSIETCS NPEACTAaBICHUE JTOKYMEHTOB,
COZIep KALINX Pe3yIbTaThl MOHUTOPUHTA 3()(HEKTUBHOCTH U OE30IIaCHOCTH JIEKAPCTBEHHOTO Mperapara, u
(n1M) B OTHOIIGHMM OWOJOTMYECKHUX JICKAPCTBEHHBIX IIPEMapaToB pe3yJIbTaTOB OCYIIECTBICHHS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBUH C IIAHOM YHPABJICHUA PHUCKAMH, YTBCPKACHHBIM YIIOJTHOMOYCHHBIM
(benepasbHBIM OPraHOM HCIIOJHHUTENIFHON BIIACTH MPHU OCYIIECTBICHUH TOCYNAPCTBEHHOW PETHCTPAIH
JICKApCTBEHHOTO Tpernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMK, MOATBEpXKIAtomen (akT
yIiaTel  TOCYAApCTBEHHOM  MOUUIMHBI 33  IHOATBEPXKAEHHE TOCYNAapCTBEHHOW  PErucTpamnuu
JICKQpCTBEHHOTO TIperapara, JUO0 HENpEICTaBICHHE 3asBUTEIIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha
yKa3aHHBI B 4YacTH 6 HACTOSIIEH CTaThM 3alpoc YIOJHOMOYEHHOTrO (QeaepaqbHOro opraHa
HUCIIOTHUTEIbHOMN BJIACTH, a TAKKXC OTCYTCTBHUEC B YKa3aHHBIX JOKYMCHTAX I/IH(bOpMaIII/H/I, KOTOpas J0JDKHA
OBITh B HUX OTpakeHa.

9. DOkcmepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bl K BO3MOXXKHOMY PpHUCKY IPUMEHEHUs
JIEKapCTBEHHOTO Mpernapara B IEJSAX MOATBEP)KICHUSI TOCYJapCTBEHHON PErHcTpaliy JISKapCTBEHHOTO
rpenapara IpOBOJUTCS KOMHMCCHEN JKCIIEPTOB JKCIEPTHOIO YUYPEXKICHHS B CPOK, HE IPEBBIIAIOIINN
TPUALATH PadOUMX THEH.

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

10. B cinyyae HEZOCTaTOYHOCTH IIPEICTABICHHBIX SKCIEPTY MATEPHANIOB Ul Ja4yM 3aKJIIOUEHUS B
JIMYHBIN KaOMHET 3asBUTEJIA B €IMHOM CHCTEME HaIIpaBIISIETCS 3alpoC O MPEACTABICHUN HEOOXOAMMBIX
MaTepHaoB, MOANUCAHHBIN PyKOBOAUTENEM (YHOJIHOMOYEHHBIM JIMLOM) 3KCIEPTHOTO YUYPEXKIEHHUs C
HCI0JIb30BAaHNUEM YCUJICHHON KBaJM(ULIUPOBAHHOMN 3JI€KTPOHHOM MOAIHUCH.

(uactb 10 B pen. @eaepanpHoro 3akona ot 30.01.2024 N 1-03)

11. 3assBuTens 00s13aH HaIPABUTh B JIMYHBIN KaOMHET 3KCIEPTHOTO YUPEKIACHUS B €JUHON cUcTeMe
MOJIMMCAHHBIA YCHUIIEHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOM MOJINKMCHIO OTBET HA 3apOC 3KCIEPTHOTO
YUpEXJIEHUS B CPOK, HE NMPEBBIIIAIOMINN MIECTUACCATH padOUYuX JHEH CO THS MOIY4YEHMs IKCHEPTHBIM
YUPEXKACHUEM DIIEKTPOHHOIO YBEIOMIIEHUS O IIOJIYYEHUHU 3asBUTEIEM YKa3aHHOrO 3ampoca. Bpems co
JTHSI HalpaBJICHUS B JINYHBIA KaOMHET 3asBUTENS B €IUHOM CUCTEME 3aIpoca SKCHEPTHOTO YUPEKACHUS
70 JTHS HampaBJeHMs 3asBUTEJEM B JIMUHBIA KaOWHET HKCHEPTHOIO YUpEKACHUS B €AMHOM cHucreme
OTBETAa HA YKA3aHHBIM 3alpOC HE YYMUTHIBAECTCS IIPU HCYUCICHUM CPOKa IIPOBENCHMS DKCIIEPTU3BI
OTHOLLIEHUS O0XKMIAeMOM IIOJIb3bI K BO3MOXXHOMY DPHUCKY NPHUMEHEHHS JIEKapCTBEHHOIO Ipelrapara Ha
OCHOBaHUHU JOKYMEHTA, COJEpIKAIlero pe3yibTaTbl MOHHUTOpHUHTra 3(PQGEKTUBHOCTH M O€30MacHOCTU
JIEKApCTBEHHOTIO IIpernapara.

(uactb 11 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He NpPEBBIMIAONIINN MATH pabouux AHEWH CO JHA HANpaBJICHHUS B JMYHBIA KaOUHET
YIIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa HWCIIOMHHUTENBHONW BIIACTH B €IMHOM CHCTEME 3aKITIOYCHUS
KOMHCCHHU 3KCIIEPTOB IO pe3yJbTaTaM 3KCIEPTU3bl OTHOIICHUS OXHJAeMOIl IOJIb3bI K BO3MOKHOMY
PUCKY TIPUMEHEHUS JICKapCTBEHHOTO IperapaTa, COOTBETCTBYIONIMN YIIOTHOMOYEHHBIN (enepanbHbIil
OpraH MCIOJHUTEIbHOMN BIIACTH:

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

1) ocywiecTBIsIET OLIEHKY 3TOr0O 3aKJIOUEHHUs JUIsl ONpPENeNIEeHUs €ro COOTBETCTBHS 3aJaHHUIO0 Ha
MPOBEACHUE YKa3aHHOW AIKCIIEPTHUBHI;
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2) mpUHHMMAaeT peUIeHHEe O MOATBEPXKACHUU TOCYJapCTBEHHON pEerucTpanuu JEeKapCTBEHHOIO
npernapata Wid 00 OTKa3e B IOATBEPKICHUM TIOCYIAapCTBEHHOM PETUCTPALlMM JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT MpU MPUHATHUM PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON pErucTpanuu
JIEKAPCTBEHHOT'0 IMperapaTa CBEIEHUsS B TOCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIAECT
3asBUTENI0 OECCPOYHOE PETUCTPAIMOHHOE YJIOCTOBEPEHHE JICKApCTBEHHOI'O Mperapara MOCPEICTBOM
HAIpaBJICHUsI Yepe3 €IUHBbIA MOpTal WU JUYHBIN KaOWHET 3asBUTENA B €IUHOW CHUCTEME BBINHCKH U3
rOCy/IapCTBEHHOT'O PEecTpa JEKApPCTBEHHBIX CPEICTB, MOANMUCAHHOW YCHJICHHOW KBaTU(MUIIUPOBAHHON
3JEKTPOHHOMU MOAIMUCHIO.

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

13. OcHoBaHMEM ISl OTKa3a B MOATBEPXKICHUH T'OCYIapCTBEHHON PErHCTpaIllMU JIEKapCTBEHHOTO
mpernapara SBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (heepasbHOTO opraHa
WCTIOJIHUTEJIBHOM BJIACTH O TOM, YTO PHCK NMPUYMHCHHUS BpEAa 370POBBIO UEIOBEKA WM YKMBOTHOTO
BCJIC/ICTBHE IIPHEMa JICKAPCTBEHHOTO TIperapara npeBbimaeT 3G GeKTHBHOCTh €ro MPUMEHEHUS.

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

14. B nmnepuon mpoBeleHUs MPOLENYypbl MOATBEPKIECHUS TIOCYJapCTBEHHON perucrpaunuu
JIEKapCTBEHHOT'0 Mpenapara ero oopaienue B Poccuiickoit @enepannu He IpUOCTaHABIUBACTCS.

15. Jomyckaercsi oOpallleHHe JIeKapCTBEHHBIX MIPEnaparoB JO MCTEUEHUS CpOKa TOJHOCTH,
MPOM3BEICHHBIX B TEUYCHHUE CTa BOCBMHJICCITH KaJlCHIAPHBIX JHEH IIOCIe JaThl NPUHATHSA
YIOJHOMOYCHHBIM (e/IcpaTbHBIM OpPraHOM HCITOJIHUTEIBHONH BJIACTH PEIICHUS O TOATBEPKICHUH
roCy/IapCTBEHHOW pErucTpaliid, B COOTBETCTBUHM C HHQOpMAIMel, colepkamieiics B JOKyMEHTax
PErUCTPAIMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Mpenapar /10 AaThl IPUHATHUS TAKOTO PEIICHUSI.

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

[Ipumeuanue.
[Tonoxenus ct. 30 (B pea. @3 or 30.01.2024 N 1-®3), xacaromuecs: NpeIOCTaBICHUs T'OC. YCIyT
MOCPEICTBOM €IMHOM CUCTEMBI U (MJIM) €IUHOTO TopTaia, mpumensitores ¢ 01.01.2026.

Ctatbs 30. BHeceHue U3MeHeHUn B  AOKYMEHTbI, copgepxawumecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM JIeKapCTBEHHbIA npenapaTr Ans
MeAULMHCKOro npuMeHeHus

1. B mensx BHECEHHS W3MEHEHUN B JOKYMEHTBI, COJAEPAIIUECS B PETUCTPALMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBINA JIEKAPCTBEHHBIA MperapaT JUisi METUIIMHCKOTO TPUMEHEHUs, Jep)KaTelb WIN
BJIAJIENICL] PETUCTPAILIMOHHOTO YJIOCTOBEPEHHMs JIEKAPCTBEHHOT'O Ipernapara WM YINOJIHOMOYEHHOE UM
JPYToe IOPUINIECKOE JIUIO (J1ajiee B HACTOSAIICH CTaThe - 3asIBUTEIH) HAIMIPABIISET MTOCPEICTBOM €IMHOTO
noprana B yMOJHOMOYEHHBIH (eepalbHbIil OpraH HCIOJIHUTEIHHONW BIIACTH WM B JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa WCIOJHHUTENIBHOW BJIACTH B €IUHON CHCTEME MOAMHCAaHHOE
YCHJIEHHOW KBaJM(DUIIMPOBAHHOM 3JIEKTPOHHOW MOJMUCKHIO 3asBIIEHUE O BHECEHUH TaKWX M3MEHEHUU TIO0
dbopme, YCTaHOBICEHHOW YIIOJITHOMOYEHHBIM (eepalbHBIM OpPTaHOM HCIOJHUTEIBHON BIIACTH, U
NpujiaraéMble K HEMY M3MEHEHHS B YKa3aHHBIE JOKYMEHTBHI, & TAaK)K€ JIOKYMEHTBI, MOATBEPKIAIOIINE
HEOOXOINMOCTL BHECEHHUS TAKUX U3MEHEHHUH.

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N 1-
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®3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTBI, COACPIKAIINECS B PETUCTPAIIMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIM  JICKAPCTBEHHBIM Ipenapar Uil MEJULUHCKONO IPUMEHEHHUs, W3MECHEHMU
OTHOCHUTEIIBHO MECTa IIPOM3BOJCTBA JIEKAPCTBEHHOIO Iperapara Uil MEAUIMHCKOrO IIPUMEHEHUS,
TpeOYyIOIUX MPOBEIEHHUs] HKCIEPTU3bl KAaueCTBa JICKAPCTBEHHBIX CPEACTB, 3asBUTEIb JONOJHHUTEIBHO
HaNpaBJsIeT MOCPEACTBOM E€AMHOTO MOpTaia B YIIOJIHOMOYECHHBIN (e/iepaibHbIil OpraH HCIOJIHUTEIHHON
BJIACTU WJIN JIMYHBIM KaOWMHET YINOJIHOMOYEHHOro (heepaJlbHOro opraHa HCIOJHUTEIBHOW BIAcTH B
€IUHOI CHCTEME:

1) cBepeHus o JaTe MPeNOCTaBICHUS U PETUCTPALIMOHHOM HOMEpEe JIMIEH3MHM Ha IPOM3BOJICTBO
JIEKAPCTBEHHBIX CPEICTB, a TAKKE KOIHUIO 3aKIHOYEHUS O COOTBETCTBUU IIPOU3BOAUTEIIS JIEKAPCTBEHHBIX
CPeACTB sl MEIUIMHCKOIO NPUMEHEHUs TpeOOBaHMSAM IMpPaBWII HaAJEXalled MNpOU3BOJCTBEHHOM
IMPaKTUKH, HJIM KOIIHIO CepTI/I(i)I/IKaTa COOTBCTCTBUA MPOU3ZBOAUTECIIA JICKAPCTBCHHBLIX CPEACTB JIA
MEIULUHCKOTO TPUMEHEHUs TpeOOBAHUSAM MPaBMI HAJJEXalled NPOU3BOJCTBEHHOW MPAKTHUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI033, BBIIAHHBIX YIIOJTHOMOYEHHBIM (DeepalbHBIM  OPTraHOM
UCTOJHUTEIBHOM BJIACTM B OTHOIIEHUM W3MEHEHHOM M (MJM) JONOJIHEHHOM IPOU3BOICTBEHHOMN
IUIOIIAJKKM JIEKapCTBEHHOI'O Mperapara Uil MEIMIMHCKOIO IIPUMEHEHHUs, WU KOIMIO pelIeHUs
YIOJIHOMOYEHHOT0 (pe/IepaIbHOr0 OpraHa MCIOJHUTEIbHON BIACTH O MPOBEACHUU (papMalleBTUYECKOH
HHCIICKOWK IIPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB AJId MCOAUMIMHCKOIO NPUMCHCHHA Ha COOTBETCTBUC
TpeOOBaHUAM MpaBWJI HaJyUIeXkKallell MPOU3BOACTBEHHON MNpakTUKU EBpasuilckoro 3KOHOMHUYECKOIO
CO03a B OTHOUIEHUH U3MEHEHHOMU U (WJIN) AOMOJIHEHHOW MPOU3BOICTBEHHOM IJIOIAKU JIEKAPCTBEHHOT O
npenapara A MEQUIMHCKOrO MPUMEHEHUS B CIIy4ae, €CJIM IIPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara
ocymectsisercs B Poccniickont @enepanuu;

2) KOIHUIO TMPEeJOCTAaBICHHOW YIMOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTENS JUIEH3UM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara JUisl MEIUIMHCKOTO IMPUMEHEHHS U €€ NEPEBOJ Ha PYCCKUU
A3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAKE, a TaKXKe KOIHUIO 3aKIIOYEHUs O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NPaBWJ HaJIeXkalled IMPOU3BOJICTBEHHOM
NPAaKTUKHU, WM KONHMIO cepTU(UKaTa COOTBETCTBUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEAUIMHCKOTO MPUMEHEHHs TpeOOBaHUSAM TMpaBWJI HaJJieXkalled MPOU3BOACTBEHHON IPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOYEHHBIM (ellepaabHbIM OpraHOM
WCIIOJIHUTEIbHON BJIACTM B OTHOIIEHWHM W3MEHEHHOW M (WJIM) JOMOJHEHHON IPOU3BOJICTBEHHOU
IUTOINAJIKH JISKAPCTBEHHOT'O TMperapara, Uik KOIHMIO pelieHHs YIIOJIHOMOYEHHOTro (eiepabHOI0 OopraHa
MCIIOJIHUTEJILHOM BJIACTU O MpOBeNEHUHU (hapMalleBTUUECKON MHCIEKIIMH MPOU3BOJICTBA JEKAPCTBEHHBIX
CpeACTB sl MEAMIMHCKOTO MPHUMEHEHHMs Ha COOTBETCTBHE TpeOOBAHMSAM MpaBWII HaJyIeXKalleH
IIPOU3BOJCTBEHHON IPAaKTUKU EBPasMHCKOro 3KOHOMHMYECKOIO COK3a B Ciydae, €CIM IPOU3BOJICTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIeCTBIAETCs 3a npeaenamu Poceniickon @enepanuu.

(uactsb 1.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.2. [Ipu HE0OXOAMMOCTH BHECEHMS B JIOKYMEHTBI, COAEpIKaIMecss B PETUCTPAIIMOHHOM J0Che Ha
3apETrUCTPUPOBAHHBIN  JIEKAPCTBEHHBIM Ipenapar i MEIWIHUHCKOTO NPUMEHEHUs, W3MEHEHUN
OTHOCHUTEJIBHO ITOKA3aTeJIed KayeCTBa JIEKAPCTBEHHOI'O IIpemnapara Il MEAMIMHCKOrO NMPUMEHEHUS U
(uM) METOJIOB KOHTpPOJS KauecTBa JIEKAPCTBEHHOIO Mpernapara s MEIUIMHCKOTO MPUMEHEHHS,
TpeOYIONMX MPOBEIEHHUs] HKCHEPTH3bl KauecTBa JICKAPCTBEHHBIX CPEACTB, 3asBUTEIb JOMOJHUTEIHHO
HaIpaBJIeT MOCPEICTBOM €IUHOrO MopTaia B YIIOJTHOMOUYEHHBIN (heepaabHbli OpraH UCIOTHUTEIbHOM
BJIACTU WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOro (he/epalbHOro opraHa HCIOJHUTENBHOW BIAcTH B
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€IUHOI CUCTEME:

1) CBCACHUA O HaTC IMPEAOCTABJIICHHUA W PCTrUCTPAIHMOHHOM HOMEPC JIMICH3WMK Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB WM CBEICHMS O JaTe MPENOCTaBICHHMs M PErMCTPAllMOHHOM HOMEpE
3aKIIIOYCHHUA O COOTBCTCTBUU IPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM mpaBuJI
Ha/IIeKalleld IpOU3BOJICTBEHHOM MPaKTUKM WM KOIHUIO CepTH(HKATa COOTBETCTBUS MPOU3BOIUTEIS
JICKApCTBCHHBIX CpCACTB I MCAULIMUHCKOIO MPHUMCHCHUSA Tpe6OBaHI/ISIM ImpaBuJI Haﬂnemameﬁ
IIPOM3BOJICTBEHHON NpakTUKU EBpa3zuiickoro 5KOHOMHYECKOr0 COK03a, BBIJAHHBIX (IPEIOCTABICHHBIX)
YIOOJIHOMOYCHHBIM (bellepaJIBHbIM OopraHomM HCITOJTHUTEILHOM BJIACTH B OTHOIIICHHU HpOPI3BOI[CTB€HHOI>i
IUIONIAIKK  JIEKAPCTBEHHOI'O IIpelrapara, B Cily4ae, €CJIM IIPOM3BOJCTBO JICKAPCTBEHHOIO IIpenapara
ocywectsisercs B Poccuniickont @enepanuu;

2) KOMHIO MPEAOCTABICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMTENS JUICH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara JUisl MEIUIMHCKOIO IPUMEHEHHS U €€ NEPEBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIC B YCTAaHOBJICHHOM IIOPSAKE, a TakKXK€ CBEIEHUsA O JaTe MPEJOCTABICHUS H
PErMCTPallMOHHOM HOMEpPE 3aKJIIOYEHUS O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWJI HAJUIeKAIIeW MPOU3BOJCTBEHHOW MPAKTUKH, WIM KONHIO cepTruduxara
COOTBETCTBHS IPOU3BOJIUTEINSI JIEKAPCTBEHHBIX CPEACTB I MEAMLMHCKOIO MPUMEHEHUs TpeOOBaHUSAM
MpaBUJI HaJUIeKAIEH MPOU3BOJCTBEHHON NMPAKTUKU EBpa3uilcKOro 3KOHOMHUYECKOI'O COK03a, BbIJAHHBIX
YIOJIHOMOYEHHBIM (pe/iepabHbBIM OPTaHOM HCIIOJHUTEIBHON BIACTH B OTHOILICHHWH MPOW3BOICTBEHHOMN
IJIOIIAKHU JIEKAPCTBEHHOI'O IIpenapara, WM CBEACHHUS O JaTe MPEJOCTABICHHUS M PErMCTPAllMOHHOM
HOMEpE PELICHUS YIOJHOMOUYEHHOTO (eepatbHOT0 OpraHa HMCIOJHUTENFHOW BIIACTH O MPOBEACHUU
(bapmalleBTUUECKOI HHCTIEKITNH MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPENICTB ISl METUIIMHCKOTO IPUMEHEHUS
Ha COOTBETCTBUE TpeOOBaHUSAM IMpaBWJI HaJIEKaLIEl NPOM3BOJACTBEHHOW MNpakTUKu EBpasuiickoro
SKOHOMHUYECKOI'O COI03a, €CJIM MPOU3BOCTBO JIEKAPCTBEHHOr 0 IIpenapara OCyIECTBISETCA 3a IpeieaMu
Poccuiickoit ®epepanuu.

(uactp 1.2 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. [lpunsatue pemnieHUss O BHECEHHWH W3MEHEHWW WM 00 OTKa3e BO BHECEHHH HW3MEHEHHUU B
JOKYMEHTBI, COJEp)Kallhecss B PETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JIEKApPCTBEHHBIN
npenapart s MEAUIIMHCKOIO IPUMEHEHHUS], B CIyyae HEOOXO0AMMOCTH MPOBEACHUS SKCIIEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) SKCIEPTU3bl OTHOLIEHUS OXKUAAeMOW MOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Juisi MEAULMHCKOIO MPUMEHEHHSI OCYILIECTBISIETCS B CPOK, HE
MPEBBILAIOIINN TATUIECATH pabounX JHEH, a B OCTAJIBHBIX CIIydasX B CPOK, HE MPEBBILAIOIINNA ACATH
pabouux AHEW co THS HalpaBJICHUs IMOCPEICTBOM E€IUHOTrO MopTajia B YHOJHOMOYEHHBIN (enepalibHbIH
OpraH HCIOJHUTENbHON BJIACTH MM JIMYHBIA KaOMHET YIOJHOMOUYEHHOro (QenepaabHOro opraHa
MCIIOJIHUTEJILHOM BJIACTH B €IMHOM cucTeMe 3asBJICHUS] O BHECEHUH TaKMX U3MEHEHUH.

(uactp 1.3 BBenena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-®3; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.4. YnonnomoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BJIACTH C YYETOM pe3yJIbTaToB
(dapmMakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXOJSAIIMXCS B TIPa)KJIaHCKOM
000poTe, YCTaHOBJEHHBIM TpPeOOBaHMAM K HX KAuyeCTBY B TEUEHHE JAECATH pPabO4YMX THEH co IH
MOCTYIUIEHHUS. COOTBETCTBYIOUIEH HH(pOpMAIMK pa3MelaeT Ha CBOeM OQUIHMAIbHOM CcaiiTe B CeTH
"NuTepHeT" cBeAeHUs O HEOOXOAMMOCTH BHECEHMsS B MHCTPYKIMIO MO MEAMIMHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'0 IpernapaTa MU3MEHEHHH B OTHOLIEHUH CBEACHUN O TMOKa3aHWSIX UIs MPUMEHEHUS U
MPOTHBONOKA3aHUAX JUI1 IPUMEHEHHUs JIEKAPCTBEHHOTO TpenapaTa, BhISIBICHHBIX MOOOYHBIX JEHCTBHSIX,
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HEXENaTeNIbHbIX PEeaKUUsAX MpPH NMPUMEHEHHH JIEKapCTBEHHOIO Mpernapara U HampaBisieT MOJANHUCAHHOE
YCWJICHHOU KBaTU(PUIIMPOBAHHON IEKTPOHHON MOJIMUCHI0 YBEIOMIICHUE B IMYHBINA KaOMHET 3asBUTEIIS B
€IMHOM CHUCTeMe, a TakKe B JIMYHble KAaOWHEThl 3asBUTENIEH B €IUHOM cucrteMe, SBISIOUINXCS
JepKaTensiMAd WM BIAQJCNbLIAMH  PETUCTPALIMOHHBIX  YJOCTOBEPEHUU  B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MPENapaToB (WM YIOJIHOMOYEHHBIX UMHU APYTUX IOPUIUUECKHUX JIHIL).

(uactp 1.4 BBeaena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03; B pen. OeaepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

1.5. depxxarenp win Biajaeliell perUCTPAIMOHHOTO yJAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipemnapara, a
TaKOKe JIep>KaTeIu WK BJIaJICIbIIbI PETUCTPAIMOHHBIX YIOCTOBEPEHHH JIEKAPCTBEHHBIX MPEnapaToB (WIn
YIOJHOMOYCHHBIE UMU JAPYTHE IOPUANUECKUE JUIA), KOTOPBIC SIBISTFOTCS] B3aUMO3aMEHSIEMbIMH, 00sI3aHBI
HAlpaBUTh B JIMYHBI KaOWHET YIOJHOMOYEHHOro (enepanbHOro opraHa HCIOJMHUTEIBHOW BIACTU
MOJINMCAHHBIC YCHJICHHBIMHA KBATH(DUIIMPOBAHHBIMU 3JICKTPOHHBIMH TOIMUCSIMH 3asIBJICHUS O BHECCHHH
W3MEHEHUH B JIOKYMEHTBI, COJAEpXKallhecs B PETrUCTPALMOHHBIX JOChe Ha 3aperuCTPUPOBAHHBIC
JIEKApCTBEHHBIC MPENapaThl ISl MEIUIIMHCKOTO MPUMEHEHHUS, B OTHOIICHHHM CBEJICHUN, YKa3aHHBIX B
WHCTPYKLHU IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX MPENapaToB, B TEUEHHUE COPOKa paboumnx
THEH €O JHS TMOJYYCHHS] YIOJHOMOYCHHBIM (enepalbHbIM OpraHOM HCIOJHUTEILHON BIACTH
ANEKTPOHHOTO YBEAOMJICHHMSI O TIOJYYEHUHM JIep)KaTeleM WM BIAJENbIeM PEruCTPalMOHHOTO
YI0CTOBEpPEHHUS JIEKAPCTBEHHOTO TperapaTa (WId yIOJIHOMOYEHHBIM UM JPYTUM IOPUIUYECKUAM JIUIIOM)
nH(popMaluu, ykazanHol B yactu 1.4 Hactosuieit ctateu. JlanHOe TpeOoBaHNE HE PaCHpPOCTPAHSIETCS Ha
CIydyal BHECEHHUS B MHCTPYKIMIO 110 MEIUIIMHCKOMY MPUMEHEHHUIO JIEKApCTBEHHOrO Mperapara
W3MEHEHUH B OTHOIIICHUH HOBBIX IMOKA3aHUMU JUTsl MPUMEHEHHS JICKAPCTBEHHOTO IIpernapaTra Ha OCHOBAaHUH
Pe3yIbTATOB COOTBETCTBYIOIIMX UCCIICAOBAHUIA.

(actp 1.5 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3; B pen. DeaepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. Pemenne o mpoBeIeHUH SKCIEPTU3bI KA4eCTBA JIEKAPCTBEHHBIX CPEACTB U (WJIM) IKCIEPTU3HI
OTHOIIEHUS OKHIAEMOM MOJb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHUS JEKAPCTBEHHOIrO Mpernapara s
MEIULHUHCKOTO NPUMEHEHUsI MPUHUMAETCA B COOTBETCTBUM C YTBEPKIECHHOH YIOJHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM  HUCIIOJTHUTENIBHOW BJACTH  KJIacCU(PUKalMe W3MEHEHUM, BHOCHUMBIX B
JOKYMEHTBI, COJAEpKAIIUECs B PETUCTPAMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npermnapar.

(uactsb 2 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuTENb BIpPABE MPEACTABUTH 10 COOCTBEHHON MHUILIMATUBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJEpXKAlllMeCs B PErUCTPALIMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN MpernapaT JUisl MEJUIUHCKOTO IPUMEHEHUS, PEKBU3UTHI JOKYMEHTOB, MOITBEPKAAIOIINX
YIUIATy TOCYJApCTBEHHOM IOIJIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJIEpXKAILIMECs B PErMCTPALlMOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar sl MEIUIUHCKOrO IPUMEHEHN, U3MEHEHNH,
TpeOYyIOIMX TPOBEJCHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH SKCIEPTU3BI KadyecTBa
JIEKapCTBEHHOI'O CPE/ICTBA U (MJIM) SKCIEPTH3bl OTHOLIEHHUS OKUIAeMOM IMOJIb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHUs JIEKAPCTBEHHOI'O IIpenapara sk MEIULHUHCKOTO IPUMEHEHMs], TOCYJapCTBEHHOM ITOIUIMHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpKallMecs B PETUCTPAMOHHOM JIOChE HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar Ui MEAULUHCKOTO MPUMEHEHHs, U3MEHEHUH, He TPeOYIOIMX MpPOBEICHUS
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAaKXKe BblaBaeMble (IIPEIOCTABIISIEMbIE) YIIOJTHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMy UCIIOJIHUTENILHON BJIACTH TOKYMEHTHI (CBEACHUs), yKa3zaHHbIE B yacTsax 1.1 u
1.2 nHacrosmieil craTteu. B ciydae uX HempeACTaBlieHUs YIOJIHOMOYEHHBIN QenepalbHblil oprax
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UCIOJIHUTENIBHOM  BIIACTH  3ampallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.
(B pen. @enepanbHbiX 3ak0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B teuenue nsatu pabodux JHEH CO JHS MOCTYIICHUS YKa3aHHOTO B 4acTU | HACTOSIIEH CTaThH
3asBIICHUS W HEOOXOIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (eepalbHblii OpraH HCIOJHUTEIbHON
BIIACTH:

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

1) mpoBOAUT MPOBEPKY IOJHOTHI U JOCTOBEPHOCTU CBEIEHUM, COAECPKAILUXCS B IPEICTaBICHHbIX
3asBUTEJIEM MaTepHalIax;

2) NIpUHMMAET PELIEHUE O IPOBEJCHUH YKa3aHHBIX B YaCTH 2 HACTOSILIEH CTaTbU COOTBETCTBYIOLINX
HKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MIIM 00 OTKa3e B UX POBEICHUH;

3) HampaBisieT B JIMYHBIA KaOWHET 3asBUTENI B €AWHOW CHUCTEME IOJIMUCAHHOE YCHIICHHON
KBAJM(HUIUPOBAHHON 3JEKTPOHHOM NOJNMCHIO YBEJOMJIEHHE O IPHUHATOM pELIEHUH WM B Cllydyae
NPUHATUS pelIeHust 00 OTKa3e B MPOBEIEHHH COOTBETCTBYIOWICH HSKCIEPTU3bI C YKa3aHWEM IMPHYUH
TaKoro OTKasa.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

4.1. B ciy4ae BBIABICHUS HEIOCTOBEPHOCTU CBEACHMM, COIEP)KALIUXCA B IPEACTABICHHBIX
3asBHUTEJIEM MaTepHajax, yoJHOMOUYEHHBIH (enepantbHbli OpraH UCIIOTHUTEIBHOM BIACTH HAMPABIISACT B
JUYHBIA KaOWHET 3asBUTENII B €IUHOM CHUCTeMe 3ampoc 00 YTOYHEHUM YKa3aHHBIX CBEICHHH,
MOJITMCAHHBIA YCUIICHHOW KBaTH(PUIMPOBAHHOHN 3JIEKTPOHHOM MOIMHUCHIO.

(uactb 4.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTens 00s13aH HANPaBUTh B JTUYHBIA KaOMHET YIIOJHOMOYEHHOTO (pelepajbHOTO OpraHa
WCIIOIHUTENBHON BJIACTU B €AMHOM cHCTeMe TOJIMUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHON MOJIUCHI0 OTBET HA 3allpoC YIMOJIHOMOUYEHHOro (peepajlbHOr0 OpraHa MCHOJHUTEIbHOU
BJIACTH B CPOK, HE TMPEBBIMAIONINN JIEBIHOCTa PabOuMX THEH CO JHS TMOJYYEeHUS YIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM MCIIONHUTEIBHON BJIACTH 3JIEKTPOHHOTO YBEJAOMIICHHUS O MOJIYYEHUHU 3asiBUTENIEM
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTHM 4 HacTOSIIIEH CTaTbW, MPUOCTAHABIMBAETCS CO JHS
HampaBJICHUsT B JIMYHBIM KaOMHET 3asBUTENs B €AMHOW CHUCTEME 3ampoca YIOJIHOMOYEHHOTO
denepanbHOrO oOpraHa MCHOJHUTENBFHOM BIACTH JO JHS HampaBleHUS B JIMYHBIM KaOWHET
YIIOJITHOMOYEHHOTO (heZIepaTbHOTO OpraHa UCMIOJIHUTEIILHON BJIACTH B €JMHOM CUCTEME OTBETA Ha JaHHBIN
3alIpoc U HE YUYMTHIBAETCS MPU HCUYUCICHUM CpPOKa MPUHATHS PELICHHWS O BHECEHHM W3MEHEHHH B
JOKYMEHTBI, COJIEpKallllecsl B PETUCTPALlMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKapCTBEHHBIM
npenapar st MEJUIMHCKOTO MPUMEHEHHSI.

(uactsb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMEM JUIsl OTKa3a B MPOBEAECHUU YKa3aHHBIX B 4acTU 2 HACTOSIIEH CTaThbU 3KCIEPTHU3
SIBJISIETCS TIPEJCTABIECHUE TOKYMEHTOB, IIEPEUNCICHHBIX B 4acTAX | ¥ 3 HACTOAILIEH CTaThbH, B HEITOJIHOM
o0beMe, HEIpeJCTaBlIeHUE 3asBUTEJIEM B YCTAHOBJIECHHBIH CPOK OTBETa Ha YKa3aHHbIM B yactu 4.1
HACTOAIIEH CTaThU 3alpoC YIMOJTHOMOYEHHOTO (elepabHOr0 OpraHa MCIOJIHUTEIbHOM BIACTH, a TaKXkKe
OTCYTCTBHE B  MPEACTAaBICHHBIX JOKYMEHTaX JIOCTAaTOYHBIX  CBEIEHUH, IOATBEP)KIAIOLINX
HE0OXOIMMOCTh BHECEHUS W3MEHEHUH, WM OTCYTCTBHE MH(POpPMAIUH, MOATBEpKAaomel (HakT yIuiaThl
roCy/1JapCTBEHHBIX MOIUINH, YKa3aHHBIX B YAaCTH 3 HACTOSLIEH CTAaThU.
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(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIC B YaCTH 2 HACTOSIIEH CTaTbU SKCHEPTHU3bI MPOBOJSATCS B MOPSAIKE, YCTAHOBICHHOM
cratbeil 23 Hacrosiero deaepanbHOro 3aKoHa.

7. B cpok, HEe MPEBBIMAIONIUN ST PabodnuX HEH CO JHS HaMpaBJICHUS MOCPEIACTBOM E€IUHOTO
nopraia B YHOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHONW BIACTH WM JIMYHBIA KaOMHET
YIOJIHOMOYEHHOTO (pe/lepalbHOr0 OpraHa HCIOJHUTENFHONW BJIACTH B €AMHOM CHCTEME IMOAMMCAHHBIX
YCWJICHHBIMH KBJIU(PUIIUPOBAHHBIMU 3JIEKTPOHHBIMU MOJMUCAMU 3aKIIOYCHUH KOMUCCUI SKCIIEPTOB IO
pe3yabTaTaM yKa3aHHBIX B YacTH 2 HACTOSIIEH CTaThbH SKCHEPTH3, YMOJIHOMOYEHHBINH (enepaabHbIit
OpraH UCIOJIHUTEIbHOM BIACTH:

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

1) npuHUMAaeT peleHrue O BHECEHUH U3MEHEHHH B TOKYMEHTHI, COACPKAIINECS B PETUCTPALMOHHOM
J0ChE Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemnapar i MEIUIUHCKOTO TPUMEHEHUs, Wi 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUM;

2) BHOCUT B TOCYJIapCTBEHHBI pEECTp JIEKAPCTBEHHbIX CPEACTB HAa OCHOBAHUU PpELICHUS O
BHECEHHMM W3MCHEHWH B  JOKYMEHTBI, COJIEp)KallMecs B  PErHCTPAIlMOHHOM  JOChe  Ha
3ap€I‘I/ICTpI/IpOBaHHI)II71 HeKapCTBeHHBH\/JI npemnapar mid MCAUIHUHCKOrO ITPUMCHCHUA, HGO6XOI[I/IMBIG
U3MCHEHUS;

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

3) BbLIACT 3asABUTENII0 HOBOE PErHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipenapara B
CJIydyac M3MCHCHUA CBGI{GHI/Iﬁ, CoACpIKalIMXCA B HEM, IMYTCM HaIIPaBJICHUA 3asABUTCIIIO IMOCPCIACTBOM
€IMHOTO TOopTaja WK B JIMYHBIN KaOMHET 3asiBUTENS B €IUHON CHCTEME BBIITMCKU U3 TOCYIApCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB, MOANUCAHHOM YCHJIEHHON KBaIM(DPUIMPOBAHHOM 3JIEKTPOHHOU
MOATHUCBHIO.

(n. 3 BBemen denepaibHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

8. OcHoBaHumeM /Jig OTKa3a BO BHECEHHM HW3MEHEHUW B JIOKYMEHTBHI, COJEpKaliuecs B
PETUCTPAlMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar sl MEIULMHCKOIO
MIPUMEHEHUS, SBIIACTCS 3aKIIOYEHUE YITOTHOMOYEHHOTO (eIepabHOrO OopraHa UCTIOJHUTEIHLHOM BIIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEICTBA B
CJIy4yae BHECEHHS TAKMX U3MEHEHUI.

9. Homyckaercsi oOpallleHHe JEeKapCTBEHHBIX IPENnapaTroB A MEAULUHCKOTO NPHUMEHEHUsS 10
UCTEUYEHHUsI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMUIECATU JAHEH MOCIe JaThl MPUHITHS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOJHUTEIBHOM BJIACTH PELISHUs O BHECEHUH U3MEHEHUH B
JOKYMEHTBI, COJepXalluecs B PETrUCTPAlMOHHOM JIOCh€, B COOTBETCTBUM C UHGOpMaIuei,
coJieprKalleiicss B JIOKYMEHTAaX PETHMCTPAllMOHHOIO JOChE€ Ha JIEKapCTBEHHBIM Ipenapar A0 JaThl
MIPUHSTHS TAKOTO PEILIEHUS.

(uactp 9 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

10. TIpaButensctBo Poccmiickoit @denepanuu BOpaBe YCTAaHOBUTH OCOOCHHOCTH BHECECHHSI
W3MEHEHUH B JOKYMEHTBI, COJEpXallMecss B PETMCTPAMOHHOM JIOCb€ HA 3apErMCTPUPOBAHHBIN
JIEKApCTBEHHBIM TpermapaT Il MEIUWIMHCKOTO TPUMEHEHMs, B clydae naepexTypsl WM pucKa
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BO3HUKHOBEHHUS Je(dEeKTypbl JIEKAPCTBEHHBIX IIPEMapaToB B CBS3U C BBEJIECHUEM B OTHOUICHHUH
Poccuiickoii denepariuy OrpaHUYUTENBHBIX MEP 3KOHOMUYECKOTO XapakTepa.
(dactp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

[Ipumeuanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: TpeIOCTaBICHUS T'OC. YCIYT
IIOCPEACTBOM €AMHOr0 nopraina, npuMenstores ¢ 01.01.2026.

Cratbs 31. BHeceHue U3MeHeHu" B  AOKYMEHThI, cogepxawuecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM JIeKapCTBEHHbIA npenapaTt Ans
BeTEePUHAPHOIro NPpMMeHeHu s

1. B nensx BHeceHHsI M3MEHEHUIl B JIOKYMEHTBHI, COJCPIKAIIMECS B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Juisi BETEPUHAPHOIO INPUMEHEHMs, JAepXKaTellb WIN
BJIaJIeJIel] PErHCTPAIlMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Mpenapara WM YHOJIHOMOYSHHOE UM
Apyroe IpUANIECKOe JIMIO (Jajee B HACTOSIIEH cTaThe - 3asBUTENb) HAIIPABISIET IOCPEACTBOM €INHOTO
nopTaia B yIMOJHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIBHOW BIIACTU MOANMCAHHOE yCHUIICHHOH
KBaJTM(UIIMPOBAHHOW 3JICKTPOHHOM TOJMHCHIO 3asSBJICHHE O BHECEHMM TAaKMX HM3MEHEHHH 1o Qopme,
YCTaHOBJICHHOH YITOJTHOMOYEHHBIM (he/iepaibHbIM OpPraHOM HCIIOJHHUTENIFHON BIACTH, M MpUJIaraeMble K
HEMY HM3MCHCHHA B YKAa3aHHBLIC JOKYMCHTBLI, @ TAKKC AOKYMCHTBI, ITOATBCPIKIAIONINC H€O6XOI[I/IMOCTI)
BHECEHHsI TaKnX u3MeHeHui. [Ipn HeoOXoMMOCTH BHECEHHSI M3MEHEHHH B IOKYMEHTBI, COJICpIKAIINECs B
PErMCTPallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipemnapar Uil BETEPUHAPHOIO
OPUMEHEHHs, B CIy4asX HW3MEHEHUS W (WIM) JIOTOJHEHUS TIPOU3BOJCTBEHHOM IJIOIIAIKH
JIEKapCTBEHHOTO CPEJICTBA, a TaKKe M3MEHEHMs IOKa3zaTelNel KadecTBa JeKapCTBEHHOTO IperapaTa st
BETEpPUHAPHOTO MPUMEHEHHUs U (WJIM) METOJOB KOHTpOJIS KadecTBa JIEKAPCTBEHHOTO Iperapara s
BCTCPUHAPHOI'O MPUMCHCHUA 3asABUTCIIb JOIMOJHUTCIIBHO HAIPaBIACT MOCPCACTBOM CAMHOIO IMOopTaia B
YIIOJIHOMOYEHHBIN (eiepaabHbIi OpraH UCIOTHUTENIBHOM BIACTH CIIEAYIOIINE TOKYMEHTHI (CBEICHHS):

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBeseHust 0 JaTe NMpPENOCTaBICHUS U PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOH3BOJICTBO
JIEKapCTBEHHBIX CpPEACTB, IPENOCTaBICHHOM TPOM3BOIUTENIO JICKAPCTBEHHOTO TMpemapara s
BETEPUHAPHOTO MPUMEHEHHUS, JIs1 POCCUHCKUX POU3BOIUTENCH;

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

2) cBeieHUs O JaTe MPENOCTaBICHUS U PETUCTPALIMOHHOM HOMEpEe JIMIIEH3MHM Ha MPOHM3BOJICTBO
JIEKapCTBEHHBIX  CPEICTB, IPEJOCTABIECHHOW MPOU3BOAUTENIO (hapmalleBTHUECKONH cyOcTaHIuw,
BXOJSILIEM B COCTAaB JIEKAPCTBEHHOI'O IpemnapaTa Uil BETEPUHAPHOIO NPHUMEHEHUs, IS POCCHMCKUX
MIPOU3BOIUTENEH;

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

3) KOIIUA JOKYMEHTA, BBIAAHHOI'O YIIOJJHOMOYCHHBIM OPraHOM CTPaHbI IIPOU3BOAUTEIA 1A Ka)K)IOfI
HpOI/I3BOI[CTBCHHOI>'I [jIomaaky JICKApCTBCHHOTO IIpcIliapatra Jjid BCTCPUHAPHOIO MNPHUMCHCHUSA U
MOATBCPKAAOIIETO COOTBETCTBUEC MPOU3ZBOAUTECIIA JICKAPCTBCHHOI'O IIpriapara Tpe6OBaHI/I$[M ImpaBuI
Ha;[nexcameﬁ HpOPI3BOI[CTBCHHOﬁ MMpakKTUKU, MU C€ro IHCpeBOd Ha py'CCKI/Iﬁ A3BIK, 3aBCPCHHLIC B
YCTAHOBJICHHOM IIOPAAKE, 4 TAKKC KOIIHA 3aKIIIOYCHHUA O COOTBETCTBHUU MPOU3BOJUTEIIA JICKAPCTBCHHBIX
CpCACTB Tpe6OBaHI/I$IM paBuJI Hannemameﬁ HpOH3BO,Z[CTBCHHOI>'I IMPAKTHUKHU, BBIAAHHOI'O
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YIIOJITHOMOYCHHBIM (he/lepalIbHbIM OpPTraHOM HCIIOTHUTEIBHOM BIACTH IS KaXJAOW IPOU3BOJACTBECHHOM
IUIOMIA/IKK JIEKAPCTBEHHOTO TIperapara JJis BETePUHAPHOTO MPUMEHEHHS, JUOO0 KOMHS PEIICHUS O
MIPOBEACHUN MHCIICKTUPOBAHUS TTPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, MPUHATOTO YIOJIHOMOYCHHBIM
denepanbHBIM OpPTaHOM HCIIOJHUTEIBHONW BIIACTH JUISI KQXKIOW TPOU3BOJCTBEHHOW TUIOIIAIKU
JIEKApCTBEHHOTO TIpernapara Jyisi BETEPUHAPHOTO MIPUMEHEHHUS. YKa3aHHbIC JOKYMEHTHI MPEACTABISIOTCS
B Clyyae, €CIu TMPOU3BOJCTBO JICKAPCTBEHHOTO TMperapara s BETEPUHAPHOrO MPUMEHEHUs
ocylecTBisieTcs 3a npeaenamu Poccuiickoit @enepanuu;

4) KOImugd JOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
(bapMarieBTUIeCKOi cyOcTaHIuu u TIOJITBEPIKIAIOIIIETO COOTBETCTBHUE IPOU3BOUTEIIS
(dapmaieBTHUECKON CyOCTaHIIMU, BXOJSIIEH B COCTaB JICKAPCTBEHHOTO Mpernapara Jjisi BETCPUHAPHOTO
NPUMEHEHHS, TPEOOBAaHUSM TPABUII HAJUICKAIICH MPOU3BOJACTBEHHOW IMPAKTHKH, W €ro MEepeBOJ Ha
PYCCKHMIl  sI3BIK, 3aBEPCHHBIC B YCTAaHOBJIICHHOM TIOpSIKE, B ClIy4ae, €CIU IPOU3BOJICTBO
(bapMareBTHUECKON CyOCTaHIIUK OCYIIIECTBIISIETCS 3a npeaeinamu Poccuiickoii deneparui.

(dactp 1 B pen. @eaepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3MeHeHUs: M (WJIM) JOIMOJHEHHS MPOWU3BOJACTBEHHON IUIOIIAAKH JIEKAPCTBEHHOIO
cpeacrtBa AOKYMCHTBI, YKAa3aHHBIC B 4YaCTH 1 HaCTOSIHIeﬁ CTaTbu, MPCACTABIIAIOTCA 3adBUTCICM B
OTHOIICHUUA W3MEHIeMOW W (WIK) JONOJHIEMOW TPOM3BOJICTBCHHOM IUIOIIAJAKH JIEKAPCTBEHHOTO
cpeacTBa. Pentenue o BHeceHun N3MECHEHUH B AOKYMCHTBI, COACPIKAIHUECA B pCruCTpalilMOHHOM OOCHC HA
3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mperapar JJisi BETEPHHAPHOTO MPUMEHEHUS, UK 00 OTKa3e B UX
BHECEHUU MPUHUMACTCS B CIIydae HEOOXOIMMOCTH TIPOBEACHHS SKCIICPTU3bI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE MPEBBIIAIONIHIA JIEBIHOCTA pabOYnX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBINIAFOIIUI
TPUAIATH pabouMX AHEH CO JHS HAMpaBJICHHUS TMOCPEACTBOM EAMHOTO MOpTaja B YIOJHOMOYCHHBIH
(benepanbHbIA OpraH UCIOJHUTEIBHON BIIACTH 3asIBJICHHUS O BHECCHHH TaKUX U3MEHCHHUH.

(uactp 1.1 BBengena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aK0HA OT
30.01.2024 N 1-®3)

1.2. B cinydae peopraHuzanuu JepiKaTeis WIM BIaAeNiblla PErHMCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara JUisi BETePUHAPHOTO MPUMEHEHHs, pa3paboTuuMKa WM TMPOU3BOIUTEIS
JIEKapCTBEHHOTr' O Tpernapara g BETEPUHAPHOTO NMPUMEHEHUS B 3asBJIICHHMM O BHECEHUM M3MEHEHUW B
JOKYMEHTBI, COJEpXkKaluecs B PETUCTPALMOHHOM JOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
Mpenapar s BETEPUHAPHOIO NPUMEHEHMS, YKA3bIBAIOTCA [IaHHBIE JIOKYMEHTA, IOJTBEPKIAFOMIETO
BHECEHHE COOTBETCTBYIOIIMX M3MEHEHUM B EQUHBIN TOCyIapCTBEHHBIN peecTp IOpUANYECKUX JUL (A1
OpraHM3alMii, 3aperucTpUpPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepannn), WM UHOTO JTIOKYMEHTA,
MOATBEPKIAIOIIETO PEOPTaHU3AIMI0 FOPUINUECKOTO Jula (A7 OpraHu3aluii, He 3apeTrUCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBIeHHE O BHECEHUM U3MEHEHHH B JOKYMEHTHI,
COJEpIKAIMECS B PETUCTPALMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar i
BETEPUHAPHOTO MPUMEHEHUS, U TIPUJIaraéMble K HEeMy JOKYMEHTBI HAIIPABIISIIOTCS TOCPEICTBOM €IUHOTO
mopraia B yMOJTHOMOYEHHBIN (enepanbHblii OpraH HMCIOJMHUTEIHHONW BIACTH HE TO3JIHEEe YeM dYepes
TpUAIATh PabOYMX THEH CO THS BHECEHHS COOTBETCTBYIOIIMX W3MEHEHWH B ENMHBINA rocyaapCTBEHHBIN
peecTp IOpUIMYECKUX JLl (AJI OpraHU3alMil, 3aperucTPUpPOBAHHBIX Ha Tepputopun Poccuiickoii
denepanun) WIA CO JTHS MPUHITHS COOTBETCTBYIOIIETO TOKYMEHTA, MOTBEPKIAIOIIETO PEOPTaHU3AINIO
IOpUJIMYECKOTO Juia (A7 opraHu3anui, HE 3aperucTpUpOBAaHHBIX Ha Tepputopuu Poccuiickoi
Odenepanun). B cnydae peopranuzanuu aepikaTesss WM BIaAeNblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipenapara Uil BETEPUHAPHOrO IPUMEHEHUs 3asBIICHHE O BHECEHHHM W3MEHEHUH B
JOKYMEHTBI, COJEpXkKaIMecs B PETHUCTPAIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM
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mpenapar Jis BETEPUHAPHOTO TPUMEHEHHS, IO0JAeTCA HOPHAMYECCKUM JIMIIOM, KOTOPOMY B XOJe
peopraHu3aly NepeilaHo NpaBo BIAJCHUS TAKUM PETUCTPALIMOHHBIM YAOCTOBEPEHUEM.

(actp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. DeaepaibHOro 3aK0HA OT
30.01.2024 N 1-®3)

2. B cinyvyae BHeceHUsI M3MEHEHUN B JOKYMEHTBI, COJIEP)KAIIMECS] B PETUCTPAIMOHHOM JOChE Ha
3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar i BETEPUHAPHOIO IPUMEHEHHUs, B OTHOLIECHUU
CBEJICHUH, yKa3zaHHbIX B moamyHkrax "e", "x", "k", "a", "H", "c", "x" nmynkrta 7 vactu 3 crateu 17
Hacrosimiero denepanbHOrO 3aKOHA, U3MEHEHHUS M (MJIM) JIOMOJHEHUS MPOU3BOJCTBEHHOM IUIOMIAJKU
JIEKApCTBEHHOT'O CPEJICTBAa, a TAKXKE B Cllydae HM3MCHCHHS ITOKa3aTelied KadyecTBa JICKapCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHHs] M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOI'O
npenapara Jyisi BETCPHHAPHOT'O MPUMEHEHHUs IMPOBOJUTCS AKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECEHHUsS WHBIX M3MEHEHUU B JTOKYMEHTHI,
coJiepKallrecs B PErHCTPAllMOHHOM JI0Che Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipernapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOT'O CPEJCTBA JJII BETEPUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCA.

(B pen. @enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

3. 3asBUTENb BIpaBE NPEACTaBUTh IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEp)KAalllMeCs B PErUCTPALIMOHHOM JOCh€ HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar i BETEpUHAPHOIO IPUMEHEHUS, PEKBU3UTBI JOKYMEHTOB, ITOATBEP K IAIOIINX
yIUIaTy TOCYJapCTBEHHOM IIOIUIMHBI 3a BHECEHUE B JIOKYMEHTBI, COAEPIKALIUECSH B PErUCTPALMOHHOM
JI0ChE€ Ha 3apeTUCTPUPOBAHHBIN JIEKApCTBEHHBIN Npenapar AJ1s BETEPUHAPHOTO IPUMEHEHU S, U3MEHEHUH,
TpeOYIOMUX MPOBENEHHUs] IKCHEPTU3BI JEKAPCTBEHHOTO CPEICTBA, WM W3MEHEHHH, He TpeOYIoUMX
IIPOBE/ICHUS SKCIIEPTU3bI JEKApCTBEHHOIO CpeACTBa. B ciyyae HEOOXOIMMOCTH M3MEHEHUs CBEACHUH,
COJIEpXKAIIMXCA B PErUCTPALMOHHOM YJIOCTOBEPEHHMM JIEKAPCTBEHHOI'O Mpernapara JUuisi BETEpUHAPHOTO
IIPUMEHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTU | HacTOSILEN CTaTbH, 3aBUTEIb BIPABE NPEACTABUTH
[0 COOCTBEHHOW WMHHLIMATUBE PEKBU3UTHI JOKYMEHTA, MOJATBEP)KIAIOLIEr0 YIJIaTy TrocyAapCTBEHHOU
MOILIJIMHBI 32 BbIJAa4y PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara. 3asBUTENb BIPABE
MIPE/ICTaBUTh 110 COOCTBEHHOM MHUIIMATUBE CBEIECHUS O JIMIEH3UAX, yKa3aHHbIe B MyHKTaX 1 u 2 yactu 1
HAacTOsILle CTaTbu, a TaKKe BblIaBaéMble YIOJIHOMOYEHHBIMH  (efiepalibHBIMU  OpraHaMu
WCIIOJIHUTEJIbHON BJAcTH JOKYMEHTHI, YKa3aHHbIE B IyHKTe 3 yacTu | Hactosimied ctatbu. B ciydae
HENpeACTaBICHUS YKa3aHHBIX JOKYMEHTOB (CBEJEHMI) YIOJIHOMOYEHHBIH QenepanbHblii  oprax
WCIOJHUTENIBHOM  BJIACTH  3alpalldBaeT  yKa3aHHbIE  JIOKYMEHTHl  (CBEACHMs]) B  IOpSJIKE
MEXBEJJOMCTBEHHOI'0 MH()OPMAIIMOHHOTO B3aUMO/ICHCTBHUSI.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B cpok, HEe NMpEeBBIIIAOMUIN 1ecATH pabouux JHEW co THs MOCTYIUIEHHUs YKa3aHHOTO B 4yacT 1
HACTOAIIEH CTaThbU 3asBJIEHUS M HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepalibHblil opran
UCIIOJIHUTENIBHOM BIIACTH!

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJECHUH, COAEpPKAIIUXCS B MPEJCTaBICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pelIeHUue O MPOBEACHUH IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEACTBA JJI BETEPUHAPHOIO
IPUMEHEHHS WK 00 OTKa3e B ee MPOBE/ICHUHY;

3) HampaBiseT MOCPEICTBOM €IMHOIO TopTana 3asgBUTENI0 MOJNUCAHHOE YCHUJICHHOU
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KBATM(UIIMPOBAHHOW 3JIEKTPOHHOH MOANUCHIO YBEAOMICHHE O MHPUHATOM pEIICHHHM WM B Cllydae
NPUHATHUS PEHIeHus] 00 0TKa3e B MPOBEACHUHN AKCIIEPTH3BI JIEKAPCTBEHHOTO CPENICTBA ISl BETEPHHAPHOTO
NPUMEHEHHS C YKa3aHWEM IIPUYHH TaKOro OTKas3a.

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

4.1. B cinyuae BbISBIEHUS HEJOCTOBEPHOCTH U (WJIN) HEJOCTATOYHOCTH CBEACHUH, COIEpKAILNXCS B
NPEJCTaBICHHBIX 3asBUTENIEM MaTepuanax, YIOJIHOMOYECHHBIH (efepaibHbli OpraH HCIOJIHUTEIHHON
BJIACTU HAIIPABISET IOCPEICTBOM €IUHOIO IMOpTana 3asiBUTENI0 3anpoc 00 YTOYHEHHUH YKa3aHHBIX
CBEJICHU, MOINMCAHHBIA YCUIICHHOW KBaTH(PUIMPOBAHHON 3JICKTPOHHOM MOITUCHIO.

(dactb 4.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HANpPaBUTh TOCPEACTBOM €IUHOIO TOPTaja B  YIOJIHOMOYEHHBIH
benepanbHbIi  OpraH HCHOJHUTENBHOM BIACTH MOJNMCAHHBIA YCHJICHHOM KBalIM(UIUMPOBAHHOM
AJIEKTPOHHOW TOAMMCHI0 OTBET HA 3aIpOC YIMOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIIOJHUTEIHHON
BJACTU B CPOK, HE NPEBBIMIAIOIIMN IEBSIHOCTA PabO4YMX JHEH CO THS MOJY4YEHHs YIOJTHOMOYEHHBIM
(benepaabHBIM OPTaHOM HCIIOTHUTEIBHOM BIACTH JICKTPOHHOTO YBEJIOMIICHUS O MOJYYECHUH 3asBUTEIIEM
na”HHoro 3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 Hacrosiued craTbu, IPUOCTAaHABIMBAKOTCS CO JIHSA
HaNpaBJICHUsI TOCPEICTBOM €IUHOIO TOpTaja 3asBHTENIO 3alpoca YIOTHOMOUYEHHOTO (enepaabHOro
OpraHa MCIOJHUTEIBbHOM BJIACTH JO [JHSA HANpaBICHHUs IIOCPEACTBOM €IMHOIO Iopraja B
YIOJTHOMOYEHHBIH (eepaabHblii OpraH HCIOJHUTEIBHON BIIACTH OTBETa HAa JAHHBIA 3ampoc M HE
YUUTBHIBAKOTCS NP HCYMCIEHUU CPOKA IPHUHATHA PELICHUS O BHECEHUM H3MEHEHHH B JOKYMEHTHI,
coJiepKalliecs B PErMCTPALlMOHHOM JIOChE Ha 3aperuCTpUpPOBAHHBIM JIEKAPCTBEHHBIN IpemnapaT s
BETEPUHAPHOT'O IPUMEHECHHS.

(dactb 4.2 B pen. Genepansuoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM /Ji1 OTKa3a B TMPOBEACHUU OIKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBA A
BETEPUHAPHOTO TPUMEHEHHUS SBIISICTCS TPEACTABICHUE TOKYMEHTOB, YKa3aHHBIX B dYacTax | u 3
HACTOAIIEH CTaThU, B HEMOJIHOM 00BhEME WJIM OTCYTCTBHE B MPEACTABIEHHBIX TOKYMEHTAX JOCTaTOYHBIX
CBEJICHUH, TOATBEPKIAIOMNX HEOOXOJUMOCTh BHECEHHS W3MEHEHHH, MO0 HEempeaCcTaBIeHNe
3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETAa Ha yKa3aHHbIM B yacTu 4.1 HacTosIield CTaTbu 3ampoc
YIIOJITHOMOYEHHOTO (eIepaTbHOTO OpraHa UCIIOJIHUTEILHON BIACTH.

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

6. DKcrepTu3a JIEKapCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO NPUMEHEHHS] B LIEISX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEP)KAIUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHbI Tpermapar s BETEPUHAPHOTO TPUMEHEHHs, OCYLIECTBISIETCs B  MOpPSAKE,
YCTaHOBJIEHHOM CTaTbel 24 HacTosmero denepanpbHOro 3akoHa.

6.1. B cpok, HEe MpeBHIIAONINI JeCATH pabounx JHEH CO THS HAPABJICHUS TOCPEICTBOM €IMHOTO
nopTana B YIOJIHOMOUYEHHBIN (hefepanbHblii OpraH UCTIOJHUTEIbHOM BIACTH MOJIMUCAHHOTO YCHIICHHOU
KBATU(UITUPOBAHHON JJIEKTPOHHOW IMOJMUCHI0 3aKITIOYEHUST KOMHCCHH DKCIEPTOB IO pe3yJbTaTaM
yKa3aHHOM B YacTH 2 HACTOSIIEW CTaTbU OJKCIEPTU3Bl, YMOTHOMOYEHHBIN (enepanbHblii OpraH
HCITOJIHUTEILHOM BJIACTH:

(B pen. deaepanbhbix 3akoHOB OT 02.08.2019 N 297-03, ot 30.01.2024 N 1-03)

1) npyHUMaeT peleHrue O BHECEHUN U3MEHEHHH B TOKYMEHTBHI, COIep KaIllUecs] B PETUCTPALlHOHHOM
JI0ChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JUisi BETEPUHAPHOTO NMPUMEHEHHs, U 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHI;
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2) BHOCHT B TOCYAAapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAaHHH PEIICHHS O
BHECEHWU M3MCHCHHMI B  JIOKYMEHTBHI, COJEp)Kalluecs B  PETHCTPAI[MOHHOM  JOCbe  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uil BETEPUHAPHOTO TPUMEHEHHUs, HEOOXOIUMbIe
W3MCHCHUS,

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

3) BbLIAET 3asBUTENI0 HOBOE PErMCTPALMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOIO Ipemnapara Ajs
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOJUMOCTU W3MEHEHUS CBEJCHUH, COIEpKAIIUXCS B HEM, C
COXPAaHEHHEM HOMEpA paHee BbIIAHHOTO PETUCTPALIMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara
JUISL BETEPUHAPHOTO MPUMEHEHUSI.

(. 3 BBeneH PenepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)
(uacTsb 6.1 BBenena @enepanbHbIM 3aKk0HOM OT 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeceHUsI U3MEHEHUN B TOKYMEHTBI, COJIEPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN  JICKAPCTBEHHBIM IMperapar Ui BETEPUHAPHOTO TPUMEHEHHUs, B 4YacTH,
KacammeﬁCﬁ U3MCHCHHUSA U (I/IJII/I) JOIIOJITHCHUA HpOI/I?;BOI[CTBeHHOﬁ IJIomMaaKu JICKapCTBCHHOI'O
npernapara, Mpu MpPEJACTABICHUU 3asBUTEIIEM B COOTBETCTBUH C ITYHKTOM 3 4YacTH | HacTosieil cTaThu
KOIIMK PEHICHUA YIIOJHOMOYCHHOI'O @CﬂepaﬂbHOFO opraHa HUCIIOJIHUTEILHON BJIACTH O IIPOBCACHNU
WHCIICKTUPOBAHUS MIPOU3BOUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIM B yacTH 6.1 Hacrosimei
CTaTbu, NPUOCTAHABIIMBACTCA CO AHA MOJYYCHHUA 3aKIIIOYCHUSA KOMHCCHU SKCICPTOB O AHA IMPUHATHA
YIIOJIHOMOYEHHBIM ()eiepalibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIIACTH PEUICHHUS O BbIIadye Wik 00 OTKa3e B
BbLJAYC 3aKIIOYCHHA O COOTBCTCTBUHU IMPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tpe6OBaHI/I$[M IMpaBUJI
Ha/IJISKAIIeH TPOU3BOJCTBCHHOM MTPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBJIECSIT PAa0OUYMX JHEH.

(dactp 6.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIsl OTKa3a BO BHECEHUMM W3MEHEHHMH B JOKYMEHTBI, COJEpJKaluecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemnapar Uil BETEPUHAPHOIO
IPUMEHEHHUs, B CIyyasX, He TPeOYIOUIMX MPOBEJCHUS YKCIEPTH3bI JIEKAPCTBEHHOTO CPECTBA, SIBJISIETCS
[Ipe/ICTaBICHNE TOKYMEHTOB, YKa3aHHbIX B 4acTAX | U 3 HacTosliel cTaTbd, B HEMOJHOM O0BEME WIH
OTCYTCTBHUE B MPEJCTABICHHBIX JOKYMEHTaX CBEIEHUH, KOTOPbIE JODKHBI OBITh B HUX OTPa’KEHbI, MO0
HEMNpEeJICTAaBICHUE 3asBUTENIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B yactu 4.1 Hacrosmien
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heiepabHOTO OpraHa UCIIOJIHUTEIbHOMN BIACTH.

(dactpb 7 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMEM Ji1 OTKa3a BO BHECEHMM HM3MEHEHHMM B JIOKYMEHTBI, COJAEpIKalluecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemnapar Uisi BETEPUHAPHOIO
MPUMEHEHHUS, B CIydasx, TPeOYIOMIMX MPOBEACHHS HKCIEPTHU3BI JIEKAPCTBEHHOTO CPENICTBA, SIBISIETCS
3aKJIIOYEHUE YIIOJTHOMOYEHHOTO (enepaibHOr0o OpraHa HCIOJHUTEILHOM BIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PpPEeKTUBHOCTH JEKAPCTBEHHOTO Mpernapara BCIeACTBUE BHECEHUS
W3MEHEHUH B yKa3aHHBIE JJOKYMEHTHI, OTKA3 YIOJTHOMOUYEHHOTO (eepabHOTO OpraHa UCIOTHUTEIbHON
BIIACTH B BBIJau€ 3aKIIOYCHHS] O COOTBETCTBUH IMPOU3BOJIUTEINS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
ImpaBuI Ha)mexcameﬁ HpOI/ISBOJICTBeHHOI\/II IOpaKTUKH B CjIyda€ HN3MCHCHHUA U (I/IJ'II/I) JOIIOJIHECHUA
MPOU3BOJICTBEHHON IUIOLIAJKU JIEKAPCTBEHHOrO IIpemnapara, €Cild MPOU3BOJCTBO JEKAPCTBEHHOIO
npemnapara Jjisi BETepUHApHOr0 MPUMEHEHUsI OCYIIeCTBisieTcs 3a npeaenamu Poccuiickoit denepanmu,
WJIM OTCYTCTBHE 3TOTO 3aKIHOUYEHUSI.

(dactp 7.1 BBegeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. I[OHYCKEICTCH O6paIJ_IeHI/IC JICKAPCTBCHHBIX MPCIapaToB Jid BCTCPUHAPHOI'O IMPUMCHCHHUA 10
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MCTEUEHHsI CPOKa TOJHOCTH, MIPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJICCATH JTHEW IOCIE AAaThl IPUHSATHS
YIOOJIHOMOYCHHBIM (bellepaHBHBIM OopraHom HUCIIOJTHUTEILHOM BIACTH peuiCHus O BHCCCHUU N3MCHECHHUH B
JTOKYMEHTBHI, COJICPKAIINECS B PETHCTPAIIMOHHOM JIOChE Ha JICKApCTBEHHBII Npenapar, B COOTBETCTBUH C
uHpopManueH, coaepkaiieics B JOKyMEHTaX PeruCTPallMOHHOTO JI0Che Ha JIGKAPCTBEHHBIN MpenapaT 10
JaThl IPUHATHUS TAKOTO PEIICHHUS.

(uactb 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

[Ipumevanue.
O B03MOXXHOCTH oOpamieHus: B P® iekapcTBEHHBIX MPEMapaToB MOCHE MPUHSATHS PEIICHUs 00 OTMEHE

TOCPETUCTPALlUA U HCKIIOYEHHBIX M3 peecTpa ¢apMmaleBTUYECKUX cyOcTaHuuii cMm. cT. 4 @3 or
30.01.2024 N 1-@3.

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauum riekapcTBeHHOro npenapara

Pemenne 00 oTMEHE rocyAapCTBEHHOW PErucTpaluy JEKapCTBEHHOI'O Ipernapara U MCKIIOYEHUU
JIEKapCTBEHHOI'O IIpernapara U3 TIOCYJapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEIACTB IPUHUMAETCS
YIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTENILHON BIIACTH B CiIy4dae:

1) npeacTaBiIeHNsI COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (e/IepaTbHbBIM OPraHOM UCTIOHUTEIIbHON
BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e 370pOBbIO, JKM3HM YEIOBEKAa WIM JKUBOTHOTO IpHU
NPUMEHEHUH JIEKapCTBEHHOI'O TIperapara, IPEeBBIIAIMX ero 3(QQeKTHBHOCTh, IO pe3yjbTaTamMm
OCYILECTBISIEMOI0 UM MOHUTOPUHIa O€30I1aCHOCTH JIEKAPCTBEHHOTO IIpernapara;

[Ipumeuanue.

ITonoxenus ct. 32 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromuecs: NpeJOCTaBIEHUS IOC. YCIyT IpU
oOpallleHuH JIEKapCTBEHHBIX CPEJCTB /ISl MEIULIMHCKOIO U BETEPUHAPHOIO IPUMEHEHUS IOCPEACTBOM
€IMHOW CUCTEMBI U (WIN) eIuHOro nopTaia, npumenstores ¢ 01.01.2026.

2) mojauM Jep:KaTeleM WU BIAJENbLEM PErHCTPAlMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOIO
mpenaparta Wi YHOJHOMOYEHHBIM KM JPYTHMM IOPUAWYECKMM JIMIIOM 3asBJIEHUS 00 OTMEeHe
rOCyJapCTBEHHOM  PErucTpalMu  JIGKapCTBEHHOIO  Mpernapara,  MOANHWCAHHOIO  YCWJICHHOMU
KBAJTM(HUIUPOBAHHON 3JIE€KTPOHHON MOAIMUCHIO, IIyTEM €ro HalpaBJIeHUs] HOCPEICTBOM €IMHOTO MopTaja
B YNOJHOMOYEHHBbI (enepanbHblii OpraH MCIOJIHUTEIBHOW BIACTM WM JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOT0 (heZiepaibHOTO OpraHa UCIIOJHUTEIbHON BIACTH B €IMHOM CUCTEME;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

[Ipumeuanue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacHpOCTPaHAIOTCA Ha MPABOOTHOIICHUS, BO3HUKAIOIIUE MPHU
oOpallleHHH JIEKApCTBEHHBIX CPeACTB s MenuiuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) HemoATBEPKIICHUSI TOCYJAPCTBEHHON PETHUCTpaIlMU JICKAPCTBEHHOTO Tperapara Mo UCTECYCHUH
CpPOKa JEHCTBUS PErMCTPALIMOHHOIO YIOCTOBEPEHUS, BBIITAHHOTO HA IIATH JIET;

4) HenpeacTaBiIeHUS 3asBUTENEeM HH(OpMaLMK, KOTOpasi MOKET MOBJIeYb 32 COO0M HE0OXOTUMOCTh
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BHECEHMS] U3BMEHEHHH B JJOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMOHHOM J0ChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBCHHBIN Tpernapar, B TeUCHUE TPUIIATH pabounx JHEH CO THS HACTYIUICHHS STUX U3MECHCHU;

5) ocyuiecTBiIeHHsI TOCYAapCTBEHHOW pPETrUCTpalMM JIEKapCTBEHHOIO Ipernapara I0J TOPrOBbIM
HAaUMCHOBAHUCM 3apCrUCTpUPOBAHHOI0 PAHEC IIOA 3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYAIOLIErocss Ka4eCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEILECTB;

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

6) OCYIIECTBIICHHS TOCYJAPCTBEHHON PErUCTPaIliK OJHOTO U TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHUH OJHOTO W TOTO K€ JepKaTelas WM BIAJCIbIa PETUCTPAIMOHHOTO YJIOCTOBEPECHUS
JICKQpCTBEHHOTO TMperapara B BUAE ABYX M 0o0Jee JIGKAPCTBEHHBIX IpENapaToB IOJ pa3IMYHBIMU
TOPrOBBIMH HAMMECHOBAHUSIMU;

(m. 6 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHMSI CYJIOM pELIEHMsI O HapyILLEHUH IpaB MpaBoodiagaTeliss 00bEKTOB UHTEIUIEKTYaIbHON
COOCTBEHHOCTH NPH 0OpaILEHUH JIEKApPCTBEHHBIX CPE/CTB;

[Ipumeuanue.
C 01.01.2026 1. 8 cT. 32 He pacpOCTpaHAETCs HAa MPABOOTHOIICHUS, BOSHUKAIOIIUE TPH O0paIlleHuu
JIEKApCTBEHHBIX CpeNICTB It MeauimHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

8) OTCyTCTBHS JIEKQpCTBEHHOTO mpemnapara B oOpamieHuu B Poccuiickoit denepauuu B TeueHue
Tpex u bosee JerT;
(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBIMONHEHUS  Jep)KaTeleM WA  BIAACIBIIEM  PETHCTPAIMOHHOTO  YJIOCTOBEPEHMS
JIEKapCTBEHHOTO TMpenaparta Ju00 yMOJTHOMOYEHHBIM UMH JAPYTUM FOPUIXYECKUM JIMIIOM MEPOIPHUSTHIA
Mo oO0ecrneyeHuIo Oe30MacHOCTH JIEKAPCTBEHHBIX TPENapaToOB, YCTAHOBJIEHHBIX YIMOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCIOJHUTENBHON BIACTH B COOTBETCTBHM C uacTsamMu 3 u 4 cratbu 64
HacTosdmero denepaabHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKoHaA30pa;

(n. 9 BBenneH PenepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza nepxaTeyss WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapaTta JMOO YIMOJIHOMOYEHHOTO MMM JPYroro IOPUAWYECKOTO JIMIa OT BHECEHUS W3MEHEHUN B
WHCTPYKIIMIO TI0O MPUMEHEHHIO JIEKApCTBEHHOI'O TMperapaTa, KacaroIIMXCs HOBBIX MOATBEPKIECHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYMHEHUsS BpeJa 3/10POBbIO UEIOBEKA WJIM KUBOTHOTO BCIEACTBUE MpUEMA
JIEKaApCTBEHHOTO MpernapaTa npeBbiaeT 3 HEKTUBHOCT €ro MPUMEHEHHUS.

(m. 10 BBenmen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 33. FlocyaapcTBeHHbIN peecTp NleKapCTBEHHbIX CPeacTB

1. T'ocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEACTB COAEPKHUT IEPEUEHb JIEKAPCTBEHHBIX
IIpernapaToB, MPOILIEAIINX IOCYJapCTBEHHYIO PETUCTPALIMIO, MepeueHb (hapMaleBTHUECKUX CyOCTaHIIHH,
BXOJISIIIIUX B COCTaB JIEKAPCTBEHHBIX MPENapaToB, U CIEAYIOIIYI0 HHPOPMALHUIO:

1) B OTHOIIEHUH JI€KAPCTBEHHBIX MIPENapaToB:
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a) HAMMCHOBAHME JIEKAPCTBEHHOIO Tpenapara (MEXJIyHapoJHOE HEMaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOC HAUMEHOBAHWS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nmexkapcTBeHHas (hopMa ¢ yKazaHUEM JO3MPOBKHU JIEKAPCTBEHHOTO Tpernapara U ero KOJIMYeCTBa B
MOTPEOUTENHCKOI YIIaKOBKE;

B) HAaMCHOBAHUE JCPKATEIsl WIH BIAJCINbIla PETUCTPAIMOHHOTO yIOCTOBEPCHHUSI JIEKAPCTBEHHOTO
mperapara U CBEJCHHS O PETHCTPAldU JIepKaTessl WIHM BIIaJelblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O TIperapara Juisi MeIUIIMHCKOTO MPUMEHEHHS B Ka4eCTBE HAIOTOIUIATEbIINKA B CTPaHEe
peructpanuu (11 POCCUHCKUX IOPUANYCCKHUX JIUI] - UACHTU(UKAIMOHHBIA HOMEpP HAJIOTOILIaTeIIbINNKA
(MHH), nyist ”HOCTpaHHBIX IOPHINYECKUX JIUI] - CTPaHA PErHCTpaIlii, HANMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpaliOHHBIA HOMEp, KOJ HAaJOTOIUIATENIBIIMKA B CTPAHE PErUCTpaIiu (MHKOPIOPAIIWH)
WJTU €0 aHaJor);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHHUE U aJPeC MPOU3BOAUTEINS JIEKAPCTBEHHOIO IIpernapara U CBEJACHHS O PETUCTpaIliu
NPOM3BOAMTENS  JIGKAPCTBEHHOTO  TIpermapara Ul — MEAWIMHCKOTO NPUMEHEHHs B  KayecTBe
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucrpanuu (Ui POCCHMCKUX  IOPHIMYECKHX  JIMI[ -
UIeHTH(OUKAIMOHHBI HOoMep Hanoromiarensimuka (MHH), mms uHOCTpaHHBIX IOPHIMYECKHX UL -
CTpaHa pEruCTpaluy, HAMMEHOBAaHHME PETUCTPUPYIOLIETO OpraHa, pPerucTPAalMOHHBIA HOMEp, KO
HaJIOTOIUIATENbIIMKA B CTPAHE PETUCTPALUH (MHKOPIOPALIUH) HIIH €ro aHaJIor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (apmakoTepaneBTHUYECKas TIpylmna, KOJA JIKapCTBEHHOIO IpemapaTa [0  aHAaTOMO-
TEparneBTUUECKO-XUMUYECKON  Kilaccu(UKaluy, peKoMeHJ0BaHHOM  BcemupHolt — opranusanueit
3/IpaBOOXPaHEHUS;

(mm. "n" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTUBOMOKA3aHUS K TPUMEHEHUIO JIeKapCTBEHHOTO Mpernapara;
’K) TOOOYHBIE JACHCTBHUSA JIEKAPCTBEHHOTO Mpernapara;

3) CPOK FOJTHOCTH JIEKAPCTBEHHOTO Mpernapara;

1) YCIIOBUS XpPaHEHHUS JICKAPCTBEHHOTO TIperapara;

K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO Mpernapara;

J) HoMmep ¢apMakonelHOil cTaTbu MM B CIy4yae €€ OTCYTCTBHSI HOMEP HOPMaTHUBHOM
JOKyMEHTAIUH 100 HOPMATUBHOTO JOKYMEHTA;

M) JaTta TOCYJIapCTBEHHON PETHCTPAIMH JIGKAPCTBEHHOTO Tperapara W €ro PerucTpariMOHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKaPCTBEHHOTO Mpemnapara Ha OeccpouHoe
PETHCTPAIIMOHHOE  YAOCTOBEpEHUE JICKAPCTBEHHOTO Tpernapara, Jara II0Jadd  3asBICHUS O
MOATBEPKICHUU TOCYJapCTBEHHOW PETHCTpali  JIGKAPCTBEHHOTO Mpernapara, Jara OTMEHBI
rOCyIapCTBEHHOW PETUCTPAIINH JICKApCTBEHHOTO Mpernapara;

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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H) KAueCTBEHHBI COCTAaB U KOJUYECTBEHHBII COCTAaB JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHBIH
COCTaB BCIIOMOTATEIbHBIX BEILIECTB JIEKAPCTBEHHOTO MpEerapara;
(. "H" BBenmeH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uH(popMarrs 000 BCeX pa3peuIeHHBIX BUIaX BTOPUYHOH (TOTPEOUTEIHCKON) YIAaKOBKH;
(. "o" BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1) JaTa OPUHSATUS PEHICHUS O BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIA IperapaTr Mpu
roCyJIapCTBEHHOM pEerucTpaIiuy B KauecTBe op(haHHOTO JICKaPCTBEHHOTO Ipenapara (Jisl JISKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO IPUMEHEHHUS );

(mm. "n" BBemen denmepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) HamuuMe JEKapCTBEHHOIO IMpernapara B MEpeyHe >KU3HEHHO HEOOXOIUMBIX W BaKHEHIIHUX
JIEKApCTBEHHBIX MPEMapaToB (JJIs JIEKAPCTBEHHBIX MPENapaToB I MEIUIIUHCKOTO IPUMEHEHHUS);
(mm. "p" BBegen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. ®PenepalibHOrO 3aKOHA OT
27.12.2019 N 475-D3)

C) HaJW4YKE B JICKAPCTBEHHOM IIperapare HapKOTHYECKUX CPEJICTB, MICUXOTPOITHBIX BEIIECTB M UX
MPEKYypCOpPOB, NOMJICKAIMX KOHTpodo B  Poccuiicko  @Penepauru, B  COOTBETCTBUH  C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, MexxyHapogHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uuciae EnuHoil koHBeHIMEW o HapkoTthueckux cpeacrBax 1961 roma um KonBeHuuein o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

(. "c¢" BBeneHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHQoOpMalusi O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIM Tpenapar peQepeHTHHIM
JIEKApCTBEHHBIM TIPENapaToM;
(nm. "1" BBeneH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Y) CBCIACHHUA O II0Ja4y€ 3asaBJICHUSA O BHCCCHHUU H3MCHCHHI B AOKYMCHTBI, COACpIKAIIHUECId B
PEruCTpaiiOHHOM OOCHC HA HeKapCTBeHHLIﬁ npenapar,

ne,n

(nm. "y" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbublif 3akoH ot 27.12.2019 N 475-03;

X) CpPOK BBEJEHHUS JIEKapCTBEHHOTO Mpernapara JJisi BETEPUHAPHOTO MPUMEHEHHUs B IPa)KIaHCKHM
o0oporT;
(mm. "x" BBemeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1) “HQOpPMAIIHS O TOM, SBJISETCS JIU JIaHHBIHM JIEKapCTBEHHBIN Ipenapar op(aHHbIM JIEKapCTBEHHBIM
npemapaToM, HWMMYHOOMOJIOTHYECKUM  JIGKAPCTBEHHBIM  MpenaparoM, paanodapMareBTHUeCKUM
JIEKapCTBEHHBIM IpernapaToM, TOMEONaTHUYeCKUM JIEKAapCTBEHHBIM IpernapaToM, OHOJOTHYECKUM
JICKapCTBEHHBIM  IIPENAapaToOM, BBICOKOTEXHOJIOTUYHBIM  JIEKAPCTBEHHBIM MPENApaToOM, BIEPBBIE
3aperucTpupoBaHHbIM B Poccutickoit denepanii B COOTBETCTBUU € HACTOSIIIUM DefepaibHbIM 3aKOHOM
WJIM aKTaMH, COCTaBIAOIMMU npaBo Coro3a;

(nm. "u" BBeneH denepanpHbiM 3akoHOM 0T 30.01.2024 N 1-03)
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2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIA:

a) HauMeHOBaHHE (papMaleBTHUECKON cyOcTaHIMKM (MEXKIYHApOJAHOE HEMAaTEeHTOBAHHOE, WIIH
IPYNIUPOBOYHOE, WJIM XUMHYECKOE M TOProBoe HamMeHoBaHMs), ¢opMa BhIMycKa (C YyKa3aHHEM
JO3UPOBKH (IIPU HAJIMYWH ), (PACOBKH U YIIAKOBKH);

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJIpec MPOU3BOAMTENA (PapMaleBTUUECKON CyOCTaHIUM (JUIsI POCCHHCKUX
IOPUMYECKUX JIMI - WICHTU(UKAIMOHHBIA Homep Hasororutatensinuka (MHH), nms mHOCTpaHHBIX
IOPUINYECKUX JIUI] - CTPaHa PEruCTPallii, HAMMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, pEerucCTPalMOHHBIN
HOMeEp, KO/ HAJIOTOIUIATENbIINKA B CTPAHE PETUCTPALINH (MHKOPIOPALINH) HIIH €r0 aHaJIor);

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

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHIINY;
T') YCTIOBHUS XpaHEHUs (papMalleBTHYECKON CyOCTaHIINH;

n) Homep ¢apMakomeWHOl cTaTbu WM B CIy4yae €€ OTCYTCTBHSL HOMEP HOPMAaTHUBHOM
JOKYMEHTAIMU JTM00 HOPMAaTUBHOTO JIOKYMEHTA,

€) Hanuuue (papMareBTUUYECKONW CYOCTaHIIMU B MEpPeuHe HAPKOTHYECKHUX CPEJCTB, MCHUXOTPOIHBIX
BEIIECTB M HMX NPEKYPCOPOB, MOJJIEKAIIUX KOHTPOJO B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, MexxyHapoJHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uuciae EnuHoil koHBeHIMEW o HapkoTthueckux cpeacrBax 1961 roma um KonBeHuuein o
MCUXOTPONHBIX BemecTBax 1971 roxa.
(. "e" BBenmeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmarieBTHYeCKass CyOCTaHIMs, MPOU3BEACHHAS JJIS pealu3alyi, MOXKET ObITh BKIIOYEHA B
rOCy/IapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEJICTB HAa OCHOBAaHMHU 3asBIICHUS pPa3pabOTUMKA WM
IIPOU3BOJIUTENS JIEKAPCTBEHHOT'O Cpe/cTBA JHOO YIMOJIHOMOYEHHOT0 UMM IOPHJIMYECKOro JHLA IMpHU
YCIIOBUM TPOBEJCHHUS B OTHOIIEHWH TaKoi QapManeBTUYeCKOW CyOCTaHIMU 3KCHEPTHU3bl KayecTBa
¢bapmarieBTHYECKON CyOCTaHLIMM B TOPSJKE, YCTAaHOBJIEHHOM cTaTheil 34 Hacrosmero denepaibHOro
3aKkoHa. B oTHoOmIeHMM (QapManeBTUYECKUX CYyOCTaHLIMW, MPOU3BENEHHBIX U1 pealu3aluH, B
rOCYJJapCTBEHHOM peecTpe JEKapCTBEHHbIX CPEACTB COJACPKUTCS ClleAyIolIas HHpopMalus:

1) HaummeHOBaHME (apMaleBTUUYECKOW CyOcTaHUIMU (MEXKIYHAPOJIHOE HENMAaTeHTOBAaHHOE, WU
IpYNIMPOBOYHOE, MM XMMHUYECKOE M TOProBO€ HAaWMEHOBaHUs), (opMma BbIMycKa (C YKa3aHHUEM
JO3UPOBKHU (IIpU HAIUYUH), (HACOBKU U YIIAKOBKH);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) HauMEHOBaHUE, a/Ipec MPOU3BOAUTENS (apMalleBTUYECKON CyOCTaHIIMK, a TAaKXKE B OTHOILIEHUU
JIEKapCTBEHHBIX CPENCTB JUIsI MEIUIMHCKOTO NPUMEHEHHUS CBEIEHUS O PErHCTpalMM IPOU3BOIUTEIS
(dapmalieBTHUECKOl CyOCTaHIIMM B KauyecTBE HAJOrOIJIaTeNbIIUKa B CTpaHE perucTpauuu (s
POCCHIMCKMX IOPUAMYECKHX JIHMI - WACHTU(HUKAIMOHHBIN HoMep Hanororiarensiumka (MHH), s
WHOCTPAHHBIX IOPUINYECKHUX JIMI[ - CTpaHa PETruCTpalliy, HAaMMEHOBAaHUE PErucTPUPYIOUIEro OpraHa,
PETUCTpAIIMOHHBI HOMEp, KOJ HaJOroIUIaTeNbIIMKa B CTpaHe PErucTpaluu (MHKOPIOpAIMU) UIH €ro
aHaJjor);

(m. 2 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)
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3) cpok rogHOCTH (hapMareBTUIECKON CyOCTaHIINM;
4) ycroBusi XpaHeHHs GpapMaIeBTUIECKON CyOCTaHINY;

5) uomep apmakoneiiHol craThu MO0 B CiIy4ae €€ OTCYTCTBUS HOMEP HOPMAaTHBHOMU
JOKYMEHTAIMU UM HOPMATUBHOTO JOKYMEHTA;

6) Haymure ¢apMareBTUYECKONH CyOCTaHIIMK B MEpPEYHE HAPKOTUUYECKUX CPEICTB, MCHXOTPOITHBIX
BEIIECTB M HUX NPEKYPCOPOB, MOJJIEKAIIMX KOHTPOJI B Poccuiickoii denepannu, B COOTBETCTBUU C
3aKoHoJaTeNbcTBOM Poccutickoit denepanuu, MexayHapoIHbIMU JoroBopamu Poccuiickoit @enepanuu,
B TOM uuciae EnuHoil koHBeHIMEW o HapkoTthueckux cpeacrBax 1961 roma u KonBeHuuein o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

7) mara BKIIOYEHHUS (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYNApCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CpEeACTB, AaTa BHECEHUs M3MEHEHHUH B JTOKYMEHTH! (hapMalleBTHUECKOM cyOCTaHIMHU, AaTa UCKIIOUEHHS
(apMarieBTHYeCKON CyOCTaHIIMH U3 TOCYJAPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB.

(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. Tlopsmok BeAeHUS TOCYJApPCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
NPUMEHEHUST U TOPSAOK BEIEHUS TOCYAapCTBEHHOTO peecTpa JEeKAPCTBEHHBIX CPEIACTB Ui
BETEPUHAPHOTO TPUMEHCHHS YTBEPKIAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (heepaabHbIM
OpPraHOM HCTOJIHUTEIbHON BIACTH.

[Ipumeuanue.

ITonoxenus ct. 34 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromuecs: NpeJOCTaBIECHUS IOC. YCIyT IpU
oOpallleHuH JIEKapCTBEHHBIX CPEJCTB JIJIsl MEIULIMHCKOTIO U BETEPUHAPHOTIO IPUMEHEHUS IOCPEACTBOM
€IMHOW CUCTEMBI U (WIN) eIuHOro nopTaia, npumenstores ¢ 01.01.2026.

Cratba 34. BknrouyeHMe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHbIX CPeacTB WU
MUCKJIIOYEeHue n3 rocynapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
c¢hapmaueBTUYECKOMN CyOCTaHLMK, NPOU3BEAEHHON ANA peanu3auum
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BxmroyeHus ¢apMaleBTUYeCKol CyOCTaHIIMM, TPOW3BENCHHOW NS peanu3aluu, B
rOCyJIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB, MPOBOAUTCS DKCIIEPTH3A €€ KauecTBa.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KadecTBa yKazaHHOW B yacTu | Hacrosiel craTbu (hapMarieBTHUeCKol cyOcTaHINH,
COCTaBJIEHHE KOMMCCHEH JKCIIEPTOB 3aKJIIOYEHHMM MO pe3ysibTaTaM 3TOM AKCIEPTHU3bl, MOANUCAHUE HX
YCWJIEHHBIMH KBaTH(PUIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOAMMUCIMU, HAIIPABJIEHUE JTAaHHBIX 3aKJIIOYCHH B
JMYHBIA KaOMHET YIOJTHOMOUYEHHOTO (he/iepallbHOro OpraHa MCTIOJIHUTEILHON BIACTH B €JMHOMN cHUcTeMe
OCYIIECTBIISIOTCSA B CPOK, HE MPEBBIIAIONIUN TPUALATH pabOUnX JHEW CO JHS HANpaBJICHUS B JIMYHBIN
KaOMHET HKCHEPTHOTO YUPEXJACHUS B €AMHOM CHCTEME COOTBETCTBYIOIIETO 3aJaHHs YIOJTHOMOUYEHHOTO
(denepanbHOrO0 OpraHa MCIOJHUTEILHOW BIIACTH, MOJAMUCAHHOTO YCHUJICHHOW KBaTU(pHUIMPOBAHHON
3JIEKTPOHHOMN MOAMUCHIO, U CIEAYIONNX JOKYMEHTOB (CBEIEHUIN):

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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1) cBeneHust 0 Jare MPENOCTABICHUS M PErHMCTPAIMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOACTBO
JIEKApPCTBEHHBIX CPEACTB WM CBEIEHUS O JlaTe€ MPEAOCTABICHUS M PETUCTPALlMOHHOM HOMEpe
3aKJIIOYEHHUS O COOTBETCTBMM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
HaJyUIeKalled MPOU3BOJACTBEHHOM TMPAKTHKH, BBIJAHHBIX (IIPEIOCTABICHHBIX) YHOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCIOJIHUTEIBHOW BJIACTH, B CIydae, €CJIM MPOM3BOACTBO JIEKAPCTBEHHOIO
cpeacTBa ocyuiectBisieTcss B Poccuiickoit @enepanuu;

(B pen. @enepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOImugd JOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
JIEKapCTBEHHOTO CPEACTBA U MOATBEPIKIAIONIETO Pa3pelIeHne MPON3BOJICTBA JICKAPCTBEHHOTO CPE/CTBA,
U €ro NepeBoJl Ha PYCCKUH SA3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOPSIJIKE, & TAKXKE KOIUS 3aKIIIOYCHHUS O
COOTBETCTBUHM  IPOM3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TPEeOOBaHMSAM TpaBHI  Ha/JIexamen
HpOH?;BOILCTBGHHOfI IMMPAKTHUKHU, BBIJJAHHOT'O YIIOJITHOMOYCHHBIM (beIIepaJH)HI)IM opranomMm HUCIIOTHUTEIBHOMN
BJIACTH, JHOO KOIUS PEIICHHs YIOJHOMOYEHHOTO (elepallbHOIO OpraHa MCIIOJHUTEIBHOW BIACTH O
IMPOBCACHNN Q)apMaHCBTquCKOI;'I HWHCIICKIOWHU IIPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB 11 MECAULIUHCKOT'O
NPUMEHEHHST HA COOTBETCTBHE TPEOOBAaHHMAM NpPABWJI HaJUIeXKalleld NPOU3BOACTBEHHOW MPAKTHKH
EBpa3suiickoro 3KOHOMHYECKOTO COI03a. YKAa3aHHBIC JOKYMEHTBHI IPEICTaBJIAIOTCS B Clydae, €CIH
IIPOM3BOCTBO JIEKAPCTBEHHOTO CPEJICTBA OCYLIECTRIIsIETCA 3a npeaenamu Poccuiickoii @enepanum;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COJIEpKAIUi CIeIyIOIIUe CBeCHHS O (papMaleBTUUECKOH CyOCTaHIIUN:
a) HaMMeHOBaHMEe (papMaIeBTUICCKON CyOCTaHIIUH, € CTPYKTypa, OOIIHe CBONCTBA;
0) HAaMMEHOBAHUE U AJPEC MPOU3BOIUTEIS,;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa}II/Iﬁ IMPOMU3BOJACTBA U MCTOAOB KOHTPOJISI Ha BCEX
CTagudgXx IMPONU3BOACTBA,

T') ONHMCaHue Pa3pabOTKH MPOIiecca IPOU3BOACTBA;

I[) OIMMMCAHUC KOHTPOJIA KPUTHYCCKUX CTaI[I/II\/'I mnponecca IMpOU3BOACTBA U HpOMC)KYTO‘lHOP’I
TIPOJTyKIIMH;

€) JOKyMEHTaJIbHOE MOATBEPKACHNE (BaTMIAIMs) IPOLIECCOB U (MJIM) UX OLIEHKA;
7K) CBOMCTBA M CTPYKTypa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHUKA IPUMECE;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIIECTBICHHH KOHTPOJIS KadyecTBa
(dhapmareBTHIeCKON CyOCTaHITNH;

J) JOKyMEHTaJIbHOE IMOATBEPXKACHUE (BaTMIAIMs) aHATUTUYECKHMX METOAMK, UCIONb3YEeMbIX IMPH
OCYIIECTBJICHUHN KOHTPOJISl KauecTBa (papMarieBTHYecKoi cyOCcTaHIuY;

M) pe3yJIbTaThl aHAJIN3a cepuil papmaneBTHUECKON cyOCTaHIINN;
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H) MepeyYeHb CTaHIAPTHBIX 00Pa3llOB WM BEIIECTB, UCIOJIB3YyEMbIX MPU OCYIIECCTBICHUN KOHTPOJISI
KauyecTBa,

0) ONKMCAHNUE XapAKTEPUCTUK M CBOMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB M YKYIIOPOUYHBIX CPEJICTB;
1) IaHHBIC O CTA0MIBHOCTH (papMareBTUIECKON CyOCTaHINH;
P) CPOK F'OJTHOCTH;

4) TOKYMEHT, COJACP AN CBEIEHUSI O PETUCTPALMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEAHUIIMHCKOTO MPUMEHEHHUS! B KA4eCTBE HAJIOTOIUIATENbIIUKA B CTPAaHE PETUCTpaluu (Ui POCCUMCKUX
IOPUANYECKUX JUI - WICHTU(UKANMOHHBIA HOMep Hamororiarensimuka (MHH), ams wHOCTpaHHBIX
FOPUJIMYECKUX JIUL] - CTPaHA PErUCTPaLlMKi, HAUMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpaluOHHbINA
HOMEDP, KOJI HAJIOTOIUIATENbIIMKA B CTPAHE PErucTpaluu (MHKOPIOPAILUN) UIH €T0 aHaJIoT).

(. 4 BBeneH DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns mpoBeACHUs OKCIEPTU3bl KavyecTBa YyKa3aHHOM B 4YacTh | Hacrosimeidl CcTaTthu
(dapmaleBTHUECKON CyOCTaHIIMM  3asBHUTEIh HAMPABISICT TOCPEACTBOM EIWHOTO TOpTaja B
YIIOJIHOMOYCHHBIA  (hefiepalibHBId  OpraH  UCIIOJIHUTEIILHOW  BJIACTH WJIM  JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa UCIIOHUTENILHON BIIACTH B €JMHOM CHCTEME:

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

1) 3asBiieHHE O BKIIOUYEHMH B TOCYJAapCTBEHHBIH pEeCcTp JIEKapCTBEHHBIX CPEACTB JaHHOU
¢dapmalieBTHUECKO  CcyOCTaHIIMM, TMOANMHMCAHHOE YCUJIEHHOW KBaTU(UIMPOBAHHON 3SIEKTPOHHOU
MOAIHUCEIO;

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

2) peKBU3UTHI TOKYMEHTA, MOATBEPKAAIOIIETO yIUIaTy rOCyAapCTBEHHON MOLUIMHBI 32 BKIOYEHHE
B IOCYJIapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEIACTB (apMalleBTUYECKON CyOCTaHLMU, MPOU3BEICHHON
JUIs  peanu3anuu, Ju00 1Mo COOCTBEHHOW HMHHMIMATHBE YKa3aHHBIA JIOKYMEHT. YTIOJIHOMOYEHHBIH
benepanbHBIl OpraH HCIOJHUTENBHON BIACTU MpoBepsieT (akT YIUIaThl FOCYNAapCTBEHHON IMOIUIMHBI
3asiBUTENIEM C MCIOJIb30BaHWEM MH(pOpManuu 00 yIuiate rocyJapCTBEHHOM MOIUIMHBL, COAEpIKallelcs B
I'ocynapcTBeHHOM MH(OPMAIIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMMNAIBHBIX IJIaTeXax, Ha
OCHOBAHMM IIPEACTABJICHHBIX 3asABUTEIEM PEKBU3UTOB JIOKYMEHTa, ITOATBEPKIAIOIIECT0 YIUIATy
roCyJapCTBEHHOM MOLIINHBI,
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3) IOKYMEHTHI, yKa3aHHBIE B YACTH 2 HACTOSAILEH CTaThU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBiIEeHUE O BblJaye paspelieHUs Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM NMapTHH
HE3aperuCTPUPOBAHHOIO JICKAPCTBEHHOTI'O CPECTBA, MPEJHA3HAUYEHHOIO Ui MPOBEACHUS YyKa3aHHOMN
9KCIEPTU3BI.

(1. 4 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciywyae HempencTaBI€HMsI C 3asiBJICHUEM O BKJIIOYEHMM B TOCYJIAapPCTBEHHBIN pEECTp
JIEKapCTBEHHBIX  CPEICTB  (papMaleBTUYECKOM  CyOCTaHIIMM  BbAABaeMbIX  (TPEJOCTaBISEMBIX)
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YIIOJITHOMOYCHHBIMH  (he/IepaJIbHBIMA  OpraHaM{ HMCIOJHUTEILHON BIIACTH JIOKYMEHTOB (CBEICHUI),
YKa3aHHBIX B MyHKTaX | W 2 4YacTu 2 HACTOSIICH CTAaThU, YHOJTHOMOYCHHBIN (eaepanbHBI Opra
WCIIOTHUTEJIPHOW  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTBl  (CBEICHHS) B  IOPSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3; B pen. DeaepaibHOro 3aK0HA OT
30.01.2024 N 1-®3)

4. B Tedenue nATH pabounX THEW CO THS MPHUHATHS 3asBJICHUS O BKJIIOUYCHUH YKa3aHHOW B 4acTH |
HACTOSAIIEH cTaThu (hapMarleBTHUECKON CYOCTaHIIMK B TOCYAaPCTBEHHBINA PEECTp JIEKAPCTBEHHBIX CPEICTB
U JIOKYMEHTOB, IEPEYUCIICHHBIX B YacTH | W MyHKTe 2 4acTH 3 HACTOSIIECH CTaThbH, YIOJIHOMOYCHHBIN
(denepanbHBI OPraH UCIOJHUTEIBHON BIACTH:

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

1) mpoBOAMT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJAEPIKAIIMXCS B IPEJCTaBICHHBIX
3asBUTEJIEM JIOKYMEHTaX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpuUHUMAET pELICHHEe O HAMpaBICHHH B JKCIEPTHOE YUPEXKICHUE 3a/laHus Ha TMPOBEACHUE
IKCIIEPTH3hI KAYeCTBA YKA3aHHOUW B YacTU | HacTosIIel cTatbu apMaleBTHYECKON cyOcTaHIuu min 00
OTKa3€ B TAKOM HaIIPABJICHUU;

3) HampaBiIIeT B JIMYHBIA KaOWHET 3asBUTENS B CIWHOW CHCTEME IOANKMCAHHOE YCHICHHOU
KBaJTU(UIIMPOBAHHON AJICKTPOHHOM TMOIMKCHIO YBEIOMIICHHE O MPUHIATOM PEIICHUH WM B CIydae OTKas3a
C YKa3aHUEM MPUYHH TaKOTO OTKAa3a.

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

4.1. B ciiyyae BBISIBJICHUSI HEJJOCTOBEPHOCTH U (WJIM) HETOCTATOYHOCTH CBEJICHUM, COIEPKAIIMXCS B
MIPE/ICTABJICHHBIX 3asABUTENEM MaTepualiax, yMOJIHOMOYEHHBIN (enepalbHbIii OpraH UCHOTHUTENbHOM
BJIACTH HAIpPAaBIISECT 3asSBUTEIIO TOCPEIACTBOM E€IUHOTO TMOpTaja WM B JIMYHBIM KaOWHET 3asiBUTENS B
€IMHON cuctemMe 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEICHHM, TMOAMHCAHHBIN yCHUJICHHOU
KBaJIN(ULIMPOBAHHOM 3JIEKTPOHHOM MOANUCHIO.

(uactb 4.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3agButenp o00s3aH HaNpaBUTh MOCPEACTBOM €IUHOTO TMOpTaja B YNOJIHOMOYEHHBII
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH WM JIMYHBIM KaOMHET yMOJIHOMOYEHHOTro (henepanbHOro
OpraHa HCIOJHUTEIbHOW BJacTH B €IMHOM CHUCTEME MOJANUCAHHBIA YCHUJICHHON KBalIU()HUIMPOBAHHON
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3alpOC YIMOJIHOMOYEHHOro (heAepalbHOTO OpraHa HMCIOJHUTEIbHON
BJIACTH B CPOK, HE INPEBBIMAIONIUN JIEBIHOCTa padOuMX JHEH cO JHS MOJIy4EHHs YTOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOTHUTEIBHOM BIACTH 3JEKTPOHHOTO YBEJIOMIICHUS O MOJIyYE€HUH 3asiBUTEIEM
naHHoro 3ampoca. Cpok, yKa3aHHbI B 4yacTH 4 HacTosled cTaTbU, NMPUOCTAHABIMBACTCS CO JIHA
HaNpaBJICHUs 3aBUTENIO MOCPEACTBOM €IUHOI0 MopTaja MM B JUYHBIA KaOMHET 3asBUTENS B €IUHON
CHCTEME 3alpoca YIOJHOMOYEHHOro (heAepalbHOrO OpraHa MCIOJHUTEIbHON BIACTH JIO JHS
HaNpaBJICHUsl 3agBUTENIEM IOCPEICTBOM E€AMHOTO MOpTajla B YHNOJIHOMOYEHHBIH (hefepabHbId OpraH
UCIIOJIHUTENIPHOM  BJACTH WJIM JIMYHBIM KaOMHET yNOJIHOMOYEHHOro (enepalibHOro  OpraHa
UCIIOJIHUTEJILHON BJIAcCTH B €IMHOM CHCTEME OTBETa Ha JaHHBIM 3alpoc M HE YYMUTHIBAETCS IIPH
UCYMCIIEHUH CpOKa DSKCHEepTU3bl KadecTBa (hapMalleBTHUECKONM CyOCTaHIMM, MPOU3BEIECHHOW IS
pean3anum.

(uactsb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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5. OcHOBaHMEM [UIs1 OTKa3a B HAIIPaBJICHUU B HKCIEPTHOE YUPEKICHUE 3aJIlaHUs Ha IPOBEICHHE
IKCIEePTH3bl KadecTBa yKa3aHHOW B dYacTH | Hacrosimed craTtbu (apManeBTUYCCKOW CyOCTaHIINH
SIBJISIETCSl HENPEJICTABICHHE JIOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HACTOSALIEH CTaTbU, OTCYTCTBHE
uH(popManuy, TOATBEpXKIArOMe (akT ymiaatel TOCYJApPCTBEHHONW TIONUIMHBI 32  BKIIOYCHHE
dapmaleBTUUECKOM CyOCTaHIMM, TPOU3BEACHHON M pealu3aldd, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, HEMPEACTABICHHUE 3asBUTENIEM B YCTAHOBIICHHBIM CPOK OTBETA HA YKa3aHHBIM B
yactu 4.1 HacTosIIeH CTaThU 3aMpPOC YIIOJIHOMOUYEHHOTO (efiepanibHOro opraHa UCIIOJHUTENbHOM BlIacTh
WJIU TIPEJICTABIICHUE JOKYMEHTOB, HE COJEPKAIIMX UCUEPITBIBAIOIIETO MEPEUHs HEOOXOIUMBIX CBEJICHUM.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue maTHamUATH paboOYMX JHEW CO JHS TOJYYCHHUS PEIICHUS YIIOJIHOMOYEHHOTO
(benepanbHOro OpraHa MCIOJHUTEIBHOM BIIACTH O HAIPABJIICHUH B AKCIEPTHOE YUPESKICHHUE 3aaHUs Ha
MPOBEJICHUE DKCIEPTH3bl KadecTBa yKa3aHHOW B dYacTH | HacTosimed cratbu (apManeBTUYCCKOM
CyOCTaHIIMK 3asiBUTENb MPEICTABISAET B SKCIIEPTHOE YUPEIKACHUE JUIsl IPOBEICHUS JAHHOM YKCIIEPTU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMU B KOJMYECTBE, HEOOXOIMMOM JUIsl BOCIIPOU3BEICHUSI METOJ/IOB
KOHTPOJISI KauecTBa. ODKCIEPTHOE YUpEeXkJACHHWE NpU TOIyuYeHUH oOpasloB yKa3zaHHOW B dactu |
HACTOAMIEH cTaThu (GapMaleBTUYCCKONW CYOCTaHIIMHM B TOT K€ JICHb HAMPABJISCT B JIMYHBIA KaOWHET
3asiBUTENSl B €IMHOM CHCTEMe yBEJIOMJICHHE, MMOATBEPKAAI0IIee MOMydeHne dTUX 00pa3loB. DTU CPOKU
HE BKITIOYAIOTCSI B CPOK MIPOBEICHUS JTAHHOH SKCIIEPTH3BI.

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

7. YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIMIAIONINKI MATH paboyuX THEH cO HSA HaNpaBlIEHUS MOCPEICTBOM €IUHOTO
moprajga B YHOJHOMOYCHHBIN (DeepanbHblli OpraH HCIOJHUTEIHHONW BIIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOT0 (heiepalbHOr0 OpraHa HCHOJHHUTENbHOM BIIACTH B €IUHON CHCTEME 3aKIFOUEHUS
KOMHCCHM JKCIIEPTOB IO PE3YJIbTATAM JKCIIEPTU3bl KaYECTBA YKA3aHHOW B 4acTH | HACTOSIIEW CTaTbu
(bapmaleBTHUECKOI CyOCTaHIINU, YIIOJTHOMOUYEHHBIN (heqiepaibHblid OpraH UCIIOIHUTENBHON BIACTH:

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

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS MAJsl ONpeAeNieHUS ero COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEJICHUE JAaHHON IKCIIEPTHU3HI;

2) mpUHUMAET pellleHre O BKIFOUEHUHU YKa3aHHOU B yacTH | HacTosiel cratbu (papMarieBTHIeCKON
cyOCTaHIIMM B TOCYJApCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJACTB WJIM pelleHHe 00 OTKa3e B TaKOM
BKJIFOUCHUH;

3) BHOCHUT MpU NPUHITHH PEIICHUS O BKIIOYCHHHM YyKa3aHHOW B 4YacTH | HacTosIIEH CTaThbu
dapmainleBTUUECKO  CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEAYCMOTPEHHYIO YacThio 2 cTaTthu 33 Hacrosero deaepanbHOro 3akoHa MHPOPMAIIUIO U HAMPABIISET
3asiBUTEINI0 TIOCPEJICTBOM EAMHOTO TMOopTaia WM B JIMYHBIA KaOWHET 3asBUTENs B €IWHON cHCTeMe
BBITIMCKY U3 TOCYIapCTBEHHOT'O 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-
O3)

9. OcHoBaHueM /uisi OTKa3a BO BKJIIOYEHUM YKa3aHHOM B 4acTh | Hacrosmiedl crartbu
(dhapMmareBTHUeCKO CyOCTaHIIMM B TOCYJApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB SBISETCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (eAepaibHOr0 OpraHa MCTIOJHUTENBHOW BIACTH O
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TOM, 4TO KaueCTBO (hapMaIleBTUYECKON CYOCTAHIIMH HE IMTOATBEPKICHO IMOTyYCHHBIMU JTAHHBIMH.
(uactp 9 BBenena denepanibHbiM 3akoHOM 0T 22.10.2014 N 313-03; B pen. @enepaibHOTO 3aKOHA OT
04.06.2018 N 140-®3)

10. He nomyckaeTcsi BKJIIOYEHHE B TOCYJAPCTBEHHBIM PEECTp JEKApCTBEHHBIX CPEACTB OIHOMU
(bapmaleBTUUECKOM CyOCTaHIIMM, MPOU3BEACHHOM M peaau3alud U BBIIYCKaeMOW OJHUM M TEeM XKe
MIPOM3BOIUTENIEM, B BUC IBYX U 00JIE€ PEECTPOBBIX 3AITUCEH.

(dactpb 10 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHue u3MeHEHUH B JOKyMEHTHI Ha ()apMalleBTUYECKYIO CyOCTaHITNIO, TPOU3BEICHHYIO IS
peaiv3alii U BKIIIOUYEHHYIO B TOCYIAApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB, OCYLIECTBISIECTCS B
nopsike, ycTraHoBiIeHHOM cTarbsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, € YIUIATOM
roCy/1apCTBEHHOMU MOILIMHBI, MPEAYyCMOTPEHHOM 3aK0OHOAaTebcTBOM Poccuiickoit denepanuu o Hajmorax
u cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

[Ipumeuanue.
O BO3MOXHOCTH oOOpamieHus (apMaleBTUUECKOW CyOCTaHLMU, HUCKIOYEHHOW U3 TocpeecTpa, CM.
taxxke @3 or 30.01.2024 N 1-D3.

12. Jlonmyckaercs oOpaiieHue (apMaleBTHUECKON CyOCTaHIIMM O WCTEYEHHUs CpPOKa TOJIHOCTH,
IIPOM3BEACHHON JJi pealu3allMd B TEUYEHUE CTa BOCBMHUJAECATH [JHEH Imocie JaTbl HPUHSITHS
YIOJHOMOYEHHBIM (heJiepaibHbIM OPraHOM MCIOJHUTENBHOM BJIACTH PEUICHHs] O BHECEHUU M3MEHEHUH B
JOKYMEHTHI Ha (hapMareBTHUECKYIO0 CyOCTaHIMIO, B COOTBETCTBHM ¢ WH(pOpPMAIMEH, coaepiKaliencs B
JOKYMEHTaX Ha (hapMalleBTHUECKYIO CyOCTaHIIHIO 10 IaThl IPUHATHS TaAKOTO PEIICHUSI.

(uactb 12 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

13. Pemenue 00 WCKIIOYEHUH W3 TOCYAApCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB
(dhapmareBTUUECKOW CyOCTaHIIUM, TPOU3BENCHHOW Uil pealn3allid, MPUHUMAETCS YIOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (e/iepalibHbIM OPTaHOM HCIOJIHUTEIbHON
BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e >KU3HU WIN 3]I0pPOBbIO YelIOBeKa JHMOO >KUBOTHOTO NPHU
MCIOJIb30BAHUU JIEKAPCTBEHHOT'O CPENICTBA;

2) HampaBJeHHs pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJICTBA WIIM MPOU3BOAUTENIEM JICKAPCTBEHHOTO
cpeacrBa o0 YHOOJIHOMOYCHHBIM UMW APYIUM IOPUJUYCCKHUM JIMIOM IOCPEACTBOM C€IMHOTO IMOpTajia B
YIIOJIHOMOYEHHBIH  (efiepalibHBIA  OpraH  HUCIOJHUTENBHOW  BJIACTH  WJIM  JIMYHBIA ~ KaOWHeT
YIIOJIHOMOYEHHOTO (e/IepaIbHOr0 OpraHa HMCIOJHUTEIBHOW BIACTH B €JMHOM CHCTEME IOAIMCAHHOTO
YCUJICHHOM  KBaJU(UIMPOBAHHOW HJIEKTPOHHOM MOANHUCHIO  3asBICHUS OO0 MCKIIOYEHHUH U3
TOCYJJAPCTBEHHOTO PEeCTpa JIGKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHINH, TTPOU3BEICHHON
ISl pean3aluy;

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

[Ipumeyanue.
C 01.01.2026 m. 3 4. 13 cr. 34 He pacmpocTpaHseTCS Ha MPABOOTHOIIEHUS, BO3HHUKAIOIIAE TPHU
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oOpaIleHuu JICKApCTBEHHBIX CPEACTB I MenuimHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) orcytcTBUA (hapMalleBTUUECKON cyOCTaHIIMU, MPOU3BEACHHON sl pealin3aliy, B 0OpaIieHuu B
Poccuiickoii @enepanuu B Te4eHUE TpeX U OoJiee JeT.
(dactb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 roaa. - PepgepanbHbIv 3aKOoH oT 22.12.2014
N 429-P3.

Cratba 36. OOxanoBaHue peweHUMA OO0 oOTKase B BblAaye paspelleHus Ha
npoBeAeHWe KIIMHMYECKOro uccrneaoBaHUs JIeKapCTBEHHOro npenaparta, pewweHuss o6
OTKase B rocyfapCTBEHHOM perucrpaumum JekapcTBEHHOro npenaparta, 3akii4eHus
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpeXAeHUA UNu1 3aKnoYeHUs coBeTa no 3Tuke

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

Pemienue cOOTBETCTBYIOIIEIO YMOJIHOMOYEHHOrO (e1epajbHOI0 OpraHa MCIOJIHUTENbHON BIIACTH
00 OTKa3e B BbIa4Ye pa3pelIeHUs] Ha NPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (eaepanbHOro oOpraHa HCIOJHUTENBHOW BJIACTM 00 OTKa3e B
rOCyJapCTBEHHOM pPETHUCTpalMU JIEKAPCTBEHHOI'O IIpenapara, 3akjIIOYEHHE KOMHCCHUM JKCIEPTOB
HKCHEPTHOIO YUPEKJICHUS MM 3aKJIIOYEHHE COBETa 10 3THUKE MOXKET ObITh 00XajloBaHO B IOPSJIKE,
YCTaHOBJICHHOM 3akoHojaTenbcTBOM Poccuiickoit ®denepauuu. 3akiao4eHHE KOMMCCHUU OSKCIIEPTOB
SKCIIEPTHOIO YUYPEXACHHUS O B3aMMO3AMEHSEMOCTH JIEKapCTBEHHBIX IMPENaparoB Ul MEIUIIMHCKOTO
MIPUMEHEHHUs TUOO O TOM, UTO JIEKAPCTBEHHBIN MpenapaT A MEAUIMHCKOrO NMPUMEHEHMS HE SIBIIIETCS
B3aMMO3aMEHSAEMBbIM, MOXXET OBITh O0KaJOBaHO Jep)KaTeleM WIM BIIAJENbLEM pPETUCTPAllMOHHOTIO
YI0CTOBEpPEHHUS JIEKAPCTBEHHOTO TMpernapaTa B YIOJIHOMOYEHHBIN (efiepalibHbI OpraH UCTOTHUTEIHHOM
BJIACTH, KOTOPBIM NMPUBIEKAET K PACCMOTPEHMIO YKAa3aHHOW >KayoObl MOABEIOMCTBEHHBIE €My Hay4yHbIE
OpraHM3alMii W  o0pa3oBaTeNbHbIE OpraHU3allid  BBICIIETO  00pa3oBaHUS, OCYLIECTBISAIOIINE
JesTelNbHOCTh B c(epe oOpallleHUs: JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCHUHM 3KCIIEpPTOB
SKCIIEPTHOTO YUpEXKJEHUs, O(POPMIIEHHOE II0 HTOTaM IEpPecMOTpa O0KaJOBAHHOIO 3aKIIOUYEHHUS
HKCHepTa, MOXKET OBITh OCHOPEHO JepKaTesleM WM BIaJAEiblleM PErHCTPALMOHHOIO YAO0CTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Ju00 YHNOJHOMOYEHHBIM MMM JIMIOM B TOPSAJKE, YCTAaHOBJIEHHOM
3akoHonaTtenbcTBOM Poccuiickoit ®enepanuu. Ilpm o0XkanoBaHUM peLIEHUS YIOJTHOMOUYEHHOI'O
(denepanbHOro oOpraHa HCIOJIHUTEIBLHOW BIIACTH, 3aKJIIOYEHMsI 3KCIepTa WIM KOMHUCCUU JKCIEPTOB
SKCIIEPTHOTO YUPEKIEHUS, 3aKII0UEHHS COBETA IO ITUKE JEpXKaTellb WIM BIIAEINEL] PETUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKApPCTBEHHOTO IMpernapara 100 YINOJIHOMOUYEHHOE KMMH JIMIIO BIIpaBe MNPEICTABUTH
pe3yJIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl IMOJYyYEHHBIX aKKpEAUTOBAaHHBIMU
UCIBITaTEIbHBIMU JIA0OPATOPUAMH (LIEHTPAMH) PE3YyJIbTATOB UCCIIEIOBAaHUM, HCIIBITAHUH.
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauusa, cBfA3aHHas C oOcCyLeCTBNEHUEM rocyAapCTBEHHOW
percTpauMm WnM perucTpauum rneKapcTBEeHHbIX MpenapaTtoB, WHdopmauusa o
3aperMcTpMpoBaHHbIX JFleKapCTBEeHHbIX Mpenapartax W JrieKkapCTBeHHbIX Mpenaparax,
MUCKMNIOYEHHbIX U3 rocylapCTBEHHOro peecTpa fiekapCcTBEeHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)
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1. CoOTBETCTBYIOIIMI YITOTHOMOYEHHBIHN (he/iepalibHbIN OpraH UCIOJIHUTEILHON BJIACTH pa3MeliacT
Ha cBOoeM oduimanbHoM caiite B cetn "HHTepHer" uH(pOpMANMIO, CBS3aHHYIO C OCYIIECTBICHHEM
rOCy/IapCTBEHHOW PETUCTPAllMd WM PErucTpaliy JIEKApCTBEHHBIX IIPEraparoB, B TOM UHUCIE
IIPOBEICHUEM OSKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYas pe3yJbTaTbl €€ IPOBEICHUs),
MH(OPMALIMI0O O 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MperapaTax W JIEKapCTBEHHBIX Ipernaparax,
HCKJIIOUEHHBIX W3 TOCYJapCTBEHHOI'O pEEeCcTpa JIEKAPCTBEHHBIX CPEJCTB, HE IIO3JHEE UYEM uepe3 ISITh
pabounx JHEH cO JHS MOMy4YeHHs YIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTENBHON BIAcTH
COOTBETCTBYIOIIEH HH(pOPMALIHH.
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-
D3)

2. Cpoku M TOPSAOOK pa3MelleHHs YKa3aHHOW B 4YacTh 1 Hacrosimied craTbu HHG(OpMALUU
YCTaHABIIMBAIOTCS YIIOJHOMOYCHHBIM (eIepaIbHBIM OPTaHOM HCIIOJIHUTEBHON BiacTu. MHpopmarus,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThH, SBISIETCS OTKPBITOM M OOILIEAOCTYNHON M MPEAOCTaBIsIeTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUHM C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.

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

Mnasa 7. KMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ANA MEANLUMWHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuuyeckme wuccnenoBaHMA neKapCTBEHHbIX npenapaTtoB AnNA
MeAULIMHCKOro NpUMeHeHuns

1. KnuHnyeckue uccieoBaHUs JIEKAPCTBEHHBIX MpEnapaToB s MEIUIIMHCKOTO NMPUMEHEHUs, B
TOM YHCIIE MEKIYHAPOIHbIE MHOTOIIEHTPOBBIE, MHOTOIIEHTPOBEIE, MOCTPETUCTPAIIMOHHBIE, TPOBOISATCS B
OJTHOM MJIM HECKOJIbKMX MEJUIIMHCKUX OpPraHU3alusaX B CIEIYIOLUIUX eNsaX:
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX IPCIIApaTOB AJIA 3A0POBBIX ,[[O6pOBOJ'IBI_IeB u (I/IJ'II/I)
MNEPECHOCUMOCTH UX 3JOPOBbIMU I[O6pOBOJ'IBIIaMI/I, 3a UCKJIIOYCHHEM TaKUX HCCIICIOBAHUM JICKApPCTBCHHBIX
npemnaparos, IIPONU3BCACHHBIX 3a ITPCACIIaMHA Poccuiickoit @enepam/m;

2) noadop ONTUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOIO Mpernapara U Kypca JISUeHHs! JUIsl Tal[MeHTOB
C OIpeNesIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /03 U CXEeM BaKIMHALUU HUMMYHOOHOJIOTMYECKUMHU
JIEKapCTBEHHBIMU IperiapaTaMy 3I0pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MaCHOCTH JIEKapCTBEHHOT0 MpenapaTa u ero 3pQeKTUBHOCTH I MallueHTOB
C ompeaencHHbIM 3a0oneBaHueM, mnpodumakTudecko dOPEeKTUBHOCTH HMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPENnapaToB sl 37J0POBBIX 100POBOJIBIIEB;

4) uzyueHue BO3MOKHOCTH PAaCUIMPEHUs MOKa3aHUN JIJIsl MEAUIIMHCKOTO IPUMEHEHHMSI Y BBISIBICHUS
paHee HEU3BECTHBIX MMOOOYHBIX IEHCTBUIA 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIapaToB.

1.1. Knuaudeckue uccieoBaHUs JEKAPCTBEHHBIX IPENaparoB UIsi MEIULIHUHCKOIO NMPUMEHEHHUS
MIPOBOJATCS B COOTBETCTBUU C IIpaBUJIAMU HaJJIEXKalleW KIMHWUYECKOW IPAKTUKH, YTBEP:KICHHBIMU
EBpazniickoii 53KOHOMHUYECKON KOMUCCUEN.
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(dactp 1.1 BBeaena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHOIIEHNU BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MIPEMAPATOB ISl MEIUIIMHCKOTO TPUMEHEHUS
MIPOBOJISATCSl WCCIICAOBAaHUSI OWOIKBHBAJICHTHOCTH M (WJIM) TEpaANeBTUYECKONW OSKBHBAJICHTHOCTH B
MOpS/IKE, YCTAHOBJICHHOM aKTaMH, COCTaBIISIOIUMHE 1paBo Coro3a.

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

3. Opranuzanuio MpPOBENEHUS KIMHUYECKUX HCCIIEI0BAaHUI JIEKAPCTBEHHOrO Ipernapara s
MEIULUHCKOTO IPUMEHECHUS BIIPABE OCYILLECTBIATh:

1) pa3paboTuuk J€KapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIULO;

2) oOpa3oBaTenbHBIC OpraHW3alMd BhICIIET0 O00pa30BaHUs, OpPraHMU3ALUU JIOTIOJHUTEILHOTO
poheCCHOHATTLHOTO 00pa30BaHMS;
(m. 2 B pea. @exnepanbuoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HbBIE OpraHU3AIIH.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KiuHuueckue uCCIeOBaHUs JICKAPCTBEHHOTO Ipernapara JUisi MEAMIHWHCKOTO IMPHUMEHEHHS
NPOBOAATCS HA OCHOBAaHMH Pa3peIlCHHs Ha MPOBEICHHE KIMHUYECKOTO MCCIEAOBAHHS JEKAPCTBEHHOTO
mpernapara, BBJIAHHOTO  YIOJTHOMOYEHHBIM —(efepallbHBIM OpPraHOM  HCIOJHHUTEIBHON  BIIACTH.
YTOIHOMOYEHHBINH (eiepaabHbIil OpraH MCIOJHUTEIbHON BIACTU BEIET PEECTP BBIIAHHBIX pa3pelleHuit
Ha MPOBEACHUE KIIMHUYECKUX MCCIIeIOBAHUN JIEKAPCTBEHHOTO Mperapara, CoepKalluii ykazaHue Ha UX
eJTb MJIM 1IeJTH, B YCTaHOBJICHHOM 3THM OPTaHOM IOPSI/IKE.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. Vrparun cuny ¢ 1 urons 2015 roxpa. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranumzanuu mnpoBeNeHHUs KIMHUYECKUX HCCIEIOBaHHUM JIEKapCTBEHHOIO IMpernapara ajs
MEIULUHCKOTO TPUMEHEHUs1 pa3pabOTYMKOM JIEKAPCTBEHHOTO TpenapaTa MOTYT IPHUBIEKATHCS
IOpUANYECKUE JIMIa JI000W  OpraHU3alMOHHO-TIPaBOBOM  (OpMBI  IMpPH  YCIOBUM  OOECIEUEHMUS
COOTBETCTBHSI 3TUX UCCIIeI0BaHUN TpeOoBaHUAM HacTosero denepanbHOro 3aKoHa.

7. YTpatun cuny. - @eaepanbubiit 3akoH oT 30.01.2024 N 1-03.

8. IlepeueHp MEAMIMHCKUX OpraHu3alui, NPOBOASIIUX  KIMHUYECKHE  HCCIEIOBaHUSA
JIEKapCTBEHHBIX IPENapaToB Il MEIULUHCKOIO MPUMEHEHUS, U PEecTp BBIJAHHBIX pa3pelleHuid Ha
NPOBEICHUE KIMHUYECKHX MCCIIEJJOBAHUN JIEKAPCTBEHHBIX IPENapaTroB OMYOJMKOBBIBAIOTCS U
pa3MeniarTcs YIIOJIHOMOYEHHBIM (he/iepaabHbIM OpraHOM HMCIIOJHUTENIBHOM BIACTH B YCTAHOBJICHHOM UM
nopsiike Ha cBoeM o(pUIMaIbHOM caiiTe B ceTH "UHTepHer".

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

[Ipumeuanue.
[Tonoxenus ct. 39 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeaOCTaBIECHUS TOC. YCIYT
MIOCPEACTBOM E€ANHON CUCTEMBI U (W) eAMHOro noprana, npuMenstores ¢ 01.01.2026.
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Cratbsa 39. PeweHue o npoBeAeHUUN KNMHUYECKOro UccrnenoBaHUA JNIeKapCTBEHHOro
npenapara ans MeauLUHCKOro NnpuMeHeHus

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

1. KimHnueckoe wucciaeoBaHuEe JIEKapCTBEHHOIO IIpernapaTta Al MEIULUHCKOTO IPUMEHEHUs
IIPOBOJUTCS HAa OCHOBAHMM PA3PELICHUs HA IPOBEICHUE KIMHUYECKOIO UCCIICIOBAHMS JIEKAPCTBEHHOIO
npernapara, BBIAHHOTO YIOJHOMOYEHHBIM (pelepaibHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH II0
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOIMMBIX Ul IOJIy4EHHs pa3pelleHHs Ha IPOBEACHUE
KJIMHWUYECKOT'0 MCCIIEI0BAaHUs JIEKAPCTBEHHOIO IIpenapara U 3TUYECKON HKCIIEPTU3BI.

2. Jlast monydyeHHs pas3pelleHus] Ha MPOBEICHHE KIMHUYECKOTO HMCCIICOBAHUS JICKAPCTBEHHOTO
mpermapaTa JUisi MEIUIUHCKOTO TMPHUMEHEHHUS 3asBUTENb HAIPABISET MOCPEICTBOM CIWHOTO TOpTalia B
YIIOJIHOMOYCHHBIA  (hefiepalibHBId ~ OpraH  UCIIOJIHUTEILHOW  BJIACTH WJIM  JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa UCIIOHUTENILHON BIIACTH B €JMHOM CHCTEME:

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

1) 3asiBIIeHHE O BBIJAYE pa3pelieHus] Ha IPOBEICHIE KIIMHUYECKOTO MCCIIEA0OBAHUS JICKAPCTBEHHOTO
npenapara JUIsl  MEOUIIMHCKOTO TPUMCHEHUS, T[OJANUCAHHOE YCHICHHOW KBaJIHM(HUIMPOBAHHON
3JIEKTPOHHOU MOJIHCHIO;

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

2) yrpaTtui cuiy. - ®@enepanbubiii 3akoH oT 30.01.2024 N 1-P3;

3) IIPOTOKOJI KIMHHUYCCKOro HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliaparta MJId MCEIAUIHUMHCKOI'O
IMMPUMCHCHUS

4) Opourtopy uccienoBatens (JUisl 3apeTUCTPUPOBAHHOTO JIEKApPCTBEHHOTO Ipernapara JIOMyCTHUMO
3aMEHUTh OJ0OpeHHOW OoOIIell XapaKTEepUCTUKOM JIEKQpCTBEHHOrO Ipenapara, €clid  TakKou
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH B COOTBETCTBUU C aKTaMM, COCTaBISAIOIMUMU npaBo Coro3a,
U €ero TMNpUMEHEHHWE B KIMHHUYECKOM HCCJICIOBAaHUM HE TMPOTUBOPEUYUT OJ00peHHON oOmein
XapaKTepUCTHUKE JEeKapCTBEHHOTO Mpernapara Jjsl MEJUIIMHCKOTO IPUMEHEHUS);

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

5) uHGOPMAITMOHHBIH TUCTOK MAllUEHTA;

6) cBeneHus 00 OmMbITe PabOTHI HMCCIEIOBATENECH MO COOTBETCTBYIOIIMM CIEIHAIBHOCTAM U HUX
OTIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIEIOBAHMUI;

7) - 8) yrparunu cuiny. - ®enepanbHbiil 3akon ot 30.01.2024 N 1-D3;

9) KOIIMKO OOTOBOpa 00513aTEILHOTO CTpaxoOBaHHA, 3aKJIIFOUCHHOTO B COOTBCTCTBHU C TUIIOBLIMHU
mpaBrUJIaMH 0053aTeNILHOTO CTpaxOoBaHHiA, C YKa3aHUEM HpC}IGJ’IBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
Y4aCTByrOmux B KIIMHAYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O TIIpfliapaTta A MCEAUIUHCKOTO
MMPUMCHCHUS,;

10) uupopMmanMIioO O COCTaBe JEKApCTBEHHOIO IMpemnapara Uil MEAWLMHCKOro MpUMEHeHHs (3a
UCKITIOUEHHEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB);
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(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

11) mOKyMEHT, COCTaBJEHHBIN MPOU3BOAMUTENIEM JIEKAPCTBEHHOTO Ipernapara sl MEIUIIMHCKOTO
MPUMEHEHUST U COJEpKAIllMi MMOKazaTeldu (XapaKTepUCTUKH), a TaKKe CBEACHHS O JIEKAPCTBEHHOM
npernapare Uil  MEAWLMHCKOIO IPUMEHEHHS, NPOU3BEIEHHOM JUISl MPOBEACHUS KIMHUYECKUX
UCCIIEIOBaHMM (32 UCKITIOYEHHEM OMOJIOTUYECKUX JICKAPCTBEHHBIX MIPENapaToB);

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

11.1) nOKyMeHTHI UM CBEACHHMS, NPEAYCMOTPEHHBIC TMpaBUIaMH MPOBEACHUS HCCIEAOBAHUN
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEACTB EBpPasHiiCKOr0 AKOHOMHYECKOTO COI033, YTBEP)KICHHBIMH
EBpa3uiickoii 5KOHOMHUYECKOH KOMHUCCHEH;

(m. 11.1 BBenen @enepasbHbM 3ak0HOM OT 30.01.2024 N 1-P3)

12) cBeneHus O nare MPEAOCTaBICHHS W PETHUCTPAMOHHOM HOMEpPE JIMIIEH3UMH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B CIIyyae, €CJIM MPOU3BOJACTBO JIEKAPCTBEHHOI'O Ipernapara OCYIIECTBIISETCS B
Poccuiickoit ®enepanuu, WIM JOKYMEHT, COIEpXKAIlUi CBEACHHS O JaTe TMpPEeJOCTaBICHUS U
PErUCTPallMOHHOM HOMEpE 3aKIIOYEHUSI O COOTBETCTBUU IPOU3BOAMTEIS JIEKAPCTBEHHOTO Ipernapara
TpeOoBaHUAM paBuII HaJJIexaIen MIPOU3BOJICTBEHHOU MPAKTHUKH, MPEI0CTABIEHHOTO
YIIOJIHOMOYEHHBIM OPTaHOM CTPaHBI TPOU3BOIUTEIIS JIEKAPCTBEHHOTO Mperapara.

(B pen. @enepanbubix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N 1-
O3)

2.1. Caenenus, moaTBepkiarolue (pakT ymiaaTbl IOCyJapCTBEHHON MONIUIMHBI 332 IpPOBEIEHUE
OTUYECKOM OKCIEPTHU3Bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar il IOJIy4eHUs
paspellieHuss Ha INPOBEACHHE KIMHUYECKOTO MCCIENOBAaHUSA JIEKapCTBEHHOIO Ipenapara Juisd
MEIULMHCKOTO IPUMEHEHHUs, 3a BbIJA4dy Ppa3pelICHHs] Ha IMPOBEJACHUE KIMHUYECKOTO HCCIEHOBaHUS
JIEKApCTBEHHOIO IIpenapara Uil MEIULMHCKOTO IIPUMEHEHHUs, 3a NIPOBEACHUE DKCIIEPTU3Bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar I T[OJY4YEHHs pa3pelleHHss Ha IPOBEICHHE MEXIyHApPOIHOIO
MHOT'OLICHTPOBOTO KJIMHMYECKOIO HCCIEAOBAHUSA JIEKAPCTBEHHOIO IIpemapara sl MEAULUHCKOIO
IIPUMEHEHHUsI, 3a BbIJAYy pa3pelICeHUs] Ha MPOBEJACHUE MEKIyHApOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOT0 MCCIIEJOBaHUs JIEKAPCTBEHHOIO IIpenapara il MEIULHMHCKOrO IIPUMEHEHUs, 3a
MIPOBEACHUE 3TUYECKOW OKCHEPTHU3BI, DKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s
MOJIyYEHUsI PAas3pelleHuss Ha IPOBEICHUE IOCTPErMCTPALMOHHOIO KIMHHUYECKOrO HCCIEAOBaHUSA
JIEKApCTBEHHOIO Ipernapara sl MEIUIMHCKOrO0 NPUMEHEHHMs, 3a BbIady pa3pelieHUs] Ha IPOBEICHUE
MIOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIENOBaHUA JIEKAPCTBEHHOIO Ipernapara Uil MEAUIMHCKOIO
MIPUMEHEHHUS, @ TAK)KE CBEJICHUS O BbIIABAEMBbIX (IIPEIOCTABIISIEMbIX) YIIOJTHOMOUYEHHBIMU (pesiepabHbBIMU
OpraHamMM HCIIOJIHUTENIbHOW BIIACTH JIOKYMEHTax (CBeIEHMsX), YKa3aHHbIX B MyHKTe 12 wyactu 2
HACTOALIEH CTaTbH, YIMOJHOMOYEHHBIN (peliepalbHblii OpraH HCIOJIHUTENBHON BIACTH 3allpallliBacT B
MOPSIAKE MEKBEJOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aUMOJCHCTBUA.

(uactsb 2.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAIOIUN TpeX pabo4yMX JHEH cO JHS HampaBlIeHUS B JUYHBIA KaOMHET
YIOJHOMOYEHHOTO (pe/lepalibHOTO OpraHa HCIOJIHUTEIbHONW BIIACTH B €IMHOM CHCTEME YKa3aHHOTO B
nyHKkTe | 4YacTu 2 HacTosed CTaTbd 3asBICHHS M HEOOXOIMMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIH
(benepabHBINA OpraH UCIIOJIHUTEIILHON BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJEHUH, COAEpKAIIUXCS B MPEJCTaBICHHbBIX
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3asABUTCIIEM JOKYMCHTAaX;

2) NpUHUMAET PEUIEHHE O MPOBEAECHUU SKCIEPTU3bl JOKYMEHTOB IS IIOJyYEHUsl pa3pellieHus Ha
MIPOBEACHUE KIMHUYECKOr0 MCCIIEOBAHUS JEKAPCTBEHHOIO ITpenapara sl MEIULIMHCKOTO TPUMEHEHUS
Y 3TUYECKOH SKCIIEPTU3bI WM 00 0TKa3€ B MPOBEICHUH YKa3aHHBIX SKCIEPTH3;

3) HampaBisieT 3asBUTENIO MOCPEICTBOM €IMHOTO MOpTaja WM B JIMYHBbIA KaOMHET 3asiBUTEINS B
€IMHOUN CHUCTEME MOANMMCAHHOE YCUIICHHON KBaTH(PUITMPOBAHHON 3JIEKTPOHHOM MOMAINKCHI0 YBEIOMIICHUE
O MPUHATOM PELIECHUH JTU00 B Cy4yae MPUHITUS pelIeHHs] 00 0TKa3e TaKkKe ¢ yKazaHHUEM IMPUYUH TaKOTO
OTKa3a;

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

4) HampaBJsSIeT B TUYHBIN KAOMHET SKCIIEPTHOTO YUPEIKICHHS B SIMHON CHCTEME M JINYHBIA KaOWHET
COBETa 10 ITHUKE 3aJlaHWsi Ha MPOBEJCHUE COOTBETCTBYIOUIMX JKCIIEPTH3, MOJINUCAHHBIC YCHICHHBIMH
KBTH(DUIIUPOBAHHBIMU 3JICKTPOHHBIMHE MTOIITHACSIMHU.

(m. 4 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

4. B cny4ae BBISBICHHUS HETOJHOTH M (WJIM) HEJOCTOBEPHOCTH HMH(MOpMAIMH, COJACpIKaIIecs B
MPEJCTABICHHBIX 3asABUTEIEM JIOKYMEHTaX, YIIOJHOMOYCHHBIH (ellepaibHbIil OpraH HCIOJHUTEIBLHON
BJIACTH HAIPABISET B JIMYHBIN KaOWHET 3asBUTENS B €AUHON CHCTEME 3allpoc 00 yTOUHEHHH yKa3aHHOMN
uH(pOpMaLIUY, TOANUCAHHBIA YCHUJICHHONW KBaTU(UIIMPOBAHHON SJIEKTPOHHOW MOAMUCHIO. 3asBUTENb
00s3aH HANpPaBUTh B JIMYHBIA KAaOWHET YMOJIHOMOYEHHOTO ()eaepabHOrO OpraHa HCIOJHHUTEIBHOM
BJIACTU B CIAMHON CUCTEME IMOANUCAHHBIN YCHJICHHON KBAJTU(MHUIIMPOBAHHOW 3JICKTPOHHOH MOJMUCHIO
OTBET Ha 3alpoc YIOJIHOMOYEHHOTrO (enepanibHOr0 OpraHa WCIIONHUTENFHOW BIIACTH B CpPOK, HE
MPEBBIMIAIOIINN EBIHOCTa pab0YMX JHEH CO JHS MOTYYCHHUS YIIOJHOMOYEHHBIM (heJiepalibHbIM OpPraHOM
WCTIOJTHUTEIGHOW BJIACTH DJEKTPOHHOTO YBEIOMIICHHS O TIIONyuYeHHH 3asBHUTeNeM 3ampoca. Cpok,
yKa3aHHBII B 4aCTH 3 HACTOSIIEN CTaThU, MPUOCTAHABIUBAETCS CO JHS HAMPABIICHUS B JIMYHBIA KaOMHET
3asBHUTENS B €IWHOW CHCTEME 3ampoca YHOJIHOMOYEHHOTO (heepasbHOr0 OpraHa HCIIOJHUTEIBHON
BJIACTH JO JHS HampaBleHUs B JIMYHBIA KaOWHET YHOJTHOMOYEHHOTO (enepaabHOro oOpraHa
HCIOJIHUTEILHON BJIACTH B eI[HHOﬁ CUCTCME OTBETA Ha 3aIlIpOC U HE YYHUTBIBACTCA IIPU UCUHUCIICHUUN CPOKa
MPUHSATHS YIIOTHOMOYEHHBIM (peiepalIbHbIM OPTaHOM HCIIOJIHUTEIBHON BIACTH PELICHUS O MPOBEICHUH
OKCIICPTU3BI AOKYMCHTOB [JIA IMOJYYCHHA PA3PCIICHHA Ha IMPOBCACHHUE KIIMHUYCCKOIO HCCICAOBAHHA
JIEKapCTBEHHOTO TIpernapaTta Jisi METUITUHCKOTO MPUMEHEHHUSI.

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

5. OcHOBaHMEM i OTKa3a B MPOBEACHUM SKCIEPTU3bI JOKYMEHTOB JJIS MOJIyYEHHUs pa3peIleHUs
Ha [IPOBEJIEHUE KIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOrO Mpenapara JUisi MEAMIIMHCKOTO
IIPUMEHEHHUST U DJTUYECKOW DKCHEPTU3Bl SBISIETCA NPEICTaBICHHUE JIOKYMEHTOB, IIPELyCMOTPEHHBIX
YacTbl0 2 HACTOSIEH CTaTbH, B HEMOJHOM OOBEME, HEINpEICTaBICHHE 3asBUTEIEM B YCTAHOBJIEHHBIH
CpPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOAIIEH CTaThbH 3alpoC YIOJHOMOUYEHHOTO (enepanbHOro
OpraHa UCIHOJHHUTENIbHON BJIACTH OO OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAaX HCUEPIBIBAIOLIETO
nepevyHs HeoOxoauMmol HHpopMalMM WM WH(POpPMAIMU, KOTOpas AODKHA ObITh OTpakeHa B HHX, a
TaKkkK€ OTCYTCTBHE  CBEJIEHUH, KOTOpble B  JajlbHEHIIEM IOATBEPXKAAIOTCS  MOCPEICTBOM
MEXBEJJOMCTBEHHOT'O 3JIEKTPOHHOT'O B3aUMOJICHCTBUA, O (paKTe yIIaThl TOCYAapCTBEHHOM MOIIIMHBI 32
MIPOBEJICHUE OSTUYECKOW HKCIEPTHU3bl, IKCHEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM mpernapar Jyis
MIOJIy4YEHHUsl pa3pellieHus] Ha MPOBEJIEHUE KIMHUYECKOIO HCCIIEI0BAaHUS JIEKApCTBEHHOIO IIpenapaTa A
MEIUIIMHCKOTO TPUMEHEHUs, 3a BbIJAuy pa3pelleHusi Ha IMpOBEIEeHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOI'O Ipenapara il MEIULUHCKOIO IPUMEHEHHUS], 3a IPOBEACHUE SKCIEPTU3BI JOKYMEHTOB
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Ha JIGKapCTBCHHBIM TpemapaTr Uil TIIOJyYeHHs pa3pelieHHss Ha MPOBEJCHHE MEKIYHApOJHOTO
MHOT'OLICHTPOBOI'O KJIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara ojid MCEAUIIUHCKOI'O
OPUMEHEHHs, 3a BbIIaUy pa3pelieHuss Ha TNPOBEICHHUE MEKIYHAPOJHOTO MHOTOIEHTPOBOTO
KJIMHUYECKOTO HCCJIEIOBAHUs JIEKAPCTBEHHOI'O TMpernapara sl MEIWIMHCKOTO MpPUMEHEHHs, 3a
IPOBEJCHUE AITHYECKOM OKCIIEPTH3BI, HKCIEPTU3Bl JOKYMEHTOB Ha JIEKApPCTBEHHBIH Ipemapar s
MOJIYUCHHUA pa3pClICHUA Ha IMPOBCACHUC TMOCTPECTUCTPAIUOHHOTIO KIIMHUYCCKOr0 HCCICAOBAHUA
JIEKapCTBEHHOTO Npernapara Uil MEAMIUHCKOrO IMPUMEHEHHs, 3a BbIJady pa3pelieHusl Ha MpPOBEICHUE
MOCTPECTUCTPAIMOHHOTI'O KIIMHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCIriapara AJid MCAULUHCKOIO
PUMEHEHHS.

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

6. llpoBeaenue HSKCHepTU3bl JOKYMEHTOB Ui TIONYyYEHHUS pa3pelieHus Ha IPOBEACHUE
KJIMHUYECKOT'O MCCIIE0BAHMS JIEKAPCTBEHHOIO Tperapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS U 3TUYECKON
AKCIIEPTHU3BI, COCTABIICHNE KOMUCCHEH IKCIIEPTOB M COBETOM IO ITHKE 3aKJIIOUEHUN O BOZMOKHOCTH WM
HEBO3MOXKHOCTH TPOBEJEHUSA TaKOro KIMHUYECKOTO MCCIIENOBAaHUs, TMOAMHCAHUE 3aKIIOYEHUN
YCUJIEHHBIMU KBATU(PUIIMPOBAHHBIMU AJIEKTPOHHBIMH MOIUCIMH U HAMIPaBJICHUE JaHHBIX 3aKIIOYCHU B
JUYHBIA KaOWHET YIOJTHOMOYECHHOTO (peepaibHOTO OpraHa MCIOJHUTEIILHON BIIACTH B €IMHOW CUCTEME
OCYIIECTBISIIOTCS B CPOK, HE MPEBBIIMIAOIMIMN JBagaTH NATH pabouux IHEH co JHSA HampaBieHHs B
JUYHBIA KaOWHET SKCHEPTHOIO YUYPEXKIEHUS B E€IUHOM CHCTEME 3aJaHus yHOJHOMOYEHHOTO
benepanbHOro OpraHa UCHOTHUTENLHOM BIACTH C MPUTIOKEHUEM TOKYMEHTOB, YKa3aHHBIX B MyHKTax 3,
4, 10, 11 u 11.1 gactu 2 HacTOSIIEH CTaThU, M HAIPABJIICHUS B JIMYHBIA KaOWHET COBETA IO ITHUKE B
€IMHON cHucTeMe 3a/JlaHusd YIOJIHOMOYEHHOro (enepaabHOr0 oOpraHa HWCHOJHUTENIBHON BIACTH C
MIPUJIOKEHNUEM JJOKYMEHTOB, YKa3aHHBIX B ITyHKTaxX 3 - 6 1 9 yacTu 2 HacTOAIIEH CTaThy.

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

7. B cpok, He MpeBBINAIOIIMNA TpeX padouMx JHEH CO JHS HANpaBJICHHUS B JUYHBIA KaOWHET
YIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa HCIOJIHUTEIBHONW BIACTH B €IMHON cHUCTEME 3aKIIOYeHHH,
YKa3aHHBIX B 4YacTH 6 HACTOSIIEH CTaThbH, YIOJTHOMOYEHHBIM (eaepaiabHblii OpraH HUCIOTHUTEIBHOU
BJIACTH:

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

1) ocy1iecTBIsET OLIEHKY MOCTYMUBIIMX 3aKIIOUEHUH JIJIs1 ONIPeIeJICHHs] UX COOTBETCTBHS 33IaHUSM
Ha MIPOBEICHNE COOTBETCTBYIOIIMX IKCIIEPTH3;

2) mpUHUMaeT pelleHHe O BbIJaue pas3pelleHus Ha MpPOBEIEHUE KIMHUYECKOTO HCCIIe0BAHUs
JICKApCTBCHHOT'O IMperiaparta AJid MCAUIIUHCKOIr0 NpUMEHCHHA, BHOCUT B PECCTP BBIAAHHBIX pa3pemeHI/H>'1
Ha TMPOBEJCHME KJIMHUYECKMX MCCIEJOBAHUN JIEKapCTBEHHOIO Ipernapara COOTBETCTBYIOILYIO
MH(OPMALIMI0O U HaIpaBiIeT IMOCPEIACTBOM €IUHOrO IopTaja 3asBUTENI0 WJIM B JIMYHBIA KaOMHET
3asBUTEJNIS B €IMHOM CUCTEME BBIIMCKY U3 pEecTpa BbIIAHHBIX Pa3pelleHnii Ha MPOBEACHNE KIMHUYECKUX
WCCIIC/IOBAaHUIA  JICKQPCTBEHHOTO  TIpenapaTta, MOMMUCAHHYK YCWJICHHOHW  KBaJH(HIIMPOBAHHOMN
3JIEKTPOHHON TOAMHCHIO;

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

3) mpuHHMMaeT pemieHHe 00 OTKa3e B BbIJaYe pa3pelieHHs Ha MPOBEICHUE KIMHUYECKOTO
MCCIICTIOBAHMS JICKApPCTBEHHOTO TperapaTa ik MEIUIIMHCKOTO TPUMEHEHHS M HAIIPABIIIET MTOCPEICTBOM
€IMHOTO TMOopTaja 3asgBUTENIO WU B JIMYHBIA KaOWHET 3asSBUTENS B €IUHOW CHCTEME JIAHHOE pEIICHHE,
MOJANKCAHHOE YCUJIEHHOW KBAIU(PUIIMPOBAHHON 3JIEKTPOHHOM MOJMHCHIO, C YKa3aHWEM IIPUYUH OTKa3a.
(m. 3 B pen. @enepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)
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8. OcHOBaHHUEM IJIs1 OTKa3a B BbIAA4YE€ Pas3spCllICHUA Ha IMPOBEACHHUE KIMHHUYECKOI'O HMCCICIOBAHUA
JICKApCTBCHHOT'O IIpfriapara i1 MCAUITUHCKOIO NPpUMCHCHUA ABJIACTCA HAJIMYUC 3aKIIIOYCHHUA KOMUCCHU
OKCIIEPTOB MJIM 3aKIO4YCHHSA COBETa II0 3THKE O HEBO3MOXHOCTH IIPOBCACHHUA KIMHHYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O TIIpfniapara JiI MCIULOUHCKOTO IMPUMCHCHUA IO PE3yJibTaTaM
IMPOBCACHHBIX SKCIIEPTU3, IPEAYCMOTPECHHBIX YaCThIO 6 HaCTOﬂH_[eﬁ CTaThbH.

9. Pemenne 00 OTKa3e B MPOBEACHUM AKCHEPTH3BI JOKYMEHTOB JUIS MOJTYYEHHUs pa3pelieHus Ha
IIPOBE/IEHUE KIIMHUYECKOr0 MCCIEeI0BaHMs JIEKAPCTBEHHOr0 Ipernapara Ui MeIUIUHCKOIO IPUMEHEHUS
U ITUYECKON S3KCHEPTU3bl M B BblJAu€ pPAa3peLICHUs HAa IPOBEIEHUE KIMHMYECKOIO HCCIEAOBAHUS
JIEKapCTBEHHOI'0 IpernapaTa [yl MEAMLUHCKOrO MPUMEHEHHs MOXXET ObIThb 00KaJIoBaHO B IOPSIIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccuniickoit denepanuu.

[Ipumeuanwue.
[Tonoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-®3), xacaromuecs: MPeAOCTABICHUS TOC. YCIYyT
MOCPEJCTBOM €IMHOM cuctembl, mpumensitoTcs ¢ 01.01.2026.

Cratbsa 39.1. 3Tnyeckas akcnepTusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MMPOBOAUTCA COBETOM I10 3THUKE, CO3JJAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIOJHOMOYCHHBIM Q)enepaanHM OpraHomM HUCIIOJIHUTEIbHOM BJIaCTH, B LC/IX BbIAA4YM 3aKJIIFOYCHUA 00
STHYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBEACHUA KIIMHUYCCKOTIO MCCIICAOBAHUSA JICKAPCTBECHHOI'O
npenapara i MCIUIUHCKOTO IIPUMCHCHH .

2. DKcrepTaMu COBETA M0 TUKE MOTYT OBITh MPEACTABUTENN METUIIMHCKUX OPTaHU3aIIUNA, HAYIHBIX
opraHm3aiuii, 00pa30BaTeNbHBIX OpPraHM3AIMi BBICIIETO OOpa30BaHMs, a TaKXKe NPEICTaBUTENN
OOIIIECTBEHHBIX OpTraHU3AIlNi, PEJIMTUO3HBIX OPraHU3alUi M CPEJCTB MacCOBOM MH(popManuu. J[aHHBIE
OKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHCHUMOCTH OT Pa3paOOTYHMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYTUX JIUI], 3aUHTEPECOBAHHBIX B PE3YJbTATaX 3THUYECKON IKCIIEPTU3BI.

3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYLIECTBIISIETCS Ha OCHOBAaHMM JIOIOBODA,
3aKJIFOYEHHOTO MEX]y YIMOJIHOMOYEHHBIM (heiepaabHbIM OPraHOM MCIIOJIHUTEIBHON BIACTH, KOTOPBHIM
CO3JIaH COBET IO 3TUKE, M OKCIEPTOM COBETa IO OSTHKE, 3a CYeT OIOPKETHBIX aCCHUTHOBAHMUH,
MIPEyCMOTPEHHBIX YIOJHOMOYEHHOMY (peliepaqbHOMY OpraHy HCIOJIHUTEIbHOW BIACTH, KOTOPBIM
CO3JIaH COBET MO 3THKE, B (elepanrbHOM OIOKeTe Ha COOTBETCTBYIOIIMH IO/ Ha OOecreueHHe ero
NEesATEIbHOCTH, B pa3Mepax, ycraHoBleHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. DKcrnepThl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparuu.

4.1. Tlpu mpoBenEeHUU ATHUYECKOW SKCIEPTH3bI HE MAOIMYCKAeTCs HCTPeOOBaHHE JKCIEPTOM Yy
3asBUTENS JTMOO WHBIX JIMIl MaTepUaNOB, HEOOXOAMMBIX I MPOBEACHHUS 3THUYECKOW IKCIEpTH3bl. B
clly4ae HEIOCTaTOYHOCTH MPEICTABICHHBIX JKCIEPTYy MAaTepUATIOB B JIMUHBIM KAaOWHET 3asBUTENS B
€IMHON CHCTEME YIOJIHOMOYEHHBIM JIMIIOM COBETA IO ATHUKE HAMpPaBJSETCS 3alpoc O MPEICTABICHUU
HEO0OXOUMBIX MaTEPHUAJIOB, MOJMUCAHHBIN PYKOBOAUTEEM (YIIOJIHOMOUYEHHBIM JTUI[OM) COBETA IO ITHUKE
C WCTOJIb30BAaHUEM YCHJICHHOW KBATU(PUIIMPOBAHHOW AJICKTPOHHOW TMOMANKCH, a TaK)Ke HaIpaBiIsSeTCs
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yBeZOMJICHHE 00 YKa3aHHOM 3alpoce B JUYHBIH KaOMHET YHOJHOMOYEHHOTO ¢eaepanibHOro opraHa
WCIIOJTHUTEJIbHOW BJIACTU B €JUHOM CUCTEME.
(dactp 4.1 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asBurenb 00s53aH HAMPABUTh B JIMYHBIA KAOWHET COBETa MO JITHKE B CIUHOW CUCTEME
MOJANUCAHHBIA  YCUJICHHOM KBaTU(UUMPOBAHHOM SJIEKTPOHHOM MOJMNKHCHIO OTBET Ha 3alpoc O
IIPEJICTAaBICHUY HEOOXOJUMBIX MaTepHaJIOB COBETY IO ATHKE B CPOK, HE IMPEBBILAIOLINN JEBSIHOCTA
pabounx AHEH cO AHA TONY4YeHHsS] COBETOM II0 JTHKE DJIEKTPOHHOTO YBEIOMIICHUS O TMOIYYCHHH
3asBUTEJIEM YKa3aHHOTO 3ampoca. BpeMsi co IHS HalpaBlIEHHs COBETOM IO 3TUKE B JIMUHBIA KaOWHET
3asBUTENII B €IUHOM CcHUCTEME 3ampoca O TMPEICTaBICHUHM HEOOXOJUMBIX MaTepuaioB [0 JHA
HaNpaBJICHUS 3asiBUTEJIEM B JIMYHBIN KaOMHET COBETa IO ATHKE B €AMHON CHCTEME OTBETa Ha yKa3aHHBIN
3arpoc HE YYUTHIBACTCS MIPU UCYUCIICHUU CPOKA MPOBEACHUS STUUECKON IKCIEPTU3HIL.

(uacTb 4.2 BBeeHa PenepanbHbIM 3ak0HOM 0T 30.01.2024 N 1-D3)

5. CocTaB COBETa MO ATUKE, MOJOKEHHE 00 ATOM COBETE, MOPSIO0K €ro ACATEIbHOCTH, TPEOOBAHUS K
KBUTM(DHUKAIIMH | OIBITY PA0OTHI IO SKCIIEPTHOMW OIEHKE HAYYHBIX, MEIUIIMHCKUX H 3TUICCKUX ACTICKTOB
KJIMHUYECKUX  HCCIEIOBAHMN  JICKAPCTBEHHBIX IpEenapaTtoB I MEIUIIMHCKOTO IMPUMEHEHHS,
NPEIBbABISIEMbIE K JKCIEPTAM COBETA MO 3THKE, MOPAJOK OpPraHu3alld W MPOBEICHHUS ITUYECKOU
SKCIEePTU3bL, (hOpMa 3aKITIOUYEHUS COBETA MO STUKE YCTAHABIMBAIOTCA YIOJIHOMOYEHHBIM (helepaabHbIM
OpPraHoM MCIOJIHUTEIbHONW BJIACTH. YMCIIO MNpencTaBUTENEd MEAUUMHCKAX OPraHU3alMil HE MOXKET
MPEBBILIATH MOJOBUHY OT OOIIETO YHCIIa HIKCIIEPTOB COBETA MO STUKE.

6. Uudopmanus o cocraBe coBeTa IO 3THKE, IJIaHAX €ro pabOThl M TEKyLIeH HEATeIbHOCTH
pasmerniaercs Ha OQUIMAIBLHOM CalTe YIOJHOMOYEHHOTO (heAepalbHOTO OpraHa MCIOJIHUTEIbHON
BJacTH B ceTu "MIHTepHET" B yCTaHOBJIEHHOM UM MOPSAIKE.

[Ipumeyanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIOCTaBIECHUS TOC. YCIYT
IIOCPEACTBOM €AMHOM cucTeMbl, npumenstorcs ¢ 01.01.2026.

Cratbsa 40. lNpoBeageHne KNMHUYECKOro UCCenoBaHUA NEeKapCTBEHHOro npenapara
AnA MeaAULUHCKOro npuMeHeHus

1. PykoBoauTenp MEIMUIMHCKON OpraHU3alMM, KOTOpas MPOBOJMUT KIMHUYECKOE HCCIEI0BAHUE
JIEKApCTBEHHOTO0  TIpermapara s  MEIUIMHCKOTO  TNPUMEHEHHs, Ha3HauaeT  MCCIeqoBaTes,
OTBETCTBEHHOTO 3a TMPOBEACHHWE TAaKOro HCCIENOBAHUS W HMEIOLIEro Je4eOHYI0 CHelHalbHOCTD,
COOTBETCTBYIOIIYIO TMPOBOJAMMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JICKAPCTBEHHOTO Iperapara, co
CTakeM paboThl MO MpOrpaMMaM KIMHUYECKUX HMCCIEIOBAHUN JIEKaApCTBEHHBIX IMpENapaTOB HE MEHee
YyeM TpU roja M IO €ro MPEeaoKEHUIO0 Ha3HA4aeT COUCCIENOBATeNIe W3 4Yuciia Bpayed H3Tou
MEIULIUHCKON OpraHu3aIuu.

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

2. HccnenoBarenb OCYHICCTBIIACT BB160p MNanuceHTOB, KOTOPBIC IO MCIAUIHWHCKUM IIOKA3aHUAIM
MOTYT OBITH MOPHUBJICYCHBI K YYaCTHUIO B KIIMHUYCCKOM HMCCICAOBAHUU JICKAPCTBCHHOTO IIpfriapara IJId
MCIUITUHCKOI'O IPUMCHCHUS.

3. HccnemoBarenb W COMCCIENOBATENM JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJIbTaTaMH
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JOKIIMHUYCCKOI'O HucciaIeca0BaHus JICKaApCTBCHHOI'O Cpe€acTBa, COACpKAIUMUCA B 6pom10pe
HCCIICA0BATCIIA, NPOCKTOM IPOTOKOJA KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIHUHCKOI'0O IIPpUMCHCHUS, pa3pa6OTaHHBIM pa3pa60T‘lI/IKOM JICKAPCTBCHHOT'O IIpfIriapaTta HWJIWM HHBIM
OPUIUYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpTraHu3allii IMIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JEKApCTBEHHOI'O IIp€rapara I MCEIUIMHCKOro IMPpHUMEHCHUA, W APYTUMH MaTc€pualaMHl TaKoro
HUCCICIOBAaHU.

3.1. PykoBonuTens MEIMIIMHCKON OpPTaHHW3aIlii B CPOK, HE MPEBHIIAOIINN TpeX padouux THEH Cco
JIHSL Hayaja MPOBEACHUS KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO Ipernapara Jjisi MEIUIIMHCKOTO
MIPUMEHEHHUsI, co00IaeT 00 3TOM B YIOJTHOMOUYEHHBIN (eaepalbHbIi OpraH HCIIOTHUTEIBHOW BIIACTH,
BBIIABIIINI pa3pelIcHUe Ha IPOBEJCHIE TAKOTO UCCIICIOBAHMSI, [0 YCTAaHOBICHHOW UM (hopMe.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBISIOIIME OPraHU3aLUI0 IPOBEACHHS KIMHUYECKOTO HCCIECI0BaHMS
JIEKapCTBEHHOI'O IIpernapaTta Uil MEIMLUHCKOIO IPUMEHEHHs W yKa3aHHble B 4acTH 3 CTarbu 38
Hacrosero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHS M3MEHEHUH B IPOTOKOI
KJIMHUYECKOI'0 MCCJIE0BAHUS JIEKAPCTBEHHOI'O Ipernapara JUisi MEJAULMHCKOrO MPUMEHEHUS COOOIA0T
00 3TOM B YIIOJIHOMOYEHHBIH (hesiepaibHbIi OpraH UCTIOHUTEFHON BIIACTH, BBIIABIINMA pa3pelieHre Ha
IIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. CDopMa COO6H.[CHI/ISI O BHECEHMHM H3MCHCHUH B IIPOTOKOJI KIMHHYCCKOI'0O HCCICAOBAHUA
JICKApCTBCHHOTO IIperiapara A1 MCAUIIUHCKOIO IPUMCHCHUA JOJKHA COACPIKATE CIICAYIOINEC CBCACHUA!

1) HauMeHOBaHKE, HICHTU(PUKAIIMOHHBIN HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIEAOBAHUS;
2) nata BHECEHUsI N'3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMMEHOBaHUE OpraHU3allMU, NPUBJICYEHHON pa3pabOTUMKOM JIEKAPCTBEHHOI'O Ipenapara K
OpraHU3aIMK POBEACHUS KIMHUYECKOT0 UCCIIe0BaHus (IIPU HAIMYHN);

5) HaAaUMMCHOBAHUA M MECTa HaAXOXIACHHA MCIHUIHMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIMHUYCCKOC NCCIICIJOBAHUC,

6) narta BBIJAYM pa3pelIeHHs Ha IMPOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS M HOMEP 3TOrO
paspelieHus;

7) ©3MEHEeHUs, BHOCUMBbIE B POTOKOJI KIMHUYECKOTO UCCIIEIOBAHUS.
(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBblIaonuil ABaALAaTH BOCBbMHU pabOyuX JTHEH CO JIHS MOJyYeHHUs YKa3aHHOTO B
yacTH 4 HacToAlIed CTaTbU COOOIICHHUS, YHNOJHOMOYEHHBIM (efepalbHblii OpraH HCIOJHUTEIbHON
BJIACTH PacCMaTPUBAET 3TO COOOIIEHHE B YCTAHOBJICHHOM MM IMOPSJIKE U TNPUHUMAET pEIIeHHE O
BHECEHUM W3MEHEHHHM B IIPOTOKOJ KJIMHUYECKOIO HCCIIEIOBAaHUs JIEKAPCTBEHHOIO IIpenapara Uit
MEIUIIMHCKOTO MPUMEHEHUS WM 00 OTKa3e BO BHECEHMM TAKUX M3MEHEHH, MOJMMCAHHOE yCUJIEHHOU
KBaJIM(HUIUPOBAHHONW 3JIEKTPOHHOW TMOAIMUCHIO, TIOCPEJCTBOM HANpaBJIEHUS COOTBETCTBYIOILETO
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pelieHrs B JMYHBIA KaOWHET 3asBUTENS B eQuHOW cucrteme. [Ipu paccMoTpeHUM COOOIICHHS O
HEOOXOUMOCTH BHECCHHS] W3MCHEHHUU B MPOTOKOJ KIMHHYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO
mnpemnapata JJis MEIUWLUUHCKOTO MPUMEHEHHs B LEISIX OLEHKHM OOOCHOBAaHHOCTH MpeAJiaraeéMbIX
W3MEHEHUN U ONpE/eNICHUs CTENEeHH PHUCKA JUIsl MAlMEHTOB, MPUHUMAIOIIUX y4YacTHE B KIMHUYECKHUX
UCCIICIOBAHMX, YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM  HCIOJHUTEIBHOW BJIACTH  MOTYT
MIPUBJIEKATHCS KCIIEPTHI COBETA MO 3TUKE U (WJIM) IKCIIEPThI SKCIEPTHOTO YUPEKICHUSI.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-®3)

6. KimHnueckoe wuccienoBaHue JIEKapCTBEHHOIO IIpernapaTta s MEIUUUHCKOTO IPUMEHEHUs
MOKET OBITh MPHOCTAHOBJIEHO WM MPEKpalIeHO, €ClId B Ipollecce €ro IpoBeleHHs OOHapy)KeHa
ONACHOCTH IS KU3HM, 310POBbS ITALIUEHTOB. B cilyyae BOSHUKHOBEHUS OIIACHOCTH JUIS KU3HHU, 3710POBbS
MAalMEHTa, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEJOBaHUM JIEKAPCTBEHHOrO Mpernapara s
MEIUIMHCKOTO TPUMEHEHHUs, HMCCIIEeNOBaTeNM 005M3aHbl MPOMH(DOPMUPOBATH 00 3TOM PYKOBOJIUTEIS
MEIULUMHCKOM OpraHu3aldd W OpPraHUu3alUio, [OJYYUBIIYK pa3pelieHHe  YMOJIHOMOYEHHOIO
benepanbHOrO OpraHa HCIOJHUTENBPHOW BIACTH HAa OPraHU3alUI0 TPOBEACHHUS KIMHUYECKOTO
HCCIIE0BaHMS JIEKAPCTBEHHOTO Ipenapara. Pemenue o npruocTaHOBICHUN KIMHUYECKOTO UCCIEA0OBaHUS
JIEKAPCTBEHHOI'O Ipernapara sl MEAUIIMHCKOIO IPUMEHEHHsI IPUHUMAKT PYKOBOJUTEIb MEIULIUHCKOU
OpraHu3aiuy 1 (Wiu) OpraHu3aiius, MoTy4duBIIas pa3pelieHue yIoIHOMOYEHHOTo (enepaabHOro oprana
VCIIOJIHUTEJIBHOM BJIACTH HA OPraHM3alUI0 IIPOBENCHMS KIMHUYECKOTO HMCCIENOBAaHUS JIEKAPCTBEHHOI'O
npenapara Juisi MEIULMHCKOTO TPUMEHEHUs, pEeUIeHWE O NPEeKpalleHMH TaKoro HCCIeqoBaHus
MPUHUMAET YIOJTHOMOYECHHBIN (heiepabHbIii OpraH HCIOTHUTEIHHOMN BIACTH HA OCHOBAaHUU COOOIECHUS
B IHCHBMEHHOW (opMe PYKOBOIUTENS METUIIMHCKOM OpraHu3allid WIM OpraHu3anus, MOJy4YHBIIAs
paspelieHne yMoJIHOMOYEHHOTO (eepabHOr0 OpraHa HCIIOJHUTENFHOW BJIACTH HAa OPTaHU3AIUI0
MIPOBEACHUS KIIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara Jjisi MEAUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He TPEBBIMIAIIINN MATH padounX THEH CO JTHS 3aBEPIICHUS], MPUOCTAHOBJICHUS HIN
IIPEKPALLEHUS]  KJIMHUYECKOTO  HMCCIEJOBAHMs JIEKapCTBEHHOTO Ipemapara Uil  MEAMIIMHCKOIO
MIPUMEHEHHUs, CO00IIeHne 00 3TOM HampaBiseTCs] OpraHU3alMsIMU, YKa3aHHBIMM B 4acTH 3 crartbu 38
Hacrosero dexepaibHOro 3aKoHa, B YIIOJIHOMOUYEHHBIN (e/iepanbHblil OpraH UCIIOJIHUTELHON BIACTH
10 YCTaHOBJIEHHON UM (opMme.

8. CDopMa COO6H.[CHI/I${ O 3aBCpIICHHHU, IMPUOCTAHOBIICHUHU WU MNPCKpAICHUNU KIIMHHUYCCKOI'O
HCCICO0BaHM JICKAPCTBCHHOI'O NIpcriapaTta AJid MEAUIUHCKOTO IIPUMCHCHUA JOJIKHA COACPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPraHU3alMH WM MEIUIIMHCKUX OPTaHH3aIUsIX, MPOBOIUBIINX
JIAaHHOE MCCIIEI0OBAHUE;

2) OIMMCAHUEC JaHHOT'O UCCIICAOBAHMAA,

3) manHbIe HccuenoBarens ((pamMuiIus, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMas JOHKHOCTD,
CHEIHMAbHOCTh, CTaX paboOThl MO MporpaMMaM KIMHHYECKUX HCCIEAOBAHUN JIEKApPCTBEHHBIX
MpermapaToB, IEpPeYeHb KIMHUYECKHX WCCICAOBAHUNA JICKAPCTBEHHBIX IIPErapaToB, B KOTOPBIX OH
MpUHUMAN yyacTre (IEpUOAbl YUacTHs) B KAUeCTBE UCCIEA0BATENS HIIM COUCCIIEIOBATENSA);

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

4) PE3yJabTaT JAHHOT'O MCCICIOBAHUA (SaBepI_HCHI/IC, MPUOCTAHOBJICHUEC WM NPCKPAIICHUEC JAHHOTO
HCCIICOOBAaHMA C YKAa3aHUEM UX IMPUYXH U BJIWAHHA HAa OLUCHKY €ro pe3yJIbTaTOB, O6H1y10 OIICHKY pHUCKa U
OX(HH&CMOﬁ MOoJIb3bI OT IMPUMCHCHUA HCCICAYEMOI'O JICKAPCTBCHHOI'O IIpfriapara, a TaKikKe
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npeArnoaracMbie JaabHEHIINE TeHCTBUA).

8.1. Ilpu BbIsSIBICHUH (QeAepATbHBIM OPraHOM HWCIOJHUTEIBHON BIACTH, OCYIICCTBISIONUM
(GYHKIMU 10 KOHTPOJII0O M HAa30py B cdepe 3apaBOOXpaHCHHs, HAPYIICHWH MpaBWII HaJUICKAIICH
KIIMHUYECKOW TPAKTHKU TPU TPOBEIACHUH KIMHUYECKOTO HCCICIOBAHMS JIEKAPCTBEHHOIO Iperapara,
BJIMSIFOINMX Ha IOJIHOTY W (WMJIHM) JOCTOBEPHOCTH JIAaHHOTO KIIMHUYECKOTO HCCIICOBaHUS, yKa3aHHBIN
(bel[epaJIBHbe/'I opran HCHOJIHUTEIBHON BJIACTU MMPUOCTAHABIMUBACT MPOBCACHUC NAHHOTO KIIMHHUYCCKOI'O
WCCIIC/IOBAaHMSI M BBIHOCUT MEIAMIIMHCKOW OpraHM3allid, B KOTOPOW MPOBOIUTCS TAHHOE KIMHUYECKOE
UCCIIeIOBAaHKE, TMpeanucaHue o0 YCTpaHEHHHM BBIABICHHBIX HapymieHuil. [lpum HeycrpaneHuu
MEIUIIMHCKOW OpraHMW3alieil BBISABICHHBIX HApYIICHUH B YCTAHOBJICHHBIH B NPEINMHCAHUH CPOK
yKa3aHHBIA (enepanbHblii OpraH HCIOJHUTEIBHON BIIACTH NPUHUMAET pEIIeHHEe O MPEeKpalleHuu
MPOBEJICHUS] KIMHUYECKOTO HMCCIICOBAHUS JIGKAPCTBEHHOTO Mperapara M HamnpasisieT B (eiepalbHbIi
OpraH HCIIOJIHUTENbHON BJIACTH, OCYIIECTBISAIOIIMN (QYHKIUMM 1O BbIPaOOTKE U pealu3aluu
TOCYJJAPCTBCHHOM IMOJIMTUKH M HOPMATHUBHO-IIPABOBOMY PETYJIMPOBAHHIO B chepe 3apaBOOXpaHCHHS,
3aKJIIOYCHHUEC O BBIABJIICHHU IIPU MMPOBCACHHUU JAHHOI'O KIMHHUYCCKOI'0 MCCICAOBAHUA HapymeHI/Iﬁ IMpaBUI
Ha/IJIKAIIEH KIMHUYECKOW MPAKTHKH ISl IPHHATUS PEHICHUS 00 OTMEHE pa3pelieHusl Ha OPraHU3alHio
MMPOBCACHUA MJAHHOI'O0 KIMHHUYCCKOIO HMCCICAOBAHHA C OATbl NPUHATHUA PCIICHHA O IMPUOCTAHOBJIICHHUU
MIPOBEJICHUS KIIMHUYECKOTO UCCIICI0BaHUS JIEKAPCTBEHHOTO TIpenapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpm mpoBeneHMM KJIMHHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOrO IperapaTta s
MEIUIIMHCKOTO TIPUMEHEHHS B CIydae yTOYHEHHUs (M3MEHEHUs) JaHHBIX, COJAEPIKAIIMUXCS B pa3pelIeHUn
Ha MPOBEJACHUE JTAHHOTO KIMHUYECKOTO WCCIICIOBAaHWS, Ha OCHOBAaHMHM HANPABJICHHOTO B JIMYHBIN
KaOMHET YMOJHOMOYEHHOTO (elepayibHOTO OpraHa MCIOJHUTEIBHON BJIACTHU B E€IUHOM CHUCTEME
oOpartieHusi 3asiBUTENs, MOANKUCAHHOTO YCHUJICHHON KBaIM(UIIMPOBAHHON AIIEKTPOHHOW MOJIKUCKHIO, C
MPUJIOKEHHEM MOTHUBUPOBAHHOTO OOOCHOBAHHUS M JOKYMEHTOB, TMOJTBEPKIAIONINX HEOOXOIUMOCTh
YTOYHEHHs JIaHHBIX, YTOJHOMOYEHHBIH (enepanbHblii OpraH HCHOTHUTENbHOH BIACTH B CPOK, HE
MIPEBBIIAOIINI IBAAIIATH BOCBMH pa0OuMX JHEH CO JHS TOCTYIUIEHHS TaKOro OOpalleHus, BHOCUT
M3MEHEHUS B Pa3pelleHre Ha MPOBEICHNE KIMHUYECKOTO UCCIE0BAaHUs JIEKAPCTBEHHOTO Ipenapara s
MEIUIIMHCKOTO TIPUMEHEHUSI U PEeecTp BBUIAHHBIX pa3pelieHUuil Ha TMPOBEACHUE KIMHUYECKUX
WCCIIEIOBAaHUM JIEKQpCTBEHHBIX MpENapaToB, a TaK)Ke HaIpaBiseT B JHMYHBIM KaOWMHET 3asBUTENS B
€AMHOM CHCTEME BBIMMCKY W3 PEECTpa BBIJIAHHBIX pa3pelieHud Ha TMPOBEICHUE KIMHUYECKUX
WCCIIEIOBAaHUM  JICKAPCTBEHHBIX  MPENapaToB, TMOJIMUCAHHYIO YCUJICHHOW  KBaTU(UIIUPOBAHHOM
9JIEKTPOHHOU TOAMKCHIO, JIMOO MPUHUMAET pEelIeHre 00 OTKa3e BO BHECEHWU M3MEHEHUH B pa3pelleHue
Ha TMPOBEJCHUE KIMHUYECKOTO MCCIEOBAHUS JIEKAPCTBEHHOTO TMpernapata sl MEIUIMHCKOTO
MIPUMEHEHUSI U HAMPABIIAET B IMYHBIA KAOMHET 3asBUTEIIA B €IMHOW CHCTEME 3TO pellieHne, OANMMCAHHOE
YCUJIEHHOW KBaJIM(PUIIMPOBAHHOMN 2IIEKTPOHHOM MOAMKCHIO, C YKa3aHUEM MPUYHH OTKa3a.

(dactp 8.2 BBegeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYmnomnHoMoueHHBI (QenepalbHbIi OpraH WCIOTHUTEIBHOW BJIACTH OMYOJIHMKOBBIBAET U
pasMmemaer Ha CcBoeM oOQuUIHMaTbHOM caiTte B cetu "VHTepHET" COOOIIeHHEe O 3aBepIICHHH,
MIPUOCTAHOBIICHUH WJIM MPEKPAIICHUH KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Ipemnapara s
MCECOUIITUHCKOI'O HpI/IMeHeHI/ISI B CpOK, HEC HpeBBIHIaIOHII/Iﬁ IIATHU pa6oq1/1x )IHefI CO OHA €ro nonyquI/m, B
YCTaHOBJICHHOM UM TOPSKE.

10. YmomHoOMOYeHHBIN (enepanbHbIi OpPraH HCIOTHUTEIBHOM BIIACTH OCYIIECTBIISECT BEICHHE
peecTpa ucciaenoBareield, TpOBOASIIMX WK IPOBOJAUBIIMX KIMHUYECKUE UCCIIEN0BAaHUS JEKAPCTBEHHBIX
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[IpenaparoB A MEIUIMHCKOTO IPUMEHEHMs, B COOTBETCTBUHM C YTBEPXKIECHHBIMH WM IpaBWJIaMH U
pasMemaer ero Ha cBoeM OQHIMaIbHOM caiite B cetd "HHTepHET" B YCTaHOBJIEHHOM MM MOpSJIKE.
VYKazaHHBIN peecTp cOAEpPKUT UH(OPMALHIO, TPEyCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Oryer o pe3ynapTaTax KIMHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOrO IIpernapara Jis
MEIUIIMHCKOTO MPUMEHEHHS COCTABIIACTCS OPraHU3alMel, YKa3aHHOM B 4acTH 3 cTaTbu 38 HACTOSIIETO
denepanbHOTO 3aKOHA, W TMPEACTABISICTCS B YHOJIHOMOYEHHBIH (eaepanbHblii OpraH HCIOIHUTEIbHOM
BJIACTH, BBIJABUIMI PAa3pelICHUE Ha IPOBEIEHUE 3TOrO0 HCCIECJOBAHMS, B CPOK, HE IIPEBBIIAIOLINN
JBEHA/LIAaTH MECSLEB CO [JHS €ro 3aBEpIICHUs, IPUOCTAHOBJIEHUS WINM IPEKpALEHUs, B IOPSJIKE,
YCTaHOBJIEHHOM YIIOJJHOMOUYEHHBIM (peJiepaibHbIM OpPIraHOM UCIOJHUTEIbHOM BIACTH.

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

12. Hapymenue mnpaBuil HaJyulexkalledl KIMHUYECKOM MNpakTHKH, (anbcu(uKalus pe3ysibTaToB
KIIMHUYCCKOI'o HCCICAOBaHWA JICKAPCTBCHHOI'O Ipriapara Ajid MCAULIUHCKOTO HNPUMCHCHHA BJICKYT 3a
co00# OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHO/aTeNIbCTBOM Poccuiickoit deneparui.

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

13. Ilpu npoBeAeHNH KJIMHUYECKOTO UCCIIEIOBaHUS JIEKAPCTBEHHOTO TIpernapara Jijisi MEAUIIMHCKOTO
MIPUMECHECHHS JOITyCKaeTcsl 3a00p y MAIMEeHTOB OMOJIOTHYECKHX MaTepHalioB (00pa3ibl OMOJIOTHYSCKUX
KHUJKOCTEH, TKaHeH, CEKPeTOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YeNOBeKa, (U3HOIOTHUYECKUX H
MATOJIOTUICCKUX BBIJICIICHUI, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OWOTICHITHBIN MaTepua)
g ux uyueHus B Poccuiickoit @enepannu u (uin) 3a npegenamu Poccuiickoit @enepamuu.

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

14. Tlopsnok BBO3a B Poccuiickyro ®denepanuio u BbIBO3a 3a npenaenbl Poccuiickoit denepannu
OMOJIOTUUECKNX  MaTepuajoB, TOJYYCHHBIX TIPU MPOBEACHUH  KIMHUYECKOTO  HCCIEIOBaHUS
JICKapCTBEHHOI'0 IIperapara il MEIMIUHCKOrO IPUMEHEHUs, YycTaHaBiauBaercs [IpaBuTenbcTBOM
Poccuiickoit ®epepanuu.

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

Cratbsa 41. [JloroBop O NpoBeAeHUU KITMHMYECKOro uccrnenoBaHUA JNleKapCTBEHHOro
npenapara ans MeguuMHCKOro NnpuMeHeHus

1. Knunuyeckoe wuccieoBaHUE JIEKAapCTBEHHOIO TMperapara Uil MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEAECHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO
npenapara Juisi MEIUWIMHCKOTO TPUMEHEHMsI, 3aKII0YaeMbIM MEXIY OpTraHU3aluel, MOoTy4YuBIIeH
paspelieHrue ymnolIHOMOYEHHOro ¢efepanbHOr0 OpraHa HCIOJHUTENLHOM BIACTH Ha OPraHU3alUIo
MPOBEACHUST TAKOTO KCCIICIOBAHUSA, M MEIUIIMHCKON OpraHu3aluel, OCYIIECTBIISIIOIIEH MpOBeIeHNE
TaKOT0 UCCIIEIOBAHUS.

2. ZIOFOBOp O MPOBCACHHUHU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara i
MCIUIHUHCKOI'O IPUMCHCHUS JOJIZKCH COACPIKATD!:

1) ycnoBHs ¥ CPOKH MPOBEACHUS JAHHOTO UCCIIEIOBAHMUS;

2) OMpCACIICHUC OGIJ.ICfI CTOUMOCTH HpOTrpaMMbl JAaHHOT'O HUCCICAOBAHUA C YKAa3aHHUEM CYMMBI,
HpeHHaSHaanOHIeﬁCﬂ JJI BBITIJIAT UCCIICA0BATEISAM, COUCCIICA0BATCIISAM,
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3) ompenenenue (Gopmbl MPeACTaBICHUS Pe3yIbTaTOB JAHHOTO HCCIEAOBAaHUS B YIIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIIBHON BIIACTH.

CraTtbn 42. duHaHcoBoOe obecneyeHue KNMUHUYeECKoro nccnenoBaHus
JNIeKapCTBEHHOro npenapara ans MeguuUHCKOro NnpuMeHeHus

dunaHcoBoe oOecneyeHHe KIMHHYECKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIHUHCKOI'O IPUMCHCHUS OCYIICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OKOKETA;

2) cpeACTB OpraHM3aluii, NOJYYMBLIMX pa3pelleHHEe Ha OpraHu3alMI0 IPOBEIEHHUS JaHHOI'O
UCCIIE0BAaHMs, B COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEACHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoil denepanu HCTOUHUKOB.

Cratba 43. lpaBa nauMeHTOB, Yy4YacTBYHWLWUX B KIIMHUYECKOM UCCNeaoBaHUU
NeKapCTBEHHOro npenaparta ana MeauLUUMHCKOro NnpuMeHeHuns

1. VYyacrtue MMaguCHTOB B KIMHHUYCCKOM HCCICOAOBAHHMHU JICKAPCTBCHHOI'O IIpfIliapaTta aJiid
MCIUIHUHCKOI'O IPUMCHCHUS ABJIACTCS [[O6pOBOJII)HI)IM.

[Ipumeuanwue.
C 01.01.2026 B a63. 1 u. 2 ct. 43 BHOCsATCA u3meHeHus (O3 ot 30.01.2024 N 1-03). Cm. Oyayuryro
PEAAKIIHIO.

2. TlauueHT WM ero 3aKOHHBIA MpPEACTaBUTENb JOJDKEH ObITh MH()OPMHUpPOBAaH B NMUCHBMEHHOU
dopme:

1) O JICKapCTBCHHOM IIperiapare Mg MCIAUIHUHCKOro MNMPUMCHCHHA W CYIIHOCTH KIMHHUYCCKOTO
HCCIICAOBAaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) 0 6e30IacHOCTH JIEKapCTBEHHOTO IMpernapaTa il MEIUIIMHCKOTO MTPUMEHEHHUS, er0 OXKUIaeMOM
3¢ (HEeKTUBHOCTH M CTENIEHU PUCKa IS MAIUEHTa,

3) 00 YCIIOBUAX YUACTUA MALIUCHTA B KIIMHUYCCKOM HCCJICIOBAHUHU JICKAPCTBECHHOT'O IIpCriapara JJId
MCIUIUHCKOI'O IPUMCHCHU

4) 0 OCIM WM LOeIAX W MOPOAOJDKUTCIBHOCTH KIMHUYCCKOrO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara 1y MCIUIUHCKOTO IIPUMCHCHU S,

5) o JneHcCTBUSX NAalMEHTa B Cllyyae HENPEABUACHHBIX 3(QQPEKTOB BIUSHUS JIEKAPCTBEHHOI'O
rpenapara st MEJUIUHCKOr0 IIPUMEHEHNS Ha COCTOSTHUE €0 310POBbS;

6) 00 yCIOBHSIX 0053aTEILHOTO CTPAXOBAHUS )KU3HU, 3/I0POBbsI MAIMEHTA;

7) 0 TapaHTHUugax KOH(I)I/I,HCHI_II/I&]'ILHOCTI/I ydaCTusa TMaluCHTa B KIMHUYCCKOM HCCICAOBAHUN
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JICKApCTBCHHOI'O IIpIiiapaTta il MCAUIUHCKOT'O IIPUMCHCHUA.

[Ipumeuanue.
C 01.01.2026 4. 3 ct. 43 uznaraercst B HoBou penakiuu (D3 ot 30.01.2024 N 1-D3). Cm. Oyayrryro
penaKuuio.

3. HO6pOBOJ’IBHO€ corjraCu€ nmaiueHTa Ha y4aCcTUC B KIMHHUYECKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
npemnapara Mjis1 MCAUIHMHCKOrO IMPHUMCHCHUS IOATBCPIKAACTCA C€r0o IMMOAINMUMCBIO HIIM IMOAINUCBIO €To
3aKOHHOI'O IIPCACTaBUTCIIA HA I/IH(l)OpMaHI/IOHHOM JIUCTKC IIallUCHTA.

4, HaL[I/IeHT WIM €ro 3aKOHHBII OpeaACTaBUTCIIb HMCECT IPaBO OTKaA3aTbCd OT YYAaCTUA B
KIIMHUYCCKOM HMCCICAOBAHHWHN JICKAPCTBCHHOI'O IIpfIiapara AJd MCAUIHUHCKOI'O IIPUMCHCHHSA Ha JH000I
CTaguu MMPOBCACHUA TaKOI'0 UCCICAOBaHMA.

[Ipumeuanwue.
C 01.01.2026 B 4. 5 ct. 43 BHOCcsATcs usmeHenus (@3 or 30.01.2024 N 1-®3). Cm. Oyaymryio
PEAAKIIHIO.

5. TlpoBeneHne KIMHAYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO Npenapara Uil MEIUIIUHCKOTO
IPUMEHEHMS C YYacTUEM B KauecTBE MAIMEHTOB JeTel JOIMYCKaeTCsl TOJIBKO C COIIacusi B MUCbMEHHOMN
dopme ux poaurenei, ycplHOBHUTENEH. JleTH MOTyT paccMaTpuBaThCsl B KAa4eCTBE IMOTEHIIMAIBHBIX
HAIMEHTOB TAKOI'0 UCCIEI0BaHUs, TOJIBKO €CIHM €ro MPOBEACHNE HE00X0AUMO [T YKPEIJICHUS 3/10pPOBbs
neTel Wi Npo(UIaKTUKA WHPEKITMOHHBIX 3a00Je€BaHUN B JIETCKOM BO3pAcTe JHOO0 €CNIU IEeNbI0 TAKOTro
HCCIIEIOBAHMSI SIBJIIETCS TOTY4YEHUE JaHHBIX O HaWIydlleld JO3MPOBKE JIEKAPCTBEHHOIO IMperapara s
JedeHusl JaeTeil. B aTHX cilydasx TakoMy HCCIEIOBAHUIO JOJDKHO NPEAIMIECTBOBATh KIMHUYECKOE
HCCIIeIOBAaHUE JIEKAPCTBEHHOIO TMpernapara Uil MEIUIMHCKOIO MPUMEHEHHS Ha COBEPIICHHOJETHUX
rpaXaaHax, 3a HWCKIIOYEHHWEM CIydyaeB, €CIIM HWCCIEAYyeMbI JIeKapCTBEHHBIM TpenapaTr s
MEIULUHCKOTO IpUMEHEHHUs npeaHa3HaYeH UCKJTFOUUTENIEHO ISt HCIOJIb30BaHUS
HECOBEPIICHHOJIETHIMH TPaKJaHAMHU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeT051 MMPOBCACHUEC KIIMHHUYECKOTO MCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS C YUACTUCM B KAUYCCTBC MMAITUCHTOB!

1) nereli-cupoT U eTeil, ocTaBIIUXCs 0€3 MONeUYeHNs poIUTeNeH;

2) SKEHIIMH B TmepuoJ OepeMEHHOCTH, JKEHIIMH B MEpPHUOJA TPYJHOrO BCKAPMIIMBAHUS, 32
UCKIIIOYEHUEM CIIy4aeB, €CIM IPOBOJUTCS KIMHUYECKOE HCCIENOBAaHUE JIEKapCTBEHHOTO IIperapara,
NpeJHa3HAUYCHHOTO JUIsl YKA3aHHBIX KCHIUH, IPU YCIOBUU HEOOXOJMMOCTHU MOJIY4YeHHs MHPOpMALUU
TOJIBKO BO BpEMs MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIECIOBAaHUNA WM NPUHATUSA BCEX
HEOOXO/JMMBIX MEp IO HCKIIOUEHHUIO0 pHCKa HAaHECeHHMs Bpela >KEHIIMHE B TMepHoJ]] OepeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOy WU PEOCHKY;

3) BOEHHOCIY’)KallMX, 3a HUCKIOYEHHEM CIIy4aeB IMPOBEACHMUS KIMHUYECKOIO MCCIEI0BaHUs
JIEKapCTBEHHOI'0 Ipernapara, CIEeNHaJbHO pa3pabOTaHHOTO [Js NPUMEHEHHUS B YCJIOBHUSX BOEHHBIX
JEeWCTBUHM, 4Ype3BbIUANHBIX CHUTyallMid, NpPOPUIAKTHKM U JiedeHus 3a00JieBaHUM U TMOpaXeHUuH,
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MOJIyYEHHBIX B  pe3yJibTaTe€ BO3JCHCTBUS  HEOJAroNmpUATHBIX  XUMHUYECKUX, OHOJIOTMYECKHUX,
paauanuoHHBIX (QakTopoB. KiMHUYECKOE HCCIIEIOBAHHE TAKOTO JIGKAPCTBEHHOTO Ipernapara MOXKET
IIPOBOJUTHCS C yYACTUEM B KaU€CTBE MTALIMEHTOB BOCHHOCIIYKAILKX, 3a UCKJIIFOYEHUEM BOCHHOCIYXKalUX,
MIPOXOJISAIINX BOCHHYIO CITY)KOY IO TIPU3BIBY, C COOMIOICHUEM TPeOOBaHM, YCTAHOBICHHBIX HACTOSIIUM
®enepanbHbIM 3aKOHOM B OTHOILIEHUH I'PAXIAHCKUX JIULL;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIILHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HaKa3aHUE B MECTax JIMIIEHUS CBOOOJBI, & TAKXKE JIUI, HAXOAITUXCS IO
CTpa)Ked B CIEJCTBEHHBIX M30JIATOPaX.

[Ipumeuanwue.
C 01.01.2026 B 4. 7 ct. 43 BHOCcsATcs usmeHenus (@3 or 30.01.2024 N 1-®3). Cm. Oyaymryio
PEAAKIIHIO.

7. JlomyckaeTcs IpOBEJCHHE KIMHUYECKOIO HCCIEAOBAaHMUs JIEKAPCTBEHHOIO IIpernapara s
MEIULUHCKOTO MPUMEHEHHUs], TpeTHa3HAuE€HHOI 0 JJIsl JISYEHUs ICUXUYECKUX 3a00JIeBaHuM, C y4acTHEM B
KAauecTBE MAL[MEHTOB JIUI C ICUXUYECKUMHU 3a00JI€BaHUSIMU, IPU3HAHHBIX HEJEECIIOCOOHBIMU B MOPSJIKE,
YCTQHOBJICHHOM  3aKkoHojareiabcTBOM  Poccuiickoit  ®enepanmu. KinuHuueckoe — wuccrienoBaHue
JICKApCTBEHHOTO TpenapaTa B 3TOM Cllydae MPOBOJUTCS MPH HAJMYUU COTJIACHsS B MHCbMEHHOU (hopme
3aKOHHBIX [IPEJCTaBUTENEN YKa3aHHBIX JIULI.

Ctatbsns 44. OO6sszaTenbHoOe CTpaxoBaHME XXU3HU, 300pPOBbS  NaUMEHTa,
yyacTByrLWEero B KINMHUYECKOM MUCCNefoBaHUM JeKapCTBEHHOro npenapara Ans
MeAULMHCKOro npuMeHeHus

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. OpraHI/BaHI/Iﬂ, noJiyuynBIIasaA pa3pCliCHUC Ha OpraHHu3alrui0 MPOBCACHUA KIMHUYCCKOTO
HUCCIICOO0BaHUA JICKAPCTBCHHOI'0 IIpfrapara ajd MCECAUIUHCKOIO IPUMCHCHUA, 0o0s3aHa B KadecTBE
CTpaxoBaTCJIsl CTPaxoBaTb PHUCK IMPUYUHCHUSA BpEAa KU3HU, 3I0POBBIO IMAlMCHTA B PE3YJIbTATC
MPOBCACHUA KIIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOI'O IMperiaparta A MEAUIUHCKOTO IMTPUMCHCHUA
3a CBOM CUeT IMMyTEM 3aKIIFOYCHHA JOTOBOpA 00513aTeNBHOTO CTpaxOBaHUH.

2. OOBexkToM 0053aTeTBbHOTO CTPAaXOBAaHUS SIBISIETCS MMYIIECTBEHHBI HWHTEpEC IalleHTa,
CBSI3aHHBIN C MPUUYMHEHUEM BpeJa €ro >KU3HU WU 37J0POBBIO B pe3yJIbTaTe MPOBEIEHHS KIMHUYECKOTO
WCCIIEIOBAHMSI JICKAPCTBEHHOTO Tperapara JJisi METUIITHCKOTO TIPUMEHEHUSI.

3. CTpaxoBbIM CIIyyaeM IO JOTOBOPY 00S3aTEIBHOIO CTPAXOBAHUS SBJSETCS CMEPTh MAIlMEHTa WK
YXyZIIEHUE ero 310pOBbs, B TOM YHCIIE BIEKYIllee 3a COOON yCTaHOBJICHHE MHBAIUIHOCTHU, IPU HATMYUH
NPUYMHHO-CJIEICTBEHHON CBSI3M MEXJAy HACTYIUIGHHEM 3TOro cOOBITUS M YYacTHeM IMalleHTa B
KIIMHUYECKOM HCCIIeI0BAaHUH JIEKAPCTBEHHOTO IIpenapara.

4, TpC6OBaHI/I$I 0 BO3MCHICHUWHU BpCld, MNPUYUHCHHOI'O JKWU3HW WKW 3J0OPOBBIO ITallUCHTA,
MPEABABIAIOTCA B TCUCHHUEC CpPOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOAAaTCIIbCTBOM.
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5. Pa3Mep CTanOBOﬁ BBIIIJIATHI 11O IO0T'OBOPY 00513aTEJILHOIO CTpaxoBaHHsA COCTABJIACT:

1) B cmyyae cMepTH ManMeHTa JIBa MIJUTMOHA PyOJiell Ha KaXIOro MalueHTa, Y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIE0BAaHNH JICKAPCTBEHHOTO Iperapara;

2) npu yXyALIEHUH 30POBbs MAllUEHTA!

a) TOBJIEKILIEM 3a COOOM yCTaHOBJICHHE WHBAIUTHOCTU | rpymnmbl, OAMH MULIHOH MSTHCOT ThICSY
pyOieil Ha KaXIOro MalueHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0oil ycTaHOBIIEHHE WHBAIMAHOCTH Il Tpymnmbl, OAMH MWIIMOH pyOsed Ha
Ka)XJIOTO TTaIlMeHTa, yYacTBOBABIIEr0 B KIMHUYECKOM MCCIIEJOBAaHHUH JIEKAPCTBEHHOTO TIperapara;

B) IOBJEKIIEM 3a co0oil ycraHoBieHue uHBaiWgHOCTU III rpynmsl, msaTbcoOT ThICSY pyOnell Ha
Ka)KJOro NMalMeHTa, y4acTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAHNH JIEKaPCTBEHHOTO MPEnapara;

I') HE TIOBJICKIIEM 32 COOOHM YCTaHOBJICHUS WHBAJIMIHOCTH, HE OOJiee YeM TpHUCTa ThICSY pyOJiel Ha
KKJOro TMalueHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUM JIEKAPCTBEHHOrO IIperaparta,
UCXOJII W3 HOPMATHBOB, OTPAXAIONIMX XapaKTep U CTENEHb NOBPEKICHUS 3I0pPOBBS, a TaKKe
(aKkTUYECKH TIOHECEHHBIX TMAllMeHTOM pPACcXOJI0B, BBbI3BAHHBIX IOBPEKICHUEM 3]I0POBbS, Ha
MEIUIIMHCKYIO IIOMOIIb, IIPUOOPETCHHE JICKAPCTBEHHBIX MTPEIapaToB.

(nm. "r" B pea. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuiny ¢ 1 utons 2015 rona. - @enepanbublii 3akoH oT 22.12.2014 N 429-03.

7. CpOK A0roBopa 00513aTeIIbHOTO CTpaxXOBaHUA HE MOIKET OBITh MCHEC, YC€M CPOK IHPOBCACHUSA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpCIiapara.

8. YcinoBus noroBopa 00s3aTENLHOTO CTPAaxOBaHUS, B TOM YHCIE CTPaxoBble TapUQbl IO
00s13aTeIbHOMY CTPAaXOBaHUIO, MEPEYCHh HEOOXOIUMBIX JOKYMEHTOB JUIsI OCYIIECTBIICHUS CTPaxoBOMH
BBITUIATHI, TOPSAOK YCTAHOBIIGHHS CTpaxoBaTeleM WHIWBUIYaTbHOTO WACHTU(DUKAIIMOHHOTO KOAa
ManucHTa, Mopsa0K I/IH(i)OpMI/IpOBaHI/HI CTPAaxoBaTCJIEM CTpAaXOBIIHMKA O IMPHUBJICYCHHBIX K KIMHUYCCKOMY
HCCIIEOBAHUIO JIEKAPCTBEHHOTO MpernapaTta Ui MEAMIIMHCKOIO NPUMEHEHUs MNalMeHTaxX, MOpsAJIOK
YILIaTbL CTanOBOI\/'I MpeMHHU, MOPAAOK p€ain3aluu OINMPCACICHHBIX HACTOAIIUM q)ellepaHI)HI)IM 3aKOHOM U
apyrumu - QenepaqbHBIME 3aKOHAMH TMpaB W O00S3aHHOCTEH CTOPOH MO JOTOBOpPY 00s3aTeIbHOTO
CTpaxOBaHUs, a TaKKC HOPMATHBBI, OTpAXKAOMIUC XapaKTEp W CTCICHb IMOBPCKACHUA 300POBbA,
yCTaHABIUBAIOTCS TUIIOBBIMU TMPaBUIIAMU 0053aTEIHHOTO CTPAXOBAHMS.

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

9. B cnydae npuurMHeHUs BpeAa KU3HMU NAllMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM MCCIIEI0BAaHUU
JIEKapCTBEHHOI'0 TIpernapara, BbIFOJONPHOOpETAaTENsIMI [0 JOTOBOPY OO0SA3aTE€IbHOTO CTPaXOBAHMS
SBISIIOTCA TpaXkJaHe, HMMEIOUIME IpaBO Ha BO3MEIICHHE Bpela B ClIydyae CMEpPTH KOPMUIIbLIA B
COOTBETCTBHUH C TPAKIAHCKUM 3aKOHOJATEIHCTBOM, NPH OTCYTCTBUU TaKUX TPAXKIAH - POIUTEIH,
CyNpyr, JA€TU YMEpUIEro MalMeHTa, YYAaCTBOBABILIETO B KIMHUYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOI'O
mpenapara, B Cclydae CMEpPTH TMalMeHTa, YYacTBOBABIIETO B KJIMHUYECKOM HCCIEIOBAHUU
JIEKApCTBEHHOT'0 Tpernapara U He MMEBIIETO CaMOCTOSITEIBHOTO 0XOJa, - FpakJaHe, Ha WXIAMUBEHUU
KOTOPBIX OH HaxOJWJCS, B OTHOIICHHWH BO3MEIICHHMsS] PACXOJOB Ha TMOrpedeHre TMalKeHTa,
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YYacTBOBABIIETO B KJIMHHYECKOM HCCIICIOBAaHUM JIGKAPCTBEHHOTO Iperapara, - JHII0, TOHECIIee TaKhe
Pacxoibl.

10. CrpaxoBass BblIIUIaATA B CYET BO3MELICHHMS BpeAa, NPUUYMHEHHOIO JKHU3HU IallUEHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIECIOBAHUU JIEKAPCTBEHHOIO Ipernapara, pacHpefelsieTcs MExIy
BBIFOJIONPHOOpETATENIMHA IPOIOPLIMOHATIBHO UX KOJIMYECTBY B PABHBIX JI0JISAX.

11. Ilpm HacTymjaeHUM CTPAXOBOrO Ciy4yas [MalMEeHT, YYacTBOBABIIUM B KIMHHUYECKOM
HCCIIEOBAHUM  JIGKAPCTBEHHOIO  Ipenapara, BBIFOIONpUOOpETaTeNIb  BIIpaBe  NPEAbIBUTH
HEMOCPEJCTBEHHO CTPAXOBIIMKY TPeOOBaHME O BO3MEIICHUU MPUIMHEHHOTO Bpeaa. CTpaxoBas BhITLIATA
OCYIIECTBIISICTCSl CTPaXOBIIMKOM B TEUEHUE TPHUALIATU JHEH CO JHS MpEeACTaBICHUS HEOOXOIUMBIX
JOKYMEHTOB. [laliueHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOTO IMpEnapara, Win
BBITOIONIPHOOpETaTENh 005S3aH COOOLIUTh CTPAXOBIINMKY JJISI OCYIIECTBICHHS CTPaXOBOMl BBHIILIATHI
WHIUBUIYTBHBIN MICHTH()UKAIIMOHHBINA KO/ ITAIIMEHTA, YCTAHOBICHHBINA CTPAXOBaTEJIEM B COOTBETCTBHUH
C TUMOBBIMH NPaBUJIAMH 00S3aTEILHOTO CTPAXOBaHUSI.

12. Jlo TONHOrO OMNpelelieHus pa3Mepa MOJISKAIIEr0 BO3MEIICHHIO Bpeaa CTPaXOBIIUK IO
3asBJICHHIO TAIMEHTA, YYaCTBOBABIIECTO B KIIMHUYECKOM UCCIICIOBAaHHH JICKAPCTBEHHOTO TIperapara, Hiu
3asABJICHUIO BI)IFOI[OHpI/IO6peTaTeJI$I BIIpaBC OCYIICCTBUTDH 4aCTb CTanOBOfI BBITIJIaTbI, COOTBCTCTBYIOIYTO
(aKTUYECKHU ONPEIeIICHHON YaCTH MPUYMHEHHOTO Bpe/a.

13. CrpaxoBas BblILIATAa B COOTBETCTBUU C JIOTOBOPOM 0O0S3aTE€IBHOTO CTPaXxOBaHUs
OCYILECTBIISETCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS IO APYTUM BHJAM CTPAaXOBaHUS.

14. He AOIYCKACTCA y4aCcTUC IMalMCHTa B IMPOBCACHUN KIIMHHUYECKOI'0 HCCICAOBAHUA
JICKApCTBCHHOTO ITpeIiapaTa npu OTCYTCTBUU AOTOBOpaA 00s13aTeNIBLHOTO CTpaxOBaHUH.

15. KoHTposp 3a HCIIOJTHEHWEM OpraHU3alMel, IOJIy4YMBIIECH pa3pelleHue Ha OPTraHU3alUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOTO Mpenapara JUisi MEAULUHCKOIO IPUMEHEHMS],
YCTAaHOBJICHHOW HACTOALIEH cTaThel O0S3aHHOCTH IO 005S3aTENbHOMY CTPaxOBAaHUIO KU3HH, 3/10pPOBbS
NalMeHTa, YYacTBYIOIIEro (y4acTBOBABIIEro) B KIMHUYECKOM HCCIEIOBAaHMU JIEKApPCTBEHHOTO
npernapaTa, OCYLIECTBIISIETCS YHNOJHOMOYEHHBIM (helepaibHbIM OpPraHOM MCIIOJHUTEIBHONW BIIACTH,
BBIIABIIMM pa3pellieHUuE Ha NPOBEIECHUE KIMHUYECKUX HMCCIENOBAHUMN JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIHUHCKOI'O IPpUMCHCHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtba 45. NMpon3BoacTBO NeKapCTBEHHbLIX CPeAcTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOHKHO COOTBETCTBOBATH TPEOOBAHUSM IPABUI
HaJJIexaleld MpOU3BOJCTBEHHON MPAKTUKH, YTBEPKACHHBIM YIIOJTHOMOYEHHBIM (pe/iepallbHBIM OpraHOM
WCTIOTHUTENIbHON BIacTH. OCOOEHHOCTH TMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHU MPABUI HAAJNEXKAIIEH MPON3BOACTBEHHON MPAKTUKH
ycranaBiauBarotcst [IpaButensctBom Poccuiickoit denepanuu. Bbinada 3akiro4eHHl O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB TpeOOBaHWSAM TPAaBHJ HaJJIekKalleld MPOU3BOICTBEHHOM
MPAKTUKN OCYHIECTBIIAETCS MO pe3yJbTaTaM WHCIIEKTUPOBAHUS MPOU3BOJUTENEH JIEKAPCTBEHHBIX
CpPEACTB B MOpslKe, ycraHoBiaeHHOM IIpaBurensctBom Poccuiickont @enepanuu. Pazmep mmarter 3a
BBIZIa4y 3aKJIOUYCHUS] O COOTBETCTBUHU IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSM IPABHII
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HaJJIe)Kaled MPOU3BOACTBEHHON  MpakTUKW — ycTaHaBiuBaercs [IpaBurenbctBoM  Poccuiickoii
Oenepanuu. [lopsaok opraHuzanuu U MPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOIUTENCH JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPEOOBAaHUSAM TIPaBWJ HAJJICKAIICH IPOM3BOJACTBEHHON MPAKTHKU
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

(B pen. @enepanbHbiX 3akOoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
D3)

2. IlpousBoacTBO JieKapCcTBEHHBIX cpeAcTB B Poccuiickoii dDeaepanud  OCYILIECTBISAETCA
MIPOU3BOUTEISIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIUMHU JIMIEH3UI0 Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepikneHHE COOTBETCTBUS JIMIICH3WMATa TPaBWIAM HAJJISKAIIed IPOU3BOJICTBEHHON
MPAKTUKU OCYILECTBISETCA B PaMKax JIMIIEH3MOHHOTO KOHTPOJI B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit @eaepaiuu ¢ yaueToM 0COOEHHOCTEH, YKa3aHHBIX B 4aCTH | HACTOAIICH CTaThU.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

2.1. Jlna uenedl JMIIEH3UPOBAHUS IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB JJIs MEIULUHCKOrO
MPUMCHCHHUST U WHCIEKTUPOBAHUS CyOBEKTOB OOpAIEHUs JICKAPCTBEHHBIX CPEJCTB HAa COOTBETCTBHE
TpeOOBaHUSAM MPABHII HAJJIeXKAIlleH TPOU3BOJICTBEHHOM MPAKTUKU (peiepalibHbIM OpraH UCIOTHUTENBHOM
BJIACTH, OCYIUECTBIJISIIOIIMI TOCYJApCTBEHHYIO PETMCTPALMIO0 JIEKAPCTBEHHBIX IMPENApPATOB A
MEIUIIMHCKOTO TMPUMEHEHHs], TMPEeAoCcTaBisieT (eaepaabHOMy OpraHy HCHOJHUTENBHOM BIACTH,
OCYIIECTBISIONEMY (eAepaTbHBIA TOCYAAPCTBEHHBIA JIMIIEH3UOHHBIA KOHTPOJb JEATCIILHOCTH TIO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB MJIi MEJUUMHCKOTO MPUMEHEHHUs, IO €ro 3ampocy B paMKax
MEXXBEJIOMCTBEHHOTO MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B TOPSAKE, YCTAaHOBJICHHOM (henepaabHbIM
OpraHOM HCIOJIHMTEJIbHOM BJIACTH, OCYIIECTBISAIOIINM JIUIEH3UPOBAHNE MMPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB Il MEAWIIMHCKOTO TMPUMEHEHHs, W (eaepaabHbIM OpPraHOM HWCIIOJHUTEIBHONW BJIACTH,
OCYLIECTBJISIOIIUM TOCY/IapCTBEHHYIO PErUCTPALMIO JEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOIO
MIPUMEHEHUSI, CJIEYIONME CBEJICHHS O JIEKAPCTBEHHBIX CPEACTBaX (B TOM 4MCIIE B Cydyae, €Clid Takue
CBEJICHUS COCTABIISIIOT KOMMEPUECKYIO TaliHy):

1) B oTHOLIEHUU (hapMalleBTHUECKON CyOCTaHIIMM WK (papMaleBTUYECKUX CyOCTaHIIUM, BXOIAIINX
B COCTaB JIEKAPCTBEHHOTO Ipernapara (3a UCKIYeHueM (papMaleBTHYeCKUX CyOCTaHIIMM, BKIFOUEHHBIX B
rOCy/IapCTBEHHBI pEECTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM CO CTaTbe 34 HACTOSIIETO
denepanbHOro 3aK0HA):

a) HauMeHoOBaHue (hapMalleBTHUECKOM CyOCTaHIMH, €€ CTPYKTypa, OOIIHe CBOWCTBA;
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa}II/Iﬁ IMPOMU3BOACTBA U MCTOAOB KOHTPOJISI Ha BCEX
CTagudgXx IMPOU3BOACTBA,

T') ONUCAaHKUE pa3pabOTKHU Mpollecca MPON3BOJICTBA;
1) ONUCAHKNE KOHTPOJIS KPUTUUYECKUX CTAINI MPOU3BOJICTBA U MPOMEKYTOUYHOU MPOTYKIIHH;
€) TOKYMEHTaJIbHOE TTOATBEPIKICHUE (BAHIAIIMS) POIIECCOB M (MJIN) UX OIEHKA;

7K) CBOMCTBA M CTPYKTypa IEHCTBYIOIIMNX BEIIECTB;
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3) XapaKTepHCTHKA IIPUMECEii;
1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBAHME;

K) aHaJUTHYECKHE METOAMKH, HCIOJb3yeMble MpPH OCYIIECTBICHUM KOHTPOJIA KadyecTBa
(hapmaIeBTHUECKOIN CyOCTaHIINY;

J) JOKyMEHTalbHOE MOATBEPXKACHUE (BalMJalMsl) aHATUTUYECKUX METOAUK, UCIOJIb3YEeMbIX MPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKO CyOCTaHIInY;

M) pe3yJbTaThl aHaIu3a cepuil (hapMaleBTUUECKOI CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX 06pa31103 HJIM BCIICCTB, UCIIOJB3YCMbBIX P OCYHICCTBJICHUN KOHTPOJIA
Ka4dyCCTBa,

0) OTHMCAHNE XAPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHUAJTIOB H YKYTIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUUYECKON CyOCTaHIUH;
P) CPOK TOAHOCTH;

2) B OTHOLIEHUH (hapMalleBTUUECKUX CyOCTaHIIMN, BXOASIIMX B COCTAB JIEKAPCTBEHHOTO Mpenapara
U BKJIIOYEHHBIX B TOCYJapCTBEHHBIM pEECTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHU CO CTaTbhel 34
Hacrosuero PeaepanbHOro 3aKOHa:

a) HaMMeHOBaHMEe (PapMaIeBTUICCKON CyOCTaHIIUH, €e CTPYKTypa, OOIIHe CBONCTBA;
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) pe3yJIbTAThl aHAIN3a cepuil hapMaIeBTUUECKON CyOCTaHIINH;

I') CPOK TO/THOCTH;

3) B OTHOIICHUH JIEKAPCTBEHHOTO Tpernapara il MeTUIITHCKOTO IIPUMEHEHUSI:

a) OIMCaHKe U COCTaB JIEKAPCTBEHHOT'O Mpernapara Jisl METUIIUHCKOTO MPUMEHEHUS;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBHIOOpAa COCTaBa, MEPBUYHOMN
YIIaKOBKH);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPOMU3BOJACTBA U MCTOAOB KOHTPOJISA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

I) ONHUCaHWe KOHTPOJS KPUTHYECKUX CTaguil Mpolecca IPOU3BOJICTBA U MPOMEXKYTOUHOM
IPOIYKLUH;

J1) HAUMEHOBaHUE U a/IpeC MECTa OCYILECTBIECHUS IPOM3BOJICTBA JIEKAPCTBEHHOTO INpernapara Jyis
MEIUIMHCKOTO MPUMEHEHHs (B Cllydae HaJW4YUsl HECKOJIBKHUX YYAaCTHHUKOB IIpoliecca IPOU3BOJCTBA
YKa3bIBaETCS KaXAbli U3 HUX);
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e) (apmanieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTMYECKHE XapaKTEPUCTUKH;

3) MaTepualbHbIN OaaHC ISl MPOU3BOICTBA CEPUU FOTOBOTO MPOIYKTA;

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJCTB;

K) JOKYMEHTaJIbHOE MOATBEPkKACHNE (BalIMIaIusl) MPOIIECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;
1) TpeOOBaHUS K KaUYECTBY BCIIOMOTaTENIbHbIX BEIIECTB;

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIIOJIB3YEMbIC TIpH OCYHICCTBJICHHUU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BEHICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/Iﬂ) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpHU
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJb30BAaHUM BCIIOMOTaTEILHBIX BCIICCTB YCJIIOBCUCCKOI'O M KHBOTHOI'O
IMPOUCXOKIACHUSA,

H) PIH(l)OpMaI_II/IH 00 MCIOJIb30BaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeOoBaHWS K KauyeCTBY JICKQPCTBEHHOTO IIpemapara JUisi MEAUIIMHCKOTO TPUMEHEHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE),

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YEMBIC TIpU OCYHICCTBJICHUMW KOHTPOJIA KAa4YCCTBaA
JICKApCTBCHHOTO IIperiapara JJIis1 MCAUTTUHCKOTI'O TPUMCHCHUS

T) JOKYMCHTAJIbHOC MOATBCPIKACHHUC (BaJ'II/II[aIII/Ifl) AHAIIUTUYCCKUX METOJUK, HUCIOJbB3YCMBIX ITPpU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBaA JICKAPCTBECHHOI'O IIpe€riapara it MEAUIUHCKOTO IIPUMCHCHU A,

y) pe3yIbTaThl aHATM30B CEPUI JIEKAPCTBEHHOTO TperapaTa JUisi MEAMIIMHCKOTO MTPHUMEHEHHS,;
&) xapakTepucTHKa puMecei;

X) MepeueHb CTaHJAapPTHBIX 00pa3lloB, MCHOJIb3YEMBIX IPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOTIO IIpernapara i1 MEIULUHCKOTO IPUMEHEHUS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MEJUIIMHCKOTO TPUMEHEHHUSI.
(uactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COOMIOJIeHHEeM TpeOOoBaHMIA
IIPOMBIIIJIEHHOTO PErJIaMEHTa, KOTOPBIA YTBEPKAAETCsl pyKOBOJUTENIEM POU3BOAUTENS JIEKAPCTBEHHBIX
CpPEICTB M BKIIOYaeT B ceOs TMepedeHb MCMHOJIb3yeMbIX (apMalleBTUYECKUX CYOCTaHLIMHA U
BCIIOMOTATENbHBIX BELIECTB C yKa3aHHEM KOJIMYEeCTBA Ka)XJIOTr0 M3 HUX, JaHHbIE 00 HCIOJIb3yeMOM
00Opy/I0BaHUH, OIMCAaHUE TEXHOJOTMYECKOro TMpollecca M METOJOB KOHTpOJII Ha BCEX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.
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4. IIpu mpou3BOJCTBE JIEKAPCTBEHHBIX MPEnapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS UCTIONb3YIOTCS
(bapmarieBTHUECKHEe CYOCTaHLIMM, CBEIACHUS O KOTOPBIX COAEPXKATCS B TOCYJApPCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB  JUIsI ~ MEAMIMHCKOTO  TMpUMEHEHUs W (WIM) €IUHOM  peecTpe
3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX CpelicTB EBpa3nuiickoro SKOHOMUYECKOTO COK03a, 33 UCKIIOYCHHEM
bapmaiieBTHUECKUX CyOCTaHIUM, TPOU3BOUMBIX JUISl IPOBEACHUS KIIMHUYECKUX MCCIEAOBaHUN U (WIIN)
Uit 9Kcropra. [Ipu TPOM3BOACTBE JIEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO MPUMECHECHHUS
UCIOJIB3YIOTCA (papmalrieBTHUECKHE CyOCTaHIIMU, CBEACHUS O KOTOPBIX COJEPKATCs B TOCYIapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPENICTB IS BETEPUHAPHOTO MPUMEHEHHUS, U (MIIM) TOCYIapCTBEHHOM PeecTpe
JIEKapCTBEHHBIX  CPEACTB IS  MEAMIMHCKOIO MpUMEHEeHHs, u (WIM) eOUHOM  peecTpe
3apETHCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPEMapaToB EBpPa3swiickoro 3KOHOMHUYECKOTO
cow3a, M (WIM) €AMHOM pEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro
SKOHOMHYECKOTO COI033, 3a HCKIIOYCHHEM (apMaleBTHUSCKUX CyOCTaHIIUH, MPOU3BOJUMBIX JUIS
MPOBEJCHUS KJIMHUYECKUX HCcleAoBaHud u (unu) st akcnopra. K mporeccy mpou3BojacTBa
(bapmarieBTHYECKON CyOCTaHIIMM OTHOCSATCS JTFOObIE CTAAMK TEXHOJIOTUYECKOTO MPOIIecca, TO3BOIISIONIIE
MOJIyYUTh TOTOBBIA MPOJYKT, COOTBETCTBYIOUIMM TpeOoBaHUSAM (hapMaKONEeHHON CTaTbU, B TOM YHUCIE
(dbepMeHTanus, YKCTPAKIUS, OYMCTKA, BBIJICICHNE, IEPEKPUCTAILTN3AIINS, BRICYIITMBAHUE, H3MeIbueHue. B
cllydae HEOOXOAMMOCTH HCIOJNb30BaHUS STUIOBOTO CIUPTa, B TOM uucie (apMmareBTHIeCKOn
CyOCTaHIIMM CHHpPTa STUIOBOTO (3TaHONA), MPH TPOU3BOJICTBE JICKAPCTBEHHBIX CPEJICTB B KAdeCTBE
JEHCTBYIONIETrO U (MJIM) BCIIOMOTATENIbHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJIOTMUYECKUX IENIAX JOKHA
OBITh MCIIOJIH30BaHA TOJIBKO (DapMarieBTHUeCKast CyOCTaHIUs CITUPTA ATHIOBOTO (3TAHON).

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
@3, o1 24.07.2023 N 341-D3)

4.1. TlepedeHb JEKapCTBEHHBIX IpENapaToB i MEAULMHCKOTO NPUMEHEHHUs, B OTHOIIECHUU
KOTOpBIX YCTaHaBJIMBAIOTCS TpeOOBaHHS K OOBbEMY Tapbl, YHNAaKOBKE M KOMIUIEKTHOCTH, IEpEUYEHb
JIEKapCTBEHHBIX MIPENAPATOB JUUIsl BETEPUHAPHOIO IPUMEHEHUS, B OTHOILIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOoBaHusl K 00BEMY Tapbl, a Takke TpeOoBaHUS K OOBEMY Tapbl, YHAaKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MpEnapaToB Ui MEIUWIUHCKOIO TPUMEHEHHus, TpeOoBaHUA K OObEeMy Tapbl
JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO IMPUMEHEHHS] ONPEIENSIOTCS COOTBETCTBYIOLUIMMHU
YIOJIHOMOYEHHBIMU (eiepaIbHBIMI OpraHaMy HCIIOJIHUTENBHOW BJIACTH B IMOPSAIKE, YCTaHOBIECHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

(uactb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzaiuy, OCYIIECTBISIONINE MPOU3BOJICTBO (PapMalleBTUYECKON CYyOCTaHIIMU CIHPTa
STUJIOBOTO (STaHONA) JAJs MPOU3BOJCTBA CHUPTOCOJAEPKAIIMX JICKAPCTBEHHBIX IPENapaToB, 0O0s3aHbI
OCYIIECTBJISITh YUET B MOPSJKE, YCTAHOBICHHOM CcTaThsiMu 8§ U 14 denepanbHOro 3aKkoHa oT 22 HOSIOps
1995 rona N 171-®3 "O rocyaapcTBEHHOM PETYJIUPOBAHUU IPOU3BOJICTBA U 000POTa ITUIIOBOTO CIIUPTA,
QJIKOTOJILHOM ¥ CIIUPTOCOJIEpKallel MpOAyKIMHM U 00 OrpaHMYeHUM MOTpedsieHus: (paciuTHs)
aJIKorosibHOM mpoaykuuu". Ipon3BoacTBO (hapMareBTHUECKONW CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TAaHOJIA)
JIOMYCKAeTCsl TOJIbKO OpraHu3alyel, OCYLIECTBIISIONIEH MPOU3BOACTBO PEKTU(HUKOBAHHOTO ATHIIOBOTO
CIMpTa W3 IMILEBOTO ChIpbS HAa OCHOBAHMM JIMLEH3MHM Ha IPOU3BOJCTBO JTUJIOBOrO CIHpTa MM
MIPOM3BOJICTBA (papMaleBTUYECKOW CYOCTaHIIMM CHUpPTa 3TUIOBOrO (3TaHOJIA) B COOTBETCTBUHU C
TpeboBanusmMu denepanbHoro 3akoHa oT 22 HostOps 1995 roma N 171-®3 "O rocymapcTBeHHOM
pPEryJIMpOBaHUM TPOU3BOJICTBA M 00OpPOTAa ATHIOBOTO CIHPTA, AJIKOTOJBHOM M CHUPTOCOJEpKallen
OPOAYKUMU M 00 OrpaHMYeHMH MOTpeOseHus (pacnuTusl) ajKOTOJBHOW MPOAYKUUHU'", METOA0M
pa3BeeHUs BOJIOM OYMILEHHON TAKOTO 3THUJIOBOTO CIIMPTA, MPOU3BEICHHOIO JAHHOW OpraHU3alHed 1o
MECTY OCYILIECTBJICHUS IPOU3BOICTBA (PapMaleBTUUECKOI CyOCTaHIIMK CIIUPTA STUIIOBOTO (3TAHOJIA).
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(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. DeaepanbHOro 3aK0Ha OT
27.12.2019 N 481-®3)

4.3. UnnuBuayanbHble NpEJIpUHUMATENN U IOPUIAMYECKHE JIMIA, OCYIIECTBIISIONINE 3aKYIKy U
UCTOJIb30BaHUE (apMaIleBTUYECKON CYOCTaHIIMM CIIMPTA STHJIOBOTO (3TAaHONA), a TaKKe MPOU3BOJCTBO,
M3TOTOBJICHHE W (WiaM) 000pOT (32 HCKIIOUYEHHEM PO3HUYHOW MPOJAXKU) CIIMPTOCOACPIKAIINX
JIEKapCTBCHHBIX MPENapaToB, OO0S3aHbI OCYMIECTBISATh HMX Yy4YeT M JICKIApUpPOBAaHUE B TIOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 denpepanpHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-d3 "O
rOCy/IapCTBEHHOM PETYJIMPOBAHUM TIPOM3BOACTBA M 00OpPOTa STUIOBOTO CIUPTA, AIKOTOJILHOW W
CHUPTOCOEpIKAIIEH MPOIYKIIMN U 00 OrpaHUYEeHUU NOTPeOIeHHs (PaCIUTHA) AIKOTOJIBHOM MPOTYKITHH'".
(dactb 4.3 BBegeHa denepanbuHbiM 3akoHOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX IPENapaToB sl BETCPUHAPHOTO TNPHUMEHEHUS
JOMyCKAeTCsl MCIIOJIb30BAaHUE TPOM3BEINCHHBIX Ui peaju3anud  (papManeBTHUECKUX CyOCTaHINH,
BKJIFOUCHHBIX B TOCYJApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB YMOJIHOMOYEHHBIM (elepalbHbIM
OpPraHOM  HUCIIOJIHUTEIbHOW BJIACTH, OCYIIECTBISIIOIIMM  BEAEHHE TIOCYAAapCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEJCTB IJISi MEAUIUHCKOTO TPUMEHEHHS.

(uacTb 4.4 BBeieHa PenepasibHbIM 3ak0HOM OT 02.08.2019 N 297-03)

5. 3anpemaercst MPOU3BOJICTBO:

1) nmexapCTBEHHBIX CPEICTB, CBEIACHHS O KOTOPBIX HE COJAEPIKATCS B TOCYJapCTBEHHOM pEecTpe
JICKApCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TpPUMEHEHHs, W (MJIM) TOCYJapCTBEHHOM pEecTpe
JIEKapCTBCHHBIX ~ CPEICTB  JUIS  BETEPHUHAPHOTO  NMPUMEHEHHs, W  (MIU) eJUHOM  pPeecTpe
3apErHCTPUPOBAHHBIX JIEKAPCTBECHHBIX CPeICTB EBpa3suiickoro 3KOHOMHUYECKOIO COr03a, U (M) €IUHOM
peecTpe  3aperHUCTPUPOBAHHBIX  BETEPHUHAPHBIX  JICKAPCTBEHHBIX  TperaparoB  EBpa3wiicKkoro
HSKOHOMHMYECKOTO CO03a, 332 UCKIIOYEHHEM JIEKaPCTBEHHBIX CPEICTB, MPOU3BOAMMBIX ISl MPOBEACHHUS
KIIMHUYECKUX UCCIICIOBAHMM I JIJISl SKCIIOPTA;

(m. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) anbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMLEH3UHN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) neKapCTBEHHBIX CPEJICTB C HAPYIICHHEM TPaBWJI OpraHu3allid TPOU3BOACTBA M KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy. - ®enepanbHslii 3akoH ot 27.12.2019 N 481-D3;

6) cIupTOCOAEPXKAIMX JICKAPCTBEHHBIX IMpPEnapaToB IO MECTy OCYIIECTBJIECHHUS INPOU3BOJICTBA
(dapmaleBTUUECKO CyOCTaHIMM CIHUpTa 3TUIOBOrO (3TaHONa) W (WIM) MO MECTy OCYIIECTBIICHUS
MPOU3BO/ICTBA STUIIOBOTO CIHUPTA;

(1. 6 BBeneH DenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

[Ipumeyanue.
®enepanpHbIM 3akOHOM OT 22.12.2020 N 436-®D3 ct. 14.1 @3 or 22.11.1995 N 171-®3 uznoxena B
HOBOM penakuuy, Hopma 1. 1.1 cr. 14.1 crapoil penakuun @3 cooTBeTcTBYeT HOpME 1. 2 cT. 14.1
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HOBOH pEIaKIUH.

7) dapmaneBTHYECKON CyOCTaHIIMM CHUPTA 3THJIOBOTO (dTaHOJA) W (WMJIM) CHUPTOCOACPIKAIIUX
JICKApCTBEHHBIX INPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHMU JJIsi TPOU3BOACTBA
ATUJIOBOTO CIUPTA, YKa3aHHOM B myHKTe 1.1 cratbu 14.1 denepanbpHoOro 3akona ot 22 Hosi0ps 1995 rona
N 171-®3 "O rocymapCTBEHHOM pETYJIMpPOBAHWU MPOU3BOJACTBA M 00OpPOTa ATHUIIOBOTO CIHPTA,
QJIKOTOJILHOM U CIUPTOCOJEpKallel MpOAYKIUHM U 00 OrpaHHYeHUM MOTpedsieHus (paciuTHs)
QJIIKOTOJILHOM MPOAYKITUH".

(. 7 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JEKAPCTBEHHBIX CPEACTB B TPAXKIAHCKUNA OOOPOT YHOJHOMOYCHHOE JIHUIIO
MIPOU3BOIUTENIS JICKAPCTBEHHBIX CPEJICTB OCYIECTBIISET MOATBEPIKICHHE COOTBETCTBUS JICKAPCTBEHHBIX
CPEICTB TpeOOBAHMSM, YCTAHOBICHHBIM IPU WX TOCYIJAPCTBEHHOW pPErHCTpaIlii, W TapaHTHPYET, YTO
JICKQpCTBEHHBIC CPEJICTBA IPOU3BEJCHBI B COOTBETCTBHUM C TPEOOBAaHMSMHU MPABHJI HaJJIeKaIICH
MIPOU3BOJICTBEHHOM MTPAKTHKH.

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

7. YTIOJIHOMOYEHHBIM JIMIIOM TPOU3BOAMUTENS JICKAPCTBEHHBIX CPEIICTB SIBIAECTCS €ro pPabOTHUK,
aTTECTOBAaHHBIA B YCTAHOBJIEHHOM YIIOJIHOMOUYEHHBIM (peliepaibHbIM OPTaHOM HCHOJHUTENLHOM BIacTH
MOPSJIKE ¥ UMEIONUI CTaX pabOThl HE MEHEE YeM IISATh JIET B 00JaCTH IPOU3BOJICTBA U (MITH) KOHTPOJIS
KadecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00pa30BaHME COOTBETCTBEHHO MO OJTHOM M3 CIICIHMAIbHOCTEH
¥ (M) OJIHOMY W3 HAIPaBJICHUH MOJTOTOBKHU: OHMOJIOTHS, OMOTEXHOJIOTHS, BETCPUHAPHSI, BETEPHHAPHO-
CaHUTapHas OJKCIEepPTH3a, KIWHUYECKAas MEAMIIMHA, pPaJdallMOHHAs, XUMHUYECKas M OHOJIOrHYecKas
3amuTa, (papmarus, pyHIaMeHTaTbHAS MEIUIIMHA, XUMAYCCKasT TEXHOJIOTHS, XHMHSL.

(B pen. @enepanbHbIx 3aK0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. [IpousBoauTenu JIEKapCTBEHHBIX CPEICTB (3a MCKIIOYEHHEM (apMalleBTHUECKON cyOcTaHIUU
CIUPTa STUIOBOTO (3TaHOJA) MOTYT OCYIIECTBIATH MPOAAXy JIGKAPCTBEHHBIX CPENICTB WIIU IepelaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepanun nopske:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ipyruM pou3BOAUTEINSM JIEKAPCTBEHHBIX CPEJICTB JIJISl TPOU3BOCTBA JICKAPCTBEHHBIX CPEJ/ICTB;
2) opraHu3aIusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMHU;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM AaIITCUHBIM OpraHu3alvuaM, WHAWBUAYAJIBHBIM
npeaAlpuHUMaTEIAM, UMCIOIIUM JIMICH3WKO Ha Q)apMaueBTqucxy}o ACATCIIBHOCTh HWJIM JIMICH3WIO Ha
MCIUITHUHCKYIO ACATCIIbHOCTD,

4) Hay4YHBIM OpraHMU3aLMsAM JJIs1 HAyYHO-UCCIIEI0BATENbCKOM padoTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

5) MCIUIIUHCKUM OpraHu3aluiaM U BETCPUHAPHBIM OPraHU3aIlUusAM;
6) opramu3aivsiM W HWHIAWBUAYAJIBHBIM MPCATIPUHUMATEIIAM, OCYHICCTBIAIOIIUM PpPa3BCACHUC,

BbIpAIlUBaHUE U COJEp)KaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOJaKu MM (papMalleBTUYECKUX
CyOCTaHIIMI UM UX TIepeayun);
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(. 6 B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

7) UCHBITATENBHBIM JIA0OPATOPUSM (LIEHTPaM), MPOBOISIIAM HCIBITAHUS B OOJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEIAWTOBAaHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit enepaiuu 00 akKpeAUTALIMK B HAITMOHAJIbHOM CUCTEME aKKPEIUTALINH.

(n. 7 BBenen denepanbabiM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. TlpoumsBoaurenu QapManeBTUIECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (dTaHOJA) OOs3aHbBI
OCYIIECTBIIATh peau3aluio (1epeaady B YCTaHOBIEHHOM 3akoHozaTenbcTBoM Poccuiickoit denepanuu
nopsiake)  (apManeBTHYECKOW — CyOCTaHIIMM  CIHPTa  ATHIIOBOTO  (3TAaHONA)  MPOU3BOIUTEISIM
JIEKapCTBEHHBIX CPEICTB JIJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB, MPOU3BOAUTENSAM (M3TOTOBUTEISIM)
MEIUIIMHCKUX U3JICTHH 71 IPOU3BOJICTBA M M3TOTOBIICHUS MEAUIIMHCKUX U3JICTHI B EMKOCTSIX 00bEMOM
He 6onee 1 nutpa u (uwnn) He MeHee 1000 nuTpOB, a opraHu3alKsaM, YKa3aHHBIM B MyHKTax 3 - 5 u 7
4acTH 8 HACTOSIIEH CTaThH, B Tape 00beMoM He Oosiee 1 mutpa.

(gactp 9 BBenmena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. deaepaabHbIX 3aKOHOB OT
27.12.2019 N 481-@3, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanmuzanusi (mepemada B YCTAHOBJIIGHHOM 3aKOHOIATENbCTBOM Poccuiickoit ®Deneparyu
nopsike) (papMareBTHYECKOW CYOCTaHIIMM CHHPTa STWIOBOTO (3TaHONA) OPTraHU3AlHSIM OITOBOU
TOPTOBJIH JICKAPCTBCHHBIMH CPEJCTBAMHU HE JIOMyCKAETCSI.

(dactpb 10 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapmaneBTHUECKON CyOCTaHIIMKM CIHPTA ATHIOBOTO (3TAHOJA) OCYIIECTBIISIOTCS C
coOmoaenneM TpeOOBaHMM, yCTAaHOBIICHHBIX a03alleM YeTBEPTHIM IyHKTa 3 crathu 9 denepanbHOTO
3akoHa oT 22 HosiOpsa 1995 roma N 171-@3 "O rocynapcTBEHHOM peryjIHMpOBAaHUU IMPOU3BOJICTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHUPTOCOJEpKalled NpOoAYKIMM M 00 OrpaHUYeHUU
noTpebneHus (pacuTHs) aTKOTOJIBHON MPOoayKIuu" .

(dactb 11 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHBIE MpeMapaThl, MPOLIEAIINE TOCYAAPCTBEHHYIO PETUCTPAIMI0O B COOTBETCTBUU C
TpeboBaHusIMU HacTosAmero deneparbHOT0 3aKOHA, 3a HUCKIIOYEHHMEM JICKApPCTBEHHBIX IPENapaTos,
W3TOTOBJICHHBIX  aQNTEYHBIMA  OpPTaHU3AIMSIMH, BETEPUHAPHBIMU  ANTEYHBIMH  OPTaHHU3AIUAMH,
WHIUBUAYATbHBIMU TPEIIPUHAMATENSIMH, UMEIOLTUMHU JIMIIEH3UIO Ha (DapMalleBTHUECKYIO eI TeIbHOCTD,
JOJKHBI IOCTYNAaTh B 00OpalieHue, ecilu:

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

1) Ha uX NEepBUYHOM yMakoBKE (3a MCKJIIOUYEHHWEM IEpBUYHOM YMAKOBKU JIE€KapCTBEHHBIX
PacTUTENBHBIX MpPEenapaToB) XOPOIIO YUTAEMbIM IIPU(TOM Ha PYyCCKOM S3bIKE YKa3aHbl HAMMEHOBAHUE
JIEKapCTBEHHOI0 Mpemnapara (MeXAyHapoJAHOE HEMaTeHTOBAHHOE, WJIM TPYNIHUPOBOYHOE, WIH
XMMHYECKOE, WIM TOPrOBOE€ HAUMEHOBAaHUE), HOMEP CEpHUH, JaTa BhITycKa (A1 IMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpalus, oO0beM, aKTHUBHOCTh B
€AVHULAX JEUCTBHS WIA KOJIUYECTBO J103;

(B pen. ®exnepanbHbix 3aKk0HOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOHN (MOTPEOUTETHCKOM) YMAaKOBKE XOPOIIO YHUTAEMBIM MIPHPTOM HA PYCCKOM
SI3bIKE yKa3aHbhl HAaUMEHOBAHHWE JICKAPCTBEHHOTO Tperapara (MEeXIyHapOJHOE HEMaTeHTOBAHHOE, WIIH
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IpyNIMPOBOYHOE, WIM XHUMHUYECKOE M TOProBO€ HAaMMEHOBAaHMs), HAaUMEHOBAaHHE IIPOM3BOIUTENS
JIEKapCTBEHHOI'O IIperapara, HOMEp CEpUH, J1aTa BBIIyCKa (151 UMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX
IIPEnapaToB), HOMEpP PEruCTPALMOHHOIO YAOCTOBEPEHUs, CPOK TOJHOCTH, CIIOCO0 NPUMEHEHUs,
J03UPOBKAa WM KOHIIEHTpaIus, o0beM, aKTUBHOCTh B €AMHHUIAX ACUCTBHUS JUOO KOJIMYECTBO 103 B
YIaKOBKe, JIEKAPCTBEHHAs (JOpMa, YCIOBUS OTIYCKa, YCIOBUS XPAHEHUS, IPEyIpEeIUTENbHbIC HAIIIICH.
(B pen. @enepanbubix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®dapManeBTHUECKUE CYyOCTaHIIMU JOJDKHBI TIOCTyNaTh B OOpalleHHe, €M Ha MX IMEePBHYHOU
YIaKOBKE XOPOIIIO YHUTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
cyOctaHK (MEXIyHApOIHOE HEMAaTEHTOBAHHOE, WM TPYIITUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOC
HAaUMEHOBAHMSI), HAMMEHOBAHUE MTPOU3BOIUTENS (papMaIeBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE M €JIMHUIBI U3MEPEHUSI KOJHYECTBA, CPOK TOJHOCTU U YCIOBUS
XpaHEHUSI.

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

3. JlekapCTBEHHBIE CPECTBA B KAYECTBE CHIBOPOTOK JIOJKHBI IIOCTYNATh B OOpaIieHne ¢ yKa3aHHuEeM
KHMBOTHOI'0, U3 KPOBH, IIa3Mbl KPOBH, OPI'aHOB U TKAHEH KOTOPOI'O OHU MOJIyYEHBI.

4. Ha BTOpHuHYIO (IIOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJIYUYEHHBIX U3 KPOBH,
IJ1Ia3Mbl KPOBHU, OPraHOB M TKaHEW 4esoBeKa, JOJKHA HAHOCUThCA Haanuch: "Antutena k BUU-1, BUY-
2, k Bupycy renaruta C 1 NOBEpXHOCTHBIN aHTUIEH BUpyca renatuta B otcyTcTBytoT".

5. Ha  nepBuYyHyl0  yHakoBKy M  BTOPUYHYI  (HOTPEOMTENbCKYIO)  YIAKOBKY
pannodapmManeBTHIECKUX JIEKAPCTBEHHBIX CPEACTB JOKEH HAHOCUTHCS 3HAK PAJUAIlMOHHON OMTACHOCTH.

6. Ha BTOpHuHYyI0 (OTPEOUTENHCKYI0) YIAKOBKY TOMEOMAaTHYECKHX JIEKAPCTBEHHBIX MpPErapaToB
JIOJDKHA HAHOCUTHCS HaAmuch: "'['oMeonarudeckuii".

7. Ha BTOpHYHYIO (HOTpEOMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpenapaToB
JOJKHA HAHOCUThCA Haamuch: "[Ipoaykius npomuuia paaualioHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyo ymakoBKy (€ciu JJIsl 3TOrO CYLIECTBYEeT TEXHHYECKas BO3MOXHOCTb) U
BTOPUYHYIO (ITOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IIpenaparoB, MpeJHa3HAYEHHbIX JJIf
KIIMHUYECKUX UCCIIeI0BaHUM, T0JKHA HAHOCUTBCS HaJIMUCh: " J{J1s1 KIIMHUYECKUX UCCleToBaHMM" .

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

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, INPEJHA3HAYCHHBIX MCKIYUTEIBHO MJIs JKCIIOPTa,
MapKUpPyeTCsl B COOTBETCTBUM C TPeOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHylo Tapy, KOTOpas He MpeJHa3HaueHa JUIsl MOoTpeduTened W B KOTOPYIO
MTOMEILIEHO JIEKapCTBEHHOE CPEJICTBO, JOKHA HAHOCUTHCS HH(GOpMalMs O HAUMEHOBAaHUHU, CEPUU
JICKApCTBEHHOTO CPEJICTBA, JIaT€ BBIMYCKA, KOJUYECTBE BTOPUYHBIX (TMOTPEOMTENHCKHX) YHIAKOBOK
JIEKapCTBEHHOTO CPEICTBA, NMPOU3BOAUTEINE JEKAPCTBEHHOTO CPEACTBA C yKa3aHUEM HAMMEHOBAaHUS U
MECTOHAXO0KACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBa (apec, B TOM YUCIIe CTpaHa U (MJIM) MECTO
IIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAKXKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOI'O CPEACTBA M 00
YCIIOBUSAX €0 XpPaHEHUs U MEPEeBO3KU, HEOOXOAUMBIE MTPEaYIIpeIUTeNbHbIE HAAIUCH U MaHUITYJIATOPHBIE
3HaKH.
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11. Ha nepBuuHyi0 ynakoBKY M BTOPUYHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JEKapCTBEHHBIX
CPEICTB Jisi BETEPUHAPHOIO MPUMEHEHMs JODKHA HAHOCUThCS HaAanuck: "Jljis BeTepuUHApHOrO
MpUMEHEHHUS".

12. Ha BropuuHylo (MOTpeOHMTENHbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHTCS
ITPUXOBOH KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EOQEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
U3 POCCUUCKOW ®EOEPALIUU
(B pen. ®enepanpuoro 3akoHa ot 06.12.2011 N 409-D3)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro deagepauymio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccumnckon ®epepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpenctB B Poccuiickyro denepannio OCyLIECTBISETCS B IOPSIKE,
ycraHoBiieHHOM [IpaButensctBoM Poccuiickoit deneparium, B COOTBETCTBUU € aKTaMH, COCTABIISAIOIINMU
npaso Coro3a, 1 (W1n) 3akoHoiaTesIbeTBOM Poccuiickoit @enepanyiv 0 TaAMOKEHHOM PETYJIUPOBaHUU.

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

[Ipumeuanue.

Ho 31.12.2025 poccuiickuM ITPOM3BOJUTENISIM Pa3pelieHO B YBEAOMHUTEILHOM IOPAJIKE BBO3UTH HE
BHECEHHBIE B peecTp (apMaleBTHUSCKUE CYOCTaHIIMM IS BETCPUHAPHOTO NPUMEHCHUS IS
MIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JeKapcTBeHHBIX cpeAcTB ([locranoBnenue [IpaButenbctBa PD
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyto denepanuio jekapCTBEHHbIE CpPEACTBA JIOJDKHBI COJIEpXKaTbCcs B
TOCYJJAPCTBEHHOM DPEECTpe JIEKapCTBEHHBIX CPEJICTB, WIH EIUHOM pEecTpe 3aperucTPUPOBAHHBIX
JIEKapCTBEHHbIX  CpeAcTB  EBpasuiickoro  SKOHOMHYECKOTO  C€OI03a, WJIM  €IMHOM  peecTpe
3apETrUCTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBEHHBIX IIpenaparoB EBpa3niicKOro 3KOHOMHYECKOIO
COI03a.

(B pen. @enepanbhbix 3akoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N 1-
D3)

3. Jlomyckaercs BB03 B Poccuiickyro denepaiinio KOHKPETHOM MapTHHM 3aperHCTPUPOBAHHBIX U
(M)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, MpPEIHA3HAYEHHBIX U1  pa3pabOTKH
JIEKapCTBEHHBIX CPEJCTB, MPOBEIEHUS HAYYHBIX M HHBIX MCCIEJI0BAaHUM, MPOBEIEHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENApaTOB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIA
OCYIIECTBIIECHUS FOCYAaPCTBEHHOW PEruCTpallii WM PErUCTPAlMH JEKAapCTBEHHBIX MPEnapaToB WK s
OKa3aHUsl MEAMIMHCKON IMOMOIIM IO JKU3HEHHBIM ITOKa3aHMSIM KOHKPETHOTO IallME€HTa Ha OCHOBAaHUU
paspelleHusi, BbIIAHHOTO YIOJHOMOYEHHBIM (eJiepaibHbIM OpPraHOM HCIHOJHUTENBHON BJIACTU IO
3asBJICHUSIM JIMI, YKa3aHHBIX B cTaTbe 48 Hactosmero denepalbHOro 3akoHa. PaccmMoTpeHHne Takoro
3asBJIGHMS W TPHUHITHE pEIIeHUs O BblJauye pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUH
3apErCTPUPOBAHHBIX U (WJIN) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX IS
pa3paboTKH JIEKAPCTBEHHBIX CPEJICTB, IMPOBEACHUS HAYYHBIX U HMHBIX HCCIIEJOBAHUM, MNPOBEACHUS
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KJIMHUYECKUX HCCIEIOBAaHUH JICKAPCTBEHHBIX IPENaparoB, MPOBEICHHUS SKCHEPTHU3bI JIEKAPCTBEHHBIX
CPeACTB /sl OCYUIECTBJICHHS TOCYAAPCTBEHHOM pPETHUCTpAllMd WU PETUCTPAIMH JIEKAPCTBEHHBIX
IpenaparoB WM Uil OKa3aHWsS MEAMIUHCKOM IOMOIIM IO JKU3HEHHBIM IIOKAa3aHUSAM KOHKPETHOTO
naruenTa Ju0o o0 OTKa3e B BbIJaue yKa3aHHOI'O pa3pelIeHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
ATy pabounx aneil. [lnara 3a Beavy yKa3aHHOTO pa3penIeHus] He B3UMACTCH.

(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c 1 ssuBapsa 2024 roaa. - ®enepanbusiii 3akoH o1 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2025 roma momyckaroTcst BBO3 Ha Tepputopuio Poccuiickoii ®@enepauuu u
obOpamenue B Poccuiickoit denepanuui ¢ ydyeToM OCOOCHHOCTEH, yCTaHOBJIEHHBIX IIpaBHUTEIHCTBOM
Poccuiickoit ®enepaunu, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB JUISi MEOULIMHCKOIO
MPUMEHEHUS B yIIaKOBKaX, MPeIHA3HAYCHHBIX I 00pallleHus B MHOCTPAHHBIX FOCYAapcTBaX, B Cllydae
neeKTypbl JIEKapCTBEHHBIX IMPENaparoB WIM pPHUCKa €€ BO3HUKHOBEHUS B CBS3UM C BBEICHHUEM B
otHoweHun Poccuiickoit denepaiuu OrpaHUYUTENIBHBIX MEP 3KOHOMHUYECKOr0 XapakTepa IpHU YCIOBUU
COOTBETCTBUSl BBO3MMBIX JIGKAPCTBEHHBIX IIPEMapaToB TpeOOBAaHUSAM, YCTAHOBJICHHBIM TIPH HUX
perucTpanuu, 3a UCKIIOYCHHEM TpeOOBAaHUN K IMEPBUYHON YHAKOBKE, BTOPUYHOU (IMOTPEOUTENIHCKON)
YIAKOBKE, a TaKXke IMPU HAJUYUU Ha BTOPUYHOM (MOTPEOUTENIHCKOM) YIAKOBKE JIEKAPCTBEHHBIX
MpernapaToB, HaXOIAIIMXCA B OOpalleHUH, CaMOKJIESINENHCcs STHUKETKU, COoJepKalledl HH(pOpMaIHUio o
JIEKApCTBEHHOM IIpernapaTe Ha PyCCKOM SI3bIKE.

(dgactp 3.2 BBenmeHa denepasibHbIM 3aKOHOM OT 26.03.2022 N 64-D3; B pen. denepabHBIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-D3)

3.3. Jomyckatotcs BBo3 B Poccuiickyro @enepanuto u obpamienue B Poccuiickoit denepannu c
y4eToM ocoOeHHoCTEH, YCTaHOBJICHHBIX IIpaBuTenscTBOM Poccuiickoit denepanny,
3apETUCTPUPOBAHHBIX ~ OPUTMHAIBHBIX  OpP(AHHBIX  JIGKAPCTBEHHBIX  MpemaparoB U (WiIH)
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENapaTtoB [UIsi MEAMIMHCKOIO TNPUMEHEHHs B TEUYEHHE
NBEHAALIATH MECALEB IOCle JaTbl UX perucrpanuu B Poccuiickoin ®Penepanuu B yNAaKOBKaX,
MpeHa3HAYEHHBIX JUIsl OOpalleHHss B HHOCTPaHHBIX TOCYAApCTBaX, IpPHU YCIOBUM COOTBETCTBUSA
BBO3UMBIX JIEKAPCTBEHHBIX MPENApaToB JJsl MEAUIUHCKOTO IPUMEHEHHs TpeOOBaHUSAM, YCTaHOBICHHBIM
IpU UX perucTpanuu, 3a UCKIIOYEHHUEM TpeOOBaHMM K TEPBUYHOM YHAKOBKE, BTOPUYHOU
(moTpebuTeNbCKO) ymakoBKe, M TPH HAIMYMM HA BTOPUYHOM (MOTPEOUTENLCKOM) yHakoBKe
JIEKapCTBEHHBIX IMPENapaToB s MEIUWLUHCKOIO TPUMEHEHHs, HaXoAsIUXcs B oOpalleHuwu,
caMOKJIesIIeiics 3TUKETKH, cojiepaKaliei MHpopMaIio o JIeKapcTBEHHOM Ipernapare /Ui MEAUIIMHCKOTO
MIPUMEHEHUS Ha PYCCKOM si3bIKE. B OTHOILIEHMYU JAAHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJIOKEHUS yacTh 7 ctatbu 9 u yacteid 1 u 2 crtateu 52.1 Hactosmero deaepalbHOrO 3aKOHA.

(uactb 3.3 BBegeHa denepanbubim 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro @enepanyto MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEJICTBA, KA4ECTBO KOTOPBIX
MOATBEPHKIEHO  CEpTU(PUKATOM  MPOU3BOAUTENS  JIGKAPCTBEHHBIX  CPEACTB,  YJOCTOBEPSIOIINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM, YCTAHOBICHHBIM IPH UX PETUCTPALIUH
WM MIPOBEJIEHUH MPOIIEYp, CBA3AHHBIX C perucTpanueil.

(B pen. deaepanbhbix 3aKk0HOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-03)

5. 3anpemraercsa BBo3 B Poccuiickyto denepanuio panbcupuinpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE100pOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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6. danbcuduuupoBaHHbIE JEKApCTBEHHbIE CPEICTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOMJIEKAT UIBATHIO U MOCIIEAYIOIIEMY YHUUTOKEHUIO WIN BbIBO3Y M3 Pocculickoit @enepaunu,
KOHTpa(aKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUTOXEHHUIO. Y HUUTOXKEHUE
wii BbBO3 U3 Poccuiickoit ®enepanyu  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEACTB, KOHTpa(aKTHBIX  JIEKApCTBEHHBIX  CPEICTB
OCYLIECTBJISICTCA 3a CYET JIMLA, OCYLIECTBUBIIEIO HX BBO3. IlOpSNOK YyHUYTOXKEHHS H3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpagaKTHBIX JEKapCTBEHHBIX CpeICcTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. @enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBasiomme BBo3 B Poccuiickyto  @enepanuio  GanbCUBUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEJACTB, HEJOOPOKAUYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIbCTBOM Poccuiickoit
®Oenepanuu.

(B pen. @enepanbhbix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

8. BbIBO3 nieKapCTBEHHBIX cpecTB U3 Poccuiickoit denepanui OCyIIEeCTBISETCS B COOTBETCTBUH C
akTamH, cocrtaBisiomumMu npaBo Coroza, u (W) 3akoHoAaTenbcTBOM Poccuiickoit denepanuu o
TOCYJJAPCTBEHHOM PETyJIMPOBAHUH BHEITHETOPTOBOM JICATEIILHOCTH.

(dactb 8 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBox B rpaxkaaHcKuii 000OpOT JIEKAPCTBEHHBIX MPEMapaToB AN MEIUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuio, oCymecTBIsSETCs C COONMIOACHUEM TPeOOBaHUM, YCTAHOBIEHHBIX
cratbeit 52.1 Hacrosiero @eaepaibHOTO 3aKOHA.

(dactp 9 BBeneHa denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

[Ipumeyanue.

Y. 10 ct. 47 He pacripocTpaHseTcs Ha CEpUH JIEKAPCTB JJI1 BETEPUHAPHOTO MPUMEHEHUs!, BBEJICHHBIE B
rpaxaaHckuii oo6opor o 01.09.2023, koropsle moJuIekKAaT NPUMEHEHHIO 10 HCTEUEHHs CpOKa MX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

10. BBox B rpaxaaHckuii 000pOT JE€KApCTBEHHBIX MpENaparoB s BETEPUHAPHOTO MPUMEHEHUS,
BBE3€HHBIX (TepememieHHbix) B Poccuiickyro @enepanuio, OCYIIECTBISIETCS €  COOIIOJEHUEM
TpeOoBaHUH, yCTaHOBIEHHBIX cTaThell 52.2 HacTosmero denepanbHOro 3aKoHa.

(dactpb 10 BBenena denepanbubiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbsa 48. lOpuanyeckue nuua, KOTOpbIM paspelleH BBO3 NleKapCTBEHHbIX CPeAcTB
B Poccuickyro ®epnepauuio
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHsle cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:!
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mnpou3BOAUTENU JIEKAPCTBEHHBIX CPEACTB JUId ILened COOCTBEHHOrO IPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHblE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIE MPOU3BOJIUTENN
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JIEKapCTBEHHBIX CPEJICTB WM JIPYTUe IOPUANYECKHUE JIMIA 0 MOPYUYEHHIO pa3paboTyrKa JIEKapCTBEHHOTO
CpencTBa Ui pa3pabOTKH JICKAPCTBEHHBIX CPEACTB, MPOBEACHHS HAYYHBIX M WHBIX HCCIICIOBAHHIA,
NPOBEJCHUS  KIMHWYECKUX  MCCIICJOBAHMI  JIGKAPCTBEHHOTO  Iperapara,  OCYIIECTBICHUS
FOCYJIapCTBEHHOM  PErucTpaldd WIM PETUCTPALlMM  JIEKAPCTBEHHOI'O  Ipenapara, BKIKOYEHUS
(dapmaneBTHYECKO CyOCTaHIIMM B TOCYAApPCTBEHHBIH pEECTp JIEKAapCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB MPHU HAIMYHUU PA3PELICHHs YIOJIHOMOYEHHOTO (eiepaaIbHOro opraHa
UCTIOJIHUTEIBHON BJIACTH HA BBO3 KOHKPETHOW MAPTHUH JIEKAPCTBEHHBIX CPEJICTB;

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

3) opraHu3anyu ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEICTBAMU;

4) nayuyHble OpraHu3aIy, 00pa30BaTEIbHBIC OPraHU3alMU BBICIIETO0 00pa30BaHuUs, TPOU3BOIUTEIH
JICKapCTBEHHBIX CPEICTB Ui pPa3pabOTKH, HCCIENOBAHUM, KOHTpOJI O€30IIacHOCTH, KauecTsa,
3G HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU HAIWYHH PA3pElICHUsS YIOJTHOMOYEHHOTO (erepaibHOro
OpraHa MCIIOJHUTEIILHOH BIacTH;

(B pen. @enepanbubix 3akoHOB 0T 02.07.2013 N 185-®3, ot 30.01.2024 N 1-D3)

5) MeOUIMHCKHE OpraHu3alliy, MHbIC YKa3aHHbIE B IIYHKTaX | - 4 HACTOAIIEH CTaThH OpraHU3aINH
JJIs1 OKa3aHUus MGILHHHHCKOﬁ IMOMOIIH ITO )KMU3HCHHBIM IMOKA3aHUSAM KOHKPECTHOI'O MalkeHTa P HAJTMYUU
pa3peleHns YyIoJIHOMOYEHHOTo (eaepaabHOro opraHa MCIOJHUTEIBHONW BIACTH Ha BBO3 KOHKPETHOM
MapTUU JIEKApCTBEHHOTO NpenapaTa, BBIAAHHOTO B YCTAHOBIIEHHOM IOpsIKE B (OpPME DIEKTPOHHOTO
JTOKYyMEHTA, TTOIMHCAaHHOTO YCUICHHON KBaJH(DUIIMPOBAHHOH JIEKTPOHHON OAIHUCHIO;
(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-P3)

6) yrpatui cuiy ¢ 1 ssaBapsa 2024 roga. - @enepanibhblii 3akoH oT 27.12.2019 N 475-D3.

7) IpOU3BOIUTENN METUIIMHCKUX M3EIHUM JIJIS TIEJIeH MPOU3BO/ICTBA METUIIMHCKUX H3IICIIHMA.
(. 7 BBeneH PenepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, npeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
denepaumm npu BBO3€E NeKapCTBEeHHbIX cpeacTB B Poccumnckyo deagepauymtio
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nekapcTBeHHbIX cpeacTtB B Poccuiickyro denepannio B TaMOXEHHBIE OpraHbl
Poccuiickoit @enepanuu Hapsay ¢ JOKYMEHTaMH, INPEACTaBICHUE KOTOPBIX IPETYCMOTPEHO aKTaMH,
cocTaBisitouuMu paBo Coro3a, n (WiM) 3akoHojaTenbcTBoM Poccuiickoil @enepaliun 0 TaMOXKEHHOM
PEryJIMpOBaHUHU, IPEICTABIISIOTCS CIEAYIONINE JOKYMEHTHI B JJIEKTPOHHOM (opMe:

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) ceprudukar NPOM3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOTO TPUMEHEHHS,
yJIOCTOBEPSIOLINIA COOTBETCTBHE BBO3UMOTIO JIEKAPCTBEHHOTO CPEACTBA JIsl BETEPUHAPHOTO MPUMEHEHUS
TpeboBaHusAM (apMaKonenHol cTaTbu MO0 B ClIyyae ee OTCYTCTBUS HOPMAaTUBHOTO JOKYMEHTA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) paspelleHHe YIOJHOMOYEHHOTO (helepalbHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH Ha BBO3
KOHKPETHOH MapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIydasX, YCTAHOBJIEHHBIX 4acTbio 3 crartbu 47
Hacrosiero denepaibHOro 3aKoHa.
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2. JIoKyMeHTbI, yKa3aHHble B NMyHKTaXx 1 W 2 yactu | Hacrosieil cTraTbu, NPEICTABISIOTCS B
TaMOXEHHbIe opranbl Poccuiickoit @enepanuu npu NpUOBITUN JEKAapCTBEHHBIX CpeAcTB B Poccuiickyto
denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
JINYHOrO UCNOJSIb30BaHUA U UHbIX HEKOMMEPYECKUX Lerien, a Takke Ans UICNoNb30BaHUA
Ha TeppUTOPUN MeXAYHapPOAHOro MeAULIMHCKOro Krnacrtepa
(B pen. @enepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIC TmpemnapaThl MOTYT OBITH BBe3eHbI B Poccuiickyro ®Denepanuio 0e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsaMu | - 4 crateu 47, ctathsamu 48 u 49 Hacrosiero denepanbHOTO
3aKOHa, €CIIM OHU TPeIHA3HAYCHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nuyHOrO MCHONB30BaHUS (PU3MYECKUMH nullamu, npuOsBImIMMU B Poccuiickyro denepanuio.
IIpu »stom BBO3 B Poccuiickyro @Denepanuio JIEKAPCTBEHHBIX  IPENAPATOB,  COAECPIKAIIUX
CIWIIbHOACHUCTBYIOIME U (WIM) SJOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CHWJIBHOJICUCTBYIOIIMX BEIIECTB JUIA LIeJIeH YrOJOBHOTO 3aKoHonarenbcTBa Poccniickon @enepannu U B
CIIMCOK SIIOBUTBIX BEIIECTB MJisi LieJied YroJIOBHOIO 3akoHozaTenbcTBa Pocculickoir ®enepauuu,
yrBepxkacHHbIe [IpaBurenscTBoM Poccniickoit denepanuu, OCyIECTBIAETCS NP HAJTUYUM JTOKYMEHTOB
(3aBEepeHHBIX KOIMUN JOKYMEHTOB HIIM 3aBEPEHHBIX BBIMHCOK W3 HUX), MOATBEPIKIAIOIIUX Ha3HAUCHUE
¢u3nvYecKkoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX TMIPEMapaToB (3a WCKIIOYCHUEM JIEKapCTBEHHBIX
MpernapaToB, 3aperucTpupoBaHHbiXx B Poccuiickoit @enepanuu  au00 3aperUCTPUPOBAHHBIX B
COOTBETCTBHH C aKTaMH, cocTaBJstomuMu ipaBo Coro3a, u oTiyckaeMbix B Poccuiickoit denepamuu 6e3
pelienTa Ha JeKapcTBeHHbIM mpemnapat). [loaTBepkaaromue JOKYMEHTHI (MX 3aBEpEHHbIE KOMHMM HIIU
3aBEpEHHBbIE BBIMUCKM W3 HHUX) JODKHBI COJEPKATh CBEACHHWS O HAUMEHOBAaHUU U KOJUYECTBE
HA3HAUYEHHOI'0 JIEKapCTBEHHOIO TIpenapaTta. B cioywae, ecinu MOATBEpXAaoLIMe JOKYMEHTHl (MX
3aBepEHHbIE KOMHWM WM 3aBEPEHHbIC BBIMHCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HUM
IIpUJIaraeTcs HOTApUAJIBbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUH SI3BIK;
(B pen. @enepanbHbix 3aKk0HOB 0T 02.06.2016 N 163-D3, or 30.01.2024 N 1-D3)

2) uCHONb30BaHUS paOOTHUKAMH  AWIUIOMATHUYECKOTO KOpIyca WIH  TIPEICTaBUTENIMU
MEKIYHAPOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickor denepannu;

3) 5edeHuss MAcCaXXMpPOB M WIEHOB SKUIAXeW TPaHCHOPTHBIX CPEACTB, MOE3IHBIX Opuraa u
BOAMTENEH TPAHCHIOPTHBIX CPEACTB, NPUOBIBIIKX B Poccuiickyto denepanuio;
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEXIYHAPOAHBIX DKCIICIULINN;

5) JeyeHUs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajaxX, IUpPKax, OKeaHapuymax,
nenbGpuHApUAK, JEYCHUS TUKUX >KUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIONUX TEPPUTOPUIO
Poccutiickoit deneparuu, HaAXOIANUXCS B COCTOSIHUM E€CTECTBEHHOW CBOOOJBI M TPHUHAIICKANIUX K
BUJaM, 3aHeceHHBIM B KpacHyto kuury Poccuiickoit @enepanuu u (UIM) KpacHblE KHUTH CYOBEKTOB
Poccuiickoit denepanuuy, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyto denepanuio Ui y4acTus B
CIIOPTUBHBIX U 3PEJIUIIHBIX MEPONIPUATHSIX;
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(B pen. @enepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCTIOJIB30BAHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO MEIUITUHCKOTO KIacTepa.
(. 6 BBennen denepanbHBIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B ciyuasx, npelyCMOTPEHHbBIX 4acThio 1 HacToALIEH cTaThu, JAomyckaercs BBo3 B Poccuiickyto
®enepanuio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoil denepanun nmmubo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTaBIISIFOIIMMH ITpaBo Coro3a.

(B pen. @enepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-®3)

3. JlexkapcTBEHHbIE Mpenaparkl, IpeIHa3HAuYEHHbIE Ul TYMAHUTApHOW NMOMOIIM (CONEHCTBUS) WIN
MOMOILIM TIpU Ype3BbIUAWHBIX CUTyalusx, BBo3sTcs B Poccuiickyio @enepanuio B MOpsKe,
ycranoBieHHOM [IpaButenbctBom Poccuiickoit ®enepanun. 3ampemaercs BB03 B Poccuiickyio
Qdenepalliio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpENaparoB,  NpeJHA3HAYCHHBIX IS
rYMaHUTapHON NOMOIIH (COAEHCTBYS) UM IIOMOILM IIPU YPE3BbIYANHBIX CUTYyaLHUSIX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHudecTBO ¢heaeparbHOro opraHa WCMONMHUTENIbHOW BRacTy,
ocywecTBnsAOwWero oyHKLUMM No KOHTPOSIO U Haa3opy B 06nacTM TaMOXEHHOro aena, u
APYrMXx ynofTHOMOYeHHbIX heaepanbHbIX OpraHOB UCNONTHUTESIBHON BriacTu
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1. VYnomHoMmoueHHbIE (enepaTbHble OpraHbl HCIOJHUTEIFHOW BIACTH TPENOCTABISIOT B
pacriopsbkeHue (efepaJbHOr0 OpraHa MCIOJHUTEIbHON BIIACTH, OCYIIECTBIISIOLIET0 (YHKLUUH 110
KOHTPOJTIO ¥ HaJ[30py B 00JIACTH TaAMOXKEHHOTO JIeJIa, TOCYIapCTBEHHBIN PeecTp JIEKApCTBEHHBIX CPEICTB,
a TaKke MH(OPMAIIMIO O BBIIAHHBIX pa3pelIeHUsIX Ha BBO3 KOHKPETHOM MapTHUH JIEKApCTBEHHBIX CPEJICTB
B ClTy4asiX, yCTaHOBJICHHBIX 4acTbhio 3 cTaThu 47 HacTosero denepaabHOr0O 3aK0Ha.

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

2. ®denepanbHbId OpraH UCHOJHUTEIBHOM BIIACTH, OCYIIECTBISIONMN (DYHKIMU MO KOHTPOIIO U
Ha/30py B 00JacTH TaMOKEHHOTO Jena, MHQOpPMHUpPYET yKa3aHHble B 4YacTH | HacTOAIIeH CTaThbu
YIOJHOMOYEHHbIE (e/iepalibHble OpraHbl UCIOJHUTENIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@enepaiuio 1 BbIBO3€ JIEKapCTBEHHBIX CpeAcTB U3 Poccuiickoit Penepanuu mno ¢popme u B
nopsiike, KoTopble ycraHoBieHsl [IpasurensctBom Poccniickoit denepanun.

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Masa 10. PAPMALEEBTUYECKASA OEATENBHOCTb
CraTtba 52. OcywecTBneHue papMaLeBTUYECKON AeATENIbHOCTU

1. q)apMaLICBTI/ILICCKa}I ACATCIIBHOCTE OCYHICCTBIIACTCA OpPraHu3aluiaIMnu OIITOBOI TOProBJIN
JICKApCTBECHHBIMU cpeacrBamMu, AIlITCYHbIMH opraHusanusimu, BETCPUHAPHBIMU alITCYHbBIMU
opraHnu3anusimu, HHIAUBUYAJIbHBIMU MpeaANIpUHUMATCIISIMU, UMCIOIIIUMHA JIUICH3UIO Ha
CbapMaI_[eBTI/IIIeCKYIO ACATCIBbHOCTh, MCIUIMHCKUMH OpraHu3anuiaMi, HMCIOMIUMH JIMOCH3UIO Ha
(bapMaL[CBTI/ILICCKyIO ACATCIIbHOCTb, U HX 000C0O0ICHHBIMH noapa3aCiiICHUAMMA, PACIIOJIOKCHHBIMA B
CCIIbCKUX HACCIICHHBLIX IMYHKTAX, B KOTOPBIX OTCYTCTBYIOT AIITCUHBLIC OpraHU3alliHi, U BETCPUHAPHBIMU
opraHu3anusaiMu, UMCIOIIUMUA JIMOCH3UTO HA (I)apMaI_ICBTI/I‘-ICCKyIO ACATCIIBHOCTD.
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(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

[Ipumeuanue.

Y. 2 cT. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacT aKKpeIUTAIIMN CIICIIUATUCTOB C BBICIIUM HJIA
CpPEeTHUM BETEPUHAPHBIM 00pa3oBaHUEM, OCYIICCTBISIOMUX (HapMaIleBTHYECKYIO JESITEeIbHOCTb,
npumensiercs ¢ 01.03.2026. Ceptudukarsl TakuM juiam BeigatoTes mo 28.02.2026 u neicTBYIOT HE
Oonee 5 ner.

2. ®usnueckue JHIa MOTYT OCYHIECTBISATH (DapMalleBTUUECKYIO NEATENbHOCTh MpPHU HAJIUYUU
BBICIIIETO WJIM cpenHero ¢apMareBTudeckoro oOpa3oBaHusi M cepTuduKara crenudanucra Judo
MPOUJICHHON aKKpeAUTAlUU CHEIHATNCTa, BBICIIETO0 WJIM CPEIHEro BETEpUHAPHOTO O0pa3oBaHUS U
cepru(uKaTa CrICNHATUCTa MO0 MPOWICHHOW AaKKPEAWTAINU CIICIUAINCTA, & TakK)Ke BBICIICTO WU
CpeIHEro MEIUIIMHCKOTrO 00pa3oBaHUs, cepTuduKaTa CHelUalrucTa JU00 MPONIESHHONW aKKpeAUTalUuu
CHEIMAIMCTa ¥ JIONMOJHUTEIBHOTO MPO(ECCHOHATBFHOTO O0pa30BaHUS B YaCTH PO3HUYHOW TOPTOBIIU
JIEKapCTBEHHBIMHU TpenapaTtaMu JUisl MEIUIIMHCKOTO TPHUMEHEHHUS NpHU YCIOBHH UX pPadOThl B
000CO0JICHHBIX TIOIpa3/ICNICHUSX METUITUHCKUX OpraHu3allii, yKa3aHHbIX B 4aCTH | HACTOSIICH CTaThH.
(uacts 2 B pen. denepanbroro 3akoHa oT 28.04.2023 N 149-D3)

[Ipumeuanue.

JlexapcTBEeHHBIE MIpenapaThl Al MEAUIUMHCKOTO MPUMEHEHUS, BBEICHHbIE B TPaXKIaHCKUN 000pOT 10
29.11.2019, noanexaT XpaHEHHIO, NEPEBO3KE, OTIIYCKY, pealM3alluu, Iepenaye, MPUMEHEHHUIO 10
uctedeHus cpoka ux ronHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT IneKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHuns
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

(BBeneHa @enepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpa’kJaHCKUN OOOpPOT KaXK/10M Cepuy WM KaKIOW MapTUU MPOU3BEACHHOIO B
Poccuiickoit denepannn J€KapCTBEHHOIO Npenapara il MEIULIUHCKOTO IPUMEHEHHS, 3a UCKIIOUEHUEM
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IpEenapaToB, MPOU3BOJUTENb TaKOrO JIEKAPCTBEHHOTO
mpernapara IMpeJICTaBiIseT B 3JEKTPOHHOH (opme B (edepaibHBIi OpraH HCHOJHUTEIbHON BiacTH,
OCYIIECTBISIONMN (QYHKIMHM 1O KOHTPOJI W Haa30py B cdepe 3ApaBOOXPAHEHHUS, JTOKYMEHT
IIPOU3BOJUTEIIS JIEKAPCTBEHHOI'O CPENICTBA, MOATBEPKIAIOIINI KauyeCTBO JIEKAPCTBEHHOIO Ipenapara, U
MOJATBEP)K/IEHNUE YIOJHOMOYEHHOTO JIMIa TPOU3BOAUTENSI JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUSA
JIEKapCTBEHHOTO Mpernapara TpeOOBaHHUSIM, YCTAaHOBJICHHBIM IIPH €r0 PErUCTPAIIH.

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

1.1. Ilepen BBOJOM B rpakJaHCKUN 00OPOT Ka)IOH CepUH WU KaKI0W MapTUU MPOU3BEICHHON B
Poccuiickoit ®eneparun  dapmareBTUYECKOH CyOCTaHIIMM TMPOU3BOJUTENH TAKOTO JIEKAPCTBEHHOTO
CpeICTBa TMpPEACTaBIsET B JIIEKTPOHHON (opme B QenepalbHbIil OpraH HCHOJHUTENIBHON BIACTH,
OCYIIECTBISIOMUN (YHKIIMM TI0 KOHTPOJIO W HaaA30py B cdepe 3apaBOOXpaHEHHS, TOKYMEHT
MIPOU3BOJUTENS  JIEKAPCTBEHHOTO  CPEJCTBA, TMOATBEPXKIAIOMIMIA  KadyecTBO  (apMaleBTUYECKOM
cyOCTaHIIMM, ¥ JOKYMEHT, MOATBEP)KIAIONINNA COOTBETCTBUE JICKAPCTBEHHOTO CPEACTBA TPEOOBAHUSIM,
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YCTaHOBJICHHBIM MPU €ro TOCYJAapCTBEHHON pETUCTpallud WM PErucTpalu, H OQOPMIICHHBIH
YIIOJIHOMOYEHHBIM JIUIIOM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB.
(dactp 1.1 BBegena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Ilepen BBOAOM B TpakIaHCKUH OOOPOT KaXKIOM CEpUM WM KaXKJOM MapTUU BBO3UMOTO B
Poccuiickyro  ®enepanuio JIEKapCTBEHHOTO Ipenapara Julsli MEIMUHUHCKOTO IPUMEHEHHUs, 3a
UCKJIIOYEHHEM HMMYHOOHOJOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alusl, OCYIIECTBIISIONIASN
BBO3 JICKapCTBEHHOTO mpemnapara B Poccuiickyro @exnepaluio, NpeAcTaBiseT B 3JIEKTPOHHOH (opme B
(benepanbHBI OpraH UCIOJHUTEIBHON BIACTH, OCYLIECTBISIOMNN (YHKINU 110 KOHTPOJIO U HAaJI30py B
chepe 3ApaBOOXpaHEHUS, JTOKYMEHT MPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJICTBA, IMOATBEPKAAIOIINN
KaueCTBO  JIGKapCTBEHHOI'O  Ipernapara, M  IOATBEP)KICHUE  IPEICTABUTENs  OpraHU3alNM,
OCYLIECTBJISIFOIIEH BBO3 JIEKAPCTBEHHOro mpemnapara B Poccuiickyro Denepannio ¥ yHnoJIHOMOYEHHOU
MHOCTPAHHBIM NPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBHUSI BBO3MMOIO JIEKAPCTBEHHOI'O
npernapaTa TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPU €T0 PErUCTPAIIHH.

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

2.1. Ilepex BBOAOM B TIpa)KIaHCKUH OOOPOT KaKAOH CEpUM WM KaXIOW HapTUM BBO3UMOH B
Poccuiickyro ®enepanmro GpapmManeBTHIeCKOi CyOCTaHIIMHM OpTraHU3alusl, OCYIECTBISIONIAas BBO3 TAKOTO
JeKapcTBEHHOro cpeacrtBa B Poccuiickyto @Denepanuio, NpeacTaBiseT B 3JIEKTpOHHOH ¢(opme B
(benepanbHBI OpraH UCHOJHUTEIBHON BIACTH, OCYIIECTBISIOMNN (YHKINU 110 KOHTPOJIO U HAJI30py B
cepe 3apaBOOXPAHEHMs, JOKYMEHT IPOU3BOAMUTENS JIEKAPCTBEHHOI'O CPEJCTBA, IOATBEPKAAIOLINIMA
Ka4yecTBO (papmareBTH4ECKOil cyOcTaHInu.

(uacts 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilopsimok mnpencTaBieHUss B COOTBETCTBHMM ¢ yacTsmu 1, 1.1, 2 u 2.1 HacTosmel cratbu
JOKYMEHTOB U CBEICHHH O JEKapCTBEHHBIX CPEACTBaX, BBOAMMBIX B TPaXXTaHCKUI 000pOT,
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

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

4. B OTHOUIEHMM MEpPBbIX TPEX CEPUHl WIM MapTHl JIEKApCTBEHHOro Ipernapara, BIIEPBbIE
npousBezieHHoro B Poccuiickoit @eneparun wiu BrepBble BBO3UMOro B Poccuiickyro ®@exnepanuto (6e3
ydera JI03UpPOBKH) B paMKax OJIHOTO PEruCTPallMOHHOTO YAOCTOBEpeHUs, B (enepanabHblii Oprat
UCTIOJHUTEJIBHOM  BJIACTH, OCYLIECTBISAIOMMKA (YHKIMM 1O KOHTPOJIO U Haa3opy B cdepe
31paBOOXPAHEHUs, JONOJIHUTEIBHO MPEICTABISACTCS MPOTOKOJ HUCIBITAHUNA O COOTBETCTBUHM CEPUU WIIN
MapTUU JICKAPCTBEHHOI'O IIpemapara Uil MEAULUHCKOrO IIPUMEHEHHs II0Ka3aTeiasiM KaudecTsa,
[IPEyCMOTPEHHBIM HOPMAaTUBHOM  JIOKyMEHTAallMeW, WM TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIpH
perucTpanyy B COOTBETCTBUU C aKTaMH, COCTABJISIOIIMMU paBo Coro3a (Janee - MpOTOKOJ UCTIBITAHUI),
MIPOBOAMMBIX aKKpEAUTOBAaHHBIMU B COOTBETCTBUU C 3aKoHoAarenbcTBOM Poccuiickoit denepauun 06
aKKpeIuTallud B HAIMOHAJBHOMW CHCTEME aKKpeAUTauuu (eaepantbHbIMU  TOCYJapCTBEHHBIMU
OIO/PKETHBIMU YUPEXKICHUSIMH, TIOJIBEJOMCTBEHHBIMH (eJiepalbHOMY OpraHy MCIHOJHUTEIbHOM BIacTH,
OCYLIECTBISIONIEMY (DYHKIIMHU IO BBIPAOOTKE U peau3aliiy rocy1apcTBEHHON MOJTUTUKH U HOPMAaTHBHO-
MIPaBOBOMY PETYJHMpPOBaHUIO B cdepe 3ApaBoOXpaHeHus, U ¢eaepalbHOMy OpPraHy HCHOIHUTEIbHOU
BJIACTH, OCYLIECTBISIOMEMY (DYHKITUH 110 KOHTPOJIIO U Ha/30py B chepe 3npaBooxpanenus. Jlomyckaercs
MIPEACTABJICHUE NPOTOKOJIA WCIBITAHUM, NMPOBEAEHHBIX C HCIIOJIb30BAHMEM CPEICTB JHUCTAaHIIMOHHOIO
B3auMojieiicTBus. [lopsnoK BBIJAUM yKa3aHHBIMH (eepajbHBIMH TOCYIApCTBEHHBIMU OO/PKETHBIMHU
YUPEKAECHUSIMH JJAHHOTO MPOTOKOJIA M pa3Mep IUIATHI 3a €ro BblAady ycTaHaBianuBaroTcs [IpaBurenscTBOM
Poccuiickoit denepanuu.
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(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. IlpencraBneHre MPOTOKOJIA UCIIBITAHUM JOMYCKAETCS TOJBKO B OTHOIICHUH MEPBOM CEPUU UITU
MIepBOM MApTUU JIEKAPCTBEHHOT'O Ipenapara, BIepBble NpousBeaeHHoro B Poccuiickoit denepanuu uim
BIIEpBBIE BBO3UMOro B Poccuiickyro @enepanuio (3a HCKIIOYEHUEM JIEKAPCTBEHHBIX IIPENaparos,
yKa3aHHBIX B yacTsx 4.2 u 4.3 HACTOSIIEH CTaThH), B CIIydae MPEJOCTABJICHHS CBEJICHUIN O 1aTe BBIJAYH U
PErUCTPAallMOHHOM HOMEpE 3aKJIIOYEHUSI COOTBETCTBUS IMPOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM MpaBUJ HaJUIekKalled MPOU3BOJACTBEHHON MNPAKTUKHU, BBIIAHHOTO YHOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM WCIOJHUTEIBLHOW BIIACTH, WU CEpTU(PUKATA COOTBETCTBHS IPOM3BOJICTBA
JIEKapCTBEHHBIX ~ CPEICTB TPeOOBAHMUAM NPaBUJ  HAJUIeKAIIe  MPOU3BOJACTBEHHOW  MPAKTUKH
EBpasuiickoro 3KOHOMHUYECKOTO COI03a, BBIJIAHHOI'O YIIOJHOMOYEHHBIM OpPraHOM TOCYJIapcTBa - 4jieHa
EBpa3uiickoro = SKOHOMHYECKOIO  COK3a, B  OTHOIIEHMM  IPOU3BOACTBEHHOM  IUIOLIAAKU
(TIpOM3BOACTBEHHBIX TUIOMIA/IOK), OCYIIECTBIISIONICH MPOU3BOJCTBO TOTOBOM JICKAPCTBEHHON (OPMBI U
BBIITYCKAIOIIMI KOHTPOJb KAauecTBa JICKAPCTBEHHOTO Ipenapara, NpU YCIOBUU OTCYTCTBHUS B TE€UEHUE
TpeX JIeT, MPEAIIESCTBYIONIUX JIaTe BhIAYM MMPOTOKOJIA UCTIBITAHUM, CIIy4aeB BBISABICHHUS HECOOTBETCTBUS
YCTaHOBJICHHBIM TpPEOOBAHMUSAM KauecTBa JIEKAPCTBEHHBIX CPEACTB, HHDOpMamUs O KOTOPBIX
OITy0JINKOBaHAa Ha caiiTe (eepalbHOTO OpraHa HUCIIOJHUTEIBHON BIACTH, OCYIICCTBISIONMEro (DyHKIIUN
[0 KOHTPOJIIO ¥ HAJ30py B cepe 3ApaBOOXpaHEHHUs, B OTHOIICHUU BCEX MPOU3BOICTBEHHBIX IJIOMIAIOK,
OCYIIECTBJISIONIUX TPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara W BBIMYCKAIOMUNA KOHTPOJIh KadecTBa
JIEKapCTBEHHOIO IIpernapara.

(uactsb 4.1 BBenena @enepanbHbM 3ak0HOM 0T 30.01.2024 N 1-D3)

4.2. He Ttpebyercs mpeacTaBiIeHHE MNPOTOKOJA HCIBITAaHUM, yka3aHHoro B yactu 4 win 4.1
HACTOSAIIEH CTaThU, B OTHONICHWUU OpQaHHBIX JICKAPCTBCHHBIX IPEMApaTOB, BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYCHHBIX U3 OMOJOTHYECKOr0 MaTepHalia ONMpeNeIeHHOTO YellOBeKa U
MpeAHa3HaYEHHBIX JJIsl IPUMEHEHHS 3TOMY K€ YEJIOBEKY.

(uactb 4.2 BBeneHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOIIEHHH OJHOW CEPUU WM OJHOM MAPTUU BBICOKOTEXHOJOTUYHOTO JIEKAPCTBEHHOTO
npemapaTta (3a HCKIIOUEHHUEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB, MOIYyYEHHBIX W3
OMOJIOTMUECKOT0 MaTepuasa ONMpeaesIeHHOTO YeJIOBeKa U MPEeAHA3HAYEHHBIX ISl IPUMEHEHUS STOMY KE
YeNoBeKy), BIEpBble MpousBeAeHHOro B Poccuiickoii denepanuu uiIM BOEpBbIE BBO3UMOIO B
Poccuiickyro ®enepannio, MpPeaCTaBISIETC MPOTOKOJ HCHBITAHUM, MPOBEICHHBIX C HMCIOJIb30BAHUEM
CPEJICTB JUCTAaHIIMOHHOTO B3aMMOJICHCTBUS B TEUEHHE MEPBBIX TPEX JIET MOCIE BBOJA TAKOTO MpernapaTa
B I'PaX/1aHCKHUI 000pOT.

(uactb 4.3 BBeneHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. ExerogHo He mo3gHee 1 ampens mpoOW3BOAMTENMN JIEKAPCTBEHHBIX CPEJACTB WJIM OpPraHU3AINH,
OCYIIECTBISIONINE BBO3 JIEKApPCTBEHHBIX MpernapatoB B Poccuiickyro Penepanuio, MpeacTaBIsSIOT B
(benepanbHBI OpraH UCMOTHUTEIBHON BIACTH, OCYIIECTBISIOMNN (GYHKINU 110 KOHTPOJIO U HAJI30py B
cepe 31paBOOXpaHEHHs, MPOTOKOJ MCIBITAHUH TOCTYNMUBIIETO B TEYEHHE MPEIIIECTBYIOLIETO
KaJICHJApHOTO TO/Ia B TPaXKJAHCKHI 00OPOT JIEKApPCTBEHHOTO Mperapara COTJIACHO PETUCTPAIMOHHOMY
yJIOCTOBEpEHHIO (Ha OJHY CEpPHI0 TOProBOT0O HAaUMEHOBAHMS C YYETOM JIEKapCTBEHHOM (OpPMBI OHOM
TO3UPOBKH), TPOBOJAMMBIX AaKKPEIUTOBAHHBIMH B COOTBETCTBHU C 3aKOHOJATEIHCTBOM Poccuiickoit
@enepan 00 aKKpeIUTallMd B  HALMOHAIBHON CHCTEME aKKpeIUTAallud HCHBITATeIbHBIMU
naboparopusimu (1ieHTpamu). IlpencraBieHne MpoOTOKOIA UCHBITAHUHN, TPETYCMOTPEHHOTO HACTOSIIIEH
YacThlO, B OTHOULICHHWU JIEKAPCTBEHHBIX IpENapaToB, YKAa3aHHbIX B 4YacTH 4.2 HACTOsILEH CTaThy,
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JIOITyCKAeTCsl OJIMH pa3 B TPH I'ojia IpU YCIOBMM MX BBOJA B rpaxaaHckuil o0oport. [Ipu npeacraBienun
MIPOTOKOJIA MCIIBITAHUM, PETyCMOTPEHHOTO YacTaMu 4 u 4.1 HacTodAwIeH cTaThy, B (eepaibHblil opran
UCIIOJHUTEJIBHOM  BIIACTH, OCYLIECTBISAIOIIMNA (YHKIMM IO KOHTPOJIIO U Haa3opy B cdepe
31paBOOXPAHEHUs, IIPOTOKOJI UCIBITAHUM, IIPEAYCMOTPEHHBIA HACTOSIIEH 4acThblO, B YKa3aHHBIM OpraH
HE IPEICTABIIACTCA.

(dactb 5 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. llpowusBoauTenu JEKApCTBEHHBIX CPEACTB WM OpPraHU3ALMH, OCYIIECTBIIOIINE BBO3 B
Poccuiickyro ®@enepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MpenapaToB, BMECTO ITPOTOKOJIA
UCIBITAaHUH, MPETyCMOTPEHHOI'O YacThI0 5 HACTOSIIEW CTaThU, BIpaBe MPEACTaBUTH B (pelrepasbHbIif
OpraH WCIOJHUTEIBHOM BJIACTH, OCYHISCTBISIOMNN (QYHKIMH TIO KOHTPOJIO W Ham30py B chepe
3IpaBOOXPAHEHHUs, CBEACHUS O JaT€ W PErucTPallMOHHOM HOMEpE 3aKIKYEHUsT O COOTBETCTBUU
MIPOU3BOJIUTEINS JICKAPCTBECHHBIX CPEICTB TpPeOOBaHWSAM TIPABHWJ HAJICkKAIIeH IMPOU3BOJICTBEHHOM
MIPAKTUKU WUJIHM cepTU(UKaTa COOTBETCTBUS MMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUII
HaJJIe)Kalerd MPOU3BOJCTBEHHOM TMPAKTUKU EBpa3smMiiCKOro 3KOHOMHUYECKOTO COK03d, BBIAAHHOIO
YIOJIHOMOYEHHBIM OpraHOM TocyAapcTBa - uwieHa EBpa3uilckoro 53KOHOMHMYECKOTO COr03a, MJId
MIPOU3BOJICTBEHHON TUIOMAAKUA (MIPOU3BOJCTBEHHBIX IUIOMIAJ0K), OCYIIECTBISIONIEH MPOU3BOICTBO
TOTOBOM JIEKAPCTBEHHOMN (POPMBI U BBIMTYCKAIOIINUNA KOHTPOJIb KauecTBa JIEKAPCTBEHHOTO Mpernapara.
(dactb 5.1 BBegena denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

6. IlpomsBogmTenu JEKApCTBEHHBIX CPEACTB WM OpraHM3alliM, OCYIIECTBIAIONINE BBO3
JIEKapCTBEHHBIX IpenapatoB B Pocculickytro denepanuio, HE MEHEE YEM 3a OJIMH TOJ 10 IJIAHUPYEMBIX
NPUOCTAHOBIICHHUS WM NPEKPALICHUs IMPOM3BOJCTBA JICKAPCTBEHHBIX IIPENapaToB MM WX BBO3a B
Poccuiickyro ®enepanuio yBeJOMISIIOT 00 53TOM B DJJEKTPOHHOH (opme QenepaiabHbIi opraH
UCIIOJIHUTENBHONW  BJIACTH, OCYIIECTBISIIONIMI (YHKIMM 1O KOHTPOJII M Ham3opy B cdepe
3IpaBOOXpaHeHUs U (eaepaabHblii OpraH HCHOJHUTEIHLHON BJIACTH, OCYIIECTBIISIIONIUN (DYHKIMH IO
JIMIIEH3UPOBAHUIO MIPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

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

7. BBoa B rpakJaHCKMH OOOPOT KaXA0H Cepuu MM KaXI0W MapTHM UMMYHOOHOJIOIMYECKOTro
JIEKApCTBEHHOI0 IIpenapara, npous3BeeHHoro B Poccuiickoit denepanuy wiv BBO3UMOro B Poccuiickyro
denepanuio, OCYLIECTBISETCS HAa OCHOBAHUHM pa3pelleHUs, BBIJAHHOTO (eaepaabHbIM OpPraHOM
UCTIOJIHUTEJIBHOM  BIACTH, OCYHIECTBISIOIIMM (YHKIMH TI0 KOHTPOIIO M Haa3opy B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbIMU T'OCYIAapPCTBEHHBIMU OOJKETHBIMU
YUpEXKIECHUSAMHU, YKa3aHHbIMU B 4acTU 4 HACTOALIEH CTaThbH, 3aKIIOYEHHS] O COOTBETCTBUU CEPUU WM
NapTUd UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTaHOBJIEHHBIM HPU €ro
rocy/1apcTBeHHON peructpauuu. [Topsaok Bblnauu pasperieHusi Ha BBOJ B I'Pa)JIaHCKHI 000poT cepuu
WJIN NApTUU UIMMYHOOHOJIOTHYECKOTO JIEKAaPCTBEHHOIO Ipernapara, a Takke MOpsI0K BblJIaul yKa3aHHOTO
3aKJIIOYEHUsT W pa3Mep IUlaThl 3a €ro BbIady ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
denepanuu.

7.1. ®opMa u MOPSAIOK MPOBEACHUS UCIBITAHUM, YKa3aHHBIX B "acTsax 4, 4.1, 4.3 u 5 HacTosmen
CTaTbH, B TOM UYHUCIIE C UCIOJIb30BAHUEM CPEICTB JUCTAHIIMOHHOIO B3aMMOJEHUCTBUS, YCTaHABINBAIOTCS
[TpaBuTenscTBOM Poccuiickoit @enepanum.

(uactb 7.1 BBenena @enepanbHbM 3ak0HOM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBICHHE WJIM HECBOEBPEMEHHOE TMPEACTABICHUE JOKYMEHTOB W CBEJICHHH,
npeaycMoTpeHHelx vactsamu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 Hacrosumed cTaTbu, NPOU3BOAUTENIU
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JIEKapCTBEHHBIX CPEACTB W OpraHU3allM, OCYLIECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpENapaTtoB B
Poccuiickyro @eneparuio, HeCyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATENBbCTBOM Poccuiickoit
denepanuu.

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

9. IlpencraBieHue AOKYMEHTOB M CBEACHUM, NMPEAYCMOTPEHHBIX YacTsaMHu 1, 2 u 4 HacTosuien
CTaThbd, M TOJYYEHHUE MPEAYCMOTPEHHOTO YaCTbI0 7 HACTOSUIEH CTaThbU pa3pelieHUusl Ha BBOJ
MMMYHOOHOJIOTUYECKOTO JICKAPCTBEHHOTO TMperapaTa B TpaxAaHCKUM o0opoT He TpeOyroTcs B
OTHOIIEHUU JICKAPCTBEHHBIX IpENapaToB, MPEIHA3HAUYCHHBIX I MPOBEACHUS  KIMHUYECKUX
WCCIICOBAaHUI JIGKAPCTBEHHBIX IPENapaToB, IMPOBEACHHUS JKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB IS
OCYIIECTBJICHUSI TOCYJIapCTBEHHOW PETUCTpallMU JIEKAPCTBEHHBIX IpEnapaToB, a TaKKe B OTHOLICHUU
HE3apeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, NMPeAHA3HAYEHHBIX I OKa3aHUS MEAUITUHCKON
MOMOIIM TIO KU3HEHHBIM TMOKA3aHMUSIM KOHKPETHOI'O TMAaIlMEeHTa WM TPYNIbl MAllMEHTOB, BBO3UMBIX B
Poccuiickyro ®denepanuio B COOTBETCTBUM ¢ 4YacTsaMu 3 u 3.1 crarbu 47 Hacrosmiero deaepaibHOTO
3aKOHa.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BbIsIBIEHUM B Ipa)JaHCKOM OOOpOTE CEpUM WIM NapTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBI U CBEJCHHS O KOTOPBIX, MPeAyCcMOTpeHHble yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacroswmen
CTaThH, HE TIPEJICTABIICHBI B (peIepalIbHBIN OpraH MUCTIOIHUTEIHLHOW BIIACTH, OCYIICCTBISIOMUN (QyHKIINN
M0 KOHTPOJIIO M HAJ30PY B cdepe 3paBoOXpaHEHUs], MO0 CEpUU WM MAPTUH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBCHHOTO Iperapara, HE WMCIOMIMX pa3pelieHuss Ha BBOJ B TPAKIAHCKUH  000poT,
MPEeyCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaTbd, (eAepalbHbIii OpraH HCHOJHUTEIBHON BIACTH,
OCYLIECTBISIOMUN (YHKIIMM TI0 KOHTPOJIO W Haa30py B cdepe 3IpaBOOXpaHEHHUs, B TMOPSAKE,
ycraHoBieHHOM [IpaButenbctBoM Poccuiickoii @enepanuiy, NpUHUMAET pELICHUE O MPEeKpaLICHUH
TPKJIAHCKOTO 000pOTa TaKWX CEPUU WM MApTUHU JO0 TPEJCTABICHUS YKAa3aHHBIX JOKYMEHTOB U
CBEICHMI MO0 MOTyUYeHHs YKa3aHHOTO pa3pelieHusl.

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

[Ipumeyanue.

Cr. 52.2 He pacupocTpaHseTCs Ha CEpUHU JIEKApCTB JJIsl BETEPUHAPHOTO NMPUMEHEHMsI, BBEJCHHbIE B
rpaxaaHckuii oo6opor o 01.09.2023, koropsle mojuIekKaT NPUMEHEHHIO 10 HCTEUEHHs CpOKa MX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKMmM oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
BETEPUHAPHOro NPUMeHeHus

(BBeneHa @enepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOZOM B TpaXTaHCKUM OOOPOT KaXJAOW Cepuu TMpousBedeHHOTO B Poccuiickoit
@enepan  JIEKAPCTBEHHOIO IIpenapara s BETEPUHAPHOTO NPUMEHEHHs, 3a HCKIOYEHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Tperapara i BETEpUHAPHOTO MPUMEHEHUS, TPOU3BOIUTEND
TaKOro JIEKApCTBEHHOT'0 IpernapaTta MpeJCTaBIseT B YBEJAOMHUTEIBHOM MOpsAKe B QelrepaibHblil opraxn
WCIIOJIHUTENIPHON BJIACTH, OCYLIECTBIAIOMNNA (YHKIHMU 1O KOHTpoo (Hax30py) B cdepe obOpalieHus
JIEKapCTBEHHBIX CPENCTB JUIsl BETEPUHAPHOTO IPUMEHEHUS:
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1) JOKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAIOIINI COOTBETCTBUE KAueCTBA
JICKQpCTBEHHOTO IIperapara Ui BETEPHHAPHOTO NPUMEHEHUsS, BBOJAMMOIO B TPa)XIAaHCKUH 000poT,
TpeOOBaHUSM, YCTAHOBIIEHHBIM IIPH €T0 FOCYAAPCTBEHHON PETUCTPALIUN;

2) TNOATBEP)KIAECHHE  YIOJIHOMOYEHHOIO JMIAa IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEJICTB
COOTBETCTBHUS  JIEKAPCTBEHHOI'O IIpernapara [yl BETEepUHAPHOIO INPUMEHEHUs TpeOOBaHUsM,
YCTaHOBJICHHBIM IIPU €r0 FOCYJapCTBEHHOM PErUCTPaLUH.

2. Ilepen BBOIOM B TIpaXTaHCKMH 00OpOT KaXIOW Cepur BBO3MMOro (IepeMeniaeMoro) B
Poccuiickyro @enepanmio JEKapCTBEHHOIO IIpenapara JUlsd BETEPUHApPHOIO INPUMEHEHUS, 3a
HCKJIFOYEHUEM MMMYHOOHOJIOIMUYECKOro JIEKAPCTBEHHOr0 Ipernapara JUlsi BETepUHApHOTO IPUMEHEHHH,
OpraHu3anis, OCyLIECTBIAIOIAs BBO3 (IIEPEMEILECHUE) JIEKAPCTBEHHOIO Ipernapara il BETEPUHAPHOIO
npuMeHeHus B Poccuiickyro denepanuio, npeacTaBiseT B yBEIOMUTEIBHOM MOpsAAKE B (enepanbHbIi
OpraH WCIIOJIHUTEIbHON BIJIACTH, OCYIIECTBILIOMMI (yHKIMM 1O KOHTpomo (Ham3opy) B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO IPUMEHEHUS:

1) 1OKyMEHT NpPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKAAIOIINNA COOTBETCTBUE KauecTBa
JICKapCTBEHHOI'0 Ipernapara Julis BETEPUHAPHOI'O INPUMEHEHHUs, BBOAMMOIO B Tpa)IaHCKUMl 000poT,
TpeOOBaHUSAM, YCTAHOBIIEHHBIM IIPH €T0 TOCYAaPCTBEHHON PETUCTPAIIHH;

2) NOATBEp)KJEHHE JMLA, YHOJIHOMOYEHHOTO JepXKaTejleM WIM BIaJeNblieM PerucTpaluoHHOrO
YIAOCTOBEPEHHUsl JIEKapCTBEHHOI'O Ipernapara s BETEPUHAPHOIO IIPUMEHEHUs, COOTBETCTBHS
JIEKapCTBEHHOT'0 Ipernapara Jjsl BETEPUHAPHOTO NMPUMEHEHHs TpeOOBAHUSAM, YCTAHOBJIECHHBIM IIPH €ro
roCyJapCTBEHHOM PEruCTpaLvy.

3. BBox B rpaxmaHckuii o0opoT BBO3MMOro (mepemeriaemoro) B Poccuiickyro ®eneparuio
JIEKapCTBEHHOI'0 IIperapara [JiIsI BETEPUHAPHOIO IPUMEHEHUSA OCYILECTBISECTCS IIPU HAIUYUU
3aKJIIOUYEHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
H&HHG)K&HIGﬁ HpOHSBOI{CTBCHHOfI IMMPAKTHUKH, BBIJAHHOTO YIIOJHOMOYCHHBIM (pellepa.HI)HI)IM OopranomMm
WCIIOJTHUTENIBHOM BJIACTU JUISI TPOM3BOJCTBEHHOW IUIOIIAJKU JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOTO MPUMEHEHM I, BBOJUMOTO B IPA’KIaHCKUN 000pOT.

4. JIuno, ynoJHOMOYEHHOE JAepXaTeleM WIM BIAJIEIbLEM PErHMCTPAlMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOT'0 TMpernapaTa JJjisi BETEPUHAPHOTO TPUMEHEHHS, JIOJDKHO OBITh aTTECTOBAaHO B
YCTaHOBJICHHOM YTMOJHOMOUYEHHBIM (peiepallbHBIM OPTaHOM HCIIOJHUTENBHON BIACTU MOPSJIKE U UMETh
CTaX pabOThl HE MEHEe YeM IIITh JIET B OOJacTH MPOU3BOACTBA M (WJIM) KOHTPOJIA KadyecTBa
JIEKapCTBEHHBIX CPEACTB JMOO B 00IacTd MOHUTOpUHTA dS(PPEeKTUBHOCTH U  OE30MACHOCTH
JIEKApCTBEHHBIX TMPENapaToB JJsi BETEPUHAPHOTO MPUMEHEHHUs, IPOBOJMMOIO JepKaTejeM WIH
BJIQJIENBIIEM PETHCTPALMOHHOTO YAOCTOBEPEHUsl JIEKAPCTBEHHOTO TIpernapara [ajisi BETEPUHAPHOTO
MIPUMEHEHHUS JINOO YIOTHOMOYEHHBIM UMHU IOPUINIECKUM JIUIIOM, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO
M0 OJTHOW M3 CIIEIUATBHOCTEH U (WJIM) OTHOMY U3 HAIMPaBJICHUN MOATOTOBKU: OMONIOTHS, OMOTEXHOIOTHSI,
BETEpUHApHUsS, BETEPUHAPHO-CAHWUTApHAS OJKCIEPTH3a, KIWHWYECKAas MEIWIIMHA, paJHaIoHHAs,
XUMHYECKass W Ouonoruueckas 3amuTa, ¢dapmanus, (yHIaMEeHTalbHAs MEIUINHA, XHUMHYECKas
TEXHOJIOTHS, XUMHUSI.

5. Iopsnok mpeacTaBieHs] B COOTBETCTBUU C YacTsIMU | M 2 HACTOALIEH CTaTbu JOKYMEHTOB U
CBEJICHUH O JIEKAPCTBEHHBIX Mpenaparax s BETEPUHAPHOTO MPUMEHEHHUS, BBOJUMBIX B T'PaKIaHCKUM
obopoT, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit denepanuu.
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6. B oTHomeHuMM mNEpBBIX JABYX CEpUM JIEKAPCTBEHHOI'O IIpemnapara Juisi BETEPUHAPHOIO
IIPUMEHEHHUs], BIIEpBBIE IpOM3BEeNCHHOro B Poccuiickon @Penepauuy WIA BIEPBbIE BBO3UMOIO
(mepememaemoro) B Poccuiickyto ®eneparnuto, B deaepaqbHbIi OpraH HCIOTHUTEIBHONW BIIACTH,
OCYIIECTBISIONNH (DYHKIIMK IO KOHTPOIO (HAaI30py) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOI0 MIPUMEHEHUs, HapsAAy C JOKYMEHTaMH, IPEeIyCMOTPEHHbBIMU YacTsAMHU 1 U 2 HacTosmen
CTaThbU, NPEJICTABIAIOTCS MPOTOKOIBl HCIBITAHUH O COOTBETCTBUU JTHUX CEPUN JIEKAPCTBEHHOI'O
rpenapara Jijisi BETepUHAPHOr0 NPUMEHEHUS MTOKa3aTeNsIM KayecTBa, IPELyCMOTPEHHBIM HOPMATUBHBIM
JOKyMEHTOM (ajiee - MPOTOKOJ HUCHBITaHHI), MPOBOAUMBIX AKKPEIUTOBAHHBIMHU B COOTBETCTBUHU C
3aKOHO/ATenbCTBOM  Poccuiickoli @Denepanmu 00 aKKpeauTallMd B HAIMOHAIBHOW CHUCTEME
aAKKpEeIUTALMK UCTIBITATEIbHBIMU JIA00PATOPUSIMU (LIECHTPAMH).

7. Exeronno He mo3aHee 1 ¢eBparns MpOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OpPraHU3alUH,
OCYIIECTBISIONINE BBO3 (IIEpEMEIEHIE) JIEKAPCTBEHHBIX MTPENapaToB IJsl BETEPHHAPHOTO TPUMEHEHHS B
Poccuiickyto @enepanuio, MNpeACTaBiIsAioT B  (eAepalbHbBI  OpraH HCIOJHUTEIBHOW  BIACTH,
OCYIIECTBISIONUH (DYHKIIMH IO KOHTPOITIO (Ha30py) B cdepe oOparieHus JICKapCTBEHHBIX CPEICTB JIIs
BETEPUHAPHOTO MPUMEHEHUS, MPOTOKOJ HCIBITAHUN MOCTYNMBIIETO B TEYEHHE ToJa B TIPa)KTaHCKHIMA
000pOT JIEKAPCTBEHHOTO Mperapara Jjisl BETEPHHAPHOTO MPUMEHEHHUSI KOHKPETHOTO MPOU3BOAMUTENS (Ha
OJIHy CEpUI0 KaXJIOr0 TOPrOBOI0 HAMMEHOBAHMUS C YYETOM JIeKapCcTBEHHOW (opmbl, a ams
JIEKapCTBEHHOTO npernapara ISt BETEPUHAPHOTO PUMEHEHHUS, HE SIBIISTIOIIETOCS
UMMYHOOHOJIOTUYECKIM, TakKe€ C Y4YeTOM JO3HPOBKH), TMPOBOJUMBIX AaKKPEAUTOBAHHBIMH B
COOTBETCTBHHM C 3aKOHOIATeNbCTBOM Poccuiickoit ®Dexepannu 00 aKKpeAWTAlMM B HAIMOHAIBHOM
CUCTEeME aKKpeIUTAIMH UCTIBITATeIbHBIMU Ja00paTopusMu (IICHTPaMHU).

8. BBoxg B rpaxmaHckuii 000pPOT MMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOrO TIpemnapara s
BETEPUHAPHOTO TMpPHUMEHEHHUs, Mpou3BeneHHoro B Poccuiickoit ®exepanuu WIU  BBO3UMOIO
(nepememiaemoro) B Poccuiickyro denepalinio, OCyIECTBISIETCS HA OCHOBAHUU Pa3pPEIICHUs, BBITAHHOTO
benepanbHBIM OPraHOM UCTIOTHUTENBHOM BIACTH, OCYIIECTBISIIONINM (QYHKIIUU 110 KOHTPOIIO (HAA30pY)
B cepe oOpareHus JTeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO NMPUMEHEHHUS. YKa3aHHOE pa3pelieHne
BBIJJAETCSl HA OCHOBAHWUU IMPOTOKOJA MCHBITAHUM, MPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3aKOHO/ATeNbCTBOM  Poccuiickoit  @Denepannu 00 aKKpeauTallMd B HAIMOHAIBHOW  CHUCTEME
aKKpeIUTallui OpTaHU3aIUsIMU, MOABEIOMCTBEHHBIMU (heJiepaTibHOMY OpraHy MCIOJTHUTEIHHOW BIACTH,
OCYIIECTBISIONEMY (YHKIUU IO BBIPaOOTKE TIOCYNAapCTBEHHOM IMOJMTUKM U HOPMATHBHO-IIPABOBOMY
pPETryIUpOBaHUIO B cdepe arpornpoOMBIIIIEHHOTO KOMIUIEKCa, BKJIOYas oOpalleHue IeKapCTBEHHBIX
CpCACTB jid BETCPUHAPHOTO MNPHUMCEHCHUSA, HWIN q)enepanLHOMy oprany UCIOJIHUTEILHOU BJIaCTH,
OCYIIECTBISIONIEMY (PYHKIIMU IO KOHTPOIIO (HaA30pY) B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TMPUMEHEHMsI, a TaKkKe JOKYMEHTOB U CBEIEHUM, MPEeAyCMOTPEHHBIX 4YacThio | (g
npemnapaToB, mpousBeneHHbIX B Poccuiickoit denepannn) uin 4acTeio 2 (A1 MpenapaToB, BBO3UMBIX
(mepememaembix) B Poccuiickyro deneparuio) HaCTOSIIEH CTaThHU.

9. Cpok BblAauu pa3pelieHus, yka3aHHOTO B YacTH § HACTOSAIICH CTaThU, COCTABISET MATh paboUmnx
HHeﬁ CO JHA MNOpEACTaBJICHUA MTPOU3ZBOIUTCICEM JICKAPCTBCHHBIX CPEACTB HIIN OpFﬁHI/I?;&HHCfI,
OCYLIECTBJISIOIIEH BBO3 (IlepeMENIEHUE) JEKAPCTBEHHOTO Mpenapara Jijisi BETEpUHAPHOIO PUMEHEHUS B
Poccuiickyro @enepanuro, B penepanbHbI OpraH UCIOJIHUTEIFHON BIACTH, OCYIIECTBISIOMUNA (PYHKITUN
0 KOHTPOITIO (Haa30py) B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB sl BETEPUHAPHOTO MIPUMEHEHHSI,
JOKYMEHTOB, MPETyCMOTPEHHBIX YAaCThIO 8 HACTOSAIIEH CTATHU.

10. Pa3pemeHHe, YKa3aHHOC B 4YaCTU 8 HaCTOsIIEeH CTaTbu, BBIAACTCA B OTHOIICHHH KaXxa0i u3
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MEpBBIX JIBYX CEpUHl HMMYHOOMOJIOIMYECKOTO JIEKApCTBEHHOrO TMpenapara s BETEPUHAPHOTO
IIPUMEHEHHUs], BIIEpBBIE IpOM3BEeNCHHOro B Poccuiickon @Penepauuy WIA BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyto @enepanuto. Takoe pa3pelieHue BbIIa€TCS Ha BECh CPOK OOpalleHus
CepUM MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapaTra s BETEPUHAPHOTO NPHUMEHEHHS, B
OTHOLIEHUM KOTOPOM OHO BBAAHO. B OTHOIIEHMM MOCHENYIOIUX CEPUHd OJHOTO TOPrOBOTO
HAaMMEHOBAHHUS MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Iperapara Juis BETEPUHAPHOTO MPUMEHEHUS,
npousBeneHHoro B Poccuiickori ®eneparuu uiam  BBo3uMoOTro (mepemerniaemoro) B Poccuiickyro
denepannio, Takoe pa3pelIeHNe BbIAAETCA CPOKOM Ha Tpu roza. [lopaaok Bel1aum pa3pellieHus: Ha BBOJ B
IpaXJaHCKU 000pOT HMMMYHOOHOJOTHYECKOro JIEKQpCTBEHHOTO TMpenapara i BETEPUHAPHOTO
IIPUMEHEHHUS], MOPSIOK BbIJAUYM MPOTOKOJA UCIBITAHUM, YKA3aHHBIX B YacTU & HACTOSILEH CTaTbu, a
TaK)K€ METOJIMKAa OIpENETIeHUs] pa3MepoB IUIaThl 3a BbLAAYY YKA3aHHOTO NPOTOKOJA HCHBITAHUNA
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

11. HMmmyHOOMOJOrMYECKUE JIEKAPCTBEHHBbIE MpenapaTbl Uil BETEPUHAPHOIO IPUMEHEHUS,
BBEJICHHbIE B TPAXTAHCKHI OOOPOT B COOTBETCTBHM C YacTbl0O 8 HACTOSMICH CTaThH, ITOAJIEKAT
XpaHEeHHIO, NEepeBO3Ke, OTIYCKYy, peaau3aluy, Nepeaade, MNPUMEHEHHIO JI0 HCTEUEHHUs CpOKa HX
TOJJHOCTH.

12. 3a HenpencTaBleHHE WM HECBOCBPEMEHHOE IIPEICTABICHHUE JIOKYMEHTOB M CBEACHHH,
IIPEelyCMOTPEHHBIX YacTAMU | - 3, 6 u 7 HacTosIel CcTaTby, IPOM3BOAUTEIHN JIEKAPCTBEHHBIX CPEJACTB U
OpraHu3alK, OCYLIECTBISIONINE BBO3 (IIEpeMEleHHE) JIeKapCTBEHHbBIX MPEnapaToB JAJsl BETEPUHAPHOTO
npuMeHeHus B Pocculickyro @enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATEILCTBOM
Poccuiickoit deneparuu.

13. [IpencraBieHue JOKYMEHTOB U CBEIEHUM, IPEAYCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 Hacrosmien
CTaThbU, M TOJIyUY€HHE pa3pelIeHus, YKa3aHHOTO B YacTH § HACTOSIIEH cTaTbH, HE TpeOyIOTCs B
OTHOIIEHUU JIEKApCTBEHHBIX IpEeNapaToB s BETEPUHAPHOIO TNPUMEHEHMs], NpEeAHAa3HAUYEHHBIX MJIs
BbIBO3a M3 Poccuiickoli ®Penepanuu, MNPOBEIEHUS AOKIMHUYECKMX HCCIECJOBAHUM JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKUX HCCIEIOBAaHUM JIEKAPCTBEHHBIX IMPEnapaToB JJs BETEPUHAPHOTO NMPUMEHEHUs U
BBO3a JUIS 1I€JIeH, YKa3aHHBIX B ITyHKTE 5 yacTu 1 ctateu 50 Hacrosmero denepanbHOro 3akoHa, a Takxe
0o0pa3loB JIEKapCTBEHHBIX IIPENapaTroB js BETEPUHAPHOIO TPUMEHEHMs, MNpeJHa3HAYeHHbIX IS
IIPOBEJIEHUS OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IEIAX OCYLIECTBIEHUS TOCYyAapCTBEHHOU
perucTpanmy JIEKapCTBEHHBIX MPEenapaToB AJIsl BETEPUHAPHOTO NPUMEHEHHUS UM BHECEHUS! N3MEHEHUH B
PETUCTPALIMOHHOE JOChE HA JIEKAPCTBEHHBIN IIpenapat Jisl BETEpUHAPHOTIO IPUMEHEHUS.

Cratba 53. NMpoaaxa, nepeaaya NekapcTBeHHbIX CPeACTB OpraHM3auusMu onToBOWM
TOProBIU JieKapCTBEHHbIMU cpeacTBaMu

1. Opranuzanuy ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMH CPECTBAMH MOTYT OCYIIECTBIISTH TPOJAXKY
JICKapCTBEHHBIX CPEJACTB WM IepelaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuiickoit
®denepanuu nopsaake (3a UCKIOYEHUEM (papMalieBTHUECKON CyOCTaHIIMK CIHUPTa 3TUIOBOTO (3TaHOJA) C
yueToM TpeOoBaHMI 4acTH 3 HACTOSIEH CTaThU:

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) APYyIruM OopraHHu3alsaIM OIITOBOM TOPIroOBJIN JICKAPCTBCHHBIMU CPCIACTBAMU;

2) NpOU3BOIUTEIISM JIE€KApPCTBEHHBIX CPEJICTB JJIS LeJIel TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
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3) AllITCYHBIM OpraHu3anusaM U BETCPUHAPHBIM alITCUYHBIM OPraHU3alusaM,

4) Hay4YHBIM OpTaHMU3ALUAM JJIs1 HAyYHO-UCCIIE0BATENBCKOM PadOTHI;
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5) UWHAMBUAYAIBHBIM NPEINPUHUMATEISIM, HMCIOIIUM JIMICH3UI0 Ha (apMaleBTHUECKYIO
JEATEJIbHOCTD WU JIMIEH3UI0 HA MEAULIMHCKYIO IEATEIbHOCTD;

6) MEITUIIMHCKIM OPTaHU3aLUsAM, B TOM YHCIIE CO3/IaHHBIM U 3aPETHCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATENICTBOM HMHOCTPAHHOTO TrocyjaapctBa - wieHa OpraHuzaiuy SKOHOMHUYECKOTO
COTPYAHMYECTBA W  PA3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKUM  JIMIAM,  WHAMBUIYAIbHBIM
MPEINPUHUMATEISIM, SBIISIONIMMCS YYaCTHUKAMH TIPOCKTa B COOTBETCTBHU ¢ DeepanibHbIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O mexIyHApOIHOM MEAMIIMHCKOM KJIAaCTEpPE M BHECEHWU M3MEHEHUH B
OTJeNIbHBIC 3aKOHO/IaTeNIbHBIC aKkThl Poccuiickoii denepanuu', 1 BETepUHAPHBIM OPTaHU3AIHIM;
(B pen. @enepanbHbIX 3aKOHOB 0T 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) oOpraHuzanusM W WHAMBHIYaJIbHBIM TPEANPUHUMATEIISM, OCYIICCTBIISIONMM pa3BeICHHE,
BEIpANIMBAHUE M COJICPKAHWE JKUBOTHBIX (32 HCKIIOYCHHEM MPOJaXH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pen. ®enepanbuoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anuy ONTOBOM TOProOBIM JIEKApCTBEHHBIMU CpPEICTBAMH HE BIIPABE OCYILECTBIIATH
npojaxy (mepenadyy B YCTAHOBJIEHHOM 3aKOHOJaTelbcTBOM Poccuiickoil ®enepanuu mopsiake)
(bapmalleBTHUECKOI CyOCTaHIIMK CIUPTA ATHIOBOTO (ITAHOA).

(uactsb 2 B pen. denepanpHoro 3akoHa oT 27.12.2019 N 481-D3)

3. Opranuzanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH MOTYT OCYILIECTBIIATH MPOJAXKY
(mepenauy B YCTAHOBJIEHHOM 3aKOHOJATeNbcTBOM Poccuiickoit @enepaiii Nopsiake) JeKapCTBEHHOIO
mpenapara Uil MEAULHUHCKOIO NPUMEHEHHS C MEXIyHapOJHBIM HEMAaTEHTOBAaHHBIM HAaWMEHOBAHHEM
"Oranon":

1) OPUINYCCKUM JIMaM, HUMCIOIIUM JIMICH3UIO Ha (l)apMaL[eBTI/I‘leCKyIO JACATCIIBHOCTEL B C(pepe
O6paHICHI/I$[ JICKAPCTBCHHLBIX CPCACTB AJId MCAUIIMHCKOI'O MPUMCHCHU S

2) UVHOUBUAYaJIbHBIM MPEANPUHUMATENSIM, HMEIOIIUM JUIEH3WI0 Ha (apMareBTHUECKYIO
NEeSITeTLHOCTH B chepe oOpalieHust JIEKapCTBEHHBIX CPEJICTB JIJII METUIITMHCKOTO MPUMEHECHHS;

3) HHAWBUYAJIbHBIM ITPEANTPUHUMATCIIAM, UMCHOIIUM JIMOCH3UIO HA MCIUITUHCKYIO ACATCIIbHOCTD,
4) IOPUINYCCKUM JIUIaM, UMCIOIHUM JIUICH3UIO HAa MEAUIIUHCKYIO JCATCIbHOCTD;

5) MHOCTpaHHBIM IOPUAMYECKUM JUIAM U UHAUBUAYAJIbHBIM MPEANPUHUMATENSAM, CO3/aHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHMU C 3aKOHOJATEIHCTBOM HWHOCTPAHHOTO TOCyAapcTBa - 4YJIeHa
Opranuzanuyu >KOHOMHYECKOTO COTPYJIHHUYECTBA M PA3BUTHUSA, SBISIOMIMMCS YYaCTHUKAMH IPOEKTa B
cootBeTcTBUU ¢ DenepanbHbiM 3akOoHOM OT 29 wutoHs 2015 roma N 160-®3 "O wmexayHapoaHOM
MEJIUILIMHCKOM KJacTepe W BHECEHHMM HM3MEHEHHMM B OTJEIbHBIE 3aKOHOJAATENIbHbIE aKThl Poccuiickoi
Oenepanun";
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6) WCHBITaTeIBLHBIM JlabopaTopusiM (IIEHTpaM), MPOBOIAIIMM HCHBITAHHS B OOJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AaKKPEIWTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccutickoit deneparuu 00 akKpeIUTAIMK B HAITMOHAJILHON CUCTEME aKKPEIUTAIIHH.

(uactb 3 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.08.2023 N 428-D3)

CraTtbsa 54. NMpaBuna oNnToBOW TOProBIiM JIeKAPCTBEHHbIMU cpeacTBaMun

1. OmnroBas TOProBis JEKAPCTBEHHBIMU CPEICTBAMHU OCYIIECTBISETCS IPOU3BOIUTEISMU
JIEKapCTBCHHBIX CPEICTB W OPraHMU3alMsIMM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMM 11O
IIpaBWJIaM Ha/Jiexaleil TucTpuObIOTOPCKONW NMPAKTHKH, YTBEPKICHHBIM EBpazuiickoil SKOHOMUYECKOU
KOMHUCCHEH, W MpaBUIaM XpPaHEHUS JIEKAPCTBEHHBIX CPEICTB, YTBEP)KIECHHBIM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

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

2. OpraHm3anmsi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEJCTBAMH 00si3aHA COOJFOIATH
npeeNbHbIe CPOKH OTIPY3KH 3aTpeOOBaHHBIX allTEYHON OpraHU3aIlUCH JIGKAPCTBEHHBIX MPENapaToB s
MEIWIIMHCKOTO TMPUMEHCHHSI W HE BIIpaBE OTKA3bIBaTh AalTeYHOW OpraHM3aIlH, C KOTOPOH y Hee
3aKIJIIOYCH COOTBETCTBYIOUIHMH JIOTOBOP O TOCTaBKaX JICKAPCTBEHHBIX IMPENapaToB ISl MEIUIITHCKOTO
MIPUMCHCHHS, B TIOCTABKE JICKAPCTBCHHBIX IMPEMApPATOB JUISI MEIUIIUMHCKOTO NMPUMEHEHUS MPU HATUIHH
3aTpeOOBAaHHBIX JIEKAPCTBEHHBIX MPEMAPATOB IS MEIUIIMHCKOTO IPUMEHECHHUSI Y OpPraHU3allii ONTOBOMN
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBaMH. lIpenenbHble CPOKH OTTPY3KH 3aTpEOOBAHHBIX aNTCYHOM
OpraHu3aiyell JICKapCTBEHHBIX MPENapaToB Ui MEIWIIMHCKOTO TPUMEHEHHUS B 3aBHCHMOCTH OT
pacCTONIOKEHUST MeCTa OTIPY3KH JIGKAPCTBEHHBIX MPEMapaToB Uil MEAWIIMHCKOTO IMPUMCHCHHSI
YCTaHABJIMBAIOTCS YIIOJTHOMOYCHHBIM (heZiepalibHbIM OPTaHOM UCTIOJTHUTEIILHOM BIIACTH.

(dactb 2 BBeneHa DeaepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3)

CraTtba 55. MopsaaoK pO3HMYHOM TOProBIY NeKapCTBEHHbIMU NpenaparaMmu

1. Po3HuuHas TOProBisl JIEKapCTBEHHBIMU IpenaparaMd B KOJMYECTBAX, HEOOXOIMMBIX s
BBINOJIHEHUS] BpaueOHbIX ((enbamepckux) Ha3Ha4eHWH MM HA3HAUYEeHUI CHEelHMaIMCTOB B OOJIACTH
BETCPUHAPUH,  OCYIIECTBIIAETCS  ANTEYHBIMM  OPraHM3alUsMH, BETCPUHAPHBIMUA  alTEYHBIMU
OpraHM3alysIMH, WHAWBHUYaJIbHBIMU [IPEANPUHUMATEIIIMY, UMEIIIMMHU  JIMIECH3UI0O  Ha
(bapMaleBTUUECKYI0 JAESITENbHOCTh, MEAUIMHCKUMH OpTraHU3alMsIMH, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMarieBTUYECKYIO JEsITeIbHOCTb, U MX O00OCOOJIEHHBIMU MOJPA3/EIECHUSIMH, PACIIONIOKEHHBIMH B
CEJIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT AlTEYHBIE OPraHU3alUH, U BETEPUHAPHBIMU
OpraHu3alMsIMM, UMEIOIIMMH JIMIIEH3UI0 Ha (papMalleBTUYECKYIO JesTeIbHOCTh. Pa3pelieHa po3HUYHAs
TOPrOBJISL TOJBKO JIEKAPCTBEHHBIMH IIperapaTaMu, 3aperucTpupoBaHHbIMH B Pocculickonn @enepannu
1100 B COOTBETCTBUU C aKTaMH, COCTaBIAOMMMH TpaBo Coro3a, WIM HM3TOTOBJIEHHBIMH aNTEYHBIMU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTeYHBIMA OpraHu3aIusIMu, VHAUBUAYaIbHBIMU
OpeANpUHUMATEIIMY, HWMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUECKyIO JesTelbHOCTb. Po3HHYHAs
TOProBisl JIEKAPCTBEHHBIMHM INIpENapaTaMd OCYLIECTBISETCA 10 IpPaBWIaM HaJIeXKallell anTeyHou
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOUYEHHBIM (e/lepaIbHbIM OPraHOM MCIIOJHUTEIBHOMN BIACTH.

(B pen. @enepanbhbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N 1-
@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuyHas TOPromisl JIEKapCTBEHHBIMU MpenaparamMy i MEAUIIMHCKOTO MpUMEHEeHHs (3a
HCKJIFOYEHUEM JIEKapCTBEHHBIX IIPENAapaToB, OTIYCKAEMbIX IO PELENTY Ha JICKAPCTBEHHBIN IIpemnapar,
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HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToOB U ICUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaTroB, a TaKkKe
CIUPTOCOJEPIKAIINX JICKAPCTBEHHBIX IMpEnapaToB ¢ OOBEMHOW [OJIEH ITHJIOBOTO CHHPTA CBBIIME 25
MPOLIEHTOB) MOXET OCYUIECTBISATHCA ANTEUYHBIMU OPTraHU3ALMSIMH  TUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HHYHYI0O  TOpProOBIIO  JIEKAPCTBEHHBIMM  IIpemapaTamMM  JUIsl  MEJUIMHCKOIO  IPUMEHEHHUS
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYIIECTBISATh aNTeUHble OpPraHU3allid, UMEIOIIME JUIEH3UI0 Ha
(apMaleBTUYECKYI0 JCATENbHOCTb M  COOTBETCTBYIOIIEE paspeuieHue (¢eaepaabHoro  opraHa
UCIIOJIHUTEJIBHON  BJIACTH, OCYLIECTBIISIIOIIET0 (YHKIMM 1O KOHTPOJIK M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsok BblIauM  pa3pellieHuss Ha OCYLIECTBJIEHWE PO3HUYHOM TOPrOBIIH
JIEKapCTBEHHBIMU MpenapaTaMH JMCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3aIUsIM,
KOTOpBbIE MOTYT OCYILIECTBJISTh TaKyl0 TOPIOBIIIO, M IOPSJIOK €€ OCYIIECTBICHMS, a TaKXe IpaBuia
JIOCTABKU JIEKAPCTBEHHBIX IIpENapaToB rpaxaaHaMm ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
Oenepaunn. Undopmanusa 06 ornayeHHbIX (OTHYLIEHHBIX) U MOJYUYEHHBIX JIEKAPCTBEHHBIX IpernapaTax
BHOCUTCA B CHCTEMY MOHUTOPHHIA JBWKEHUSA JIEKAPCTBEHHBIX NIPENapaTroB JUisl MEAMIIMHCKOIO
IIPUMEHEHHUS B ITOPAJIKE, IPEyCMOTPEHHOM YacThlo 7 cTaThu 67 HacTosero denepaibHOro 3aKOHa.
(uactsp 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buael anTeyHBIX OpraHu3aluid W TpaBWiIa OTIyCKa JICKAPCTBEHHBIX IIPENapaTtoB IS
MEJIUIIUHCKOTO TIPUMEHEHHUSI alTEeYHbIMH OPTaHU3alMsIMU, WHIUBHIYaTbHBIMH MPEIIPUHUMATEISMHY,
MMEIOIIUMH JIMIEH3UIO Ha (hapMaIleBTHUECKYIO ACSITEILHOCTD, & TAKXKE IMPaBUIIA OTITYCKA JICKAPCTBEHHBIX
MpenapaToB il MEIUIIMHCKOTO MPUMEHEHHS MEIUIUHCKUMH OpPTraHU3alMsIMUA, UMEIONIMMU JIUIICH3HIO
Ha (apMaleBTUUYECKYIO JICATCIBbHOCTh, M UX 000COOJECHHBIMU IMOJAPA3CIICHUSIMHU, PACIIOIIOKCHHBIMH B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCUYHbIC OpPraHMU3AlUHU, YTBEPIKIAFOTCS
YIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

(B pen. @enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IlpaBuiia OTIyCKa HapKOTUYECKUX CPEACTB M MCUXOTPOIMHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBE JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IMPENapaToB, COJAEPKAIIUX HAPKOTUYECKUE
CpelICcTBa M TICUXOTPOIHBIE BEIIECTBA, YTBEPKIAIOTCS YIOJHOMOYECHHBIM (efepaibHBIM OpTaHOM
UCIIOJHUTENBHON BJAcTU MO COTJIACOBaHUIO C (elepalibHBIM OpPraHOM HCHOJNHUTENBHON BJIACTH,
YIIOJIHOMOYEHHBIM B Cpepe BHYTPEHHUX JICII.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TpemapaTbl JJii BETEPUHAPHOTO TMPUMEHEHHUS TOJUIeKaT  OTIYCKY
BETEpUHAPHBIMU AaNTEYHBIMU OPTraHU3ALUSAMH, BETEPUHAPHBIMU OpraHU3alMsIMU, HHIUBUAYaTIbHBIMU
nNpeaApuHUMATCIIIMM, HWMCIOIIMMU  JIMICH3WIO Ha Q)apMaueBTquCKon JACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MPENapaTroB JUIsl BETEPUHAPHOTO NPUMEHEHHUS OCYLIECTBISETCS B COOTBETCTBUU C
ImpaBrUjIaMHn Haz[nexcameﬁ anTeyHoi IMPAKTUKNU JICKAPCTBCHHBIX IMPCIapaToB Al BETCPUHAPHOTO
IPUMEHEHHMS], YTBEP>KACHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM MCIIOJHUTEIbHOMN BIIACTH.

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

5. IlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIOUIMX JMIEH3WI0 Ha (papMaleBTHUECKYIO
JeSTeThHOCTh, U X 000COOJICHHBIX MOIPA3/ICIICHUH, PACTIONOKEHHBIX B CEITbCKUX HACEIIEHHBIX IMyHKTAX,
B KOTOpBIX OTCYTCTBYIOT alTE€4Hble OpPraHU3allMM, a TaKXKe MNepeuyeHb JIeKApCTBEHHBIX IPErnaparos,
MpoJaxa KOTOPBIX MOXKET OCYIIECTBIISATHCS YKAa3aHHBIMH OPTaHM3AIUSAMH H WX 000COOJICHHBIMHU
MOJIPa3/IeIeHUsIMY,  YCTAHABJIMBAIOTCS  UCIOJHUTENBHBIMA  OpraHamMu  cyObekToB  Poccuiickoit
denepanuu.

(B pen. ®enepanbHbIX 3ak0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N 232-
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@3, ot 08.08.2024 N 323-D3)

6. AnreuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MPEANPUHUMATENN, UMEIOIIME JIMLEH3UIO Ha
(bapMaleBTUUECKYI0  JeSITEIbHOCTb, 00s3aHbl  OoOecneunBaTh yTBEpKACHHBIM [IpaBuTenbcTBOM
Poccuiickoit @enepannu U GOpMHUPYEMBId B YCTAHOBICHHOM MM IOPSIKE MHUHUMAIBHBIAH aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIULUHCKON TTOMOIIH.

(uactsb 6 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHM3aliM, WHIUBHIyalbHbIE NPEANPUHUMATEIH, HMCEIOUIME JHICH3HI0 Ha
(bapMaIieBTUYECKYI0 JI€ATENbHOCTh, HapsAgy C JIEKAPCTBEHHBIMH IMperaparaMH HMEIOT IPaBo
npuoOpeTaTh M TpOJaBaTh, B TOM 4YHCJIE JAUCTAHIMOHHBIM CIIOCOOOM, MEAMLMHCKHE W3/eIus,
Ie3UH(PULIMPYIOIINE CPEJCTBA, MPEAMEThl M CPEICTBA JIMYHON TUTHEHBI, MOCYIy ULl MEIUIIMHCKHUX
NS, IPeIMETHI U CPEACTBA, MTPEHAa3HAYEeHHbIE I YX0/a 32 OOJIHBIMH, HOBOPOX/ICHHBIMU U JIETbMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CPEICTBA yXOJa 3a Hel, MUHEpaIbHbIC BOIbI,
IOPOMYKTHl JI€4e0HOTO, JAETCKOr0 W JUETUYECKOrO IIMTaHMs, OHOJIOTMYECKH aKTHBHBIC J100aBKH,
napdroMepHble M1 KOCMETHYECKHE CPEJCTBA, MEIUIIMHCKUAE W CAHUTAPHO-TIPOCBETUTEIHHBIC IEYaTHBIC
U3/IaHus, IpeHa3HAuYCHHBIC JUTS IPOTIaraHabl 3[0pPOBOr0 00pa3a KH3HH.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N 192-@3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
D3)

8. JlearenpbHOCTh anTe4HbIX opraHu3zauuii Boopyxennoix Cun Poccuiickoit ®enepauuu, Ipyrux
BOMCK, BOMHCKUX (POPMUPOBAHUIl M OpPraHoB, B KOTOPBIX 3aKOHOZATenbcTBOM Poccuiickoit ®enepanuu
IPETyCMOTPEHO MPOXOXAEHHE BOEHHOH CiIy:kKObl MM ¢enepalbHON TOCyJapCTBEHHOIN  CITyXOBbI,
CBSI3aHHOM C IPaBOOXPAaHUTENBHOM JESATEIBHOCTBIO, PErIaMEHTUpYyeTcss HacTosmuM denepanbHbIM
3aKOHOM W YTBEP)KACHHBIMH COOTBETCTBYIOIIUMH (peeparibHBIMU OpraHaMHU HCIIOJHUTEIBHON BIIACTH
nojioxkeHussMU. KOHTponb 3a COOJIOJIEHHEM YKa3aHHBIMM AalTEeUYHBIMU OPIaHU3aLUSAMH T10JI0KEHUI
Hacrosero denepanbHOr0 3aKOHA OCYILIECTBISETCA COOTBETCTBYIOIIMMU (DeIepalIbHBIMU OpraHaMu
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Vrpartun cuny c 1 suBaps 2021 rona. - ®enepanbhbiii 3akoH oT 03.04.2020 N 105-D3.

[Ipumeuanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuiy (P3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsanok ocywecTBNeHUs PO3HUYHOM TOProBIU JieKapCTBEHHbIMMU
npenapatamMm Ana MeAULMHCKOro MpUMEHEeHUs, OTNyCKaeMbiMM NO peuenTty Ha
neKkapcTBeHHbIN nNpenaparT, AMCTaHUMOHHbIM CNOCOOOM

(BBeneHa @enepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropozae ¢enepaibHOro 3HAYECHUS
Mockge, B benropoackoit 1 MockoBCKOM 00nacTsx (J1anee B HACTOAIIEH cTaThe - cyObekThl Poccuiickoit
®denepanyu) IpeycMaTpUBAETCs IPOBEIEHUE SKCIIEPUMEHTA 110 OCYIIECTBICHUIO PO3HUYHON TOProBIIU
JIEKapCTBEHHBIMHU IIpenapaTaMu JUlsli MEAUIMHCKOTO NPUMEHEHHs, OTIYCKacMbIMU II0 pELEnTy Ha
JIEKapCTBEHHBIN Mpernapar, AUCTAaHIMOHHBIM CIIOCOOOM (J1ajiee - SIKCIEPUMEHT).
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2. B pamkax sKCIEpHMMEHTa €ro y4acTHHUKH BIIpaBEe JMCTAaHIIMOHHBIM CIIOCOOOM OCYIIECTBISTH
PO3HUYHYIO TOPTOBJIIO JIEGKAPCTBEHHBIMU MpETapaTaMu JIJIsi MEIUIIMHCKOTO MTPUMEHEHH S, OTITYCKaeMbIMU
[0 PELENTy Ha JIEKapCTBEHHBIM mpemnapar (B TOM yucie cOpMUPOBaHHOMY B (GopMe 3IEKTPOHHOTO
JIOKyMEHTA B JIMYHOM KaOWMHETE IpakJaHWHA HA €IMHOM IMOpTajie U (UJK) HAa PErHOHAIBHBIX MOpTaIax
rOCy/IapCTBEHHBIX U MYHULUIAIbHBIX YCIYT) U BKIIOUEHHBIMU B TIEpEUYEeHb JICKAPCTBEHHBIX IPENapaToB
1 (papMakoTepaneBTUISCKUX TPYII JIEKAPCTBEHHBIX MPEIapaToOB, pa3pEeIICHHBIX K Peall3alii B PaMKax
AKCIIEPUMEHTA, YTBEP)KICHHBIM yIOJIHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HCIOJIHUTENBHOM BIacTH (3a
HCKIIIOYCHHEM JIEKAPCTBEHHBIX MPEMApaTOB, COJACPKAIIMX HAPKOTHMUYECKHE CPEICTBA, MCUXOTPOIHbIC
BEIIECTBA M HX NPEKYypCOpbl, JIEKAPCTBEHHBIX IIPENapaToB, COACPKALIUX CHIbHOJEHCTBYIOIINE
BEIIeCTBa,  paauodapMaleBTUYCCKUX  JICKAPCTBEHHBIX  MPEnaparoB, HWMMYHOOHOJOTHYECKUX
JIEKAPCTBEHHBIX IPENapaToOB, a TAKKE JIEKAPCTBEHHBIX IPENapaToB, JUIsl KOTOPBIX B COOTBETCTBUH C
WHCTPYKIIMEH TI0 TMPUMEHEHMIO JIEKAPCTBEHHOTO TMperapara YCTaHOBJIEH TEMIIEPaTypPHBIM pexuM
XxpaHneHus: Hike 15 rpagycoB Llenbcusi, cnupTocoaepKalux JeKapCTBEHHBIX MpernapaToB ¢ 00bEeMHOM
JOJIEd ATHJIOBOIO CIHUPTA CBBINIE 25 TPOIEHTOB W JICKAPCTBEHHBIX IpPENapaToB, H3TOTOBICHHBIX
anTeuyHbIMH  opraHu3anusMu).  Kpurepum  BKIIOUEHHS  JIGKQPCTBEHHBIX  MpemapaTtoB U
(dhapMakoTeparneBTHYCCKHUX TPYIII JICKAPCTBEHHBIX MPENApaTOB B YKa3aHHBIN MMEPEUCHb YCTAHABIUBAIOTCS
[IpaBuTensctBoM Poccuiickoit @epeparuu. [lonoxkeHns HacToseld CTaTbd HE PAacHpPOCTPAHSIOTCS HaA
JIEKapCTBEHHBIE MPEIapaThl, OTIIyCKaeMble OECIUIATHO UK CO CKUIKOM IpakJaHaM, UMEIOIIUM MPaBO HA
o0ecrieueHre JIEKapCTBEHHBIMU TperaparaMd 3a CYeT CpEACTB OMOKETHBIX AaCCUTHOBAHUU
denepanbHOTrO OFOKETa U OO KETOB CyOBeKkTOB Poccuiickoit denepammm.

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

3. VYyacTHHUKaMH  DJKCIEPUMEHTa  SBISIOTCS  YINOJHOMOYEHHBIH  (pemepanbHbIi  opraH
UCTIOJHUTEJIBHOM  BJIACTH, YIOJHOMOYEHHbIE HCIOJHUTENIbHBIE OpraHbl CcyObekToB Poccuiickoit
®denepanyy, MEAUIIMHCKUE OPraHU3allMd W aNTeuHble OpraHU3allid, COOTBETCTBYIOLIUE TPEOOBAHUSM,
YCTaHOBJIEHHBIM B COOTBETCTBHMH C 4acThIO 4 HACTOSLIEH CTAaThU.

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

4. TlonoxxeHne O MOpsAKE NMPOBEJCHUS SKCIIEPUMEHTA, B TOM YHCIE TPeOOBAaHHS K MEIULIUHCKUM
OpraHM3alysiM M aNTeYHbIM OpraHu3alMsM, SBISIOIIMMCS YYaCTHUKAMU SKCIIEPUMEHTA, IOPSJIOK
OCYILIECTBIIEHUS] PO3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMU IpenapaTaMu JUIsl MEAULIMHCKOTO IPUMEHEHNS,
OTIyCKaeMBbIMU IO pELENnTy Ha JIEKapCTBEHHBIN Mpernapar, AUCTaHLIHUOHHBIM COcoOOM, TpeOoBaHUs K
JOCTaBKE TaKMX JIEKAPCTBEHHBIX IIpENaparoB TIpaxJaHaM, IpaBuUja BbIJAauYMd pPa3pelIcHUs Ha
OCYIIECTBJIEHUE PO3ZHUYHOM TOPTOBIIN JICKAPCTBEHHBIMU IIperapaTaMy JUIsl MEAUIIMHCKOIO IPUMEHEHUS,
OTIIyCKa€MBbIMHU IO peleNTy Ha JIEKapCTBEHHBIN INpenapar, AMCTAHLMOHHBIM CIIOCOOOM, yTBEpXKIaeTcs
[IpaButensctBoM Poccuiickoit ®denepanuu. TpeboBaHus K anTeUHbIM OpraHU3aLUsAM, SBISIOMIMMCS
YYaCTHUKAMHU SKCIEPUMEHTa, HE MOTryT OBITh HHXE TpeOOBaHM, YCTAHOBJIEHHBIX K aNTEYHBIM
OpraHM3alMsaM B COOTBETCTBUHM C 4acThiO 1.1 cTaTeu 55 Hacrosiero @eaepaibHOTO 3aKOHA.

5. YnonHoMoueHHBIH (enepaiabHbIil OpraH HCIOIHUTENBHON BIacTH:

1) ocylecTBIs€T METOAMYECKOE CONPOBOXKIACHUE HKCIEPUMEHTA, BKJIOYAs METOAMUYECKOE
COIIPOBOXAECHUE AESITEIbHOCTH MEAMIMHCKUX OPTaHU3alMK U alTeYHbIX OpraHU3alyil, y4acTBYIOIINX B
SKCIIEPUMEHTE, 10 0(OPMIICHHIO, UCIIOJI30BAHNIO U XPAHEHHUIO PELIETITOB Ha JIEKAPCTBEHHBIN Mpemnapar,
B TOM 4HcCIIe COPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JJOKYMEHTOB;

2) npexacrasnsier B IlpaBurensctBo Poccuiickoit ®enepanuu npeaBapUTENbHBIN (B HepUOs
IIPOBEACHUS DJKCIEPUMEHTA, HO HE IIO3JHEE 4YeM 3a JBa Mecsla O HCTEYECHHS CpPOKa IPOBEINCHUS
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BKCHepI/IMeHTa) W UTOTOBBIN (HO OKOHYAaHHHU SKCIICPUMCHTA, HO HC IMO3JHEC YEM UEPE3 ABA MECALA IOCIIC
HUCTCUCHUA CPOKa IMPOBCACHUA 3KCHepI/IMCHTa) AOKJIaAbl O PpE3yJibTaTax IMPOBCACHUA SKCICPUMCHTA U
MMpEaAT0XKEHUSA O BHECCHUU H3MEHEHMI B 3aKOHOJaTCIbCTBO 00 O6paI_HeHI/II/I JICKaApCTBCHHLIX CPCACTB.

6. YII0JIHOMOYEHHBIN HCIIONHUTEIbHBIN opran cy0bekTa Poccuiickoit @enepanuu:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BIIpaBe yCTaHOBHTH OCOOSHHOCTH TPOBEACHHSI SKCIIEPUMEHTA;

2) yTBepXJaeT MOPSJIOK OTOOpa MEIMIIMHCKUX OpraHW3allMii W alTeYHBIX OpraHu3aIud st
y4yacTHsi B SKCIEPUMEHTE, a TAaKXKE MPOBOJUT TAaKOW OTOOp M YTBEPKAAET IMEpPEeYEHb MEIULIUHCKUX
OpraHU3alMi U MEePEUYCHb alTCUHbIX OpraHU3aIfil, COOTBETCTBYIONIUX TPEOOBAHUSAM, YCTAHOBJICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIICH CTaThH, U SIBJISIIOLIUXCS YYACTHUKAMU KCIIEPUMEHTA;

3) ocyuecTBIsiCT MOHUTOPUHI IPOBEJCHUS SKCIEPUMEHTAa U MPEACTaBISIET €ro pe3ysbTaTbl B
YIOJHOMOYEHHbIN (pe/iepalibHbII OpraH UCIOIHUTEIbHON BIACTH;

4) obecneunBaeT HH(POPMALMOHHO-TEXHUUYECKOE OOECIeUYeHne TMPOBEICHUs OSKCIepUMEHTa
MMOCPEACTBOM UCIOJIB30BAaHUS TOCYIAPCTBEHHON MH(DOPMAIIMOHHONM CUCTEMBI B chepe 37apaBOOXpaHCHHUS
cyonbekta Poccuiickoit @exepanuu ¥ (UIU) MEIUIUHCKAX HH(POPMAIMOHHBIX CHUCTEM MEIUIIMHCKHX
OpraHu3aluii, SBIAIONIMXCA YYaCTHUKAMHU OSKCHEPHUMEHTa, W HX B3aUMOJEHUCTBHUS C €IUHOU
rocy1apcTBeHHON MH(GOPMAIIMOHHON CUCTEMOH B cepe 3paBOOXpaHEHHUS.

7. MeaMuUMHCKHE OpraHu3allid W anTeYHble OpraHu3allid BIIpaBE OTKa3aTbCs OT y4dacTusl B
HKCHEPUMEHTE, II0J]aB B yIOJIHOMOYEHHBIH HCIOIHUTENbHBIN opran cyowekTa Poccuiickoit denepanuu
COOTBETCTBYOLIEE OOpallleHHe B TUCBMEHHOU (opMe.

(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 232-03)

8. AmnTeuyHble OpPTaHU3AIMH, SBJSIONIMECS yYACTHUKAMHU JKCIEpUMEHTa, O00s3aHBl MPHU MPOJIaKE
JUCTaHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO TMIpernapaTa A MEAUIIMHCKOTO MPUMEHEHH S, OTITYCKaeMOro
0 PEIeNTy Ha JICKApCTBEHHBIN IMpermapaT, 00eCeYnTh MPH OCYIISCTBICHUU JIOCTABKU HICHTU(UKAIIAIO
JUYHOCTH TpakJaHWHA, TMOJYyYarollero TaKoW JIeKapCTBEHHBIM Mpenapar, B LENsIX YCTaHOBJICHHS
COOTBETCTBHSl €r0 JIMYHOCTH W JIMIA, YKA3aHHOTO B peIenTe Ha JICKapCTBEHHBIH IpemapaTr (ero
3aKOHHOTO TPEJCTaBUTENs), NTUOO JHIA, YIMOJHOMOUYEHHOTO JIUIIOM, YyKa3aHHBIM B pelenTe Ha
JICKapCTBCHHBIN Mpemnapar (ero 3aKOHHBIM MPEICTAaBUTENIEM), Ha TIOJydeHUE JISKAPCTBEHHOTO Tperapara
(manee B HACTOSIIEH CTaThe - JHIIO, YKa3aHHOE B PeLIENTe (3aKOHHBIN MPEICTaBUTENb, YIIOJTHOMOUYEHHOE
JIUIIO).

9. Jlumo, oOCyLIECTBISIONIEE JOCTaBKY JIEKQpCTBEHHOIO Ipenapara i MEAUIMHCKOIO
MPUMEHEHHUs, OTIyCKaeMOro IO pelenTy Ha JIeKapCTBEHHBIH mpenapar, o0s3aHO NOTpeOoBaTh Y
IPayKIaHUHA, [TOJIYYarOLIEro TAKOM JIEKapCTBEHHBIN IIpenapar, NpeAbsBUTh JOKYMEHT, YIO0CTOBEPSIOIIUN
€ro JINYHOCTh, JUISl MJIEHTU(UKALWN JIMYHOCTU 3TOTO TpakJaHWHA U YCTAHOBJIEHMSI COOTBETCTBUS €T0
JUYHOCTH M JIMIA, YKA3aHHOTO B peLEnTe (3aKOHHOI'O MpPEJICTaBUTEIN, YINOJIHOMOYEHHOro juua). B
CIIy4yae BBISBJIICHMS HECOBIIAJICHUs JIMYHOCTU T'PakKJIaHHWHA, MOJYyYAIOIIETr0 JEKAPCTBEHHBIN Mpernapar, u
JIMIIA, YKa3aHHOTO B pelenTe (3aKOHHOTO NMPEICTaBUTENs, YIOJTHOMOUYEHHOTO JIMIA), a TaKXKe B CiIydae
OTKa3a TpaXJaHWHA, I[IOJYYarollero JIEKapCTBEHHBIM  IpernapaTr, MNpPeIbsSBUTh  JIOKYMEHT,
YAOCTOBEPSIOIIUNA €r0 JUMYHOCTb, JIMILO, OCYILECTBIIAIONICE JOCTABKY JIEKAPCTBEHHOIO Iperapara s
MEAUIIMHCKOTO MPUMEHEHUS, OTITyCKaeMOro Mo pelenTy Ha JIEKapCTBEHHBIN Mpenapat, 00s3aHO BEpHYTh
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Takou HeKapCTBeHHBIﬁ pcrapar B aliI TCYHYIO OpraHUu3aiuro.

10. TlonTBepxnenuem (akra mepenayd JIEKAPCTBEHHOTO TMperapara Uil MEIUIUHCKOTO
MIPUMEHEHHUS, OTIyCKaeMOro IO peleNnTy Ha JIEKapCTBEHHBIN Mpemnapar, JIMIy, YKa3aHHOMY B pellernTe
(3aKOHHOMY NPEJCTABUTENIO, YIOJIHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KacCOBBIM UY€K M IMOAIHUCH JIMIIA,
MOJIyYMBILIErO TaKOM JIEKapCTBEHHBIH Mpenapar, Ha JOKYMEHTE O MOJyYE€HUU TaKOro JIEKapCTBEHHOIO
npemnapara 1mo Qopme, YTBEpXKAaeMOW YIOJIHOMOYEHHBIM (elepaIbHbIM OPraHOM HCIIOJHUTEIBHON
Binactu. llocne mepemaum JekapcTBEHHOTO IpermapaTta JHIy, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEICTABUTENIO0, YIOJHOMOYEHHOMY JIMILy), 3TOT JOKYMEHT II€peJaeTcsl JIMILOM, OCYLIECTBUBIINM
JIOCTaBKY TaKOro JIEKapCTBEHHOIO IIpernapaTa, B aNTeuHYK OpPraHH3alfio, OCYIIECTBUBIIYI OTILYCK
JIEKapCTBEHHOI'0 Ipemnapara. B ciyudae BbIsBIEHUS NpU IMepeAadye JUIy, yKa3aHHOMY B peLenTe
(3aKOHHOMY  TPEJICTABUTENIO, YIOJIHOMOYEHHOMY JIMIY), JIEKapCTBEHHOIO IMpemnapara (hakToB
MEXaHUYECKOTO MOBPEKIACHHUSI €ro WM €ro YMAaKOBKM TaKOM JEKapCTBEHHBIM Ipernapar JIMLOM,
yKa3aHHBIM B pelenTe (3aKOHHBIM MPEACTaBUTEIEM, YIOJHOMOYEHHBIM JIMIIOM), HE MPUHUMAETCS U
BO3BpamaeTcss 0e3 ero OIulaThl JIUIy, OCYIIECTBHBIIEMY JOCTAaBKY JICKQpCTBEHHOTO IMperapara u
o0ecrneurBaIleMy ero BO3BparT B alTEUHYI0 OPraHU3aIHIo.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoil denepannu, CoBEpLISHHbIE IIPU MPOBEACHUN
IKCIIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOAATEILCTBOM
Poccuiickoit ®enepanuu.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUMN, CBA3AHHBIX C MPOBEIECHUEM OKCIIEPUMEHTA,
ocymiecTBIsieTcsl (heepaabHbIM OPTaHOM HCIOJHUTEIBHON BJIACTH, OCYIIECTBIISIFOIIMM (QYHKIHMH TIO
KOHTPOJIIO M Ha/I30pY B cpepe 3apaBooXpaHeHMs], B MOPsAKE, ycTaHOBIeHHOM DeepanbHbIM 3aKOHOM OT
31 uronst 2020 roma N 248-®D3 "O rocyaapcTBEHHOM KOHTPOJIE (HAA30pe) U MyHHUIIUIIATILHOM KOHTPOJIE B
Poccuiickoit ®eneparun’.

CrtaTtbsa 56. U3roToBneHune n oTnyck feKkapCTBEeHHbIX NpenapaToB

1. M3rortoBneHue JIE€KapCTBEHHBIX IPENApaToB AaNTEUYHbIMM OPraHU3alUsMH, BETEPUHAPHBIMU
anTeUYHbIMM OPraHU3alUsSMH, UMEIONIMMHM JIMIEH3UI0 Ha  (apMaleBTUYECKYIO JESTEIbHOCTb,
OCYILIECTBIISICTCS 10 pelentaM Ha JEeKapCTBEHHbIE Ipernaparbl, MO TPeOOBaHUSAM METUIIMHCKUX
OpraHM3alyii, BEeTepUHAPHBIX OpraHU3alUil WIM OpraHu3alui (MHIMBUIYaJbHBIX MpeANpUHUMATENei),
OCYILECTBISIOIMX PAa3BEACHNE, BEIPAIIMBAHUE U COAEPKAHUE )KUBOTHBIX, B COOTBETCTBUU C MTpaBUIIaMU
U3TOTOBJIEHUS W OTIIyCKAa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKJICHHBIMU  YIIOJIHOMOYEHHBIM
¢benepaabHBIM OPraHOM HCIIOJIHUTENbHON BIACTH.

(B pen. ®exnepanbHbix 3aKk0HOB 0T 05.12.2022 N 502-®3, ot 30.12.2021 N 463-D3)

2. Ilpu M3rOTOBIEHUH JIGKAPCTBEHHBIX MPEMapaToB alTeYHBIMUA OPTraHU3AlMSIMU, BETEPUHAPHBIMU
anTEeYHBIMA  OpPTaHW3alUSIMH, WMEIOMMMHA JIMIEH3UI0 Ha  (apMareBTUYECKYI0 JIEATeIbHOCTb,
UCIIONIB3YIOTCS JIEKapCTBEHHBIE TpemapaThl U (wiH) (apmarneBTUUYECKHEe CYOCTaHIIMH, BKIIOYEHHBIC
COOTBETCTBEHHO B T'OCY/IapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO MPUMEHEHUS,
rOCyJapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB /JIsi BETEPUHAPHOIO MPUMEHEHHUs], €AUHBIA peecTp
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CpeaCcTB EBpa3suiickoro 3KOHOMHYECKOTO COK03a, €IUHBIN pPeecTp
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3uiickoro 3KOHOMUYECKOIO
COI03a B YCTAaHOBJICHHOM Tiopsyke. He momyckaeTcss HM3roTOBJICHHE aNTEUYHBIMU OpPTaHU3AIUsSIMU,
BETEPUHAPHBIMU ANTEUYHBIMU OPTaHU3AIMSIMH, WMEIOIIMMU JMIEH3WI0 Ha (apMaleBTHUECKYIO
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NesITeNIbHOCTD, JIEKAPCTBEHHBIX MpENapaTroB, 3aperucTpupoBaHHbiXx B Poccuiickoit ®enepauuu 6o B
COOTBETCTBHUH C aKTaMH, COCTaBIOLMMU 1paBo Coro3a.
(B pen. @enepanbHbix 3akoHOB OT 05.12.2022 N 502-03, ot 30.01.2024 N 1-®3)

3. MapkupoBKa JIEKApPCTBEHHBIX MPEMapaToB, H3TOTOBICHHBIX ANTCUYHBIMH OPTaHU3ANUSIMH,
BETCPUHAPHBIMH  alTCUYHBIMU  OPTaHHW3alMSIMH, HWMCIOIIMMH JIMIEH3WI0 Ha (papMaleBTHYECKYIO
JeSTeNIbHOCTh, U OQOPMIICHHE TaKUX IMPENaparoB JOJDKHBI COOTBETCTBOBATH IPaBHIIAM, YKa3aHHBIM B
yacTh | HacTOsAIIEH CTaThU.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeyHple OpraHM3aIMM, BETCPUHAPHBIC AaNTECYHbIC OPraHM3alMM, WMEIONINE JHUIECH3UI0 Ha
(bapMareBTHYECKYIO IeSITeTbHOCTh, HECYT OTBETCTBEHHOCThH 332 HECOOIIOJICHUE MPABUI U3TOTOBJICHUS H
OTITyCKa JIEKApCTBEHHBIX IPETapaToB B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

Cratbsa 57. 3anpelueHne npoaaxu oTAenbHbIX NeKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpemaercst mpoaaxka (GanbCu(UIIMPOBAHHBIX JICKAPCTBECHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX
JICKApCTBEHHBIX CPECTB, KOHTPA(PaAKTHBIX JICKAPCTBEHHBIX CPEJICTB.

2. 3anpeniaercs Ipojaxa:

1) JICKAPCTBCHHLIX IMPCIIApaTOB AJIsI MCAUIUMHCKOI'O IIPUMCHCHUA, B OTHOILICHUHU KOTOPBIX B CUCTCMEC
MOHHUTOpPHHTIa ABMXKCHHUA JICKAPCTBCHHBLIX IIPCIIapaToB A MCAUIWHCKOIO IMPUMCEHCHUA OTCYTCTBYIOT
CBCACHUA O HAHCCCHHUU CPCIACTB I/II[GHTI/I(I)I/IKaI_II/II/I u (I/IJ'II/I) CBCIACHHA O BBOJEC B Fpa)KI[aHCKI/Iﬁ O60pOT;

2) JICKApCTBCHHBIX MpCraparoB I MCIUIHUHCKOr0O IMPHMCHCHUSA, B OTHOIICHHWHU KOTOPBIX
OCyIIeCTBIEHa OJOKUPOBKA BHECEHHsI B CHCTEMY MOHHTOPHHTA JIBUKCHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL. MEMIIMHCKOTO TPUMEHEHHUsI CBEJACHHH O BBOJIE B TPaXJAaHCKUUA 000poT, 00 00opoTe WM O
MpeKpaleHuu 000poTa;

3) JICKApCTBCHHBIX IIp€raparoB AJd MCEAWLIUHCKOTO MNPUMCHCHHA, IMPHUMCHCHUC KOTOPBIX
MMPHUOCTAHOBJICHO MO PCHICHUTO YIIOJITHOMOYCHHOI'O Q)enepanLHoro opraHa HCIIOJIHUTEILHON BJIaCTH,

4) nekapCTBEHHBIX MPENaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS, TPakJaHCKUH 000pOT KOTOPBIX
[IPEKpalICH;

5) JICKApPCTBCHHLBIX Np€apaToB I MEAUITUHCKOI'O IPUMEHCHHA, CPOK T'OJJHOCTH KOTOPBIX UCTCK;

6) JEeKapCTBEHHBIX MpENapaToB i1 MEIUWLUHCKOTO NPUMEHEHHUS, B OTHOLIEHHWU KOTOPBIX HE
coOmro/ieHbl TpeOOBaHUsI, ONpe/IeICHHbIE HA OCHOBAHUH YacTU 5 cTaThu 67 Hacrosiero deaepanbHOTO
3aKOHa.

3. JlelicTBHE TOJIOKEHUN YacTU 2 HACTOAIIEH CTaThbU HE PACIpPOCTPAHSAETCS Ha JIEKAPCTBEHHBIC
Ipenaparsl, ykazaHHble B 4actu 7.1 crateu 67 HacTosuiero denepanbHOro 3aKoHa.
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4. Tlopsimox NMpPUMEHEHHs IOJIOXKCHUH YacTH 2 HACTOSILEH CTaTbUM M CPOKHM IPUMEHEHMSI TaKOro
nopsiaka ycranasnusarorces [IpasurensctsoM Poccniickoit denepanumn.

CraTtbsa 58. XpaHeHMe neKkapCTBeHHbIX CpeacTB

1. XpaHeHue JE€KapCTBEHHBIX CPEJCTB OCYILIECTBISETCS IPOU3BOAUTEIIAMH JIEKAPCTBEHHBIX
CPEICTB, OpraHW3alMsAMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMU  CPEICTBAMH,  ANTEYHBIMU
opraHnu3anusimu, BCTCPUHAPHBIMU alITCYHbIMU OopraHu3alnusimMu, WHIWBUYaJIbHBIMHA
IpeANPUHUMATEINSIME, UMEIOIIMMH JIMIIEH3UIO Ha (hapMaleBTHUECKYIO AEATEIbHOCTh WM JIMICH3UIO Ha
MCIUIHUHCKYIO ACATCIIbHOCTb, MCIHIWHCKHMHU OpraHu3alruiaMH, BCTCPUHAPHBIMU OpraHu3allusIMUu U
UHBIMH  OPTaHM3aLUSMU, OCYIIECTBISIIOIIMMU OOpamieHne JIeKapCTBEHHBIX CPEICTB. XpaHEHHUE
JICKAPCTBCHHBIX CPCACTB MJId BCTCPHUHAPHOI'O IIPHUMCHCHUA OpraHu3alluiMu W HWHAWBUAYAJIbHBIMU
OpEANPUHUMATENISIME B CIIydasX, €CIIM OHM MCHOJB3YIOTCS HCKIIOUUTEIbHO NpPU pa3BEICHUH,
BbIpallluBaHWH, COACPKAHUN U JICUCHWU KXKUBOTHBIX, MOXKCT OCYHICCTBIATLCA oes3 MOJIYUCHHUA JIMICH3UU
Ha (hapMaIeBTUYECKYIO ACATEIBHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHEHMsI  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKJAIOTCA  COOTBETCTBYIOIIHMM
YIOJHOMOYEHHBIM (peiepaIbHBIM OPTaHOM HCIIOIHUTEIbHON BIACTH.

3. XpaHeHrne HApKOTHUYECKHUX JICKAPCTBEHHBIX CPEJICTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIISCTBIISIETCS B COOTBETCTBUU  C
3akoHoJaTeNbecTBOM Poccuiickoit denepanum.

Cratba 58.1. lpeAMeTHO-KONMMYECTBEHHbIA Y4YeT JfleKapCTBEHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHuns

(BBeeHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. HepequL JICKAPCTBCHHEBIX CPCACTB AJId MCAUIMHCKOI0 IMPpUMCEHCHUS, MMOMJIC)KAIIUX MMPEAMETHO-
KOJIMYCCTBCHHOMY YUYCTY, YTBCPKAACTCA YINOJIHOMOYCHHBIM Q)CﬂepaHBHBIM OpraHoM HCIIOJIHUTEILHOMN
BJIaCTH.

2. TlopsioK BKIIFOYEHMS JIEKAPCTBEHHBIX CPEACTB AJIS MEIMIMHCKOTO NPUMEHEHHs B IEpedyeHb
JICKApPCTBCHHBIX CPECACTB IS MCAUIUMHCKOIO NPUMEHCHUA, MOJJIC)KAIIUX NPECIMETHO-KOJINYCCTBCHHOMY
yuyeTy, YCTaHaBIUBACTCS YHOJHOMOYEHHBIM (Qe/lepalbHbIM OpPraHOM HCHOJHHUTENbHOM BIIACTH IO
COTJIACOBAaHUIO C (enepabHBIM OpraHOM HCIONHHUTEIBHON BIAcTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHHUX JIEJI.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. HpC,Z[MCTHO-KOJIH‘IGCTBCHHHﬁ YUCT JICKAapCTBCHHBIX CPCACTB JIA MCAUIHUHCKOIO INPHUMCHCHUSA
B€AYT MPOHU3BOJUTCIIN JICKAPCTBCHHBLIX CPECACTB, OpraHu3alyvun OITTOBOM TOProBJIW JICKAPCTBCHHBIMHA
CpCACTBaMH, AllTCUHBIC OpraHU3allui, MHAWBUAYAJIBHBIC IMPCANIPUHUMATCIIN, WUMCIOIIUC JIMIOCH3WIO Ha
CbapMaHeBTH‘IeCKYIO ACATCIBHOCTE WM JIUIOCH3WIO Ha MCAWNUHCKYIO ACATCIIBHOCTb, U MCAWIUHCKHC
opranu3anuvu, OCylCCTBIIAIOIINC O6paH_[CHI/IC JICKAPCTBCHHLIX CPCACTB JIA MCAUIUHCKOIO MPpUMCHCHUS,
IMyTeEM pErucTpanmuun JIFOOBIX CBSA3AHHBIX C UX O6paHIGHI/IeM onepaunﬁ, IIpHU KOTOPBIX HU3MCEHIACTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAHUC, B CIICHUAJIBHBIX JXKYPHAJIaX y4ucCTa onepauﬂﬁ, CBA3aHHBIX C 06paH_[CHI/ICM
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JICKApCTBECHHEBIX CPCACTB JJIs1 MCAUITUHCKOI'O IIPUMCHCHU A (L[anee - ClICHaJIbHbIC }KypHaJ'IBI).

4. TlpaBuna perucTpanvy ONepaluii, CBA3aHHBIX C OOpalICHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO IPUMEHEHUsS, BKIIOYEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX CPEIACTB I MEAULIMHCKOIO
MIPUMEHEHUS], MOJJIEKAIUX NPEIMETHO-KOJINYECTBEHHOMY YUYETYy, B CIICLIMAIBHBIX KypHajJax U IpaBuia
BEJICHUS M XPAaHEHUS CHEIHAIbHBIX >KYPHAJIOB YTBEPXKIAIOTCSA YIOJIHOMOUYEHHBIM (herepanbHbIM
OpraHoOM HCIOJIHUTEIBHOMN BIIACTH.

5. Konrtpons 3a coOniofeHHEM MpaBHJI PErucTpaliy oOlepaluii, CBA3aHHBIX C oOOpalleHueM
JIEKaPCTBEHHBIX CPEACTB JJISI MEIHUIMHCKOTO MPUMEHEHMS, BKIIOYEHHBIX B INEPEUYEHDb JIEKAPCTBEHHBIX
CPEeICTB Uil MEQUUMHCKOrO IPUMEHEHMs, MOJUIeKAIUX MPEeIMETHO-KOJIUYECTBEHHOMY Y4YETy, B
CHEIMANILHBIX JKypHalax, a TakXe 3a COOJNIIOJICHHEM IMPaBWJI BEACHUS M XPAHEHHS CHEIHATbHBIX
KYpHAJIOB BO3JIaraeTcs Ha YIOJHOMOYEHHbIE (enepaabHble OpraHbl HCIOJHUTENBHON BIACTH U
WCIIOJIHUTENIBHBIE OpraHbl CyObekTOB Poccuiickoit denmepamnuu, OCYNICCTBISIONINE JIHIICH3UPOBAHUE
MIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (PapMaleBTUYECKOM JEATEIBHOCTH W MEIUIIUHCKOU
JEATEIIbHOCTH, U OCYILIECTBIISIETCS B paMKaX JIMLIEH3UOHHOTO KOHTPOJIS.

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

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPEACTB
CraTtba 59. OcHOBaHUA M NOPAAOK YHMUTOXEHMA NeKapCTBEeHHbIX CpeacTB

1. HemoOpokauecTBeHHBIC JIEKapCTBEHHBIE CPEICTBA, (HaNbCUPHUIMPOBAHHBIC JIEKAPCTBECHHBIC
cpeacrtBa ImomJie)Kar H3BATUIO U3 06pameHI/1${ N YHUUYTOXCHUIO B TIOpAAKEC, YCTAaHOBJIICHHOM
ITpaButensctBoM Poccuiickoit denepanunu. OcHOBaHHWEM Ul YHUYTOXKEHUS JIEKApPCTBEHHBIX CPENICTB
ABJSIETCSl ~ pELIeHHe  BIajeNblla  JIGKAPCTBEHHBIX  CPEACTB,  PEIICHHE  COOTBETCTBYIOIIETO
YIOJIHOMOYEHHOT0 (heZiepabHOrO OpraHa UCIOJHUTEIbHOM BIACTH WM PELICHUE CyAa.

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

2. KoHTpadakTHbIE JIEKapCTBEHHBIE CPE/ICTBA MOAJIEKAT U3BATHIO U3 OOPAIEHUs U YHUUITOXKEHUIO
o pemieHuto cyaa. I[opsnok yHUUYTOXKEHHUs] KOHTpapaKTHBIX JIEKAPCTBEHHBIX CPECTB YCTaHaBIUBAETCA
IIpaBurensctBoM Poccutickoit denepanuu.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, cBsi3aHHBIE C YHUYTOXKEHHMEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (DambCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB,
BO3MEILIAIOTCS UX BJIAJIEIBLEM.

4. Bnanener| JeKapCTBEHHBIX CPEACTB JOJDKEH MPEICTaBUTh B YIOJIHOMOYEHHBIH (enepalibHbIi
OpraH MCIOJHUTEIBbHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSAJKE €ro KOIIHUIO,
MOJATBEPKIA0INE (PaKT YHUUTONKEHHS JIEKaPCTBEHHBIX CPE/CTB.

5. CoOTBeTCTBYIONIMKA yIOJIHOMOYEHHBIH (eaepasbHblii  OpraH HCIHOJIHUTEIBHOM  BIIACTH,
NPUHSABIIMKA perieHne 00 YHUYTOXKEHHWU JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBIIET KOHTPOJIb 3a HX
YHUUYTOKEHUEM.

6. YHH4YTOXCHUE JICKAPCTBCHHBIX CPCACTB IMPOU3ZBOAHUTCA  OpraHu3aluiMu, HWMCIOIIUMU
COOTBCTCTBYIOIYIO JIMIICH3UIO, Ha CIICIITUAJIEHO OGOpynOBaHHLIX Iiomajgkax, rmoJIMroHax u B CriCliiaJiIbHO
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000pYJJOBaHHBIX MOMEILEHUSIX € COOI0/IeHMEM TpeOOBaHUIM B 00JIACTH OXpaHbl OKPY>KaroLIeH cpelibl B
COOTBETCTBHHU C 3aKOHOAATeNbCTBOM Poccuniickoit denepanumn.

7. HapkoTuueckue JE€KapCTBEHHBIC CPEACTBA, TICHUXOTPOIHBIC JICKAPCTBEHHBIE CPEJICTBA,
paguodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEICTBA  YHHYTOXKAIOTCA B COOTBETCTBHHM  C
3akoHoJaTeNbcTBOM Poccuiickoit denepanmm.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NIEKAPCTBEHHbBIE NMPENAPATbI ANnA MEAULUUHCKOIO NPUMEHEHWA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBEeHHble npenaparbl
AnA MeAULMHCKOro npuMeHeHus

1. TocyaapcTBEeHHOE pEryJUpOBaHHME IIEH Ha JIGKAPCTBEHHBIC Mpenapathl I MEIUIUHCKOTO
MIPUMEHECHHS OCYIIECTBIIICTCS TIOCPEICTBOM:
(B pen. @enepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxknenus IlpaBurenscrBom Poccuiickoii denepanny nepedyHsi )KU3HEHHO HEOOXOIUMBIX U
BOXHEHUIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOPBIH (OpMHUpPYeTCs M HE pexe OJHOro pasza B IoJ
IIEPECMaTPUBACTCS B YCTAHOBIEHHOM MM IIOPSAJKE Ha OCHOBE KOMIUIEKCHOM OLICHKHM JIEKapCTBEHHBIX
IpernaparoB, BKJIOYas aHAIM3 CBEACHUH O CpPAaBHUTEIBHOW KIMHUYECKOM A(PQPEKTUBHOCTH MU
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, OICHKY OSKOHOMHYECKHX TIOCIEACTBUN IMPUMEHEHHUS
JIEKapCTBEHHOI'O CPEACTBAa M M3Y4YEHHUE JOIOJHUTEIBHBIX IOCIEACTBUM IPUMEHEHHUS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHUS METOAMKH pacdyera TMpEIeNbHBIX OTIYCKHBIX IIeH TPOM3BOJUTENCH Ha
JIEKapCTBEHHbIE MpEenaparhbl, BKIIOUEHHBbIE B IMEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX IPETapaToB, a TAKKe BHEAPEHHSI MEXaHU3MOB (DOPMHUPOBaHUS CHCTEMBI pe(epeHTHBIX
[CH,

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TrocynapCTBEHHOW pErucTpallud TPENeNbHBIX OTIYCKHBIX II€H MPOU3BOAMTENEH Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX U BaXHEUIINX
JIEKapCTBEHHBIX MPENapaToB;

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

4) BCACHUA TOCYHApCTBCHHOI'O peeCTpa IMPEACIIbHBIX OTIYCKHBIX IICH Hp0H3BOHI/ITeJIeI>’I Ha
JICKApCTBCHHEBIC TIIpC€rapaTthbl, BKIIOYCHHBIC B IEPCUCHb KHU3HCHHO HGO6XO}II/IMBIX M Ba)KHEHUIIIHIX
JICKApCTBCHHBIX IPCIIapaTOB;

5) yTBEpKJIeHUS METOJAWKH YCTAaHOBJICHHUS MCIOJHUTEIBLHBIMU OpraHamMu cyOBekToB Poccuiickoit
®denepanuu nMpeAeTbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAJI0ABOK K
(haKTUYECKUM OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IMpPENaparoB, Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUEHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEUIINX
JIEKapCTBEHHBIX TPETapaToB;

(B pen. @enepanpHoro 3akona ot 08.08.2024 N 232-03)
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6) yCTaHOBJIEHUS IIPEJECIbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK M IMpeAeIbHBIX Pa3MEPOB PO3ZHUUHBIX
Hag0aBOK K (PaKTUYECKUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM MPOU3BOIMUTEISIMU JICKAPCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIC Mpenaparbl, BKIIOUEHHBIE B IEpPEUeHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUILIMX JIEKAPCTBEHHBIX MIPENapaToB;

6.1) ompenenenusi IlpaButenbctBoM Poccmiickoit denepanuu mopsaka IeHOOOpa30BaHMUs Ha
HE3aperuCTPUPOBAHHBIC JIEKAPCTBEHHBIC MPENapaThl A MEAUIIUHCKOTO IPUMEHEHUS, KOTOPbIE BBE3CHbI
B Poccuiickyto @enepanuio uis OKa3aHUs MEIULIMUHCKOM MOMOIIM IO >KHU3HEHHBIM IOKa3aHUSIM
KOHKPETHOI'O MallUeHTa U MEXIYHAPOJIHbIE HEMATeHTOBAHHBIC, WM TPYNIUPOBOYHbBIC, HIIM XUMUYECKUE
HAaUMEHOBAHMSI KOTOPBIX COJAEpXKAaTcs B TEpEeYHE JKU3HEHHO HEOOXOAUMBIX M BaKHEHUIIUX
JIEKApCTBEHHBIX MPEMApaTOB;

(m. 6.1 BBenen deaepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEpKIEHHsI TIOpSAAKA BBIJAYM TPEANHCAHUN HMCHOJHUTEIBHBIM oOpraHam CyOBEKTOB
Poccuiickoit denepanyu o npuBeAEHUU B COOTBETCTBUE C 3aKOHOJIaTeNbcTBOM Poccuiickoit denepanuu
perieHuit 00 yCTaHOBJICHHHM TMPEACIBbHBIX pPa3MEpPOB OMNTOBBIX HAA0ABOK W TMPEIEIbHBIX Pa3MEPOB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTEISIMHU
JICKapCTBEHHBIX IIpPEnapaToB, Ha JEKAPCTBEHHbIC MpenapaThl, BKJIIOYECHHBIE B MEPEUYCHb KU3HEHHO
HEOOXOMUMBIX M BAXHEWIIUX JIEKAPCTBEHHBIX MpENapaTroB, €CIM OHU MPHUHATHI C HapyUICHHEM
3aKkoHozarenscTBa Poccniickoit @enepannu, B nopsake, ycraHoBieHHOM lIpaButensctBomM Pocculickoi
®Oeneparuu;

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

8) HampaBleHUS YIHOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM  HCIOJHHUTEIbHON  BIAacTH
UCIIOJIHUTENIbHBIM OpraHaM cyobekToB Poccuiickoii ®enepauuu OpeanucaHUil O MNPUBEACHUM B
COOTBETCTBHE C 3aKoHozarenscTBOM Poccuiickoii  ®enepanny NOpHHATBIX € HapylIEHHUEM
3akoHoAarenscTBa Poccuiickoit @enepanuu perieHnii 00 yCTaHOBIEHUH MPEAENIbHBIX pa3MEPOB ONTOBBIX
Ha/J10aBOK M MpPEJENIbHBIX pa3MEepoB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIEKAPCTBEHHBbIE Mpenaparthl,
BKJIFOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENaparos;

(B pen. deaepanbhoro 3akoHa ot 08.08.2024 N 232-03)

9) ocymiectBieHus GpeAepaTbHOr0 rOCYIapCTBEHHOTO Haa30pa B cepe oOpaleHus JeKapCTBEHHBIX
CPEIACTB M PETMOHAIBHOIO TOCYJIApPCTBEHHOIO KOHTPOJISI 3a NPUMEHEHMEM LIEH Ha JIEKapCTBEHHBIE
IpenapaTbl COOTBETCTBEHHO YIOJHOMOYEHHBIMH (efiepalbHbIMU OpraHaMHi UCIOJHUTENbHON BIacTU U
UCTIOJHUTENIbHBIMU OpraHamu cyowsekToB Poccuiickoit ®denepanmu coryiiacHO UX KOMIETEHIMH B
nopsiike, ycranosieHHoM IIpaButensctBom Poccuiickoit @enepanny;

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 08.08.2024 N 232-D3)

10) npuMeHeHHs TPEAYCMOTPEHHBIX 3akoHoAarenbcTBOM Poccuiickoit ®enepauuu  mep
OTBETCTBEHHOCTH 3a HapylleHHe TMOpsAaKka I[€HOOOpa30BaHUS Ha JICKApCTBEHHBIC IpenapaTsl,
BKJIFOUEHHBIE B [T€pEeUEHb )KM3HEHHO HEOOXOUMBIX M BaKHEHIIINX JIEKApCTBEHHBIX IIPENapaToB.

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusx ype3BblYaiiHONW cuTyaluu M (WIKM) OpU BO3HUKHOBEHUHU YTPO3bl PAaCIpPOCTpaHEHUs
3a00JIeBaHusl, MPEJICTABISAIONIET0 OMACHOCTh Ui OKPYXKAloIUX, a TakkKe B CiIydae, €Clid B TEUYEeHHUE
TPUALATH KaJleHAApHbIX AHEN mocne npuHsaTtus [IpaBurensctBoMm Poccuiickoit @enepanyu penieHus o
IIPOBEACHUN MOHUTOPHUHIA PO3ZHUYHBIX 1I€H HA JICKAPCTBEHHBIC IIpEnaparsl, HE BKIIOYCHHBIE B IEPEYEHb
KU3HEHHO HEOOXOJMMBIX W BaXHEMIINX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUAX CYOBEKTOB
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Poccuiickoit @enepannn BBISBIEH POCT PO3HUYHBIX LIEH HA YKa3aHHbIC JIEKAPCTBEHHbIC MpENapaThl Ha
TPUALIATH IPOIIEHTOB U Oonee, [IpaBuTenbecTBo Poccuiickoii denepanuu BipaBe yCTaHOBUTH MPE/ICIbHBIC
OTIyCKHBIE LI€Hbl IPOM3BOJAMTENICH HAa yKa3aHHbIE JICKAPCTBEHHBIE IPENaparthl, MPEeAesIbHbIE pa3Mepbl
OINTOBBIX HAM0ABOK U MpeleibHbIC pa3Mephbl PO3HUYHBIX HAJ0AaBOK K (DAaKTHUECKUM OTIYCKHBIM IIEHAM
MIPOU3BOJUTENIEH HA yKa3aHHbIE JIEKAPCTBEHHbIE Npenapathl. [lepedeHp 1eKkapCTBEHHBIX NIPEnaparoB, He
BKJIIOYEHHBIX B TE€PEUCHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JICKAPCTBEHHBIX MpEenaparoB, U
nopsiIok ero hopmupoBanus onpeaenssrorcs [IpaBurensctBoM Poccutickoii deneparnmm.

(dactb 2 BBeneHa OeaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B TedyeHue NE€BAHOCTA KAJICHAAPHBIX JHEW co MHs yTBepxkaeHus [IpaButensctBom Poccuiickoi
®denepanuy NepeydHsi, yKa3aHHOTO B YaCTH 2 HACTOAIIEH CTaThbH, HE JAOIMYCKAIOTCS peau3aius U OTIYyCK
BKJIFOUEHHBIX B HEro JIEKAPCTBEHHBIX IMPEmapaToB MO II€HAM, MPEBHIIIAIONIUM MpEebHbIE OTIYCKHBIE
LIEHbl MPOM3BOJUTENEH Ha YyKa3aHHBIC JIEKAPCTBEHHBIC Mpenaparhl, MpPeeiabHbIE pa3Mepbl OMTOBBIX
HaA0aBOK ¥ TpPENENbHBIE pPa3MEpbl PO3HUYHBIX HAA0aBOK K (PAKTUUYECKHM OTIYCKHBIM I[€HaM
MIPOM3BOJUTENICH HA YyKa3aHHBIC JICKAPCTBEHHBIC Mpenaparhl ¢ yYeTOM Hallora Ha J00aBJICHHYIO
CTOMMOCTb.

(dactp 3 BBeneHa deaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

[Ipumeuanwue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeaoCTaBICHUS TOC. YCIYT
MTOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €IUHOTO IopTaina, mpumenstorcs ¢ 01.01.2026.

Cratba 61. lNocypapcTBeHHas peructTpaumsa M nepeperncrpauusa npepenbHbIX
OTMYCKHbIX LUEeH Mnpou3BoAUTENIen Ha JieKapCTBEHHble Mpenapartbl, BK/HOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXO0AUMbIX U BaXKHEMLUUX NIeKapCTBEHHbIX NpenapaTtoB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHass OTHYCKHAas LIEHA IPOU3BOAMTEINS HA JICKAPCTBEHHBIM Ipenapar, BKIOYEHHBIN B
MepeueHb KU3HEHHO HEOOXOIMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IMIPEMapaTtoB, MOJJEKUT
rOCy/IapCTBEHHOW PErucTpaluu B Mopsake, ycraHoBieHHOM [IpaButensctBom Poccuiickont denepanuu,
Ha OCHOBAaHWH HAIPABIEHHOTO MOCPEACTBOM EAMHOIO MOpTaja B yIOJTHOMOUYEHHBIH (eepanbHbIil opran
UCIIOJIHUTENIbHON  BJACTM WJIM JIMYHBIM KaOMHET yNOJIHOMOYEHHOro (enepalibHOro  OpraHa
UCIIOJIHUTENBHON BJacTWU B €IUHOM cHCTEME, TOJMUCAHHOTO YCHJICHHON KBamu(UIIMPOBAHHOM
JJIEKTPOHHOW IMOANMCBHIO 3asBICHUS JEp)KaTels WU BIAACNbLA PErMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOT O Ipemnaparta (YIoJIHOMOUYEHHOTO UM JIUIA).

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

2. 3aperucTtpupoBaHHas MpeleiabHas OTMYCKHAas II€HAa NPOU3BOAMTENS Ha JIEKapCTBEHHBIN
mpenapar, BKJIIOYCHHBI B TIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX ¥ BAXKHEWININUX JIEKAPCTBEHHBIX
MIpermapaToB, MOXKET OBITH MMEPEPErUCTPUPOBAHA B CTOPOHY YBEIMUYEHUS OJUH Pa3 B KaJCHAAPHOM TOTY
Ha OCHOBAaHWHW HAIPABIECHHOTO J0 | OKTAOpS KaXIOTrO TOJa IOCPEICTBOM E€IWHOTO TopTaja B
YIOJHOMOYEHHBINM  (efepanbHbIi  OpraH  UCHOJHUTENBHOM  BJIACTH WU JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa MCIIOJHUTEIBHON BJIACTH B €IUHOM CHCTEME, TOJIMHUCAHHOTO
YCUJIEHHOW KBaTH(PUIIMPOBAHHON SJICKTPOHHOW TMOAMUCHIO 3asBICHUS JepiKaTels WIH BIaJelblia
PErUCTPAIIMOHHOTO YA0CTOBEPEHUS JICKaPCTBEHHOTO TIpenapara (yInoJHOMOYEHHOTO UM JIUIIA).
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(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHas NpeAeNbHAas OTIYCKHAs IIeHAa TMPOU3BOAMTEN Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOUYCHHBI B IE€peYeHb JKU3HCHHO HEOOXOMUMBIX W BaKHEHWIIMX JIEKAPCTBEHHBIX
IPEerapaToB, MOKET OBITh MEPEPErucTPUpOBaHA B CTOPOHY CHIDKEHHS HA OCHOBAHHH HAIIPABICHHOTO
MOCPEACTBOM €MHOTO TOPTaJia B YIIOJTHOMOYEHHBIH (eiepanbHblii OpraH MCHOJTHUTEIBHON BIACTH HIIH
JUYHBIA KaOMHET YIOJIHOMOYEHHOTO (hesiepalbHOro opraHa UCIOJTHUTEIBHON BIACTH B €IMHON CUCTEME,
HOJNMCAHHOTO YCHJICHHON KBaIM(UIIMPOBAHHOM 3JIEKTPOHHOM IOANKCHIO 3asBICHUS AEpKaTels HIIH
BJIAJIENIbLIa PETUCTPAIIIOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara (yMOJIHOMOYEHHOTO UM
JU1A).

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

4. Jlepxarenb WM Biajeliel] PEruMCTPAlMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOrO Ipernapara
(YIOJIHOMOYEHHOE KM JIMI0) 00s3aH HANpaBUTh MOCPEICTBOM €IMHOTO IOpTaja B YIOJIHOMOYEHHBIN
(benepanbHbIl OpraH MCIOJHUTEIbHON BIACTH WM JIMYHBIM KaOMHET yIOJIHOMOYEHHOro (henepanbHOro
OpraHa HCIIOJHHUTEIBHON BIIACTH B €IMHOW CHCTEME IOANMCAHHOE YCHJICHHON KBAIM(HUIIMPOBAHHOM
3JIEKTPOHHOM TOAIUCHIO 3a8BJICHHE O MEPEePerucTpaly 3aperucTpUPOBAHHON MpeAeabHON OTITYCKHOMN
LIEHbI TIPOU3BOJUTENS HA JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B IepeYeHb )KM3HEHHO HEOOXOAUMBbIX
Y BaXKHEHIINX JeKapCTBEHHBIX MpenapaToB, B CTOPOHY CHUIKEHUS B CIESAYIOIINX CIydasx:

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

1) cHM)KEHUE 1IeHbl B MHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIN IpenapaTr B CTpaHe MPOU3BOANUTENS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IIpermapaT 3aperucTpupoBaH M (WJIM) B KOTOpBIE
IIOCTABJISIETCS IPOU3BOJUTEIIEM;

2) cCHWXKEHHE IIeH Ha pedepeHTHbIE JIEKAPCTBEHHBIE IpErnaparbl B COOTBETCTBMM C IYHKTOM |
HacTosled dYacTH (Ui COOTBETCTBYIOIIMX BOCHPOM3BEAECHHBIX, OHOAHAJIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) mpeBbllIeHNE MpeAeTbHON OTIMYCKHOM II€HBI Ha MEpPBbI BOCIPOM3BEIEHHBIN, OMOaHATIOTOBBIN
(Onono100HBIM) JEKapCTBEHHBIN MpenapaT WHOCTPAHHOTO IPOM3BOJCTBA HaJ NMPEAEIbHOM OTIYCKHOU
[IEHOM MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHATOTOBBIN (OMOMOAO0HBIN) JTeKapCTBEHHBIH
rpenapar, pacCUiuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTBep:KJIeHHOM [IpaBurensctBoM Poccuiickoi
Oenepanny;

4) mpeBblllIEHUE MPEIEIbHON OTIYCKHOW IEHbl Ha MEPBbIH BOCIPOU3BEICHHBIN, OMOaHATIOTOBBIN
(OmoronoOHBIA) JIeKapCTBEHHBIH NpenapaT NPOM3BOJAUTENS. rocyaapcTBa - uineHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACNbHOM OTIIyCKHOM II€HOW NPOM3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHBIN, OHOaHANOroBbIi (OMOMONOOHBINH) JIEKapCTBEHHBIH NpenapaT MpPOU3BOJUTENS
rocygapcrsa - uieHa EBpa3suMHCKOro 3KOHOMHYECKOTO CO033, PACCUYMTAHHOM B COOTBETCTBUHM C
METOJUKOH, yTBepxkAcHHOM [IpaBuTenscTBoM Poccuiickon denepanuu.

5. Ilopsaok nmepeperucTpanuy 3aperuCTpUuPOBAHHBIX IPEAEIBHBIX OTIYCKHBIX LIEH MPOU3BOUTENEH
Ha JIEKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IEPEYCHb >KU3HEHHO HEOOXOJUMBIX M BaKHEHIIHNX
JIEKAPCTBEHHBIX IPEMApaToB, B CiIy4asX, MPEIyCMOTPEHHBIX 4YacTsIMH 2 - 4 HacTOsAUIEH CTaThH,
ycranasinusaercs [IpasurenscrBoM Poccniickoit denepanuu.

6. DKOHOMUYECKUH aHalIMu3 MpeleabHOW OTHYCKHOW ILIEHbl IMPOU3BOJUTENS Ha JIEKapCTBEHHBIN
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npernapar, BKIIOYCHHBId B TIEpEUYCHb IKHU3HCHHO HEOOXOIUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpemapaToB, TMPU €€ TOCYJApCTBEHHON pErucTpaluu WIA [EPEPEeruCTPAli  OCYIIECTBISICTCS
denepanbHBIM  OPTaHOM HWCIOJHHUTEIBHOM BIIACTH, OCYIIECTBISIONIMM (DYHKIUK 10 TPUHSATHIO
HOPMATHUBHBIX IIPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIONEHHMEM 3aKOHOATENbCcTBA B  cdepe
rOCyJapCTBEHHOTO PETyJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. Pacuer mpenenbHbIX OTIYCKHBIX LIEH, YKa3aHHBIX B 4acTAX 1 W 2 HacTosIued CTaTby, NpU UX
rOCyIapCTBEHHON PErHCTpalMM WIN NEPEPErucTpalui OCYLIECTBISETCS B COOTBETCTBHHM C METOIUKOM,
yrBepxkaeHHoU [IpaBurenscTBoM Poccuniickoit denepanuu U y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobnronenue GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepeueHb KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JICKAPCTBEHHBIX MPEMapaToB, W MPOU3BOAUTEICH
JIEKapCTBEHHBIX TPENaparoB, BKIIOYEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaXHEHIINX
JIEKApCTBEHHBIX MPEMapaToB;

2) pakTHUeCKyIO OTIYCKHYIO IIEHY Ha JIeKapCTBEeHHBIE npenapatsl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro dPenepanuio, a TakKe LEHbI HAa aHAJOTHYHbBIC
JIEKapCTBEHHbIE MpernapaTthl, HaxosIIecs B oopamiennn B Poccuiickoit denepanuuy;

3) 3arpaTbl NpPOU3BOIUTENS JIEKAPCTBEHHOI'O IIpernapara Ha IPOM3BOJICTBO M  peaIU3alUIo
JIEKapCTBEHHOT'O IIperapara;

4) neHy Ha JE€KapCTBEHHBIN Ipenapar, €ro 1eHy B CTpaHe MPOU3BOJUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE MTOCTABIISETCS IPOU3BOJUTEIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEUYCHb
KHM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKApCTBEHHBIX IMPENaparoB, HA KOTOPbIE MPOU3BOAUTEISIMU
JEKapCTBEHHBIX IIPENApaToB HE 3apEerMCTPUPOBAaHA IpEACIbHAs OTIYCKHAas II€HA, pealn3anys
MIPOU3BOJUTENSAMH JIEKAPCTBEHHBIX IIPENapaToB IO LIEHAM, MPEBBIIAIOIINUM 3aPETUCTPUPOBAHHBIE HIIU
IIEPEPETUCTPUPOBAHHBIC NIPEIEIBHBIE OTIIYCKHBIE LIEHBI HAa JIEKAPCTBEHHBIE MPENapaThl ¢ YYETOM Hajora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. Oco0EeHHOCTH TOCYJapCTBEHHOTO PETYJINPOBAHUS MPEAEIbHBIX OTITYCKHBIX 1I€H MPOU3BOIUTENEH
Ha JIeKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IEPEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaKHEHIIHX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT AKOHOMHUYECKHUX U (WJIM) COLHUAIbHBIX KPUTEPHUEB
(U3MEHEHME yCIOBUH, OPSAKA U CTOMMOCTH IIPOM3BOCTBA JIEKAPCTBEHHBIX IIPENApaTOB, UCIIOJIB30BAHNE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYIAapCTBEHHOI'O pPETyJIMpPOBaHMsS II€H Ha JIEKapCTBEHHBIE
Ipernaparsl, B TOM YHCJIE Ha OCHOBE MeXaHM3Ma peepeHTHOro 11eHO00pa30BaHus, U3MEHEHUH MopsaKa
OKa3aHUsl MEIUIMHCKON IOMOIIY, HW3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl U HHbIE H3MEHEHUS)
ycranaBinuBaroTcs [IpasurensctBom Poccuiickont @enepannu.
(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [locymapcTBeHHbIA peecTp npeAenibHbIX  OTNYCKHbIX  LEH
npousBoauTesien Ha fieKkapCTBeHHble npenapaTtbl, BKMHOYEHHbIe B NMepevyeHb XU3HEHHO
Heo6GXoAUMBIX U BaXXHEULLMX NIeKapCTBEHHbIX NpenapaToB

1. 3aperucrpupoBaHHbIE WJIM NEPEPETUCTPUPOBAHHBIE  IPEACIBHBIE  OTIYCKHBIE  IEHBI
MIPOU3BOIUTENEH Ha JIEKapCTBEHHBIE NpenapaThl, BKIOYEHHBIE B MEPEUCHb )KU3HEHHO HEOOXOAUMBIX U
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BRXHEUIIMX JIGKAPCTBCHHBIX TIPENapaToB, IMOUICKAT BKIIOUEHHIO B TOCYIApCTBEHHBIH peecTp
MMpCAC/IbHBIX OTITYCKHBIX IICH HpOI/I?;BOI[I/ITeJIeﬁ Ha JICKApCTBCHHLIC MPCIIapaThl, BKIITOUYCHHLIC B IICPCUCHDb
KU3HECHHO HEOOXOIMMBIX M BaXHEHUIITNX JIEKAPCTBEHHBIX MPEIIapaToB.

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

2. T'ocynapcTBEeHHBIM peecTp HpelesbHBIX OTIYCKHBIX ILIEH NMPOU3BOJAUTENEH Ha JIEKApCTBEHHBIC
mpermapaTsl, BKIIOYCHHBIE B IEPEUCHb >KM3HCHHO HEOOXOIWMBIX W BAXHEHUIIUX JICKAPCTBEHHBIX
MpernapaToB, COJIEPKUT B cede CiIenyIoNlyt0 HHPOpMaIIHIO:

1) HauMeHOBaHUE JIepXKaTeNsl UM BIIA/IEbIIa PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBaHWE MPOM3BOAMTENS JIEKAPCTBEHHOT'O IIperapaTa, CBEACHHUS O PETrUCTPALUH
JeprkaTeNs WIN BIIaJelblia PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOIO IIPEnapaTa, CBEACHUS 0
perucTpany MPOU3BOIUTEINS JIEKAPCTBEHHOTO ITperapara JUlsi MEAUIMHCKOrO PUMEHEHHS B KauecTBE
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucrpanmuu (Ui POCCHMCKMX  IOPHIMYECKHAX  JIMI[ -
UIeHTH(OUKAIMOHHBI HOoMep Hanoromiarensimuka (MHH), mis uHOCTpaHHBIX IOPHIMYECKHX UL -
CTpaHa pEeruCTpaluy, HAMMEHOBAaHHME PETUCTPUPYIOLIETO OpraHa, PpPerucTPAlMOHHBIA HOMEp, KO
HaJIOTOIUIATENbIIMKA B CTPAaHE PErHCTpaluy (MHKOPIOPALUH) WM €ro aHajor), MECTO HaXOKICHUS
IIPOMU3BOACTBEHHBIX IUIOLIAIOK, YUYAaCTBYIONIMX B IPOLECcCe MIPOU3BOJCTBA JEKAPCTBEHHOTO Mpernapara, ¢
yKa3aHUEeM CTaJiH Ipolecca IMPOU3BOJICTBA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBaHWE JICKAPCTBCHHOTO mpemnapara (MEXKIyHapOJHOE HEMaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, MITH XUMUYECKOE U TOPrOBOC HAUMEHOBAHWS ),
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PEerHCTPALMOHHOTO YI0CTOBEPEHNUS JIEKapCTBEHHOTO TIperapara;

4) nexapcTBeHHas ¢opMa ¢ yKa3aHHEM JIO3UPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIW4YecTBa
BO BTOPUYHOM (TTOTPEOUTENIHCKOI) YIIAKOBKE, a TAKXKE KOMIIJIEKTHOCTB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeJeIbHast OTITYCKHAs IIeHa Ha JISKapCTBEHHBIN Mpemnapar B pyoJisix;
(B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

6) maTta ¥ HOMEp NpPHKa3a YMOJIHOMOYEHHOTO (elepaibHOrO OpraHa MCHOJHUTEIHHON BIACTH O
rOCy/IapCTBEHHOW PETUCTPALIMU UJIH TIEPEPETUCTPALIUU TIPEIeTbHON OTITYCKHOM IIeHBI Ha JIEKapCTBEHHBIH
mpernapar, BKIIOYEHHBI B TIEpEUYEHb IKHU3HEHHO HEOOXOMMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
MpemnapaTos;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy MIpHUKa3a yIMOJIHOMOYEHHOTO (elepaIbHOro opraHa UCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETHCTPAllMM WIM IEPEePErUCTPAlUNA MPEACIbHON OTIYCKHOM IIEHBI
MIPOU3BO/IUTENSL HA JICKAPCTBEHHBIN IpenapaT, BKIOYEHHBIH B IepeuyeHb XKU3HEHHO HEOOXOIUMBIX U
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (MOTPEOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHOIO
npenapara;
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(. 7 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHYECKO-XUMUYECKON KIIACCU(PUKAIINH,
pEeKOMEeHI0BaHHOW BcemMupHo# opranu3anueil 31paBoOXpaHeHus.
(. 8 BBeeH PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucTpanus WIH TEePeperucTpanusl NpPeJAeTbHBIX OTHYCKHBIX II€H Ha
JICKapCTBEHHBIC MPENapaTrhl, BKIIOUYEHHBIE B TMEPEYECHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JICKApCTBEHHBIX MPENapaToB, BEIACHUE TOCYAapCTBEHHOTO pEecTpa NpPEACTbHBIX OTITYCKHBIX IIeH
MIPOU3BOINTENCH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHBIC B MEPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX  JICKAPCTBCHHBIX  IPEMapaTroB, OCYIIECTBISIOTCS B TOPSJKE, YCTaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(B pen. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHMEe UCMONMHUTENbHLIMU OpraHamu cy6bekToB Poccumnckowm
®depepaumn npefenbHbIX pa3MepoB OMNTOBLIX HaAbaBOK W npefernbHbLIX pa3MepoB
PO3HUYHbIX HaabaBoK K (aKTUYEeCKUM OTNYCKHbIM LeHaM, YCTaHOBJEHHbIM
Nnpou3BOAUTENSAMU JFleKapCTBEHHbLIX MpenapaTtoB, Ha reKapCcTBeHHble mpenaparhbl,
BKITIOYEHHble B MepeyYeHb XU3HEHHO HeoO6XOoAMMbIX M BaXHEULWUX JleKapCTBEeHHbIX
npenaparoB
(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. HcnonuutensHele opranel cyObekToB Poccuiickoit ®enepanuu yCTaHaBIMBAIOT IpeJesIbHbIE
pa3Mepsl ONTOBBIX HAI0aBOK M MPEACIbHBIE pa3Mepbl PO3HUYHBIX HAI0aBOK K (PaKTUIECKUM OTITYCKHBIM
neHaMm (06e3 ydera Hajmora Ha J0OaBJIEHHYIO CTOMMOCTbB), YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIE IIPENaparbl, BKIIOYEHHBIE B IEPEYCHb KU3HEHHO
HEOOXO/IMMBIX U Ba)KHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHOU B MOPSIKE,
YCTaHOBJICHHOM IIpaBurensctBOM  Pocculickon denepanny, METOJAMKON  YCTAHOBJICHUS
UCTIOJHUTENbHBIMUA OpraHaMu cyowsekToB Poccuiickoit denepanyu npenenbHbIX pa3MepoB ONTOBBIX
Ha7A0aBOK M TMpeNesbHBbIX pa3MEpOB PO3HUYHBIX HAJA0aBOK K (PAKTUYECKUM OTIYCKHBIM IIE€HAM,
YCTaHOBJIEHHBIM IIPOM3BOJUTENSAMU JIEKAPCTBEHHBIX IIPENAapaToB, HAa JIEKapCTBEHHBIE IIpENaparsl,
BKJIIOUEHHBIE B IME€PEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXHEMIINX JIEKApCTBEHHBIX IpPENapaToB.
ITpoexTsl perieHnit UCIIOTHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit ®Penepanun 06 yCTaHOBICHUH U
(MIM) M3MEHEHUH IpeNiebHBIX Pa3MEPOB ONTOBBIX HAA0aBOK M IpPENEIbHBIX PAa3MEPOB PO3HUUHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM I[€HaM, YCTaHOBJEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBbIE Ipernaparbl, BKJIIOUYEHHBIE B IE€PEUEHb >KU3HEHHO HEOOXOIMMBIX U
BaXHEUIINX JIEKAPCTBEHHBIX MPENapaToB, MOJJIEKAT COrNIACOBAHUIO C YIOJIHOMOYEHHBIM (eiepaabHbIM
OpPraHOM HCIIOJIHUTEJBHOMN BIACTH, OCYIIECTBIISIIOIINM (QYHKIUU MO MPUHATHIO HOPMATUBHBIX IIPABOBBIX
aKTOB M KOHTPOJIIO 32 COOIIO/IEHUEM 3aKOHO/IATENbCTBA B c(hepe rocyAapCTBEHHOTO PEryJIMpOBaHUs LIeH
(TapudoB) Ha ToBapsI (YCIyTH), B MOpsiAKe, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccutickoit deneparmm.
(B pen. ®enepanbHbix 3ak0HOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N 232-
D3)

2. OpPaHI/ISaHHI/I OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMH, AaIlITCYHLIC OPraHU3aIlnu,
WHAUBUAYAJBHBIC MTPCANPUHHUMATCIIN, HUMCIOIIWEC JIMOCH3HWIO Ha q)apMaHeBTI/I‘IeCKYIO JACATCIIBHOCTD,
MCIUIHUHCKUC OpraHru3alu, HWMCIOINHUC JIMLICH3UIO Ha (I)apMaI_ICBTI/I‘{CCKyIO ACATCIIBHOCTb, MW HX
000CO0JICHHBIE moapasaACICHUA, PACIOJOXKCHHBIE B CCJIIBCKHUX HACCICHHBIX IIYHKTAaX, B KOTOPBIX
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OTCYTCTBYIOT aIlT€YHbIE OPraHMU3ALMM, OCYLIECTBIIIOT pEaJM3alMI0 JICKAPCTBEHHBIX IIPENapaTos,
BKJIIOUEHHBIX B IE€PEUEHb XU3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IIPEraparoB, IO
LIeHaM, KOTOpble (OPMHUPYIOTCSI B COOTBETCTBUM C IOPSAKOM, YCTaHOBIJIEHHBIM IIpaBUTEIHCTBOM
Poccuiickoit ®@enepaunu, U ypoBeHb KOTOpPbIX (0€3 yyera Hajora Ha J00aBICHHYIO CTOMMOCTB) HE
JOJDKEH TPEBBIIATh CyMMY (AaKTUYECKOM OTIYCKHOW II€HbI, YCTAHOBJIEHHOH IPOM3BOAUTENIEM
JIEKAPCTBEHHOI'0 IIpernapara, He IPEBBIIANOIIECH 3aperuCTPUPOBAHHON WM IEPEPETUCTPUPOBAHHOU
IpeJeNbHON OTIYCKHOM LieHbl Npou3BOAMTENs (HAa AaTy peaau3aluM JIEKapCTBEHHOro Ipernapara
NPOU3BOUTENIEM), M pa3Mepa ONTOBOW Han0aBKM H (WJIM) pa3Mepa pPO3HUYHOW Han0aBKH, HE
IIPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpeesIbHOM ONTOBOM Haf0aBKu U (WIK) pa3Mepa MpeaeabHON
PO3HUYHOI Ha/10aBKH, YCTAHOBIIEHHBIX B cyOBbekTe Poccuiickoit deneparuu.

(B pen. @enepanbHbIX 3ak0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 323-D3)

3. UcnonuutenbHble opranbl cyobektoB Poccuiickoit @enepanuu pasmemator B cetu "Murepuer”
MHGOpPMALIMIO O 3apErMCTPUPOBAHHBIX IPENENbHBIX OTHYCKHBIX II€HAaX IMPOMU3BOJUTENEH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B I[E€PEUEHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIpPernaparoB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoil denepanuu npenenbHbIX
pa3Mepax ONTOBBIX HAM0ABOK M (WJIM) MPEASIbHBIX pa3Mepax PO3HUYHBIX HAJ0AaBOK K YCTAaHOBJICHHBIM
IIPOU3BOIUTEINISIMU JICKAPCTBEHHBIX IpenapaToB (aKTUUECKUM OTIIYyCKHBIM II€HAM Ha JIEKapCTBEHHbIE
npernapaTrel, BKIIOYEHHBIE B TIEpEUYCHb JKU3HEHHO HEOOXOAWMBIX W BAKHEHIIUX JIEKAPCTBEHHBIX
IIPEnapaToB, a TAK)KE O CyMME 3apEerMCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LI€H MPOU3BOAMTENEH Ha
JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUYEHHbIE B I[E€PEUEHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JICKapCTBEHHBIX IIpenapaToB, YCTAHOBJIEHHBIX B cyObekre Poccuiickoil ®enepauuu mnpenenbHbIX
pa3MepoB ONTOBBIX HaI0ABOK M MPEEIBbHBIX Pa3MEpPOB PO3ZHUYHBIX HAI0aBOK M HAJIOTa Ha JI00aBICHHYIO
croumMocTb. MHdopmanus, nperycMOTpeHHas HACTOSIIENH 4YacThlO, JOJDKHA HAaXOIUTbCA TaKXkKe B
anTEeYHbIX OpraHU3alusaX B JOCTYIHOM Ul BCEX 3aMHTEPECOBAHHBIX JIUI (hOpMe U OOHOBIATHCS MO Mepe
ee pa3MelleHHs] HCIIOJTHUTENbHBIMU opraHamu cyobekToB Poccuiickoii @eneparuu B cetu "MHTepHeT".
(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03.

Nnasa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWLUXCA B OGPALLEHUA
B POCCUUCKOWU ®EOEPALIMUA
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 64. ®dapmakoHagsop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MperapaThl, Haxo secs B oopamieHuu B Poccuiickoit deneparuu, moaiexar
MOHHUTOPHHTY A(P(GEKTUBHOCTH U O€30MacHOCTH B IIENIAX BBISBICHUS BO3MOXXHBIX HETaTHBHBIX
MOCJICICTBHM WX MPUMEHEHUS, WHIWBHUIYyAITHbHOW HEMEPEHOCUMOCTH, MPEAYNPERKACHUS METUITUHCKIX
pabOTHUKOB, CMIENMATUCTOB B O0JIACTH BETEPUHAPHUH, IMAIMEHTOB WM BJIAJEIBIEB KHUBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TAaKUX JIEKAPCTBEHHBIX MPEMAPATOB.

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

2. dapmMakoHAJ30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heaepaabHbIM
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OpPraHOM HCIIOJIHUTEJILHOW BJIACTH B YCTAHOBJIEHHOM MM IOPSAKE C y4eTOM TpeOOBaHMN HACTOSIIETO
@denepalbHOTO 3aKOHA M aKTOB, cocTaBisitolMX InpaBo Coro3a, MyTeM aHajlu3a I[peAoCcTaBiIsieMON
cyObekTamMu  OOpalleHHs JIEKapCTBEHHBIX CpPeACTB HHGoOpMalMM O HOOOYHBIX  JEHCTBMSIX,
HEXKEJIATENbHBIX PEAKIMAX, CEPhE3HBIX HEXKENIATebHBIX PEAKLHUAX, HEMPEABUICHHBIX HEXKEIATeNbHBIX
peaKkuMsIX IpU IPUMEHEHMH JIeKapCTBEHHBIX IPernaparoB, 00 WMHIMBHYaJbHONH HENEPEeHOCHUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX MPENAPATOB, a TAKXKE 00 MHBIX (paKkTax M 0OCTOSATEIHCTBAX,
IPEJCTABIAIOIINX Yrpo3y >KU3HM WM 3[J0pPOBBIO UelOBeKa JHOO KMBOTHOIO IPU MPUMEHEHUU
JICKapCTBEHHBIX MPENapaToB M BBIABICHHBIX HA BCEX dTanax OOpaIleHus JIGKAPCTBEHHBIX MPEMapaToB B
Poccuiickoit denepannu u Apyrux rocy1apcrnax.

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

3. CyOBexTsl OOpallleHus JIEKApCTBEHHBIX CPEJCTB B MOPSAIKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM  OPTaHOM  HCHOJHHUTENBHOM BIACTH, OOS3aHBI COOOMATh B  YMOJHOMOYCHHBIH
benepanbHbIl OpraH MCHOJHUTEIBHOM BIACTH O IMOOOYHBIX JEHCTBUAX, HEXKEJIATeIbHBIX PpEeaKIUsiX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HEIPEABUICHHBIX HEKEIATECIbHBIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYAIBHOW HENEPEHOCUMOCTH, OTCYTCTBHM 3()(eKTHBHOCTH
JIEKapCTBEHHBIX IIPENapaToB, a TakXke 00 MHBIX (PakTax M 0OCTOSATENbCTBAX, IMPEACTABIISIONIUX YIPO3y
KHU3HU WIM 3[0POBBIO YEJIOBEKa JMOO XKMBOTHOI'O NPU NPUMEHEHUM JIEKapCTBEHHBIX IpenapaToB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHus JIeKapCTBEHHBIX mpemnapatoB B Poccuiickoit Denepamuu u
IPYTHX TOCYapCTBaX.

4. Jepxatenu WIM BIAACNIbIbl PETUCTPAIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX MPENaparosB,
FOPUJINYECKHE JIMLIA, HA UMsI KOTOPBIX BbIIaHbl pa3pelieHus Ha IPOBEACHUE KIIMHUYECKUX UCCIEIOBaHUMN
B Poccuiickoit ®enepanuu, nuO0 YNOTHOMOYEHHBIE HMMH JIPyTHE IOPUIMYECKHUE JUIA B paMKax
obecrnieueHrs 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJITHOMOYEHHBIM (he/lepaIbHbIM OpPTraHOM HCIIOJIHUTEIBHOW BJIACTH, 00s3aHBI OCYIIECTBISATH TPHUEM,
y4eT, o0paboTKy, aHalW3 M XpaHEHUE TMOCTYMAIIUX B HX aJpec OT CYOBEKTOB OOpaIlleHus
JIEKApPCTBEHHBIX CPEJICTB M OPraHOB TOCYJAApPCTBEHHOM BJIACTH COOOIIEHHH O MOOOYHBIX JIEUCTBUSX,
HEKEJIATEIIbHBIX PEAKLHUX, CEPHE3HBIX HEXKENATENbHBIX U HENPEABUICHHBIX HEKEJIATEIIbHBIX PEAKLIUIX
MpU TPUMEHEHUW JIEKaPCTBEHHBIX IMpenapaToB, 00 OCOOCHHOCTSIX MX B3aUMOJCUCTBUSL C APYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMy, WHINBUAYATbHONH HEMEePEeHOCHMOCTH, a Takke 00 HMHBIX (hakTax H
00CTOSITEILCTBAX, MPEACTABISIONINX YIPO3y JKU3HU WU 3JI0POBBIO0 YEIOBEKa JMOO >KUBOTHOTO WIIU
BIIMSIOIIMX HA H3MEHEHUE OTHOLUCHUS OXUAAEMOM MOJIb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHBIX MPENAPATOB.

5. Ilpu BbIsSBICHUU HMH(OPMAIMM O CEPbE3HBIX HEXeNaTeJIbHBIX PEAKIMAX U HeNpeIBUICHHBIX
HEXKENaTeJIbHBIX PpeaklMsX IpU NPUMEHEHUHU JIEKapCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX HX
B3aMMOJICHCTBHS C JIPYTMMH JIEKapCTBEHHBIMHU IIperapaTtaMy, WHAWBUIYAIbHOM HEMEepeHOCHUMOCTH, a
Takke 00 UHBIX aKTax U 0OCTOSITENHCTBAX, BAUSIOUIMX HA U3MEHEHNE OTHOLIEHUS OKUAAEMOI MOIb3bI K
BO3MOXKHOMY PpHUCKY TIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAEpXKaTelud WIA  BIAACIbIb
PETUCTPALIMOHHBIX yIOCTOBEPEHUH JIEKApCTBEHHBIX MPENapaToB, IOPUINYECKUE JIMIIA, HA UMSI KOTOPBIX
BBIJIaHBl pa3pelleHrs Ha NMPOBEJACHHE KIMHUYECKUX HuccienoBaHuil B Poccuiickoit deneparyu, aubo
YIOJHOMOYEHHbIE MMM JIpyTHe IOpUIMYECKHe JuIa OO0sf3aHbl NPUHATH MEpbI, HANpaBICHHbIE Ha
yCTpaHEHUE  HETaTHBHBIX  IOCIEACTBUI  NPUMEHEHHs  TaKuUX  JIEKAPCTBEHHBIX  IpEnaparos,
MpenynpexaeHie MPUUYMHEHUs Bpela KU3HU WIN 3/I0pPOBBIO YEJIOBEKa MO0 KMBOTHOTO, 3aIIUTy UX OT
NPUMEHEHHS TaKHUX JIEKAPCTBEHHBIX MpenapaToB, HA JONOJHUTENbHbIN cOOp AaHHBIX 00 3((HEeKTUBHOCTH
1 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.
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6. 3a HECOOOIICHUE UITU COKPBITHE MH(POPMAIIMH, TIPETyCMOTPEHHON YacThi0 3 HACTOSIIEH CTAaThH,
JepKaTed WA  BJIQAENbLbl  PErUCTPALMOHHBIX  yJOCTOBEPEHUHN JIEKAPCTBEHHBIX IpEnaparos,
IOPUANYECKHE JIUIA, HA UMSI KOTOPBIX BbIJIAaHbI pa3peIICHUsI Ha IPOBEACHUE KIMHUYECKUX MCCIIeI0BaHUN
B Poccuiickoit ®enepanmu, nuO0 YIMOTHOMOYEHHBIE WMH JPYTHE HOPUIUYCCKUE JIMIA, a TaKKe
JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta WH(OpMalus crajga HW3BECTHA IO POy HMX HpodecCHOHATbHOU
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMH C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

7. Ilpu mosy4eHUr yMOJTHOMOUYEHHBIM (pe/iepaqbHBIM OpraHOM HCIOJHUTENBHON BJIACTH B paMKax
OCYIIECTBICHUSI MM (hapMakoHaA30pa JI0Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOTO Ipenapara
YCTaHOBJICHHBIM TPEOOBaHUSAM WM MPU MOJYy4YeHUHU HH(OpPMALMM O HECOOTBETCTBUU JIaHHBIX 00
3G HEKTUBHOCTH M 0 0E30MaCHOCTH JISKApCTBEHHOTO IMpernapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEp>KaIIMMCS. B MHCTPYKILIUHU 1O €ro MPUMEHEHUIO (B TOM UYHMCJE BBISIBICHHBIX B XOJE OCYIIECTBIICHUS
(bapMakoHaa30pa KOHTPOJIHHO-HAJ30PHBIMUA OpPTaHAMH WHOCTPAHHBIX TOCYAApCTB), YIMOJHOMOYEHHBIN
(benepanbHBIA OpraH UCIOJHUTEIBHON BIACTU B YCTAHOBJICHHOM UM TOPSAKE paccMaTpUBaeT BOIPOC O
IIPUOCTAHOBJIEHUU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

[Ipumeuanwue.
C 01.01.2026 nanmenoBanue ct. 65 uznaraercs B HoBoi penakuuu (P3 ot 30.01.2024 N 1-03). Cwm.
OyAyl1yI0 peAaKIHIO.

CraTtba 65. NMpuoctaHoBNeHMe NpMMEHEHUSA NeKapCTBEHHOro npenapara

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

IIpumeyanue.
C 01.01.2026 B 4. 1 ct. 65 BHOcATcs w3MeHenust (D3 ot 30.01.2024 N 1-®3). Cm. Oyayuryro
pelaKLuIo.

1. HpI/I MOJIYUYCHHUN I/IH(l)OpMaIII/II/I 0 HECKCJIATCIbHBIX PCAKIUAX IMPU NPUMCHCHUU JICKAPCTBECHHOT'O
IpernapaTa, HE YKa3aHHBIX B MHCTPYKLUUHU IO NPUMEHEHUIO JIEKapCTBEHHOI'O IIpernapara, CEpbEe3HBIX
HEXEeNIaTeJIbHBIX peaklusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEHCTBUS C JAPYTUMHU JIEKapCTBEHHBIMU
npernapaTamu, KOTOpbIE MOTYT MPEACTABIATh YTPO3y KU3HU UIIU 370POBBIO YeI0BeKa JIM00 KUBOTHOTO, a
TaK’kK€ O HECOOTBETCTBUU JaHHBIX 00 3(PPEeKTUBHOCTH U O 0€30MAaCHOCTU JIEKApPCTBEHHOI'O Iperapara
JAHHBIM O JIEKAPCTBEHHOM IIpernapare, CoAep KaluMCsi B MHCTPYKIMH 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YNOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYJIapCcTB, OOMEH KOTOpPOM OCYLIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSMH MEXIY YIOJHOMOUYEHHBIM (pe/iepalbHbIM OPraHOM HCHOJIHHUTEIbHOM
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAHHBIX TOCYAAapCTB, YIOJHOMOYEHHBIN (enepabHbIi
OpraH UCIOJHUTENILHOW BJIACTU PacCMaTpUBAaeT BOIPOC O BO3MOKHOCTH MPUOCTAHOBICHUS OOpalleHHs
TaKOro JIEKapCTBEHHOTO Ipenapara B TMOpPSAKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (eepalbHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

[Ipumeuanue.
C 01.01.2026 4. 2 cr. 65 uznaraercs B HoBou penakuuu (D3 ot 30.01.2024 N 1-03). Cm. Oyaymiyio
penaKnuio.
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2. llpy HEWUCIIONHEHWW WM HEHAJJIeXKAallleM MWCIIOJHEHUN JIepKaTesIMU WIH  BiaJlelbllaMU
PErUCTPAlIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENaparoB, IOPUAMYECKUMHU JIHMIAMHU, HAa UM
KOTOPBIX BBIJAHBI pa3pelIeHHs Ha MPOBEACHNE KIMHUUECKUX uccienoBanuii B Poccuiickoit @enepanum,
WJIU YTIOJTHOMOYEHHBIMU UMU JAPYTUMU IOPUINYECKUMU JTUIaMU 00s13aHHOCTEH, YCTAaHOBJIEHHBIX YacTsIMU
3 u 4 cratbu 64 HacTosAnero denepanbHOTO 3aKOHA, JTUOO0 B CIIyYasiX MPEICTaBICHUS COOTBETCTBYIOIIUM
YIOJHOMOYCHHBIM (efepabHBIM OPraHOM HWCIIOJHUTEILHOW BJIACTH 3aKIIOYEHHUS O HEJOCTOBEPHOCTH
PE3yJIbTaTOB KJIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO Mpenapara Ui MEJUIIMHCKOTO MpUMEHEHUS,
KOTOPO€ OCHOBAHO Ha pe3yJibTaTaX MPOBEPKH MEIUIIMHCKOM OpraHW3alllH, MPOBOJMBILIEH YKa3aHHOE
KIIMHUYECKOE MCCIIeIOBaHNE C HAPYIICHUEM MPaBUII HaAJIeKalell KIMHUYECKON MPAKTUKK, U IPUBEIIO K
MOJIyYCHUI0 HEAOCTOBEPHBIX PE3YyJbTATOB, JIMOO B CIIy4ae HEBBITIOJHEHUS MPEANMUCAHUS, BBIJAHHOTO
YIOJHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCIHOJHUTENBbHOM BIACTH MO HWTOraM OCYIIECTBICHHUS
BBEIOOPOYHOT'O KOHTPOJIS Ka4yeCTBa JICKAPCTBCHHOTO IMpernapara, yIIOJTHOMOUYCHHBIH (eepalbHbII OpraH
UCIIOJIHUTENILHON BJACTH B YCTAaHOBJIEHHOM WM IOPSIIKE paccMaTpUBAeT BOIMPOC O MPUOCTAHOBJICHHUH
MIPUMEHEHHUSI TAKOTO JIEKAPCTBEHHOTO Mperapara.

[Ipumeuanwue.
C 01.01.2026 4. 4 cT. 65 yrpaunBaet cuiy (D3 ot 30.01.2024 N 1-O3).

3. YnonHoMoOueHHBIH (enepalbHblii OpraH HCIOIHUTEIBHOW BJIACTU MPH MPEICTABICHUU €My
CBEJCHMIA O HECOOTBETCTBUU IPOU3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM  IPABUII
HaJJIeXxalleld MPOru3BOJICTBEHHON MPAKTUKU U (WJIK) O HAPYIIEHUH JIMIIEH3UOHHBIX TPeOOBaHUI, KOTOPHIE
OBUTH BBISIBJICHBI B XOJI€ NPOBEICHUS MHCIICKTHPOBAHHS MMPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB WU
OCYIIECTBIICHUS JIMIIEH3HOHHOTO KOHTPOIIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEIU
WU MOTYT TMPUBECTH K MPOM3BOJICTBY JIEKAPCTBEHHBIX MPEMapaToB JJisi MEIUIIMHCKOTO MPUMEHEHUS,
MPUYMHUBIIUX UM CIIOCOOHBIX TPUYUHUTH BPE] )KU3HU WM 3I0POBBIO TPaXKAaH, pacCMaTPUBAET BOMIPOC
O TPHUOCTAHOBJIECHUU TPUMEHEHHUS JIEKAPCTBEHHBIX IMpENnapaToB JJIsi MEAUIIMHCKOTO TMPUMEHEHHS B
YCTaHOBJICHHOM UM TMOPSIKE B CIAEAYIOIIUX CIydasx:

1) coctaB u (WIM) TEXHOJIOTHSI MPOM3BOJICTBA JIEKAPCTBEHHOI'O TMperapara il METUIIMHCKOTO
MPUMEHEHHs (C OMHCAaHMEM CTaJuil MPOU3BOJCTBA) OTJIMYAIOTCS OT 3asBICHHBIX B PETUCTPALIMOHHOM
JIOCBE;

2) J'IeKapCTBeHHHﬁ npenapar sl MCAULUMHCKOTO IMMPUMCEHCHUA IMPOU3BEACH Ha HpOH3BOI[CTB€HHOI>i
IIomaaKe, HE YKaSaHHOfI B PEruCTpaiiOHHOM JOCKE;

3) y mOpou3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBHI, MOATBEP)KIArOIINe
COOTBETCTBHE KadyecTBa JIEKAPCTBEHHOTO Mpemnapara Juisi MEIULHUHCKOrO MPUMEHEHHs, BBOJUMOIO B
rpaxJIaHCKHi 000poT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IIPU €r0 rOCy1apCTBEHHON PErHCTpallny;

4) mnpou3BOAMTENEM JIEKApCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIM (he/iepalIbHbIM OpraHOM HCIIOJIHUTENFHONW BJIACTH CPOK HE YCTpPAaHEHBI HapyIIEHUs
TpeOOBaHUI MpaBUJl HaJyIeXkKalleld MPOU3BOJCTBEHHOW MPAKTUKU U (WJIK) JTULEH3MOHHBIX TpeOOBaHUI,
KOTOpbIe OBLIM BBISBICHBI B XOJI€ NPOBEICHHS HMHCIEKTHPOBAHUS MPOM3BOJIUTENS JIEKaPCTBEHHBIX
CPEACTB WM OCYLIECTBJICHHUS JUIIEH3MOHHOTO KOHTPOJIS B c(pepe MpOU3BOACTBA JEKAPCTBEHHBIX CPEJCTB
U TpPUBEIM WIM MOTYT INPHBECTH K MPOU3BOJACTBY JICKAPCTBEHHBIX IMPENApaToB sl METUIIMHCKOTO
MPUMEHEHHS, TIPUIMHUBIINX MM CITOCOOHBIX TIPUYNHUTD BPEJT )KU3HU WM 37I0POBBIO TPAKIaH.

(uactp 3 BBeneHa DenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)
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4. YomHOMOYCHHBIN (heepalibHbIA OpraH UCIIOJIHUTEIBHON BJIACTH IIPU HAJIMYUHU Y HETO CBEACHUI
O HECOOTBETCTBUU TMPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJACTB TPEOOBaHUSAM TMPaBWI HaJIekKallen
MIPOM3BOJICTBEHHONW MpPAaKTUKKW U (UIM) O HAPYLIEHUU JIMIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObLIH
BBISIBIICHBI B XOJI€ TNPOBEJICHUS HWHCIEKTUPOBAHUS TPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB WIHU
OCYIIECTBJICHUS JIMIIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U IPUBEIN
WM MOTYT IPHUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPENApaTOB JJIsI BETEPUHAPHOIO MPUMEHEHUS,
MPUYMHUBIIUX WM CIOCOOHBIX MPUYUHUTH BpPE >KU3HU WU 3J0POBBIO KMUBOTHBIX, PacCMaTpHUBAcT
BOIIPOC O TMPUOCTAHOBIEHWU pEIM3alMd U NPUMEHEHUS JIeKapCTBEHHBIX IpenapaToB s
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBICHHOM UM TOPSIAKE B CIEAYIOIMIUX CIydasK:

1) coctaB m (MaM) TEXHOJOTWs IPOM3BOJCTBA JIEKAPCTBEHHOI'O IpernapaTa JUisl BETEPUHAPHOIO
IPUMEHEHHs (C ONMCAaHMEM CTaIuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PETrUCTPALlMOHHOM
J0ChE;

2) nekapCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHMsI TPOU3BEICH Ha MPOU3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) Yy IMIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OTCYTCTBYIOT IHOKYMCHTBI, IOATBCPIKAAIOIINC
COOTBCTCTBHUEC KA4YCCTBA JICKAPCTBCHHOI'O Ipfrapara Ajisd BCTCPUHAPHOIO NPHUMCHCHHA, BBOAMMOI'O B
Fpa)KI[aHCKI/Iﬁ O60pOT, Tpe6OBaHI/I$IM, YCTaHOBJICHHBIM IIPpHU €TO FOCYI[&pCTBGHHOfI perucrpanmnm;

4) TpPOUW3BOIUTENEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIK C  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJTHHUTEIBHOM BJIACTH CPOK HE YCTpPaHEHbl HAPYLICHHS
TpeOOBaHUI TPaBUI HAJUICKAIICH POU3BOJCTBEHHONW MPAKTHKU W (WJIM) JTUICH3MOHHBIX TPeOOBaHUIHA,
KOTOpbI€ OBbLTM BBISBICHBI B XOJ€ NPOBEIACHHS HHCIEKTHPOBAHUS IPOU3BOIUTENS JIEKApPCTBEHHBIX
CPEJICTB WJIM OCYIIECTBJICHUS JTUIIEH3HOHHOTO KOHTPOJISI B c(pepe MpOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB
U TPUBEIU WIM MOTYT IPHUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB AJiI BETEPUHAPHOIO
MIPUMEHEHHUS, MPUIUHUBIITNX WM CIIOCOOHBIX MPUYUHUTE BPEJI )KU3HHU WIIH 3JI0POBBIO )KUBOTHBIX.

(uacth 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

7. B nopsiake, mpeayCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJIHOMOYEHHBIN (DenepanbHbIi
OpraH MCHOJHUTENIBHOM BJIACTH pacCMAaTPUBAET BOIPOC O MPUOCTAHOBJICHUH peaIu3allii U MPUMEHEHHS
JIEKapCTBEHHOI'0 IIperapara JUisl BETEPUHAPHOI'O NMPUMEHEHHS B CIy4yae BBISABICHUS B TIPaXJTaHCKOM
000poTe cepuu JEeKapCTBEHHOTO Mpernapara AJisi BETepUHAPHOTO NPUMEHEHUs, JOKYMEHThI U CBEIEHUS O
KOTOpOM, mpeaycMoTpeHHble YacTaMu 1 - 3 u 6 crarbu 52.2 Hacrosuiero denepanbHOro 3akoHa, HE
IPEJCTaBICHbl B yKa3aHHBIN oprad, JIMOO cepuM MMMYHOOHOJOIMUYECKOTO JIEKAPCTBEHHOTO MpenapaTa
JUIs BETEpUHAPHOTO PUMEHEHUS, He UMEIOIEN pa3pelieHns, NpeayCMOTPEHHOT0 YacThio § cTaThu 52.2
Hacrosimero denepanbHOro 3akoHa. B yka3aHHOM ciydae YINOJHOMOYEHHBIH (enepalbHblii OpraH
WCIIOJIHUTENIBHON BJIACTH NMPUHHUMAET PEIlleHHEe O MPUOCTAHOBJIICHUU pean3ali U MPUMEHEHUS TaKuX
Cepuil /0 NpeACTaBICHUS YKa3aHHBIX JIOKYMEHTOB W CBEACHUH MO0 10 TMOJyuYeHHs YKa3aHHOTO
paspelieHus.

(uactp 7 BBeneHa PenepanbHbIM 3akoHOM OoT 02.07.2021 N 317-D3)

CraTtbsa 66. UHcpopmauma o pesynbTaTtax hapmakoHaasopa
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YHOTHOMOYEHHBIM  (eiepaibHbIi  OpraH  UCIOJHUTENBHOW  BIACTH,  OCYILECTBIISIOLIMIMA
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(hapMakoHa30p, MO €ro pe3yJbTaraM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B ceTu "HMHTepHeT"
UH(POPMALIUIO O:

1) BBIIBJICHMM HOBBIX IIOATBEPKACHHBIX OaHHBIX O MOOOYHBIX ,Z[CIZCTBHHX, HEXCIJIaTCIIbHBIX
pCaKknuaXx, CCPbC3HLIX HCKCIIATCIIbHBIX PCaKUUAX, HCHUPCABUACHHBIX HCKCIIATCIbHBIX PCAKLIUAX IIPU
IIPUMEHCHUH JICKaAPCTBCHHOI'O IIPEIiapara, B TOM YHCJIC BIUAOIINX HA OTHOIICHHUC O}I(H,I[aeMOfI ITIOJIB3bI K
BO3MOXHOMY PUCKY IIPUMCHCHUA NAHHOTO JICKaAPCTBCHHOI'O IIpCIiapara,

2) IIPHUHATBIX PCIICHUAX O BHECCCHUHN W3MCHEHHH B HHCTPYKIHIO IO MPUMCHCHHUIO JICKAPCTBEHHOI'O
npemnapara, 0 NpUOCTAHOBJIICHUU IMPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara, 00 M3BATHH W3 06pan1eH1/1;1
JICKaApCTBCHHOT'O IIpCIiapaTa UJjiu O BO300HOBJICHHH IIPUMEHECHUA JICKAPCTBECHHOT'O IIpEIiapara.

nasa 14. U(HPOPMALUA O JIEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
ansa MEAUUUHCKOI o NPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapartax. Cucrema MOHMTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MadopMmarust 0 JEKapCTBEHHBIX IperapaTrax, OTIYCKAaeMBIX IO PEEenTy Ha JIEKAPCTBEHHBIN
mpemnapar, JO0JDKHA COJIEP’KAaThCS TOJNBKO B CIEHUAIM3UPOBAHHBIX H3/IAaHUSAX, MPEAHA3HAYECHHBIX IS
MEIUIMHCKUX, (hapMaIleBTHUECKUX pa0OOTHUKOB, CIICITUAIMCTOB B 001acTH BeTepuHapuu. MHpopmaIus o
JIEKapCTBEHHBIX IMpenapartax Jisl CIeNUaIiNCTOB B 00JacTH OOpalleHusl IEKapCTBEHHBIX CPEICTB MOXKET
COJIEp)KaThCsl B MOHOTrpadHsiX, CHpaBOYHHWKAX, HAyYHBIX CTaThsiX, B JOKJIAJaX Ha KOHIpeccax,
KOH(MEepeHIMsIX, CHUMIIO3UyMaX, HAyYHBIX COBETaX, a TaKkKe B HWHCTPYKIHUAX [0 MPUMEHEHUIO
JICKapPCTBCHHBIX MPETIapaTOB.

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

2. Nudopmanus o JeKapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX Oe3 pelenTta Ha JEKapCTBEHHBIN
mpemapaTr, MOXKET COAepXKaTbcs B IMyONUKAIMSIX U OOBSIBICHUSX CPEICTB MaccoBOM HHGoOpMAaInH,
CHEIUATU3UPOBAHHBIX U OOIIMX IMEUYATHBIX HU3AAHUSIX, MHCTPYKUIUSIX MO MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3JAHUSIX CYOBEKTOB OOpaIlleHHs JIGKAPCTBEHHBIX CPE/ICTB. PekiiaMHble MaTepuasl o
JIEKApCTBEHHOM TIperapare, OTIyCcKaeMoOM Oe3 pelenrta Ha JIEKapCTBEHHBIM Tpemapar, JOJIKHBI
COOTBETCTBOBAaTh MHCTPYKIMHU IO MPUMEHEHHUIO JIEKapCTBEHHOT' O IIpenapara.

3. Jlomyckaercss HCIONBb30BaHHE JIOOBIX MaTepUANbHBIX HOCHUTENEH, IMO3BOJSIOUIMX XPaHUTb,
nepeaaBarh U UCIOIb30BaTh HHPOPMAIIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna ueneil uAEHTHUPHUKAIUU YHAKOBOK JIEKApPCTBEHHBIX MpEnaparoB UIsi MEAUIIMHCKOTO
IIPUMEHEHHUs] NPOM3BOJUTENMN JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTaHOBIEHHOM IIpaBuUTEnsCTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIIAKOBKY (B OTHOIIIEHUU JIEKAPCTBEHHBIX IIPENapaToB
JUI. MEAUIIMHCKOTO NMIPUMEHEHHS, I KOTOPBIX HE MPELyCMOTPEHA BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIaKOBKY JIEKapPCTBEHHBIX MpEnapaTroB A MEIULMHCKOTO MPUMEHEHHS CpelCTBa
UACHTUUKAIMY, 32 HUCKIIOUYEHHEM JIEKapCTBEHHBIX MPEnapaToB IS MEAMLUHCKOTO MPUMEHEHUS,
MIPOU3BOJUMBIX JUISI MPOBEACHUS KIMHUYECKUX HCCIENOBAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaToB
JUIS MEIUMLUHCKOTO IPUMEHEHHUs, YKa3aHHbIX B dacTAx 5 u & crateu 13 Hacrosimero ®denepaibHOro
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3aKOHa, paanodapMaleBTUYECKUX JEKaPCTBEHHBIX MIPENapaToB, BHICOKOTEXHOJOIMUHBIX JIEKAPCTBEHHBIX
IIPENapaToB, KOTOPbIE IPOU3BEACHBI MajbIMU CEPUSIMH, COCTOST W3 OJHOM WJIM HECKOJIbKUX 103
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O Ipenapara, IpEeIHa3HAdeHbl I KOHKPETHOIO IalMEeHTa,
HUMEIOT KOPOTKHUI CPOK TOAHOCTH (0 AEBSHOCTA KAJECHJAPHBIX AHEW) U (WIM) TEMIIEpaTypHBIA pEXUM
XpaHEHUs U TpaHCIOpTUpOBaHUA MUHYC 60 rpanycos Llenbcns uinm HuXKe, MUABOK MEIULMHCKUX U Fa30B
MEAUIMHCKUX. 1 IeKapCTBEHHBIX NIPENapaToB ¢ MEX/TyHAPOIHBIM HEMATEHTOBAHHBIM HAaUMEHOBAHUEM
"OraHon" cpeaCcTBO UACHTU(PHUKALIMA HAHOCUTCS. Ha BTOPUYHYIO (IIOTPEOUTENIbCKYI0) YIIAKOBKY B Cllyyae,
€CIT Takasl YINaKOBKa SIBISETCS WHIMBHIYaJbHONW BTOPUYHOM (MOTPEOUTENBCKOM) YIMAaKOBKOH 3TOTO
JIEKapCTBEHHOI'0 IIpenapaTa, a B Cilydae OTCYTCTBUS BTOPHUYHOM (IOTPEOMTENbCKON) YHNAKOBKU HIIU
HINYMS YIMAaKOBKHM, B KOTOPOM HaXOAUTCs Oojiee OJHOW EAMHHUIBI YKAa3aHHOTO JICKApCTBEHHOTO
npernapara B IEpBUYHON YIIAaKOBKE, CPEJICTBO UACHTU(PHUKALIMY HAHOCUTCS Ha IEPBUYHYIO YIIaKOBKY.
(uacte 4 BBegena denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3akoHOB 0T 04.08.2023 N 428-03, ot 30.01.2024 N 1-03)

5. XapakTepucCTHKH CpelICTBA HACHTU(DUKALINH, TOPSAIOK €ro HAHECEHHs U TPeOOBaHUS K CTPYKTYpe
u ¢dopmary wuHbOpMAIUU, KOTOPYIO COICPKUT CPEICTBO HJICHTU(UKALUU, OMNPEAeNAIoTCs
[IpaBurensctBoM Poccuiickoit denepanun.
(uactb 5 BBenena denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03)

6. Ilopsnmok co3gaHusi, pa3BUTHs, BBOJA B OKCIUIyaTallMlo, SKCIUIyaTallud U BbIBOAA W3
JKCIUTyaTallud CHCTEMbl MOHMTOPMHIA [BUYKEHHUS JIEKAPCTBEHHBIX NPENaparoB s MEAULUHCKOIO
NPUMEHEHHS, TOPSIOK TPEIOCTaBICHUS HWHPOPMALUHU, COJIEp)KAIIEHCS B CHCTEME MOHHTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB s MEIULUUHCKOrO MPUMEHEHHUs, U MOPSAIOK B3aUMOJACUCTBUS
yYKa3aHHOH  CHUCTEMbl C  HWHBIMH  TOCYJApCTBEHHBIMH  HMH()DOPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAaMHU IOPUINYECKUX JIUIl U UHAUBHUIYAIbHBIX MPEINPUHUMATENCH, YKa3aHHbBIX
B uvactax 7 u 10 Hacrosmed cratbu, ycraHaBinuBaroTcsi [IpaBurenbctBoM Poccuiickoit depepanum.
OneparopaMu CHCTEMBl MOHUTOPHHIA [IBUJKEHUS JIEKAPCTBEHHBIX IIPENApaToB I MEAMIMHCKOIO
NPUMEHEHUS SBIIAIOTCS (enepalibHblil OpraH HUCHOJHUTENBbHON BiactTh W (WIKM) OpraHu3anus,
ynosHoMoueHHble [IpaBurtenscTBoM Poccuiickon @enepannu.

(dactb 6 BBeneHa DenepanibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JIMlia 1 UHAUBUAYAJIbHbIE NPEANPUHUMATEIN, OCYIIECTBIISIOINE TPOU3BOICTBO,
xpaHeHue, BBO3 B Poccuiickyro @epepainuio, OTHOYCK, pealM3alMio, Nepeaady, HPUMEHEHUE U
YHHUTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHSI, 00€CTIeUNBAIOT B OPSAKE U
B COCTaBe, KOTopble YycTaHOBJeHbl IIpaBurenbctBoM Poccuiickoii Penepauuu ¢ y4eToM BHAA
OCYIIECTBISIEMOM HUMHU JEATENbHOCTH, BHECEHHEe HWH(GOpMAallMd O JIEKAPCTBEHHBIX IMpemapaTax s
MEIUIIMHCKOTO TMPUMEHEHUS B CHCTEMY MOHHMTOPHUHIA JBUKEHHUS JIEKAPCTBEHHBIX IPENapaToB s
MEIUIMHCKOTO TPUMEHEHUS.

(uactb 7 BBenieHa denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBeHHbIE MTpemaparbl JUIsi MEIULIHUHCKOTO TPUMEHEHHMs, MpeJAHa3HAYEHHBbIE I
oOecrieueHns JAI, OOJBHBIX TeMO(DHINEH, MYKOBHUCIIHUI030M, THMO(PU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 3mOKa4eCTBEHHBIMH HOBOOOpPA30BaHUSMH IJUM(OUIHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUIL TOCIIe TPAHCIUIAHTAI[MH OPTaHoOB M (WJIM) TKaHEH, MPOU3BEACHHBIC
1o 31 ngexabps 2019 roga, a TakKe WHBIE JIGKAPCTBEHHBIC MIpermapaThl AJisi MEAUIIMHCKOTO MPUMEHECHHUSI,
npousBeneHHble 10 | wrons 2020 rona, momiekaT XPAaHEHWIO, IEPEBO3KE, OTIYCKY, peaJu3allvH,
nepenave, MpUMEHEHUIO 0e3 HaHECEHUs CPENCTB MACHTHU(HKAIMM 0 MUCTEUEHHUS CPOKa WX TOJHOCTH.
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[IpaButenscTBOo Poccuiickoit denepaniu BIpaBe YCTAHOBHTh OCOOEHHOCTH BBOJIa B TPaKIaHCKUU
000pOT JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHsI, IPOU3BEACHHBIX B mepuoj ¢ 1
utosg 2020 roga mo 1 oktsa6ps 2020 roma. B mensx BBoga B TpakaaHCKUA OOOPOT JIEKAPCTBEHHBIC
npenaparbsl  JUIi  MEIUIMHCKOTO TPUMEHEHHs, 32 HCKJIIOYEHUEM JIEKAPCTBEHHBIX IPENaparos,
MpeHa3HAYeHHBIX ISl oOecreyeHus JHil, OOJbHBIX reMOo(UIneil, MyKOBUCIHI030M, TMIO(HU3apHBIM
HaHU3MOM, 0oJje3Hbio ['orre, 3710Kka4eCTBEHHBIME HOBOOOPA30BaHUAMH JIMM(POUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, paCCeSTHHBIM CKJIEPO30M, JIUI] MOCje TPaHCIUIAHTAIIMN OPTraHOB U (MJIM) TKaHEeH,
MIPOM3BEJICHHBIC 3a Tpenenamu Tepputopun Poccuiickoit @enepamuu 10 1 oxtsaops 2020 roma, moryt
ObITb BBe3eHBI B Poccuiickyro ®Denepanuto a0 1 sHBaps 2021 roma B TOpSJKE, YCTaHOBIEHHOM
[TpaButenscTBOoM Poccuiickoii @enepanuu, 6e3 HAHECEHUS CPEACTB UACHTU(DUKALHIH.

(B pen. @enepanbHbiX 3ak0oHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HWHOOPMANMOHHOTO B3aUMOJICHCTBUS CHUCTEMBI MOHUTOPWHTA  JIBHKECHUS
JIEKapCTBEHHBIX MpermapaToB Jig MEAMIMUHCKOTO TPUMEHEHUS C MHBIMU TOCYJapCTBEHHBIMU
WH()OPMAIMOHHBIMUA CHCTEMaMH OOECIeYMBACTCS B TOM YHCJIE TIOCPEACTBOM HH(PACTPYKTYpHI,
obecnieunBaroied UHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHUCTEM,
WCIOJIb3YEMBIX JIJISi TPEAOCTABJICHHSI TOCYJAAPCTBEHHBIX M MYHHIMITAIBHBIX YCIYT W HWCIIOTHCHHS
rOCy/IapCTBEHHBIX U MyHHUIIUIATBHBIX (DYHKIUI B 3JIEKTPOHHOM hopme.

(dactp 8 BBeneHa denepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Mudopmanusi, coaeprkamascs B CHCTEME MOHUTOPHHTA JIBI)KCHHUSI JICKAPCTBEHHBIX IIPENapaToB
JUTSE METUITUHCKOTO TIPUMEHEHUS, SBISCTCS HHPOPMAIUEH OrpaHUYCHHOTO JOCTYIa B COOTBETCTBUU CO
cratbeli 9 @DenepanbHoro 3akoHa ot 27 wuioags 2006 roma N 149-®3 "OO6 wuHpopMmanuw,
WH()OPMALMOHHBIX TEXHOJOTUSAX ¥ O 3amuTe WHPopManuu', 3a HCKIOYCHUEM HWH(POpPMAIIUH,
HEJOIMyCTUMOCTh OTPaHMYEHUS JOCTyHa K KOTOPOH ycTaHOBieHa (enepalbHBIMH 3aKOHAMH, a TaKXKe
uHdopmanuu, otHecenHou IIpaButenscTBoM Poccuiickoit denepaiii B COOTBETCTBUU C HACTOSIIUM
denepalbHBIM 3aKOHOM K 00111eA0CTYTHON HHpopMmaiuu. O0menocTynHas HHpopMaIus, coaepKaascs
B CHCTEME€ MOHUTOPHMHTA JIBMKEHHUS JICKAPCTBEHHBIX IpENapaToB MJisi MEIUIIMHCKOTO MPUMEHEHMS,
pa3Merniaercs B MHPOPMAIIMOHHO-TEIEKOMMYHUKAaIMOHHOW cetn "VHTepHer" (B TOM uucie B ¢opme
OTKPBITHIX JTaHHBIX) B MOpsiJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.
(uactb 9 B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. doctyn k mHpopmaIuu, cofepKaiieicss B CUCTEME MOHUTOPHUHTA JIBM)KCHUS JIEKAPCTBEHHBIX
MpernapaToB sl MEIUIIMHCKOTO MPUMEHEHHs, O0ECIeunBaeTCsl OMEPaTOpoOM CHUCTEMBbl MOHUTOPHHTA
JBH)KEHUS JIEKAPCTBEHHBIX IMPENapaToB [JIsi MEAULIHUHCKOrO MPUMEHEHUS B TMOPSAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickonn @enepanuu, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoi
Oenepaniun 00 uHbOpMaruu, WHOOPMAIMOHHBIX TEXHOJOTUSIX H O 3amuTe HWH(OpMaIuu,
3akoHOoJarenbCcTBOM  Poccumiickonn  ®Penepaunu O TOCYNApPCTBEHHOW TaWHE, 3aKOHOAATEIbCTBOM
Poccuiickoit denepanyii 0 KOMMEPUYECKOW M MHOW OXPAHSIEMOM 3aKOHOM TalHE U C YYETOM IOJ0KEHUN
Hacrosme crateu. IIpaBurensctBo Poccuiickoit Penepaunu BIpaBe YCTAHABIMBATH IIEPEUYCHb
JIEKApPCTBEHHBIX TIPEMapaToB JUIsi MEAUIIMHCKOTO TIpUMEHEHHWs W (WIM) TPYII JIEKapCTBEHHBIX
MpernapaToB JUisi METUIIMHCKOTO TMPUMEHEHHs] U OCOOCHHOCTH JOCTynma K HHQOpPMAIMM O TaKUX
JICKapCTBEHHBIX TMpenaparax, COJEpXkalencss B CHUCTEME MOHUTOPHHIA JBMKECHHS JIEKApPCTBEHHBIX
MPENapaToB I MEAUIUHCKOTO IPUMEHEHUS.

(uactb 9.1 BBenena ®enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Ilomp3oBaTeln CHCTEMEI MOHHUTOpHHIa JBHKCHHUSA JICKAPCTBCHHBIX IIPCIApaToB  JJIA
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MEIUIIMHCKOTO TMPUMEHEHHS 00JaJar0T MPaBOM JOCTyNa K HH(POPMAIMH, COACPIKAIICHCS B CHUCTEME
MOHUTOPUHTA JIBIXKCHMSI JICKAPCTBEHHBIX IPEnapaTroB Jsi MEIUIMHCKOTO TMPUMEHEHHS, C Y4YETOM
OTpaHWYCHUHN JOCTyINa K yKa3aHHOW WH(OpMAIMu U €€ TOCIeayroIel 00padoTKe, yCTaHOBJICHHBIX
HactosgmmM  DenepanbHbIM 3aKOHOM M HHBIMH HOPMATHMBHBIMHU IPAaBOBbIMM akTamu Poccuiickoi
denepanuu.

(uactb 9.2 BBenneHa PenepasibHbIM 3ak0HOM OT 04.08.2023 N 474-D3)

9.3. ®enepanbHble OpraHbl HCHOJIHUTENBHOM BIIACTM M HCHOJHMUTENIbHBIE OpraHbl CyObEKTOB
Poccuiickoit @enepannu B Leisix, onpenencHHbix lIpaBurensctBom Poccuiickoit @enepanuu, UMMEOT
IIpaBO JocTyna K MH(opManuu o cyObekTax oOpallleHHs JIEKapCTBEHHBIX CPEJCTB, O JIEKAPCTBEHHBIX
npemnaparax ¥ 00 000poTe TaKMX JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAMMOM IS BBIMOJHEHHS 3a1a4 U
oCylIecTBICHUs] (YHKIMHA, BO3JIOKEHHBIX Ha (eaepalibHble OpraHbl MCIOJHUTEIBHOH BIAcTU MU
WCIIOTHUTENIbHBIE Opranbl cyObekToB Poccuiickoit @enepanuu, CTaTUCTHUECKOW HHGPOPMALMH O
JIEKapCTBEHHBIX Ipernaparax U 00 ux obopore, a Takxke K oOmenoctynHoid nHpopmauuu. CoctaB 3TOH
uHGOpPMALUK ONpPEEseTCs COTIANICHUAMH 00 WH(GOPMAIIMOHHOM B3aMMOJICHCTBHUH, 3aKIIOYEHHBIMHU
OIIEpaTOPOM CHUCTEMbl MOHUTOPUHIA JBWXKCHMs JICKAPCTBEHHBIX IIPENaparoB I MEAMLIHMHCKOIO
IPUMEHEHUs ¢ (eAepalbHbIMU OpraHaMU MCIOJHUTEIbHOM BIACTH WJIM HUCIIOJHUTEIbHBIMU OpraHaMHU
cyobektoB  Poccuiickoit @enepanun U denepasibHBIM - OpraHOM — MCIIOJIHUTEIBHOM  BJAcTH,
OCYMIECTBISIONMM (YHKIIMU TI0 BBIPAOOTKE M peai3aliy TOCYAapCTBEHHON MOJUTUKA U HOPMAaTHBHO-
IIPAaBOBOMY PETyJIMPOBAHUIO B chepe 31paBOOXpaHEHUs.

(uactb 9.3 BBenena PenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3; B pen. PeaepanbHOro 3aKoHa OT
08.08.2024 N 232-03)

9.4. CyObekT oOpaiieHHs JIGKAPCTBEHHBIX CpEACTB HMMEET IMPaBO JOCTyma K HHPOpManuu 00
OnepalusAx € JIEKApCTBEHHBIMM IpernapaTtamMH Uil MEAMLHUHCKOrO IMPUMEHEHMs, COBEPILEHHBIX 3THM
CyOBEeKTOM 0oOparieHust JIeKapCTBEHHBIX CPECTB, a TAKXKe K 00IIeI0CTYITHON HH(OPMAIIHH.

(dactp 9.4 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.5. OnepaTop CUCTCMbl MOHHUTOPHHI'a ABVIKCHUSA JICKAPCTBCHHBIX MPCIapaToB A MEAUIUHCKOTO
MpUMEHEeHHUs 00JalaeT MpaBOM JOCTyNa K HHQPOpMAIHH, COAEp)KAIEHCsS B CHCTEME MOHUTOPUHTA
ABWIXKCHUSA JICKAPCTBCHHBIX IMPCIapaToB 4 MEAUIUHCKOTO MTPHUMCHCHUS, BKIIOYad I/IH(l)OpMaIH/IIO
OTPAaHUYEHHOTO JOCTyMa, C BO3MOXKHOCTBIO €€ OOpabOTKHM, B TOM 4YHCIE €€ MPEAOCTaBICHHS U
pacrpocTpaHeHHs, OOecCIiedeHns: AOCTyna K Hed M OKa3aHUs YCIyT C €€ HCIIOJNb30BaHUeM (jajee -
00paboTKa).

(dactp 9.5 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop cuCTeMbl MOHUTOPUHIA JBUKEHMSI JIEKAPCTBEHHBIX IPENapaToB AJIs MEAULUHCKOIO
MIPUMEHEHHUSI MOXKET OCYIIECTBIATh 00pab0OTKY HH(POPMAIIMKH OTPAHUYEHHOTO JIOCTYIIA, COJAEPKaIeHCs B
CHUCTEME MOHUTOPHUHIA JIBHKEHHS JIEKApPCTBEHHBIX IMPENAapaToB s MEAULMHCKOTO NPUMEHEHUS, NpU
YCIIOBUU 00s3aTENIBHOrO 00€3IMYMBaHusl TakoW HMH(OpPMAIMM B COOTBETCTBUU C YTBEP)KIa€MBIMU
benepambHBIM OpPraHOM HCIIOJHUTENBHONW BJIACTH, OCYIIECTBIISIONMM (DYHKIMM IO BBIPAOOTKE H
peaiM3allii TOCYIapCTBEHHOW TOJMTUKM M HOPMATHBHO-IIPABOBOMY peryjHpoBaHHI0 B cdepe
3paBOOXPAaHEHMs, IO COIJIACOBAHUIO C  (enepasibHBIM OpPraHOM  HCIHOJHMUTENBHOM  BJAcTH,
OCYIIECTBISIONUM (PYHKIIMU IO KOHTPOJIIO M HAA30py B chepe HHPOPMAIIMOHHBIX TEXHOJIOTUN U CBS3H,
U ¢enepaabHbIM OpPraHOM HCIOJHUTENBHOW BJIacTH B obmactu oOecrneyeHHs Oe30MacHOCTH
TpeOOBaHUSAMU K 00€3IMUMBAHNIO TAKOW HH(DOPMALIUK U METOIaMU 00€3TMYMBaHUs TaKON MHPOpMaIUK.
OOe3nuuenHast MH(OpMAaIUs, MOITy4YEeHHAss B pe3yibTaTe YKa3aHHOM 00pabOTKM M cojepikamiascs B
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CHUCTEeME€ MOHUTOPUHIA JBI)KEHHUS JIEKAPCTBEHHBIX IMpernapaToB s MEIUIMHCKOTO MPUMEHEHUS,
SBIIICTCS MHPOPMAIUEH orpaHrndeHHOro noctyna. Ooe3numueHHas nHpopmanus, J0CTYN K KOTOPOU ObLT
o0ecrieyeH OmNepaTopoM CHUCTEMbl MOHUTOPUHIA JABM)KCHUS JIGKAPCTBEHHBIX IMpenapaToB AJis
MEJIUIUHCKOTO NMPUMEHEHUsSI B ILIEJIAX OKa3aHUsl yCIyr C €€ HCIOJb30BaHUEM, MOJICKUT XPAHCHHUIO B
CHUCTEeME€ MOHUTOPUHIA JBIKEHUS JIEKapCTBEHHBIX IPENapaTroB ISl MEIUIIMHCKOTO MPHUMEHEHUs He
MEHEee TSTH JIeT C JaThl MPEAOCTABJICHUS JOCTyNa K OOE3NMYCHHON WH(pOpMAIMM, U Ha HEe HE
pacnpocTpaHstoTca TpeOOBaHUS K MHQOpPMAIMK OTPAaHMYEHHOTO JIOCTYIA, YCTAaHOBJIEHHBIE HACTOALICH
CTaTbEM.

(dactp 9.6 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Oneparop cucTeMbl MOHUTOPUHTA JIBUXKEHUS JIEKAPCTBEHHBIX MPENApPaTOB IJIsi MEAUIIUHCKOTO
MIPUMEHEHUS] MOXKET OCYIIECTBIATH 00pabOTKy HHPOpPMAIIMK OTPAHUYEHHOTO JOCTYIIA, COAEp KaIeCs B
CHUCTEME MOHMUTOPUHTA JBMXKEHHUS JICKAPCTBEHHBIX MPENapaTroB I MEAUIIMHCKOTO TPUMEHEHUS,
MOJIyYeHHOM OT cyObekTa OOpalleHUsl JEKApCTBEHHBIX CPEACTB, 3apErHCTPUPOBAHHOTO B CHUCTEME
MOHUTOPHUHIA JIBMDKCHHS JIEKAPCTBEHHBIX IMpEnapaToB JUIsi  MEIUIMHCKOTO TMPUMEHEHHS U
MIPEJICTAaBUBIIETO B HEE CBEACHMS, B HHTEpPEcax U IO MOPYYCHHUIO TaKoro cyObeKkTa oOparieHus
JIEKapCTBCHHBIX CPEJICTB 0e3 oOe3nuunBaHus HH(POpPMAIIMKA OTPAaHUYCHHOTO JTOCTYTIA.

(uactb 9.7 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKEHHS JIEKAPCTBEHHBIX MPENAPaTOB IJIsi MEAUIIUHCKOTO
MIPUMEHEHHUsI BIPABE OKa3blBaTh HAa HEJUCKPUMUHALMOHHOM OCHOBE YCIYTM C MCIHOJb30BaHUEM
o0e3nu4yeHHON WH(OpPMalHUK, COACpXKAIIeWcs B CHCTEME MOHUTOPWHTA JABW)KCHHS JICKApPCTBEHHBIX
MpernapaToB JJs MEAUIIMHCKOTO MPUMEHEHUs, CyObeKTaM oOpallleHus JeKapCTBEHHBIX CPEICTB, MOPSII0K
U CTOMMOCTh OKa3aHHUS KOTOPBIX OINPEIEISIIOTCS OINEepaTOpOM CHCTEMbl MOHHUTOPUHTA JABUKCHUS
JIEKAPCTBEHHBIX IPENapaTroB Il MEIULIMHCKOTO NPUMEHEHHUs, C y4E€TOM OrpaHMYEHUH J0CTyla K
o0e3nueHHON MH(GOPMAIUU, YCTAaHOBJICHHBIX HACTOSIIEH CTaTbei. YKa3zaHHBIC MOPSIOK U CTOMMOCTh
OKa3aHMs TaKUX YCIyTI Pa3MEMIAIOTCS OMEPATOPOM CHCTEMbl MOHUTOPHHIA JBUKEHHUS JIEKAPCTBEHHBIX
mpenaparoB Il  MEIUIIMHCKOTO TMPUMEHEHHsI Ha CalTe CHUCTeMbl MOHUTOPHMHTA JBHIKEHUS
JIEKApCTBEHHBIX MpenaparoB JUTSt MEJIULUHCKOTO MIPUMEHEHUS B nH(OPMAaIMOHHO-
TeIEKOMMYHUKAIMOHHOW  cet  "MuTepHer" ©  momyie)kaT KOHTPOJKO B  COOTBETCTBHUU  C
AHTUMOHOIOJBHBIM 3aKOHOAATENbCTBOM Poccuiickoin @enepannu. YKa3aHHbIE MOPSIOK U CTOMMOCTh
OKa3aHMs TaKUX YCIYT JODKHBI OBITh €TUHBIMU JIJISl BCEX JIMII, OOpaIaronInXcs 3a OKa3aHUEeM YCIIYTH B
OTHOIIICHUM OJMHAKOBBIX BHIa, O0OBbeMa M cocTaBa mpefocTaBisiemMoil uHpopmaiuu. CyObekTam
oOparnieHusi JEKapCTBEHHBIX CPEJCTB 3alpeliaeTcs MPeOCTABISITh U PACIPOCTPAHITH WHOOPMAIIHIO,
MOJIyYEHHYIO B COOTBETCTBUHU C HACTOSIIEH YaCThIO.

(dactp 9.8 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

10. IIpousBoauTenb JIEKaPCTBEHHBIX CPEJACTB, JAep)KaTellb MO0 BIAAeNel] PerucTPaliOHHOIO
YAOCTOBEpEHUSI JIEKAPCTBEHHOI0 IIpernapaTa WM MPeACTaBUTENbCTBO HHOCTPAHHON OpraHu3aluu,
ABIISIOIICHCS JiepkaresnieM JHOO0 BIIAJENbIEM PEruCTPALMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara, Ha Tepputopun Poccuiickoil @enepanuu, 3aperuCTpUPOBAHHBIE B CUCTEME MOHHUTOPHHIA
JBVKEHMSI JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIULMHCKOIO IPHUMEHEHUS M TpEACTaBUBIINE B HEE
CBEJICHUSI O HAHECEHUM CPEJCTB MIACHTHU(PHUKAIMU Ha YNAKOBKH JIEKApPCTBEHHBIX MpENaparoB, Hapsay ¢
uHpopmanuel, ykazaHHOH B uYacTH 9.4 HacTosIIeH cTaTbM, MOJy4aeT COJEpKalIylocs B CHCTEME
MOHHUTOPHHIA JBUKEHHSI JIEKAPCTBEHHBIX IMpPEnapaToB A MEIUIIMHCKOTO MPUMEHEHUs HWH(OpMalHUio
OTPaHUYEHHOIO JJOCTYTIA O CEPHsIX U MapTUSAX ITUX JIEKAPCTBEHHBIX MpenapaToB 0€3BO3ME3THO U BIIpaBe
OCYIIECTBIISITh CAMOCTOSITETILHO WJIM MOpYydYaTh 00pabOTKy TakoW MH(OpMAIMU TOIHKO B COOCTBEHHBIX
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untepecax. [lpu sTom mocTyn Kk Takoil mHboOpManUU WIM pe3yibTaTaM ee 0OpadOTKH HMEET TOJIbKO
TaHHBIA CyOBEKT OOpallleHHs JeKapCTBEHHBIX CPEICTB WM JIMIIO, KOTOPOMY OH MOpydYMs oOpaboTKy.
CoctaB mpenocTaBisieMOd B COOTBETCTBHHM C HAcTOALIEH 4YacTbio HMHQOpPMAUMHM  ONpEIeseTcs
IIpaBurensctBoM Pocculickoit denepanuu.

(gactpb 10 B pen. ®enepanbuoro 3akona ot 04.08.2023 N 474-D3)

11. 3a mpoM3BOJACTBO MM MPOAAXKY JICKAPCTBEHHBIX MPENAPaTOB JJIsI MEAUIIMHCKOTO MTPUMECHECHUS
0e3 HaHeCeHUs CPEICTB HMICHTHU(UKAIMHU, C HAPYIICHHEM YCTAaHOBJICHHOTO TOPSIKA WX HAaHECCHWs, a
TaK’Ke€ 32 HECBOCBPEMCHHOEC BHECCHHE JAaHHBIX B CHCTEMY MOHUTOPUHTA JBUKCHHS JIEKAPCTBCHHBIX
NpernapaToB JUisi MEIUIUHCKOTO TIPUMEHEHUS WM BHECEHHE B HEE HEJIOCTOBEPHBIX JIaHHBIX
IOPUANYECKHE JIMIAa W WHAMBHUIyAIbHBIC TPEINPUHUMATEIH, YKa3aHHbIE B 4YacTsaX 4 u 7 Hacrosmen
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
(dactb 11 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

12. TIpaBurenbctBo Poccuiickoit ®denepanuu BlpaBe yCTaHOBUTh OCOOCHHOCTH BHEAPCHHUS
CHUCTEMBl MOHHTOpPHWHTA JIBFDKCHHUS JICKQPCTBEHHBIX IMPEMapaToB Il MEIUIUHCKOTO TPHMEHCHUS,
BKJIIOYAass CPOKH €€ BHEAPCHHS, B OTHOILICHWW JICKAPCTBCHHBIX IPEMapaToB i MEIUIIMHCKOTO
MPUMCHCHHS, BKIIOUCHHBIX B IIEPEUCHb J>KU3HCHHO HEOOXOAMMBIX W BAXHEUIIUX JICKAPCTBCHHBIX
NperapaToB, JIGKAPCTBEHHBIX IPEMapaToB, MPeJHA3HAYCHHBIX JII OOeCHeueHHs JIMI, OOJIbHBIX
reMo(uiIueii, MyKOBHUCIUI030M, THUIO(GU3APHBIM HAHU3MOM, OO0JIe3HBIO ['olle, 370Ka4eCTBEHHBIMH
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEU, PACCESTHHBIM CKJIEPO30M,
JUI] TIOCJIE TPAHCIUIAHTAIIMM OPTaHOB W (MJM) TKaHEH, WHBIX JICKQPCTBEHHBIX IPENaparoB IS
MEJIUIUHCKOTO TPUMEHECHHSI.

(dactb 12 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALINU, OCYLLECTBNAOLWWE OEATENIBHOCTb
NO OBPALLEHUIO NIEKAPCTBEHHbLIX CPELCTB

(BBeneHa ®enepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4yeHusi, Hanaraemble NpU OCYLIECTBIIEHUM [OEeATENbLHOCTU B
cthepe obpalleHns nekapcTBEeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMaroUIvecs pa3pabOTKOH, NPOM3BOJACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX NPENapaToB A MEAUIIMHCKOIO MPUMEHEHMs], OpraHU3aluy, o0aJaroniie npaBaMu Ha
UCI0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOTI'O Npenapara il MEAULINHCKOTO IPUMEHEHMS],
OpraHM3ali ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEICTBAMH, aNTeuHble oOpraHu3auuu (ux
NPEJCTaBUTENIN, UHbIE (U3NYECKUE U IOPHIMYECKHE JIMIA, OCYIIECTBISIONIME CBOIO JEATEIbHOCTH OT
MMEHHU 3TUX OpraHu3aluil) B OTHOUIEHHMH MEIUIMHCKUX PAaOOTHUKOB U PYKOBOAMTEICH METUIIMHCKUX
OpraHM3alyii He BIIpaBe:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JCHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HArpakIeHHIl 1o
JOTOBOpPAM IPU IPOBEACHUM KIMHUYECKUX HCCIECAOBAHMM JIEKAPCTBEHHBIX IIpenaparoB Ui
MEIUILUHCKOTO IPUMEHEHHUs, BO3HArPAXKJICHUN, CBSA3aHHBIX C OCYLIECTBICHHUEM MEIUIMHCKAM
pabOTHHUKOM IEAaroruuecKoi u (WiM) HaAy4HOM JeATeNbHOCTH), B TOM YMCIIE OIJIauuBaTh Pa3BICUCHMUS,
OTZIBIX, IIPOE€3J] K MECTY OT[bIXa, a TAK)KE€ IMPHUBJIEKATh K YYAaCTHUIO B Pa3BIEKATEIBHBIX MEPONPUATHSIX,
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IIPOBOAMMEBIX 3a CHCT CBOUX CPEACTB,

2) 3akiaoyaTh COMVIALIEHUS O HA3HAYEHMM WM PEKOMEHJALMU IalUMeHTaM JIeKapCTBEHHBIX
IIPEnapaToB s MEAULUHCKOrO MPUMEHEHUS (3a UCKIIIOUEHHEM JIOTOBOPOB O IMPOBEIECHUHN KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX NIPENAapaToB Il MEAULIMHCKOIO IPUMEHEHU);

3) mpEaAOCTaBIATH o6pasu},1 JICKApPCTBCHHLBIX IIpEapaToB AJIA MEAUIMHCKOI'O IMPUMCHCHHUA B LCIIAX
BpYyUYCHHUA TMALUCHTaAM (321 HCKIIIOYCHHUECM  CJIy4YacB, CBA3aHHBIX C TMPOBCACHHUCM KIMHHUYCCKUX
I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHBIX IIPC€IIapaToB 11 MCIUITUHCKOI'O HpI/IMeHeHI/IH);

4) MpenOCTaBISATh HEOCTOBEPHYIO U (WJIH) HEMOJIHYIO HHPOPMAIIHIO O JIEKAPCTBEHHBIX MpernapaTax
JUTS. MEIUITMHCKOTO MIPUMEHEHUS,

5) mocemate UxX B pabouee BpeMsi Ha pabouMx MecCTaxX, 32 MCKIIOUEHHEM CIy4aeB, CBSI3aHHBIX C
MPOBEJICHUEM  KIMHMYECKMX HCCIICIOBAaHUN  JICKAPCTBEHHBIX IPEMapaTtoB Ui  MEIUIIUHCKOTO
IIPUMEHEHHUs], C YYaCTHEM B MOPSJKE, YCTAHOBICHHOM PYKOBOAMTEIIEM MEIMLIMHCKOM OpraHu3alud, B
COOpaHUsIX MEIUIIMHCKUX PAaOOTHUKOB M WHBIX MEPOIPHSTUSAX, HANPABJICHHBIX HAa IOBBIIICHUE HX
npo(eCCHOHATBFHOTO YPOBHSA WM HAa TPEAOCTaBICHHE WH(GOpPMAINHU, CBSI3aHHOH C OCYIIECTBICHHEM
MOHHUTOPHUHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENIAPaTOB;

6) HO6y>K[[aTI> K BLIIIMCBIBAHUIO JICKAPCTBCHHLIX MPCHapaTroB A MCAWLNUWHCKOIO IMPUMCHCHUA Ha
6HaHKaX, COACPIKAIIUX I/IH(l)OpMaL[I/II-O PCKIIAMHOI'0 XapaKTEpa, a TAKKE Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHEC HalnedYaTaHO HAMMCHOBAHUC JICKAPCTBCHHOI'O0 mpfcrapara M MEAULIUHCKOIO
IIPpUMCHCHUA.

2. Opranuzanuu, yKazaHHble B ab3aiie IepBoM 4acTu | HacTOSIIEH CTaThH, U UX MPEIACTABUTEIN B
OTHOIIEHUH (hapMalleBTHUECKUX PAOOTHUKOB U PYKOBOJIUTENEH aNTEUHBIX OpraHU3aIliil He BIIPaBe:

1) Bpy4daThb MMOJAapKH, BbIILIAYMBATh ACHCKHBIC CPCACTBA, B TOM YMCJIC OIINIAYMBATL PA3BJICUYCHUA,
OTABbIX, MPOE3A K MCECTY OTAbIXda, W IPHUBJICKATH K YYACTUIO B Pa3BJICKATCIbHBIX MCPOIIPUATHIX,
IMPOBOAMMEBIX 3a CHCT CBOUX CPCIACTB,

2) mpenocTaByATh OOpa3lbl JIEKAPCTBEHHBIX IPENapaTroB A MEAULUHCKOIO MPUMEHEHHS Ui
BPYYEHMS HACEJICHHIO;

3) 3aKJII04YaTh CONIAlICHUA O IMPCHIOKCHHUU HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
npemnapaTtoB AJisI MCAUIIUHCKOT'O MPUMCEHCHU A,

4) nmpenoCcTaBIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO0 HHPOPMALIHIO O JIEKAPCTBEHHBIX Mperaparax
JUIS  MEQUIMHCKOTO TMpPUMEHEHHUs, B TOM YHCI€ MMEIONIMX OJIMHAKOBOE MEKIYHapOJIHOE
HENaTEeHTOBaHHOE HaMEHOBAHMUE.

Cratba 67.2. TpeboBaHMA K opraHM3aumMm U NpPoBeAeHUID Hay4YHbIX MEepPOnpUATUN,
MHbIX MEpPONPUATUNA, HanpaBfiIeHHbIX Ha MNOBbIWEHUe NpPoPeCcCUOHANBLHOIO YPOBHSA
MeAULMHCKMX pPaboOTHUKOB WM Ha npeaocTtaBneHUe WHgpopmauum, CBsSI3aHHOU C
OCyLLEeCTBJIEHUEM MOHUTOPUHra 6e3onacHOCTM NeKapCTBEHHbIX NpenapaTos

1. IIpm mpoBeneHNM HayYHBIX MEPONPUITHI, UHBIX MEPOINPUATHNA, HAITPABICHHBIX HA MOBBIIICHHE
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Ipo(ECCUOHATBHOIO YPOBHA MEAMLUMHCKUX PAOOTHUKOB WM Ha IPEAOCTABICHHE CBS3aHHOW C
OCYIIECTBIICHHEM  MOHHUTOpPMHra  O€30IacHOCTH  JIGKAPCTBEHHBIX  IpenapaToB  MHQOpMaluH,
OpraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMU B aOzane mepBoM yactu 1 crateu 67.1 Hacrosuiero
@denepanbHOTO 3aKOHA, HMX NPEACTABUTEISIMH W (WiM) (UHAHCUPYEMBIX 32 CUET CpPEICTB JTHUX
OpraHM3alMii ¥ UX [PEICTaBUTENICH, 3alpeniacTcs IMPENITCTBOBAaTh yYacTUIO B YKa3aHHBIX
MEPOINPHUATHUAX HMHBIX OpPraHM3alui, KOTOPBIE IMPOU3BOLAT WIHA PEAINU3YIOT JIEKAPCTBEHHBIC IIpenaparhl
V11 MEIULMHCKOTO IPUMEHEHHUS CO CXOKHUM MEXaHU3MOM (PapMaKoJOTHYECKOro AEHUCTBHS, OO
CO37aBaTh JMCKPUMHUHALMOHHBIE YCIOBUA I OJHHUX YYaCTHUKOB II0 CpPaBHEHUIO C JPYIUMU
Y4aCTHUKAMHM, & UMEHHO:

1) NpeaoCTaBJIATh Pa3JIMIHOC KOJIMYCCTBO BPEMCHU JIA BLICTYHJIGHHP'I Y4aCTHHUKOB, PA3JIMYHBIC I10
pasMepy 3aHUMaeMOM miomaain MeCta g ACMOHCTpaluu o6pa3u0B JICKAPCTBCHHLIX IIPCIIapaTOB JIA
MCIUIHUHCKOIO MPHUMCHCHUSA WM PCKIAMHBIX MATCPUAJIOB O JICKAPCTBCHHBIX IIplriaparax IJIsd
MCIUIHUHCKOI'O NPUMCHCHU HA DKCIIO3ULUAX, CTCHAAX, 3a UCKIIFOUYCHHUEM CJIYUaCB, CCJIIM TAKHUC YCIIOBUA
3aKpPCIUICHBI B COTIAICHUAX 3THUX opraHmauHﬁ, nux HpeI[CTaBHTCHeﬁ 0 (I)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
MepOHpI/IHTI/Iﬁ n O6YCJ'IOBJ'I6HLI Pa3JINYHbIMHU 3aTpaTaMH YUACTHHUKOB Ha UX OpraHU3alUI0;

2) ycTaHaBJIMBAaTh pa3Mep B3HOCA JJI YYaCTHUKOB MEPOIPUSATHI, yKa3aHHBIX B ab3ale NnepBoM
HACTOALLEH YacTH, IPEBBIIAIONMNA CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUATUN U BEAYLIUN
K HEOOOCHOBAaHHOMY OI'pPaHMYEHHUIO YUCJIa UX YUACTHUKOB.

2. Opranuzanuy, yka3aHHble B a03aue nepBoM uyactu 1 crateu 67.1 Hacrosiuero ®denepaibHOro
3aKOHA, MX IMPEJICTABUTENH, OCYIIECTBISIONINE OpTaHu3aluio U (Wim) GUHAHCUPOBAHHE MEPOIPHITHH,
yKa3aHHbBIX B 4acTH | HacTosIIeH cTaTby, 00s13aHbI 00ecIIeYnBaTh JOCTYI K MH(POPMALIUK O J1aTe, MecTe U
BPEMEHM NIPOBEJCHUS YKa3aHHbIX MEpPONPUATUHN, IIIaHaX, IpPOorpaMMax IPOBENCHUS YKa3aHHbIX
MEPOIPUATHIA U TeMax, IIaHUPYEMBIX JUISl pACCMOTPEHUS, COCTABE UX YYAaCTHUKOB ITyTEM pa3MELICHUS
COOTBETCTBYIOIEH MH(OPMallMK Ha CBOMX OQUIMAIbHBIX caiiTaXx B cetu "VMIHTepHeT" He mo3aHee IBYX
MECSLEB J0 Havaja MPOBEACHUS YKa3aHHBIX MEPOIIPUATHH.

3. Uudopmanust o npoBeIeHUN MEPONPUATHI, YKa3aHHBIX B 4yacTH | HacTosIIeld cTaTbd, B CPOK,
YCTAQHOBJICHHBII 4acTbi0 2 HAcCTOAIIEH CTaThu, JIOJDKHA ObITh HampaBieHa B (eaepalbHbI OpraH
UCTIOJHUTEJIBHOM ~ BIIACTH, OCYWIECTBISAIOMMKA (YHKIMM IO KOHTPOJIIO U Haa3opy B cdepe
3/IpaBOOXPAHEHMs, JJIsI MOCIEAYIOIIEro pa3MelleHusl ee Ha o(pUIMANbHOM caifiTe 3TOro opraHa B CETH
"UnTepuer".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLWIEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPUN OBPALLEHNU NNEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYNHEHHOIO 340OPOBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTenbcTBa Poccunckon
Pegepaumm npu odpaLleHnn NeKapCcTBeHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTtBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CpeACTB BjeuYeT 3a C000Hl OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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2. 3a HenmpeACTaBJICHHE WM HECBOEBPEMEHHOE MpeicTaBleHne nHpopManuu U (Win) JOKyMEHTOB
mub0 TpEACTaBIEHHWE HEIOCTOBEPHBIX WHGpOpManuu u (WIKM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacrosiuM ~ DeepaabHBIM — 3aKOHOM, CYOBEKThI OOpallleHHs JIEKAPCTBEHHBIX CPEICTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

(dactp 2 BBeneHa DenepabHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepaabHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Cratba 69. Bo3ameweHue Bpeaa, NPUYUHEHHOro 340POBbLIO rpaxaaH BcneacTBue
NnpUMeHeHUs NieKapCcTBEHHbIX NpenapaToB

1. HpOI/I3BOZ[I/ITeJ'IB JICKApPCTBCHHOI'O IIp€Iiapara 00s13aH BO3MECTUTh Bpca, HpI/ILII/IHeHHBII\/'I 3A0POBbBIO
rpaxziad BCJICACTBHUEC IPUMCHCHU A JICKAPCTBCHHOI'O IIpcriapara, €CJIn J0Ka3aHo, YTO:

1) nexapcTBEHHBIN IpenapaT NPUMEHSUICA 10 Ha3HAUYEHHIO B COOTBETCTBUU C MHCTPYKLHUEH IO
IIPUMEHEHUIO JIEKAPCTBEHHOI'O IpernapaTa M NPUYMHON Bpelda SIBUJICS BBOJ B TIPaXXAaHCKUI 000poT
HEe100pOKaYeCTBEHHOTO JIEKAPCTBEHHOTO IIpenapara;

2) Bpea 3I0pOBBI0 MPUYMHEH BCJICACTBHE HEIOCTOBEpPHOW WHGOPMAINKU, COAEpIKaIIecs B
WHCTPYKILHHU TI0 IPUMEHEHUIO JIKAPCTBEHHOTO IpernapaTa, U3JaHHOW MPOU3BOAUTENEM JIEKaPCTBEHHOTIO
npernapara.

2. B ciyudae, eciu Bpell 3[0pOBbIO TPaKJIaH MPUYUHEH BCIIEICTBUE MPUMEHEHHUS JIEKAPCTBEHHOIO
mperapara, MPUIISANIEr0 B HETOJHOCTh B Pe3yJbTaTe HAPYIICHHS TPABUJI XPAaHEHUS JICKAPCTBEHHBIX
CPEICTB, MPaBWJI ONTOBOM TOPTrOBIM JIEKAPCTBEHHBIMH IpernapaTaMy, MPaBHJ OTIYCKa JEKApPCTBEHHBIX
MpermapaToB, MPaBWJI M3TOTOBJICHUS M OTIYCKAa JIGKAPCTBEHHBIX IIPEIapaToB, BO3MEIICHUE Bpena
OCYIIECTBIISIETCSI COOTBETCTBEHHO OpraHU3alliell OMTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHOW  OpraHwW3aliei, WHAUBHIyAIbHBIM MPEIINPUHUMATEICM, WMCIONIMMH JIMICH3WIO HAa
(bapMaleBTUUECKYIO NESATENbHOCTh WM JHUICH3UI0 Ha MEIUIMHCKYIO AEATeIbHOCTh, MEAMIIMHCKON
OpraHu3anueil, WMeEIIeld JHUIEH3WI0 Ha (apMalleBTHYECKYIO0 JEATeNbHOCTh (€€ 000CO0IeHHBIM
MO/Ipa3JIeIieHueM, PacoIOKEHHBIM B CEIbCKOM HACEIEHHOM IyHKTE, B KOTOPOM OTCYTCTBYET alTe4Has
OpraHM3aIysl), JOMyCTHBIIUMHU IPOJAXKY WM OTITYCK TAKOTO JIEKAPCTBCHHOTO TIperapara.

(B pen. @enepanbHbIX 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. BosMmemnienwe Bpeaa, NPUYMHEHHOIO 3J0POBBIO TpaxJaH BCJIEICTBUE MPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB MM COBEPILEHHUS MPOTUBONPABHBIX JAECHCTBHHM CyObeKTaMH OOpalieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJIATENbCTBOM Poccuiickont
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE NMOJIOXEHUA

Cratbsa 70. O Nnpu3HaHMKM YTPaTUBLULMMMU CUNY OTAESNbHbIX 3aKOHOAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon depnepauum

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbubiii 3akoH or 22 uwoHA 1998 roma N 86-®3 "O nexkapcTBeHHBIX cpeacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);
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2) ®enepanbublil 3aK0H OT 2 sHBaps 2000 roga N 5-®3 "O BHeCceHHMH U3MEHEHUS U TOTIOJIHEHUN B
@enepanbubiii 3akoH "O jekapcTBeHHbIX cpenctBax” (CoOpanme 3akoHOAarenbcTBa Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarbto 40 @enepanbHoro 3akona ot 10 saBaps 2003 roga N 15-O3 "O BHeceHUH U3MEHEHUM U
JIOTIOJIHEHUH B HEKOTOpbIE 3aKoHOJaTelbHbIe akThl Poccuiickoii denepanuu B CBSI3U C MPUHIATHEM
@enepanbHoro 3akoHa "O  JIMIEH3UPOBAHMU  OTACIBHBIX BHIOB jAedrenbHocTH"  (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crarpio 31 @enepanbuoro 3akona ot 30 utonst 2003 roga N 86-O3 "O BHeceHUH U3MEHEHUN U
JIOTIOJITHEHU B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuu, Npu3HaHUM YTPATUBIIUMU
CUJIy OTJACJIbHBIX 3aKOHOJNATENIbHBIX akToB Poccuiickon ®enepaunu, NPEAOCTABICHUH OTAEIIBHBIX
rapaHTUil COTpyAHUKAM OPraHOB BHYTPEHHUX JI€JI, OPTaHOB 110 KOHTPOIO 32 000POTOM HAPKOTUYECKHX
CPEICTB M TICHXOTPOITHBIX BEIIECTB W YIPA3JIHACMBIX (eepaIbHBIX OPraHOB HAJIOTOBOM TOJIHUIIMH B
CBSI3M C OCYIIECTBICHHEM MeEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ympasienus" (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crarbio 101 ®@enepanbHoro 3akona ot 22 asrycta 2004 rona N 122-®3 "O BHeceHUU U3MEHEHUN
B 3aKoHozarelbHble akThl Poccuiickoi denepanuu M IPU3HAHUM YTPATUBLUIMMHU CUJIYy HEKOTOPBIX
3aKOHOJIaTeNbHBIX akTOB Poccmiickoit denepanui B CBS3M ¢ NpUHATHEM (enepanbHbIX 3aKoHOB "O
BHECCHWH HM3MEHEHUH M jaonoiHeHuid B DexepanbHblii 3akoH "OO 0OMMX NPUHIMIIAX OpPraHU3ALUU
3aKOHOAATENbHBIX (MPEICTABUTENbHBIX) U HCIOJHUTEIBHBIX OpPraHOB TOCYJApCTBEHHOM BIAcTH
cyobektoB  Poccmiickoit  ®@enmepanmu” u  "OO0 o0mUMX NpPUHOMIAX OPTaHU3AIUH  MECTHOTO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHoaarenbctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) cratbto 28 dexnepanpHoOro 3akoHa ot 18 nexadbps 2006 roga N 231-O3 "O BBeneHUM B IEHCTBHE
yacTu dYeTBepToi ['paxkmanckoro konaekca Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero deaepanbHOro 3akoHa

1. Hacrosiuit denepanbHblii 3aK0H BeTymaeT B cuity ¢ 1 ceHtssOpst 2010 roaa.

2. JlekapcTBeHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIE 1O JHA BCTYIUICHWS B CHJIy HACTOSIIETO
denepanbHOTO 3aKO0HA, MOJJIEKAT BKIIOUEHUIO B TOCYJAAPCTBEHHBIE PEECTPHI JEKAPCTBEHHBIX CPEICTB C
BHECEHHEM YyKa3aHHBIX B yacTu | crateu 33 Hactosmero deaepaqbHOrO 3aKOHA CBEIEHUM 00 3THX
JIEKapCTBEHHBIX CpEACTBaX 0e3 MPOXOKIEHUS BHOBb MPOIEAYPHl TOCYJapCTBEHHOW PETUCTpaIiy
JIEKapCTBEHHBIX MIPETapaToB.

3. T'ocynapcTBeHHas perucTpalus JeKapCTBEHHBIX MPENapaToB, 32 UCKIOYEHUEM JIEKaPCTBEHHBIX
mnmpemnapaTroB i MCAUIHUHCKOIO INPUMCHCHHA, MPCACTABJICHHBIX Ha YKa3aHHYIO PErUCTpalruiO A0 IHA
BCTYIUIEHUS B CHIIy Hactosiuero denepaibHOTO 3aKOHA, OCYIIECTBIISIETCSI B COOTBETCTBUU C HACTOSLIUM
(DejlepaJ'II)HI)IM 3aKOHOM Ha OCHOBAaHHMU NOKYMCHTOB U JAHHBIX, IPCACTABJICHHBIX A0 JHA BCTYIIJICHUSA B
cuity Hacrosiniero deaepanbHOro 3aKOHa.

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1.T OCydapCTBCHHAA PErucCTpanusd JICKapCTBCHHBIX NPCapaToB IS MEAUIIUHCKOTO ITPUMCHCHU,
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MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPAlMIO [0 [JHSA BCTYIUIEHHS B CHJIy HACTOSILIErO
@denepalbHOTO  3aKOHA, M TIOCYAApCTBEHHAs perucrpaunus JEKapCTBEHHBIX IIpernapaTroB s
MEIULHUHCKOrO NPUMEHEHHS, MPEICTAaBICHHBIX Ha OJKCIEPTU3Y JEKAPCTBEHHBIX CPEACTB A0 JHSA
BCTYIUIEHUs1 B cuily Hacrosuiero ®denepanbHOro 3akoHa B LENAX UX MOCIENYIOLIEH rocyAapCTBEHHOU
pErucTpanyy, OCYLIECTBISIOTCS HAa OCHOBAHMM JOKYMEHTOB M JaHHBIX, IMPEICTaBICHHBIX [0 [HS
BCTYIUIEHUS B CUJIy Hactosiero @enepaibHOro 3aKOHA, a TaKXKE 3asiBJIEHUS O TIOCYJapCTBEHHOU
pEerucTpalMy JIEKapCTBEHHOI'O Mpernapara, MpeACTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX
IIPENnapaToB WM YIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU € HacTosAuMM DenepanbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHO!N BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IIPEyCMOTPEHHOMN 3aKoHOAaTenbcTBOM Poccniickoit @enepannu o
Hajorax u coopax.

(uactsb 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IloaTBepkJeHHE TOCYIAapCTBEHHOW PpErucTpal JIEKAPCTBEHHBIX IpernaparoB Jis
MEIUIMHCKOTO MPUMEHEHMS, PEACTAaBIECHHBIX JJIs MOATBEPIKIECHUS FOCYIapCTBEHHOW PErUCTpaLUU 10
IHS BCTYIUIGHUs B cuily Hactosiero denepanbHOro 3akoHa, M IMOJATBEPXKAEHUE TOCYIapCTBEHHOMN
perucTpalmy JIEKApCTBEHHBIX IIPENapaToB JUIsl MEAULMHCKOIO IPUMEHEHMsI, IPEACTaBICHHBIX Ha
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEJCTB /10 JHSA BCTYIUICHHMs B CUIYy Hacrosiero denepaibHOro 3akoHa B
LEeIsIX TOCIENYIOUIEro IMOATBEPKAECHUS HMX TOCYJAapCTBEHHOH perucrpalnuy, OCYIIECTBISIOTCS Ha
OCHOBAHHUU JOKYMEHTOB M [JaHHbIX, HIPEICTABICHHBIX J0 JHSA BCTYIUIGHHS B CHIJIy HACTOSIIETO
@denepalibHOTO 3aKOHA, a TaKXE 3asdBJICHUS O NOJATBEP)KIECHUU TOCYJApPCTBEHHOM pPETUCTpaluu
JIEKapCTBEHHOI'0 IpernapaTa, IpPeJCTaBICHHOIO MPOMU3BOJUTENIEM JIEKApPCTBEHHBIX IPENapaTtoB MU
YIOJHOMOYEHHBIM KM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIH (hefiepalibHbI OpraH UCIONHUTENbHOU BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IPEyCMOTPEHHOM 3aKOHOAaTenbcTBOM Poccniickoit @enepannu o
Hajlorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHsATnMe pemeHUss O BHECEHMM M3MEHEHMM B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAllMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar M MEIUIMHCKOTO
IIPUMEHEHHs U TPEACTABIEHHBIE 0 IHSA BCTYIUIEHUS B CWIy Hacrosumero denepanbHOro 3aKoHa, U
MIPUHSATHE PEIIECHUS O BHECEHUH U3MEHEHMI B IOKYMEHTBHI, COAepIKAILIMECs B PETUCTPALIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapaT il MEIULIUHCKOTO IPUMEHEHHUS U TIPEJCTABICHHbIE HA
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB JO JHS BCTYIUIEHMsI B cuiy Hactosuiero denepanpHoro 3akoHa,
OCYILECTBISAIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NMPEACTABIEHHBIX 1O IHS BCTYIUICHHS B CHILY
HacTtosamero ®enepanbHOr0 3aKOHA, a TakKXKe 3asABJICHHUS O BHECEHWHM H3MEHEHUN B JOKYMEHTHI,
CoJieprKalMecs B PETUCTPALIMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBINA JIEKAPCTBEHHBIN IpemnapaTr i
MEIUIIMHCKOTO MPUMEHEHUs, NPEICTaBICHHOIO IMPOU3BOANUTEIEM JIEKaPCTBEHHBIX MPENnapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBMM C HacToAmuMm @DenepalbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIH (peiepaabHbIil OpraH UCTIOJIHUTETbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yIUIaThl TOCYJapCTBEHHOM MOLUIMHBI, IPETyCMOTPEHHOMN 3aKOHOAATENLCTBOM Poccuiickont @enepanuu o
Hajorax u coopax.

(uactsb 3.3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.4. Bpimaua pazpenieHuid Ha TPOBEACHHE KIMHHUYECKUX HCCIIEIOBAHUM  JIEKAPCTBEHHBIX
MpenaparoB Uil MEAUIUHCKOrO MPUMEHEHHUS 1O 3asBICHUSM, MOJIAHHBIM JO0 JHS BCTYIUIEHUS B CHUILY
Hacrosero denepanbHOTO 3aKOHA, a TAKXKE IO 3asABICHUSAM, TTOJAHHBIM TIOCIIE JHS BCTYIUICHUS B CUITY
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Hacrosmniero OeneparbHOro 3aKOHa HA OCHOBAHMH SKCIEPTH3, IPOBEICHHBIX 10 THS BCTYIUICHUS B CHITY
Hacrosimero PenepasbHOr0 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUU € HacTosmuM DenepaabHBIM
3aKOHOM Ha OCHOBaHMU JOKYMEHTOB U JaHHBIX, IPEJCTABICHHBIX WM IOJYYSHHBIX /0 JAHS BCTYIUICHHS
B cuily Hacrosuiero denepanbHOro 3aK0Ha, a TAKXKE HA OCHOBAHMU KOIMHU NIPEIBAPUTEIBHOIO JI0TOBOPA
00s13aTENBHOTO  CTPaxOBaHWs JKU3HM, 37I0POBbSI IMAI[EHTOB, YYaCTBYIOIIUX B  KIMHUYECKOM
WCCIIC/IOBAaHUH JIEKAPCTBEHHOTO0 MpenapaTta s MEJUIIMHCKOTO MPUMEHEHHs, WM KOIHH JO0TrOBOpa
00s[3aTENBHOTO  CTPaxOBaHWs JKU3HM, 37I0POBbSI IMAI[MEHTOB, YYaCTBYIOIIMX B  KIMHUYECKOM
UCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara Jjis MEIUIIMHCKOTO MPUMEHEHHs, JHOO0 Ipe/CTaBICHHON
KOIIMU JIOTOBOpA 003aTEIbHOTO CTPAXOBAHMS, 3aKJIFOYEHHOTO B COOTBETCTBUH C THUIIOBBIMH ITPAaBUIIAMH
00513aTENIbHOTO CTPaxOBaHHUsA, C YKa3aHUEM NpeAeTbHONH YUCICHHOCTH MAlMEHTOB, YYacCTBYIOUIMX B
KJIMHUYECKOM WCCIIEOBAaHUM JIGKAPCTBEHHOTO Mpernapara sl MEAWIUHCKOTO IpUMEHEHUs, 0e3
TpeOOBaHUS YIUIAThl TOCYAAPCTBEHHON IOILIMHBI, PEAyCMOTPEHHON 3aKOHOAATENLCTBOM Poccuiickoit
denepanun o Haorax u coopax.

(uactb 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HHOCTPAHHOW BAJIIOTE 10 AHS BCTYIUIEHHS B CUJIY HACTOSIIETO
®denepanbHOTO 3aKOHA MIPEIETBHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX TPOU3BOAUTEIICH HA JIEKAPCTBEHHBIC
npemnapaTsl, BKIIOYCHHbIE B IE€pPEUEHb >KMU3HEHHO HEOOXOIAMMBIX U BAXKHEWUIIUX JIEKAPCTBEHHBIX
MpenaparoB, MOAJIekKAT nepecueTy B pyonu no kypey LlenTpansHoro 6anka Poccuiickoit @enepannu Ha
naty, ycraHoBieHHyto [IpaBurtenbctBoM Poccuiickoit ®eneparuu, 6e3 NpeacTaBiCHUsS 3asBICHHUS O
repecyeTe eHbl ¢ BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUH B rOCYJIapCTBEHHBIN PEecTp MpeaebHBIX
OTIIYCKHBIX IIEH IMPOU3BOAMTENECH Ha JIEKApCTBEHHBIC MpEnaparhbl, BKIOUYECHHbIC B MEpPEUYeHb JKU3HEHHO
HEOOXOIUMBIX ¥ BAXKHEUIIIHMX JICKAPCTBEHHBIX MIPEIapaToB.

(uacts 3.5 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbBIE JO JHS BCTYIUICHUST B cuiy HacTosmero ®denepaibHOr0 3akoHa
npeleibHble OTIYCKHBIE IIEHbl POCCHMCKUX MPOU3BOAUTENICH Ha JIGKAPCTBEHHBIC IMpenapaThl,
BKJIFOUCHHBIC B TIEPEUCHb JKU3HEHHO HEOOXOJMMBIX M BAXKHEHUINUX JIEKAPCTBEHHBIX IPEIApaToB,
noanexxar wuHaekcamuu c¢ 1 HosOps 2010 roma umcxoAs M3 MPOTHO3UPYEMOTO YpPOBHS WHQISAINH,
yctanoBjiaeHHOTr0 dDeepanbHbIM 3aKkoHOM 0T 2 niekabpst 2009 rona N 308-D3 "O ¢enepanbHOM Or0KETE
Ha 2010 rox u Ha nnanoBsli nepuo 2011 u 2012 ronos" Ha 2011 rox.

(dactp 3.6 BBeneHa denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.7. Illocne 1 mapta 2011 roga He nomyckaroTcs IPOU3BOJACTBO U BBO3 B Poccuiickyro @eneparuo
JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKaX ¢ MapKUPOBKOM, KOTOpast Obljla HAHECEHA J0 JHS BCTYIUICHUS B
cwily Hactosawero PenepanbHOro 3akoHa. 1Io McredyeHMM ykKa3aHHOIO CpOKa JaHHBIE JIEKAPCTBEHHBIE
npenapaTbl MOTYT OTIIyCKaThbCsl, PEaJIn30BbIBATHCS, MEpPEAABaTbCsl U NPUMEHSATHCS /10 HCTEUEHUS HUX
CpOKa rOJJHOCTH.

(B pen. denepanbHbIX 3ak0HOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nHsa BCTyIUleHMs B cuily Hactosuero ®enepanbHoro 3akoHa u no 30 ampens 2011 roma
BKJIIOUMTEIBHO JIOMYCKAaeTCcs IMPOBEJIEHUE OSKCHEePTU3bl JIEKAPCTBEHHBIX CPEACTB  SKCIEPTaMH
OKCIIEPTHOTO  YUPEKIEHHS [0 TMPOXOXKIAEHUS MMM aTTECTallUd B TOPSAAKE, YCTaHOBIEHHOM
YIOJHOMOYEHHBIM (eIepaIbHBIM OPTaHOM MCTIOTHUTEIbHON BIACTH.

5. Co gus BeTyIuleHHs B cuily Hacrosuiero ®denepanbHoro 3akoHa u no 31 aexabps 2013 rona
BKJIFOUMTENIBHO OCYILECTBISIETCS MEPEeXo]l K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IIpaBWJIaMU OpPTaHU3alMK POU3BOJACTBA U KOHTPOJI KauyecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
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gyactd 1 crarbum 45 Hacrosmero @enepaabHOrO 3aKOoHa, B TOJHOM o0beme. Cpoku mepexoja
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB K MX MPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBaHUSMHU JAHHBIX MPABWJI, BKJIIOYAs CPOKH aTTECTAIlMU YIIOJHOMOYECHHBIX JIMI, YKa3aHHBIX B
gactax 6 m 7 cratbu 45 Hacrosuuero denepanbHOro 3aKOHA, ycTaHaBiMBaroTcs lIpaBuTenbcTBOM
Poccuiickoit @eneparuu.

6. JluueH3uu Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble 10 1 sHBaps 2014 roxa,
nerctBytoT nocie 1 ssaBapst 2014 roga A0 MCTEUEHHUS] CpoKa MX ACHCTBUS MPU YCIOBUHU COOTBETCTBUSA
JUIEH3MaTa TpaBUjaM OpraHu3allMy MPOU3BOJICTBA M KOHTPOJISI KAuecTBAa JICKAPCTBEHHBIX CPEJICTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hactosiiero deaepaibHOro 3aKoHa.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUs Ha IPOBEACHHE OSKCIEPTU3bl JIEKAPCTBEHHBIX
cpenctB (eaepaabHOMY TOCYAApCTBEHHOMY OIOKETHOMY YUPEKICHHIO MO MPOBEICHHUIO SKCIIEPTHU3BI
JIEKAPCTBEHHBIX CPEACTB M (PMHAHCOBOE 00ECIICUECHUE BBHITIOJHEHMS STOTO 3aJaHUsl OCYIICCTBIISIIOTCS B
nopsiike, ycraHoBlieHHOM PDenepanbHbIM 3aKOHOM 0T 12 siHBaps 1996 roga N 7-@3 "O HekoMMepuecKux
opraHuzanusx".

(uacth 7 BBeneHa denepanbubiM 3aKk0HOM 0T 29.11.2010 N 313-D3)

[Ipe3naent
Poccniickoit ®enepanuu
JAME/IBEJIEB
Mocksa, Kpemiib

12 anpens 2010 roga

N 61-®3
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