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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
l'ocynapctBennon Jlymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

nasa 1. OBLUMUE MNMOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosiwero ®enepanbHOro 3akoHa

1. Hacrosmmii @enepalbHbII 3aKOH PpEryJUpYET OTHOLICHMs, BO3HUKAIOIIME B CBA3M C
oOpamieHneM - pa3padOTKOH, MOKIMHUYECKHMMH HCCIECJOBAHUSAMH, KIMHHYECKUMH HCCIIEIOBAHHUIMH,
JKCIEPTU30M, TOCYJApPCTBEHHON PErHCTpalled B COOTBETCTBMM ¢ HAacTOSMM DenepaibHbIM 3aKOHOM
(manee - rocymapcTBEHHas perucTpanusi) WIM PErucTpalueidl B COOTBETCTBUU C MEXAYHApOJHBIMU
JIOTOBOpAaMHM M aKTaMH, COCTAaBJIAIOIIMMHM TpaBo EBpa3uiicKoro »KOHOMMYECKOIO COI03a (Janee -
perucrpanmsi), €O CTaHIApTU3alMEe M C KOHTPOJIEM KauecTBa, IPOU3BOJCTBOM, H3TOTOBIIEHUEM,
XpaHEHHUEM, IepeBO3KoW, BBO30M B Poccuiickyro denepanuto, BeiBo3oM u3 Poccuiickoii Penepannu,
pEKJIaMOM, OTIIyCKOM, peaju3aluel, Iepenadeld, NPUMEHEHUEM, YHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. Denepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hactrosmmii @enepanbHblil 3aKOH yCTaHABIMBACT MPUOPUTET FOCYJAPCTBEHHOTO PETYIMPOBAHUS
0€30MacHOCTH, KauecTBa 1 3(PEKTUBHOCTHU JIEKAPCTBEHHBIX CPEJICTB IPU UX OOpAIICHUH.
(B pen. @enepanbHOro 3akona ot 25.06.2012 N 93-D3)

CraTtba 2. Cepa npumeHeHnsa HacTosiwero ®epepanbHOro 3akoHa

Hacrosmuit ®enepanbHblii 3aKOH NPUMEHSIETCS K OTHOIICHUSM, BO3HUKAIOIIMM MpH 0OpalieHuH
JIEKApCTBEHHBIX CPEJICTB HA TeppuTtopuu Poccuiickoit @enepannu.

CraTtba 3. 3akoHoAaTeNnbLCTBO 06 OOpaLleHNn neKapCcTBEeHHbIX CPeacTB

1. 3akoHomaTenbcTBO 00 O0OpamieHUH JIEKApCTBEHHBIX CPEICTB COCTOMT M3 HACTOSIIETO
denepalbHOTO 3aKOHA, APYTrUX (QeAepalbHBIX 3aKOHOB M HMHBIX HOPMATHUBHBIX TIPAaBOBBIX aKTOB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Poccuiickoit ®enepanuu.

1.1. 3akoHOMaTEIHCTBO 00 OOpAIEHNHN JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH IOPUIUICCKUX JIUI U
WHIVUBUAYAIBHBIX — TPEINPUHUMATENCH,  OCYIICCTBISIONUX  JEATCIBHOCTh  HA  TEPPUTOPUU
MEXIYHAPOAHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS C YYeTOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
®enepanbHbIM 3aKk0HOM OT 29 utoHs 2015 roga N 160-®3 "O mexayHapoIHOM MEAMIIMHCKOM KilacTepe
Y BHECEHMM U3MEHEHU B OTIeJIbHBIE 3aKOHOAATeNIbHbIE aKkThl Poccuiickoit denepaunn’.

(uactp 1.1 BBeaena denepanbubiM 3akoHOM OT 29.06.2015 N 160-®3; B pen. deaepaibHOro 3aK0HA OT
04.08.2023 N 428-D3)

2. [leiictBue Hactosero denepalbHOTO 3aKOHA PACTIPOCTPAHIETCS HA 00palieHue HApKOTHIECKUX
JIEKapCTBEHHBIX CPEJICTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOAATENbCTBOM  Poccuiickoii ®dexepanuu 0 HApPKOTUYECKUX  CPEACTBAX,
MICUXOTPOIHBIX BEIIECTBAX M 00 UX MPEeKypcopax.

3. JletictBue Hacrosmero @DenepanbHOrO 3aKOHA  pAcCHpOCTpaHseTCs Ha  oOpalleHue
panuodapmManeBTHYECKUX JIEKApCTBEHHBIX CPEICTB € YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOJaTenbCTBOM Poccuiickoit deneparnyn B 001acTi 00ecrieueHus paJnaiioHHON 6€30MacHOCTH.

4. Ecnmu MexXIyHapoJHBIM JIoroBopoM Poccuiickoit Depepannu, MeXIyHApOIHBIMU JIOTOBOPAMHU U
aKTaMH, COCTABIIIOUIMMH MPaBO EBpa3uiicKoro SKOHOMHYECKOTO COr03a (Jajiee - aKThl, COCTABIISIOIINE
npaBo Coro3a), YCTaHOBIEHbl WHBIC TpaBUiia, YeM T€, KOTOpPhIE MPEIYCMOTPEHbI HACTOSAIINM
denepalbHBIM 3aKOHOM, TPHUMEHSIFOTCS IPaBUIIa MEKIYHAPOHOTO JIOTOBOPA, MPaBUiIa, COACPKAIINECS B
aKTax, cocTapistomux mnpaso Corosa.

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

4.1. PemeHuss MeEXrocylapCTBEHHBIX OpraHOB, IIPUHATBIE HAa OCHOBAaHUU  IIOJIOXCHUU
MEXIYHAPOAHBIX J0roBopoB Poccuiickonn @enepanun B UX HCTOIKOBAaHWH, NPOTUBOPEYALEM
Konctutynun Poccuiickonn @enepanuu, He nojexar ucnoiaHenuto B Poccuiickoit @enepanun. Takoe
IIPOTUBOPEYNE MOXKET OBITH YCTAHOBJIEHO B TOPSAKE, ONpPENEICHHOM (eepalbHbIM KOHCTUTYLIMOHHBIM
3aKOHOM.

(dactb 4.1 BBegeHa denepanbubiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEXKIYHAapOIHBIMU JoroBopamu Poccuiickon
@enepau M (WIM) Ha OCHOBE NPUHLMIA B3aUMHOCTH TPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENAapaTroB Uil MEIULMHCKOIO IIPUMEHEHUS, IPOBEIEHHBIX 3a
npeaenamMu treppuropun Pocculickon @enepanyu.

Ctatbs 4. OCHOBHbIE NOHATUSA, ncnonb3yemMmbie B HACTOALLEM CDenepaanOM 3aKOHe

Hns ueneit Hactosiniero deepanbHOro 3aK0OHA UCTIOIB3YIOTCA CIEYIOMINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHbIE CpPEJCTBAa - BEIIECTBA WJIM HMX KOMOMHAIIMHM, BCTYNAIOIIME B KOHTAKT C
OpraHMW3MOM 4YEJIOBEKa WJIM XKUBOTHOI'O, NMPOHUKAIOIIME B OpPraHbl, TKAHW OpPraHW3Ma YEeJOBEKA WIIU
KMBOTHOTO, TPUMEHSAEMBbIE IS NPOPUIAKTHKH, IMATHOCTHKH (32 HUCKIIOYCHHEM BEIECTB MU HX
KOMOMHAIMM, HE KOHTAaKTUPYIOUIMX C OPraHU3MOM YeJIOBEKa WM KHUBOTHOTO), JIeUeHHUs 3a00seBaHuUsl,
peadwInTalMy, JIi COXpaHEHHs, IPEeOTBPAIllEHHs] U NpepbIBaHUs OEpEeMEHHOCTH M IMOJIyuYeHHBIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OPraHU3Ma YeJIOBEKA WJIH )KMBOTHOT'O, PACTEHUI, MUHEPAJIOB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MCTOJaMH CHHTE3a HJIM C NMPHUMCHCHUCM Ouonornyeckux TexHojoruii. K JICKAPCTBCHHBIM CPCACTBaAM
OTHOCATCA (bapMaHeBTI/I‘IeCKI/Ie CY6CTaHHI/H/I H JICKAPCTBCHHBIC IIpCHIapaThl;

2) ¢apmareBTHUECKasi CyOCTAaHIUS - JIEKAPCTBEHHOE CPEJICTBO B BHUJEC OJHOTO WIJIM HECKOJIBKUX
obnagaromux (GpapMaKoIOrHuecKol aKTUBHOCTBIO AEHCTBYIOLINX BEIIECTB BHE 3aBUCUMOCTH OT NPUPOJIbI
IIPOUCXOXACHUS, KOTOPOE TPEJHA3HAYEHO I IMPOM3BOJACTBA, M3IOTOBJIECHUS JIEKAPCTBEHHBIX
IIpernapaToB U omnpenesnser ux 3G PpeKTuBHOCTS;

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

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BCIICCTBa HCOPraHN4€CKOro U1 OpPraHnu4cCKoro
MPOUCXOKACHUA, UCITIOJIB3YCMBIC B ITPOLECCC IMMPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX ITPCIIAPaTOB
JI1 IpUJaHus UM HCO6XOI[I/IMBIX (bHSHKO-XHMI/I‘leCKI/IX CBOfICTB;

4) nexapcTBEHHBIC Mperaparbl - JIEKAPCTBEHHBIE CPEIACTBA B BHUAE JIEKAPCTBEHHBIX (HOpM,
IpUMEHsieMble Ui NMPO(UIAKTUKM, JUAarHOCTUKU, J€YeHHs 3aboieBaHus, peaOMIuTauuu, MAJs
COXPaHEHHUs, IPEJOTBPALLCHHSI UJIU IPEpbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (opMa - COCTOSIHHE JIEKapCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CIOCOOaM
€ro BBEACHHS M MPUMECHCHHSI 1 00ECIIEYHBAOIICe JOCTHKEHIE HE0OX0IMMOT0 JiedueOHOTo 3 dekTa;

5.1) n03UpOBKa - COJIEPKAHKUE OJIHOTO MJIM HECKOJIbKHUX JICHCTBYIOIIMX BEIICCTB B KOJIMYCCTBEHHOM
BEIPOKCHUM HA CIUHUIYY J[03bl, WM CIUHUIy O0bheMa, WM CJIWHHUIy MAacChl B COOTBETCTBHU C
JICKaApCTBEHHON ¢GopMod OO JUIs HEKOTOPBIX BHJOB JICKAPCTBEHHBIX (OPM  KOJIHYECTBO
BBICBOOOKIAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI ICHCTBYIOIIECTO BEIISCTBA 3a CIUHUILY BPEMEHU;

(m. 5.1 BBenen DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

6) nmepeueHb KU3HEHHO HEOOXOIUMBIX U BAKHEHIIINX JIEKAPCTBEHHBIX MTPEMAPATOB - YTBEPIKIaCMBbIii
[TpaButensctBOoM Poccuiickoit denepanuu nepedeHb JIEKAPCTBEHHBIX MPEnapaToB IS MEAUIIMHCKOTO
MIPUMEHEHHS, 00CCIICYNBAIONINX MPUOPUTETHBIC TOTPEOHOCTH 3IPABOOXPAHCHHS B IEISIX MPO(PHIAKTHKH
U JeyeHus 3a00JeBaHMil, B TOM YHCIe Tpeodiagaronnx B CTPyKType 3aboneBaeMocTtu B Poccuiickoii
denepanuu;

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

6.1) opdanHbIe JIEKapCTBEHHBIE MperapaThl - JIEKAPCTBEHHBIC Npemaparhbl, MNpeaHa3HAUYCHHBIE
UCKJIFOUUTENIBHO JUISl TUarHOCTUKH, 3THONATOI€HETHUYECKOr0 MU MaTOreHETHYECKOro JIedeHus (JIeueHus,
HaIPaBJIEHHOT0 Ha MEXaHW3M pa3BUTHs 3a0051eBaHUsI) peKUX (OppaHHbIX) 3a00JI€BaHNI;

(n. 6.1 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03; B pen. DenepaqbHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) Ouonoruyeckue JEKapCTBEHHbIE Ipernaparbl - JIEKAPCTBEHHBbIE Npenapathl, JIeHCTBYIOLIEe
BEIIECTBO KOTOPBIX MPOW3BEICHO WM BBIACICHO M3 OWOJOTMYECKOTO WCTOYHHMKA W JJISi ONpEIeTIeHUs
CBOMCTB M KayecTBa KOTOpPHIX HEOOXoauMa KOMOMHAIMS OHOJOTMYECKHX M (DU3MKO-XMMHUYECKHUX
MeTonoB. K OWomormdyeckuM JIEKapCTBEHHBIM —IMperapaTtaM OTHOCATCS HWMMYHOOHOJIOTHYECKHE
JIeKapCTBEHHbIE Ipenaparbl, JEKapCTBEHHbIE Ipernaparhbl, MOJY4YEHHbIE W3 KpPOBH, IUIa3Mbl KPOBHU
YeJOBeKa M JKUBOTHBIX (32 WCKIIFOUYCHHEM IENbHOW KpPOBH), OMOTEXHOJOTMYECKHE JIEKapCTBEHHBIE
npernapaThl, FTeHOTEPANEBTHUECKUE JIEKAapCTBEHHbIE MpenapaThl, JIEKapCTBEHHBIE IMpernapaThl Ha OCHOBE
COMATHYECKUX KIIETOK;

(m. 6.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKkoHa OT
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMYHBIN JIEKAPCTBEHHBIN MperapaT - TeHOTEPAreBTUYCCKUMA JICKapCTBEHHBIN
npenapar s MEAMIMHCKOTO NMPUMEHEHHS, WIHM JICKaPCTBEHHBIM Mpernapar Ha OCHOBE COMATHUYECKHX
KJIETOK JJII METUIIMHCKOTO MPUMEHEHUSs, WK TKAaHEUHKEHEPHBII JIeKapCTBEHHBIN Mpenapat (mpemnapar
TKaHEBOW MH)KEHEPHH);

(. 6.3 BBeneH ®enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) WMMYHOOHMOJIOTMYECKHE JICKAPCTBEHHBIC TMpenaparbl - JICKAPCTBEHHBIC Mpenaparsl,
npelHa3HauYeHHble A (GOPMUPOBAHUSA AKTUBHOTO WJIM MACCHUBHOIO MMMYHHUTETa JUOO JMAarHOCTUKU
HaJIn4us HUMMYHUTCTA NI JUArHOCTUKU CHGLII/I(I)I/I‘ICCKOI‘O HpI/I06peTeHHOI‘ (¢} HU3MCHCHUA
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupyrone BemiectBa. K MUMMyHOOMOJIOTHYECKUM
JICKApCTBCHHBIM npenaparam OTHOCATCA BaKIIMHBbI, AHAaTOKCHUHBI, TOKCHUHBI, CbIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPeraparhl - IEKApCTBEHHbBIE MPenapaTsl, IPOU3BOJACTBO
KOTOPBIX OCYIIECTBISIETCSA C UCIOJIb30BAHUEM OMOTEXHOJOTUYECKUX MPOLIECCOB M METOJIOB (B TOM YHCIIE
JIHK-pekoMOMHAHTHONH TEXHOJOTHH, TEXHOJIOTUHM KOHTPOJIUPYEMOW SKCIPECCHH T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTHBHBIC OCJKW B MPOKAPHOTaX MW DJYKAPHOTaX, BKIIOYas W3MCHEHHBIC KICTKU
MJICKOTHUTAIOIINX ), THOPUIOMHOTO METO/1a M METOJa MOHOKJIOHAIbHBIX aHTUTEIL;

(. 7.1 BBegen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7.2) TreHOTepaleBTHYECKHE JIEKAPCTBEHHBbIE Ipenaparbl - JIEKApCTBEHHbIE  IIpenaparsl,
bapmarieBTHUYeCKasE CyOCTaHIMS KOTOPBIX SBISETCS PEKOMOMHAHTHOW HYKJICHMHOBOW KHCIOTOM WITH
BKJIIOYaeT B ce0sl pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY, IIO3BOJISIOUIYI0 OCYLIECTBIATD
perynupoBaHue, pernaparuio, 3aMeHy, 100aBJIeHHE I yIaJleHHe TeHETHYEeCKON TTOCIeI0BATEIbHOCTH;
(m. 7.2 BBeneH denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HApKOTHYECKHE JIEKaPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE IMpernapaThl U (apMalleBTUYECKUe
CyOCTaHIIMM, COJAEpIKalllle HAapKOTUYECKHE CpeJACTBa M BKJIIOYEHHble B IlepedeHb HAPKOTUYECKHUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, NOMIEKAIIMX KOHTporo B Poccuiickon
@denepanuy, B COOTBETCTBUM C 3aKOHOJATENbCcTBOM Poccuiickoil denepannu, MeEXAYHapOAHBIMU
norosopamu Pocculickoir @enepanny, B TOM 4ucie ENMHONW KOHBEHIIMEN O HAPKOTHYECKUX CPEACTBaX
1961 rona;

9) ncuxXoTponHbIE JEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE IpenapaThl U (hapMalieBTHUECKHE
CyOCTaHIIMM, COJEp’Kalllie ICUXOTPOIIHbIE BEUIeCTBa W BKIIOYEHHble B IlepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, NOMIEKAIIMX KOHTporo B Poccuiickon
@denepanuy, B COOTBETCTBUM C 3aKOHOJATeNbcTBOM Poccuiickoil denepannu, MeEXAYHapOAHBIMU
noroBopamu Poccuiickoit ®denepanuu, B ToM uncie KoHBeHIMEW O MCHUXOTPOMHBIX BemiecTBax 1971
roja;

10) paanodapmaneBTHUECKHE JIEKAapCTBEHHbIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOPHIE
COJZIep>KaT B TOTOBOM JUIsI MCIIOJIb30BaHUS (hOpME OJUH PAAMOHYKIH] WM HECKOIBKO PaTUOHYKIHIOB
(pamnoaKTUBHBIX U30TOTIOB);

10.1) opuruHanbHBI JEKapCTBEHHBIM Mpemapar - JIEeKapCTBEHHBIM Ipermapar C HOBBIM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JEUCTBYIOIMM BEILIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickonn ®Penepauuu uUiu B
MHOCTPaHHBIX FOCY1apCcTBaX Ha OCHOBAaHUM PE3YyJIbTATOB JOKIMHUYECKUX MCCIEJOBAHUM JIEKAPCTBEHHBIX
CPEACTB U KIMHUYECKUX MCCIICAOBAHHUM JIEKAPCTBEHHBIX MPENapaToB, MOATBEPKIAIOIINX €r0 KauyecTBO,
3¢ PEeKTUBHOCTh U OE30ITACHOCTb;

(m. 10.1 BBenen PenepasibHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JIeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MperapaT, KOTOPbIH HUCIOJIb3yeTCs
JUTS OIICHKY OMOSKBHBAJICHTHOCTH WJIM TEPANICBTHUECKOM SKBUBAJICHTHOCTH, Ka4eCTBa, Y3PPEKTUBHOCTU U
0€30IacCHOCTH BOCIIPOM3BEJACHHOTO JICKAPCTBEHHOTO Tperapara Wik OMoaHaaoroBoro (6mormnogo0HOro)
JIeKapCTBEHHOTO Tpemnapara (buoananora). B xauecTBe pedepeHTHOro JeKapCTBEHHOTO MpemnapaTa Jjs
MEAUIIMHCKOTO TPUMEHEHHsI HCIIONb3yeTCs OpPUTHMHAIBHBIN JIEKapCTBEHHBIM mpernapar Jubo, eciu
OpPUTMHAJIBHBIA JICKApPCTBEHHBIH IMperapaT HE 3aperucTpupoBaH WIM HE HAXOOUTCca B 00opoTe B
Poccuiickoit @enepanyiv 1 He HAXOIUTCS B 000pOTE B MHOCTPAHHBIX TOCYAapCTBaX, BOCIPOU3BEICHHBIN
JIeKapCTBEHHBIHN MpenapaT Win OMoaHaJoroBbIi (0100 100HBIN) JIEKapCTBEHHBIH mpenapar (OrnoaHasor),
KOTOPBIM TEpPBBIM 3aperMCTPUPOBAH U3 4YHCIa HaxoAasmuxcs B obopore B Poccuiickoit Deneparnuu,
OMOPKBHBAJICHTHOCTh WJIM  TEPAIeBTHUYECKas OKBHBAJICHTHOCTh, KadecTBO, JS()PEKTUBHOCTE U
0€30MacHOCTh KOTOPOTO OLEHUBAIKCH 110 OTHOILIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY Iperapary, a
TaKkKe KadecTBO, J(PPEeKTHBHOCTP U 0E30MaCHOCTh KOTOPOTO IOATBEPKAAIOTCS pe3yabTaTaMu
(dapmakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOJSAIIMXCS B TPakKIaHCKOM
000poTe, yCTAaHOBJICHHBIM TPeOOBaHMAM K WX KadyecTBY. B kadecTBe pedepeHTHOro JIEeKapCTBEHHOTO
mpemapata JUisi  BETEPUHAPHOTO TMPUMEHEHHs] HCIIOJIb3YeTCs  JIEKAPCTBEHHBIM mpemapar Juisd
BETEPUHAPHOTO NPUMEHEHMS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanud Ha OCHOBAHUHU
PE3yNbTAaTOB JOKIMHUYECKUX HCCIIEOBAHMM JIEKAPCTBEHHBIX CPEACTB M KIMHHUYECKHX MCCIIeIOBAaHUMN
JICKapCTBCHHBIX MPETNapaToB, MOATBEPKIAIONINX €0 KauecTBO, 3(HEKTHBHOCTL M 0€30MaCHOCTS;
(m. 11 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipon3BeIEHHBIN JIEKAPCTBEHHBIN Ipernapar - JeKapCTBEHHbIN MpenapaT sl MEAULIMHCKOTO
NPUMEHEHMs, KOTOpbIi HMMeeT HKBUBAIECHTHBI pedepeHTHOMY JIEKapCTBEHHOMY Ipernapary
KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JEHUCTBYIOIIMX BEIIECTB B JKBUBAJICHTHOU
JeKapcTBEeHHON (opme, nuOO JeKapCTBEHHBIN IMpenapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPBIH
UMEeT TaKue K€, 4YTO M pedepeHTHbI JIeKapCTBEHHBIH IIpermapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JICMCTBYIOIIMX  BELIECTB B TakoW ke JIeKapCTBEHHOH  Qopme,
OMOPKBUBAJICHTHOCTh  WJIM  TepaleBTUYECKash JKBHUBAJEHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary MoATBEPKIeHa COOTBETCTBYIOIIUMH UCCIIEI0BaHUSIMM,

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

12.1) TepaneBTHUYECKasi SKBUBAJIIEHTHOCTH JICKAPCTBEHHBIX MPENApaToOB - JOCTUKEHHE KIMHUYECKH
COIOCTaBUMBIX TepaneBTUYecKoro s¢p@dexkra M mnokazarened >PQPEeKTUBHOCTH M OE30MACHOCTH NpU
IIPUMEHEHUN JIEKAPCTBEHHBIX IIPENaparoB s MEIUIMHCKOTO INPUMEHEHHUS, MMEIOIIHUX OJHO
MEXIYHapOJAHOE HENaTeHTOBaHHOE (MM XMMHUYECKOE, WM TPYNIHUPOBOYHOE) HAUMEHOBAHME, B
SKBHMBAJIECHTHBIX JIO3MPOBKaxX IO OAHMM M TEM JK€ MOKAa3aHUSAM K NPUMEHEHHUI0 U INPU OJUHAKOBOM
crioco0e BBEJIEHHUS y OJIHOM U TOMl Jke TpyIIIbl O0JIbHBIX;

(m. 12.1 B pen. denepanbroro 3akona ot 27.12.2019 N 475-03)

12.2) 6uoananorosblii (6MOMOAOOHBIN) JIEKApCTBEHHBIM MpenapaT (0MoaHaior) - OHOJOTrHYECKH
JICKapCTBEHHBIN Ipernapar, CXOXXHH M0 MapaMeTpaM KadecTBa, 3((EKTUBHOCTH M OE€30MaCHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TaKOil e JeKapCTBEHHON dopme u
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

HMEIOIUH UACHTHYHEIN CII0OCO0 BBEACHHS;
(n. 12.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3anmo3aMeHsEMbIN JICKAPCTBEHHBIN Ipenapar - JEKapCTBEHHBIN IpernapaT ¢ JI0Ka3aHHOM
TEparneBTHUECKON SKBUBAJICHTHOCTHIO WM OHOSKBUBAJICHTHOCTHIO B OTHOIICHUU pPEPEPEeHTHOrOo
JIEKapCTBEHHOT'O MpENapara, UMEIOIIMN SKBUBAJIEHTHBIE €My KauYE€CTBEHHBI COCTAB U KOJIMYECTBEHHBIN
COCTaB JICHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTAaTENbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpMY U CHOCOO
BBEJ/ICHUS;

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

12.4) OHMOAPKBUBAIEHTHOCTh JIGKAPCTBEHHBIX MpPENapaTroB - JOCTHIKEHHE COMOCTaBUMBIX
HoKa3aTese CKOPOCTH BCACHIBaHMSA, CTETNEHU IMOCTYIJICHUS K MECTY ACHCTBUS U CKOPOCTU BbIBEIEHUS
OJTHOTO WJIM HECKOJIbKHX 00J1aatonux (papMakoJIOTHIeCKON aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB MPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB A MEIUIMHCKOIO IMPUMEHEHHUs, MMEIOUIMX OIHO
MEX/IYHapOJAHOE HENaTEeHTOBaHHOE (WM XHMMHUYECKOE, WM TIpPYNINUPOBOYHOE) HAUMEHOBAHHE, B
HKBUBAJIEHTHBIX JO3UPOBKAX M IPHU OJIMHAKOBOM CIIOCOOE BBEICHUS;

(n. 12.4 BBeneH PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

13) JICKAPpCTBECHHOC PACTUTCIIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHHSA 100 HX 4acCTu,
HCIIOJIB3YCMbBIC [JId IMPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB OpraHu3aluiaMui - IIPOU3BOAUTCIIIMUA
JICKApPCTBCHHLIX CPCACTB HJIM H3IOTOBJICHHA JICKAPCTBCHHLIX IIPCIIAPATOB AlITCUHBIMU OPraHU3allusAMMU,
BCTCPUHAPHBIMH allTCYHBIMH OpraHu3aluiaMi, WHAUBUAYAJIBbHBIMA MNPCANIPUHUMATCIIIMU, WUMCIOIIUMU
JIMIICH3HUIO Ha (I)apMaL[eBTI/I‘leCKy'I-O ACATCIIbHOCTD,

14) nexkapcTBEHHBIM pPAaCTUTENBbHBIN Mpenapar - JEKapCTBEHHbIN Ipernapar, NPOU3BEICHHBIN WU
U3TOTOBJIEHHBIN U3 OZHOIO BUJA JIEKAPCTBEHHOT'O PACTUTEIBHOIO ChIPbs WM HECKOJIBKHX BHIOB TAKOTO
CBIPBS U pean3yeMblii B pacacOBAHHOM BHJIE BO BTOPUYHOM (TIOTPEOUTEIHCKOM) YITAKOBKE;

15) romeonaTuyeckuii J€KapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, IpOU3BEeAeHHbIN WIN
U3TOTOBJICHHBIH M3  (apMaleBTUUECKOW CyOCTaHIMM WIM (apMaleBTUYECKUX CyOCTaHIMl B
COOTBETCTBUM C TpeOOBaHMAMM OOIIMX (papMakoNeHHbIX cTaTed K TOMEONaTHYeCKHM JIeKapCTBEHHBIM
mpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSMHU (apMakoIled CTpaHbl MPOU3ZBOJUTENS TaKOTO
JIEKapCTBEHHOI'O IIpernapara;

(m. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexayHapOAHOE HETaTEeHTOBAaHHOE HaMEHOBAHHUE JIEKAPCTBEHHOTO CPE/ICTBA - HAMMEHOBAHHE
NEHUCTBYIOIIErO0  BelIecTBa  (papManeBTUYECKONM  CyOcTaHIUM, peKOMeHAoBaHHOe  BcemupHoii
OpraHu3alMen 31paBOOXPaHEHHUS;

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

17) ToproBoe HaMMEHOBaHWE JEKAPCTBEHHOTO CpPEICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpEICTBa, IPHUCBOEHHOE €ro pa3palOTUMKOM, JepKaTelleM WM BIAAETbIEM PErucTPalioOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara;

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

17.1 ) IpYHNIUpPOBOYHOC HaMMCHOBAHUC JICKAapCTBCHHOT'O npemapara - HanMMCHOBAHUC
JICKApCTBCHHOT'O IpfIiapara, HC MMCIOMICT0 MCKIAYHAPOAHOr0 HEMMAaTCHTOBAHHOI'O HAWMCHOBAHHA, HIIN
KOM6I/IHaI_II/II/I JICKApPCTBCHHLBIX MPCIapaToB, HUCIOJB3YyEMOC B MLCIIAX O6’LC,Z[I/IHGHI/IH HUX B TpYHILy 1non
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

€IMHBIM HAMMEHOBAaHUEM HCXOJIS U3 OJMHAKOBOTO COCTaBa JICHCTBYIONINX BEIIECTB;
(n. 17.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmias apmakoneiiHas cTaTbsa - JTOKyMEHT, YTBEP)KICHHBIN YIIOJHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIIOJIHUTEIBHOW BJIACTH M COAEPIKAaIUil NepeueHb MOoKaszaTenell KadyecTBa M (MJIM) METOJOB
KOHTPOJISl KauyecTBa KOHKPETHOW JIEKApCTBEHHOH (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CBHIPbS,
BCIIOMOT'aTEeNIbHBIX BEIIECTB, ONUCAHMUSA OHOJOTUYECKUX, OHOXHMHUYECKHX, MHKPOOHOIOTHYECKHX,
(U3NKO-XUMHUYECKUX, (PU3NYECKUX, XUMUYECKUX U IPYTUX METO/0B aHAJIN3a JIEKAPCTBEHHOT'O CPEJICTBA,
a TaKkKe TpeOOBaHMS K MCIOJIb3YEMbIM B LIENISAX IPOBEICHHS JAaHHOTO aHAJIHM3a PEaKTHBAM, THTPOBAHHBIM
pacTBopam, HHAMKATOPaM;

(B pen. deaepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) dapmakoneiinas craThsi - JOKYMEHT, YTBEPXJCHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIOJHUTEIBHON BJIACTU U COAEPKALIUM MepeyeHb MoKa3aTeseil kKauecTBa U METOA0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOI'O CpPEJCTBA, JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS, BCIIOMOTaTEJIbHBIX
BEIIIECTB;

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19.1) crangapTHble 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPAaBHEHHS C KOTOPBIMHM OCYLIECTBISETCS
KOHTPOJIb Ka4eCcTBAa HCCIEAYeMbIX JIEKAPCTBEHHBIX CPEACTB C IMOMOIIBI0 (PU3UKO-XUMHUYECKHX U
OMOJIOTMYECKUX METOOB B LIEJIAX MOATBEP)KICHHUS COOTBETCTBHSI JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM
HOPMAaTUBHOM JTIOKYMEHTAallU{, YCTAHOBJIEHHBIM IPU OCYIIECTBIECHUHU T'OCYJAapCTBEHHOHN perucTpanuu, u
KOTOpbIE€ MNPUMEHSIOTCS JJI KaJUOpOBKM CTaHIAPTHBIX OOPAa3lOB IMPOU3BOIAMUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMBIX JJIsi KOHTPOJS KauyecTBa M HHBIX LeJed Mpu OOpalleHUH JIeKapCTBEHHbIX
CPEACTB;

(m. 19.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

19.2) dapmakonelHplii cTaHIApTHBIA o0Opa3en - CTaHAAPTHBIN oOpasel, NpPOU3BEIECHHBIH B
COOTBETCTBHH C (papMaKoneitHON cTaThel;
(n. 19.2 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJEpXalluii MepeueHb OINpeAeNsieMbIX II0
pe3yibTaTaM COOTBETCTBYIOIIMX JKCIEPTHU3 IIOKa3aTeled KayecTBa JICKAPCTBEHHOIO CpeACTBa MJIA
MEJIULIMHCKOTO IPUMEHEHMS], METOJI0OB KOHTPOJIS €r0 Ka4eCTBAa U YCTaHOBJIEHHBIN €r0 IIPOU3BOIUTEIIEM;

21) HOPMATUBHBINA JOKYMEHT - TOKYMEHT, COJIepKAall1il epeyeHb ONpeesieMbIX M0 pe3ylbTaTaM
COOTBETCTBYIOIIMX JKCHEPTHU3 TOKa3aTeleld KayecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHOM  (opMbl, oOmucaHus OWOJOTMYECKUX, OHOXUMMUYECKUX, MHKPOOUOIOTHYECKUX,
(GU3UKO-XUMHYECKUX, (PU3NUECKUX, XUMUYECKUX U JPYTrUX METOJIOB aHaln3a JIEKapCTBEHHBIX CPEICTB
JUI BETEPUHAPHOTO NMPUMEHEHUsI, TpeOOBaHUS K MCIOJIb3yeMbIM B LIEJSIX NMPOBEACHUS JAHHOTO aHaIn3a
peaKkThBaM, TUTPOBAHHBIM PACTBOPAM, NHIUKATOPaM U YCTAHOBJICHHBIN €r0 MPOU3BOJUTENIEM;

21.1) oOumii TeXHWYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTe€pHajioB, COCTOSALIMHA U3
HECKOJIbKUX  pa3lielioB -  JOKYMEHTallMd  aJMUHHCTPATUBHOIO  XapakTepa,  XUMHYECKOH,
¢dapmarieBTHUeCKOH M OMOJIOTMYECKOW JIOKyMEHTaluHu, (apMaKoJIOrH4ecKoil, TOKCHKOJIOIMYEeCKOH
JOKYMEHTAIlMH, KIMHUYECKON JOKYMEHTAllMM M TPEICTABISAEMbI OJHOBPEMEHHO C 3asBJICHHEM O
rOCyJapCTBEHHOM perucTpaiiy JeKapCTBEHHOTO Mpenapara il MeIMIIMHCKOr0 IpUMEHeHus B popmare,
YCTaHOBJIEHHOM YTIOJIHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(bapMakonelHoi ctaTby MO0 B CiIydae €€ OTCYTCTBUS HOPMATUBHOW JOKYMEHTAIIMU MJIM HOPMAaTHBHOTO
JIOKYMEHTa;

23) 0e30macHOCTh JIEKAPCTBEHHOI'O CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpE/CTBa,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHaJN3¢e ero 3(h(HeKTUBHOCTH U PUCKa PUYNHEHHUS BPE/ia 3/10POBbIO;

24) > QeKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepPUCTHUKA CTEHEHU IOJ0XKHUTEIbHOTO
BIMSIHUSA JIEKapCTBEHHOI'O IIpernapara Ha TE4YeHHEe, MPOAOIDKUTEIbHOCTh 3a00J€BaHUs MM  €ro
IpeA0TBpAllCHNE, PeaOUIUTAIINIO, HA COXPAHEHHE, IPEIOTBPAILCHUE HIIH IPEPhIBAHUE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TECXHOJOTMYCCKOr'o HUKJIa €TI0 MPOU3BOANUTCIICM,

Koncynerantlltoc: npumeyanue.
C 01.01.2025 n. 26 cr. ct. 4 u3naraercs B HoBou penakiuu (@3 ot 30.01.2024 N 1-®3). Cwm.

OyIylUIyto peaaKIuio.

26) perucTpaloHHOE yJIOCTOBEPEHHE JIEKAaPCTBEHHOIO Ipernapara - JOKYMEHT, IMOTBEP KIAr0IINI
(bakT rocy1apcTBEHHOW PErHCTPALIMU JIEKAPCTBEHHOTO TIpernapara;

26.1) nepxatenb WU BIIaJelel] PErUCTPAMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Ipemnapara -
pa3paboTUMK JIEKApCTBEHHOTO CpEJICTBA, IPOU3BOJUTENb JIGKAPCTBEHHBIX CPEACTB HIM HMHOE
IOPUINYECKOe JIMIo, O0Jamaroniee MpaBoM BIAJCHHS PETUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPBIE
HECYT OTBETCTBEHHOCTb 32 Ka4eCTBO, 3P PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO TIperapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

277) perucTpaiMoHHbII HOMEp - KOJOBOE 0003HAUYECHHE, TPUCBOCHHOE JIEKAPCTBEHHOMY IpernapaTry
MIPU €TI0 TOCYAAPCTBEHHOM PEruCTpallMK UM PETUCTPAIUH;
(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, JOKIWHUYECKHUE HCCIEIOBAHUSA,
KIIMHUYECKHE HUCCIIEJOBAHMsI, DJKCIEPTHU3a, TOCYJAapCTBEHHAs pErucTpauus WM  perucrpanus,
CTaHJapTU3alMsl U KOHTPOJIb KayecTBa, MPOW3BOJCTBO, M3rOTOBJICHHME, XpaHEHHE, IEpeBO3Ka, BBO3 B
Poccuiickyro ®@enepanuto, BeiBo3 U3 Poccuiickoit denepanuu, pexiiaMa, OTIIYCK, peaau3anys, epeaaya,
MIPUMEHEHNE, YHUUTOKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyObekTbl O0OpalieHHs] JEKapCTBEHHBIX CPEACTB - (U3WYECKUE JUIa, B TOM UHUCIE
WHIVBUAYAJIbHBIE NPEANPUHAMATENN, U IOPUAWYECKUE JIMLA, OCYILIECTBISIOIIUE AEATEIbHOCTh IIPH
oOpallleHUH JIEKapCTBEHHBIX CPEJICTB;

30) pa3pa60Tq1/H< JICKApCTBCHHOI'O CpCACTBA - OpraHu3anusd, 06.1'[8.2[2[10].].[3.51 MpaBaM Ha PE3YyJIbTAThI
JOKIIMHUYCCKUX I/ICCJ'Ie}IOBaHI/Iﬁ JICKApCTBEHHOT'O CpeacTBa, KIIMHHYCCKHUX HCCIICTOBAHUM
JICKApCTBCHHOTO IIpeliapaTta u (I/IJ'II/I) Ha TEXHOJIOTHUIO TPOU3BOJACTBA JICKAPCTBCHHOI'O CPCACTBA,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

31) IIPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB - HACATCIBHOCTH IIO IIPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHuU3allUsAMU - MPOU3BOAUTCIISIMU JICKAPCTBCHHLIX CPCACTB Ha OJIHOM CcTaanuu, HECKOJBKUX
HJIM BCEX CTAAUAX TEXHOJIOTHYCCKOI'O IPOHECCa, a TAKXKE IO XPaHCHHUIO W p€alu3alliuu IIPOU3BCACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) npou3BOACTBEHHAs IUIOLIA/IKA - TEPPUTOPUATBHO 000COOIEHHBIH KOMIUIEKC ITPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJCTB, IPEIHA3HAYEHHBIH JUUIs BBIIOJHEHUS BCEro Ipolecca MPOU3BOACTBA
JIEKapCTBEHHBIX CPECTB WIIM €r0 OIPEIESICHHOMN cTanu;

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

32) npousBOAMTENb JIEKAPCTBEHHBIX CPEJICTB - OpPraHU3alMsl, OCYILECTBIIAIOIIAs IPOM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUsAMHU HacToslero denepaabHOro 3aKoHa;

33) dapmarieBTHYECKAs JCATEIBHOCT - JEATEILHOCTh, BKIIOYAKOMIAs B c€0sl ONTOBYIO TOPTOBIIIO
JICKapCTBCHHBIMU  CPEJICTBAMH, WX XpaHCHHWE, TMEepeBO3Ky © (WIH) PO3HUYHYI TOPTOBIIO
JICKQpPCTBCHHBIMH TIperapaTaMd, B TOM YHCJIEC JUCTAHIIMOHHBIM CIIOCOOOM, WX OTIIYCK, XpaHCHHE,
MIEPEBO3KY, U3TOTOBJICHHUE JICKAPCTBCHHBIX MPETIapaToB;

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

34) opraHu3anmus ONTOBOM TOPrOBJIM  JIEKAPCTBEHHBIMU CpPEACTBAMH -  OpraHu3alus,
OCYLLIECTBIISIONIAs ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMH CpEACTBAMH, MX XpaHEHUE, MEepPEeBO3KY B
COOTBETCTBHUH C TpeOOBAaHHUSIMU HAcTOsIEero deneparbHOro 3aK0Ha;

35) anre4yHas opraHu3alMs - OpPraHU3alUs, CTPYKTYPHOE TOJpa3[elieCHue MEIUIUHCKON
OpraHH3aIMH, OCYIICCTBISIONNE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpenapaTaMHi, B TOM YHUCIIC
JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEeHUe, IePEeBO3KY, U3TOTOBIIEHHE U OTIYCK JIEKAPCTBEHHBIX MPEMapaToB
JUTSE MEITUITUHCKOTO MPUMEHEHHSI B COOTBETCTBUM C TPEOOBAHUSIMH HacTosMIero denepaibHOTO 3aK0Ha;
(B pen. PenepanbHbIx 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHass OpraHU3alus - OpraHMu3alus, CTPYKTYpHOE IMOJpa3/elieHne
BETEPUHAPHOW OpraHU3aliy, OCYIIECTBIAIOINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIPENapaTaMH,
B TOM UYHCJIE€ JUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, HW3TOTOBJIEHHE M OTIYCK JEKapCTBEHHBIX
IpenapaToB JUIsi BETEPUHAPHOIO TNPUMEHEHUS B COOTBETCTBUM C TpEeOOBAHUSMHU HACTOSIIETO
denepanbHOrO 3aKOHA;

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

37) panbcudunmpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JEKAPCTBEHHOE CPEJICTBO, COMMPOBOKIAEMOE
TI0KHOM MH(OpMaIHeil 0 ero coctaBe U (WJIK) TPOU3BOJIUTETIE;

38) HemoOpOKAYECTBEHHOE JIEKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE  CPEJICTBO, HE
COOTBETCTBYIOIIEe TPeOOBaHUSAM (hapMaKOICHHOI CTaThu JIMOO B Cilydae e OTCYTCTBHS TPEOOBaHHIM
HOpMaTI/IBHOI\/'I JOKYMCHTAIUXU WUJIX HOPMATHBHOT'O JOKYMCHTA,

39) xoHTpadakTHOE NTEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HaxosIIeecss B 000poTe
C HapyILlIEHUEM IPakJaHCKOTO 3aKOHO/1aTeIbCTBA;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

40)  JOOKJIMHUYECKOE  MCCIEIOBAaHHWE  JIEKAPCTBEHHOI'O cpeacTtea - OMOJIOTHYECKHE,
MUKPOOHOJIOTHYECKUE, UMMYHOJIOTHYECKHE, TOKCHKOJOTHYECKHE, (apMaKoJIorudeckue, (Guandeckue,
XUMHUYCCKUEC U z[pyrne HUCCJICI0BaHUA HeKapCTBeHHOI‘O CpGI[CTBa HYTGM HpI/IMeHeHI/ISI HaqubIX METOOO0B
OIICHOK B IEJISAX IMOJTYYCHUS J0KA3aTEIbCTB 0€30MacHOCTH, KauyecTBa M () (PEKTUBHOCTH JICKAPCTBEHHOTO
CpelCTBa;

4]1) KIMHMYECKOE WCCIIEOBAaHUE JIEKApPCTBEHHOIO TIIperapara - HU3y4eHHE JHAarHOCTUYECKHX,
7eueOHbIX, MPOPUIAKTUIECKUX, (APMAKOIOTHYECKUX CBOWMCTB JICKAPCTBEHHOIO Iperapara B Ipolecce
ero TPUMEHEHHS Yy 4YeJIOBEKa, JXMBOTHOTO, B TOM YHCJIE MPOLECCOB BCACBHIBAHMS, paclpeaecHus,
HU3MCHCHUA W BBIBCACHUA, IIYTCM IMPUMCHCHUA HAYYHBIX MCETOAOB OLCHOK B MHOCIAX IMOJYYCHHA
JOKa3aTelabCcTB Oe30macHOCTH, KadecTBa W 3()(EKTUBHOCTH JICKApCTBEHHOTO Iperapara, JaHHBIX O
HCKCJIIATCIIbHBIX PCAKIUAX OpraHu3dMa 4YCJIOBCKA, JKWUBOTHOrO Ha MNPHUMCHCHUC JICKAPCTBCHHOI'O
npenapara U 00 3ddekre ero B3aMMOAEHCTBHSA C APYTMMH JIEKaPCTBEHHBIMHU IperapaTaMu U (W)
[UILIEBLIMU IPOAYKTAMU, KOPMaMHU;

42) MHOT'OLICHTPOBOC KIIMHUYCCKOC UCCICAOBAHHC JICKAPCTBCHHOI'O IIpfliapara AJjId MCAUIITHUHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCECKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IIpliapara Mmjiid MCAUIUHCKOIO
INPpUMCHCHUA, IIPOBOAUMOC p33pa6OT‘lI/IKOM JICKAPCTBCHHOT'O IIpCIllapaTa B ABYX U boiee MCANITMHCKHUX
opranm3anusax 1Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHEC JICKAPCTBCHHOI'O IIpCIlapara
g MECAULUHCKOTO IMPUMCHCHHA - KIMHUYCCKOC MCCICAOBAHUC JICKAPCTBCHHOI'O IIpfriapara JId
MCAUIHUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfIiapara B pPa3JIMYHBbIX
CTpaHax Imo €AMHOMY IPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOT'O IIPLCIiapara;

44) MOCTPErucTpallMOHHOE KJIMHUYECKOE WCCIIEOBAaHHE JIEKapCTBEHHOTO Ipemapara s
MEIUIMHCKOTO TIPUMEHEHHUS - KIMHUYECKOe WCCIENIOBAaHUE JIEKAPCTBEHHOTO Tpemnapara s
MEIULUHCKOTO MPUMEHEHHs, TPOBOIUMOE MPOU3BOANUTENEM JEKApCTBEHHOTO MpenapaTa, rpaxJIaHCKU
000pOT KOTOPOTO OCYHIECTBIISICTCS IOCJIE TOCYJapCTBEHHON PETHUCTPALUH WIM PErHCTpalyy, B IEIsIX
JOMOJTHUTEIBHOTO cOOpa JaHHBIX O ero 0e30macHOCTH U APPEKTUBHOCTH, PACHIMPEHMs IMOKa3aHUH K
MNPUMECHCHUIO JAHHOI'0 JICKAPCTBCHHOT'O IIPCIiapaTra, a TaKXE BBIABJICHUSA HCKCEIIATCIIbHBIX peaKuHﬁ
MAIMEeHTOB Ha €ro JAeWCTBUE;

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

45) wuccrenoBaHue OHMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IpenapaTa - BUJA KIMHUYECKOTO
UCCIIEIOBaHMsl JICKApCTBEHHOIO IpenapaTa, MpOBEJIEHUE KOTOPOro OCYIIECTBIIAETCS IS ONpPEIeIICHUs
CKOPOCTH BCAaChIBaHMsI U BBIBEJICHHMS OJHOIO WJIM HECKOJIBKMX OONajaromux (apMakoJIOorHuecKou
aKTUBHOCTBIO JIEWCTBYIOUIMX BELIECTB, KOJUYECTBA JIEKAPCTBEHHOI'O IIpernapaTa, [JOCTUTAIOIIETO
CHCTEMHOI'0 KpPOBOTOKA, W Pe3yJbTaThl KOTOPOTO IMO3BOJIAIOT CIeNaTh BBIBOJ O OMO’KBUBAJIEHTHOCTH
BOCIIPOU3BEICHHOI'O JIEKAPCTBEHHOI'O Mpenapara B OINPEEICHHBIX JIEKAPCTBEHHON (hOpMeE U T03UPOBKE,
COOTBETCTBYIOLINX (hOpME U T03UPOBKE pehepeHTHOTrO JIEKapCTBEHHOTO Mpernapara;

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

46) wuccnenoBaHME TEPANEBTUUYECKON HSKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IIpENapaToB - BHJ
KJIMHAYECKOTO MCCIIEJOBAHUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEIECHNE KOTOPOrO OCYIIECTBIISETCS IS
BBISIBIICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpENapaToB ONpeAeIeHHOMN JIeKapCTBEHHOM (OpMBI, a
TaKK€ HaJIMuds OJMHAKOBBIX TIOKa3aTened Oe30macHOCTM M 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
MpernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpH UX MPUMEHEHHH;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

47) npoTOKOJN KJIMHUYECKOTO MCCIIEJOBAHMSI JIEKaPCTBEHHOI'O Ipenapara - JOKYMEHT, B KOTOPOM
OIIpeNeNIAI0TCS LeNH, (POPMBI OpraHu3alMi U METOMOJIOTUS MIPOBEACHUS KIMHUUYECKOrO MCCIEe0BAHuUS,
CTaTUCTHYECKHE METO/bl 00pa0OTKM pe3yabTaTOB TAaKOTO HCCIEIOBAHHUS M MEphl MO 00ecreyeHUro
0e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIUMX B KJIMHUYECKOM HCCIEI0BAaHUM JIEKAPCTBEHHOIO
npenapara;

48) 6p0m10pa HCCIICA0BATEIIA - CBOJHOC U3JIOKCHUE PE3YIIBTATOB JOKIMHHUYCCKOI'0 UCCIICA0OBAaHUA
JICKAPpCTBCHHOTO  CpCACTBA U  KIIMHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O IIperapara IJid
MCIUIHUHCKOI'O IPUMCHCHUA

Koncynprantlntoc: npumeqanue.
C 01.01.2025 B n. 49 ct. 4 BHOCcarcs m3Mmenenus (P3 or 30.01.2024 N 1-®3). Cm. Oynymryro
penaKuuio.

49) unpopMaMOHHBIN JTMCTOK MaIllMEHTa - JOKYMEHT, B KOTOPOM COJepkKaTcs B JOCTYMHOU Gopme
CBEJICHUsI, KAcCaIolIMecs MPOBOJMMOIO KIMHUYECKOTO HCCIEOBaHUS JIGKAPCTBEHHOTO Ipemnapara, U B
MUCbMEHHON (opme 10OpOBOJIBHOE cCOTacHe MallMeHTa Ha y4YacTHE B KJIMHMYECKOM HCCIIEIOBaHUU
JICKQpCTBEHHOTO TIpernapara Mocje O3HAKOMJICHHS C OCOOCHHOCTSIMH KIMHHYECKOTO HCCIICTOBAHMS,
MMEIOLIUMU 3HAYECHUE JJIs BEIPAXKEHUS TAKOTO COTIIACHS;

50) mobouyHOEe JEHCTBUE - pEaKlus OpraHu3Ma, BO3HHUKINAS B CBS3M C I[PUMEHEHHEM
JICKQpCTBEHHOT'O TMIperapata B J103aX, PEKOMEHAYEMbIX B HHCTPYKIMHU [0 €ro MPUMEHEHHIO, IS
HpO(i)I/UIaKTI/IKI/I, JUAardHoCTHUKH, JICUCHU A 3a6OH€BaHI/I$I WM 1Jid pea6I/IJ'II/ITaIII/II/I;

50.1) HexenaTelbHas pEaKIUs - HENpeAHAMEPCHHas HeOJIaronpusTHas peakIus OpraHu3Ma,
KOTOpasi MOKET OBITh CBSI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara;
(n. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas pPEaKIUs - HEKeJaTelbHas peaklusi OpraHu3Ma, CBSI3aHHas C
IPUMEHEHHEM JIEKapCTBEHHOTO Ipernapara, IMpHUBEAIIas K CMEPTH, BPOXKIECHHBIM aHOMAIMAM HIIU
MIOpOKaM Ppa3BUTHs OO MpeCcTaBisAomas co0oi yrposy >KU3HH, TpeOyrolas TOCHUTAIU3AlUU WIH
IpUBE/IIAs K CTOMKON yTpaTe Tpy10CIOCOOHOCTH U (MJIM) MHBAJIHMIHOCTH;

52) HCMIPCABUACHHAA HECKCIATCIbHAA PCAKIUA - HEXKCIATCIbHAsA PCAKIUA OpraHu3Ma, KOTOopas
CBA3aHAa C NPUMEHEHUEM JIEKapCTBEHHOI'O Ipenapara B J03aX, PEKOMEHJYEMBIX B IMPOTOKOJIE €ro
KJIIMHUYECKOTO0 MCCIEe0BaHus, OpOIIIOpe HCCIAeA0BaTeNs, WJIW C TMPUMEHEHHEM JIEKapCTBEHHOTO
mpemapaTa B 033X, PEKOMEHAYEMbIX B HMHCTPYKIHMH [0 €ro NPUMEHEHHUIO ISl MPOQPHUIAKTUKH,
JAUArdHOoCTHUKH, JICUCHUA 3a00JIEBaHUS WIH MC}II/IHI/IHCKOﬁ pea6I/IJ'II/ITaHI/II/I NnanucHTa, U CyHOCTb, TAXKCCTh
WM UCXOJ KOTOPOH HE COOTBETCTBYeT MH(OpMAlMU O JEKApCTBEHHOM Iperapare, coaepkKaileics: B
IIPOTOKOJIE €ro KJIMHUYECKOTO MCCIEA0BaHUs, OpOIIIOpe HCCIeNoBaTeNsl WIM B HHCTPYKIMHM IO
MIPUMEHEHHUIO JIEKApCTBEHHOTO Mpernapara;

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

52.1) ¢dapmakoHam30p - BHJ JAEATEIBHOCTH 10 MOHMTOPUHTY 3(P(GEKTUBHOCTH U 0€30IacHOCTH
JIEKapCTBEHHBIX  IpernapaToB, HAMpaBiICHHBIH HAa BBISABICHHE, OLEHKY W  NPEJOTBpalIeHHE
HEXKEJIATEJIbHBIX MTOCIIECTBUI IPUMEHEHM JIEKAPCTBEHHBIX NIPENAPaTOB;

(m. 52.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

52.2) mnaH ynpaBleHUST PUCKAMHU - TOJAPOOHOE OMHCAHHWE MEPOINPHUATH 1o (papMakoHAI30DY,
HAIpPAaBJICHHBIX Ha BBIABICHUE, OLEHKY U MPENOTBPALEHUE WM MHUHHUMH3AIUIO PUCKOB, CBA3AHHBIX C
JIEKapCTBCHHBIMU TIperiapaTaMu, BKIF0UYas OeHKY 3P PEKTUBHOCTH JTAHHBIX MEPOTIPUSTHH;

(. 52.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeqanue.
C 01.03.2025 B m. 53 ct. 4 BHOCsATCa w3MeHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyaynryro
penaKuuio.

53) penenTt Ha JEKApCTBEHHBIN MpenapaTr - MEAMIMHCKANA JOKYMEHT YCTaHOBJICHHOH (OpPMBEI,
coJiepKalllMii Ha3HAYeHHE JIEKapCTBEHHOI'O Ipernapara JUisi MEIULMHCKOIO NPUMEHEHMS, BbIIAHHBIN
MEIUIIMHCKUM pPa0OTHUKOM B IEJSIX OTIYCKAa JIEKAPCTBEHHOTO Mpernapara WIM €ro H3rOTOBJICHHS U
OTIIyCKa Ha OyMa)KHOM HOCHUTEJIE UJIM C COIJIACHs MALMEHTa WM €r0 3aKOHHOT'O MPECTABUTENS B popme
ANIEKTPOHHOTO JIOKYMEHTa, MOJMUCAHHOTO C HCIOJIb30BAaHHEM YCHJICHHON KBalU(UIIUPOBAHHOM
AJIEKTPOHHOW TMOJNUCH MEIWIMHCKOTO pabOTHHKa, JUOO JOKYMEHT YCTAHOBICHHOH (OpMBI,
COJiep>Kalllvii Ha3HAUYEHHUE JIEKapCTBEHHOI'O Ipenapara JUis BETEPUHAPHOTO MPUMEHEHHs, BbITAHHBIN
CHELMAIMCTOM B O0JIaCTH BETEPUHAPUU B LEISIX OTIYCKAa JIEKAPCTBEHHOrO Ipenapara WIH €ro
M3TOTOBJICHUS U OTITyCKa Ha OyMa)>kHOM HOCHUTEIIE;

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

Koncyaprantlnroc: npumeyanue.
C 01.03.2025 1. 54 cr. 4 u3naraetcs B HoBo# pemakuuu (D3 ot 30.12.2021 N 463-D3). Cm. Oyaymryro
PEIaKIHIO.

54) TpeboBaHMEe MEAMIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuud - JIOKYMEHT
YCTaHOBJICHHOHN (hOPMBI, KOTOPBIM BBHIMMCAH MEAULMHCKUM PAaOOTHUKOM HJIM CIIELUAIUCTOM B 001acTH
BEeTEpUHAPUH, MUMEIOIIUMH Ha 3TO TPaBO, M COACPKUT B THCbMEHHOH (hopMe yKa3zaHHWE anTedHOU
OpraHU3alK WM BETEPUHAPHOM anTeyHOl opraHu3anu o0 OTIyCKe JIEKApCTBEHHOTO MpernapaTa Hiu o
€ro M3roTOBJIEHUU U 00 OTHYCKe Juls oOecriedeHus J1edueOHOro mpolecca B MEAUIIMHCKONW OpraHU3allii,
BETEpUHAPHOW OpraHu3aIuiy;

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

55) KOMIUIEKCHas OIleHKa JIeKapCTBEHHOTO TpemapaTa - OIEHKa 3aperuCcTPUPOBAHHOTO
JICKapCTBCHHOT'O TIperapara, BKIYaroias B ce0s aHam3 WHOOPMAIUK O CPAaBHUTEIHHON KIMHHYECKOU
3¢ (HEeKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO MpernapaTa, OleHKY SdKOHOMUYECKUX TOCIEICTBUN €T
MPUMCHCHHS, W3yUEHHUE JOTIOJHUTEIBHBIX TOCIEICTBUN MPUMEHEHUsS JICKApCTBEHHOTO IIperapara B
LEeIsIX TPUHATHS PElIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIGKAPCTBEHHOTO IMIpernapara B IepedeHb
KU3HEHHO HEOOXOJMMBIX W BOKHEHIIMX JICKAPCTBEHHBIX IMPENapaToB, HOPMATHBHBIC TIPABOBHIC aKThI H
WHBIE JOKYMEHTBI, OMPeAeSIONINe MOPAI0K OKa3aHUsI METUIIMHCKOM MMOMOIIHM, U UCKIIIOUEHHUS eTo U3
YKa3aHHBIX MTePEeUHs, aKTOB M JOKYMEHTOB;

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

56) CUCTEMAa MOHUTOPHUHIAa JBHKCHHA JICKAPCTBCHHLIX IIpCrapatoB A MCIUIUHCKOI'O
NPpUMCHCHUSA - (I)C,I[epaJIBHaH rocyaapCrBCHHad I/IH(I)OpMaLII/IOHHaSI CUCTCMAa MOHHUTOpPUHIA IOBUKCHUSA
JICKApCTBCHHBIX MpCrapaToB A MCAUIOHUHCKOrO MNPUMCHCHHA OT IPOU3BOAUTCIIA OO0 KOHCYHOI'O
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MOTPEOUTENST C WCIOJB30BAHWEM B OTHOIIECHUHM JICKAPCTBEHHBIX MPEMapaToB s MEIUIIMHCKOTO
MIPUMEHEHHUS CPEJICTB UACHTU(DUKAIINH.
(. 56 BBenen @enepanbHbM 3ak0HOM OT 28.12.2017 N 425-03)

Maea 2. NTONHOMOYUA ®EQEPANIbHbIX OPFTAHOB UCNONHUTENBHOWU
BNACTU, UCMOJTHUTENIbHbIX OPFTAHOB CYEBEKTOB POCCUUCKON
PEOEPALIUU NMPU OBPALLEHUU NEKAPCTBEHHbIX CPELOCTB
(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 5. lNonHomouusa denepanbHbIX OPraHOB MWCMNONIHUTENLHOW BRacTu nNpwu
obpalleHMn nekapcTBEeHHbIX CPeaAcTB

K noxHomouunsM (I)CﬂepaHLHBIX OpraHoB HCIIOJIHUTEILHOM BJIaCTH npu O6paH_ICHI/II/I JICKApCTBCHHBIX
CpE€aACTB OTHOCATCA:

1) npoBenenue B Poccuiickoii ®Denepauuu €AUHONW TOCYAApCTBEHHON MOJUTUKM B oO0jacTu
obecrieyeHus JIeKapCTBEHHbIMU IIpenapaTaMu rpaxjad B Poccuiickoit @enepanuuy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yrBepxkiaeHue oOmmMXx (apmakonedHbIX cTareil, (apMaKONEHHBIX CTaTe, W3/IaHUC
rOCyJapCTBeHHOH (papmaxorien, CoO31aHne U BEACHUE peecTpa (papMaKoneiHbIX CTaHIapPTHRIX 00pa3IoB;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymecTBiIeHHE (QeACpATHHOIO TOCYIApPCTBEHHOTO KOHTPOJs (Han3opa) B chepe obOpamieHus
JICKaApCTBEHHBIX CPE/ICTB;
(B pen. DenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) nuIeH3WpOBaHWE TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM 4HCcIe (enepanbHblii
TOCYAapCTBEHHBIN JIMIIEH3UOHHBIM KOHTPOJIb JAEATEIHHOCTH MO MPOU3BOJCTBY JICKAPCTBEHHBIX CPEJCTB,
MEPUOINYECKOE MOATBEPKIECHUE COOTBETCTBUS JIMIIEH3MATa, MMEIOLIEro JIMIEH3UI0 Ha MPOU3BOJCTBO
JIEKApCTBEHHBIX CPEACTB, U (PapMalleBTUUYECKON JEATEIHPHOCTH B COOTBETCTBUU C 3aKOHOJIATE€IHLCTBOM
Poccuiickoit denepanuu;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

5) opraHu3zanusi SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB, ITHUECKOH HKCIEPTU3BI BO3MOKHOCTH
MPOBEJICHUS KIIMHUYECKOTO MCCIIEOBAHMUS JIEKAPCTBEHHOTO Mpernapara Jisl MEIUIIMHCKOTO MPUMEHCHHSI,
OKCIEPTU3bl  JOKYMEHTOB, TMPEACTABIEHHBIX [UJISI OMNpENCNICHHUS BO3MOXKHOCTH pPaccMaTpHUBATh
JICKapCTBCHHBIN TIperapar Ui METUIIMHCKOTO NMPUMEHEHHUS B KadecTBe Op(aHHOTO JICKAPCTBECHHOTO
npernapara;

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

5.1) opranuzanusi OpoBeNEHUS KOMILIEKCHOW OILIEHKM JIEKapCTBEHHOrO IMpenapara B ULEIsIX
NPUHATUSA PENIEHUA O BO3MOYKHOCTH BKIIFOUEHHUS JIEKAPCTBEHHOrO Mpemnapara B MEPEYEeHb KU3HEHHO
HEOOXOUMBIX M BaXHEWIIUX JIEKAPCTBEHHBIX TMpENaparoB, HOPMATHUBHBIE MPABOBBIE aKThl U HHBIE
JOKYMEHTBI, OMNPENCIAIOINe MOPSAOK OKa3aHWs MEIUIMHCKON IMOMOIIM WJIM HUCKJIIOYEHHS €ro u3
YKa3aHHBIX [I€PEYHs, AKTOB U JTOKYMEHTOB;

(m. 5.1 BBegen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

6) BblJa4a pa3pelIeHUI Ha MPOBENECHNE KIMHUYECKUX HCCIIEI0BAaHUI JIEKapCTBEHHBIX IIPENaparos,
BEJICHUE PEECTpa BBIIAHHBIX Pa3pelICHUI Ha MPOBEICHUE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX
[Ipenaparos;

7) rocymapcTBEHHas pPErucTpalus JEeKapCTBEHHBIX IIPernapaToB, BEACHHE TIOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/CTB;

7.1) peructpauus, MOATBEPKIECHUE pETUCTpaluu (MepeperucTpanus), BHECEHHE H3MEHEHUN B
PEruCTpallMOHHOE J0ChEe, a TAKKE MPOBEACHHUE MPOLETYP, CBSI3aHHBIX C PETUCTpAIUeii, B COOTBETCTBUU C
yTBEpKACHHBIMU EBpa3suiickoil 5KOHOMHUYECKOW KOMHUCCHEH NpaBUJIAMU PETUCTPALUU U HKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MPUMEHEHHUs W TpaBUIaMHU PEryJupoBaHUs oOpalieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOXKEHHOW TeppuTOpuu EBpazuiickoro 3KOHOMHUYECKOTO
COM03a;

(m. 7.1 BBegen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mpencraBieHHe — MHPOPMAIUMU O  PETHCTPALMM,  MOATBEPKIECHUH  PETHCTPALAN
(mepeperucTpanyu), BHECEHHHM W3MEHEHMH B pPErHMCTPallUOHHOE J0Che, a TaKkke O NpoLeaypax,
CBA3AHHBIX C perucrpauuei, B EBpasMHCKyI0 3KOHOMMYECKYI0 KOMHCCHIO C MCIOJb30BaHUEM
MHTETPUPOBaHHON MH(POPMALIMOHHOM cucTeMbl EBpa3niickoro SKOHOMHYECKOT0 COI03a B COOTBETCTBUU C
YTBEPKACHHBIMU EBpazuiickoli 3KOHOMUYECKOW KOMHCCHEW IMOpsSJIKOM (QOPMHUPOBAaHUS M BEICHUS
€IMHOI'0 PeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBPa3suilcKOro S5KOHOMHYECKOTO COHO3a
U TpaBWIAMU PEryIMpPOBaHUS OOpallleHUsT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TaMOKEHHOU
TeppuTopun EBpa3suiickoro 5JKOHOMHUYECKOIO COH03a;

(. 7.2 BBegen ®enepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

7.3) yTBep)KIOCHUE TIOpsAKA TNPHOCTAHOBJICHUS JEHCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
JICKAPpCTBCHHOI'O  IIpfliapara WJIHW OI'paHUYCHHUA MNPUMCHCHHA JICKAPCTBCHHOI'O IIperiapara JId
MEIULUHCKOTO TMPUMEHEHHs B  Cly4dasX, HpPeIyCMOTPEHHBIX YyTBepXAeHHbIMU EBpasuiickoii
SKOHOMHUYECKON KOMHCCHEN InpaBUJIaMH PETHUCTpALUKA W OKCIICPTHU3bI JICKAPCTBECHHBLIX CPEACTB JIA
MEIULUHCKOTO TPUMEHEHUs, U BO30OHOBIIEHMS JEWCTBUS PETUCTPALIMOHHOIO  YIOCTOBEPEHUS
JICKApCTBCHHOT'O IIpfriapata WA CHATHA OrpaHUYCHUA HNPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MEIULUHCKOTO TPUMEHEHHUS;

(m. 7.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranmzanus U (WIK) MPOBEACHHE HMHCIEKTUPOBAHUS CYOBEKTOB OOpaIeHHS JIEKapCTBEHHBIX
CPEACTB Ha COOTBETCTBHE YTBEPKICHHBIM EBpa3uiicKOW 3IKOHOMHYECKONM KOMHUCCHEN IpaBHIIAM
HaJexamed 1abopaTopHON MPaKTUKU, MpaBUIaM HaJJIeKalled KIWHUYEeCKOW MPaKTUKU, MpaBUiIaM
HaJuIexKalled JUCTPUOBIOTOPCKON MPaKTUKH, NMpaBWiIaM HaJUlekallell nmpakThku (apmakoHaa3opa, a
TaKkK€ YTBEPKACHHBIM YIIOJIHOMOYEHHBIMH ()eiepalIbHBIMH  OpraHaMU HCIIOJIHUTENbHONW BIACTH
MpaBWiIaM HaJJIekanled alTeyHOW MPAKTUKH, TPaBUJIaM XPAHEHUS JIEKapCTBEHHBIX CPEJCTB;

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

8.1) opranm3zanus u (W) MPOBEACHUE WHCIIEKTHPOBAHUS CYOBEKTOB OOpaIEHUs JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM NPABHI HAJJICKAIICH MPOW3BOIACTBEHHON MPAKTHUKH, BbITada
3aKTIOYEHUH O COOTBETCTBHHM TIPOM3BOJMTENS JIEKAPCTBEHHBIX CPENCTB TPEOOBAHUSM TPABUI
HaJJIeKallel Mpou3BOJCTBEHHON TPaKTUKH;

(. 8.1 BBenen MenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

8.2) yCTaHOBJEHHE MOpsAKa BEACHMUS M BEACHHUE TOCYJAapCTBEHHOIO pEecTpa 3aKIIOYEHUH O
COOTBETCTBUM  IPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM  IpaBWJI  HajAJexKalueil
IIPOU3BOJICTBEHHO! IIPAKTUKY;

(. 8.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) TOCymapcTBEHHas pPETUCTpAlMs MPEACITbHBIX OTIYCKHBIX IIEH TPOW3BOJUTENCH Ha
JICKApCTBEHHBIC MPENapaThl, BKIIOUYEHHBIE B IEPEYCHb J>KM3HCHHO HEOOXOJMMBIX W BaKHEHIINX
JIEKapCTBCHHBIX TIPENapaToB, W BEICHHE TOCYIApPCTBEHHOTO peecTpa MPEIeIbHBIX OTIYCKHBIX II€H
MIPOU3BOIUTEIICH HA JIEKApPCTBEHHBIC TpenapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOJMMBIX U
BXHEHIIINX JICKAPCTBEHHBIX MPEMapaToB;

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

9.1) cornacoBaHue NPOEKTOB PEIICHUM MCIOJHUTEIBHBIX OPraHoB CcyObekToB Poccuiickoii
Qenepanii 00 yCTaHOBJICHHH M (WJIM) W3MEHEHUHU IpeNeibHBIX pPa3MEpPOB OINTOBBIX HAJI0aBOK H
MpPEeIbHBIX Pa3MEPOB PO3HUYHBIX HAN0aBOK K (DAaKTHUYECKUM OTHYCKHBIM IICHAM, YCTaHOBIICHHBIM
MIPOM3BOUTEISIMU  JICKAPCTBEHHBIX TIPEMapaTroB, Ha JIEKAPCTBEHHBIC IperapaThl, BKJIIOUCHHBIC B
MepeueHb )KU3HEHHO HEOOXOMMBIX M BOKHEHIIINX JICKAPCTBEHHBIX TPEIIapaToB;

(m. 9.1 BBemen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepanbHOro 3akoHa OT
08.08.2024 N 232-D3)

10) Bblmaya, YCTAaHOBJIICHHWE TMOpPSIKA BBIIAYM pPa3pelICHUs HAa BBO3 KOHKPETHOW MapTUH
JIEKapCTBEHHOTO cpeacTBa B Poccniickyro denepanuio;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BeImaua, ycTaHOBICHHE TOPSIIKA BBIAAYU U (POPMBI JOKYMEHTA, KOTOPBIA MOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipermapara JUlsi MEIULIUHCKOIO IPUMEHEHHUS OCYILECTBIECHO B
COOTBETCTBMHM C TpeOOBAHMSAMHU TPAaBWI HAJIeKANICH MPOM3BOACTBEHHOW NPAKTUKA WM YTO
JIEKapCTBEHHBIM Ipenapar s BETEpUHApPHOrO MPHUMEHEHMs JONYIIeH K oOpamieHuto B Poccuiickoit
@denepanv, ¥ MOJUIKUT MPEACTABICHUIO IO TPEOOBAHUIO YHNOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpETIapar;

(m. 10.1 BBenen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-03)

10.2) BpIaya, yCTaHOBJICHHE IOpsiIKa BbIAAUYW U (OPMbI JOKYMEHTA, COJAEPIKAIIEro CBEJIEHUS O
CTaZuAX TEXHOJOTMYECKOro IMpoIecca MPOU3BOACTBA JIEKAPCTBEHHOIO CPENCTBA IS MEIULIUHCKOIO
MIPUMEHEHHUS], OCYIIECTBISIEMBIX Ha TeppUTOpUn EBpa3suiickoro 3KOHOMHUYECKOT0 COI03a;

(n. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanpHoro 3akoHa oOT
13.07.2015 N 241-@3)

11) co3nanue cOBETOB 1O BOIIPOCAM, CBSI3aHHBIM C 0OpallleHueM JIEKapCTBEHHbIX CPE/ICTB;
12) arrecTanus 1 cepTUQHUKALUS CIEIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsiops 2013 roga. - @enepanphblit 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBieHue hapmMakoHaI30pa;
(. 14 B pen. deaepanpHoro 3akoHa oT 22.12.2014 N 429-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

15) yuactue B MEXI1yHaApOAHOM COTPYJHUYECTBE;

16) nosryueHue 1o 3anpocaM yrnoJHOMOUYEHHOIO (eiepabHOr0 OpraHa UCIOJIHUTEIbHON BIACTH OT
WCTIOJHUTENBHBIX OpraHoB cyObekToB Poccuiickoit ®enepannu, a Takke OT CyOBEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEJCTB JJIs MEIUIMHCKOIO MIPUMEHEHUs MH(OpMAIMK 110 BOIIPOCaM YCTAHOBJIEHUS U
IIPUMEHEHHUS LIEH Ha JIEKApCTBEHHbIE MPENapaThl U HaJ0ABOK K HUM;

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

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylleHue 3aKoHoaTebcTBa Poccuiickoit deaepannu;

18) yTBepkIeHHE MpaBWJI HAJISKAIICH aNTeYHOW NMPAaKTUKH, MPABWI XPAaHCHHS JICKAPCTBEHHBIX
CpPEACTB;
(n. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBnenue nopsaka GOpMHUPOBAHUS PETUCTPALIMOHHOTO JI0ChE HA JIEKaPCTBEHHBII npenapar
ISl BETEPUHAPHOTO MTPUMEHEHHSI U TpeOOBaHMIA K IOKYMEHTaM B €0 COCTABE;
(n. 19 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3aKOHA OT
30.01.2024 N 1-93)

20) - 21) yrpatunu cuiy. - Genepanbhblii 3akoH ot 30.01.2024 N 1-O3;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-03;

23) yrBepxkaeHue TpeOOBaHUI K HMHCTPYKLUUU IO BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHBIX
[Iperaparos;
(n. 23 BBegen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3aKoHa OT
30.01.2024 N 1-93)

24) npuHATHE PEIICHUH, SBJISIOUIMXCS OCHOBAHMSIMM JJISl BKJIFOUEHUS JOMEHHBIX MUMEH U (WIJIH)
yKaszaTene CTpaHul caiiToB B HMH(pOPMAIMOHHO-TEJIEKOMMYHUKAMOHHOW ceTH "HHTepHeT", a Takxke
CETEBBIX aJpPECOB B EAMHYI aBTOMATU3UPOBAHHYIO HH(OpManUOHHYIO cucTemMy "EnuHbplii peectp
JOMEHHBIX HMEH, yKa3aTelell CTpaHul] CalTOB B MH(OPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"Nurepuer” u CETEBBbIX aJpecoB, ITO3BOJISFOIINAX UACHTU(PUIINPOBATD CalThI B
MH(POPMALlMOHHO-TEJIEKOMMYHUKAaIMOHHOW ~ cetn  "HHTepHer",  coaepkamue  MH(QOpMALHIO,
pacmpocTpanenue Kotopod B Poccuiickoii ®enepanuu 3ampemieHo"”, B OTHOIICHHUH HWH(POPMAIINH,
COJIepJKalle INpEAIOKEHNE O PO3HUYHOM TOProBJ€ JIEKAPCTBEHHBIMU IIpENapaTaMH, B TOM YHUCIIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HMYHAs TOProBJiI KOTOPBIMU OrpaHWYeHa WM 3allpellleHa B
COOTBETCTBHH C HacTosmuM DenepanbHbIM 3aKOHOM, U (MIM) HH(OpMAIIMHY, coJieprKallieil TpeioskeHne
O PO3HMYHOM TOProBj€ JIEKAPCTBEHHBIMH IpenaparaMd, B TOM YHCIE JAWCTAaHIMOHHBIM CIIOCOOOM,
JUIaMHM, HE HMMCEIOIIMMH JIMIIEH3UMM U Pa3pelIeHHs] Ha OCYILECTBICHHE TaKOM NEATEIbHOCTH, €CIH
[OJIyY€HUE JIMLEH3MM W  pPa3pelieHus] MpPeayCMOTPEHO 3aKOHOAATEIbCTBOM 00  oOpalleHuu
JIEKapCTBEHHBIX CPE/CTB;

(1. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BpIaua pa3peuieHuid Ha BBOJ] B TPAXKAAHCKUN 000pOT MMMYHOOHOIOTUYECKHUX JIEKApCTBEHHBIX
IIPEnaparos..
(1. 25 BBeneH PexnepanbHbIM 3ak0oHOM OT 28.11.2018 N 449-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

26) peryIMpoBaHHE BOMPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTHIO JICKAPCTBEHHBIX IPEIapaToB
IUTSE METUITUHCKOTO TIPUMECHEHUSI.
(. 26 BBeneH @enepanbHbiM 3akoHOM OT 19.10.2023 N 503-03)

Cratba 5.1. [llepemaya ocyuwecTBneHUss mnosiIHoMouun eaepanbHbIX OpPraHoB
MUCMNOSIHUTENIbHOW BNacTuU Npu obpalleHMU neKapCTBEHHbIX CPeACTB UCMONMHUTENbHbLIM
opraHam cyb6bekToB Poccuinckon Peaepaumm

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

[TonmHOMOUMS (enepanbHBIX OPraHOB HMCIIOJHHUTEIBHON BIIACTH HpU OOpAILCHUH JIEKAapCTBEHHBIX
CPEICTB, MPEAyCMOTPEHHbIe HacTosmMM @DenepanbHbIM  3aKOHOM, MOIYT IepefaBaTbCs s
OCYIIIECTBIICHUS HUCIOTHUTEIBHBIM OpraHaMm cyObekToB Poccuiickoli ®Denepanyii MOCTAHOBIICHUSIMU
[IpaBurensctBa Poccuiickoit @enepaunu B Mopsiake, ycTaHOBIeHHOM denepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-@3 "OO6 oOmmx NpUHOMIIAX OpPraHU3alHMU IMyOIMYHON BIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

Cratba 6. [lMonHOMOuYMA WMCNOMHUTENbHbLIX OpraHoB cyo6bekta Poccunckon
denepaumm npm odpaLieHnn neKapcTBeHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

K mogHOMOYHMSM HMCHOJHHUTENBHBIX OpraHoB cyObekta Poccuiickoit denepanuu npu oOpanieHUN
JIEKaPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) pa3paboTka 1 peanu3anus pernOHAIBHBIX MPOTrpaMM 00ecreueHUs] HACeIECHHs JIEKapCTBEHHBIMU
npenapaTramu;

2) yCcTaHOBJIEHHE NPEJEIbHBIX Pa3MEPOB ONTOBBIX HAaJ0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTENISMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBbIE Ipenaparbl, BKIIOUYEHHBIE B IE€PEUEHb >KU3HEHHO HEOOXOIMMBIX H
BAOKHEUILINX JICKAPCTBEHHBIX IIPENApaToB;

3) OCYIIECTBICHHE PETHOHATBHOTO TOCYJApPCTBEHHOTO KOHTPOJIS 3a MPUMCHCHHEM IIeH Ha
JIEKapCTBEHHBIE TMpenaparhl, BKIIOUYEHHbIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JICKaPCTBCHHBIX IMPEMapaToB, OPTaHU3AIHUSIMH OITOBOW TOPTOBIHM JICKAPCTBEHHBIMH CPEJICTBAMH,
anTeuYHbIMH OpTaHU3alUSMHU, WHIUBUIYaTbHBIMUA MPEANPUHUMATEISIMH, HWMEIOIIMMHU JIMIEH3UI0 Ha
(dapMaIreBTHYECKYIO JCSATCIbHOCTh, MEIUIIMHCKUMHU OPTaHU3AIMSIMH, HWMEIONIMMH JIUIEH3UI0 Ha
(bapMaleBTUUECKYIO AESTeNbHOCTh, U HUX O0OCOONEHHBIMU TMOAPA3JICICHUSIMH, PACIOIOXKEHHBIMU B
CEJIbCKMX HACEJIEHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTeYHBIC OPTaHHU3AIIHH;

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-3)

4) npuHsATHEe pemieHus 00 HCMONIb30BaHMM Ha Teppuropuu cyowekra Poccuiickoit denepammu
HapsIy ¢ perenTaMy Ha JeKapCTBEHHBIE TpernapaThl, 0hOpMIICHHBIMA Ha OyMa>KHOM HOCHTEJIE, PEIICTITOB
Ha JICKApCTBEHHBIE MIperapaTsl, CPOPMUPOBAHHBIX B (HOPME IIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBennen denepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka u usgaHme rocyaapcTtBeHHoM chapmakoneu, pasmelleHue
OaHHbIX O HeW

1. Tlox rocynmapcTBeHHOW (apMakoreeii MOHMMAETCS CBOJ OOmUX (apMaKOMEWHBIX cTared u
(hapMaKOIIeHHBIX CTaTCH.

2. Pa3zpaborka oOmmx ¢apMakomeWHbIx cTareil W (apMaKONEHHBIX CcTaTeld, B TOM YHUCIIE
¢dapmakonelHsIXx crareii Ha (apMakoleiHble CTaHAAapTHBIE O00pas3lbl, M BKIOYEHHE UX B
rOCYJapCTBEHHYIO (D)apMaKONEI0 OCYIIECTBISAIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIMOJHOMOYEHHBIM
(enepabHBIM OPraHOM UCTIOITHUTEIBHON BIIACTH.

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

3. Pa3paboTka (apMakorneiiHoi cTtaThbd Ha pe)epEeHTHBIN JIEKAPCTBEHHBIN Mpernapar U BKIOYCHUE
ee B rOCyNapCTBEHHYIO (apMakoler0 B TEUYEHHE CPOKa JEHCTBUS 3aIIUThl MCKIIOYHTEIHHOTO IpaBa,
yJIOCTOBEPEHHOT'O TIATEHTOM Ha pe)epEHTHBIN JIEKAPCTBEHHBIN NpenapaT, OCYIIECTBISIFOTCS C COTJIACHUs
ero pa3pabdoT4HKa.

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

4. TocymapctBeHHas (¢apmakores W3JaeTCsl  YIOJTHOMOYCHHBIM  (helepaibHbIM  OpPTaHOM
WCTIOJIHUTEJILHOM BJIACTH 3a CYET CPEJICTB (peliepabHOro OrPKETa U MOJUICKHT TEPEH3IaHUsIM HE PEKe
9eM OJIMH pa3 B IMATh JIET, B TEPUOA MEKIY KOTOPBIMH H3IAIOTCS MPUIOKCHHS K TOCYIapCTBEHHOM
dapmakoriee, coxaepxanige oOmme ¢dapMmakornelHple cTaTbu W (W) (apMakoIleHHbIC CTaThH,
YTBEPKACHHBIC TIOCTIC H3aHUS WM IePEU3IaHus TOCYIapCTBEHHOM (papMakomen.

5. YmonHomMoueHHBIH (enepanbHblii OpraH HWCHOJHUTENBHON BJIACTH pa3MellaeT JaHHbBIE O
roCcyJapCTBEHHOM (hapmakoriee U MPUIOKEHUAX K He Ha cBoeM oduinanbHoM caiite B ceTn "MHTepHet”
B YCTAHOBJIEHHOM MM MOPSIKE.

Mnasa 4. IMLUEH3VNPOBAHUE NMPOU3BOAOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALEBTUYECKOU OEATENBHOCTU, TOCYOAPCTBEHHbLIA KOHTPOJb
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(B pea. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

Cratbss 8. JluueH3MpoBaHMe nNpPOM3BOACTBA JIeKAPCTBEHHbIX CpeacTB U
dapmaueBTUYECKON AeATENbHOCTHU

1. JInneH3upoBaHue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB U (papMaleBTUUECKOH JesTeIbHOCTH
OCYILECTBIISIETCA B COOTBETCTBUU C 3aKOHO1aTeabcTBOM Poccuiickoi denepanyu.

2. O6s3aTeabHBIM YCIOBHEM MTPEIOCTABICHUS JIMIIEH3UH Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIIAETCS TMPUIIOKEHUE K 3asBICHUIO COMCKATelNs JIMLEH3UM IEpeyHsl JIEKApCTBEHHBIX (opM U (WJIN)
BUJIOB (hapMalleBTHUECKUX CYOCTaHIMH, KOTOpPBIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HaMepeH
MIPOU3BOIUTE.

3.B cry4dac HCOGXO,Z[I/IMOCTI/I paciipeHusd MPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB 3a CUCT HOBBLIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JEKapCTBEHHBIX (OpPM U BHUAOB (papManeBTUYECKUX CYOCTAHIIUH MPOU3BOJIUTEND JIEKAPCTBEHHBIX
CPEACTB JOJDKEH I0/aTh B JIMICH3UPYIOUIMA OpraH 3asBICHHE O BHECCHMHM W3MEHCHHH B peecTp
JTUIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHLIMU CIIUPTa
STUJIOBOTO (3TAaHOJIA) BBIAETCS HPHU YCIOBUM HAJIMYUSA Yy OpraHu3allMd Ha IIpaBe COOCTBEHHOCTH,
XO3SICTBEHHOTO BEJICHUSI MJIM OTIEPATUBHOTO YIPABJICHUS OCHOBHOTO TEXHOJOTHYECKOTO 000pYyIOBaHUS
IUI1 TIPOU3BOJACTBA ISTHJIOBOIO CHHUPTA, 3apPErMCTPUPOBAHHOTO B COOTBETCTBUM cO crarbeil 14.1
®enepanbHOoro 3akoHa ot 22 HostOpst 1995 roma N 171-®3 "O rocynapCTBEHHOM pETYIMPOBAHUU
IIPOM3BOJICTBA U 00OpOTa ITHJIOBOIO CIUPTA, AJKOTOJbHOM M CHMPTOCOAEpXkaledl MpoayKuud U o
OrpaHUYEHUH NMOTPeOIeHUS (PACTIUTHS) aJIKOTOIBHON MPOIyKIUU".

(dactp 4 BBeneHa denepabHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOGEHHOCTM NULUEeH3NpPOBaHUSA NPOU3BOACTBA NEKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOGCTaHLMM cnupTa 3TUNOBOro (3TaHona)

(BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiictBue mUIEH3WH Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ((hapMareBTHYECKON
CyOCTaHIIMM CHHpPTa STHIOBOTO (3TaHOJIa) MPUOCTAHABIMBACTCS B YacTH IpaBa Ha MPOU3BOACTBO
(apMarieBTHYECKON CyOCTaHIIMM CIHPTa STHJIOBOTO (3TaHOJA) JHMIEH3UPYIOUIMM OPTaHOM B CIIydasix,
onpenaeneHHbIx crarbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTJIETbHBIX BHUOB JIEATEIBHOCTH", a TaKXKe Ha CPOK NPUOCTAHOBJICHUS JEHCTBUSA JIMLIECH3UMU Ha
MIPOU3BOJICTBO 3TUIIOBOTO CIIUPTA JIJIsl MPOU3BOJICTBA (hapMalleBTUYECKON CyOCTaHIIMU CIUPTa 3TUIIOBOTO
(9TaHoNa), BEIIAHHOK B COOTBETCTBUH ¢ DenepanbHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N 171-03 "O
rOCy/IapCTBEHHOM PETYJIMPOBAaHUHM TPOM3BOACTBA M 0O0OpPOTa STUJIOBOTO CHHUPTA, AIKOTOJIBHOU H
CIUPTOCOEPIKAIEH TPOIYKIIMU U 00 OrpaHUYEHUU MOTPeOIeHUs (PACTIUTHS) aTKOTOJIBHOW TTPOIYKIIAN".

2. JlelicTBMe IHMIEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB ((apManeBTHYECKON
CyOCTaHIIMM CIHMpTa STUJIOBOTO (3TaHONA) B 4YacTH IpaBa Ha MPOU3BOJICTBO (papManeBTHUECKON
CyOCTaHIIMM CIIUpTa ATUJIOBOrO (3TaHOJIA) MPEKpaIIAeTCsl JIMLIEH3UPYIOIIUM OpraHoOM B Ciydasx,
onpeneneHHbIX ctatheil 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuneH3npoBaHUU
OTAENbHBIX BHUJOB JAEATENBHOCTHU", a TaKXKe C JaThl MPEKpaIleHUs WM aHHYJIMPOBAHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIIOBOIO CIHUPTA ISl MPOM3BOJACTBA (hapMalleBTUUECKON CyOCTaHIIMU
CIMpPTa STUIIOBOTO (3TaHOJIA), BBIJAHHON B COOTBETCTBUU ¢ PepepanbHbIM 3aKOHOM OT 22 Hosi0ps 1995
roga N 171-®3 "O rocynapCTBEHHOM PETYJIUPOBAHHUU TPOU3BOACTBA U 000OpPOTA ATHUIOBOTO CIUPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled NpONyKIMH M 00 OrpaHHMYeHUM TOTpedseHus (pacriuTus)
QJIKOTOJILHOM MpOTyKIuu'".

Koncynsrantllntoc: mpumeqanue.

Cr. 8.2 na teppuropusix Jonemnkoit Hapomnoii PecnyGmuku, Jlyranckoit Hapomnoit PecnyOmnmkwm,
3anopoxkckoil obmactu, XepcoHckoil obmactu mpumensercs ¢ 01.09.2024 (D3 ot 04.08.2023 N
428-D3).

Cratbsa 8.2. OcobeHHOCTU NUUEH3npoBaHMA hapmaueBTUYECKON AEATENbHOCTU B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YacTu ocyuwlecTtBlneHuns OnTOBOM TOoproBIu nekapcrBeHHbIM cpeacTteBamMmu
(BBenena ®@enepanbHbM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JleiictBue nuIeH3UU HA (DapMaIeBTHYECKYIO JESATEIBHOCTh B YACTH OCYIIECTBICHHSI ONTOBOM
TOPTOBIM  JICKAPCTBEHHBIMH  CPEICTBAMH  JUISI ~ MEIWIMHCKOTO  INPUMEHEHHS  IpeKpaliaeTcs
JUIEH3UPYIOLIMM OPraHOM B CiIy4asix, onpeeneHHbIx crtatheit 20 denepanbHoro 3akoHa ot 4 mast 2011
roga N 99-®3 "O nuueH3UpOBaHWM OTACJIBHBIX BHUJIOB JEATEIBLHOCTH'", a TaKXke€ I0 PEIICHUIO
JULEH3UPYIOILIEro OpraHa, MIPUHATOMY B COOTBETCTBUHU C HACTOSAIIEH 4acThio. B ciyuyae BbIsIBICHUS NpU
OCYIIECTBICHUU (pemepaabHOTO TOCYJApPCTBEHHOTO KOHTpossi (Ham3opa) B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEICTB HApPYIICHHUS OpraHU3alleil ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMHU
TpeboBanuii vacteir 1 - 3 crarbu 53 Hacrosmero defepaJbHOrO 3aKOHA JICUCTBHE JIMIICH3WU Ha
(hapMaIeBTHYECKYIO ACSITEILHOCTh B YACTH OCYIIECTBICHHUS ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU
CpelICTBaMH JIJII MEIUITMHCKOTO MPUMEHEHHSI PUOCTAaHABINBACTCS B TEUCHUE JICCITH pabOUnuX JHEH CO
JTHSI BBISIBJICHHUSI YKa3aHHOTO HapyiieHus. JleficTBre MUIeH3un Ha (apMaleBTUUYECKYIO JCSITEIbHOCTh B
4acTU OCYUIECTBIICHUS ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMHU JJII  MEIUIIMHCKOTO
MIPUMEHEHUSI TIPUOCTAHABIIMBACTCS HA CPOK, KOTOPBIN OMpPENeNsieTCs JIMIEH3UPYIOIIUM OpraHoM (HO He
MEHEEe YeM Ha OJIMH MECHI), MO0 HMCTCYCHHH KOTOPOIro JICWCTBHE JaHHOW JIMIICH3WW ITOJICIKUT
MIPEKPAIICHUIO0 HA OCHOBAHHUH PEIICHUS JIMIICH3UPYIOIIETO OpraHa, 3a UCKIIOUYEHUEM Cllydasi, YKa3aHHOTO
B YaCTH 2 HACTOSIIEH CTaThH.

2. JleiicTBHe NHUICH3UU HA (DapMaIleBTHYECKYIO NESTEIBHOCTh B YAaCTH OCYIIECTBICHHS ONTOBOM
TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU JJISi MEIUIIMHCKOTO MPHUMEHEHHUs, JEeHCTBUE KOTOPOM
IIPUOCTAHOBJIEHO B COOTBETCTBUU C YacThbiO | HACTOsAIIEH CTaThbH, MOAJIEKUT BO3OOHOBICHUIO B CIy4ac,
€CIIi B TEPHOJ] MPUOCTAHOBJICHUS NEHCTBUS JAHHOW JIMIIEH3MHM B paMKax JOCYIeOHOro o0aloBaHUS
pelieHrue KOHTPOJIbHOTO (Ha[30pHOT0) OpraHa B YaCTH BBISIBJICHHOTO HapylleHus TpeOoBaHUM vactei 1 -
3 cratbu 53 Hacrosimiero denepalbHOTO 3aKOHA OTMEHEHO. B yka3aHHOM ciydae aelicTBUE TUIEH3UU Ha
(hapMaIeBTUUECKYI0 JACSATEIHHOCTh B YAaCTH OCYIIECTBJICHHS OMNTOBOM TOPTOBIU JIEKAPCTBEHHBIMU
CpeICTBaMH JUIsl MEAUIIMHCKOTO MPUMEHEHHST BO3OOHOBISIETCS HE MO3JHEE OJJTHOTO paboyero JHS CO JTHS
OTMEHBI PEIICHHUS KOHTPOJIBHOTO (HaA30pPHOT0) OpraHa.

Cratba 9. [ocymapcTBeHHbINW KOHTponb (Hag3op) B cdepe obGpaweHus
neKapcTBEHHbIX CPeAcTB

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

1. TocynmapcTBeHHBIH KOHTpOJb (Hag30p) B cdepe oOpaiieHUs JEKapCTBEHHBIX CPENCTB
OCYIIECTBJISIETCS. TIOCPENICTBOM  (helepalIbHOTO TOCYJApCTBEHHOTO KOHTpoJsis (Ham3opa) B cdepe
oOpallleHusi JEKapCTBEHHBIX CPEACTB U (pelepalbHOr0 TOCYAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOIS
NESTETLHOCTH TI0 TIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJNICTB, OCYIIECTBISIEMBIX (peepaTbHBIMU OpraHaMu
HCIIOJIHUTENILHOM BJIACTH, YIOJIHOMOUYECHHBIMU [IpaButenscTBoM Pocculickon ®@enepanuu.

2. Ilpemmerom (enepanbHOTO TOCYIApCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpameHus
JIEKapCTBEHHBIX CPEJICTB SBISIOTCS:

1) cobGmonenue o0s3aTeNbHBIX TpeOoBaHUil B cepe oOpaiieHus JTeKapCTBEHHBIX CPEICTB, B TOM
qucle:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

a) Tpe6OBaHHﬁ K OOKJIMHHUYCCKHUM HCCICHOBAaHHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKUM
UCCIIEIOBAaHMSAM JICKAPCTBEHHBIX IMPENapaToB, H3rOTOBJICHUIO, XPAaHEHWIO, IIE€PEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHYCKY, peajd3aluM, Iepeaaye, IpOoJa¥e JIEKapCTBEHHBIX CPEICTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHUIO
MPOU3BOJUTCIISIMUA JICKAPCTBCHHLIX IIPCHApaTOB LCH HAa JICKAPCTBCHHLBIC IIPCIIApaThbl, BKIIOUCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

0) TpeOOBaHUI K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOASIIUXCS B OOpaIIeHUH,
MOKa3aTessiM KauecTBa, 3(p(EeKTUBHOCTH U 0€30I1aCHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUU C HACTOSIIUM
®denepanbHbIM 3aKOHOM;

B) TpeOOBaHMH K COOJIOAEHUIO CyObEKTaMH OOpAIlleHUs JIEKAPCTBEHHBIX CPEJACTB, YKA3aHHBIX B
yactu | crateu 67.1 Hactodwero deaepanbHOro 3aKOHAa, OTPAHUUYEHUM, HaJlaraéMbIX CTaTbsMu 67.1 u
67.2 Hactosmero deaepabHOrO 3aKOHA;

2) cobroficHHIE TUIICH3UOHHBIX TPEOOBAHMH K OCYIIECTBICHUIO (papMaIieBTHICCKON e TeIIbHOCTH;

3) cobroienue TpeOOBaHUI K NPEAOCTABICHUIO CYyOhEKTaMU OOpallleHHsl JICKApCTBECHHBIX CPEJICTB
nH(pOpMAMK O JIEKAPCTBEHHBIX CpPEACTBaX W (WJIM) JICKAPCTBEHHBIX Tperaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1, 52.2 u 64 Hacrosmero deaepabHOro 3aKOHA;

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

Koncynperantllmtoc: npumeyanue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpauuBaet cuiy (O3 ot 20.10.2022 N 405-D3).

4) cobmoieHne IpeIyCMOTPEHHBIX cTaThelt 55.1 Hacrosmero deaepaabHOro 3aK0OHa TPEOOBAHUIN K
MPOBEACHUIO PKCIIEPUMEHTA O OCYIIECTBICHUIO PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMU IperapaTaMu
JUIsT MEIUWUMHCKOTO TPUMEHEHHMs, OTIYCKaeMbIMM [0 pELENTy Ha JIEKapCTBEHHBIM IMpenapar,
JNIUCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBennen PenepanbubiM 3akoHOM 0T 20.10.2022 N 405-D3)

2.1. B menax oOecneueHuss TOCyJapCTBEHHOIO KOHTpossl (Haa3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX  CPEIACTB  (ellepalbHbIl OpraH MCIOJHUTEIbHOM  BJIACTH, OCYIIECTBIISIOIIUI
rOCy/IapCTBEHHYIO PETUCTPALIMIO JEKApPCTBEHHBIX MpPEnapaToB, MPEJOCTaBIsET (perepaJbHOMY OpraHy
UCTIOJHUTEIBHOM  BJIaCTH, OCYHIECTBISIOIEMY (YHKIMM IO KOHTPOJIO M HaaA30py B cdepe
3[IPaBOOXPaHEHHS, TI0 €T0 3aMpPOCy B paMKax MEXBEJOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aMMOACHCTBUS
B TMOps/Ke, YCTAaHOBJICHHOM YKa3aHHbIMU (efepaJbHbIMU OpraHaMH MCIOJHUTEIbHON BIIACTH,
CIIeIyIOIINEe CBEJCHUS O JICKapCTBEHHBIX CPEICTBAX, B TOM YHCJIE B CIydae, €CIM TaKhe CBEICHHUS
COCTABIISIIOT KOMMEPUYECKYIO TalHYy:

1) cBenenust o papMalleBTUYECKOM cyOCTaHIIUU:
a) HaUMEHOBaHMe (apMaleBTHUECKON CyOCTaHINH, €€ CTPYKTypa, OOII1e CBOMCTBA;
0) HauMEHOBAaHHE U a/IpeC MPOU3BOAUTENS;

B) CBOWCTBA U CTPYKTYypa ACUCTBYIOLINX BEILIECTB;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

T') XapaKTepUCTHKA TIPUMECEH;
1) cnerudukaus Ha GapMaleBTUUECKY0 CYOCTaHIIUIO U €€ 000CHOBAHHE,

€) AaHAINTUYCCKUE METOJIUKH, HWCIIOJNb3yeMble TIPH OCYIISCTBICHHH KOHTPOJII KayecTBa
(dhapmareBTUUeCKON CyOCTaHITNH;

) pe3y/bTaThl aHAJTM30B cepuil (hapMaIleBTHUECKON CyOCTaHIINH;

3) mepevyeHb CTaHAAPTHBIX 00pa3lIOB WM BEIIECTB, UCIOIb3YEMbIX MPH OCYIIECTBICHUU KOHTPOJIIS
KauecTBa (papMaleBTUICCKON CyOCTaHIUY;

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MaTepUAIOB U YKYITOPOUHBIX CPEJICTB;
K) JaHHBIE O CTAOMIBLHOCTH (hapMaIeBTHUECKOM CYyOCTaHIINN;

J) CPOK TOJTHOCTH;

2) cBelleHHs O JIEKapCTBEHHOM IIpenapare Jjisi MEAUIIUHCKOTO MPUMEHEHHUS :

a) OIMCaHKe U COCTaB JIEKAPCTBEHHOI'O MpernapaTa Jisi METUIIUHCKOTO PUMEHEHUS;

0) omumcanue (apmareBTHUECKOH pa3paboTku (000CHOBaHME BBIOOpPA COCTaBa, IEPBUIHON
YIIaKOBKH);

B) HalMEHOBAHUE U aJpeC MECTa OCYLIECTBICHUs IPOU3BOJCTBA JICKAPCTBEHHOIO Ipenapara Jis
MEIULUHCKOTO NPUMEHEHUs (B Cllydyae HaJIW4yUsl HECKOJBKHX YYaCTHHUKOB Ipoliecca IMpPOU3BOJCTBA
HE00X0MMO yKa3aTh HAMMEHOBAHHE U aJIpec KaXKI0T0 U3 HUX);

') MUKPOOHMOJIOTUYECKHE XaPaKTEPUCTUKH;

1) OIUCaHKNE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

e) Tpe6OBaHI/I}I K Ka49€CTBY BCIIOMOTI'aTCJIbHBIX BCIICCTB,

}K) AHAIIUTUYCCKUEC MCETOJUKH, HUCHOJB3YEMBIC IIPU OCYHICCTBICHHMU KOHTPOJA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

3) CBCIACHU 00 HCIIOJIF30BAaHMH BCIIOMOTaTEILHBIX B€HICCTB YCJIOBCUYCCKOIO M JXKHBOTHOI'O
MMPOUCXOKIACHUAA,

I/I) CBCIACHUA 00 HCIIOJIb30BAaHUM HOBBIX BCITOMOTaTEIbHBIX BCIIICCTB,

K) TpeOOBaHMS K KadyecTBY JIEKAPCTBEHHOI'O TMpernapara Uil MEIUIMHCKOTO MPUMEHEHHS
(cepTudukar, cnenndukaiys Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUC MCTOAWKHU, HUCIIOJB3YCMBIC IIPpU OCYHICCTBJICHHUHU KOHTPOJISI KauCCTBa
JICKApCTBCHHOTO Iperiapara JJIsd MCIUITUHCKOI'O MIPUMECHCHU S

M) PE3YIbTAThI AHAJIU30B CepI/Iﬁ JICKApCTBCHHOTO IIpCriapaTta s MCAUITUHCKOT'O IPUMCHCHUA

www.consultant.ru Crpanuua 23 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

H) XapaKTepUCTHKa IPUMECEH;

O) INEPCUYCHb CTaHAAPTHBIX O6p33L[OB, HCIIOJIB3YEMBIX IIPU OCYINCCTBJIICHHH KOHTPOJIA KAad€CTBa
JICKApCTBCHHOTO ITpelriapara i1 MCAUITUHCKOI'O MPUMCHCHU S

1) JJaHHBIC O CTAOMIILHOCTH JICKAPCTBEHHOTO IIpernapara Jyisi MEIUIIMHCKOTO TPUMEHEHNS,
3) OTYETHI O TOKJIMHUYECKUX MCCIICAOBAHUSIX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHMSIX;

5) macrtep-daiin cuctemsl hapMaKoHAI30Da;

6) IUTaH yIpaBJICHUS PUCKAMH.
(uactsb 2.1 BBeneHa @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Ilpu ocymectBiaeHun (eaepaasbHOr0 TOCYyJapCTBEHHOTO KOHTposs (Ham3opa) B cdepe
oOpareHusi JIGKAPCTBEHHBIX CPEJACTB MPOBOMATCS CICIYIONIME BHUILI KOHTPOJBHBIX (HAI30PHBIX)
MEPONPUATHI:

1) nokymeHTapHas IpOBEPKa;

2) BbI€3HAsI IPOBEPKa;

3) BEIOOPOUHBII KOHTPOJIb KaYeCTBa;
4) KOHTPOJIbHAS 3aKYIIKA;

5) MHCTIEKITMOHHBIN BU3UT;

6) HaOmrofieHHe 3a COONIIOJIGHHEM O00s3aTeNbHBIX TPeOOBaHWM (MOHUTOPUHT OE30MACHOCTH)
(bapmakonaazop).

4. OpraHu3zanus 1 ocyIllecTBIeHHE (eepaTbHOI0 rocy1apCTBEHHOIO KOHTPOJIs (Haa30pa) B chepe
oOpallleHus! JeKapCTBEHHBIX CpeACTB perynupyrorcss DenepanbHbiM 3akoHoM oT 31 urong 2020 roma N
248-®03 "O rocynapcTBEHHOM KOHTpoje (HaJ30pe) W MYHHUIMNAIbHOM KOoHTposie B Poccuiickoii
Odenepanun".

5. BHemnaHoBBI BBIOOPOYHBIM KOHTPOJb KadyecTBA IPOBOJAUTCS B TOM 4YHCIE Ha OCHOBAaHUM
IIPOTrpaMMBbI IIPOBEPOK.

6. I1nanoBeIi BBI60pO‘lHLIfI KOHTPOJIb Ka4€CTBa HE ITPOBOJAUTCA.

7. Tlo pesynpTaTam (enepanbHOTO TOCYAApPCTBEHHOTO KOHTPOJsA (Ham3opa) B chepe oOpaiieHus
JICKapCTBEHHBIX CPEACTB Hapsly C PELICHUSAMH, NMpeaycMoTpeHHbIMH DenepanbHbIM 3aKOoHOM OT 31
utonst 2020 rona N 248-®3 "O rocynapCTBEHHOM KOHTpOJE (HAaJI30pe) U MYHHUIMIAIBHOM KOHTpOJIE B
Poccuiickoit denepanmn”, GpenepaabHbIMH OpraHaMH HCIIOJHUTEIBHON BIACTH, YIOJTHOMOUYEHHBIMH Ha
ocyllecTBiIeHHe (¢eaepalbHOro TroCyAapCTBEHHOTo KOHTposist (Haa3opa) B chepe oOparieHus
JIEKapCTBEHHBIX CPECTB, MPUHUMAIOTCS CIIEAYIOIINE PELICHUS:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

1) o panmpHellIeM TrpakJaHCKOM O0OpOTE CEepUH, MApTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO
CpelICTBa B CiIyyae MOATBEPXKIEHUS O Pe3ysibTaTaM MPOBEIECHHBIX HCIBITAHUN COOTBETCTBUS KadeCcTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

2) 00 W3BATHH W3 TPaXKITAHCKOTO 000OpOTa CEPHUM, MAPTUU COOTBETCTBYIOMIETO JIEKAPCTBEHHOIO
CpeICTBa B Cly4yae BBISBICHHS MO pe3yJlbTaTaM IPOBEIECHHBIX HCIBITAHUM HECOOTBETCTBUS KauecTBa
JIEKApPCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBoJe JIEKAPCTBEHHOTO CPEACTBA HA IMOCEPHIHBIA BHIOOPOYHBIA KOHTPOJIb KadecTBa
JIEKapCTBCHHBIX CPEJICTB B CIydyae MOBTOPHOTO BBHISBJICHHS HECOOTBETCTBHUSI Ka4eCTBA JIEKAPCTBEHHOTO
CpelICTBa YCTAaHOBJICHHBIM TpPeOOBaHUSAM M (IMPU HEOOXOJAMMOCTH) O MPOBEPKE CyOBhEKTa oOparieHus
JICKapCTBCHHBIX CPEJCTB. PacXo/pl, CBsI3aHHBIC C MPOBEICHUEM MOCEPUIHOTO0 BHIOOPOYHOTO KOHTPOJIS,
OILJTAYUBAIOTCS MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O CpEACTBa JIMOO JepiKaTelieM WM  BIAJCIbIeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TTperapara.

4) O CHATUU JIEKapCTBEHHOTO CPEJICTBA C IOCEPUHHOTO BBHIOOPOYHOTO KOHTPOJS KayecTBa
JICKApCTBEHHBIX CPEJICTB HAa OCHOBAHWUU TMOJOXHUTEIBHBIX OSKCIEPTHBIX 3aKIIOUYEHUH, BBIAAHHBIX
(benepasbHBIM TOCYIAPCTBEHHBIM OO/DKETHBIM YUPEXKICHHEM, IOJIBEOMCTBCHHBIM (eepatbHOMY
OpraHy HCIOJHHUTEIIBHON BJIACTH, OCYIIECTBISIOMIEMY (GYHKIUH II0 KOHTPOJIO M Haa3opy B cdepe
3paBOOXPaHEHUS, HIH (heAepaTbHOMY OpraHy WCIIOJHUTEIBHOW BJIACTH, OCYHIECTBISIOMIEMY (QYHKIUH
10 KOHTPOJTIO U HaJ30py B chepe oOparieHus JIeKapCcTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO IPUMEHEHUS,
Ha OCHOBaHMHU MPOTOKOJIA UCIIBITAHUH JIEKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX IO BCEM IOKa3aTeIsIM
YTBEP)KJICHHONH HOPMATHBHOM JOKYMEHTAllMH (HOPMAaTHBHOTO JOKYMEHTa) B OTHOIICHHWH TPEX CEepuit
JIEKapCTBEHHOTO CPEACTBA.

(. 4 BBenen denepanbubiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. denepanbHbIl TOCYIAPCTBEHHBINA JUIIEH3UOHHBI KOHTPOJIb ACSITENIBHOCTU MO MPOU3BOJICTBY
JICKaPCTBEHHBIX CPEACTB OCYIIECTBISETCS B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

CraTtbsa 9.1. NMporpamma npoBepok
(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. B nensx opranu3anuu BEIOOPOYHOI'O KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB hopMupyercs
IporpaMma poBepoK.

2. lnsg uened peanu3ali MPOTPaMMBbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3allfii, OCYUIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro Denepanmuto,
MPEAOCTABIAIOT B OTHOLIEHWU JIEKAPCTBEHHBIX CPEACTB JUIi MEIUIIMHCKOTO TPUMEHEHUs B
YIOJITHOMOYCHHBINH (heiepaibHbId OpraH HWCIIOJHUTEIBHOW BJIACTH, OCYIICCTBISIOMUNA (YHKIUHA TI0
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIIEHUW JIEKAPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHUS B YIOJHOMOYCHHBIH (eAepaabHbIii OpraH HWCIOIHUTEIHHOW BIIACTH,
OCYIIECTBISIONTNI (DYHKIIMHU 110 KOHTPOJIO U HAI30py B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB JITIs
BETEPUHAPHOTO MPUMEHEHHS, CBEJICHUSI O CEpHUAX, MAPTUSX JICKAPCTBEHHBIX CPENICTB, MOCTYIMAIOIINX B
rpaxaanckuii 06opotr B Poccuiickoit ®epeparuu, B MOpsAIKE, COCTaBE U 00BEME, YCTaHOBJICHHBIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YKa3aHHbIMHU (beﬂepaHLHbIMI/I opraHamu HCIIOJIHUTEIILHOM BJIACTH B OTHOIICHUH JICKAPCTBCHHLBIX CPCACTB
Aad MEAWIMUHCKOIO IIPUMCHCHHA W B OTHOIICHHUMH JICKAPCTBCHHBLIX CPCACTB i1 BETCPUHAPHOI'O
IMPUMCHCHUS COOTBECTCTBCHHO.

3. IIporpamma mpoBepok GopMHpYEeTCs Ha KaleHIapHbIM roa B cpok g0 30 mexkabpsi roxa,
MPEAIECTBYIONIETO TOAY MPOBEACHUS BHIOOPOUHOTO KOHTPOJIS.

non

4. B ciyuae HacTyIuIeHHS COOBITHH, yKa3aHHBIX B MoamyHkTax "0" m "B" myHkTa 2 dvactu 6
HACTOAIIEH CTaThH, (eepaTbHBIM OPraHOM HCTIOTHUTEIBLHOW BIACTH, OCYIIECTBISIOMIMM (YHKIIUH IO
KOHTPOJIO M HaA30py B cdepe 3apaBooxpaHeHUs, (erepalbHbIM OpraHOM HCHOJHUTENBHOM BIACTH,
OCYIIECTBISIONUM (DYHKIIMHU [0 KOHTPOIIIO ¥ HA/I30pY B cdhepe oOpalieHus JIEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHHUs, MNpPU HEOOXOAMMOCTH BHOCITCS COOTBETCTBYIOLIME W3MEHEHUS B
porpammy MpoBEPOK.

5. B mporpammy npoBEpOK MOT'YT BKIIIOYAThCS MEPOIPUATHS C y4ETOM HApYILIECHUM, BbIABICHHBIX B
pamMKax KOHTPOJIBHBIX (HaJ30PHBIX) MEPOIIPUATHUH 3a MPEAbIAYIINNA KaJleHAAPHBINA IO,

6. [Iporpamma mpoBepOK COAEPIKHUT:

1) mepeyeHp JIEKapCTBEHHBIX CPENICTB, OTOOP 00Pa3IOB KOTOPBIX OYAET OCYIIECTBISTHCA B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMUPYEMBIH C YIETOM pPEe3yJIbTaTOB TOCYIAPCTBEHHOTO KOHTPOJIS (Haa30pa)
B cepe 00palieHuns JIeKapCTBEHHBIX CPEICTB 32 KaJCHIAPHBINA TOM, MPEIIIECCTBYIONIHNA TOAY POBEICHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) yka3zaHue Ha COOBITHE, HACTYIUJIEHHE KOTOPOTO SIBJISETCS OCHOBAaHUEM [IJISi OCYIECTBIICHHS
BBIOOPOYHOT'O KOHTPOJIS:

a) TMOJlydYeHHE CBEACHUH, MPEICTABIAEMBIX B COCTaBe W 00BEME, YCTAaHOBICHHBIX (hefepabHbIM
OpPraHOM HCHOJHMUTENBHOM BIACTH, OCYLIECTBISIOUIMM (YHKIIMM O KOHTPOJIIO U HaI30py B cdepe
3/paBOOXpaHEHUs], (eepalbHBIM OPraHOM HCIHOJHUTENIbHOM BJIACTH, OCYIIECTBISIOUUM (YHKLIHU 10
KOHTPOJIIO U HaJa30py B cepe oOpaleHus JIeKapcTBEHHBIX CPEJCTB AJISi BETEPUHAPHOTO MPUMEHEHHUs, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIMX B TpaKaaHCKu o0oporT B Poccuiickoi
Qdenepanny, yKa3aHHbIX B TNyHKTe | HacTosAlled 4YacTH, OPraHU3alUsIMH, OCYIIECTBISIIOLIMMU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuy U BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuitckyro ®@enepannro, 3a HCKIIOUEHUEM CEPUN WU NTAPTUN JIEKAPCTBEHHBIX IIPENAPATOB, YKa3aHHBIX
B yacth 4 crarbu 52.1 nyactu 6 crtateu 52.2 HacTosuero denepasbHOrO 3aKOHA;

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

0) moJydeHue MOoCTyMnarouel B MopsIKe, YCTAHOBJICHHOM cTaThel 64 HacTosiero denepaibHOTO
3aKoHa, MH(OpMaAIMK O TOOOYHBIX JEHCTBUAX, HEXKENATEIbHBIX PEaKIUsIX, CEPhE3HBIX HEXKEJIATEeIbHBIX
peaxkuusx, HeMpPeABUICHHBIX HEKEIaTeNbHbIX PEAKIUAX MPH MPUMEHEHUH JIEKaPCTBEHHBIX MPENnapaTos,
00 MHIMBHUIYalTbHON HENMEepEeHOCUMOCTH, OTCYTCTBUHM 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a
TaKke 00 WHBIX (paKTax ¥ OOCTOSATENHCTBAX, MPEACTABISIONIUX yIrPO3y KU3HU WM 3OPOBBIO YeIOBEKA
Tu00 JKUBOTHOTO TMPH NPUMEHEHWHU JIeKApPCTBEHHBIX MPENapaToB W BBHIIBICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoit @deaepanuu u Ipyrux rocy1apcrax;

B) nosiyueHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 31 mrons 2020 roga N 248-d3 "O
TroCyJapCTBEHHOM KOHTposie (Haa30pe) W MyHHIIMNAIbHOM KOHTposne B Poccuiickoit deneparuun'
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

CBEICHUI O MPUYMHEHWH Bpeda Wium o0 yrpo3e NMPUYMHEHUS Bpela >KU3HH, 30POBBIO TPAKIAH WIIH
KUBOTHBIX.

Cratba 9.2. TlocypnapCTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
UCNOJIHUTEeNbHbIMU oOpraHamm cybbektoB Poccumnckon ®Pepepaumm MNONHOMOYMA B
ccepe obpaLleHUs nekapcTBEeHHbIX CPeAcTB AN MeAULMHCKOro NPpUMMEHeHUA
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

(BBeneHa PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. T'ocymapcTBeHHBIN KOHTPOJIb (HAI30D) 32 peanu3anueil UCTIOTHUTEILHBIMA OpraHaMu CyOBEKTOB
Poccuiickoit @enepannu noaHoMounii B chepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB IS MEIUIIMTHCKOTO
IIPUMEHEHHUs OCYLIECTBIIAETCA YNONIHOMOYeHHBIM IIpaBurensctBoM Poccuiickon denepanuu opranom
WCIIOJTHUTEIbHOU BIIACTH.

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

2. IlpenmeToM rocynapCTBEHHOIO KOHTpoJs (Hag3opa) 3a peaiau3alueil HMCIOJHUTEIbHBIMU
opranamu cyowsekToB Poccuiickoit @enepanun monmHOMOuYMid B cepe oOpalmieHus JIeKapCTBEHHBIX
CPEACTB U1l MEAULIMHCKOTO MIPUMEHEHHUS SIBJIIETCS COOII0ACHNE YIIOJTHOMOUYEHHBIMHU HCIIOJHUTEIbHBIMU
opranamu cyobekToB Poccuiickoii @enepaliii METOAMKY YCTAHOBJIEHUS IIPEJIEIbHBIX PA3MEPOB ONTOBBIX
Ha/J10aBOK M MpPENENbHBIX pPa3MEPOB PO3HUUHBIX HAN0aBOK K (PAKTUYECKMM OTIYCKHBIM II€HaM,
YCTaHOBJICHHBIM IIPOU3BOJUTEISIMH JIEKAPCTBEHHBIX IpPENaparoB, Ha JIEKAPCTBEHHBIE IIpenaparsl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKApPCTBEHHBIX IPEenapaToB.

(B pen. @enepanbroro 3akona ot 08.08.2024 N 232-D3)

3. Ilpm ocymecTBIeHUH TIOCYIAapCTBEHHOIO  KOHTpois  (Haa3opa) 3a  peanus3aluen
UCTIOJTHUTENBHBIMUA OpraHaMu cyObekToB Poccuiickoit dexepannu momHoMounii B chepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB VISl MEJUIIMHCKOTO IPUMEHEHMSI IPOBOIATCS CIEAYIOIINE BUABI MEPOIIPHUSITHIA:
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

1) nOKyMeHTapHbIe IPOBEPKH;
2) BBIE3/IHBIE TIPOBEPKH.

4. Opranuzanysg M OCYIIECTBIEHHWE TOCYAAPCTBEHHOIO KOHTPOJSA (HaA30pa) 3a peanusanuei
HCIIOJIHUTENIbHBIMU OpraHaMu cyObekToB Poccuiickoit ®@enepanuu noiHomMounii B cepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIsI MEAULIMHCKOTO MPUMEHEHUs peryaupyrorcs denepanbHbIM 3akoHOM OT 21
nexadbpsa 2021 rona N 414-®3 "OO0 o0mux NpUHIMIAX OpraHU3aluu MyOJUYHON BJIACTH B CyOBEKTax
Poccuiickoit ®enepanun".

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

5. TlonoxeHne O TOCYJapCTBEHHOM KOHTposie (Haa3ope) 3a peanu3aleidl MCIOIHUTEIbHBIMU
opranamMu cyobekToB Poccuiickoit ®enepanuu mnoaHoMO4Mi B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB Il MEIULIMHCKOTO TpUMeHeHus yreepxaaercs [IpasurensctBom Poccuiickoit denepannn.

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

CraTtba 9.3. PermoHanbHbIX rocyAapCcTBEHHbIA KOHTPOMb (HAaA30p) 3a NpUMEHeHueM
LeH Ha NeKapCTBeHHblIe npenapartbl, BKIIIOYEHHbIEe B NepevyeHb XXU3HEHHO Heob6XoaUuMbIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

M BaXKHEeMULINX JIeKapCTBeHHbIX npenapartosB
(BBeneHa PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PervoHanbHbIN TOCYJapCTBEHHBIN KOHTPOJIb (HAI30p) 32 MPUMEHEHUEM LIEH Ha JIEKAPCTBEHHbIE
Ipenaparhl, BKJIIOYEHHbIE B IIE€pEUYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX
NpernapaToB, OCYUIECTBISIETCS HCIOMHUTEIBHBIM oOpraHoM cyowsekta Poccuiickoit ®enepanmu,
YIOJIHOMOYEHHBIM BBICUIMM HUCIOJIHUTENBHBIM OpranoM cyobekTa Poccuiickoit @enepanuu.

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

2. IlpeaMeToM PErHOHAIBHOTO TOCYJApCTBEHHOTO KOHTpOJIA (Haa30pa) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOI[I/IMBIX A BaXHEHUIINX
JICKQpCTBEHHBIX  IPEMapaTtoB, SBISETCS  COOJIOJCHWE  OpPraHU3alUsMH  ONTOBOM  TOPTOBIIH
JICKAPCTBCHHBIMU CPEACTBAMM, AIITCYHHLBIMH OPraHu3aliuAMH, WHAUBHUAYAJIbHBIMU MPCANIPUHUMATCIIAMUA,
UMCIOIIMMHU  JIMIICH3UIO Ha (apMaleBTUYECKYIO JEATEIbHOCTh, MEIUIIMHCKUMHU OpraHU3alisIMHU,
NMCHOIIINMU JIMIICH3UIO Ha Q)apMaHeBTI/I‘-ICCKy}O ACATCIIBHOCTDh, U UX 000C00JIEHHBIMU noapa3acICHUAMMU,
PacIOJIOKEHHBIMU B CEIIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCYHbIE OpraHHU3alluy,
IIpU pean3aliy JEKapCTBEHHBIX IpernapaToB TpeOOBaHUI K MPUMEHEHUIO 1I€H, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIATE CYyMMY (AKTHYECKOW OTIYCKHOM IICHBI, YCTAaHOBJICHHOH IPOWU3BOJIUTEIIEM
JICKAPCTBCHHBIX IPCIapaToB, U KOTOPLIC HEC NPCBLIIAIOT 3apCruCTPUPOBAHHBIX NPCACIbHBIX OTITYCKHBIX
IIEH, U Pa3MEpPOB ONTOBBIX HAA0ABOK W (MJIHM) Pa3MEpPOB PO3HUYHBIX HAJA0aBOK, HE MPEBBIMIAOIINX
COOTBETCTBEHHO Pa3MEpPOB MPEEIIbHBIX ONTOBbIX HaJ0aBOK U (WIM) pa3MEpOB IpPEIEIbHBIX PO3HUYHBIX
Ha/10aBOK, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.

(B pen. @enepanpuoro 3axkoHa ot 08.08.2024 N 323-D3)

3. OpraHu3anus M OCYILECTBIEHHUE PErHOHAJIBHOIO TOCYJApCTBEHHOTO KOHTPOJs (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE NpENapaThl, BKJIOYEHHbIE B IEPEUEHb )KM3HEHHO HEOOXOAUMBIX U
BAXHEHINNX JIEKapCTBEHHBIX IIPENnapaToB, peryanpyrorcs enepansaeiM 3akoHoM oT 31 nroins 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpOJe (Haa30pe) W MYHHUIMIAIBLHOM KOHTpoje B Poccuiickoi
Oenepaunn".

4. TlonoxeHue 0 PETMOHATHFHOM TOCYJapCTBEHHOM KOHTpOJEe (Haa30pe) 3a MPUMEHEHHEM IICH Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUYEHHBIE B TMEPEUeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIINX
JICKaPCTBCHHBIX MPEIapaToB, YTBEPHKIAETCS BBICIIIMM HCIIOJHUTEILHBIM OpraHoM cyObekTa Poccuiickoit
denepanuu.

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

Cratba 9.4. ®epnepanbHbli roCcyAapCTBEHHbIA  JIMLEH3UOHHbLIM  KOHTPOJSb
AeATeNnbHOCTN NO NPOU3BOACTBY JIeKAPCTBEHHbIX CPeacTB

(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)
1. ®denepanbHbIi TOCYAAPCTBEHHBIM JMIEH3MOHHBIA KOHTPOJIb JIEATEIIbHOCTH MO IMPOU3BOJICTBY
JIEKApPCTBEHHBIX CPEJICTB OCYIIECTBIsACTCS (PeepaabHBIMU  OpraHaMH  HCTOJHUTEIBLHOM  BIIACTH,

ynosHoMoueHHbIMU [IpaButenscTBoM Poccuiickoint denepanuu.

2. denepalbHBIA TOCYAAPCTBEHHBIM JIMIIEH3UOHHBI KOHTPOJIb JEATEIBHOCTH IO IPOU3BOACTBY
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIX CPEACTB OCYILECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuueH3upoBaHUU OTIACIBHBIX BUIOB JesATeabHOCTH" U DenepanbHbIM 3aKOHOM OT 31 Hroms
2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (Haa30pe) M MYHHULUIAIBHOM KOHTPOJIE B
Poccuiickoit ®enepannu". B pamkax ¢enepalbHOrO TOCYAapPCTBEHHOTO JIUIIEH3MOHHOTO KOHTPOJIS
NESATEIBHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJbHBIC (HAI30pPHBIC)
MEpPOIPUATHS HE MPOBOJIATCS, NMPU STOM MPOBOAUTCA NEPUOJAUYECKOE IMOATBEPHKICHHUE COOTBETCTBUSA
JIMIIEH3UATOB JINIIEH3UOHHBIM TPeOOBaHUAM B COOTBETCTBUH ¢ PenepanbHbIM 3akoHOM OT 4 mas 2011
roaa N 99-@3 "O nuneH3upoBaHUM OTICIbHBIX BUIOB JIESITEILHOCTH" .

nasa 5. PASPABOTKA, AOKITMHWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO NPUMEHEHUA

CraTtbsa 10. Pa3spaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka neKapCTBEHHBIX CPEACTB BKJIIOYAEeT B ce0s MOUCK HOBBIX (DapMaKOJIOTHMYECKU
aKTUBHBIX BEIIECTB, [OCJIEIYIOIIEe H3YYEHHE MX JIEKApCTBEHHBIX CBOMCTB, JIOKJIMHUYECKHE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJIOTUN MPOU3BOJACTBA (hapMalleBTUYECKUX CYOCTAaHLIUN, pa3pabOTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MIPENApaTOB.

2. dunaHcoBOE oOecIieueHre Pa3padOTKH JICKApPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 33 CUET:
1) cpencTB penepanbHOTO OKOKETA;
2) cpeacTB pa3pabOTUMKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpeICTB MIPOU3BOUTEINICH JIEKApCTBEHHBIX CpEnCTB npu BBITIOJITHCHUH
HAyYHO-HCCIIEIOBATENIbCKUX PabOT MO JOTOBOPY MEXIY pa3pabOTYMKOM JIEKApPCTBEHHBIX CPEICTB U
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) HWHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit <Denepau1/m HCTOYHHKOB.

3. IIpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIOTCS I'Pa’kJaHCKUM 3aKOHOAATEIbCTBOM.

Cratba 11. [JOKNUHMYECKOe wuccrefoBaHUE JleKapCTBEHHOro cpeacTBa Ans
MeAULUHCKOro NPUMEeHeHUs1

1. I[OI(J'II/IHI/I‘IGCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA I MCAUIUHCKOIO IMPUMCHCHHSA
MMPOBOAWUTCA IMYTEM IHNPUMCHCHHA HAYYHBIX METOJOB OICHOK B MHOCIAX IIOJYUCHHA J0Ka3aTCIIbCTB
6630HaCHOCTI/I, Ka4ycCTBa U B(I)q)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. JIOKITMHUYECKOe WCCIeI0BaHNEe JIEKAPCTBEHHOTO CPEJCTBA IS METUITUMHCKOTO TPHUMEHCHHUS
MPOBOANUTCS B COOTBETCTBUU C TMpaBUJIAMH HaJyIekalield 1a00paTOpHON MPaKTUKH, YTBEP KIECHHBIMH
EBpazniickoii 53KOHOMHUYECKON KOMUCCUEHN.

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. HJ'ISI oprann3alvi U IMPOBCACHUA JOKIMHUYCCKOro UCCICI0OBAHUA JICKAPCTBECHHOT'O CPEACTBA IJIA
MCIUIHUHCKOI'O IMPUMCHCHUA pa3pa6OT‘{I/IKI/I JICKApCTBCHHBIX CPCACTB BIPABC IIPUBJICKATb HAYYHLIC
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

opraHu3zaiuu, o0pa3zoBaTeIbHbIC OPraHU3AIMK BBICIIETO 00pa30BaHUsl U MHBIE OpraHU3AIMH, UMEIOIIUE
HEOOXOIUMYI0  MaTepUaTbHO-TEXHUUECKYI0 0a3y U  KBaJIU(UIUMPOBAHHBIX  CIELUUAINCTOB B
COOTBETCTBYIOLIEH 007aCTH MCCIIEIOBAHNUS.

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

4, ,Z[OKJII/IHI/I‘-IGCKOC HUCCICAOBAHUEC JICKAPCTBCHHOI'O CpCACTBA JIA MCAUIHUHCKOIO IMPHUMCHCHUA
IIPOBOAUTCA II0O YTBCPKIACHHOMY pa3pa60TLII/IKOM JICKApCTBEHHOI'O CPEACTBa IINIaHYy C BCIACHUEM
IMPOTOKOJIa 3TOTO MCCICAOBAHUA M COCTABJICHHEM OTYCTA, B KOTOPOM COACPIKATCA PEC3YJIbTATbl 3TOIO
HCCICIOBaHUSI MW 3aKJIFOYCHUC (6] BO3MOXHOCTH  HPOBCACHUA  KIMHHUYCCKOI'O Hucciaca0oBaHus
JICKApCTBCHHOTO IIpCriapara 11 MCAUIIUHCKOI'O IIPUMCHCHU .

5. [IpoBenenue mpoBepok COOMIOACHUS MPABUJ HaAJIeXKaIeH 1abopaTOPHOUM MPaKTUKH U MPAaBOBBIX
HOPM HCIIOJIb30BaHUsI YKMUBOTHBIX TPH IPOBEICHUU JOKIMHUYECKUX WCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB JJsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YMOIHOMOYEHHBIM (hefepaibHbIM OpraHOM
WCIOJIHUTEIIbHOM BJIACTH.

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

6. Pe3ymbraThl OKIMHUYECKOTO HCCIEIOBAHHS JIGKAPCTBEHHOTO CPEACTBA JUIS MEIUIIMHCKOTO
NPUMEHEHHST MOTYT OBITh NPEJCTABICHBI B YIIOJHOMOYCHHBIH (efepaibHbIi OpraH HCIOJHUTEIbHON
BJIACTH B YCTAHOBJICHHOM TOPSIIKE B IEJISIX PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara.

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

Cratba 12. [loknuMHMYEeCKOe WuccrnenoBaHMe JeKapCTBEHHOro cpeacrtea W
KIIMHMYEeCKOe uUccrefoBaHMe JeKapCTBEHHOro npenapara Ansi  BeTepUHapHoro
NpPUMeHeHuUA

1. HOKHI/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpPCACTBA JJIA BCTCPUHAPHOI'O IIPHMCHCHUSA
MMPpOBOAWUTCA MYTEM IHNPUMCHCHHA HAYUYHBIX MCTOJOB OIICHOK B MNCIX IOJIYYCHHUS OOKa3aTCIbLCTB
6630HaCHOCTI/I, KadueCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA, B TOM YUCIIC OIIPCACIICHUA CPpOKa
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOT'O, B LEJIAX obOecnieueHnss 0E30aCHOCTH MIpOAYKIIMHU KUBOTHOT'O
MPOUCXOKACHUA MOCJIC TPUMEHCHUA COOTBCTCTBYIOUICTO JICKAPCTBECHHOI'O IIpCI1iapara.

2. JIOKJIMHHUYECKOE HCCIE0BaHUE JIEKApPCTBEHHOTO CpPEACTBA M KIMHMYECKOE MCCIIEI0BaHNE
JIEKapCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO MPUMEHEHHs, HCCIeOBaHWE OHMOIKBHUBAJICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOTO Tperapara MPOBOISTCS B COOTBETCTBHUU C TPABUJIAMH, YTBEP>KIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM UCIIOTHUTEIHHON BIACTH.

3. JIOKJIMHUYECKOE HCCJIEIOBAaHUE JIEKAPCTBEHHOTO CPEJACTBA M KJIMHMYECKOE MCCIEI0BaHNE
JIEKApCTBEHHOT'0 TMpernapara Juisi BETEPUHAPHOIO TPUMEHEHHS TPOBOIATCA IO YTBEPKIACHHOMY
pa3paboOTUMKOM JIEKapCTBEHHOT'O CpEJCTBA IUIAaHY C BEIEHUEM IPOTOKOJIOB 3TUX HCCIENIOBAaHUN H
COCTaBJICHHEM OTYETOB, B KOTOPBIX COJAEPIKATCS PE3YyIbTaThl 3TUX UCCIIEIOBAHUMN.

4. ZIJ'ISI oprann3alivii U IMPOBCACHHUA ATOKIMHHUYCCKOTO MCCICOAOBAHUSA JICKAPCTBECHHOT'O CPCACTBA U
KIIMHUYCCKOT'O UCCIICAOBAHUS JICKAPCTBCHHOT'O IIPLCriapaTa JJIs1 BETCPUHAPHOT'O0 MIPUMCHCHUS pa3pa60TqI/n<
JICKApCTBEHHOT'O cpeacrBa MOXET IIPUBJICKATH opraHnianyu, UMCIOIME HCO6XO}II/IMYI-O
MaTCprUaAJIbHO-TCXHUYICCKYIO 63.3y n KBaJII/I(I)I/ILII/IpOBaHHBIX CIIeuuaJIiuCToOB B COOTBCTCTBYIOH_Ieﬁ obiactu
HUCCICIOBaHUs.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

5. KimHuyeckue HUCCleNOBaHMs JICKAPCTBEHHBIX IPENapaTroB [UIsl BETEPUHAPHOTO IPUMEHEHMS
IIPOBOJATCSI B BETEPUHAPHBIX OpraHU3allUiAX M B OpraHU3alMsX, OCYIIECTBISIOIIMX pa3BeJCHHUE,
BBIPALIMBAHUE U CO/IEP)KAHUE KUBOTHBIX, B LIEIISIX:

1) YCTAHOBJICHHUS IIEPEHOCUMOCTH JICKAPCTBCHHBIX ITPEIIapaToOB 30POBBIMHA ) KMBOTHBIMU

2) monbopa ONTUMANbHBIX [O3MPOBOK JICKAPCTBEHHBIX IIpenapaToB W Kypca JIeYeHUs Ha
KOHKPETHOM IpyIIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycTaHoBieHHUs1 6€30MAaCHOCTH U 3(P(PEKTUBHOCTH JISKAPCTBEHHOTO IpenapaTa, MpeJHa3HaueHHOTO
IUIs JIEYEHUS ONpPEeAEICHHbIX 3a00JIeBaHUM KUBOTHBIX, WM 3((EKTUBHOCTH JEKApCTBEHHOIO IIpenapara
U1 TPO(UIAKTUKY 3a00JIeBaHU 3/I0pPOBBIX KUBOTHBIX;

4) u3y4deHHs] BO3MOXHOCTEH pacIIMpeHUs MOKa3aHUM K MPUMEHEHUIO 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHEe HEM3BECTHBIX TOOOYHBIX ICUCTBHUH.

6. Kmmanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa JId BCTCPHUHAPHOI'O IIPUMCHCHHA
OCYHICCTBIIACTCA 3a CHET CPCACTB pa3pa60TqI/H<a JICKApCTBCHHOI'O CPEACTBA.

7. Otdersl O pe3yapTaTax IOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpEACTBA U
KJIMHUYECKOTO  HMCCIIEIOBAHMs  JIEKAPCTBEHHOI'O IIpenapara Uil  BETEPUHAPHOIO  IIPUMEHEHUS
COCTABIIAIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEJICTBA C YYETOM 3aK/IIOUeHHH OopraHu3auui,
IIPUHUMABIINX y4aCTUE B OPraHMU3alMi U POBEICHNUN 3TUX MCCIICJOBAHUM.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB H
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHBIX  IpPEraparoB Ajid  BCTCPUHAPHOTO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)G,I[epaJ'ILHLIM OpraHnomM HCITOJIHUTEILHOM BJIACTH.

Mnasa 6. OCYLWECTBIIEHUE TOCYOAPCTBEHHOW PETMCTPALIUN,
PETTMCTPALUUUN NEKAPCTBEHHbIX NMPEMAPATOB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: npumedanue.

[To 3asBnenusm, mnomanHbiM g0 01.01.2021, nexapcTBeHHbIE Mpemaparbl JISI MEIUIIMHCKOTO
MIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUU C TpeOoBaHUAMHU, AeiicTBoBaBmnMu 10 30.01.2024. O
MpUBEACHUN B COOTBETCTBUE ¢ akTamMu EADC Takux W paHee 3aperuCTPUPOBAHHBIX IMPENapaToB CM.
®3 ot 30.01.2024 N 1-D3.

Cratba 13. [locypapcTBeHHas perucTpauus, perucTpaums JeKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)
1. B Poccuiickoit ®enepanuu J0MyCKarOTCd MNPOU3BOACTBO, XpPAaHEHUE, MEPEBO3Ka, BBO3 B

Poccuiickyro ®enepanuto, BbiB03 U3 Poccuiickoit denepanuu, pekiiama, OTIyCK, pealn3aius, nepeaaya,
MPUMEHEHUE JIEKaPCTBEHHBIX IMPENaparoB, €CIM OHHM 3apErUCTPUPOBAHBI  YIOJHOMOYEHHBIM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(bellepaJIBHbIM OopraHomM HWCITIOJTHUTEILHOM BJIACTH B COOTBETCTBUH C HaCTOAIINM @enepaanHM 3aKOHOM
1100 B COOTBETCTBHH C aKTaMH, COCTaBIIIONMMU 1paBo Coro3a.
(B pen. @enepanbhbix 3akoHoB 0T 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocyaapCTBEHHOM perucTpaiuu moaJjIexKar:

1) Bce NekapcTBEHHBIE Ipemaparhbl, BIEPBbIE IOJUIeXKAllMe BBOAY B oOpamienue B Poccuiickoi
denepanuu;

2) JneKapCTBEHHbIEC IIpenapaTrhl, 3apEerUCTPUPOBAHHBIE pPAHEE, HO IPOU3BEAEHHBIE B JPYIHX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHUMN JIEKAPCTBEHHBIX (OpPM, B HOBOM
J03UPOBKE IMPU JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAUUMMOCTH U 3P PEKTHBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocymapcTBeHHAss perucTpanus JEKapCTBEHHBIX IPENapaToB OCYIIECTBISIETCS 10 pe3yiabTaTaM
AKCHEPTHU3bI JICKAPCTBEHHBIX CPE/ICTB.
(dactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. TocynapcTBeHHas! perUCTpallvs JEKapCTBEHHOTO Mpernapara OCYIIECTBISIETCS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OpPraHOM HCIIOJIHUTEIIBHOW BJIACTH B CPOK, HE MPEBBIMIAIONIANA CTa
miecTUeCATH paboynx JHEW Cco JHS TPUHATHS 3asiBIEHUS O TOCYJApCTBEHHON perucrpaiuu
JIEKApCTBEHHOTO MperapaTa ik MEIUIIMHCKOTO MTPUMEHEHHS, U B CPOK, HE MIPEBBIMIAIOIINMI CTa IBaALIATH
pabounx [HEH CcO [AHA TPUHATUS 3asBICHUA O TOCYAapCTBEHHOW pErucTpanuu JeKapcCTBEHHOTO
rpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUs. B yka3aHHBIA CPOK BKJIIOYACTCS BPEMs, HEOOXOIUMOE ISt
MMOBTOPHOT'O TPOBEJACHUS DKCIIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHM CO CTaTbei 25
Hacrosiiero denepanbHoro 3akona. Cpok ToCyIapCTBEHHOM PEruCTpalldy JICKapCTBEHHOTO Iperapara
UCYHCIISETCS CO [JHS TPHHITUS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (peepalbHbIM OpPraHOM
WCTIOTHUTEIPHOW  BJIACTM  COOTBETCTBYIOIIETO  3afBJICHHS O TOCYJapCTBEHHOM  PETUCTpaIu
JIEKapCTBEHHOTO Tpernapara ¢ MPWIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB 1O JIeHb BBIJAYH
PErUCTPalIMOHHOTO Y0CTOBEPEHUS JIEKAPCTBEHHOTO Mpernaparta. BpeMs, HeoOxoauMoe 1)1 HarnpaBJICHUs!
YIIOJTHOMOYEHHBIM  (efepalbHbIM OpraHOM HCIIOJHUTEIBHOW BIIACTH 3alpoca O MpeAcTaBICHUU
HEOOXOMMBIX MaTEPHAJIOB U MPEACTABICHUS 3asBUTENIEM OTBETA Ha JAHHBINA 3alPOC B COOTBETCTBUU CO
cratbsiMu 16, 19 u 23 nHacrosimero denepanbHOr0 3aKOHA, HE YYUTHIBACTCSA NMPU HCUYHCICHUU CPOKa
roCyJIapCTBEHHOM PEruCTpaIiy JICKapCTBEHHOTO Mpernapara.

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

5. T'ocynapCcTBEHHOW pErucTpalmy He MOAJIeKAT:

Koncynbrantlltoc: mpumeuanue.
C 01.03.2025 B . 1 4. 5 ct. 13 BHOCATCS M3MeHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyayuryro
PEMAKIIHIO.

1) nexapcTBEHHbIE Ipenaparbl, W3rOTOBJIEHHbIE AaNTEYHbIMU OPraHU3alUsSIMU, BETEPUHAPHBIMU
anTeYHbIMU OpPraHU3ALMAMH, UHIUBUIYAIBHBIMUA IPEINPUHUMATEISAMU, KOTOPbIE UMEIOT JIMLICH3UIO Ha
(bapMaleBTUUECKYIO JAESITEeIbHOCTh, IO peleNnTaM Ha JIeKapCTBEHHBbIE MpernapaTbl U TpeOOBaHUAM
MEIULMHCKUX OPraHU3aluii, BETEpUHAPHBIX OpraHU3aLlNi;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

2) ekapCTBEHHBIC TpENapaThl, IPHOOPETEHHBIC GU3NISCKUMU JTUIIAMU 3a TipeaenaMu Poccuiickoi
®enepauny U NpegHaA3HAYEHHBIE J1JIs1 TMYHOTO UCIIOIb30BAHMS;

3) nekapcTBeHHBIE Mpenapathl, BBO3UMbIe B Poccuiickyro denepaliuio A okazaHusi MEIUIIUHCKON
IIOMOIIM 1O U3HEHHBIM MOKAa3aHMSIM KOHKPETHOI'O IMAlMEeHTa HAa OCHOBAHUMU Pa3pPELIEHUs, BBIIAHHOIO
YIOJTHOMOYEHHBIM (eIepaATbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH;

4) JICKApCTBEHHBIC CPEACTBA, BBO3UMBLIC B POCCHﬁCKym d)ezlepaumo Ha OCHOBAHHWHM BBIJAHHOI'O
YIIOJIHOMOYCHHBIM (be;[epaanHM OopraHom HCIIOJIHUTEILHON BIIACTH paspCliCcHud U NMPCAHA3HAUYCHHBIC
A OpOBEACHHUSA KIMHUYCCKHX I/ICCJ'Ie,HOBaHI/Iﬁ JICKApCTBCHHLIX IIp€riapaTtoB H (I/IJ'II/I) IIPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCACTB JJIA OCYHICCTBJIICHUA FOCy,HapCTBeHHOfI perucTpanun
JICKApCTBCHHEIX IIPECIIapaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) pa,I[I/IO(I)apMaHCBTI/I‘leCKI/Ie JICKAPCTBCHHLIC IIpPCIiapaTbl, HU3rOTOBJICHHBLIC HCIIOCPCACTBCHHO B
MCIUIHUHCKUX OpraHu3aliuviax B IOPAAKEC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHom
HUCIOJHUTEIbHOM BJIaCTH,

7) nekapcTBEHHBIE MIpenapaThl, IPOU3BOAUMBIE JIJISl IKCIIOPTA;

8) OHMOTEeXHOJIOrMYECKHE JIEKAPCTBEHHBIC Ipenaparhl, IMpelHa3HAuYeHHbIC ISl MPUMEHEHUS B
COOTBETCTBUM C WHAMBUAYAJIbHBIM MEIMLIHMHCKUM HA3HAYEHUEM M CIEUUAIbHO W3TOTOBJICHHBIC [UIS
KOHKPETHOI'O MallMe€HTa HEMOCPEICTBEHHO B MEAUIIMHCKON OpraHu3aluu, B KOTOPOU MPUMEHSIETCS TaKOU
OMOTEXHOJOTMYECKHI JICKApCTBEHHBIN Tpemapar, HWMEIoIIMe B CBOEM COCTaBE€ COCIMHEHUS,
CHUHTE3UPOBAHHBIE IO pe3yJIbTaTaM I'€HETUYECKUX MCCIIEI0BAaHUN MaTeprana, MOoJy4eHHOro OT NallMeHTa,
JUISL KOTOPOTO M3rOTOBJIEH TaKOM OMOTEXHOJIOTMYECKUN JIEKapCTBEHHBINM mpemnapaT. [lepeuens
MEIUIIMHCKUX OpPTaHU3allii, UMEIOIINX IPAaBO U3TOTABIUBATH U MPUMEHITH TaKue OMOTEXHOIOTUYECKHE
JIEKapCTBEHHBIE INpernapaTel, yreepxkaaercs [IpasurenscrBom Poccuiickon @enepanuu. Paspemenne Ha
MPUMEHEHHE TaKuX OMOTEXHOJOTHYECKHX JIEKapCTBEHHBIX IPENapaTOB BBIAAETCS YIOJIHOMOUYEHHBIM
(denepanbHBIM OpPraHOM MCIIOJIHUTEIBHOW BJIacTU B TNOpAJKE, ycTaHaBiuBaeMoM llpaBurenbcTBOM
Poccuiickoit ®enepaunu. Ilopsnok oOpamieHuss TakMX OMOTEXHOJIOIMYECKHX JIEKapCTBEHHBIX
IIpenaparoB, BKJIOYas MOPSAOK MX MU3TOTOBIICHHUS, MPOBEACHUS dKCIEPTU3bI, OCYILECTBICHHUS KOHTPOJISA
KauecTBa TaKWX OHOTEXHOJOTHMUYECKHUX JIEKApCTBEHHBIX TMpEnaparoB, MPUMEHEHHUs, XpaHEHUs,
TPAHCIOPTUPOBKU M YTHIM3ALMKA TaKuX OMOTEXHOJIOTMYECKHMX JIEKAPCTBEHHBIX IPENapaToB, a TAKXKe
TpeOOBaHUST K TakUM OHOTEXHOJOTHYECKHM JICKAPCTBEHHBIM IMpenapataM M MEAUIIMHCKUM
OpraHu3alMsaM, WX H3TOTAaBIMBAIOIIMM W NPHUMEHSIONMM, YCTaHaBiIMBarTcs IIpaBurenscTBOM
Poccuiickoit denepanuu.

(n. 8 BBennen denepanbubiM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBieHwe O perucTpalvy BOCIHPOU3BEIEHHOTO JIEKAPCTBEHHOTO TMpemapara Juis
MEIUIIMHCKOTO TIPUMEHEHHsI MOXET OBITh TIOJJaHO B YIOJHOMOYEHHBIM (enepanbHBIA OpraH
WCIIOJTHUTENIbHOW  BJACTH, OCYIIECTBISIOMIMM TOCYJapCTBEHHYIO PETUCTPALMIO0  JIEKAPCTBEHHBIX
MpenaparoB, MO UCTEYCHUH YETHIPEX JIET C JaThl TOCYAApPCTBEHHOW PETHCTPAllUM WM PETUCTPAIuu
pedepeHTHOTO IEKapCTBEHHOTO MpemnapaTa s MeIUIIMHCKOTO puMeHeHus: B Poccuiickoii @enepanum.
(dactp 5.1 BBegena denepanpubim 3akoHoM OT 30.01.2024 N 1-D3)

5.2. 3asBieHHe O perucTpanuu OMoaHaIoroBoro (OMOMOJOOHOT0) JEKApCTBEHHOTO IMperapara
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(Omoanainora) /Ui MEIUIIMHCKOTO MIPUMEHEHHUSI MOKET OBITh IMOAAHO B YIOJHOMOYEHHBIN (peaepanbHbIii
OpraH MCIIOJHUTEIbHON BJIACTH, OCYLIECTBISIOLUIMHA TI'OCYIAPCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX
IpernapaToB JUIsi MEIUIIMHCKOTO TNPUMEHEHHs, M0 HMCTEYEHUH TpeX JeT C JaThl ToCyIapCTBEHHOMN
perucTpanyy Wi perucTpanuu peepeHTHOro JIeKapcTBEHHOro npenapata B Poccuiickoit @enepanuu.
(uactb 5.2 BBegena denepanbubim 3akonoM oT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOJIB30BaHME B KOMMEPUECKHMX IeNiaX HH(opmanuu o pe3yiapTaTax
JTOKJIMHUYECKUX UCCIEAOBAaHUMN JIEKAPCTBEHHBIX CPEJCTB M KIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
[pernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTEIEM Jsi TOCYAapCTBEHHOM
pEeTUCTpaIy WM PETUCTPALMH JIEKAPCTBEHHOTO Mpernapara, 0e3 ero coryiacusi B TeUEHHE LIECTH JIET C
JaThl TOCYIapCTBEHHOW PErucTpaly WIM PerucTpanui peepeHTHOro JIEKapCTBEHHOrO Mpernapara B
Poccuiickoit ®enepanuu.

(dactp 5.3 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nonyckaercs rocyiapcTBeHHasi perucTparusi:

1) JICKAPCTBCHHBIX IPCIaparoB, OTIUYAOMIUXCA Apyr OT JApyra Ka4Y€CTBECHHBIM COCTABOM
[[€I7ICTBYIOHII/IX BCIICCTB, 10 OAMHAKOBBIM TOPrOBbIM HAMMCHOBAHUCM,

2) OIHOTO JICKAPCTBEHHOI'O Ipenapara, MPeICTaBICHHOIO Ha TOCYAAPCTBEHHYIO PETHCTPAIUIO B
OTHOIICHWH OJHOTO W TOTO K€ Jep)KaTelas WM BIAJCIbIIa PETUCTPAIMOHHOTO YIOCTOBEPCHUS
JICKQpCTBEHHOT'O TMpernapara B BUAC JBYX M 00Jee JIGKAPCTBEHHBIX MPENapaToB IMOJ pPa3IUYHBIMU
TOPTrOBBIMH HAUMCHOBAHUSIMH.

(m. 2 B pea. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B DJIEKTpOHHOW ¢opMe CcyObekTa OOpalieHHus JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YIIOJIHOMOYEHHBIM  ()eIepaIbHBIM  OpPraHOM  HWCIOJHUTENBHONH  BIACTH,
OCYILIECTBIISIOUIMM IOCYJapCTBEHHYIO PErMCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB, B YCTAHOBIEHHOM UM
MOPSAJIKE OCYLIECTBIIIETCS HAY4YHOE KOHCYJIBTUPOBAaHUE II0 BONPOCAM, CBSI3aHHBIM C IIPOBEICHHEM
JOKJIIMHUYECKUX HCCIEeI0BaHUM, KIMHUYECKUX HCCIEI0BaHUN JIEKapCTBEHHBIX MPENapaToB, SKCIIEPTU3bI
KayecTBa JIEKAPCTBEHHBIX CPEACTB, A(PQGEKTUBHOCTH M  O€30MaCHOCTH, C  OCYIIECTBIECHUEM
rOCy/IapCTBEHHON pErucTpalyy JIEKApCTBEHHBIX IpernaparoB. KoHcynbTHpoBaHHE OCYLIECTBISIETCS C
npuBieueHUEM (elepalbHbIX T'OCYIAPCTBEHHBIX OIO/UKETHBIX — YUPEXKAECHUH, MOJBEIOMCTBEHHBIX
TaHHOMY (eepaJbHOMY OpraHy HCIHOJHHUTENIbHON BIACTM W HE YYacTBYIOLIMX B OpraHU3alMH
IIPOBEJEHUS DKCIIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B  ILEJNAX OCYIIECTBICHHS HX
rOCyJIapCTBEHHOM PErMCTpalii B COOTBETCTBUHU CO CTaTheil 16 Hacrosmero denepaibHOro 3akoHa, B
BUJIE OTBETA B NMHUCBMEHHOH (OpME YIOIHOMOYEHHOTO (e/iepalbHOro OpraHa MCIOJHUTENbHON BIACTH
Ha 3anpoc. Pazmep B3umMaeMoil ¢ 3aBUTENS IJIAThl ONPENEISeTCs] B COOTBETCTBUM C 3aKOHOAATEIBCTBOM
Poccuiickoit deaepannn 06 opraHu3alnuy MPeJOCTaBIECHUS TOCYAAPCTBEHHBIX U MYHUIUIAIBHBIX YCIYT.
Nupopmanus 00 oOCyIIECTBIEHMH HAyYHOrO KOHCYJIbTHPOBAaHUS, B TOM 4HCIE€ CTaTbH, 0030DBI,
CIpaBOYHBbIE MaTepualbl M HHas HH(popMalMs 00 OCYIIECTBIEHHH HAYYHOTO KOHCYJIbTHPOBAHUS,
pazMeniaercd Ha OQUIMAIBHOM CaiTe YIOJIHOMOYEHHOTO (erepaqbHOro opraHa HCHOJHUTENbHOM
Biractu B cetn "HMHTepHeTr" ¢ cOOMIOJEHMEM OrpaHHYEHUH, YCTAHOBJIEHHBIX 3aKOHOJATENLCTBOM O
MEPCOHANBHBIX JaHHBIX, KOMMEPUECKOH U (UJIM) rOCy1apCTBEHHOM TailHe.

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

8. Tl'ocymapcTBeHHast perucTpanusi JEKapCTBEHHBIX MpENnapaTroB, KOTOpPblE MpeIHa3HAYeHBI IS
OPUMEHEHHs B YCIOBHMSX BOCHHBIX JIEHCTBMH, Upe3BbIUANHBIX CUTYAIMi, MpeaynpexIeHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YpE3BBIYANHBIX CUTYAIMd, TPOMUIAKTUKNA U JICYCHHs 3a00JICBaHMIA, TIPEICTABISIONINX OMACHOCTh IS
OKpYIKaIoINX, 3a00JICBaHUN U TTOPAKCHUM, MTOTYYECHHBIX B pe3y/IbTaTe BO3JACUCTBHUS HEOIArompHusITHBIX
XUMHYECKHUX, OMOJIOTUYECKUX, PATUAIIMOHHBIX (AaKTOPOB, M KOTOpHIE pa3pabOTaHbl B TOM YHCIE IO
3aaHni0 (eepaIbHBIX OPraHOB MCIOJHUTEIBLHOW BIIACTH, YHOJHOMOYEHHBIX B 00J1aCTH OOOPOHBI
CTpaHbl U 0E30MACHOCTH TOCYIapCTBA, a TAKXKE JIEKAPCTBEHHBIX CPENICTB B CiIydae UX ACPEKTYphI WU
pUCKa BO3HHMKHOBEHHUs Je(PEKTypbl B CBS3M C BBEIEHHEM B OTHomeHMH Poccuiickoit ®enepamuu
OTPAHUYUTENBHBIX MEp SKOHOMHYECKOTO XapakTepa OCYIIECTBISICTCS B TIOPSAKE, YCTAHOBICHHOM
[IpaBuTenscTBoM Poccuiickoi denepanuu.

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

Cratbs 14. NMpUHLUMNbI 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB

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

1. 3KCH€pTI/I3a JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCS HA NPUHIOHUIIAX 3aKOHHOCTH, CO6JIIOIIGHI/I${
npaB H CBO60,Z[ YCJIOBCKAa MW TIpaKJaHHHA, IIpaB OPpUIHYCCKOIroO IJIMld, HC3aBUCHUMOCTH OSKCIICpPTAa,
O6T)€KTI/IBHOCTI/I, BCECCTOPOHHOCTU HW IOJHOTEL I/ICCJIG[[OB&HI/Iﬁ, MMPOBOAMMEBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAaYKH MW TCEXHUKH, OTBCTCTBCHHOCTHU cbe):[epaanoro rocyaapCTB€HHOI'O
6IOZI)K€THOFO YUpCKACHUA II0 IMPOBCACHHUIO OSKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB M ISKCICPTOB 3a
MMPOBCACHUEC U KAYCCTBO SKCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) skcnepTH3y NOKYMEHTOB, HPEACTABICHHBIX Ul ONpPEAETICHUS BO3MOXXHOCTU pPaccMaTpHBaTh
JICKapCTBCHHI)If/'I npenapar 4jii MCAUIUHCKOI0 IMPHUMCECHCHUSA B Ka4YC€CTBC Op(i)aHHOI“O JICKApCTBECHHOI'O
npenapara;

(B pen. denepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

2) sKCHepTH3y MpPeUI0KEHHBIX METOAO0B KOHTPOJS KauyecTBa JIEKAPCTBEHHOI'O CPENCTBA M (MJIM)
Ka4ecTBa MPE/ICTABICHHBIX OOPa3lOB JIEKAPCTBEHHOI'O CPEACTBA C HCIOIB30BAaHHEM ITHX METO/OB
(anee - sKCHEPTH3a KauecTBa JIEKapCTBEHHOI'O CPE/ICTBA);

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

3) O9KcmepTH3y OTHOILICHHS OXHIAEMOW TOJb3bI K BO3MOXXHOMY PHUCKY TNPUMECHEHUS
JICKapCTBEHHOTO Ipernapara;

4) SKCHepTU3Y PETUCTPAIMOHHOTO JO0Che Ha JIEKApPCTBEHHBIM Mpemapar B LEsIX OMpeleieHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPEMapaToOB ISl MEAUIIMHCKOTO TPUMEHEHUS.
(n. 4 BBenneH PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. OkcmepTu3a JEKapCTBEHHBIX MPEnapaToB JJisi BETEPUHAPHOTO NMPUMEHEHHS BKIIOYACT B ceOs

JKCIIEPTU3Y KauyecTBa JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTU3Y OTHOIIECHUS OKHUIAEMOW IOJB3bl K
BO3MO>XHOMY PUCKY NPUMEHEHHS JIEKAPCTBEHHOTO Mpernapara.

Cratba 15. dPepnepanbHoe rocygapcrtBeHHoe orogKeTHOe yypexageHuwe no
npoBeneHno 3KCNepTu3bl NNIeKapCTBEeHHbLIX CpeacTB

3KCHepTI/I33 JICKApPCTBCHHBIX CPCACTB MPOBOAUTCA (I)CﬂepaHBHBIM rocyaapCTBCHHbBIM 6IOIL)KCTHBIM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YUPEKACHUEM COOTBETCTBYIOILEIO YIOJIHOMOYEHHOTO (heAepaqbHOr0 OpraHa MCIOJHUTEILHON BIIACTH,
CO3JIaHHBIM JIJISl OOECIICYCHUs] HCIIOJIHEHHS IOJIHOMOYMU 3TOTO (elepabHOTO OpraHa I0 BblJaye
paspeleHruii Ha MPOBENCHUE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX MpermapaToB W (WIK) IO
TOCYJapCTBEHHON perucTpanuu (perucTpamnuy) JEKapCTBEHHBIX IPENapaToB (fajee - SKCHEPTHOE
YUpEeKICHUE).

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

Koncynsrantlntoc: npumeqanue.

[Tonoxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-d3), kacarommecs IpeIoCTaBICHUS TOC. YCIYT TIPH
OOpalIeHnn JIEKapCTBEHHBIX CPEACTB: IS MEAMIMHCKOTO MPUMEHEHHS IOCPEICTBOM EIHHOMN
cucTteMbl U (WIK) eauHOro moptana, npumensroTces ¢ 01.01.2025; mis BeTepuHAPHOTO MPUMEHEHHS
IIOCPEACTBOM €AMHOI0 noprana, npuMmenstores ¢ 01.01.2026.

Cratbsa 16. OpraHusauus npoBeAeHUs1 IKCNEePTU3bI NIeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnepTu3a JIEKQpCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCHUEH 3KCIEPTOB SKCIIEPTHOIO
YUPEXKIEHUS, HA3HAYCHHON €ro PyKOBOJMTEIEM, HAa OCHOBAaHUM 3aJaHMsl HA NPOBEACHUE SKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEZCTBA, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OpraHOM HCIOJHUTENbHOU
BJAacTU. PyKoBOIUTENIb 3KCIEPTHOTO YUPEKICHHUS 00ECIeunBaeT HaAJIexKallee IPOBEACHUE IKCIIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUHM C 3aJaHUEM, BbIAAHHBIM YIIOJIHOMOUYEHHBIM (eepabHbIM
OpPraHOM HCIIOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOArOTOBKY CBOJHOIO 3aKJIFOUEHHUsS 3TOM Komuccuu. B
COCTaB 3TOM KOMHUCCHHM IO PEIICHUI0 PYKOBOJAUTEINS IKCIEPTHOTO YUPEKIECHUS MOTYT ObITh BKJIFOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTarolye B JAHHOM HKCIEPTHOM YUPEKICHUU, €CIIU UX CIIELHaIbHbIe
3HAHHUA HEOOXOJMMBI JJIsi IPOBEIACHHUS OJKCHEPTU3bl U TaKUE€ HKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUYPEIKICHUH.

2. DKCHepToM IO TMPOBEIEHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISIETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOTO YUPEXKICHHs, KOTOPBIH HMEeT BbICIIEE MEAMLMHCKOE, (hapMaleBTHUECKOE,
OMOJIOrMYecKOe, BETEPUHAPHOE UM XUMUYEeCKoe 00pa30BaHUE U MPOBOAUT HKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B TOPSI/IKE UCTIOIHEHUS CBOMX JOJKHOCTHBIX 00sI3aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I MPOBCACHNUN OKCICPTU3BI JICKAPCTBCHHBIX CPCACTB OJSKCICPT HE MOXKCET HAXOJUTHCSA B
KaKOW-TN00 3aBHCUMOCTH OT Jinia, HA3HAYMUBLICTO 3TY OJKCIICPTU3Y, p83p8.60T‘-II/IKa JICKAPCTBCHHOT'O
Cp€ACTBA UJIN APYTUX 3aMHTCPECCOBAHHEBIX B PE3YyJIbTaTaX SKCIICPTU3BI JIUII.

4. Ilpm mnpoBeneHHWU ODKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB HE JOMycKaeTcs HUCTpeOoBaHHe
OKCIICPTOM Yy 3aABUTCIIA 00 WHBIX JIML MaT€puaioB, HCO6XO}II/IMI)IX AJI1 TIPOBEACHHA SKCIICPTU3EI. B
cllydae HEIOCTaTOYHOCTH MPEICTABICHHBIX JKCIEPTy MaTepHallOB B JIMYHBIM KAOWHET 3asBUTENS B
eIWHOW TOCylapcTBeHHOW HH(OpMAIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHEHUs (nanee - ennHas
CHUCTeMa) OJKCIEPTHBIM YYpEeXKJCHHEM HamNpaBlseTCs 3alpoc O MPEACTAaBICHUH HEOOXOAUMBIX
MaTepuasoB, MOJINUCAHHBIA PYKOBOJAUTENEM (YHOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEKICHUS C
MCIOJIb30BaHUEM YCUJICHHON KBANM()UIIMPOBAHHOM 3JIEKTPOHHOM MOAMKCH.

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

4.1. 3asBuTenb 0053aH HANIPABUTh B JIMYHBIA KAOMHET HKCIIEPTHOTO YUPEXKICHHS B €IUHON cUCTEME
MOJNMCAHHBIA YCUIEHHON KBaTU(HUIIMPOBAHHON 3JIEKTPOHHOM MOAMUCHIO OTBET HA 3aIPOC SKCIIEPTHOrO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

VUpEXKIIECHUS B CPOK, HE TPEBBHINIAIOIINN JEBIHOCTA pabOYMX JHEW CO JHS TMOJNYyYEHHUS SKCIEPTHBIM
YUPEXKICHUEM OHJICKTPOHHOTO YBEJOMIJICHHS O IIOJYy4YeHHH 3asBHTENEM 3ampoca. Bpems co mHA
HAIPaBJICHUSI SKCIEPTHBIM YUPEKJACHUEM B JIMYHBIN KaOMHET 3asBUTENs B €AMHOM CHUCTEME 3arpoca O
IPEACTaBICHUN JONOJIHUTEIBHBIX MAaTEPUAJIOB JIO JTHS HAINPABJICHUS 3asBUTEJIEM B JIMYHBIA KaOMHET
HKCHEPTHOTO YUPEXKACHUS B €MHOIN CHCTEME OTBETa Ha 3alpOC HE YUUTHIBACTCS MPU UCUUCICHUH CPOKa
MPOBEJCHNUS SKCIIEPTH3HI JICKAPCTBEHHOTO CPEACTBA.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecam 3asgBUTEIEM B COOTBETCTBMHM ¢ 4YacThbio 1.1 cratem 30 wmnam dacteio 2 crtathu 34
Hactosmero denepanbHOro 3aKOHA MPEJCTABICHA KOMHS PEUICHUS YIIOJTHOMOYEHHOTO (heaepaibHOro
opraHa WCIOJHUTEILHON BJIACTH O TPOBEICHHHM (apMalleBTUYCCKON WHCIEKIIMA IPOU3BOICTBA
JIEKapCTBCHHBIX CPEICTB IS MEIUIMHCKOTO MPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHMSIM IPABUII
HaJyIe)KaIleld IMPOU3BOJICTBEHHOW MPAKTUKA EBpPa3suiCKOro 3KOHOMHUYECKOTO COI03a, JKCIEPTy M0
oopMIIEHHUS Pe3yIIbTATOB IKCIIEPTHU3BI JICKAPCTBEHHOTO CPEJCTBA MPEICTABIISCTCS KOMUS 3aKIFOUYCHUS O
COOTBETCTBUH  IPOU3BOJUTENSA  JICKAPCTBEHHBIX CPEACTB TpeOOBaHWUSAM TIpaBWJ  HaJyIeKaleh
MIPOM3BOJICTBEHHON MPAKTUKH, BBIITAHHOTO YIIOJHOMOYECHHBIM (eepaTbHbIM OPTraHOM UCTIOTHUTEIHHOM
BJIACTH, WJIM KOMHS CepTH(HUKATA COOTBETCTBUS IPOU3BOJIUTENS JICKAPCTBECHHBIX CPEJACTB IS
MEIUIIMHCKOTO TPUMEHEHHS TpeOOBaHUSAM TMPaBUI HAICKAIIEH NPOU3BOJACTBEHHOM MPAKTUKU
EBpasuiickoro "5KOHOMHUYECKOTO COr03a.

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

4.3. 3asgBuTenb 00s3aH HAMIPABUTH B JIMYHBINM KaOWHET AKCIEPTHOTO YUPEKICHHS B €AMHOM cHCTeMe
KOIMIO 3aKJIIOYEHUS WM KOMHUIO cepTU(HKaTa, yKa3aHHBIX B 4acTu 4.2 HACTOSIIEH CTaThbH, B CPOK, HE
MPEBBIIIAIONINKM CTa BOCBMHAECATH pPAOOUMX JHEH CO JHS MOJNYYEHHUS SKCIEPTHBIM YUYPEKICHHEM
9JIEKTPOHHOTO  YBEJOMJICHHSI O  TOJYYEHUH  3asBUTEIEM  MOJIMNKUCAHHOTO  PYKOBOJUTEIEM
(YNOTHOMOYEHHBIM ~ JIMIIOM)  JKCHEPTHOTO  YUYPEXKICHUS €  HCIOJb30BAaHHEM  YCHUJICHHOW
KBTM(DUIIMPOBAHHON AJICKTPOHHOW IOIIKMCH 3ampoca O MPEIOCTABICHUU JTOKyMEHTa. BpeMs co mHsS
HAMpPaBIIEHUsI SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JTUYHBIN KaOMHET 3asgBUTENS B €AMHON CHUCTEME J0
JTHSI HaIllpaBJICHUs 3asSBUTEJIEM B JIMYHBIM KAOMHET DKCIIEPTHOTO YUPEXKICHHS B €IUHON CHUCTEME KOMUU
3aKJIFOUEHUS WM KOMUU cepTH(HUKaTa, yKa3aHHBIX B 4yacTh 4.2 HACTOSIIEH CTaThU, HE YUUTHIBACTCS MIPU
HCUYHUCIICHUH CPOKa MPOBEJCHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTRA.

(uactp 4.3 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. Dkcnepr Npu TPOBENEHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCIEPTHOTO YUpEeXKJIEHUs
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIENOBaHHE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepHalioB, JAaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE II0 T[OCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTU TMPOBEAECHUS WM SKCIEPTH3bl JIEKAPCTBEHHOIO
CpEeICTBa, €CII MOCTaBICHHBIE BOMPOCKHI BBIXOAT 3a MpeJieibl ClielualbHbIX 3HAHUH dKCIepTa, OObEKTHI
WCCTIEIOBAHUIN U MaTepHalIbl HEMPUTOJIHBI WJIM HEJIOCTATOYHBI JIJISi TIPOBENICHUS MCCIIEIOBAHUN U Jauu
3aKJIIOUEHHUs TUOO COBPEMEHHBIM YpOBEHb Pa3BUTHs HAyKU HE TMO3BOJIIET OTBETUTh HA IMOCTABIICHHBIC
BOIIPOCHI;

2) He pasriialaTh CBEICHMsS, KOTOPbIE CTAJIM €My M3BECTHBI B CBSI3U C IIPOBEACHUEM DKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJCTBA, @ TAKXKE CBEIEHUS, COCTABIIAIOLINE IOCYAapCTBEHHYI0, KOMMEPUYECKYI0 HIIU
HHYIO OXPaHsAEMYIO 3aKOHOM TaliHY;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3) obecrneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEAOBAHUN U MAaTEPHAIIOB.
6. DKCepT He BIIpPaBE:

1) mpOBOANTH SKCHEPTU3Y JIGKAPCTBEHHOTO CPEICTBA MO OOPAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHu3aiuii uim GU3NIECKUX JINII;

2) caMOCTOSITENILHO COOMPATh MaTePUATBI ISl IPOBEICHHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA;
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYIapCTBEHHOI'O IKCIIEPTA.

7. B cinydae HEOOXOAMMOCTH OKCIEPT BIIpaBE XOJATalCTBOBATb IEpell PYKOBOIUTEIEM
HKCHEPTHOTO YUPEXKICHHSI O IPUBIICUEHUH K IPOBEJCHUIO SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA IPYTHUX
9KCIIEPTOB.

8. Ka)KI[BIfI OKCIICPT, BXOJSIIIIMIA B COCTaB KOMUCCHU OKCIICPTOB, KOTOpOI‘/‘I IOPpYYCHO IMPOBCACHUC
OKCIICPTU3BI JICKAPCTBECHHOI'O0 CPCACTBA, HC3aBUCMMO MW CaAMOCTOATCIIBHO IIPOBOAWT HMCCIICAOBAHUA,
OLCHUBACT PE3YyJIbTAThl, IOJYUYCHHBIC UM JIMYHO U APYIHUMHU SKCIEpTaAMHU, U Q)opMyﬂpreT BBIBOBI
OTHOCHUTCIIbHO MOCTABJICHHBIX BOIIPOCOB B IMPEACTIaX CBOUX CIICHHUAJIbHBIX 3HAHUIA.

9. PeBy.]'IbTaTBI OKCIICPTHU3bI JICKAPCTBCHHOI'O CPCACTBA O(I)OpMJ'IHIOTCSI 3aKJIFOYCHHUECM KOMMNCCHH
OKCIICPTOB. B 3akmioyeHMH KOMHMCCHU OKCIICPTOB YKAa3bIBAIOTCA IICPCUCHBb I/ICCJIGI[OBaHI/Iﬁ, 00BeM
IMPOBCACHHBIX KaXXJIbIM OKCIICPTOM I/ICCJIC,I[OBaHI/Iﬁ, YCTAHOBJICHHBIC KAXXJIbIM U3 HUX (I)aKTLI Hn COCIIAaHHBIC
B pC3yJIbTATC I/ICCJICIIOBaHI/H\/JI BBIBOJbI. 3KCHCpT, MHCHHUC KOTOPOI'0 HE COBIIAAACT C pCHICHUCM KOMHCCHUHN
OKCIICPTOB, BIIPABC BbIPA3UTH CBOC MHCHUC B MHUCHMEHHOMN q)OpMC, KOTOpPOC HpI/IO6H_[aeTC$I K 3aK/JIFOUYCHHIO
KOMHCCHUH SKCIICPTOB.

10. DkcmepThl, BXOJAAIIME B COCTaB KOMHCCHH, MPEAYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATeNnbCcTBOM Poccuiickoin denepanuu 3a 1ady 3aKIOUYECHHUS, COAEPKAIIETO
He00OCHOBaHHbIE WU (PallbcU(DUIIMPOBAHHBIE BBIBOBI, O YEM OHU JIAIOT MOAMHUCKY.

11. Onpenenennie ypoBHs NMpodhecCHOHATHHON MOJTOTOBKH IKCIEPTOB U aTTECTAllUs UX Ha MPaBO
MPOBEJICHUST IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS JKCIEPTHO-KBATH(PUKATUOHHBIMU
KOMHCCHSIMU B TIOPSIIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIM (he/lepaibHbIM OpraHOM
WCIIOJTHUTENBHON BJacTU. YPOBEHb NMpodeccroHaNbHON MOATOTOBKU IKCIIEPTOB MOMJICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSMH HE PEXKe YeM OJMH pa3 B IATH JIET.

12. TlpaBuia mHpoBeNEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTU HKCHEPTH3BI
OTIENbHBIX BHUJOB JIEKAPCTBEHHBIX IMpemnapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IIPENaparos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IpenapaToB, OHOJIOIMYECKMX JIEKApPCTBEHHBIX IpErnaparos,
O0MoaHaNoroBbix (OMOMOAOOHBIX) JIEKApPCTBEHHBIX MpenaparoB (OMOaHAJIOroB), TOMEONATHYECKHX
JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENIBHBIX MPENnapaToB, KOMOWHAIMNA JTeKapCTBEHHBIX
npernapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM JKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENILHON BIACTH.

(uactb 12 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynsrantllntoc: mpumeqanue.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Ho 31.12.2024 nna npemapatoB, MNpPOU3BEICHHBIX B P® B 1HemsiX HMMIOPTO3aMEIICHHS,
YCTaHABJIMBAETCA PEXKUM YCKOPEHHOW MPOIEAYphl TOCPETUCTpPAllMd B  COOTBETCTBUU  C
[TocranoBnenuem IIpaBurensctBa P® ot 12.03.2022 N 353.

Cratba 17. Nogaya M paccMoTpeHUe 3asiBIeHUs1 O rocyAapCTBEHHOM perMcrpauuu
neKapcTBEHHOro npenapara Ans BeTepUuHapHOro NnpuMeHeHUs

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

Koncynsrantlntoc: npumeqanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBICHUS TOC. YCIYT TIPH
oOpaleHuu JICKapCTBEHHBIX CPEACTB MJII BETCPUHAPHOTO MPUMEHEHUS IOCPEICTBOM EIMHOTO
noptaia, npuMmensitorcs ¢ 01.01.2026.

. [ns rocynapCTBEHHOW pErucTpalyy JIEKapCTBEHHOIO IIpenapara il BETEPUHAPHOTO
NPUMEHEHHS pPa3pabOTUYMK TAaKOTO JIEKAPCTBEHHOTO IIperapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOpUANYECKOE JIUIO (Jajiee B HACTOAIICH CTaThe - 3asiBUTEIb) HAIPABIISIET MOCPEICTBOM (heaepanbHO
rocy/1apCTBEHHOH MH(QOpPMaIMOHHON cucTeMbl "ENMHBIN mOpTal rocyAapCTBEHHBIX U MYHUIIUIIAIbHBIX
yenyr (Qysknumii)" (ranee - eMuHBIA TopTall) B YIOJTHOMOYCHHBIN (DeepaabHblid OpraH UCIOTHUTEIIBHON
BJIACTU 3asBJIEHUE O TOCYIAPCTBEHHOW PErMCTPALMM JIEKAPCTBEHHOI'O Mpernapara il BETEPUHAPHOTO
IIPUMEHEHUS], MOJNUCAHHOE YCUJICHHOW KBaJU(ULUUPOBAHHON 3JIEKTPOHHOM MOANKCHIO, a TaKXKe
JOKYMEHTBI, U3 KOTOPBIX (hopMHpyeTcs perucTpalyoHHOE JO0Che Ha JICKApCTBEHHBIN mpemapar A
BETEPUHAPHOTO IPUMEHEHHUS.

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

2. B 3asBNI€HUN 0 rOCyAapCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHOTO IpenapaTa /Uil BETEpUHAPHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HanMeHOBaHME U aApec 3asiBUTENIS, pa3paboTuyrKa U MPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara
JUIs BETEPUHAPHOIO MPHMEHEHHS M aJpec MecTa OCYIIECTBJIEHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOTO NPUMEHEHHUs (B Cilydyae HalWuus HECKOJIbKMX YYacTHHKOB Ipoliecca
MIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXkJJOT0 U3 HUX);

2) HaMMEHOBaHUE JIEKAPCTBEHHOTO TpernapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUsI (MEXTyHapOIHOE
HEMaTeHTOBAaHHOE, WK TPYIIHUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS ),

3) MEPCUCHDb JIGI\/'ICTBYIOHII/IX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAaB JICKAPCTBECHHOI'O
npemnapara JJjid BETCPUHAPHOT'O0 IPUMEHCHUS, C YKa3aHUEM KOJIMYUCCTBA KAKAOT'O U3 HUX;

4) nexkapctBeHHas (QopMa, TO03UPOBKA, CIIOCOOBI BBEJACHWUS WM TPUMEHEHHUs, CPOK TOJHOCTH
JIEKApCTBEHHOTO TpernapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

5) dapmakoTepaneBTHUECKas IPyIIa;

6) HeOOXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOU MPOIEAYphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LETISIX TOCYTapCTBEHHON PEeTUCTpaIliy JEKapCTBEHHOTO Mpenapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

7) KOIIMM TOKYMEHTOB, IOATBEPKAAIOIIMX YIIJIATy TOCY1apCTBEHHOMN MOLUIUHBIL:

a) 3a IPOBEIEHUE SKCIEPTU3bl KAayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M HKCHEPTH3bl OTHOLICHMS
OKUJaEMOH I10JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara i BETEpUHAPHOIO
IPUMEHEHMsI IIPU €ro rocy1apCTBEHHON PEerucTpalny;

0) 3a BbAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOT'O Ipenapara;

8) HamMuHMe coriacus, MPEIyCMOTPEHHOIO 4YacThl0 7 HAcTOAIIEH CTaTbd, €CIM C MOMEHTa
peructpanu pedepeHTHOro JIEKapCTBEHHOTO TpemnapaTra JJis BETEPUHAPHOTO MPUMEHEHHS MpPOIILIO
MEHee YeM IIECTh JIET.

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

3. PerucrpanmoHHOE OChE B LENSX DKCIEPTH3BI JCKAPCTBEHHOTO Tpenapara JUisi BETCPHHAPHOTO
MpUMEHEHUS (POPMHPYETCs U3 CIACAYIONINX JOKYMEHTOB M CBEJCHHIA:
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHust 0 Jare MPEIOCTABIICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha TPOU3BOICTBO
JICKQpPCTBEHHBIX CPEJICTB, MPEJOCTABICHHONW IPOU3BOAUTEIIO PETHCTPUPYEMOTO JICKAPCTBEHHOTO
mperapara Jiuisi BETepUHAPHOTO IPUMEHEHUS, 1Tl POCCHICKUX MTPOU3BOIUTEIICH;

(B pen. deaepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBeleHUs O JaTe MPEAOCTaBICHUS U PErMCTPALMOHHOM HOMEpE JIMIIEH3UMH Ha IPOU3BOICTBO
JIEKapCTBEHHBIX  CPEJCTB, MPEIOCTABICHHOW MPOU3BOAUTENIO (hapmarieBTHUECKOH cyOcTaHIuw,
BXOJIAIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOTO IPUMEHEHMUSI, IS
POCCUHCKHX MPOU3BOAUTEIIEH;

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

2.1) xomus MOKYMEHTa, BBIIAHHOTO YIMOJIHOMOYEHHBIM OpPTaHOM CTPaHbl MPOU3BOIUTENS IS
KaXJ0W  MPOU3BOACTBEHHOM  IUIONIAAKH  PETUCTPUPYEMOrO  JICKAPCTBEHHOTO  Ipemapara  Jist
BETEPUHAPHOIO IPUMEHEHUS] W TOATBEPKIAIOLIETO COOTBETCTBUE IPOU3BOIAUTENSA JIEKAPCTBEHHOTO
npenapara TpeOOBaHUAM MPABWIT HAAJIEKAIICH MPOU3BOJICTBEHHOM MPAKTHUKU, U €T0 TIEPEBOJT HA PYCCKUMN
SI3bIK, 3AaBEPEHHBIC B YCTAHOBICHHOM IIOPSAJKE, a TAKXKE KOIUS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSM TIpaBUJI HAJUIeKAIEH TMPOU3BOJICTBEHHON
MIPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (pe/iepalbHbIM OpTraHOM UCTIOTHUTENBHOW BIACTU AJS KaXKIOM
MPOU3BOACTBEHHON IUIOMIAAKH PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara sl BETEPUHAPHOIO
MPUMEHEHHUS, JIUOO KOMHS PEIIeHUs O MPOBEACHUHM WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEJIICTB, TIPUHATOTO YIMOJHOMOYEHHBIM (eZIepaibHBIM OPTaHOM HMCTOJHUTEIBLHOW BJIACTU YISl KaXKIOH
MPOU3BOJACTBEHHON IUIONIAJKU PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIperapara sl BETEPUHAPHOIO
MPUMEHEHUS. YKa3aHHbIE JOKYMEHTHI MPEICTABISAIOTCSA B CIydae, €CJIu MPOU3BOJICTBO JIEKAPCTBEHHOIO
rpernapara oCcylecTBisieTcs 3a npeaenamu Pocecuiickoii denepanuu;

(m. 2.1 BBenen denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl TPOU3BOIUTENS
(hapmareBTHIeCKOu cyOcTaHImm u MOATBEPKIAIOIIETO COOTBETCTBHUE MPOU3BOAUTEN A
(dhapmaleBTUUECKOI CyOCTaHIINH, BXOISIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIpenapara Jijis
BETEPUHAPHOTO NMPUMEHEHHUsI, TPEOOBAHMIM MPaBWI HAAJIEKAIICH MPOU3BOJACTBEHHON MPAKTHUKU, U €0
IIEPEBOJI HA PYCCKUM S3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IIOPSAJKE, B CJIydae, €CJIU IPOU3BOJACTBO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(dhapmaleBTHUECKOM CyOCTaHIIMM OCYIIECTBIsIETCS 3a npeaenamu Poccuiickoii @enepanumy;
(. 2.2 BBeaeH ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) NOpoOEeKT HOPMAaTHUBHOIO [OKYMEHTa Ha JIEKAPCTBEHHBIM IIpemapaT sl BETEPUHAPHOIO
IIPUMEHEHN;

4) DOKYMEHT, COAepKaluil cleayronyro uHpopmanui o (GapManeBTHYeCKOW CYOCTaHIIMH WIIH
(bapMareBTHYECKIX CYyOCTaHIUAX, BXOASIINX B COCTAaB JIEKAPCTBEHHOTO Mpernapara JUisi BETEpUHAPHOTO
IMPUMCHCHUS:

a) HaMMEHOBaHME (apMalleBTUYECKOW CYOCTaHIIMU, €€ CTPYKTypa, oOImme cBoicTBa (Ipu
rOCYy/IapCTBEHHOW  PETUCTpAallid  WMMYHOOHMOJOTHMYECKHX  JICKAPCTBEHHBIX  NIPEMapaTtoB  JUIs
BETCPUHAPHOTO TPUMEHEHHS MPEICTABISIOTCS CBEICHHS O INTaMME, BKIIOYas €ro HauMEHOBaHUE,
HH(OPMAIIHIO O TIPOUCXOKICHUH, €0 CBOMCTBAX, XapaKTEPUCTUKAX M MECTE JICTIOHUPOBAHHUS );

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

0) HauMEHOBaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHS IIPOM3BOJCTBA C OMKMCAHUEM CTAJUHA MPOU3BOACTBA M METOJOB KOHTPOJS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

r) uHpoOpMamus O mnpuMecsx (HE TPEACTaBISCTCS TPU TOCYIAPCTBEHHOW —PErHCTpaIvu
UMMYHOOHMOJIOTUIECKIX JICKAPCTBEHHBIX MTPEIapaToB ISl BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) cnenuduKanus Ha (papManeBTHICCKYI0 CyOCTaHIMIO (HE TIPEICTABISICTCS MPU TOCYAapCTBEHHOM
perucTpani MMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) ONMMCAHUC MCTOAUK KOHTPOJIS KaUCCTBA,

) pe3yapTaThl aHanu3a cepuil (apMmaneBTHUYECKOW CyOCTaHIMM (HE TNPECTABIAIOTCS IpH
rOCYJapCTBEHHOM  perucTpalyu  MMMYHOOMOJIOTMYECKMX  JICKApCTBEHHBIX  IpemapaToB s
BETEPUHAPHOTO IPUMEHEHMS);

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

3) MNEPCUYCHb CTAaHAAPTHBIX o6pa3u013 HJIN BCIICCTB, UCIIOJIB3YEMBIX IPU OCYIICCTBICHUN KOHTPOJIA
Ka4dyCCTBa,

1) OIMCaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHBIE O CTaOMJIBHOCTH (HE TPEACTABISIOTCA TMPH TOCYJApCTBEHHOH pETUCTpaluH
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB /ISl BETEPUHAPHOTO IPUMEHEHUS);
(B pen. deaepanbhoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCIIOBUSI XpaHEHUS;

KoncynprantlIntoc: npumedanue.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

[lpy yckOpeHHOH Tmpomeaype pPEerucTpaluyd  BOCIPOU3BEACHHOTO Iperapara JIOIyCKaeTcCs
HETPEACTAaBICHNE OMHMCAHUS METOJOB M HX JOKYMEHTAJIBHOTO MOATBEPXKACHUS, MPU MHCbMEHHOM
00s13aTeNbCTBE WX NPEACTaBUTh B TedeHwe 12 mecsmeB co nus peructpanuu (Iloctanosnenue
[IpaButenscTBa PO ot 12.03.2022 N 353).

5) ord4er o pe3ynpTarax JAOKIMHUYECKOTO MCCIEJOBAHHUSA JIEKAPCTBEHHOTO CPEACTBA JUIS
BCTCPUHAPHOI'O NPUMCHCHUA, BKJHO‘-IaIOH_II/Iﬁ OIMUMCAHUC MCTOAOB ONPCHACIICHUA OCTATOYHLIX KOJIMYCCTB
JEHCTBYIOIIETO BelIecTBA (JICHCTBYIONIMX BEIIECTB), JOCTHTAIOMIETO (IOCTUTAIONIMX) CHCTEMHOTO
KPOBOTOKA, B TMPOAYKIHMH >KUBOTHOTO TPOUCXOXKICHHS TOCIE MPUMEHEHHUS TaKoro JIEKapCTBEHHOTO
CPEICTBA, a TAKKEe TOKYMEHTAJILHOE IOATBEP)KICHNE (BAIMAAINS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O PpEe3ysibTaTaX KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCllapaTa IJId
BCTCPUHAPHOI'O MPUMCHCHHA Y KAXKAOTO BHAA JKUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 11O BETCPUHAPHOMY

IIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU IO BETEPUHAPHOMY PUMEHEHUIO JIEKAPCTBEHHOTO MperiapaTa, CoJepKaiien
CJIETYIOIINE CBEACHHUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO Tpemnapara Ajsi BETEPUHAPHOTO NMPUMEHEHHs (MEXIYHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) ekapcTBeHHas (hopma C yKa3aHWEM HaWMEHOBAHHWH M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KAUeCTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) OIMMMCAHUC BHCIIHETO B A JICKAPCTBCHHOI'O IIpcriapara Ajid BETCPUHAPHOTO IPUMCHCHUS

r) dpapMakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO PUMEHEHHS
WJTU yKa3aHHe "TOMEONaTHYECKUN JIEKapCTBEHHBIN TIpenapar';

n)  (QapmakonuHamMMKa M (apMaKkOKMHETHKa (32  MCKIIOYeHHeM  (apMaKOKWHETHKH
rOMEONaTUYECKUX JIEKAPCTBEHHBIX IPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX IPENapaToB) WM
OIMCaHHe UMMYHOOHOJIOIMYECKIX CBOWCTB JIEKAPCTBEHHOI'O IpenapaTa;

€) MOoKa3aHusl ISl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHMsI [yl IPUMEHEHHUS;
3) MepbI IPEJOCTOPOKHOCTH MPU NPUMEHEHUU;

I/I) YKa3aHnue€ BO3BMOKHOCTHU U 0coOeHHOCTEH MMPUMCHCHUA Y 6CpeMCHHHX JKUBOTHBIX, Y )KUBOTHBIX B
nepruoa JJIakKTaluu, y IOTOMCTBA JKUBOTHBIX;

K) PCKUM OO3UPOBAHUA, CIIoco0 BBCACHHA U IIPUMCHCHU:, IPHU HCO6X0,Z[I/IMOCTI/I BpEMsA IIpucMa
JICKApCTBCHHOTO ITpErapara JJId BETCPUHAPHOT'0 MPUMEHCHUS, TPOAOJDKUTCIIbHOCTD JICUCHU S,

J) BO3MOXHBIE MMOOOYHBIE JIEUCTBUS, HEXKENATEIbHBIE PEaKIIMK MPH MPUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHECHHS;

www.consultant.ru CrpaHuua 42 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=490197&date=29.11.2024&dst=100548&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=29.11.2024&dst=100036&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI 110 OKA3aHUIO IOMOLLY IIPU NIEPETO3UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTUMH JIEKAPCTBEHHBIMU TperapaTaMu U (M) KOpMaMu;
0) ¢opMBI BBITyCKA JEKAPCTBEHHOTO Mpenapara JAJisi BETEPUHAPHOTO IPUMEHEHUS;

1) yka3aHue (Ipu HEOOXOIUMOCTH) OCOOCHHOCTEH ACHCTBHS JICKAPCTBEHHOIO Ipemapara it
BETEPUHAPHOTO MPUMEHEHHSI IPU TIEPBOM TPHUEME WII TIPH €T0 OTMEHE;

p) onmcanue (Ipu HEOOXOJMMOCTH) JEHCTBHUIl crieruaiicTa B 00JacTH BETEpPUHAPUH, BIIAJENbLA
KMBOTHOTO TpH TPOIYCKE IpHEMa OJHOW MM HECKONbKHX 03 JIEKapCTBEHHOTO mperapara ajs
BETEPHHAPHOTO IPUMEHEHUS;

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

C) CPOK TOAHOCTH H YKa3daHHC Ha 3alpeT MNPHUMCHCHUS JICKAPCTBCHHOI'O IIpeliapaTa JIid
BCTCPUHAPHOI'O IPUMCEHCHUA 110 UCTCUCHHUH CPOKA I'OJJHOCTH;

T) YCJIOBUS XPaHEHUS;

y) yKazaHue Ha HEOOXOJMMOCTb XpaHEHHs JIEKapCTBEHHOIO Ipenapara s BETEpPUHAPHOTO
IPUMEHEHMS B MeCTax, HEIOCTYIHBIX AJIs AeTell;

¢) ykazanuwe (Ipu HEOOXOJMMOCTH) CICHHUAIBHBIX MEP IMPEIOCTOPOKHOCTH TMPH YHUUYTOXKCHUHU
HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX IIPENAPATOB Ul BETEPUHAPHOIO IIPUMEHEHHS;

X) CPOKH BO3MOXHOI'O HCIIOJIB30BAHUA MPOAYKIHHU KXHUBOTHOI'O IMPOUCXOXICHHA ITOCJIC BBCACHUA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 BETCPUHAPHOT'O IIPUMCHCHUS

I1) YCJIOBUS OTITYCKa;

4) HAMMEHOBAaHUSA U ajJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKaPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHS;

II) HAaUMEHOBaHME, aJIpeC OpraHu3allid, YHIOIHOMOYEHHOW JeprkaTelleM WM BJaJeiblieM
PErUCTPAallMOHHOTO  yIOCTOBEPEHUSI JICKAPCTBEHHOTO TIpenapara Ha TMPUHATHE TPETeH3Ud OT

noTpeOuTeNs;

8) MpOEKThl MAKETOB MEPBUYHON YaKOBKH U BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOTO MIpernapaTa Jiis
BETEPUHAPHOI0 IIPUMECHEHUS;

9) cnenyromue cBeIeHH O JIEKAPCTBEHHOM TpernapaTe /Uil BETepUHAPHOTO IPUMEHECHHUS:
a) ONMCaHKe U COCTaB JIEKAPCTBEHHOTO TIperapara Jyuisi BETepUHAPHOTO MPUMEHEHHUS;
0) onucanue (papMareBTHIECKOMN pa3pabOTKH;

B) OIMCaHME MpOoLecca MPOU3BOJICTBA U €0 KOHTPOJISA, MOJMUCAHHOE B MOPSIJIKE, YCTAHOBJIEHHOM B
COOTBETCTBHUH C YaCThIO | HACTOSAIIEH CTAThH;
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33
(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

I) ONHCAaHWE KOHTPOJS KPUTUYECKUX CTaJui IPOMU3BOACTBA U IPOMEKYTOUHON MPOIYKIUH,
MOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YAaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaUMCHOBaHMS M ajapeca pa3padoTyuKa, JIep)Karelsl WM BIIaJeibla PErHCTPALUOHHOTO
yIOCTOBEPEHHsI  JICKAPCTBEHHOT0  Ipernapara, MPOM3BOACTBEHHBIX  IUIOMIAJAOK  IPOM3BOAUTEIS
JIEKapCTBEHHOTO Ipenapara /s BETCPHHAPHOTO IMPHUMEHEHHS C YKa3aHUEM CTaIui TEXHOJIOTHYECKOTO
IpPOIIECCa, OCYIIECTBISIEMBIX Ha IPOM3BOJCTBEHHBIX IUIOMIAJIKAX TPOU3BOJUTEINS JICKAPCTBEHHOTO
npernapara Juis BETepUHAPHOTO IPUMEHEHUS;

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

e) ¢apmareBTHUYECKasi COBMECTUMOCTb;
) MUKPOOHOJIOTMYECKHE XapaKTePUCTHKH;
3) MaTepuabHbIi OaJlaHC IS TPOU3BOJICTBA CEPHU TOTOBOTO MPOYKTA;

1) OIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynpsrantlintoc: npumedanue.
[Ipu perucrpanuu 1O YCKOPEHHOM MpOLEAype JMAOMYCKACTCSl HEMpPEICTaBICHUE JTOKYMEHTOB,
n_.n

npenycMoTpeHHbix . "k" m. 9 4. 3 cr. 17, mpu yclIOBHUM NHCHbMEHHOTO 00s3aTENbCTBA HX

IIpeloCTaBUTh B TeueHue 12 mecsuen co ans peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHUE (BAIMJAIMS ) IPOLIECCOB U (UJIN) UX OLEHKA;

7) TpeOoBaHMsI K KayeCTBY BCIOMOTAaTENbHBIX BemIeCTB (cepTudukar, crenudukanus Ha
BCIIOMOTaTEJIbHBIE BEIIECTBA U UX 00OCHOBAHUE);

Koncynpsrantllntoc: npumedanue.
[Ipu peructpamuu 1O YCKOPEHHOM MPOIEAYpE JOIMYCKAECTCS HENpPEeACTaBIeHNE JIOKYMEHTOB,
npenycMOoTpeHHbIX mm. "M" m. 9 4. 3 cr. 17, mpu ycnmoBHM THUCBMEHHOTO 0053aTelbCTBA HX

MIpeloCTaBUTh B TeueHue 12 mecsnen co ans peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCECTOJAUKH, HUCIOJIB3YEMBIC TIIPpH OCYIICCTBICHHU KOHTPOJIA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

KoncynprantlIntoc: mpumedanue.
IIpn perucrtpanuu 10 YCKOPEHHOM MPOLEAYpPE JHOIYCKAECTCs HENPEACTaBICHUE JOKYMEHTOB,
npenycMoTpeHHblx nm. "H" m. 9 4. 3 cr. 17, mpu yciaoBHMM NHCHbMEHHOIO 00s3aTeNbCTBA HX

IIPEOCTaBUTh B TedeHHe 12 mecsanes co aHs peructpauuun (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33
(peq. or 08.08.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

H) JIOKYMEHTaJIbHOE MOATBEpPKJACHUE (BaMUAALMs) aHAIUTUYECKUX METOJUK, WCIOIb3YEMBIX MPHU
OCYIIIECTBJICHUN KOHTPOJISI KAYECTBA BCIIOMOTATEIbHBIX BEIIECTB;

O) PIH(bOpMaI_[I/ISI 00 HCIIOJB30BAHMHM BCIIOMOIaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOI'O MW XHWBOTHOI'O
IIPOUCXOKIACHUSA,

1) yrpatuia cuiy. - @enepanbHbiii 3akoH oT 02.08.2019 N 297-03;

p) TpeOoBaHMS K KayecTBY JIEKAPCTBEHHOTO IIpenapara jisl BETEPUHAPHOTO INPUMEHEHUS
(ceprudukar, cienuduKays Ha JIEKapCTBEHHBIN Mpernapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUEC MCTOAWKH, HCIIOJIB3YEMBIC IIPpU OCYHICCTBJICHUHW KOHTPOJSA KadeCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 BETCPUHAPHOI'O MPUMCHCHU S,

Koncynpsrantlintoc: npumedanue.
[Ipu perucrpamuu 1O YCKOPEHHOM MPOIEAYpE JOIMYCKAECTCS HENpPEICTaBIeHUE JOKYMEHTOB,
n_n

npenycMoTpeHHbix . "t m. 9 u. 3 cr. 17, mpu ycClIOBUM MHCBMEHHOTO 00s3aTeNbCTBA HX

IIpeloCTaBUTh B TeueHue 12 mecsuen co ans peructpauuu (Ilocranosnenue IlpaBurenscta PO ot
12.03.2022 N 353).

T) JOKYMEHTQJIBHOE MOATBEP)KICHHUE (BAIUALMSA) aHATUTUYECKUX METOAMK, UCIOJIB3YEMBIX IMPH
OCYILIECTBJIEHUH KOHTPOJIS Ka4€eCTBa JIEKAPCTBEHHOIO Ipenapara JJisi BETEpUHAPHOIO IPUMEHEHUS;

y) JOKYMEHT, MOATBEPXKAAIOIIMNA KayecTBO JIEKAPCTBEHHOrO Ipenapara TpeX MPOMBIIIICHHBIX
cepuil (MPOTOKOJ aHaNM3a WK cepTU(UKAT aHAIN3a), OJTHA CEpUsl KOTOPOTO JO0JKHA COBMAIaTh C cepuei
o0pasia JIeKapCTBEHHOTO Mpernapara, MoJaHHOTO Ha PETHUCTPAIINIO;

&) xapakTepucTHKa puMecei;

X) MepeueHb CTaHIApPTHBIX 00pa3lloB, MCHOJIb3YEMBIX MPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKApCTBEHHOTIO IIpernapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

KoncynsrantlIntoc: npumedanue.

[Ipu yckopeHHOHl Tmpoleaype perucTpauud BOCHPOM3BEAEHHOTO Ipenapara JOIYCKaeTcs
HEMPE/ICTABICHUE CBEICHUN, NPEeAYyCMOTPEeHHBIX ni. "m" m. 9 4. 3 cr. 17, Opu NHUCbMEHHOM
00s13aTeNCTBE UX MPEAOCTaBUTh B TeueHue 12 wmecsmeB co aHs peructpanuu (IlocranoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

I_I) JaHHBIC O CTaOUIIBHOCTH JICKApPCTBCHHOTO IIpCIiapaTta AJisk BETCPUHAPHOTO IIPUMCHCHUS,

10) xomus JOKYMEHTa, COJAEp)KALero HHQPOpPMAIMI0 O HAIUYUU MU 00 OTCYTCTBUU (HaKTOB
pETUCTpalMK JIEKAPCTBEHHOTO Mpernapara Jyuisi BETEpUHAPHOrO NPUMEHEHUs 3a npenenaMu Poccuiickoi
denepanuu;

11) cormacue B MUCHbMEHHOM (hopMme, MPeTyCMOTPEHHOE YacThbi0 7 HACTOSAIIEH CTAaThu, B CiIydae
perucTpanyy BOCIPOU3BEICHHOTO JIEKAPCTBEHHOI'O Ipenapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

12) komus JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEpPEHHOT0 B YCTAHOBJICHHOM MOpPSAKE U
MOATBEPKJIAIOIIETO MPABOMOYHOCTh 3aABJICHHS O TOCYJAPCTBEHHOW PErMCTpAllUU JIEKAPCTBEHHOTO
npernaparta Jiisl BETEpUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCTb );

Koncynsrantlntoc: npumeqanue.

Jo 31.12.2030 poccuiickuM IPOU3BOJIUTEIISIM PA3PEILICHO HE MPEICTABIISITH CBEJAEHUSI B COOTBETCTBUH
¢ n. 13 u. 3 cr. 17 npu perucrpalii HMMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IIpErapaToB
(ITocranoBnenwue [IpaButenserea PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYAApCTBEHHOM pETHCTpPAllMd T'e€HHO-HMHXECHEPHO-MOIU(PHIMPOBAHHBIX
OpPraHU3MOB, INPEAHA3HAYEHHBIX JUIS BBIIYCKA B OKPYXaloIlyl cpexy (NIpH TocyqapCTBEHHOMN
perucTpalii  JIEKAapCTBEHHBIX IPEMapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJYYEHHBIX C
IPUMEHEHUEM TI'e€HHO-MHXXEHEPHO-MOJU(PHUIMPOBAHHBIX  OPraHU3MOB WM  COAEPXKAIMX  TakKue
OpraHU3MBbI).

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

4. Tlpu mnpoBeNeHUU YCKOPEHHOW TMPOIEIyphl SKCIEPTU3bI JICKAPCTBEHHOTO TNIperapara Juis
BETCPHHAPHOrO MPUMCHEHMs (32 HUCKIIOYCHHEM JICKapCTBEHHOIO Iperapara s BETEPHHAPHOTO
MIPUMECHEHHS, YKa3aHHOTO B 4acTu 4.1 HACTOSMICH CTaThh) B IENIAX €r0 TOCYAApCTBEHHOW PETHCTPAINH
BMECTO OTUYETa Pa3paboOTUMKa O pe3yibTaTax JOKIMHHYECKOTO MCCIICOBAHNUS JIEKAPCTBEHHOTO CPEIICTBA
JUIS. BETCPUHAPHOTO MPHUMEHEHHUS MOXET OBITh IPEJICTaBICH 0030p HAYYHBIX pabOT O pe3yibTaTax
JOKJIIMHAYECKOr0 HCCJICIOBaHUsA pe(epeHTHOro JIEKapCTBEHHOIO Mperapara JJis BETEPHHAPHOTrO
MIPUMECHEHHS, 2 BMECTO OTYETa O Pe3yJbTaTaX KIMHHYECKOTO HCCIICIOBAHUS JIEKAPCTBCHHOTO Tperapara
JUIE  BETEPUHAPHOTO TMPHUMEHEHUS OT4YeT O pe3ysibTaTax HCCIeJI0BaHUi OWOIKBHBAJICHTHOCTH
BOCIIPOU3BEICHHOTO JIEKAPCTBECHHOTO TIperapara Jyisi BETePUHAPHOTO TIPUMEHEHUS.

(B pen. PenepanbHbix 3aKkoHOB 0T 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)

4.1. Tlpu mnpoBeAeHUU YCKOPEHHOM MPOLETYypPhl IKCIEPTHU3Bl JIEKAPCTBEHHOTO Tpermapara s
BETEPUHAPHOTO NPUMEHEHUS, MPEAHA3HAYEHHOTO Ui JICYEHUS! JOMAIIHUX YXUBOTHBIX, OMPEIEICHHBIX
@enepanbHbM 3akoHOM OT 27 paexadps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpallleHUU C
KUBOTHBIMU M O BHECEHUU U3MEHEHHUH B OTJENbHBIE 3aKOHOaTenbHble akThl Poccuiickoit denepanun”,
U 3apETUCTPUPOBAHHOIO B KauecTBE JIEKAPCTBEHHOI'O Mpernapara JJjis MEAUIMHCKOrO NpPUMEHEHUs, B
LEJIAX €0 FOCYJapCTBEHHON PEerucTpalui BMECTO OTUETa pa3padoTyMKa O pe3ybTaTax JJOKINHUYECKOTO
HCCIIEIOBaHMS JIEKAPCTBEHHOTO CPEJCTBA Il BETEPUHAPHOI'O NMPUMEHEHHSI MOTYT OBITh MPEACTABIICHBI
pe3yJIbTaThl  JOKJIMHUYECKOTO MCCIENOBAHUS COOTBETCTBYIOIEIO JIEKAPCTBEHHOI'O CpEACTBA Ul
MEIUIMHCKOTO MPUMEHEHHs, a BMECTO OT4eTa O pe3yjabTaTaXx KIMHUYECKOIO HCCIeA0BaHUS
JIEKapCTBEHHOTO TpernapaTa JUisi BETEPUHAPHOTO MPUMEHEHHUs - 0030p HayudyHBIX padoT O pe3yibTaTrax
KJIMHUYECKUX HCCIIEJJOBAaHUN JIEKapCTBEHHOTO Ipernapara A MEIUIMHCKOIO NPHUMEHEHHUs Ha BHJaX
KUBOTHBIX, KOTOPBIM IMIPEIHA3HAYAETCS UCCIIETYEMbIH JIEKapCTBEHHBIH Mpernapar.

(dactp 4.1 BBengeHa denepanbHbiM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha skcrniepTu3y pa3iauyuHbIX JIEKAPCTBEHHBIX (JOPM OJHOTO U TOTO K€ JIEKAPCTBEHHOIO Mpernapara
JUIS. BETEpPUHAPHOTO MPUMEHEHUS 3asiBUTENIb MPEACTABISAET OTAEIbHBIC 3asBJICHUS U PEruCTpaIlOHHBIE
JI0ChE Ha KaXKIyIo JIeKapcTBeHHYIO (hopMmy. [Ipu ycinoBuM 0 JHOBpEeMEHHOM 1M0/1a4M Ha SKCHEPTU3Y OAHOM
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU TO3UPOBKOM, KOHIIEHTpaIuel, 00beMOM 3asiBUTEINb MPEACTABISAET
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OJTHO 3asIBJICHHE M PETUCTPAIIIOHHOE JI0ChE C MPHIIOKEHUEM MAKETOB MEPBUYHON YIAKOBKH M BTOPUYHOM
yrmakoBKH. Ha MakeTax mepBUYHON YITAKOBKM M BTOPHYHOM YIAKOBKH YKa3bIBAIOTCSI BCE IPOU3BOANMBIC
JO3UPOBKH, KOHIEHTPALWU, 00BEMbI M KOJMYECTBO /103 B YMAKOBKE JIEKApCTBEHHOTO Mpenapara s
BETEPHHAPHOTO IIPUMEHCHUSI.

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

6. B ciydyae HempeacTaBieHUs C 3asBICHHEM O TrOCYIApCTBEHHOH perucTpanuy JeKapCTBEHHOIO
npenapara Jijisi BEeTepUHAPHOTO MPUMEHEHHS JOKYMEHTOB, MOATBEPKIAIONINX YIUIATy TOCY1apCTBEHHON
MOIUJIMHBI U YKa3aHHBIX B MYHKTE 7 YacTH 2 HACTOSIIEH CTaTbH, CBEJCHUI O JHUICH3USAX, YKa3aHHBIX B
nyHkrax | w 2 w4actu 3 Hacrosmied CTaThd, a TakKe BbIJIABAEMbIX (TIPEIOCTaBIISIEMBIX)
YIOJTHOMOYEHHBIMH (helepaTbHBIMU OpPraHaMU MCIIOJHUTEIBHONW BIIACTH JOKYMEHTOB (CBEACHMIA),
yKa3aHHBIX B TyHKTe 2.1 uactu 3 HacTosIedl CTaTbu, YINOJHOMOUYEHHBIH (enepanbHblii OpraH
UCIIOJIHUTENIBHOM  BJIACTH  3ampalldBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIIKE
MEXXBEJIOMCTBEHHOT'O HH(POPMAIIMOHHOTO B3aUMO/ICUCTBHSI.

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

7. He nomyckaeTcsi HCIIOJIB30BAaHME B KOMMEPYECKMX Iesax HHpopMmamuu o pe3yibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUMN JIGKAPCTBEHHBIX CPEJICTB M KIMHUYECKHUX UCCIIEIOBAHUN JIEKaPCTBEHHBIX
MpPENapaToB JJisi BETEPUHAPHOTO IPUMEHEHUS, MPEACTABICHHOW 3asBUTEIEM [UJI TOCYAapCTBEHHOMU
perucTpanuu JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEYEHHE WIECTH JIeT C JaThl
roCyJAapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCTBEHHOT o npemnapata B Poccuiickoit denepaui.

8. llepxaTenb WU BIaJENel] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO Mpernapara st
BETEPUHAPHOTO MPUMEHEHUS IPEJCTABISIET B YIOJIHOMOYEHHBIN (heepaabHblii OpraH MCHOJHUTEIbHON
BJIACTH OTYET IO pe3yabTaTaM (papMakoHaA30pa OJUH pa3 B LIECTh MECALIEB B TEUCHUE ABYX JIET MOCHE
roCyJIapCTBEHHOM PETMCTPALMU JIEKapCTBEHHOIO Tpernapara B Poccuiickoit @enepannn, 3aTeM €KEeroaHo
B T€UECHHE MOCIEAYIOLIUX TPEX JIeT U B JalbHEHIIIEM OJIMH pa3 B TPU roja.

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

Cratba 18. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepepanbHbIA 3aKOH OT
30.01.2024 N 1-P3.

KoncynsrantlIntoc: npumedanue.

[Tonoxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs Ope1oCTaBIEHUS TOC. YCIYT IPU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: [UISI MEIUIMHCKOTO IPUMEHEHMsI IOCPEICTBOM E€AMHON
cucTeMbl U (WIH) eguHOoro mnoprtana, npuMensaroTces ¢ 01.01.2025; ayis BeTepuHApHOTO NMPUMEHEHUS
IIOCPEICTBOM €IMHOTO nopraina, npumenstores ¢ 01.01.2026.

Cratba 19. lpuHATME pelieHMA O Bblgave 3KCNepTHOMY YUYpPeXAeHUI 3adaHus Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeAcTBa

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
1. B Tedyenue necsaty pabouux JHEH CO THS MPUHSTHS 3a8BJICHUS O FOCYIapCTBEHHON perucTpariu

JIEKapCTBEHHOTO IIperapara WIM 3asBJIEHUS O NPU3HAHUM JIEKapCTBEHHOIO Ipernapara ophaHHBIM
JIEKapCTBEHHBIM  TpEenapaToM  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIH  (efepanbHbIi  opraH
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

WCTIOJIHUTEIILHON BIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABHIBLHOCTA O(OPMIICHHS
MPEJCTaBICHHBIX JIOKYMEHTOB PErHMCTPAallMOHHOTO JOChe Ha JICKAPCTBEHHBIM MpenapaT W IPUHHUMAET
pelIeHre o BbIIaue 3aJaHus Ha IPOBEICHUE:

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

1) skcmepTH3bl AOKYMEHTOB, IMPEICTABICHHBIX JUIS ONPEICICHUS BO3MOXKHOCTH pPaccMaTpUBaTh
JICKApCTBEHHBIN Ipernapar s MEIUIIMHCKOTO NMPHUMEHEHHUS B KadecTBE OpP(PaHHOTO JICKApCTBEHHOTO
npernapara;

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

Koncynprantlntoc: npumeqanue.
C01.01.2026 1. 2 4. 1 ct. 19 yrpauuBaer cuny (@3 ot 30.01.2024 N 1-D3).

2) OKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B HACTH SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M OKCIICPTHU3bl OTHOLICHUA O)KPI,I[EISMOIZ IMOJIb3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOT'O
npemnapara Ay MCIUIUHCKOI'O IIPUMCHCHU,

Koncynerantlltoc: npumeyanue.
C01.01.2026 1. 3 4. 1 ct. 19 yrpauusaer cuny (®3 ot 30.01.2024 N 1-D3).

3) sKCepTHU3bI JIEKApPCTBEHHOT'O CPE/ICTBA B YACTH HKCIEPTU3bl KaUeCcTBa JEKAapCTBEHHOTO CPE/ICTBA
U 3KCHEPTU3bl OTHOUIEHMSI OKUJAEMOW IMOJb3bl K BO3MOXXKHOMY PHUCKY IPHUMEHEHHUS JIEKAPCTBEHHOTO
mpenapara JUisi MEAMLMHCKOTO NPUMEHEHHs B MOPSJIKE YCKOPEHHOW MHpOLEdypbl 3KCIEPTHU3BI
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM CO cTaThel 26 HacTosmero denepaabHOro 3aK0Ha;

4) bsKcnepTU3bl JICKApCTBEHHOIO CpEeACTBa B OTHOIIEHUM JICKApPCTBEHHOIO TpemnapaTta Juis
BETEPUHAPHOTO IPUMEHEHUSI.

2. YTHomHOMOYEHHBIN (enepanbHblii OpraH HWCHOJHUTENBHON BIIACTH HAMpaBisieT B JIWYHBIN
KaOMHET SKCIEPTHOIO YYpEXKJIEHUS B €AUHON cHCTeMe IMOANMCAHHOE YCUJICHHOW KBalu(UIMPOBAHHOMN
ANEKTPOHHON MOAMMCHIO 3aJ]aHKe Ha MPOBEACHHE SKCIEPTHU3, MPEAYCMOTPEHHBIX 4YacThio | HacTosIe
CTaThu, B JINYHBIN KaOMHET 3asBUTEII B GI[I/IHOP'I CHUCTEMCEC - IIOAITMCAHHOC YCHHGHHOﬁ
KBTM(DUIIUPOBAHHOMN AJIEKTPOHHON MOAMUCHIO YBEJOMIICHUE O MPUHATOM DPELICHUH O BbIJAYe 3aJaHUS
Ha IIPOBEJCHUE SKCIEPTU3, IPEYCMOTPEHHBIX YacThIO | HAcTOSAIIEH cTaTh, U B CIy4ae HEOOXOIUMOCTH
O BblJaue pa3pemieHuss Ha BBO3 B Poccuiickyro @enepaliio KOHKPETHOW MapTUH, CEpUU
3apEruCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WJIM 00 OTKa3e B
MIPOBEJICHUH TaKUX HKCIEPTU3 C YKA3aHUEM IMPUYUH OTKa3a.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B ciyuae BBIBICHHMS OTCYTCTBHUS WJIM HEIOCTOBEPHOCTH HWH(OPMALIMHU, COJAEpKaIIeHCs B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepanibHblii OpraH HCHOJHUTEIbHOU
BJIACTU HANpaBIISIET 3asBUTEIIO MOCPEICTBOM €JMHOI0 MopTaja WIM B €ro JIMYHbIM KaOMHET B €JUHOMN
CUCTEME 3ampoc 00 YTOYHEHUH 3TOM MHGPOpMaluu, MOANHCAHHBIN YCHJICHHON KBalU(pUIIMPOBAHHON
3JIEKTPOHHON MOJMKCHIO (Jajiee - 3ampoc YIMOJIHOMOYEHHOTo (eepanibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTH).

(uactb 3 B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

4. 3asBuTenb 00s3aH HAPABUTH MOCPEACTBOM €AMHOTO MOPTAIa B YIOJTHOMOUYEHHBIH (eiepanbHbIii
OpraH HCIOJHMTENbHOM BJIACTHM WJIM B JIMYHBIA KaOMHET YIOJIHOMOYEHHOro (eAepalbHOro OpraHa
UCTIOJHUTEIIBHOM BJACTH B E€AMHOM CHCTEME IMOANUCAHHBIM YCHWJICHHOW KBaTH(PUIMPOBAHHON
3JIEKTPOHHON MOAMUCHIO OTBET Ha 3aIpOC YINOJIHOMOYEHHOro (heAepallbHOrO OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE MPEBBIMIAIOIINN IEBSIHOCTA Pa0OYMX THEH CO JTHS MOMYYCHHS YHOTHOMOYCHHBIM
(benepanbHBIM OPraHOM MCIIOJHHUTEIBHOM BIACTH 3JIEKTPOHHOI'O YBEAOMIIEHHUS O MOIYYE€HUH 3asBUTEIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B uyacTHM | HacToslled cTaTbu, NPUOCTAHABIMBAETCS CO JIHA
HalpaBJIeHUsl MOCPEICTBOM €JUHOI0 MOpTaja WM B JMYHBIA KaOMHET 3asBUTEN B €IMHON CUCTEME
3ampoca YHOJHOMOYEHHOTO (heAepabHOr0 OpraHa HWCIOJIHHUTENBHOW BIACTH 1O [JHS HAampaBlICHUS
3asBUTEJIEM HOCPEJICTBOM €AMHOTO MOpTaia UM B JIMYHBIM KaOMHET YIOJIHOMOYEHHOro (erepaibHOro
OpraHa UCIOJIHUTEIIbHOM BJIACTH B €IMHOW CUCTEME OTBETA.

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

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | Hacrosmien
CTaThH, SBISETCA MPEACTaBIEHUE HEOOXOAMMBIX JUIsI HPOBEAEHHUS IPEIyCMOTPEHHBIX 3KCIEPTU3
JOKYMEHTOB B HETIOJIHOM OOBEME WIIM HETIPENICTABICHHE 3asiBUTEIEM B YCTaHOBJIEHHBI CPOK OTBETA Ha
3alpoc  YMOJHOMOYEHHOro (hefepalibHOrO0 OpraHa HCHOJHHUTEIbHON BIACTH, a TAKKE Ipe/ICTaBIEHUE
JIOKYMEHTOB, HE COJIEPKalX NCUYEPIBIBAIOIIETO MT€PEUHs] HEOOXOIUMBIX CBEIECHUH.

6. Ilpu oTkaze B OpraHu3alUM 3KCHEPTHU3bI, IPEIYCMOTPEHHOW MYHKTOM 4 yactu | Hacrosuien
CTaThH, JOKYMEHTHI, BXOJAIIME B COCTaB PETMCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBINM Ipenapar ajs
BETEPUHAPHOTO TMPUMEHEHHs, MOTYT OBITh BO3BpAIICHBl 3asBUTEII0 HAa OCHOBAaHHHM €ro 3ampoca,
MOJANUCAHHOTO  YCHJICHHOW  KBAJTU(UIIMPOBAHHON AJCKTPOHHOW TIOAIMUCHIO ¥ HAIPABICHHOTO
MOCPEACTBOM €IMHOTO MOpTajia B YIOJIHOMOYEHHBIN (eiepabHbIN OpraH HCIOIHUTEIbHONW BIACTH WU
JUYHBINA KaOMHET YIOJHOMOYEHHOTO (peIepallbHOTO OpraHa MCIIOJTHUTEILHON BIIACTH B €IUHON CHUCTEME,
B TEUEHHE TpuAUaTH pabouux AHEH CO AHS MPHUHATHS YHIOJTHOMOYEHHBIM (eepallbHbIM OpPraHoM
WCTIOJTHATEIEHOW BJIACTH peIIeHUs] 00 OTKa3e B OpPraHM3AlMU TaKOW SKCIEPTU3BI. YIOJIHOMOUYEHHBIN
benepanbHBI OpraH UCIIOIHUTEIBHON BJIACTH BO3BpAIIAET 3asIBUTEIIO YKA3aHHbIE IOKYMEHTHI B TEUEHUE
JecsTH pabovynX THEW CO JTHS MOJTYyYEHUs COOTBETCTBYIOIIETO 3aMpoca 3asiBUTENS.

(uactp 6 BBeneHa PenepanbHbIM 3ak0HOM OT 02.08.2019 N 297-03; B pen. PeaepanbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

Koncynsrantllntoc: npumeyanue.

[Tonoxenus ct. 20 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS rocC. YCIyT Ipu
OOpalleHnn JIEKAPCTBEHHBIX CPEACTB Ui MEAWLIUHCKOrO MPUMEHEHHs IOCPEJICTBOM EIHMHOMN
cucreMsl, mpuMensitores ¢ 01.01.2025.

Ctatba 20. 3KkcnepTusa [OOKYMEHTOB, TMpeAcCTaBlieHHbIX [nONs onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIM npenapar AN  MeAULUHCKOro
npUMeHeHns B KavyecTBe opd)aHHOro yieKapCTBEHHOro npenapara

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
1. Tlpomenypa ompeneieHUs BO3MOKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM Iperapar Jyis

MCIUIHUHCKOr0o MPpUMEHCHUSA B Ka4YC€CTBC Op(i)aHHOFO JICKAPCTBCHHOT'O MpfliapaTta MOXKET HPOBOAUTHCA
KaK B OTHOLICHUHU JICKAPCTBCHHOI'O IpfcIiapara, 3apCruCTpupoOBaHHOTO B COOTBCTCTBHU C HACTOAIIUM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

denepanbHbIM 3aKOHOM JHMOO B COOTBETCTBHM C aKTaMH, COCTaBISIOIIMMHU mpaBo Coro3a, Tak U B
OTHOIICHUN  HE3aPErMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  IIpernapara. OKCHIEpTH3a  JTOKYMEHTOB,
IIPEACTABIICHHBIX [UIS OIPEAEICHUs BO3MOXXHOCTH pPacCMaTpUBaTh JICKAPCTBEHHBIM IIpenapar s
MEIMLMHCKOTO IPUMEHEHHs B KadecTBE Op(aHHOrO JIEKAPCTBEHHOrO IIpernapara, COCTaBJICHUE
KOMHCCHEM DKCIIEPTOB  3aKIIOYEHUS O BO3MOKHOCTM MM  HEBO3MOXHOCTH  PacCMaTpUBAThH
JIEKapCTBEHHBIM Ipenapar A MEIUIMHCKOTO NPUMEHEHHUs B KadecTBE Op(PaHHOIO JIEKapCTBEHHOI'O
mperaparta ¥ HalpaBlieHHE B JIMYHBIM KaOWHET YIOJIHOMOYEHHOro (elepaibHOro opraHa
UCIIOJIHUTEJIBHOW BIIACTU B €AMHOM CHUCTEME JAHHOTO 3aK/IIOUeHHs B (JOpME 3JIEKTPOHHOIO JTIOKYMEHTA,
MOJITMCAHHOTO YCUJICHHOW KBaJU(UIMPOBAHHON 3JIEKTPOHHOH MOJAMUCHIO, OCYIIECTBIIIOTCS B CPOK, HE
IPEBBILAIOIIMNA TpUALATH PAOOYMX JHEH €O [HSA HalpaBlE€HUS B JIMYHBIA KaOMHET 3KCIEPTHOIO
YUPEKACHUSI B €IMHOW CHUCTEME 3aJaHMs YIMOJHOMOUYEHHOTO (heJepalbHOTO OpraHa MCIOJTHHUTEIbHOU
BJIACTH U CJIEIYIOIIUX JOKYMEHTOB U CBEICHUMN:

1) 3asBieHME O MPU3HAHUM JIEKAPCTBEHHOrO Ipernapara oppaHHbIM JIEKAPCTBEHHBIM IPENapaToM,
COCTaBJIEHHOE 10 (hopMe, YTBEp)KIECHHOM YIOJIHOMOYEHHBIM (elepabHbIM OPraHOM HCIOIHHUTENbHOM
BJIACTH, TOJNHMCAHHOE YCHJICHHON KBaTM(PUIMPOBAHHON HIIEKTPOHHON NOINHMCHIO YHOTHOMOYEHHOTO
IIPEJCTaBUTEIIS FOPUANYECKOIO JIMIIA, JEHCTBYIOIIEro B COOCTBEHHBIX MHTEpEcaxX UM YHOJTHOMOUYEHHOIO
IIPEACTABIIAITH HUHTEPECHI APYIOro FOPUANYECKOTO JINIA;

2) Komug JOKYMEHTa Ha PYCCKOM SI3bIK€, 3aBEPEHHOrO0 B YCTAHOBJICHHOM TMOpSAIKE U
MOATBEPKIAIOIIETO MPAaBOMOYHOCTh 3asBUTEINIS I10JaBaTh 3asBIECHHWE O MPU3HAHUU JIEKAPCTBEHHOTO
npernapara op(haHHbIM JIEKapCTBEHHBIM TPEnapaTtoM (IIpu HEOOXOAUMOCTH);

3) obocHoBaHue opdaHHOCTH 3a00JIeBaHUs, HE OTHECCHHOTO B COOTBETCTBUU ¢ DenepanbHBIM
3akoHOM OT 21 Hos6ps 2011 roga N 323-®3 "OO6 ocHOBax OXpaHbI 370POBbs TpaxaaH B Poccuiickoii
@enepanuu” Kk penkuM (ophaHHBIM) 3a00J€BaHHMAM, B TOM YHCIE MOAPOOHAas WHQPOpPMALUS O
JIUArHOCTHKE, MPO(HUIAKTUKE UITH JICYCHUH TAaKOTO 3a00JIeBaHUS;

4) yTBep)KJ€HHas WHCTPYKLHS MO MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUM ¢ HacrtosmuM DenepanbHbIM  3aKOHOM, WIM 00Ias
XapaKTEPUCTHKA JIEKAPCTBEHHOTO Mperapara, 3aperucTpUpPOBAHHOTO B COOTBETCTBUM C AKTAMH,
cocTaBisitoIMMU TpaBo Coro3a (Ipu HAJTMYUK);

5) MHCTPYKUUS MO MEIUWLUHCKOMY NMPUMEHEHHMIO WJIM KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOI'O
npernapara, yTBep>KJICHHbIE B CTpaHe MPOU3BOAUTENS (IPU HAJTMYUK);

6) KOmMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IMOpPSKE W MOATBEPXKIAIOMIMX (PaKT
perucTpanyy JeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapCcTBaxX B KadyecTBE OpQaHHOIo
JIEKapCTBEHHOI' 0 Ipernaparta (Ipu HaJIUu4uun);

7) TMPOEKT XapaKTEepUCTHKH HE3aperucTPUPOBAHHOTO JIEKAPCTBEHHOIO Ipernapara, CoJeprKallero
CIeNyIOIMEe MHMHUMAJIbHBIE CBEACHUS O HE3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM Iperapare
(momyckaercs IpENCTaBICHUE MPOEKTa XapaKTEPUCTUKH HE3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOIO
Ipenapara, COCTaBIEHHOTO B COOTBETCTBUHU C JIOCTYNHBIMHU JAHHBIMH I10 MPOBEIECHHBIM KIMHUYECKUM
UCCIIEAOBAHUAM JIEKAPCTBEHHOI'O IIpernapara M JOKJIMHUYECKMM HCCIECIOBAHUAM JIEKAPCTBEHHOIO
CpeICcTBA HAa MOMEHT IIOJauM 3asBJIEHUS O NPU3HAHMM JIEKApCTBEHHOTO Ipemnapara opgaHHBIM
JIEKapCTBEHHBIM IIPENapaToM):

www.consultant.ru Crpanuua 50 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=477536&date=29.11.2024&dst=100026&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=481011&date=29.11.2024&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454225&date=29.11.2024

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

a) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpCriapara (MG)KI[YHaPOI[HOC HCIMIaTCHTOBAHHOC, HJIN
IPYIIIMPOBOYHOEC, HJIK XUMHUYECKOC U TOProBOC HaI/IMeHOBaHI/Iﬂ);

0) nekapcTBeHHas (hopma C yKazaHWEM HaWMMEHOBAaHHWI M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KAUECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB);

B) (hapMakoguHaMUKa U (hapMaKOKHHETHKA;
T') MOKa3aHUs JUIsl IPUMCHCHHS,
1) TPOTHBOIIOKA3aHMS JJIsl IPUMECHEHUS;

e) BO3MOXKHBIC TOOOYHBIC IICfICTBHSI W HCIKCJIATCJIIbHBIC PCAKIIMU MTPHU ITPUMCHCHUHN JICKAPCTBCHHOI'O
mnpceriapata i1 MCAUIUHCKOI'O IIPUMCHCHMU,

’K) HAMMEHOBAHUS M aJpeca IMPOU3BOJCTBEHHBIX ILIOMIAJOK MPOU3BOAUTENS JICKAPCTBEHHOTO
npernapara;

3) CBeIeHHMs O pa3pabOTUMKE JICKApCTBEHHOI'O CpEACTBa (Iep)Karelie PEerucTparmoHHOTO
yIIOCTOBEPEHHSI);

8) cBelleHUs O TEKYIIEM CTaTyce pa3padoTKH HEe3aperuCTPUPOBAHHOIO JIGKAPCTBEHHOTO Ipernapara,
a TaKXKe IJIaH ero pa3paboTKH;

9) 0030pbI JOKIMHUYECKUX MCCIICAOBAHHN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIECIOBAHUI
HE3aperucTpUPOBAHHOIO JIEKAPCTBEHHOIO IIpernapara, JOCTYIIHbIC Ha ACHb [I0Aa4U 3asBICHUS;

10) OTUCTBI O NPOBCACHHBIX MOOKIMHHUYCCKHUX MCCICAOBAHUAX JICKAPCTBCHHOI'O CpEACTBa U
KIIMHUYCCKUX UCCICAOBAHUAX HE3APCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O ITpCTIapara (HpI/I HaJ'II/I‘-II/II/I);

11) pexBU3UTHI JOKYMEHTA, MOATBEPHKAAIOIIETO YIUIaTy FOCYyAapCTBEHHON MOIIIUHBI.

2. B cnydae HEIOCTaTOUHOCTH MPEACTABICHHBIX MAaTEPUAJIOB B LIEJISAX MPOBEICHUS IKCIIEPTU3BI IS
OIpEaACICHUA BO3MOXHOCTU pacCMaTpuUBaTh J'ICKapCTBCHHHﬁ npemnapar Jjid MCAUIIUHCKOr0O NpUMCHCHUA
B KadecTBe Op(paHHOTO IEKApCTBEHHOTO MperapaTa SKCIEPTHOE YUpEeXkKICHHUE HAMpaBlisieT B JTUYHBIN
KaOMHET 3asBUTENS B GHHHOﬁ CUCTECMEC 3alpoc O TMpCACTABICHUU HCO6XOI[I/IMBIX MaTcpuraioB,
MOMAMUCAHHBIA  pyKOBOAHUTENEM  (YMONTHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEKICHHS  C
HCIOJIb30BAHUEM YCUJIEHHOW KBaJU(UIMPOBAHHOM D3JIEKTPOHHOM mOANUCH. 3asBUTENb OO0s3aH
HAMpPaBUTh B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEKICHUS B €AMHON CHCTeME MOJNUCAHHBIM YCUIEHHOM
KBaJIN(ULIIMPOBAHHOM 3JIEKTPOHHOM MOJNKNCHIO OTBET HA 3alIPOC B CPOK, HE MPEBBIIIAIONINN IECTUECITH
pabounx THEH CO HS MONYYEHHUS SKCIIEPTHBIM YUPEKICHUEM AIEKTPOHHOTO YBEOMIIEHHUS O MOIYyYeHUN
3asBUTENEM 3anpoca. CpoK, yKa3aHHBIM B 4acTH | HAcTOAIIEW CTaThbu, MPHUOCTAHABIMUBAETCA CO JHS
HaMpaBIICHUs 3asBUTEIIO B €r0 JTUYHBIN KaOMHET B €IMHON CHCTEME 3alpoca dKCIEPTHOTO YUPEKACHUS
A0 JHA HAIpaBJICHHUA 3aABUTCIIEM B JINYHBIA KaOWHET OKCIICPTHOT'O YYPECIKIACHUA B eJIHHOﬁ CHUCTEME
OTBETA Ha 3aIllpOC U HE YUYUTHIBACTCS IPU UCUYUCIEHUHM CPOKAa MPOBEACHUSA IKCHEPTU3BI JTOKYMEHTOB,
MNPEACTABJICHHBIX IJId OHNPEACICHUA BO3MOXHOCTH pacCcCMaTpuBaThb JIeKapCTBeHHBIfI npemnapar i
MEIHUIIMHCKOTO MMPUMEHEHHS B KauecTBe op(haHHOTO JIEKAPCTBEHHOTO MIperapaTa.
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3. B cpok, HEe MPEeBHIIAONMI MATH pabouux IHEW CO JHSA HamlpaBiCHUS B JUYHBIA KaOMHET
YIIOJIHOMOYEHHOr0 (heZiepallbHOr0 OpraHa MCIIOJHUTEIbHOM BJIACTH B €IMHOW CHCTEME 3aKJIIOUYECHMS,
YKa3aHHOTO B YacTH | HAcTOSIIEH CTaThu, YIMOJTHOMOYEHHBIH (helepabHblii OpraH HCIOJIHUTEIbHON
BJIACTH OCYILECTBJISET OLEHKY 3aKJIIOYEHUs Ul OIpPENEICHMs €ro COOTBETCTBUS 3aJaHUI0 Ha
IIPOBEJICHUE SKCIEPTU3bl U HANPABJIAET B JIMYHBIA KaOWMHET 3asBUTEIN B €AMHON CUCTEME NOJIMCAHHOE
YCUJICHHOHM KBaJIM(UIIMPOBAHHON 3JIEKTPOHHON MOAMKCHIO YBEJOMJIEHHE O PE3ysbTaTax IpOBEICHHOMN
SKCHEPTHU3BI C MPUIIOKEHUEM KOIUHU HKCHEPTHOTO 3aKIIOYEHUs (C COXpaHEHHEM KOH(HUACHIHATLHOCTH
uHpOpMallUd O COCTaBE KOMHCCHM 3KCIEPTOB) U BO3MOKHOCTH WJIM HEBO3MOXKHOCTU paccMaTpUBaTh
JICKapCTBEHHBIN Ipenapar A MEJUIIMHCKOTO NMPHUMEHEHHUS B KayecTBe Op(aHHOTO JIEKapCTBEHHOTO
mpernapara.

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

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

Koncynprantlntoc: npumedanue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromuecs IpeOCTaBICHUS TOC. YCIYT HpU
oOpallleHuu JIEKapCTBEHHBIX CPEACTB JUISI MEAMIMHCKOIO IPUMEHEHHS] IIOCPEACTBOM EAMHOMN
cuctemsl, npumensitorces ¢ 01.01.2025.

Cratba 23. JKcnepTu3a KavyecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHMUA OXUAAEeMOMW NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA JeKapCTBEHHOro
npenapara Ansa MeauMUMHCKOro npMMmeHeHus

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

1. DkcnepTH3a KauecTBa JIEKapCTBEHHOTO CPEACTBA U 3KCIEPTU3a OTHOIIECHUS OKUAAEMOM IMOJIb3bI
K BO3MOXHOMY pPHCKY IPHMEHEHHs JIEKApCTBEHHOI'O Ipenapara JUisi MEIULHUHCKOIO INPUMEHEHMS,
COCTaBJICHHE KOMHUCCHSIMU OKCIIEPTOB 3aKIIOUYEHUN 10 pe3ynbTaraM IMpPOBEACHHBIX JKCIEPTU3 U
HampaBJIeHUE STUX 3aKIIOUEHHH, MOJMMCAHHBIX YCHJIEHHBIMH KBaJIM(PHUIHMPOBAHHBIMU 3JIEKTPOHHBIMHU
MOAINUCSAMH, B JIMYHBIA KaOMHET YIOJIHOMOUYEHHOrO (pe/lepallbHOrO OpraHa HCIIOJIHMTEIbHOW BJIAacTU B
€IMHOW CHUCTeME OCYUIECTBISIOTCS B CPOK, HE NPEBBIMIAIOIIMNA CTa AECATH pabo4yux THEH co AHA
HaIpaBJICHUsl B JIMYHBIM KaOMHET HSKCIIEPTHOTIO YUYPEXKIEHUS B €AMHOM CHCTEME COOTBETCTBYIOIIETO
3aJJaHUs  YIOJHOMOYEHHOTO (pefepalbHOr0 oOpraHa HCHOJHUTENBHOM BIACTH M HEOOXOAMMBIX
JIOKYMEHTOB.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: mpumedanue.

Ilo 3asBneHuto, noganHoMy B Munszapas Poccun no 11.04.2022, npu HEBO3MOXHOCTH MPOBEIEHUS
9KCIIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEJICTB B OKCIEPTHOM YUYPEKIEHHH, IOMYCKaeTcs ee
MIPOBE/ICHUE TIOCPEACTBOM JMCTAHIIMOHHOTO B3aUMOJICWUCTBUS, MOPSAAOK U (POPMBI KOTOPOro
OIIPENENIAIOTCA SKCIEPTHBIM YUPEXAEHUEM M0 coriacoBaHuto ¢ 3assureiasiMu (IloctanoBneHue
IIpaButensctBa PO ot 05.04.2022 N 593).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

2. B Tedenue naeBAHOCTAa AHEW CO IHS TOJYYEHHUS YINOJHOMOUYEHHBIM (pelepajbHBIM OpPraHoOM
UCTIOJTHUTEIBHON BJIACTH YBEAOMIICHHS B DJICKTPOHHOH (OpME O MOITYYEHUH 3asBUTENEM PELICHUS O
MPOBCACHUHN SKCHICPTU3, MPECAYCMOTPCHHBIX YaCTbIO 1 HaCTOSIH_IGf/’I CTaTbu, 3asABUTCIIb MMPCACTABIISICT B
IKCIIEPTHOE YUYPEKICHUE ISl TPOBEACHUS SKCIEPTH3bl KaueCTBa JIEKAPCTBEHHOTO CPENCTBAa OOpa3LbI
JICKApCTBCHHOT'O IIpfliapara AJd MCAUIUHCKOIO IMPUMCHCHHUSA, HNPOU3BCACHHOIO B COOTBCTCTBUU C
TpeOOBaHMUSAMH ONBITHO-IPOMBIIUICHHOTO W (WJIM) TNPOMBIIUIEHHOTO PETJIaMEHTOB, YTBEPKICHHBIX
PYKOBOOAUTCIICM IIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB, a@ TAKXC B COOTBCTCTBYIOIIHX ClIydasax
o0pas3isl papMaleBTHYECKOH CyOCTaHIIMM, TECT-IITaMMa MUKPOOPTAHU3MOB, KYJIBTYPbI KJICTOK, 00pa3IibI
BCIICCTB, IMPUMCHACMBIX JISI KOHTPOJIA KAa4YCCTBA JICKAPCTBCHHOI'0 CPEACTBA IIYTCM CPABHCHUSA C HUMU
UCCIIEyEeMOro JIEKapCTBEHHOTO CPE/ICTBA, CIEHU(HUSCKHE PeareHThl, HEOOXOJUMbIE ISl TPOBEACHUS
UCTIBITAHUKA ~ OOpasloB  JIGKAPCTBEHHBIX  IpPENapaTroB, B  KOJIMYECTBAX, HEOOXOMUMBIX  JJIs
BOCIIPOHM3BEICHNSI METOJJOB KOHTPOJISI KAUeCTBa.

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

3. Tlpu momydeHun o0Opa3IOB JIEKAPCTBEHHOTO Ipernapara W (apManeBTUYECKOW CyOCTaHIIUU
OKCIICPTHOC YUYPCIKACHUC HAIIPABJISCT B JINYHBIN Ka6I/IH€T 3asABUTCIIA B GI[HHOﬁ CUCTCMC YBCIOMIJICHUC,
MOJITBEPKIAIOIICE TIOJTYYCHHUE YKa3aHHBIX 00pa3IoB.

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

4. Yxa3zaHHBI B 4YacTH 2 HACTOSIICH CTaThbU CPOK JJIsi TPEACTABICHUS 3asBUTENIEM OO0pa3IoB
JICKapCTBCHHOTO Tpemapata ¥ (papMaleBTUYECKON CYOCTaHIIMM HE BKJIIOYACTCS B CPOK IPOBEICHUS
IKCHEPTH3, MPEIYCMOTPEHHBIX YaCThIO | HACTOSIIIEH CTAThH.

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

5. Y1partun cuny. - ®eaepanbubiii 3akoH ot 30.01.2024 N 1-O3.

KoncynsrantlIntoc: npumedanue.

[Tonoxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs Npe10CTaBIECHUS TOC. YCIYT IPU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB MJii BETEPUHAPHOIO MPUMEHEHHS IOCPEICTBOM €JIMHOTO
noprana, npuMmenstores ¢ 01.01.2026.

Cratba 24. J3KcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXMAAeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI JNIeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMeHeHuUs

1. DxcniepTU3a KauecTBa JEKapCTBEHHOTO CPEJICTBA U HKCIIEPTU3a OTHOIICHUS 0KHJIA€MOU TOJIb3BI
K BO3MOXXHOMY PHCKY NPUMEHEHHS JIEKapCTBEHHOTO IIpenapara Uil BETEPUHAPHOTIO NPUMEHEHHS,
COCTAaBJICHHE KOMHUCCHSIMH OKCIEPTOB 3aKJIIOYEHUM TMI0 pe3ysibTaTaM YyKa3aHHBIX »JKCIEPTU3 U
HampaBlIeHWE TaKUX 3aKJIIOUEHUH B DIEKTPOHHOH (opMe B YIOJIHOMOYEHHBINH (enepalbHbIil opran
WCTIOTHUTEJILHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIMIAIONINMA CTa ASCATH pabouux JHEH O JTHS
MOJIyUYEHHUsI OKCIEPTHBIM  YUPESKIECHUEM B DJIEKTPOHHOW Qopme 3aaHusi  YIMOJIHOMOYEHHOTO
(dbenepalbHOTO OpraHa HMCTIOJHUTEIBLHON BJIACTH C JOKYMEHTAaMH, YKa3aHHBIMH B 9acTH 3 ctatbu 17
Hacrosuero deaepanbHOro 3aKoHa.
(B pen. ®enepanpabix 3akoHOB oT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B rteuenue Tpuauatd pabouyux AHEH CO JHS MOJYYEHHs] YIOJTHOMOYEHHBIM (enepaibHbIM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OpPraHOM HCIIOJHUTEIBHON BIACTH YBEJAOMIIEHHUS B D3JCKTPOHHOM (opMe O TMONYy4YEeHUH 3asBUTEIIEM
peLIeHus 0 MPOBEACHUH YKa3aHHBIX B YaCTH | HACTOSIIEH CTaTbU SKCHEPTHU3 3asBUTENb MPEICTABISACT B
HKCHEPTHOE YUPEXACHUE IS MPOBEACHUS SKCHEPTH3bl KAuecTBa JIEKAPCTBEHHOI'O CPENCTBa 00pasIibl
JIEKapCTBEHHOTO IIpenapara sl BETEPUHAPHOTO IMPHUMEHEHUs, HPOM3BEICHHOIO B COOTBETCTBHH C
TpeOOBAHUSAMHU TEXHOJOTMUECKUX PETJIaMEHTOB, YTBEP)KICHHBIX PYKOBOAUTENIEM MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB, a TAaKKE B COOTBETCTBYIOIIMX CIy4asX TECT-IITaMMbl MHKPOOPTaHU3MOB,
KYJIBTYpBl KJIETOK, 00pa3ibl (apManeBTU4YecKoil cyOcTaHuuu, oOpasibl BEUIECTB, MPUMEHSEMBIC IS
KOHTpPOJISI Ka4eCTBa JICKAPCTBEHHOTO CPEJCTBA, B KOJIUYECTBAX, HEOOXOIMMBIX JJIsI BOCIPOW3BEACHUS
METOZ0B KOHTPOJISI KAueCTBA.

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

3. Ilpu momydyeHun 0Opa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaleBTHUECKON CyOCTaHIIUU
HKCIIEPTHOE YUpEeXKJICHUE B JIEHb MOJY4YeHHs] 00pa3lloB HANpaBIsET B 3JIEKTPOHHON (popme 3asiBUTEIIO
yBeIOMJICHHE, TTOJTBEPIKIAIOIIEEe TIOTYICHNE YKa3aHHBIX 00pa3IoB.

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

4. Vka3aHHBIM B 4acTH 2 HACTOSALIEH CTaTbU CPOK JUIsl MPEACTABICHUS 3asgBUTENEM OOpPa3IOB
JIEKapCTBEHHOI'0 IpenapaTta M (apMaleBTHUECKOM CyOCTaHLIMUM HE BKIIOYAETCS B CPOK IPOBEICHMS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaTbHU.

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

5. ¥YTparun cuny. - ®enepanbubiit 3akon oT 30.01.2024 N 1-03.

CraTtbsa 25. nOBTOpHoe npoeneHue 3KCNepTmn3bl JiIeKapCTBeHHbIX CcpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B ciydasix HeIOCTaTOYHOH 0OOCHOBAHHOCTH HJTH HETIOJIHOTHI 3aKJIFOUCHHSI KOMUCCHU KCIIEPTOB,
HAIMYUS B HEM NPOTHUBOPCUYHMBBIX JTaHHBIX, (aTbCH(PUKAIMN BBIBOJIOB IKCIIEPTH3BI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHS OT YIOJHOMOYEHHOTO (heJepaabHOr0 OpraHa MCMOJHUTEIBHONW BIACTH OCHOBAHHMA
JUIS  OTBOJA OJKCIEpTa BCIEACTBHE €ro 3aMHTEPECOBAHHOCTH B PE3y/IbTaTax COOTBETCTBYIOIICH
OKCIEPTHU3bl, HANUYMsS JAHHBIX O TPSIMOM JHUOO KOCBEHHOM BMEIIATENbCTBE B  MPOIlECC
COOTBETCTBYIOIIEH IKCIEPTU3BI JIMI, HE YYaCTBYIONIUX B €€ NMPOBEJACHHUH, HO OKA3aBIIUX BIUSHUE HA
MPOLIECC U PEe3YyNbTAaThl €€ MPOBEACHHUS, YIMOIHOMOYEHHBIM (eiepallbHbIM OpPraHOM HCTHOTHUTEIBHOM
BJIACTH HAa3HAYACTCS MIOBTOPHAS YKCIIEPTH3A JIEKAPCTBEHHOT'O CPEJICTBA M (MJIH ) dTHYECKAst dKCIIePTH3a.

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

KoncynsrantlIntoc: npumedanue.

[Tonoxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeloCTaBIECHUS T'OC. YCIYT IPU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: JUISI MEIUIMHCKOTO IPUMEHEHMsI IOCPEICTBOM E€AMHON
cucTeMbl U (WIM) eguHoro mnoprana, npuMensaroTces ¢ 01.01.2025; gy BeTepuHApHOTO MPUMEHEHUS
IIOCPEICTBOM €IMHOT0 nopraina, npumenstores ¢ 01.01.2026.

2. TloBTOpHas 3KCNEpPTH3a JEKAPCTBEHHOTO CPEJCTBA MPOBOAMTCS C YYETOM PE3YJIBTATOB paHEE
MIPOBEJICHHOW JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIM YIOJTHOMOYEHHBIM (peepabHbIM OpraHOM
WCTIOJTHUTEJILHOW BJIACTH M HE MPEBBIIIAIOMIUI TPUALATH PaOOYNX THEH CO JHS MOTY4EHHUS SIKCIEPTHBIM
yUpeXJIeHHEM B JINYHOM KaOWHETEe B €IMHON cHucTeMe 3a/laHHs Ha IPOBEJEHHE MOBTOPHOM SKCIIEPTHU3BI
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JICKApCTBEHHOTO CPEJICTBA, MOAMMCAHHOTO YCUIICHHOHN KBAM(UIIMPOBAHHON JIEKTPOHHON MOHCHIO.
(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®unHaHcoBOe OOECIEYCHHE BBHIMOJHEHUS 33JaHUS HA MPOBEIECHUE IMOBTOPHOM AKCIEPTH3BI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILECTBIISACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantllintoc: npumedanue.
C 01.01.2026 ct. 26 HEe pacrnpocTpaHSETCsl Ha MPABOOTHOIIECHMs, BO3HUKAIOLIUE IPU OOpalleHun
JIEKApCTBEHHBIX CPENCTB M1t MeauimHckoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

Cratbs 26. YCKOPEHHaﬂ npoueanypa 3KCnepTu3bl JNIeKapCTBeHHbIX cpeacTe

1. YckopeHHas mnpoueaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYIapCTBEHHOU
perucTpanyy JICKapCTBEHHBIX IPErnapaToB IPUMEHSETCS B OTHOIIEHHMH Op(AaHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, IEPBBIX TPEX JIEKAPCTBEHHBIX IIPENaparoB, perucrpupyemsix B Poccuiickon denepanuu B
KAaueCTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaToB, OYEPEIHOCTb KOTOPBIX OIpPENENsIeTCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOJAIIMX 3asBJICHUM O TOCYHApPCTBEHHOM peETrHCTpanuu
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXIYHapOJHOIO HENAaTEHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIperapara Wid TIPYNIMPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpenapara,
JIEKapCTBEHHBIX IIPENaparoB Ul BETEPUHAPHOIO IIPUMEHEHHMs, IPEIHA3HAYEHHBIX U1 JICYECHHUS
JOMAIITHUX KUBOTHBIX, onpeaeneHHbIX DenepanbHbiM 3akoHOM 0T 27 nexadps 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAILIEHUU C XKMBOTHBIMU U O BHECEHUM W3MEHEHMH B OTJENbHbIE 3aKOHOJATElIbHbIE
akTel Poccuiickoit denepauun", U 3aperucTpupoBaHHBIX B KAa4eCTBE JIEKAPCTBEHHBIX INPENapaToB s
MEIUIMHCKOTO IPUMEHEHUS, U JIEKAPCTBEHHBIX IPENAapaToB, MPEIHA3HAYEHHBIX HCKIIOUUTEIIBHO Ul
IIPUMEHEHHUsI HECOBEPLICHHOJIETHUMHU I'PAKIaHAMH.

(B pen. ®enepanpHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YCKOPGHHa}I npooeaypa SKCICPTHU3BI JICKAPCTBEHHBIX CPCACTB B LCIIAX FOC}’I[&pCTBCHHOﬁ
PErucTpanmu JCKAPCTBCHHLBIX IMMPECIIapaTOB HE MIPUMCHACTCA B OTHOIICHUH:

1) 6roananoroBeIx (OMOMOI0OHBIX) JIEKAPCTBEHHBIX MpenapaToB (OMOaHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpEenaparoB (3a HCKIIOYEHHUEM Op(aHHBIX JEKapCTBEHHBIX
IIPENnapaToB);

KoncynprantlIntoc: npumedanue.

Jo 31.12.2024 poccuiickuM MpPOU3BOAUTEISAM JIEKQPCTBEHHBIX IIpEnapaToB il BETEPUHAPHOTO
MPUMEHEHUsI pa3pelleHo MoJaBaTh PETUCTPALMOHHOE JO0Che MO YCKOPEHHOH mporenype 0e3 yuera
tpeboBanuii 1. 3 u. 2 cT. 26 ([TocranoBnenue [IpaBurenscra PO ot 12.03.2022 N 353).

3) BOCHpPOU3BENIEHHBIX JIEKAPCTBEHHBIX IpenapaToB (3a HCKIOYEHHEM TIEPBBIX Tpex
peructpupyemblx B Poccuiickoii ®enepanuu B KaueCTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
IpenaparoB M JIEKapCTBEHHBIX IPENaparoB, IPEJHA3HAYECHHBIX HCKIOYUTENBHO I NPUMEHEHUS
HECOBEPIICHHOJIETHUMH TpaXXJAaHaMH, a TAKXKe JIEKapCTBEHHBIX IPENapaToB, NPEAHA3HAYEHHBIX IS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JICYEHHUs JOMAaIIHUX *XUBOTHBIX, olnpenencHHbIXx PenepanbHbIM 3akoHOM oT 27 nekadbps 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpaIICHUU C >KMBOTHBIMM M O BHECCHHMM H3MCHCHHMHA B OTICIbHBIC
3aKoHoAaTenabHble akThl Poccuiickoin denepanuu', U 3aperuCTPUPOBAHHBIX B KA4E€CTBE JIEKAPCTBEHHbIX
IIPEnapaToB JUId MEAULUHCKOIO IPUMEHEHHUS);

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

4) HOBBIX KOMOMHALIUN 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX IIPENapaToB;

5) JleKapCTBEHHBIX MPENaparoB, 3apEerMCTPUPOBAHHBIX pPaHEE, HO MPOU3BEIEHHBIX B JIPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C IEPEYHEM HAaMMEHOBAHMU JIEKAPCTBEHHBIX (OPM U B HOBOM
J03UPOBKE;

6) JIeKapCTBEHHBIX MpENaparoB A MEIULHUHCKOrO MPUMEHEHHUS, TOCYJapCTBEHHAs PETUCTpaLus
KOTOpBIX OTMEHEHA, MIPU MX PEruCTpallMi B KayeCTBE JIEKAPCTBEHHBIX IPENapaToB sl BETEPUHAPHOIO
MIPUMEHEHHS.

(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

3. YckopeHHas TpoIeaypa AKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB TPOBOJUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIIOJIHOMOYECHHOTO (heZepaibHOTO OpraHa MCIOJIHHUTEIIBHON BIIACTH HA OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIOIIMIA BOCEMUICCATH pabouux mHei. [Ipu aTom axcneprusa
JOKYMEHTOB, COJICPXAIUXCS B PETHCTPAIMOHHOM JIOChE HA JICKAPCTBEHHBIN Iperapar, MPOBOIAUTCS B
CPOK, HE MPEBBIMAIONINN JeCATH padouYuX ITHEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CPEICTBA W
OKCHEPTH3a OTHOLICHHS OXXHUJACMOH TOJIb3bl K BO3MOXXHOMY DPHCKY TPHUMEHCHHS JICKApPCTBEHHOTO
mperapara MpoBOJATCS B CPOK, HE MPEBBIMAONINI MECTHACCATH PA00UNX THEH.

(uactsb 3 B pen. enepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

3.1. Vrparun cuny. - ®enepanphsiii 3akoH ot 30.01.2024 N 1-D3.

4. YckopeHHas TMpoleaypa HKCIEPTU3bl JIEKApPCTBEHHBIX CPEJICTB MPOBOAUTCS B TMOPSJKE,
ycraHoBJIeHHOM cTathsamu 17, 19, 20, 23 u 24 nacrosmiero denepanibHOrO 3aKOHA, W HE O3HAYACT
CHIDKEeHHUS TpeOoBaHUi K 6e30MacHOCTH, Ka4ecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB.

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

CraTtbAa 27. PeweHue o0 rocyaapCTBEHHOWN perncrpauum fiekapcTBeHHOro npenapara

1. B cpok, HE MpeBBIIAIONIUNA AECITH padOYuX JHEH CO JHS MOJYYCHHS 3aKIIOUCHUM KOMUCCHUH
JKCIIEPTOB IO pe3ybTaTaM HKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3bI OTHOLICHUS
0KHMJIa€MOM I10JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHHS JIEKAPCTBEHHOIO IIpenapara, COOTBETCTBYIOIINN
YIOJTHOMOYEHHBIN (peepatbHbIi OpraH UCTIOTHUTEIHHON BIACTH:

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

1) ocymiecTBIsET OLIEHKY 3aKJIIOUEHUII KOMHUCCHUM SKCIEPTOB MAJIS OINpPENEICHHsS] COOTBETCTBUS
3aJJaHUIO Ha MPOBEJCHUE ATUX DKCIIEPTU3;
(m. 1 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) mpUHMMAaeT peUIeHHe O TOCYAapCTBEHHOM PErucTpaluy JIEKapCTBEHHOTO IMpenapara wid o0
OTKa3€ B TOCYJapCTBEHHOM perucTpanuy JEKapCcTBEHHOIO IIpenapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Koncynsrantlntoc: npumeqanue.
C 01.01.2025 B n. 3 cr. 27 BHocarcs usmeHeHus: (@3 or 30.01.2024 N 1-®3). Cm. Oynymryro
penaKuuio.

3) BHOCHUT NpH NPUHATUU PELICHUs O rOCYJapCTBEHHON PErucTpalyy JIEKapCTBEHHOIO Ipernapara
JaHHBIE O 3apEerMCTPHUPOBAHHOM JIEKAPCTBEHHOM IIpemapare, B TOM 4YHclIe O (papmaneBTHUYECKOi
cyOCTaHIIMM, BXOJsIIed B COCTaB JIEKapCTBEHHOIO IIpernapara, B TOCYAAPCTBEHHBIM peectp
JIEKapCTBEHHBIX CPEJICTB M BBIIACT 3asBUTENIO PETUCTPALUOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, popMa KOTOPOro yTBEp»AaeTcsl yIOJIHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH, COIJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAllMIO, HOPMAaTUBHBIM JOKYMEHT, MHCTPYKIHUIO IIO
IPUMEHEHHMIO JIEKApCTBEHHOI'O IIpernapara W MakeTbl IE€PBUYHOM YNAaKOBKM M BTOPUYHOMH
(moTpeOuTeNnbCcKON) YNAKOBKM C YKa3aHMEM Ha HHUX HOMEpa PpEerucTpalMoOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOI'0 Ipernapara M JaThl €ro rocylapCTBEHHOW pErucTpalid WM B clydae HPUHATUS
pemieHuss 00 OTKa3e B TIOCYJapCTBEHHOM PErMCTpalliM JIEKapCTBEHHOIO Ipernapara yBEIOMIIIET B
INUCbMEHHOW ¢opme 3asBuUTENs 00 3TOM C YKa3aHUEM MPUYMH Takoro oOTKa3a. 3a Bblgauy
PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOI'O MIpernapaTa B3UMAETCsl FOCy1apCTBEHHAs! MOLUIMHA B
COOTBETCTBHHM C 3aKOHOJaTenbcTBOM Poccuiickoil denepaunu o Hajorax u coopax.

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

2. OcHOBaHHMEM JUIsi OTKa3a B TOCYAApPCTBEHHOW pErMCTpaluy JICKapCTBEHHOTO IperapaTa s
MEIUIIMHCKOTO ~ NPUMEHEHHS  SBJSICTCS  3aKJIIOYCHHUE  COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOT'O
(benepaibHOrO oOpraHa MCHOJHHUTENBHOM BJIACTH O TOM, 4YTO KadecTBO H (win) 3(PQeKTHBHOCTDH
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O TMpenapara sl MEIUIMHCKOrO MPUMEHEHUsS HE TOATBEPKICHBI
HOJYYCHHBIMU JaHHBIMU HJIA YTO PUCK NMPUYMHEHHs Bpela 3[J0POBBIO0 YEIOBEKA BCJICICTBHE HpHEMa
JICKApCTBEHHOTO Tpenapara JUis MEAMIHWHCKOTO TPUMEHEHUS TMpeBbIaeT 3(PQPEeKTHBHOCTh €ro
PUMEHEHHS.

(gactb 2 B pen. epepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TmpeacTaBIeHHE B COOTBETCTBYIOIIMN YIIOTHOMOUYEHHBIH (QenepalbHblii opraxn
HCIOJIHUTEILHOM BJIACTHU JICKAPCTBCHHOTO IIpfriapara, B OTHOIICHHWHU KOTOPOro IMOJY4YEH OTKa3 B
rOCy/IapCTBEHHOW PETUCTPAIlMU M KOTOPBIA BIIOCIEICTBUU MOJBEPrCsS M3MEHEHHUIO B YAaCTU €r0 COCTaBa,
paccMaTpuBaeTCs KakK IPEJCTaBICHHE HOBOTO JIEKAPCTBEHHOT'O TpenapaTa Ha €ro ToCyJapCTBEHHYIO
PETUCTPALINIO HE3ABUCUMO OT COXpPAHEHHS €r0 MEPBUYHOTO HAUMEHOBAHMSI.

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

4. Ilpn npenocTaBlI€HHUH 3asBUTEJIEM B COCTaBE€ PETUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN
npenapar Juiss BETEpUHAPHOIO MPUMEHEHUS! KOMHU PEelIeHMs YIIOJIHOMOUYEHHOro (heepaabHOro OopraHa
UCIIOJIHUTENIBHON BJIAacTH O NPOBEACHUM HWHCIEKTHUPOBAHMWS IPOM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TPUHATUS pEUIeHHs] O TOCYJapCTBEHHOM perucTpanuu JeKapCTBEHHOro IpernapaTta Juis
BETEPUHAPHOIO MIPUMEHEHNS IPUOCTAHABIINBAETCS CO JIHS NOJYyUYEHUS 3aKIH0YEHHUH, YKa3aHHBIX B YacTH
1 Hacrosimied cTaThH, 10 AHS HPUHATUS YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTU pEIEeHUs O BblIade WM 00 OTKa3e B BbIJaye 3aKIIOUYEHUS O COOTBETCTBHM IPOM3BOJUTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABHII HAJIeKaIIed MPOU3BOACTBEHHOM MPaKTHUKU, HO He OoJiee
YeM Ha CTO BOCEMbJIECIT PaboUunX JAHEH.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

5. OcHOBaHMEM JJisi OTKa3a B TOCYAApCTBEHHOM PErucTpalvM JIEKApCTBEHHOTO MperapaTta AJis
BETEPUHAPHOTO NPUMEHEHUsl SBJIAETCS 3aKIIOUYEHHE YIOJHOMOYEHHOro (QenepalibHOro opraHa
UCTIOJIHUTEIIBHON BJIACTH O TOM, 4YTO KadyecTBO © (W) JPPEKTUBHOCTH PETHCTPHPYEMOTO
JIEKAPCTBEHHOr'0 Mpernapara Juisi BETEPUHAPHOTO NPUMEHEHUS HE MOATBEPXKIEHBI IOJIYYEHHBIMU
JAHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpe/ia 3/I0POBbIO JKUBOTHOT'O BCJIEJCTBUE IIpHEMa JIEKAPCTBEHHOTO
npemnapaTta Al BETEPUHAPHOTO NPUMEHEHHUs MpeBbIAeT 3(PQGEKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIOJTHOMOYEHHOTO (he/iepaqbHOr0 OpraHa WCIOJHUTEIBHOH BIACTH B BbIJade 3aKIIOUYEHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBWJI  HaJIekKallen
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAKIOW MPOU3BOACTBEHHOW IUIOWIAJKH PETHUCTPUPYEMOIO
JIEKApCTBEHHOr'0 IIpenapara Juisi BETEpUHAPHOTO IPHUMEHEHUS B CJy4yae, €clid IPOU3BOJCTBO
JIEKApCTBEHHOr'0 Ipenapara Il BETEPUHAPHOIO MPUMEHEHHS OCYIIECTBISICTCA 3a MpeaeraamMu
Poccuiickoit denepainu, Ui OTCYTCTBUE TAKOTO 3aKJIIOYEHUS.

(uactb 5 BBenena OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynpsrantlintoc: npumedanue.
O mopsiike W CpOKax OINPEICTICHUS B3aUMO3aMEHSIEMOCTH JICKApPCTB JICKAPCTBEHHBIX IMPENapaToB,
3apeructpupoBaHHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHSieMOCTb NeKapCTBEHHbIX nMpenapatoB  AnA
MeAULUHCKOro NpUMeHeHus1

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

1. B3anMo3aMeHSEeMOCTh JIEKapCTBEHHBIX IPENapaToB JUISI MEAWIUHCKOTO MPUMEHEHHS
OTpEESACTCSl YIOJIHOMOYCHHBIM (eIepaIbHBIM OPTaHOM HCIOJHUTEBHON BIIACTH, OCYIIECTBIISIFOIIUM
rOCY/IapCTBEHHYIO PETHCTPAIMIO JIEKAPCTBEHHBIX MPENapaTroB Uil MEAMLIUHCKOTO NPUMEHEHHS, B
pamMKax OJHOIO MEXIYHapOJHOTO HENaTeHTOBAaHHOTO (WJIM XUMHUYECKOro, WM TPYHIUPOBOYHOIO)
HalMEHOBaHMS Ha OCHOBE 3aK/IIOUEHHUS KOMHMCCHUH JKCHEPTOB JKCIEPTHOIO YUPEXKAEHUS O
B3aMMO3aMEHSEMOCTH JICKAPCTBEHHOTO TIpernapara JUisi METUIIMHCKOTO MPUMEHEHHUs JHO00 O TOM, 4YTO
JIEKapCTBEHHBIH Mpenapar A1 MEJUIIMHCKOTO MPUMEHEHHsI He sIBIIseTCsl B3auMo3aMeHseMbIM. [lopsaok
OIpEACICHUA B3aWMO3aMCHACMOCTHU JICKAPCTBCHHBIX IPENapaToB AJid MCECOAUIUHCKOrO NMPHUMEHCHUSA U
dopma 3aKIIIOYEHUS KOMHCCHM 3KCIEPTOB OSKCIEPTHOTO YUYPEXKICHHS O B3aUMO3aMEHSEMOCTH
JICKAPCTBCHHBIX NPCIapaToB A MEAUIUHCKOTO MPUMCHCHUA 100 0 TOM, 4TO HeKapCTBeHHBIﬁ npenapar
U1 METUIIMHCKOTO TNPHMEHEHHsI He SBISETCS B3aMMO3aMEHSEMbIM, YCTAHABIMBAIOTCA (erepaabHbIM
OpPraHOM HCIIOJIHUTEJNIBHOM BJACTH, OCYLIECTBISIIOIIMM (QYHKIMHM 1O BbIpaOOTKE U pealu3aluu
rOCyJJapCTBEHHOM MOJUTUKH U HOPMAaTHBHO-TIPAaBOBOMY PET'YIMPOBAHUIO B chepe 3paBOOXpaHEHHUs, 110
COTJIACOBAaHUIO C (peepaibHBIM OPraHOM HCIONHUTEIBHON BIIACTH, OCYIIECTBISIONIMM (DYHKIHMH IO
JIMIIEH3UPOBAHUIO TIPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

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

2. Komuccns 3KCHEPTOB IKCHEPTHOTO YUPEKIEHHUS NACT 3aKJIIOUEHHE O B3aUMO3aMEHSIEMOCTHU
JIEKapCTBEHHOTI'O MpenapaTa JJisi MEJUIIUHCKOTO PUMEHEHHUS JTUO0 O TOM, YTO JIEKapCTBEHHBIN MpernapaT
JUIS MEIULIMHCKOTO IPUMEHEHHsS HE SBISIETCS B3alMMO3aMEHSEMbIM, Ha OCHOBAaHUHM CIEAYIOLIUX
KpUTEpUEB (XapaKTEPUCTHUK):

1) oSKBUBaNEHTHOCTh (MIsi OMOAHAJOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TpPENapaToB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4ECTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(dapMareBTHYECKIX CYOCTaHIIMI MJIM COIOCTaBUMOCTh QHTUTCHHOTO COCTaBa BakKIMH. lcmonb3oBaHue
Pa3NUYHBIX COJel, 3(QUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALIHUECKUX (POPM U JIPYTUX MPOU3BOIHBIX
OTHOTO M TOTO JK€ JICHCTBYIOIIETO BEIIECTBA HE SBJISACTCS MPEISATCTBHEM JUISL OINPEICIICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  IpErnapaTroB, €CId MNpPU  TMPOBEJACHUU  HCCIEIOBAHUS
OMOSPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYCCKOM
HKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO TpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3IHuuil
dbapmakokuHeTukn u (W) 3¢ddexTuBHOCTH W 0€30MacCHOCTH JIEKAPCTBEHHOrO Ipernapara s
MEIUIUHCKOTO TPUMEHEHHUS;

2) SKBUBAJICHTHOCTH JIEKApCTBEHHOH (popMmbl. 1071 SKBHBaJICHTHBIMH JICKAPCTBEHHBIMU (OpMaMHU
MMOHMMAIOTCSI pa3HbIC JICKAPCTBEHHBIC (OPMBI, UMEIONINE OJMHAKOBHIE CIOCOO BBEIEHHUS H CIOCO0
NpUMEHEHHs, OO0JaJarolue  COMOCTABUMBIMU  (hapMAaKOKUHETHUYECKHMMHU  XapaKTEPUCTUKAMHU U
(hapMaKoJIOTHICCKUM JCHCTBHEM M 00SCIICUHBAIOIINE TAK)KE TOCTHXKEHUE HEOOXO0IMMOT0 KIMHIYIECKOTO
apdekra. Paznuuus JIEKapCTBEHHBIX (OPM HE SBJISIOTCS NPENSATCTBHEM JUIS  ONPEIEIICHUS
B3aMIMO3aMCHSIEMOCTH  JICKAPCTBCHHBIX  IPEMapaToB, €CIM TPU  TPOBEACHUH  HMCCIICIOBAHHS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  TIperapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYECKOM
SKBHBAJICHTHOCTH JIEKAPCTBECHHOT'O TIperapara JI0Ka3aHO OTCYTCTBUE KIIMHHYECKU 3HAYUMBIX Pas3IIdIHid
(dbapmakokuHeTukn u (wiH) 3pdexkTHBHOCTH W 0€30MacCHOCTH JIEKAPCTBEHHOrO Ipernapara  Jijis
MEUIIMHCKOTO TPUMECHCHHS,

3) 5KBUBQJIEHTHOCTb MJIM COINOCTABMMOCTb COCTaBa BCIOMOTraTEJbHBIX BELIECTB JIEKAPCTBEHHOI'O
mpernapata Ui MEAMLIMHCKOrO NpUMEHeHus. Pa3nuuus coctaBa BCIIOMOTaTENIbHBIX —BELIECTB
JICKapCTBEHHOI'0 Ipernapara He SBISAIOTCS MPEMSITCTBUEM JUIsl ONpEAETICHUs B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHbIX  IpenapaToB, €CIM IpU MPOBEACHUU  HUCCIEIOBaHHUS  OMO3KBUBAJIEHTHOCTH
JIEKapCTBEHHOI'0 Ipernapara WM HCCIEAOBaHHs TEpaleBTUUYECKOM SKBHUBAJEHTHOCTH JIEKAPCTBEHHOI'O
mpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3nuunil (papMakOKMHETHKH U (WIIN)
3¢ GEeKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOIO Mpernapara A MEIUIMHCKOTro mpuMeHeHus. [lpu
HaJIMYUU KJIMHUYECKH 3HAUMMBbIX pa3iInyuil (papMakoKUHETUKHU U (WK) 3P (EeKTUBHOCTH U OE30MMaCHOCTH
JIEKapCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOTO IPHUMEHEHUs B3aUMO3aMEHSIEMOCTb ONPEIENSIETCS C
YKa3aHHMEM Ha UCKJIIOYEHHE OT/IENbHBIX TPYII MallUeHTOB;

4) UIACHTUYHOCTD criocoba BBCACHUA U crocoba MMPUMCHCHUS ;

5) COOTBETCTBHE IPOM3BOIUTEINS JIEKAPCTBEHHOTO CPEICTBAa TPeOOBaHMSAM IPABHJI HaJJIeKamen
MIPOU3BO/ICTBEHHOM MPAKTUKH.

3. be3 HeE0OXOAMMOCTH JI0Ka3aTeiabCTBAa OWOA3KBUBAJIEHTHOCTH OCYIIECTBISIETCS OIpECIICHNE
B3aMMO3aMEHSEMOCTH BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE:

1) mpenHazHayeHbl i1 MApPEHTEPAIBHOIO (TMOJKO0KHOTO, BHYTPUMBILIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPDOHAapHOIO) BBEIEHUSA W
IIPEJCTABISAIOT cO00M BOAHBIE PAaCTBOPHI,

2) mpeAcTaBiISIOT co00i PacTBOPHI Il IEPOPAILHOTO TPUMEHEHHMS;

3) mpou3BenieHbI B (hOpME MOPOIIKOB MIIH TUOPUITH3ATOB ISl IPUTOTOBIICHUS PACTBOPOB;
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

4) SIBASIOTCS ra3aMu;

5) ABIAIOTCS YIIHBIMU MJIM IVIA3HBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) mpeaHa3HAuY€HbI JJII MECTHOrO W (WJIM) HApPY>KHOTO MPUMEHEHUS M IPUTOTOBJIEHBI B (hopme
BOJIHBIX PaCTBOPOB;

7) mpeACTaBIAIOT cO00W BOJHBIC PACTBOPHI Ul UCIOIB30BaHUS B ()OPME MHTAISIMHA C TIOMOIIBIO
HeOynaiizepa WiIM B KadyecTBE HA3aJbHBIX CIIPEEB, MPHUMEHSEMBIX C IOMOIIBIO CXOAHBIX (TOXOXKHX,
AQHAJIOTUYHBIX ) YCTPOUCTB (MPUOOPOB, anmapaToB).

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

4. OcoOeHHOCTH ONpeeIeHNs B3aUMO3aMEHIeMOCTH OMOJIOTUYECKUX JICKAPCTBEHHBIX MIPENapaTos,
KOMOMHHMPOBAHHBIX  JICKAPCTBEHHBIX IpEnaparoB (coaepikKamux KOMOWHAIMIO JBYX U Oosee
JCUCTBYIOIUX  BEIIECTB), JICKAPCTBEHHBIX MpPENapaTroB Ui IMAPCHTEPAJIbHOTO  IMHTAaHWS U
HEJO3MPOBAHHBIX  JICKAPCTBEHHBIX  TIPEMapaToB  yCTaHABIUBAIOTCA  (eaepadbHBIM  OpraHOM
WCTIOJIHUTEIBHOW BIJIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M peau3ally roCyJapCTBEHHON
MOJINTUKA M HOPMATHBHO-TIPABOBOMY PETyJIHUPOBAaHUIO B cepe 3paBOOXPAHCHHS, IO COTIACOBAHUIO C
benepaabHbIM OpPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIIECTBISIONIMM (YHKIUHU IO JIMIECH3UPOBAHHIO
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

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

5. OHpG[[GJIeHI/Ie B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIICTCA B OTHOIICHHU JICKAPCTBCHHBIX
PACTHUTCIIbHBIX IIPCIIapaTOB, TOMCOIIATHYCCKUX JICKAPCTBCHHLIX ITPCIIapaTOB.

6. q)OpMI/IpOBaHI/Ie NepeUHsaA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIIapaToOB AJId MCAUIIMHCKOI'O
MNPUMCHCHUSA OCYHICCTBIIACTCA SKCIICPTHBIM YUPCKACHUCM IMOCPECACTBOM O6’LCI[I/IHCHI/IH JICKApCTBCHHBIX
npemnaparoB B OTACIBHBIC TPYIIIbLI, B KEDI()IOﬁ M3 KOTOPBIX JICKAPCTBCHHBIC IMPCIapaThbl SABJIAIOTCH
B3aMMO3aMCHACMBIMU.

7. B cnydae BKJIIOYEHUS B HHCTPYKLUHUIO 0 MEIUIUHCKOMY IPHUMEHEHUIO JIEKAPCTBEHHOIO
rpenapara Ha OCHOBAHMM PE3YyJIbTaTOB COOTBETCTBYIOLIUX MCCIICIOBAHUM MOKA3aHWUM I IIPUMEHEHHS,
KOTOPBIE OTJIMYAOTCS OT MOKA3AaHUM U1 IPUMEHEHHUs APYTHX JIEKAPCTBEHHBIX MPENapaToB U3 TPYIIIbI
B3aMMO3aMEHAEMBIX JIEKAPCTBEHHBIX IIPENApaToOB, B IIEPEYHE B3aUMO3aMEHIEMBIX JIEKaPCTBEHHBIX
[IpernapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHS J0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAsi HHPOpMAIIHS.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPEMApaTOB I MEAMIMHCKOIO IPHUMEHEHUs
pa3Meniaercs ynoJIHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYLIECTBIISIIOIINM
rOCylapCTBEHHYIO PErMCTpalMI0 JIEKapCTBEHHBIX IpEnaparoB A MEJUIMHCKOTO NPUMEHEHHs, Ha
cBoeM oduiuanibHoM caite B cetu "HuTepHer". MHpopmanus B mnepeuHe B3anMO3aMEHSEMBIX
JIEKapCTBEHHBIX MpenapaToB s MEAMIIMHCKOTO NMPUMEHEHHs OOHOBIISETCS YKa3aHHBIM (erepaabHbIM
OpPraHOM HCITOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3apPETUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB
JUIA  MEQUIMHCKOTO TIPUMEHEHUS W BHECEHHBIX M3MEHEHMH B JIOKYMEHTBI, COAEpXkalluecs B
PETUCTPALIMOHHBIX JIOChE Ha 3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE Mpenaparhl A MEIUIIMHCKOTO
IIPUMEHEHHS.

9. HOpr,Z[OK HCITIOJIB30BaHUA I/IH(l)OpMaHI/II/I O B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IMpe€raparax IJIsd
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MEIUIMHCKOTO TPUMEHEHUS M TOPSIOK Jaud pPa3bACHEHWH 10 BOMPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX NPENapaToB sl MEAUIIUHCKOTO IPUMEHEHHUS YCTaHABIUBAIOTCS (eiepaibHbIM OPraHOM
WCTIOJTHUTEJIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M pean3alMy rocyJapCTBEHHON
MOJUTUKN ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHHIO B chepe 31paBOOXpaHEHHUs, IO COTTIACOBAHUIO C
(benepanbHBIM OPraHOM HCHOJHHUTEIBHOM BJIACTH, OCYIIECTBISIONIMM (PYHKLIUHU IO JHIEH3UPOBAHHIO
IPOM3BOCTBA JIEKAPCTBEHHBIX CPE/CTB.

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

Koncynprantllintoc: npumedanue.

Cpok perucrpanuu JICKapCTBEHHOTO Mperapara i BETEPUHAPHOTO NMPUMEHEHMs, MCTEKAIOUIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 romy, mpomieH Ha 12 wmecsneB (IloctanoBneHue
[IpaButensctBa PO ot 12.03.2022 N 353).

Koncynprantlntoc: npumedanue.

Cpoku JeiCTBUS PErMCTPALlMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENAPATOB Uil MEAULIMHCKOIO
IIpUMEHEHUsI, KoTopbple uctekaror B 2024 1. mpomiensl Ha 12 MecsaueB (IlocranoBienue
[IpaButensctBa P® ot 12.03.2022 N 353).

CraTtba 28. PeructpaumoHHoe yaocToBepeHMe nekapcTBEHHOro npenapara

Koncynprantlntoc: npumedanue.
Paspemaercsa obpamenne B P® 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX IMPENapaToB, CPOK ACUCTBUS

PEruCTPalIMOHHOTO YIOCTOBEPEHHUSI KOTOPHIX MCTEK B Ciyyae, nmpeaycMoTpeHHoMm 4. 11 cT. 4 @3 ot
30.01.2024 N 1-®3.

Koncynpsrantllntoc: npumedanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTPaHSIOTCS Ha MPABOOTHOIICHUS, BO3HUKAIOIIME TPH
oOpallleHuH JIEKapCTBEHHBIX CPEACTB s MeauuuHckoro npuMenenus (O3 ot 30.01.2024 N 1-O3).

1. PerucrpanmoHHOE YyIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpenapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM PETHUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOI0 IIpenapara, BbIIaBaeMOr0 CO CPOKOM JIEHCTBHS IISATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccuiickoit denepanuu JIeKapCTBEHHBIE IIPENIApaThI.

2. Ilo ucreueHMM yKa3aHHOrO B 4YacTH | HacTosAled cTaThu CpoKa BbLIaeTcs OeccpodyHoe
PEruCTpPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara IIpU YCIOBUHM IOATBEPXKICHUS €ro
roCyAapCTBEHHOM pPEruCTPALNH.

3. B ciyuae BHecenust B cooTBeTCTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOrO 3aKOHA
W3MEHEHUN B COAEpXKAIIUECs B PErUCTPAlMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
Ipernapar JOKYMEHTBI, 3aTParuBarOlIUX CBEICHHS, OTPAKEHHBIE B PETMCTPALMOHHOM YIOCTOBEPEHHUH
JIEKApCTBEHHOTO TIperapaTa, YIMOTHOMOYEHHBIN (eepalbHbIii OpraH MCIOJHUTEIBHON BIIACTH BBIAACT
HOBOE€ PErMCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara, COAepkKallee BHECEHHBIE B HETO
W3MEHEHUS.
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(dactb 3 BBeneHa DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantllnroc: npumeyanue.
C 01.01.2026 4. 4 cr. 28 yrpauuBaet cuiry (P3 ot 30.01.2024 N 1-D3).

4. B caywyae yTpaTbhl WM HOBPEXKACHUS PErHCTPALMOHHOIO YIOCTOBEPEHHS JIEKapCTBEHHOTO
mpemapaTa 1o 3asBICHUI0 B THCHBbMEHHON QopMe [aepikareisi WU BIIaJeiblla PErUCTPALHMOHHOTO
YIOCTOBEpPEHUS JIEKApCTBEHHOT'O IIpenapaTa Uik yIoJIHOMOUYEHHOTO UMH IPYroro IpUINYECKOro JIUIA O
BbIIaue AYOJIMKAaTa PETHCTPANMOHHOTO YIOCTOBEPECHHSI JIGKAPCTBEHHOTO IMpernapara yImoJTHOMOYCHHBIH
(benepanbHbI OpraH HCIIOJIHUTEIHLHON BIACTH B CPOK, HE MPEBBIMIAIONIUN JecATH pabounx JHEH co THS
MOCTYIUICHUSI 3asBIICHUS, BBbIIACT JyONHKAT PETUCTPANMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapaTta. 3a Bblgady JOyOJiMKaTa PErucTPAllMOHHOTO YIOCTOBEPEHHMs JIEKApCTBEHHOTO IperapaTa
B3MMAETCs TOCYAApPCTBEHHAS MMOILIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoi denepannu o
Hajorax u coopax.

(dactp 4 BBeneHa denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynpsrantlintoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHSETCs Ha MPaBOOTHOIICHUS, BO3HUKAIOUIUE MPU OOpaIieHUH
JIEKapCTBEHHBIX cpeACTB it MeauimHckoro npumeHenus (O3 ot 30.01.2024 N 1-D3).

Koncynprantlntoc: npumedanue.

[Tonoxenus ct. 29 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeOCTaBIECHUS FOC. YCIYT HpU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: JUIsI MEAUIIMHCKOTO IPUMEHEHMsI IOCPEICTBOM E€IUHOMN
cucTteMbl U (WIK) eauHOro moptana, npuMeHsroTcs ¢ 01.01.2025; mis BeTepuHAPHOTO MPUMEHEHHS
IIOCPEICTBOM €AuHOro mnopraina, npuMenstorcs ¢ 01.01.2026. PerucrpanuoHHbIe yIOCTOBEPEHUS
JIEKapCTBEHHBIX MPEMapaToB Al MEIUIIUHCKOTO MPUMEHEHHsI, HA OyMa)KHOM HOCUTENE U TyOIuKaThl
¢ 01.01.2025 ue BIIarOTCA.

KoncynprantlIntoc: npumedanue.

Cpok perucrpanyy JEKapCTBEHHOTO Ipemnapara JUisi BETEPUHAPHOTO NMPUMEHEHMsI, UCTEKAIOIIUN C
14.03.2022 mo 31.12.2022, a taxxke B 2023 roay, mpomien Ha 12 wmecsueB (IloctanoBienue
[TpaButensctBa P® ot 12.03.2022 N 353).

Cratba 29. [loaTBepxaeHue rocyfapCTBEHHOM perucTtpauum reKkapcTBeHHOro
npenapara

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

1. ITonTBepkieHNE TOCYJAapCTBEHHOM perucTpanyy JEKapCTBEHHOIO Ipernapara OCYHIECTBIISETCS
IpHU BblAaue OecCPOYHOro PEruCTPallMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOrO Ipernapara B ciydyae,
yKa3aHHOM B 4acTu 2 craTbu 28 HacTodAwero denepaabHOro 3aK0Ha, B CPOK, HE MPEBBIMIAIOIMINN COPOKa
pabounx AHEW co THS HampaBJeHHs IMOCPEICTBOM €IUHOTrO MopTajia B YHOJTHOMOYEHHBIN (enepabHbIi
OpraH HCIOJHUTENbHONH BJIACTH WM JUYHBIA KaOMHET YHNOJHOMOYEHHOTo (QenepaabHOro opraHa
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

WCIIOJTHUTEJIbHOM BJIACTM B €IMHOM CHUCTEME 3asBJICHUS O TMOJTBEPXKACHUM TOCYAapCTBEHHOU
perucTpalu  JIEKApCTBEHHOI'O  Ipemapara, MOJMUCAHHOIO  YCHJIGHHOM — KBaTu(UIIMPOBAHHOM
9JIEKTPOHHOM moanuchlo. He ocyiiecTBiseTcss MOATBEPKIECHUE TOCYJApCTBEHHOM pErucTpainuv B
OTHOIICHUU JIEKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOIO MPHMEHEHHUs, HE HaXOAMBIIErocs B
obpamenuun B Poccuiickoit ®enepanuu B TEYeHHE TpeX H Oojiee JIeT, a TaKKe B OTHOIICHUHU
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BEIEHHOIO C HapylIeHHEM TpeOOBaHUs, YCTaHOBJICHHOIO 4acThio 3.7
crathu 71 Hacrosiero deaepanbHOTO 3aKOHA.

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

2. 3asBieHUE O TOIATBEPKICHUH TOCYJAPCTBCHHOW PETUCTpAIMK JIGKAPCTBEHHOTO TIperapara
HaNpaBJSIETCS.  MMOCPEACTBOM  €IMHOTO TOpTajla B YINOJHOMOYEHHBIH  (enepanbHblii  OpraH
WCTIOJIHUTEIGHON  BJIACTH WM JUYHBIM KaOWHET  yIOJHOMOYEHHOrO (elepallbHOTO  OpraHa
UCTIOJTHUTEJIEHOM BJIACTH B €IMHOW CUCTEME HE PaHee YeM 3a CTO BOCEMBJICCAT JIHEH JI0 HCTEUYCHUS CpOKa
HeﬁCTBHﬂ PEruCTpaiuOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIp€riapaTa M HC IIO3JHCC OKOHYaHUA
CpOKa ero JCeHUCTBUsI.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - @enepanbhsliii 3akoH ot 30.01.2024 N 1-D3.

3. IlonTBeprkaeHNEe rOCYAApCTBEHHOM PErHCTpaIMy JIEKAPCTBEHHOIO IIpernapaTa OCyLIECTBIIAETCS
[0 pe3yJbTaTaM 3KCIEPTH3bl OTHOLIEHHS OXKHMJIAEMOH IO0JIb3bl K BO3MOXKHOMY PUCKY INPHUMEHEHUs
JICKApCTBEHHOTO Iperapara Ha OCHOBAHWHU PE3yJIbTaTOB MOHUTOPHHTA 3(PPEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'0  Ipernapara, I[POBOAMMOIO Jiep)KaTeleM WIM BJIAJeNIbLieM PEerucTpariOHHOTO
YIIOCTOBEPEHHS JIEKApPCTBEHHOTO TpenapaTa 100 yIIOJTHOMOYEHHBIM UMH FOPUANYECKIM JIHIIOM, a TAK)KE
COOTBETCTBYIOLIUM YIOJHOMOUYEHHBIM (e/iepaabHbIM OPraHOM UCHOJHUTEIbHOM BIACTH B COOTBETCTBUU
¢ TpeboBaHusAMU cTaTby 64 HacTosiero denepabHOrO 3aKOHA.

4. K 3asBIeHUIO 0 IMMOATBCPKACHUN FOCYI[E[pCTBGHHOfI perucTpanuu JICKapCTBEHHOI'O IIperiapara I
MCIUIHUHCKOI'O IPpUMCHCHUS IpUJIararoTCs:

1) JOKYMEHTBI, COJepXKallie pe3ylbTaThl MOHHUTOpUHIa 3(PQPEeKTUBHOCTH M OE30MacCHOCTU
JIEKapCTBEHHOI'0 IMpernapara Juisi MEJUIMHCKOrO TPUMEHEHHs, IPOBEIEHHOTO JepKaTelieM WU
BIIQJIEIBLEM PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipemapara [Uisli MEAMIMHCKOTO
NPUMEHEHUsS. JHO00 YIOJHOMOYEHHBIM MM IOPUAMYECKMM JIMIIOM, MO (opme, yTBEpKIAECHHON
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCTIOJIHUTENFHON BIIACTH;

2) cBeleHUsl O JaTe NMPEAOCTaBICHUS M PErMCTPALMOHHOM HOMEpE JIMIIEH3UMH Ha IPOU3BOICTBO
JIEKapCTBEHHBIX CPEJACTB, WM CBEACHHS O JaTe MPEAOCTaBICHHS W PETUCTPALMOHHOM HOMeEpe
3aKJIIOYEHUST O COOTBETCTBMM IPOM3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM IPaBUI
Ha/IIeKalleid MpOM3BOJICTBEHHON NPaKTHUKU, WM KOIMUS CepTH(HKATa COOTBETCTBUS IPOM3BOIUTENS
JIEKapCTBEHHBIX CPEACTB I MEIUMIMHCKOTO MPUMEHEHHs TpeOOBaHUSAM MpaBWIl HaJJIeKallei
IIPOM3BOJICTBEHHOW  MpakTUKU  EBpa3MiiCKOro  SKOHOMHYECKOI'O  COH03a,  NPEJOCTaBICHHBIX
YIOJTHOMOYEHHBIM (pe/iepaJbHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B OTHOIIEHHWU MPOU3BOJICTBEHHOM
IJIOUIA/IKH JIEKApCTBEHHOI'O Ipernapara sl MEAUIUHCKOTO IPUMEHEHNS, FOCY1apCTBEHHAs PETUCTPALIU
KOTOPOrO MOJTBEpXKJAAeTCs B Cllydae, €clId IPOM3BOJCTBO JIEKApPCTBEHHOIO IIpemapara s
MEAMIIMHCKOr0 IPUMEHEHUS ocyliecTBIsieTcsl B Poccuiickoit @enepanui;

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3) Komusi MPEeIOCTaBICHHOM YMOJIHOMOYEHHBIM OPIaHOM CTpaHbl MPOW3BOJIUTENS JUIEH3UM HA
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mperapara A MEIUIMHCKOTO MPUMEHEHHUs U ee NEPeBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TMOPSJIKE, a TaKXe KOMUS 3aKIIOUYEHHS] O COOTBETCTBHH
MIPOU3BOJIUTEINA JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHMSM MpPaBHJI HaJyIekKalled MPOU3BOJACTBEHHOM
MPAKTUKW, WIH KOMHS CepTU(UKATa COOTBETCTBUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB JUIS
MEAMIMHCKOTO MPUMEHEHUs TpeOOBaHMSIM TMpaBWJI HaJyiekalled MPOU3BOACTBEHHON IMPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJHOMOUYEHHBIM (DeepalbHbIM OpTraHOM
MCIIOJIHUTEJILHOM BJIacTU B OTHOLIEHUU MPOU3BOJCTBEHHOMN IUJIOLIA/IKH JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIUHCKOTO MPUMEHEHUs, TOCYAapCTBEHHAs] PErucTpalus KOTOPOTO MOATBEPKIACTCS, WIM KOMUs
pelleHrs YIMOJIHOMOYEHHOro (¢eAepalbHOr0 OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHUU
(dhapmalreBTHUECKON HHCIIEKITUHU TIPOM3BOACTBA JIEKAPCTBECHHBIX CPEACTB JIJISI MEIUIIMHCKOTO TPUMECHECHUS
Ha COOTBETCTBUE TpeOOBaHUSM IMpaBWJI HaAJEXKallell MPOU3BOJACTBEHHOW MNpakTUKH EBpasuiickoro
SKOHOMMYECKOT'O COI03a B CIIy4yae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOr'O Ipernapara Jyuisi MEAULIIMHCKOIO
MIPUMEHEHHUSI OCYIIEeCTBIIIEeTCA 3a npenenamu Poccuiickoit denepanuu.

(. 3 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)
(uactsb 4 B pen. Denepanpuoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNH OMOJOTUYECKUX JIEKAPCTBEHHBIX IMPENapaToB I MEAUIIMHCKOTO MPUMEHEHHS
3asiBUTENb JOIMOJIHUTEIBHO MPEJICTABISIET pe3yJdbTaThl MEPOINPHUSATHH, MNPEAYCMOTPEHHBIX ILIAHOM
VIpaBIeHUS] PUCKAMH, YTBEP)KICHHBIM YIIOJTHOMOYCHHBIM (DeepabHbIM OpPraHOM HCIHOJHUTEIBLHOM
BJIACTH TMPH OCYIIECTBIEHWH TOCYAAPCTBEHHOM pPETUCTpallUd JIGKAPCTBEHHOTO TMperapaTra Juis
MEIUIIMHCKOTO TPUMEHECHHUS.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BI€HUIO O MOATBEPKIACHUM T'OCYJapCTBEHHON PErUCTpalluyu JEKapCTBEHHOIO Ipernapara
JUIl BETEPUHAPHOI'O NPUMEHEHUS IMPHJIAraloTCsi JOKYMEHTBI, CoJepiKalllue pe3yabTaThl MOHUTOPHHIA
3pGEKTUBHOCTH © OE30MAaCHOCTH JICKAPCTBEHHOTO TIIperapara il BETEPHUHAPHOTO NPUMEHEHUS,
IIPOBOAMMOIO JEpXKaTelleM WIN BIAJEIbIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTta Jjisi BETEPUHAPHOIO MPUMEHEHUs JTUOO YIOJIHOMOYEHHBIM UM IOPUAMYECKUM JIUIIOM, IO
dopme, YTBEpkKAEHHOW YHOJIHOMOYEHHBIM (efepabHbIM OpPraHOM HCIOJHHUTENBbHOM BIACTH, WU
JTOKYMEHTBI, YKa3aHHbIE B IMyHKTax |, 2 - 2.2, mognmynkrax "a", "6", "k", "n" nmynkra 4 gactu 3 crateu 17
Hacrosero denepaabHOro 3akoHa. B OTHOIIEHNN UMMYHOOMOJIOTHYECKHUX JIEKApCTBEHHBIX MPENapaToB
JUIs BETEPUHAPHOTO MPUMEHEHHUS HE MPEACTaBIAI0TCA CBEACHMS, yKa3aHHbIE B MOANYHKTE "K" myHKTa 4
gactu 3 crateu 17 Hacrosmero denepanbHOro 3aKOHA. B OTHOIIEHMH JEKapCTBEHHBIX IIPENApaTOB IS
BETEPUHAPHOTO TNPUMEHEHMS], IMOJIYYEHHBIX C NPUMEHEHHEM TI€HHO-WHXEHEPHO-MOAU(PUIMPOBAHHBIX
OpPraHM3MOB HWJIM COJAEPXKALIMX TAKUE€ OPraHMU3MBbl, JIONOJHUTEIBHO IPEACTABISAIOTCS CBEACHHUS,
yKas3aHHbIe B IyHKTe 13 gactu 3 crateu 17 Hacrosmero @eaepaabHOro 3aK0Ha.
(uactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. @enepanbHOro 3aKkoHa OT

02.08.2019 N 297-@3)

4.3. 3asgBuTenb BIpaBe MPEACTAaBUTh C 3aABIEHUEM O MOATBEPXKACHUU TIOCYAAPCTBEHHOU
perucTpalMy JeKapCTBEHHOTO Ipenapara peKBU3UTHl JOKYMEHTa, MOJITBEPXKIAIOLIEr0 YIUIaTy
rOoCy/lapCTBEHHON TIOLUIMHBI 3a MOATBEPKACHUE TIOCYIAPCTBEHHOM PpErMCTpaluy JIEKapCTBEHHOIO
npernapaTa, a TakXe BblaBaeMble (IIPEIOCTABIISIEMbIE) YIOJIHOMOYEHHBIMU (eiepallbHBIMU OpraHaMH
WCIIOJIHUTENIBHON BIIACTH JOKYMEHTHI (CBEIEHHs), yKa3aHHblE B IyHKTaX 2 M 3 4acTu 4 HacTOsALIEH
cTaTtby. B ciyyae ux HempeacTaBiIeHUs YIIOJTHOMOUYEHHBIN (eepalibHbIi OpraH NCIOJHUTEIBHOM BIacTH
3alpalBaeT yKa3aHHbIE JOKYMEHTBI (CBEIEHUS) B IMOPSAIKE MEXBEIOMCTBEHHOTO MH(OPMAIMOHHOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

B3aWMO/ICVCTBUS.
(B pen. deaepanbubix 3aKkoHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B Tteuenune natu paboumx AHEM cO AHSI HANpaBIEHUs] IMOCPEJICTBOM €IMHOTO IOpTaja B
YIIOJIHOMOYEHHBIH  (efiepasibHblii  OpraH  HCHOJHMUTENBHOM  BJACTW WM JMYHBIH ~ KaOUHeET
YIIOJTHOMOYEHHOTO (heZepaIbHOTO OpraHa HMCIIOJHUTEIBHONH BIIACTH B €IWHOW CHCTEME 3asiBICHUS O
HNOJTBEPKIEHUN TOCYIapCTBEHHOHW pErucTpalMy JEKapCTBEHHOTO Ipemnapatra M JOKYMEHTOB,
COJIEpIKaINX Pe3yIbTaThl MOHUTOPUHTA YPPEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTO Mperapara,
IIPOBOJIUMOIO JIepKaTesleM WM BIAJENbLEM pPErMCTPALlMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O
npemnapara J1u00 yIoJIHOMOYEHHBIM UMM IOPHINYECKUM JIMIIOM, YIIOJTHOMOYEHHBIH (heaepanbHblii Oprad
UCIIOJIHUTEJILHON BJIACTH:

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

1) mpoBOOUT TPOBEPKY MOJHOTHI CBEICHHI, COJEpKAIIUXCS B TMPEICTABICHHBIX 3asSBUTEIEM
JIOKYMEHTaXx;

2) MpPUHMMAeT PEIICHHE O MPOBEACHHU WIM 00 OTKa3e B MPOBEICHUH SKCIEPTU3bI OTHOIICHUS
omnnaeMoﬁ IMMOJIB3bI K BO3MOXHOMY PHCKY IIPUMCHCHHUA JICKAPCTBCHHOTI'O IIPCliapaTta Ha OCHOBAHWU
pe3yabTaTOB MOHUTOPUHIA 3()(PEKTUBHOCTU M GE30IIACHOCTH JIEKAPCTBEHHOr'0 Ipernapara, IpoBOJIUMOI0
Jep:KaresieM WIM BIAAEIbLEM PErHCTPAMOHHOIO YAOCTOBEPEHUsS JIEKAPCTBEHHOIO IIpenapara oo
YIIOJIHOMOYEHHBIM UMH IOPUAMYECKUM JIUIIOM, a TaKXke (peepanbHbIM OpraHOM HCIIOJHUTEIbHON BIACTH
B COOTBETCTBHUH C TpeOOBaHUAMHU cTaThil 64 HacTosero depepaabHOroO 3aK0Ha;

3) HampaBisieT B JIMYHBIA KAOWHET 3KCIIEPTHOTO YYPEXKICHHS B CAMHON CHCTEME MOIMHMCAHHOE
YCUJICHHOW KBaJM(UIIMPOBAHHON JJICKTPOHHOW TOJIMNKCHIO 3a/JlaHue Ha TIPOBEACHHE JKCIEPTHU3HI,
MPEYCMOTPEHHOM IYHKTOM 2 HACTOSIICH YaCTH, a TAK)KE HANPABJISET 3asiBUTEIIO MIOCPEACTBOM €IMHOTO
nopraja WjiInd B JIWYHBIA KaOWHET 3asBUTENI B CI[I/IHOfI CUCTEMC TIIOAIINCAHHOC YCI/IJ'IGHHOI;'I
KBTU(UIIUPOBAHHOMN AJIEKTPOHHON MOAMUCHIO YBEJOMIIEHUE O MPUHATOM DPELICHUH O BbIJAYe 3aJaHUS
Ha TPOBEJCHHE YKa3aHHOM SKCIEpTU3bl MO0 00 OTKa3e B TMPOBEICHWM YKa3aHHOW OSKCIIEPTHU3BI C
yKa3aHUEeM MPUYUH OTKa3a.

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

6. B ciiydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOUHOCTH UH(POPMALIMH, COEpIKaIIENCs
B INIPE/CTaBIEHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHbIN (heepaabHblii OpraH MCHOJHUTENbHOM
BJIACTU HAIpaBJIAET 3aABUTENIO MOCPEICTBOM E€AMHOrO MOpTaja WIM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM CcHuCTeMe 3ampoc 00 YTOYHEHMHM YKa3aHHOW MHQOpMaluM, TMOANUCAHHBIN YCUICHHOU
KBaJIM(UIIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asgBUTENH 00s13aH HAIIPABUTH MOCPEICTBOM €IMHOTO MOPTaJia B YIIOJHOMOUYEHHBIN (heqepanbHbIn
OpraH WCIIOJIHUTEIIbHOW BIIACTH WM JUYHBIA KaOWMHET YIOJIHOMOYEHHOTO (enepanpbHOro opraHa
UCMIOIHUTENLHON BJACTH B €IMHOM cHCTEME TOJIMUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOW MOJIMUCHI0 OTBET HA 3aIllpoC YIOJIHOMOUYEHHOTO (eiepajibHOr0 OpraHa MCHOJHUTEIbHOU
BIIACTH, YKa3aHHOTO B YaCTH 6 HACTOSIIEH CTaThH, B CPOK, HE TPEBHIMIAIONINN IEBIHOCTa PabOUnX JHEH
CO JHS TOJYyYEHUS YIMOJTHOMOUYEHHBIM (peiepaabHBIM OPTaHOM HMCIOJHUTEIHLHON BJIACTU JIEKTPOHHOTO
YBEAOMIICHHUSI O TIOJIYYEHUU 3asiBUTENIEM Takoro 3arpoca. CpoK, yKa3aHHBIN B 4aCTH 5 HACTOSIIEH CTaThH,
MPUOCTAHABIUBACTCS CO JIHS HANPaBICHHS 3asBUTEIIO MOCPEICTBOM €IWHOIO MOpTaja WIM B JIMYHBINA
KaOWHET 3asBUTENS B €AMHON CHUCTEME TaKOro 3ampoca JI0 JHS HalpaBJICHHsS 3asSBUTENEM MOCPEICTBOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

€IMHOTO TOpTalia B YINOJHOMOYEHHBIN (enepanbHblii OpraH HMCIOJHHUTEIBHON BIACTH WM JHMYHBIA
KaOMHET YNOJIHOMOYEHHOIro (he/iepalbHOro OopraHa MCIOJHUTEIbHON BIACTH B €IMHOW CHUCTEME OTBETa
Ha TakOM 3alpoCc W HE YYUTHIBACTCS IIPU HCYMCICHHM CPOKa IOATBEPXKACHUS TIOCYIapCTBEHHOU
PETUCTpALMK JIEKaPCTBEHHOT'O IIperapara.

(uactpb 7 B pen. @epepanpuoro 3akoHa oT 30.01.2024 N 1-D3)

8. OcHOBaHMEM /Js OTKa3a B IPOBEICHUU SKCHEPTU3bl OTHOLIEHUS OXXHIAEMOM MOJb3bl K
BO3MOXXHOMY DPHUCKY NPHUMEHEHHUS JIEKAPCTBEHHOI'O IIperapara SIBJISETCsl MPEICTaBICHUE JOKYMEHTOB,
COJIEp KALINX Pe3yIbTaThl MOHUTOPUHIA 3()(HEKTUBHOCTH U OE3011aCHOCTH JIEKAPCTBEHHOI'O IIpenapara, 1
(M) B OTHOLIEHMM OMOJOIMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3y/lbTaTOB OCYLIECTBIICHUS
MEpONPUATHA B COOTBETCTBUHM C IUIAHOM YIPABJIECHUS PHCKAMH, YTBEP)KICHHBIM YHOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENIBFHONW BJIACTU MPH OCYIIECTBICHUH TOCYIapCTBEHHOW PETUCTpAIUH
JIEKapCTBEHHOI'0 Ipernapara, B HENOJHOM 00beMe, OTCYTCTBHE MH(OpMaLUu, MOATBEpKAaome (akrt
yIUIaThl ~ TOCYJAapCTBEHHOM  IMONLIMHBI 32  INOJATBEPXKJIEHUE  TOCYIapCTBEHHOM  perucrpanuu
JIEKapCTBEHHOI'0 Ipernapara, JUOO HENpeJICTaBICHHE 3asBUTENIEM B YCTAHOBJIEHHBIH CPOK OTBETa Ha
yVKa3aHHBIH B dYacTH O HACTOSIIEH CTaThU 3ampoc YIOJIHOMOYEHHOTo (enepanbHOro oprana
UCIIOJHUTEJILHOM BJIACTH, a TAK)KE OTCYTCTBUE B YKa3aHHBIX JOKYMEHTaX MH(pOpMaIuu, KOTopast 10JKHA
OBITh B HUX OTpPa)KCHA.

9. DkcmepTusza OTHOUICHHS OXHUAA€MON TOJIB3bI K BO3MOXXHOMY PHUCKY MpPUMEHEHUs
JICKApCTBEHHOTO Tperapara B LENIX IMOATBEPKICHUS TOCYapCTBEHHOW PErHCTpalu JICKApCTBEHHOTO
npemnapaTa MPOBOJUTCS KOMHUCCUEH IKCIEPTOB SKCIEPTHOIO YUYPEKACHUS B CPOK, HE MPEBBIIIAIOUIHIA
TPUALIATH paboyuXx JHEH.

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

10. B coyuae HETOCTATOYHOCTH IMPEICTABICHHBIX 3KCIIEPTYy MATEPHAIIOB IS JTa4d 3aKIIOUYCHUS B
JMYHBIA KaOMHET 3asBUTEIS B €AMHON CHCTEME HAIPAaBJISICTCS 3allPOC O MPEICTABICHHH HEOOXOJAUMBIX
MaTepUajoB, MOANUCAHHBIA PYKOBOAUTENIEM (YHOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEXKJEHUS C
UCIOJIb30BaHUEM YCUJICHHON KBATU(UIIMPOBAHHOM 2JIEKTPOHHOM MOAIKUCH.

(dactpb 10 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBuTens 00s3aH HaPAaBUTh B JIMYHBIA KAOMHET SKCIEPTHOTO YUPEKIACHUS B €TUHON CUCTEME
MOJNMCAHHBIA YCUJICHHON KBATU(UIUPOBAHHOM 3JIEKTPOHHOM MOAMKMCHIO OTBET Ha 3alPOC 3KCIEPTHOTO
YUPEXIEHUS B CPOK, HE NMPEBBIIIAIONINI MIECTUAECATH pab0uMX JHEHW cO JHS MOIYyYEHHUsS! HKCHEPTHBIM
YUPEXKIECHUEM DJIEKTPOHHOTO YBEIOMIICHHS O IOIYYCHHMH 3asgBUTENIEM YKa3aHHOIO 3ampoca. Bpems co
JIHSI HallpaBJIeHUs B JIMYHBIN KaOWHET 3asBUTENS B €AMHOM CHCTEME 3ampoca SKCHEPTHOIO YUPexkIAECHUS
70 JHSI HAIpaBJICHUS 3asBUTEJIEM B JIMYHBIA KAOMHET 3KCHEPTHOTO YUPEXKJEHUS B €IUHOW CHCTEME
OTBETa HAa YKA3aHHBII 3alpoC HE YUYUTBHIBAECTCA IPU HCUYHUCIECHUM CpPOKA IPOBEAEHUS DKCIEPTHU3BI
OTHOIIEHUS O0XMJIA€MOM IOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOI'O Iperapara Ha
OCHOBAaHMHU JOKYMEHTa, COJEPIKallero pe3yibTaTbl MOHUTOPUHIa 3(PQPEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOI'O IIperapara.

(uactp 11 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

12. B cpok, He mpeBbIIAIOMUNA MATH pabouyux JHEH co JHS HAmpaBlIEeHUS B JMYHBIM KaOUMHET
YIIOJIHOMOYEHHOTO (hesiepallbHOro OpraHa HCHOJHHUTENIbHON BIIACTH B €IUHON CHCTEME 3aKIFOUEHUS
KOMHCCHM 3KCHEPTOB IO PE3YJIBTATAM 3KCHEPTH3bl OTHOLIEHUS OKHUJIAEMOH MOJIb3bl K BO3MOXHOMY
PHUCKY NPHMEHEHHs JIEKapCTBEHHOr0 IpenapaTa, COOTBETCTBYIOUIMH YIMOJTHOMOUYEHHBIN (heaepaibHbIi
OpraH UCHOJIHUTEIBHOMN BIACTH:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

1) ocylecTBiIsIeT OLIEHKY 3TOTO 3aKIIOYEHUs AJIsi ONpeNeleHHs] €ro COOTBETCTBUA 3aJaHHUI0 Ha
MPOBEACHUE YKa3aHHON IKCIIEPTHUBHL;

2) npUHMMAaeT peUIeHHE O MOATBEPKACHUU TOCYJapCTBEHHON PETrUCTpalldd JIEKapCTBEHHOTO
npernapata Wid 00 OTKa3e B IOATBEPKICHUM TIOCYJApPCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT MpU MPUHATHUM PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKAPCTBEHHOT'0 MperapaTa CBEICHUs B TOCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIJAET
3asBUTENI0 OECCPOYHOE PETUCTPAIMOHHOE YJOCTOBEPEHHME JICKApCTBEHHOI'O Mperapara MOCPEICTBOM
HAIpaBJICHUsI Yepe3 €IUHBbIA MOopTal WM JUYHBIN KaOWHET 3asBUTENA B €IUHOW CHUCTEME BBINHCKH U3
rOCYAapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJCTB, MOAMHCAHHOW YCHJICHHOW KBAIM(PUIIUPOBAHHOM
3JEKTPOHHOMU MOAIHUCHIO.

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

13. OcHoBaHMEM ISl OTKa3a B MOATBEPXKICHUH TOCYIapCTBEHHON pPErHCcTpalii JIEKapCTBEHHOIO
mpernapara SBISETCS 3aKII0YEHHE COOTBETCTBYIOIIErO YIOJHOMOYEHHOTO (henepasbHOTO opraHa
WCTIOJIHUTEJIBHOM BJIACTH O TOM, YTO PHUCK NPHYMHCHHUS BpEAa 370POBBIO YEIOBEKA WJIM YKHBOTHOTO
BCJIC/ICTBHE IIPHEMa JICKAPCTBEHHOTO TIperapara npeBbimaeT 3G GeKTHBHOCTh €ro MPUMEHCHUS.

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

14. B nmnepuon mpoBeneHuss MNPOLEAYypbl IOATBEPKACHUS TOCYJAapCTBEHHOM perucrpanuu
JIEKapCTBEHHOT'0 Npenapara ero oopaiuenue B Poccuiickoit @enepannu He IpUOCTaHABIUBACTCS.

15. Jlomyckaercst oOpaiieHue JIeKapCTBEHHBIX IPEnaparoB 10 HMCTCYCHHS CpPOKa TOJHOCTH,
MPOU3BEJICHHBIX B TEUYEHUE CTa BOCBMMJAECATH KAJEHIAPHBIX JHEW TMOciae JaThl MPUHATHS
YIOJIHOMOYEHHBIM (peZepalbHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTH PEIIEHUS O TMOATBEPKICHUH
rOCy/IapCTBEHHOW pEerucTpalii, B COOTBETCTBHHM C HHQOpMAIMel, colepkamieiics B JOKyMEHTax
PErUCTPAIMOHHOTO JJOChE HA JIEKAPCTBEHHBIN MIpenapar 10 AaThl IPUHATHS TAKOTO PEIICHUSI.

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

Koncynprantlntoc: npumedanue.
[Tonoxenus cr. 30 (B pea. @3 or 30.01.2024 N 1-®3), kacaromiyecss NpeAOCTaBICHHUS TOC. YCIYT
MOCPEJICTBOM €IMHOM CUCTEMBI U (MJIN) €IUHOTO TopTaia, mpumensitores ¢ 01.01.2025.

Cratba 30. BHeceHMe wu3MeHeHMM B [OOKYMEHTbl, cogepXxawmecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbLIM npenapaTt Ans
MeAULIMHCKOro NpMMeHeHuns

1. B mensax BHeceHUs M3MEHEHUN B JIOKYMEHTHI, COAEpXaIlMecs B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIN MpernapaT A METUIMHCKOTO MpPUMEHEHUs, AepiKaTeilb WIH
BJIQJIENIEl] PETMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara Wid YIOJIHOMOUYEHHOE WM
APYyroe IOpUANYECKOE JIULO (Jlajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HAIPABIISIET IOCPEICTBOM E€JMHOTO
nopTaja B yINOJHOMOYEHHBIH (efepalbHbIi OpraH HMCHOJHMUTENBHOM BIIACTH WM B JIMYHBIN KaOWHET
YIIOJIHOMOYEHHOI0 (heIepabHOrO OpraHa HCIOJHUTEIbHON BIACTU B €IMHOW CHCTEME MOANHCAHHOE
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YCUJIEHHOW KBATH(DUIIMPOBAHHOMN JIEKTPOHHOU MOAMKCHIO 3asIBJICHUE O BHECCHUH TAaKUX M3MEHEHHH 10
dbopMe, yYCTaHOBJICHHON YIOJTHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHUTEIBHOW BIACTH, H
MpUJIaraéMble K HEMY M3MEHEHHS B yKa3aHHbIE JOKYMEHTBI, a TaKXKE JOKYMEHTBI, MOJITBEPKAAOIINE
HE00XOIMMOCTb BHECEHUS TAKUX U3MEHEHUH.

(B pen. @enepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N
1-®3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COAEPIKAIINECs B PETUCTPAIIMOHHOM J0ChE Ha
3apErHCTPUPOBAHHBIM  JICKAPCTBEHHBIM Ipenapar [uid MEJULUHCKONO IPUMEHEHHUs, W3MCHEHHMU
OTHOCHUTEIIBHO MECTa IIPOM3BOJCTBA JIEKAPCTBEHHOI'O IIperapara il MEIULUHCKOrO IPUMEHEHHs,
TpeOYyIOLUMX MPOBEIEHHUsI YKCHEPTU3bl KAauecTBa JICKAPCTBEHHBIX CPEACTB, 3asBUTEIb JOINOJHHUTEIBHO
HaNpaBJsIeT MOCPEACTBOM €AMHOTO MOpTaia B YIIOJIHOMOYEHHBIN (e/lepaibHbIil OpraH HCIOJIHUTEIBHON
BJIACTU WU JINYHBIM KaOMHET YIOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJIHUTENBHOM BIacTu B
€IUHOI CHCTEME:

1) cBemeHust 0 Jare MPENOCTABICHUS M PETHMCTPAIMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB, a TAK)KE KOMMIO 3aKJIIOYEHHS] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB i MEAMIIMHCKOTO MPUMEHEHHs TpeOOBaHUSM IMpaBWJI HaJUIekKaIleld MPOU3BOJICTBEHHOM
NPAaKTUKH, WM KOMHUIO cepTU(UKaTa COOTBETCTBUS IPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPHUMEHEHUs TpeOOBaHMSIM TMpaBWJI HaJIekalled MPOU3BOACTBEHHONM IMPAKTUKH
EBpasuiickoro SKOHOMHYECKOTO COI033a, BBIJIAHHBIX YIIOJHOMOYEHHBIM (elepalibHbIM OpPraHOM
UCIIOJIHUTENILHON BIACTH B OTHOIICHWHM W3MEHEHHOW M (WJIM) JOMOJHEHHON MPOU3BOJICTBEHHOM
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIpernapaTta JUisi MEIULMHCKOIO NPUMEHEHHUS, WM KONMIO PEHICHUS
YIIOJIHOMOYEHHOTO (peiepabHOr0 OpraHa HCIOJHUTEIBHON BIIACTU O MPOBENCHUU (apMaleBTUUYECKOM
MHCHEKLUU MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB JUISI MEJUIMHCKOTO NMPUMEHEHHUS] Ha COOTBETCTBUE
TpeOOBaHUSAM NPAaBHJ HaANEXKallell MNPOM3BOACTBEHHON NpakTUKK EBpa3uiickoro »KOHOMHUYECKOTO
CO03a B OTHOUIEHUH U3MEHEHHOU U (WJIN) JOMOJIHEHHON IPOU3BOCTBEHHOM IJIOLIA/IKH JIEKAPCTBEHHOTO
npenapara A MEAUIMHCKOrO MPUMEHEHUS B CIy4ae, €ClIM MPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara
ocyuiectisercs B Poccniickoit @enepanuu;

2) KOIHUIO TMPeIOCTAaBICHHOM YHNOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTENS JUIEH3UM Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara Julsl MEAUIMHCKOIO NMPUMEHEHHUS U €€ MEPEBOJ Ha PYyCCKUU
A3bIK, 3aBEPEHHbIC B YCTAHOBIICHHOM IIOPSAKE, a TAaKXKe KOIUIO 3aKIIOUYEHHUS O COOTBETCTBUU
MIPOM3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHMSIM NPaBHJI HaJUIeXkKalled MPOU3BOJICTBEHHOM
NPAaKTUKHU, WM KONHMIO cepTU(UKaTa COOTBETCTBUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHs TpeOOBaHUSAM TMpaBWJI HaJJieXalled MPOU3BOACTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOUYEHHBIM (elepaJbHbIM OpraHOM
WCIIOJIHUTEJIbHON BJIACTM B OTHOIIEHWHM W3MEHEHHOW M (WJIM) JOMOJHEHHOH IPOU3BOJICTBEHHOU
IUTOIIAJIKH JISKAPCTBEHHOT'O Tperapara, Uik KOIHMIO PelIeHHs YIIOJIHOMOYEHHOTOo (eiepalbHOr0 opraHa
WCIIOJIHUTEJILHOM BJIACTU O MPOBENEHUHU (hapMalleBTUUECKON MHCIEKIIMH MPOU3BOCTBA JIEKAPCTBEHHBIX
CPeACTB sl MEAMIMHCKOTO MPHUMEHEHHMs Ha COOTBETCTBHE TpeOOBAHMSAM MpaBWII HaJyIeXKalleH
MIPOU3BOJCTBEHHON NPAaKTUKU EBPasMiCKOro 3KOHOMHMYECKOTO COK3a B Ciydae, €CIM MPOU3BOJCTBO
JIEKapCTBEHHOTIO IIperapara OCyLIeCTBIETCs 3a peaenaMu Poccuniickon @enepanun.

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

1.2. Ilpu HeoOXOIMMOCTH BHECEHUS B JTOKYMEHTHI, COJIEpKAIINecs B PETUCTPAIIMOHHOM JOChE Ha
3apEerUCTPUPOBAHHBIA  JIGKAPCTBEHHBIM TMpenapar Mg MEIUIMHCKOrO MNPUMEHEHUs, HW3MEHEHUU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OTHOCUTEJNILHO TOKa3aTelied KayecTBa JIEKAPCTBEHHOTO Ipemnapara i MEAUIIMHCKOrO MPUMEHEHHUS U
(Ww1M) METONOB KOHTPOJS KayecTBa JICKAPCTBEHHOTO Mperapara s MEAUIIMHCKOTO IPUMEHEHUS,
TpeOYIOMMX TPOBEICHUS SKCIEPTH3bI KAuecTBA JIEKAPCTBEHHBIX CPEJCTB, 3asIBUTEIbL JOTOJHUTEIHLHO
HaIpaBJIsieT TOCPEACTBOM €IMHOTO MOPTaJia B YIOJHOMOYCHHBIN (eepaibHbIid OpraH MCIIOJTHUTEIHHON
BIIACTH WJIM JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (eIepallbHOrO OpraHa HCIIOJHUTEIBHOW BIACTH B
€IUHOI CUCTEME:

1) CBCACHUA O OaTC IMPEAOCTABJIICHHUA W PCTrUCTPAIHMOHHOM HOMEPC JIMICH3WMKU Ha MPOU3BOACTBO
JIEKapCTBCHHBIX CPEACTB WM CBEICHHMS O JaTe MPEAOCTaBICHHUs M PEruCTPalMOHHOM HOMEpPE
3aKIIIOYCHHUA O COOTBCTCTBHU IHPOU3SBOAUTCIIA JICKAPCTBCHHBIX CPCACTB TpC6OBaHI/ISIM ImpaBuJI
Ha/IIeKalleld IpOU3BOJICTBEHHOM MPaKTUKM MM KOIHUIO CepTH(HKATa COOTBETCTBUS MPOU3BOJUTENS
JICKApCTBCHHBIX CPCACTB I MCAULIMUHCKOIO HNPUMCHCHUA Tpe6OBaHI/ISIM IpaBuJI Ha;[nencameﬁ
IIPOM3BOJICTBEHHOIN NpakTUKU EBpa3zuiickoro 3KOHOMHYECKOr0 COK03a, BBIJAHHBIX (IPEIOCTABICHHBIX)
YIOJIHOMOYCHHBIM (1)6I[CpaJII)HI)IM OopraHomM HCITIOJTHUTEILHONM BJIACTH B OTHOIICHHHU HpOHSBOI{CTBeHHOﬁ
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIperapara, B Ciydae, €CJIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocyuiectisercs B Poccniickoint denepanuu;

2) KOIMIO IMPEeIOCTABICHHOW YHNOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTEINS JIUIEH3UM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara Juisl MEIUIMHCKOIO NMPUMEHEHUS U €€ NEePEBOJ Ha PyCCKUU
A3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IIOPSAKE, a TaKKe CBEIEHHUA O Jare MpeAOoCTaBICHUsS U
PErMCTPallMOHHOM HOMEpPE 3aKJIIOYEHUS O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM TNPaBWI HAAJEKaIled MNPOM3BOJICTBEHHOM MpakTHKH, WIM KONMIO cepTudukara
COOTBETCTBHS IPOU3BOJUTEINSI JIEKAPCTBEHHBIX CPEACTB Ul MEAMIIMHCKOrO NPUMEHEHUs TpeOOBaHUSIM
IIpaBWJI HaJUIeKalled MPOU3BOACTBEHHOM NPAaKTUKU EBPa3suiicKOro 3KOHOMHYECKOIO CO03d, BBIIAHHBIX
YIOJHOMOYEHHBIM (pe/iepajbHBIM OPraHOM HCIIOJIHUTEIbHON BJIACTH B OTHOIIEHUHU NPOU3BOJICTBEHHOU
IUIOLIA/IKK JIEKAPCTBEHHOI'O Ipenapara, WiId CBEIEHUS O JaTe IPENOCTABIECHUS M PETUCTPALUOHHOM
HOMEpE PELICHUS YIMOJHOMOUYEHHOTO (elepaibHOT0 OpraHa HCIIOJHUTENFHONW BIIACTH O MPOBEACHUU
(bapMarieBTHYECKON MHCTIEKIIMU TPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB Ul MEAULIMHCKOTO TPUMEHEHHUS
Ha COOTBETCTBHE TpeOOBaHUSAM IMpaBWJI HaJUIeKalleil MpPOU3BOJACTBEHHOW MNpakTUku EBpasuiickoro
SKOHOMHUYECKOI'O COI03a, €CIIU ITPOU3BOICTBO JIEKAPCTBEHHOTI'O IIpenapara OCYLIECTBIAETCS 3a IpeaeIaMu
Poccuiickoit ®epeparnuu.

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

1.3. [lpunsatue pemnieHUss O BHECEHHWM W3MEHEHWW WM 00 OTKa3e BO BHECEHHH HW3MEHEHHUH B
JOKYMEHTBI, COJEpXkaIIUecss B PETUCTPAMOHHOM JOCh€ Ha 3apErHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Jjisi MeUIIMHCKOTO IPUMEHEHUS, B CITydae HEOOXOUMOCTH IIPOBEICHUS SKCIIEPTH3bI KauecTBa
JIEKapCTBEHHBIX CPEACTB U (WMJIM) DKCHEPTU3bI OTHOIIEHUS OKHUJIAEMOW MOIB3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHHUS JICKAPCTBEHHOTO Tpenapara i MEAUIIMHCKOTO MPUMEHEHHS OCYIIECTBISETCS B CPOK, HE
MPEBBIIAIOIINNA MATUACCATH PaboOUnX THEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAOIINNA AECATH
pabouux JAHEHW co AHS HANpPABJICHHS MOCPEICTBOM €AMHOTO TMOpTaia B YIIOJTHOMOUYEHHBIN (eaepalbHbIN
OpraH HCIIOJIHUTEIBHOW BIACTH WU JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (QelepalbHOTO OpraHa
WCTIOTHUTEJIPHON BJIACTH B €IMHOM CHCTEME 3asBJICHUS O BHECEHUH TaKUX U3MEHEHUH.

(uactp 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0HA OT
30.01.2024 N 1-®3)

1.4. YnonHomoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BJIACTH C YYETOM pe3yJbTaToB
(apmMakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOISAIIMXCS B TIPa)kJIaHCKOM

www.consultant.ru CrpaHuua 69 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=378462&date=29.11.2024&dst=100121&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=29.11.2024&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454370&date=29.11.2024&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483143&date=29.11.2024&dst=100365&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=29.11.2024&dst=100207&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=29.11.2024&dst=100046&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=29.11.2024&dst=100210&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

000poTe, YCTAaHOBJICHHBIM TPEOOBaHMAM K MX KAueCTBY B TECUCHHE JAECATH pabOuYMX IHEH co JTHS
MOCTYIUIEHUsI COOTBETCTBYIOLIEH MH(OpManuu pa3MmellaeT Ha CBOEM O(HIMAIBHOM CalTe B CETH
"NuTepHer" cBeNeHUS O HEOOXOIMMOCTH BHECEHHMS! B MHCTPYKIMIO 110 MEIUIUHCKOMY INPUMEHEHUIO
JIEKapCTBEHHOI'O IIpernapara M3MEHEHM B OTHOLIEHUU CBEACHHUH O IMOKAa3aHUAX I IPUMEHEHUs U
MPOTHBONOKA3aHUAX U IPUMEHEHHUS JIEKAPCTBEHHOTO TpenapaTa, BhISIBICHHBIX MOOOYHBIX JCHCTBHSIX,
HEXXEJIATEJIBHBIX PEaKUUAX NPU MPUMEHEHUH JIEKAPCTBEHHOIO Ipernapara W HaIpasiisieT MOANHUCAHHOE
YCUIIEHHOW KBATH(PHUIIMPOBAHHON JIEKTPOHHON MOJIMUCKHIO YBEAOMIICHUE B INYHBIA KAOWHET 3asBUTEIS B
€IMHOW CcHCTeMe, a TakKe B JIMYHble KaOWHEThl 3asBUTENCH B €IUHOM cHCTeME, SBISIOIIUXCS
JepXKaTelssMd  WIM  BJaJeNbllaMM  PETUCTPALMOHHBIX  YIOCTOBEPEHHH  B3aMMO3aMEHSEMBbIX
JIEKapCTBEHHBIX IIPENapaToB (MM YIOJTHOMOUYEHHBIX UMM JPYTUX IOPUIUYECKHX JIULT).

(uactb 1.4 BBenena @enepasibHbIM 3akoHOM OT 27.12.2019 N 475-®3; B pen. denepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.5. Jlepkatenps uiv Biazesel] perucTpallMOHHOTO YJOCTOBEPEHMsS JIEKAPCTBEHHOIO Tpernapara, a
TaK)Ke JIepP>KaTeNH WK BIIAJENbIbl PETUCTPALIMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MpenaparoB (Win
YIIOJTHOMOYCHHBIC UMH JAPYTUe IOPUANYSCKUC JTUIA), KOTOPHIC SIBISIFOTCS B3aMMO3aMEHSIEMBIMHU, 00 sI3aHbI
HAlpaBUTh B JIMYHBI KaOWHET YIOJIHOMOYEHHOro (penepasbHOro opraHa HCIOJMHUTEIBHOW BIACTU
MOJINMMCAHHBIC YCUJICHHBIMHA KBATM(DUIIMPOBAHHBIMU JICKTPOHHBIMH TOIIUCSIMH 3asIBJICHUS O BHECCHHH
W3MEHEHUH B JIOKYMEHTBI, COJAEpIKalluecss B PErHCTPAIlMOHHBIX JO0ChE€ Ha 3aperucTpUpOBaHHbIC
JIEKApCTBEHHBIC TPENapaThl JUIsi MEIUIIMHCKOTO MPUMEHEHHUS, B OTHOIICHHH CBEJICHUM, YKa3aHHBIX B
MHCTPYKLUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX MpPernapaToB, B TEUEHHUE COpOKa paboyux
THEH €O JHS TMONYYCHHS] YIIOJTHOMOYEHHBIM (elepaqbHbIM OpPraHOM HCIOJIHHUTEIHLHOW BIACTH
ANEKTPOHHOTO YBEAOMJICHHMSI O TIOJYYCHHH JIep)KaTeleM WM BIAJENbIEM PETUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO TpernapaTa (WM yIOJTHOMOUYEHHBIM UM JAPYTUM IOPUIUYECKUM JTHIIOM)
uH(popMaluu, ykazanHol B yactu 1.4 Hactosielt crateu. [laHHOE TpeboBaHKE HE PACIPOCTPaHsIETCsS Ha
Cllydal BHECEHUS B HHCTPYKIMIO 110 MEIUIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOr'O IperapaTa
W3MEHEHUH B OTHOIIICHUH HOBBIX IMOKAa3aHUM JUIsl MPUMEHEHHS JICKAPCTBEHHOTO IIpernapara Ha OCHOBAaHUHU
PEe3yIbTATOB COOTBETCTBYIOIINX MUCCIIETOBAHUIA.

(uactp 1.5 BBegeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-®3; B pen. @enepanbHOro 3aKk0Ha OT
30.01.2024 N 1-®3)

2. PemeHue o MpoBEIEHUM SKCHEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) AKCHEPTH3BI
OTHOILIEHUS OXUIAEMOM IOJIb3bl K BO3MOKHOMY PHMCKY IPUMEHEHHUs JIEKQpCTBEHHOIO Ipernapara Juis
MEIUIMHCKOTO TPUMEHEHMS] TNPUHUMAETCSI B COOTBETCTBHUM C YTBEPKIACHHOM YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM  HCIIOJTHUTENIBHOW BIACTH  KJIAcCU(PUKAIMEH W3MEHEHHM, BHOCHUMBIX B
JOKYMEHTBI, COJEpJKaIlMecss B PETUCTPALIMOHHOM JOChE HA 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

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

3. 3agBUTENb BIPaBE MPEICTABUTH IO COOCTBEHHOM MHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUH
W3MEHEHUN B JOKYMEHTBI, COJEpXalluecss B PErMCTPAllMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar 11 MEAUIMHCKOTO TPUMEHEHUSI, PEKBU3UTHI IOKYMEHTOB, MOATBEPKIAF0IIUX
yIUIaTy TOCYJAapCTBEHHOM IOLLIMHBI 32 BHECEHHE B JIOKYMEHTHI, COAEPKAIIUECS B PErUCTPALMOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i1 MEIUIMHCKOrO TPUMEHEHUS, U3MEHEHHUI,
TpeOYIOMMX TPOBEACHUS DKCHEPTU3bl JICKAPCTBEHHBIX CPEJACTB B YaCTH OKCIEPTH3bI KadecTBa
JIEKApCTBEHHOTO CPENICTBA M (WJIM) SKCIEPTHU3bI OTHOIICHUS OXKHAAEMOU MOJB3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHUS JIEKAPCTBEHHOr' 0 Ipenapara JJisi MEAULIMHCKOIO MPUMEHEHHUS, TOCYIApCTBEHHOM MOLLJIMHbI
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3a BHECEHUE B JOKYMEHTBI, COAEpKAIIUMECS B PETUCTPALMOHHOM JOChE Ha 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpenapar sl MEJAUIMHCKOTO MPUMEHEHMsI, U3MEHEHUH, He TPeOYIoIuX MpPOBEACHUS
AKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, a TaKXKe BbIJIaBaeMble (MPEIOCTABISIEMbIE) YIIOJTHOMOYEHHBIMU
benepanbHBIMU OpraHaMU MCIOJHUTENIBHOMN BJIACTU JOKYMEHTHI (CBElIeHUs), YKa3aHHbIE B YacTax 1.1 u
1.2 wnacrosimedd crtaThM. B ciydae WX HENpeACTaBICHHUS YIIOJHOMOYEHHBIH (eaepanbHblii OpraH
UCIIOJIHUTENIBHOM  BJIACTH  3alpalluBaeT  yKa3aHHbIe  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO ICHCTBHSI.

(B pen. deaepanbubix 3aKkoHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B teuenue natu pabouux JHEH CO JHS MOCTYIJICHHUS YKa3aHHOTO B 4acTH | HACTOSIICH CTaThU
3asBIICHUS W HEOOXOIUMBIX JIOKYMEHTOB YIIOJHOMOYCHHBINH (elepaabHblii OpraH HCIOIHUTEIbHON
BJIACTH:

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

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAEPKAILUXCS B MPEJCTaBICHHbBIX
3asBUTEJIEM MaTepHUallax;

2) NIpUHMMAET PELIEHUE O IIPOBEICHUH YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
HKCHEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MIIM 00 OTKa3e B UX MPOBEICHUH;

3) HampaBisieT B JIMYHBIA KaOWHET 3asBUTENI B €AMHON CHCTEME IOANMCAHHOE YCHUICHHOM
KBAJIM(HUIUPOBAHHON 3JEKTPOHHOM NOJNMCHIO YBEJOMJIEHHE O INPHUHATOM pELIEHHH WM B Cllydyae
NPUHATHS pelIeHust 00 OTKa3e B MPOBEIEHHH COOTBETCTBYIOLICH SKCIEPTU3bI C YKa3aHUEM IPHYUH
TaKoro OTKasa.

(B pen. enepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciy4ae BBIABICHUS HEIOCTOBEPHOCTU CBEACHMM, COJIEP)KALIUXCA B IPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, ynoJHOMOUYEHHBIN (heepaabHblii OpraH UCTIOHUTEILHON BJIACTH HAIIPaBIISIET B
JUYHBIA KaOWHET 3asBUTENII B E€IMHOM cUCTeMe 3ampoc 00 YTOUYHEHMHM YKa3aHHbIX CBEACHU,
MOJNMCAHHBIA YCUJICHHOW KBAJIM(ULIMPOBAHHOMN 3JIEKTPOHHOM MOANUCHIO.

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

4.2. 3asBuTens 00s13aH HANPaBUTh B JUYHBIA KaOMHET YMOJHOMOYEHHOTO (pelepajbHOTO OpraHa
WCIIOIHUTENBHON BJIACTH B €IMHOM cHUCTeMe TOJIMUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOW MOJIUCHI0 OTBET HA 3allpoC YIOJIHOMOUYEHHOrO (peepajlbHOr0 OpraHa MCHOJHUTEIbHOU
BIIACTH B CPOK, HE MPEBBIMIAIONINN JEBIHOCTa paboduMx THEH cO JTHS MONYYCHUS YIOJTHOMOUYEHHBIM
q)ellepaJ'IBHBIM OpraHom HWCIIOTHUTEIbHON BIACTH SJICKTPOHHOI'0 YBCAOMIICHHUA O MOJTYUYCHUHU 3aABUTCIICM
naHHoro 3ampoca. Cpok, yka3aHHbIM B 4acTH 4 HAcTOSALIEH CTaThbU, NPUOCTAHABIMBAETCS CO JIHA
HalpaBJeHUsT B JIMYHBIM KaOWHET 3asBUTENsI B €IMHOW CHCTEME 3arpoca YINOJTHOMOYEHHOTO
denepanbHOrO oOpraHa WCHOJHUTENBHOM BIACTH JO JHS HamNpaBleHUS B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOTO (peIepaTbHOTO OpraHa UCIIOJIHUTEILHON BJIACTH B €IMHOM CUCTEME OTBETA HA TAHHBIN
3alIpoc U HE YYUTHIBAETCS NMPU HCUYUCICHUM CPOKA MPUHATHS PELICHHWS O BHECEHUM W3MEHEHHH B
JOKYMEHTBI, COJEep>Kalllecss B PETUCTPALlMOHHOM JOCh€ Ha 3aperucTPUpPOBAHHBIA JIEKapCTBEHHBIH
npenapar st MEJUIMHCKOTO MPUMEHEHHS.

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

5. OcHoBaHHEM AJI1 OTKasza B HNPOBCACHUU YKAa3aHHLIX B YaCTHU 2 HaCTOHH_[Cﬁ CTaTbU SKCIICPTU3
ABJIICTCA MPCACTABICHUC NJOKYMCHTOB, IICPCUYHCIICHHBIX B HAaCTAX 1u3 HaCTOSIHIefI CTaTbu, B HCIIOJTHOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

o0BeMe, HETPE/ICTaBICHUE 3asBHUTEICM B YCTAHOBJIICHHBI CPOK OTBETa HAa yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTAaThH 3aMpoC YIOJTHOMOUYEHHOTO (eepalbHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, a TaKKe
OTCYTCTBHE€ B  MPEICTaBICHHBIX JOKYMEHTaX  JIOCTATOYHBIX  CBEICHUMN, IOATBEPIKIAIOIIUX
HEOOXOJIMMOCTh BHECCHUSI U3MEHEHUH, MM OTCYTCTBHE MH(OPMAIINH, IMOATBEPKAAONMICH (PaKT yruiaTel
rOCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.

(B pen. deaepanbhbix 3ak0HOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIC B YaCTH 2 HACTOSIIEH CTaThbU 3KCIEPTU3BI MPOBOJATCA B MOPAJIKE, YCTAHOBICHHOM
cratbeil 23 Hacrosiero deaepaibHOro 3aKoHa.

7. B cpok, HEe MPEBBIMAIONUN ST Pabodnux JHEH CO JHS HaMpaBJICHUS MOCPEIACTBOM E€IUHOTO
nopraja B YHOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHONW BIACTH WM JIMYHBIA KaOMHET
YIIOJTHOMOYEHHOTO (heIepabHOTO OpPraHa HCIOJHHUTEIBLHONW BIIACTH B €IUHOW CHCTEME MOJIMHACAHHBIX
YCUJICHHBIMU KBaTU(UIUPOBAHHBIMU AIEKTPOHHBIMU MOAMUCIMH 3aKIIOYEHUNA KOMUCCHI SKCIIEPTOB MO
pe3ylibTaTaM YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThbM SKCIIEPTH3, YIOJHOMOYCHHBIN (eaepabHbIN
OpraH UCHOJIHUTEIbHOMN BIACTH:

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) npuHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/Iep KAIIMEeCs] B PETUCTPALIMOHHOM
JI0ChE Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMpenapar i MEIUIUHCKOTO TPUMEHEHUsS, Wi 00
OTKAa3€ BO BHECEHUM TaKUX U3MEHECHUMU;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKApCTBEHHBIX CPEJICTB HAa OCHOBAHMM PEUICHUS O
BHECEHHMM W3MCHEHWH B  JOKYMEHTBHI, COAEp)KallMecs B  PErHCTPAllMOHHOM  JOChe  Ha
3ap€I‘I/ICTpI/IpOBaHHI)II71 HeKapCTBeHHBH\/JI npemnapar aid MCIUIHUHCKOrO IMPUMCHCHUA, HGO6XOI[I/IMBIG
U3MCHEHUS;

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

3) BbIIAeT 3asABUTENI0O HOBOE PErHCTPALMOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOIO Ipernapara B
ClIyda€ M3MEHEHMS CBEICHUM, COJIEPKAIIMXCA B HEM, IIyTEM HANPABJICHUS 3asABUTEII0 IOCPEICTBOM
€IMHOTO TOopTaja WK B JIMYHBIN KaOMHET 3asiBUTENS B €IUHON CHCTEME BBIITMCKU U3 TOCYAAPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, MOJNUCAHHOW YCHUJIEHHOM KBaIM(UIIMPOBAHHOW 3IIEKTPOHHOMN
MOATHUCBHIO.

(n. 3 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa OT
30.01.2024 N 1-93)

8. OcHoBaHumeM g OTKa3a BO BHECEHHM HW3MEHEHUW B JIOKYMEHTHI, COJEpKaliuecs B
PETUCTPAlMOHHOM JOChE€ Ha 3aperHUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sl MEIUIMHCKOrO
MIPUMEHEHUS, SBIIAECTCS 3aKIIOYEHUE YITOJHOMOYEHHOTO (heepalbHOTO OpraHa MCIIOJHUTEIHLHOW BIIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEICTBA B
CJIy4yae BHECEHHS TAKUX U3MEHEHUM.

9. HomyckaeTrcst oOpallleHHe JEeKapCTBEHHBIX IPENnapaTroB A MEAULUMHCKOTO TNPHUMEHEHHUsS 10
WCTEYEHUsSI CPOKa FOJHOCTH, IPOU3BEIAECHHBIX B TEUEHHE CTa BOCBMHUJIECATH JHEU MOCIE AaThl IPUHATHUSA
YIIOJTHOMOYEHHBIM (heJiepabHbIM OPTaHOM MCIIOTHUTENBHOM BIACTH PEUICHHs] O BHECEHUN M3MEHEHUH B
JOKYMEHTBI, COJepXallhecs B PETrUCTPAllMOHHOM JIOCh€, B COOTBETCTBUU C HUH(OpMaIuei,
coJepXKallleicss B JOKYMEHTax pPETUCTPAllMOHHOIO J0ChE HA JIEKapCTBEHHBIM IIpermapar 10 JAaThbl
MPUHSATHUS TAKOTO PEIICHUS.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

10. TIIpaButenscTtBo Poccuiickoii @denepanuu BOpaBe YCTAHOBUTh OCOOCHHOCTH BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJIepKallluecsi B PETrUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIN TMpemapaT s MEIUIMHCKOTO NPUMEHEHHUs, B clydyae AeQeKTypbl WM pHUCKa
BO3HUKHOBEHHUS Je(EKTyphl JIEKAPCTBEHHBIX IIPEMapaToB B CBSI3W C BBEJICHUEM B OTHOIICHHUH
Poccuiickoit @eaepanuu OrpaHUYUTENbHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(uacts 10 BBeaena denepanpabiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynprantllintoc: npumedanue.
[Tonoxenusa cr. 31 (B pea. @3 or 30.01.2024 N 1-®3), xacarouiyecsi NpeAoCTaBICHUs IOC. YCIyT
MOCPEJCTBOM €IMHOTO nopTaia, npuMmensitores ¢ 01.01.2026.

Ctatba 31. BHeceHne u“3MeHeHUMn B  AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIN npenapar Aans
BeTePMHAPHOIro NPpUMeHeHuUsA

1. B mensx BHeceHUS W3MEHEHUN B JIOKYMEHTBI, COJEpIKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar A BETEPUHAPHOIO INPUMEHEHMS, IEpKaTellb WU
BJIQJIEJICL] PETUCTPALMOHHOIO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O Ipenapara WIM YINOJIHOMOYEHHOE UM
APYyroe I0pUANYEecKoe JIMLO (Jlajiee B HACTOsAIIEH CTaThe - 3asiBUTENb) HAPABJISIET TOCPEICTBOM €TUHOIO
nopTajia B yIOJHOMOUYEHHBIH (peepanbHbIii OpraH HCIOJHUTEIBHON BIACTH TOIIHMCAHHOE YCHICHHON
KBAJM(HUIUPOBAHHON 3JEKTPOHHOM NOJMMCHIO 3asBJICHUE O BHECEHMM TAaKMX HM3MEHEHHH 1o Qopme,
YCTQHOBJICHHOW YIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCIIOJIHUTENILHOW BIIACTH, U MpUJIaracéMble K
HEMY U3MEHEHHs B yKa3aHHbIC JIOKYMEHTBI, a TAaKXKe JIOKYMEHTBbI, MOATBEPKIAIOINE HEOOXOIUMOCTb
BHECEHUS TakuxX U3MeHeHu!. [Ipu HeoOX0oIMMOCTH BHECEHUSI N3MEHEHUN B IOKYMEHTBHI, COiepXKallluecs B
PETUCTPALIMOHHOM JOCbE€ Ha 3apETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX W3MEHEHHs M (WIu) JOIOJIHEHUS TIPOU3BOJICTBEHHOM  IUIOIIAJKU
JIEKAPCTBEHHOI'0 CPEJCTBA, a TAKXKE U3MEHEHMS ITOKa3aTeJIed KayecTBa JIEKAapCTBEHHOIO Iperapara Iis
BETEPUHAPHOTO NPUMEHEHUS U (MJIM) METOAOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO Ipernapara Jyis
BETEPUHAPHOI0 NPUMEHEHHUs 3asiBUTENb JOIOIHUTEIBHO HAIPABIIIET IIOCPEACTBOM €IMHOIO IOpTaia B
YIOJTHOMOYEHHBIHN (peiepalibHbII OpraH UCIOIHUTEIbHOM BIACTH CIEAYIOUINE TOKYMEHTHI (CBEICHUS):

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBeaeHUst O JaTe MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJICTB, MPEJOCTABICHHOW MPOU3BOJUTENIO JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOTO MPUMEHEHUS, I POCCHICKUX TIPOU3BOIUTEIICH;

(B pen. @enepanbHOro 3akona ot 27.12.2019 N 478-03)

2) CBCIACHUA O OaTC MPEAOCTABJIICHHUA W PCTUCTPAIHMOHHOM HOMEPC JIMICH3WMM Ha MPOU3BOACTBO
JICKapCTBEHHBIX  CPEJCTB, IPEJOCTABICHHOW IPOU3BOAUTENIO  (PapMalleBTUUECKON CcyOcTaHIMH,
BXOJISIIIIEH B COCTaB JIEKAPCTBEHHOT'O Tpenapara Ui BETEPUHAPHOTO MPUMEHEHHS, ISl POCCHHCKHX
MIPOU3BOIUTEIICH;

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

3) Komnusl TOKyMEHTA, BBIJAHHOTO YIIOJTHOMOYEHHBIM OPIaHOM CTPAHbI IPOU3BOIUTEINS ISl KAXKION
MIPOM3BOJICTBEHHOW IUIOMIAJIKM JIEKApCTBEHHOTO Ipenapara Jjs BETEpUHAPHOTO NPUMEHEHUs H
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MOATBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTEINS JEKAPCTBEHHOIO Mperapata TPeOOBaHUSM IIPaBUII
HaJUIeKalleld MPOU3BOJACTBEHHONM IIPAKTUKH, W €ro IEpeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHbIC B
YCTAHOBJICHHOM IHOPAAKC, 4 TAKKC KOIIHA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeacTB  TpeOOBaHWSM  MpPaBUJ  HaJUIeKalled  MPOU3BOACTBEHHONW  MPAKTUKHU,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (he/lepaTbHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH JUIS KaXIOW MPOW3BOJICTBEHHOU
IUIOUIA/IKK JIEKAPCTBEHHOT'O IMperapara Jid BETePUHAPHOTO NPUMEHEHHs, JUO0 KOMHs PEIIeHUs O
MPOBCACHUHN MHCIICKTUPOBAHUS POU3BOAUTECIIA JICKAPCTBCHHBLIX CPCACTB, IPUHATOIO YIIOJIHOMOYCHHBIM
denepanbHbIM OpPraHOM HCIIOJHUTENBHOM BIACTH JUISL K&XJIOM MPOU3BOJCTBEHHOW IUIOIIAIKU
JICKApCTBCHHOTO IIpfriapara JJIs1 BETCPUHAPHOI'O MPUMCHCHUS. Yka3anHbIe JOKYMCHTBI ITPCACTABIAIOTCSA
B ClIyyae, €CiIu MPOU3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara i BETEPUHAPHOTO IPUMEHEHUs
ocyliecTBisercs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomus JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHoM CTPaHbl I[POU3BOAUTEIS
(dhapManeBTHYECKOM cyOcTaHu u MTOATBEPIKIAOIIIETO COOTBETCTBHUE MIPOU3BOUTEIS
(dapmalleBTUUECKOI CyOCTaHIIMU, BXOASIIEH B COCTaB JIEKAPCTBEHHOIO Mpernapara JAjsi BETEPUHAPHOTO
MPUMEHEHUsI, TpeOOBaHUAM IPaBUJI HaJJIeKalled MPOU3BOJCTBEHHOM NPAKTUKH, M €ro MEepeBo] Ha
PYCCKHIl  SI3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM TOpSAOKE, B Cllydae, €CId IPOU3BOJCTBO
(dhapmaIneBTHUECKOM CYOCTaHIIMM OCYIIECTBIIsIETCS 3a mpenenamu Poccuiickoit deaeparuu.

(uactb 1 B pen. denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHus u (WJIM) JOMOJHEHHUS] TPOU3BOACTBEHHOM IUIOMIAIAKUA JIEKAPCTBEHHOTO
CpelcTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTH | HacTOsIIEeW CTaTbu, NPEACTABISIOTCA 3asABUTEIEM B
OTHOIIEHWU M3MEHSAEeMOM U (MJM) JOMOJHSIEMON MPOU3BOACTBEHHOM IUIOLIAJAKH JIEKAPCTBEHHOI'O
cpencrtBa. Pemienre 0 BHECEHUM U3BMEHEHUH B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpernapar Ui BETePUHAPHOTO MPUMEHEHUS, WM 00 OTKa3e B UX
BHECEHUU MPUHUMAETCS B Cllydae HeOOXOIUMOCTH MPOBEACHUS IKCIIEPTU3bI JICKAPCTBEHHOT O CPE/ICTBA B
CPOK, HE TIPEBBIMIAIOIINN JEBIHOCTA padOUMX JHEH, a B OCTAJIBHBIX CIydasx B CPOK, HE MPEBBIIIAIOIINN
TPUALIATH paboyuX THEH cO JHS HampaBlIeHHUS MOCPEICTBOM E€IUHOTO MOpTaia B YIMOJTHOMOYEHHBIH
(benepabHBINA OpraH UCIIOJIHUTEIILHON BJIACTH 3asBJICHUS O BHECEHHH TaAKUX U3MEHEHHI.

(actp 1.1 BBeaena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciydae peopraHuzanuy [ep;KaTeslsd WIA BIAJENbLA PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEpUHAPHOTO NPUMEHEHUs, pa3paboTdyMKa WU MPOU3BOAUTENS
JIEKApCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO IPUMEHEHMs B 3asBICHUU O BHECEHUU HU3MEHEHUU B
JOKYMEHTBI, COJEpXKAIIUECs B PETUCTPAMOHHOM JOChE Ha 3apPETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
nmpenapar il BETEpUHApPHOIO IPUMEHEHUs, YKa3bIBAIOTCSA JaHHBIE TOKYMEHTa, IOATBEPXKIAAIOLIErO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B EMuHBINA rocyaapcTBEHHBIH peecTp IOPUAMYECKUX JHILL (IS
OpraHu3al|ii, 3aperucTpupoOBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Uik UHOTO JOKYMEHTA,
MOITBEP>K/IAIOIIEr0 PEOPraHU3aIMI0 IOPUINYECKOro JMia (Ui OpraHu3aluii, He 3aperucTpUPOBAHHBIX
Ha Tepputopun Poccuiickoit ®enepanuu). 3asBI€HHE O BHECEHWHW W3MEHEHHMH B JOKYMEHTHI,
CoJIepKalllMecs] B PETUCTPAlMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOI'0 IIPUMEHEHHs], U NIPUJIaraeMble K HEMY JOKYMEHTBI HAIIPaBJIAIOTCS IIOCPEACTBOM €IUHOIO
noprajia B YIOJIHOMOYEHHBIN (enepanbHblii OopraH MCIOJHUTEIBHONW BJIAcTH HE TMO3/IHEE YeM 4epes
TpUILATh PabOYMX JHEH cO THS BHECEHHs COOTBETCTBYIOIMX M3MEHEHHMH B EMUHBIN rocynapcTBEHHBIN
peecTp IOpUAMYECKUX JIML (ISl OpraHM3alMii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit
denepanyn) WiM co AHA MPUHATUS COOTBETCTBYIOIETO JOKYMEHTA, MOATBEPKIAIOIIEr0 PEOPraHU3aIuio
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

IOpUAMYECKOr0 JMua (A8 OpraHu3alMii, HE 3aperucCTpPUpPOBAHHBIX Ha Tepputopun Poccuiickoit
@enepanun). B ciaydae peopranuzanuu aepkaTeis WIK BIaJeiblia PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IpernapaTa AJii BETEPUHAPHOTO IPUMEHEHHUs 3asBJICHHE O BHECEHUU H3MEHEHUH B
JOKYMEHTBI, COJEpJKallMecs B PETUCTPALMOHHOM JOChE HA 3apErMCTPUPOBAHHBIA JIEKApPCTBEHHBIN
IpernapaTr A BETEPUHAPHOIO INPUMEHEHUS, MOJACTCS IOPUIMYECKUM JIMLIOM, KOTOPOMY B XOE
pEOpraHu3alyy MepeaHo MPaBo BIALCHNS TAKMM PETUCTPALIMOHHBIM YIOCTOBEPEHUEM.

(uactp 1.2 BBegena denepanbubiM 3akoHoM OT 02.08.2019 N 297-03; B pen. denepalibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

2. B cinydyae BHeceHUsI UBMEHEHUHN B JOKYMEHTBI, COJEPKAIIUECS B PErUCTPALIMOHHOM J0ChE€ Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIH Ipenapar g BETEPHUHAPHOTO IPUMEHEHHs, B OTHOILICHUU
CBEJICHUH, yKa3aHHbIX B mojmynkrax "e", "x", "k", "n", "H", "c", "x" nynkrta 7 wactu 3 crarbu 17
Hacrosimero denepaabHOTO 3aKOHA, U3MEHEHHUS M (WMJIM) JOMOJHEHHS MPOW3BOJICTBEHHOW IIJIOMIAIKH
JIEKAPCTBEHHOT'O CPEJICTBA, a TAKXKE B Clydae HM3MEHEHHS IOKa3aTelied KadyecTBa JIEKapCTBEHHOIO
npenapara i BETEPUHAPHOTO NMPUMEHEHHMsS M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHUs IMPOBOJUTCA IKCIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TMpUMEHEeHHs. B ciayyae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKallrecs B PETUCTPAIMOHHOM JI0Ch€ Ha 3apeTMCTPUPOBAHHBINA JIGKAPCTBEHHBIM Mpemnapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTH3a JIEKAPCTBEHHOT'O CPEJICTBA Ui BETEPHUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCA.

(B pen. deaepanbhbix 3ak0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBUTENb BIPABE MPEICTABUTH 110 COOCTBCHHON MHUIIMATHBE BMECTE C 3asBJICHHEM O BHCCCHUU
U3MEHCHHH B JIOKYMCHTBI, COJACp)KaIllMeCs B PETUCTPAIIMOHHOM JIOCh€ HAa 3aperuCTPUPOBAHHBIN
JICKapCTBCHHBIN Tpernapar Ui BETEPUHAPHOTO MPUMEHEHUS, PEKBH3UTHI JOKYMEHTOB, TTOITBEPK IAIOIITUX
yIIaTy TOCYJAapCTBEHHOW IMOIUIMHBI 32 BHECEHHE B JJOKYMEHTBHI, COACPIKAIHMECs B PErHCTPALIMOHHOM
JI0Che Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapart JJis BETEPHHAPHOTO MPUMEHEHUS, H3MCHCHHI,
TpeOyIOMMX TPOBEJACHHS SKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, WM HM3MEHEHHM, HE TpeOYIoIuX
MIPOBEJICHUST IKCIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA. B ciydae HEOOXOAMMOCTH M3MEHEHHS CBEIICHUH,
COJIEP>KAIINXCA B PETUCTPAIMOHHOM YAOCTOBEPEHUU JIEKApPCTBEHHOTO MperapaTa A BETePUHAPHOTO
MPUMEHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B 9acTW | HACTOSIIEH CTaThH, 3asIBUTEIIb BIIPaBE MPEICTABUTH
M0 COOCTBEHHOW WMHUIIMATUBE PEKBU3HUTHI JOKYMEHTA, MOATBEPKIAIOIIETr0 YIaaTy ToCyAapCTBEHHOM
MOTITMHBI 32 BBIJIAYy PETUCTPANMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO IperapaTa. 3asBUTEb BIIPABE
MPEJICTaBUTh 10 COOCTBEHHOUN MHUIIMATHUBE CBEICHUS O JTUIEH3UAX, yKa3aHHbIe B MyHKTax | u 2 yactu 1
HACTOSIIEH CTaThW, a TakXKe BbIJAaBacMbIe  YIOJHOMOYCHHBIMUA  ()eIepaIbHBIMH  OpraHaAMH
WCIIOJTHUTENBHON BJIACTH JOKYMEHTHI, YKa3aHHbIE B MyHKTe 3 yacTu | Hacrosimed craThu. B ciydae
HEMPEJICTABICHUS] YKa3aHHBIX JIOKYMEHTOB (CBEICHWI) YIIOJHOMOYCHHBIH (enepalbHbIii  OpraH
UCIIOIHUTENBHON  BIACTH  3ampalldBaeT  yKa3aHHbIE  JIOKYMEHTHl  (CBEACHHs]) B  MOpSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBHS.

(B pen. DeaepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B cpok, HE TIPEBBIMIAONINN JASCATH paboYMX THEW CO JTHS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOAIIEH CTaThbU 3asBICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIH (elepalibHbIi OopraH
WCTIOJIHUTEJILHOM BIIACTH:

1) MMpOBOAUT MPOBCPKY MOJIHOTHI U JOCTOBECPHOCTHU CBCﬂCHHﬁ, COACPpKAINXCA B IMPEACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

2) IpyUHUMAET pelIeHUE O MPOBEACHUU SKCIEPTHU3BI JIEKAPCTBEHHOI'O CPE/ICTBA ISl BETEPUHAPHOTO
MPUMEHEHUS WK 00 OTKa3e B €e MPOBEACHHH;

3) HampaBiaseT MOCPEACTBOM E€IMHOTO IOpTaja 3asBUTENO IOJIMCAHHOE YCHJICHHOU
KBATM(UIIMPOBAHHOM 3JIEKTPOHHOH MOANMUCHIO YBEAOMJICHHE O NPUHATOM pEIICHHHM WM B Cllydae
MPUHATHUS pelIeHus: 00 OTKa3e B MPOBEICHUN YKCIIEPTH3BI JIEKAPCTBEHHOTO CPENICTBA JIIsl BETEPHHAPHOTO
NPUMEHEHHS C YKa3aHWEeM IPUYHH TaKOro OTKas3a.

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

4.1. B cinyuae BbISBIEHUS HEJIOCTOBEPHOCTH U (WJINM) HEJOCTATOYHOCTH CBEAECHUH, COEPKAILUXCS B
MPEJCTaBICHHBIX 3asBUTENIEM MaTepualax, YIOJIHOMOYECHHBIH (hefepabHblii OpraH HMCIOJHUTEIHHON
BJIACTU HAIIPABISET IMOCPEICTBOM €IMHOIO IMOpTaja 3asBUTENI0 3ampoc 00 YTOYHEHHMH YKa3aHHBIX
CBEJICHU, MOINMCAHHBIA YCUIEHHON KBATH(PUIMPOBAHHOHN 3JICKTPOHHOM MOIMTUCHIO.

(uacts 4.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButens 00s3aH HANMpPaBUTh TIOCPEJACTBOM €IMHOTO TOpTajla B YHOJHOMOYECHHBIH
benepanbHbIi  OpraH HCHOJHUTENBHOM BJIACTH MOJNMCAHHBIA YCHJIEHHOW KBaIM(UIUPOBAHHOM
AJIEKTPOHHON TOAMMCHIO OTBET HA 3aIpOC YIIOJHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIOJHUTEIHHON
BJACTU B CPOK, HE MPEBBIMIAIOIIMN NEBSIHOCTA PabOuYMX JHEH CO JIHS IMOJNyYyeHHs YHNOJTHOMOUYEHHBIM
(benepambHBIM OPTaHOM HMCIIOJHUTEIHHOM BIACTH SJIEKTPOHHOTO YBEIOMIICHHUS O TOIYYECHUH 3asSBUTEIEM
na"Horo 3amnpoca. Cpoku, ykasaHHble B yacTu 1.1 Hacrosiield craTbd, NPHUOCTAaHABIMBAKOTCS CO JIHSA
HANpaBJICHUsI TIOCPEICTBOM €IMHOI0 TOpTaja 3asBHTENIO 3alpoca YHOJHOMOUYEHHOTO (enepaabHOro
OpraHa MCIOJHUTEIBbHOM BJIACTH JO [JHSA HANpaBICHHUs IOCPEACTBOM €IMHOIO Iopraja B
YIOJHOMOYEHHBIN (enepalbHblii OpraH HCIOJHUTENbHOM BJIACTM OTBETa HA JIaHHBIM 3ampoc U He
YUUTBIBAKOTCS NPU HCYMCIECHUU CPOKA IPHUHATHA PELICHUS O BHECEHUM W3MEHEHHH B JOKYMEHTHI,
coJiepKalliecs B PErMCTPALlMOHHOM JIOChE Ha 3aperuCTpUpPOBAHHBIA JIEKAPCTBEHHBIN IpemnapaTr s
BETEPUHAPHOT'O IPUMEHEHHS.

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

5. OcHOBaHMEM /Ji1 OTKa3a B TMPOBEACHUU OHKCIEPTU3bl JIEKAPCTBEHHOIO CPEIACTBA IS
BETEPUHAPHOTO TPHMEHEHUsS SIBJISICTCS TPEACTABIICHUE JTOKYMEHTOB, YKa3aHHBIX B dacTsx | u 3
HACTOSAIIEH CTaThU, B HEMOJHOM 00BhEME WIIM OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX OCTATOYHBIX
CBEJICHUH, TOATBEPKIAIOMIMX HEOOXOJUMOCTh BHECEHHS W3MEHEHHM, JM0O HEeMpeCTaBIeHUE
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETAa Ha yKa3aHHBIM B yacTu 4.1 HacTosmied cratbu 3ampoc
YIOJIHOMOYEHHOTO (peIepaTbHOTO OpraHa UCIIOJIHUTEILHON BIACTH.

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

6. DKcrepTu3a JIEKapCTBEHHOTO CPEACTBA U BETEPUHAPHOTO NPUMEHEHMs! B LIETSX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEPXKAIIUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHbI Npermapar s BETEPUHAPHOTO TPUMEHEHHS, OCYLIECTBISIETCS B  HOpPSAKE,
YCTaHOBJIEHHOM CcTaTbel 24 HacTosAmero denepaabHOro 3akoHa.

6.1. B cpok, He TIPEBBIMIAIOIINI JECATH paboUnX JHEH CO JHS HAMPABJICHUS MTOCPEICTBOM €IMHOTO
nopTana B YIOJTHOMOYEHHBIN (hefepanbHblii OpraH UCTIOJHUTEIBHONM BIACTH MOJMUCAHHOTO YCHIICHHOM
KBATHU(HUITUPOBAHHON AJIEKTPOHHOW TMOJMUCHI0 3aKITIOYCHHUS KOMHCCHH JKCIEPTOB IO pe3yibTaTaM
yKa3aHHOM B YacTW 2 HACTOSIICH CTaTbU OJKCIEPTHU3bl, YHNOTHOMOYEHHBIH (enepanbHblii Opran
HWCIIOTHUTETbHON BIACTH:

(B pen. deaepanbhbix 3akoHOB OT 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1) mpuHUMaeT perieHre O BHECEHUM U3MEHEHHUM B IOKYMEHTBHI, COJIEpP KAIlUECs] B PETUCTPALIUOHHOM
JI0OCb€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIA Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHUS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUI;

2) BHOCHT B TOCYIapCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEJICTB HAa OCHOBAHHMU PEIICHHS O
BHECEHWU M3MCHCHHMI B  JIOKyMEHTBHI, COJEp)Kallhecs B  PETUCTPAIlMOHHOM  JIOChe  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uil BETEPUHAPHOTO TNPUMEHEHHUs, HEOOXOIUMbIe
W3MCHCHUS,

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

3) BbLIAET 3asBUTENI0O HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipemnapara Ajs
BETEPUHAPHOTO NMPUMEHEHHS B Cllydae He0OXOJUMOCTH U3MEHEHHs CBEICHUMN, COJEPKAIINXCSA B HEM, C
COXPAaHEHHEM HOMEPA paHee BbIIAHHOTO PETUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara
JUIS. BETEPUHAPHOTO MPUMEHEHUSI.

(. 3 BBeneH @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBenena @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeceHUsI U3MEHEHUN B TOKYMEHTBI, COJIEPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIM  JIGKAPCTBEHHBIM IMpernapar s BCETCPUHAPHOTO IPUMCHCHHS, B 4YacTH,
KacammeﬁCﬁ NU3MCHCHUS U (I/IJII/I) JOITIOJIHCHUA HpOI/I?;BOI[CTBeHHOﬁ II0IIA KN JIeKapCTBeHHOFO
mpernapara, Mpy MPEACTABICHUM 3asBUTEIEM B COOTBETCTBUHU C IYHKTOM 3 4acTH 1 HacToOSIIEH CTaThbU
KOIInu peHIeHI/Iﬂ yHOJIHOMOquHOFO (I)ez[epaﬂbﬂoro opraHa I/ICHOJIHI/ITCJIBHOﬁ BJIaCTHU O HpOBG[[GHI/II/I
WHCIICKTUPOBAHUS MTPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIM B vacTu 6.1 HacTosuien
CcTaThbu, HpI/IOCTaHaBJII/IBaCTCﬂ CO IOHS HOJIy‘-ICHI/Iﬂ 3aKJIFOUCHUA KOMHUCCHUHU E)KCHCpTOB 0 IOHA HpI/IHﬂTI/IFI
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPTaHOM MCIIOJHUTEIBHOM BIIACTH PEUICHHUS O BbIIadye Wik 00 OTKa3e B
BbIJA4YC 3aAKJIIFOYCHHUA O COOTBCTCTBUH HpOI/I3BOZII/ITCJIH J'ICKapCTBeHHBIX Cpe[[CTB Tpe6OBaHI/I$[M HpaBI/IJI
HaJIeXkKaIel IpOU3BOCTBCHHON IPAKTHKH, HO HEe 00Jiee YeM Ha CTO BOCEMbJICCAT pabOUYUX JTHEH.

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

7. OcHOBaHMEM JUIsl OTKa3a BO BHECEHMM W3MEHEHHH B JOKYMEHTBI, COJEpJKamuecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM INpemnapar Uisi BETEPUHAPHOIO
IPUMEHEHHMs], B CIy4asiX, He TPeOYIOIIHUX MPOBEJCHUS YKCIEPTH3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBIISIETCS
MpEeJICTaBICHHE JOKYMEHTOB, YKa3aHHBIX B 4yacTAx | W 3 HACTOSIIEH CTaThH, B HEMOJHOM OOBEME WU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTAaX CBEJIEHHUH, KOTOPbIE JOKHBI OBITh B HUX OTPAXKEHBI, MO0
HEIPECTABICHUE 3asBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4dacTu 4.1 Hacrosmeu
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heiepabHOIO OpraHa UCIOJHUTEIbHOM BIACTH.

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

7.1. OcHoBaHMEM Jii OTKa3a BO BHECEHUM HM3MEHEHHI B JIOKYMEHTBI, COJEp’Kalluecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npemnapar Uisi BETEPUHAPHOIO
MPUMEHEHHS, B CIydasx, TPeOYIOIIMX MPOBEACHUS SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJNICTBA, SIBISIETCS
3aKJIIOYEHHE YIOJIHOMOYEHHOTO (enepaqbHOro OpraHa HCIOJIHUTEIbHOW BIIACTH O BO3MOYKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PpPEeKTUBHOCTH JEKAPCTBEHHOTO Mperapara BCIeACTBUE BHECEHUS
W3MEHEHUH B yKa3aHHBIC JOKYMEHTHI, OTKAa3 YIIOJTHOMOYEHHOTO (eJepaTbHOTO OpraHa UCIIOTHUTEIbHON
BIIACTH B BBIJaue 3aKIIOYCHHS] O COOTBETCTBUU IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MpaBUJl HAJJIEKAIIEH TPOW3BOJCTBEHHON TMPAaKTHKKA B Clydae W3MEHEHUs W (W) JOMOJTHEHUS
MPOU3BOJICTBEHHON IUIOLIAJKHA JIEKAPCTBEHHOrO IIpemnapara, €Cild MPOU3BOJCTBO JEKAPCTBEHHOI'O
npemnapara Jjisi BETepUHApHOr0 MPUMEHEHUsI OCYIECTBIseTcs 3a npeaenamu Poccuiickoir denepannw,

www.consultant.ru Crpanuua 77 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&date=29.11.2024&dst=100237&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=29.11.2024&dst=100065&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470140&date=29.11.2024&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=29.11.2024&dst=100060&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=29.11.2024&dst=100062&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

WM OTCYTCTBHUE 3TOT0 3aKJIIOUEHUS.
(dactp 7.1 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercss oOpaleHHe JeKapCTBEHHBIX IMPENapaToB JUIsi BETEPHUHAPHOTO MPUMEHEHUS 10
UCTEUEHHsI CPOKa TOJHOCTH, MPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJICCATH JTHEW IOCIE AAaThl IPHUHSATHS
YIIOJIHOMOYCHHBIM q)eﬂepaHLHBIM OpraHom HUCIIOTHUTEILHON BIACTH peICHNA 0 BHCCCHHUU N3MCHCHHUH B
JTOKYMEHTBI, COJICPIKAIINECs] B PETUCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIH Mpernapar, B COOTBETCTBUU C
uHpopManueH, coaepkalieics B JOKyMEHTaX PerucTPalMoOHHOTO I0Che Ha JIGKAPCTBEHHBIN MpenapaTt 10
JaThl IPUHSATHUS TAKOTO PEIICHHUS.

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

Koncynprantlnroc: npumedanne.
O Bo3MOXHOCTH OOpatieHus: B P® jiekapcTBEHHBIX IIPENapaToB MOCIE PUHATUS PEILIEHUs 00 OTMEHE

TOCPETUCTPALIUA U HCKIIOYEHHBIX M3 peecTpa ¢apManeBTUYECKUX cyOcTaHuuii cM. cT. 4 @3 ot
30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauumm fnieKapcTBEHHOro npenapara

Pemenne 006 ormeHe FOCYI[apCTBeHHOﬁ perucTpanuu JCKAapCTBCHHOI'O IIpCIiapaTa W HCKIIOYCHUUN
JICKAPpCTBCHHOT'O IIpfriapara M3 TOCyAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPCACTB IMPUHHUMACTCA
YIIOJIHOMOYCHHBIM q)ellepaJ'ILHHM OpraHomM HCITOJIHUTEIHLHOH BJIACTH B ciIydace:

1) npeacTaBiIeHUs COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (eiepaaIbHbIM OPraHOM MCTIOTHUTEIBHON
BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e 370pOBbIO, XKM3HM YEIOBEKAa WIM >KUBOTHOIO IpHU
NPUMEHEHUH JIEKapCTBEHHOT'O TIperapara, NPEBBIIAIMUX ero A(PQPEeKTHBHOCTh, IO pe3yabTaTaM
OCYILECTBISIEMOI0 UM MOHUTOPUHTIa 6€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapara;

KoncynsrantlIntoc: mpumedanue.

[Tonoxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeIoCTaBIECHUs TOC. YCIYT IPU
oOpallleHuu JIEKAPCTBEHHBIX CPEACTB: JUISI MEIUIIMHCKOTO MPUMEHEHHs] IOCPEICTBOM E€IMHOU
cucTeMbl U (WIM) eguHOoro mnoprtana, npuMensaroTces ¢ 01.01.2025; ais BeTepuHApHOTO MPUMEHEHUS
IIOCPEICTBOM €IMHOTO nopraina, npumenstores ¢ 01.01.2026.

2) mojmayM JaeprkaTelieM WIH BJaJelbIleM PETUCTPAIMOHHOTO YIOCTOBEPEHHS IEKapCTBEHHOTO
mpermapaTa WM YIIOJHOMOYEHHBIM KM JIPYTUM IOPUJIMYECKAM JIMIIOM 3asBJICHHUS 00 OTMCHE
rOCy/IapCTBEHHOM  pEerucTpaluud  JEKapCTBEHHOTO  Mpernapara,  MOAMHCAHHOTO  YCHJIGHHOM
KBTH(DUIIUPOBAHHOHN AJICKTPOHHON MOIKICHIO, ITYTEM €ro HAIpPaBJICHHS MOCPEACTBOM €IMHOTO MOpTaia
B YINOJHOMOYEHHBIH (enepanbHblii OpraH HCIOTHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYECHHOTO (heZIepaTbHOT0 OpraHa UCIIOJIHUTEIFHON BIACTH B €MHON CHCTEME;

(B pen. deaepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: mpumevanue.
C 01.01.2026 n. 3 - 6 cr. 32 He pacHpOCTPaHSAIOTCA HAa NPABOOTHOLIECHHUS, BO3HHUKAIOLIME IIpU
oOparieHuu JIEKapCTBEHHBIX CPeACTB A MenuinHcKoro nmpumeHeHus (D3 ot 30.01.2024 N 1-D3).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3) HENoOATBEPKACHUS FOCYAAPCTBEHHOW PETUCTPALMU JEKApCTBEHHOI'O Mpenapara M0 HUCTEUYEHUU
CpOKa JACUCTBHSI PETHCTPALIMOHHOIO YAOCTOBEPEHNUS, BBIIAHHOTO HA IIATH JIET;

4) HenpeCTaBICHUS 3asBUTENIEM HH(POPMAIMH, KOTOPas MOKET MOBJIeUb 32 cO00i HEOOXOIMMOCTh
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COAEpKalMecs B PETUCTPALlMOHHOM JI0Che Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBCHHBIN Tpernapar, B TSUeHUE TPUIIATH pabounx JHEH CO THS HACTYIUICHUS dTUX U3MECHCHUI;

5) ocyuecTBIeHHsI TOCYIapCTBEHHONW pErucTpalMy JIEKapCTBEHHOIO Ipernapara IoJ TOPrOBbIM
HAaUMCHOBAHUCM 3apCrUCTPpUPOBAHHOI0 PAHEC IIOA 3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYaIoLIerocs Ka4eCTBEHHBIM COCTABOM JIEHCTBYIOIIMX BEILECTB;

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

6) OCYyIIECTBIICHHS TOCYJAPCTBEHHOMN PErUCTPAIlUK OJHOTO U TOTO K€ JIEKAPCTBEHHOTO Iperapara B
OTHOIICHWM OJHOTO W TOTO K€ Jep)KaTelas WM BIAJLIbIAa PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JICKQpCTBEHHOTO TMperapara B BUAE JBYX M 0oJjiee JIGKAPCTBEHHBIX NpEnapaToB MOJ Pa3IHYHBIMU
TOPrOBHIMH HAMMCHOBAHUSIMU;

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

7) BEIHECCHHSI CYZIOM PEIICHHS O HAPYIICHUH TIPaB MMPpaBoo0IanaTeliss 00beKTOB HHTEIUICKTYIBHON
COOCTBEHHOCTH IPH 0OpaIlleHUH JIEKAPCTBEHHBIX CPEICTB;

Koncynprantlntoc: npumedanue.
C 01.01.2026 1. 8 ct. 32 HEe pacHpoCTpaHAETCS Ha MPABOOTHOIICHUS, BO3HUKAIOIIUE MTPU OOpAIICHUH
JIEKapCTBEHHBIX CpeACTB it MeauiuHckoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

8) OTCyTCTBHS JIEKQpCTBEHHOTO mpernapara B oOpamieHuu B Poccuiickoit denepanuu B TeueHue
Tpex u Oosee JeT;
(n. 8 BBenneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBIMOMHEHUS  Jep)KaTeleM WM  BJIQACIBIEM  PETHCTPAIMOHHOTO  YIOCTOBEpPEHUS
JIEKapCTBEHHOTO TMpenapara Ju00 YIMOTHOMOYEHHBIM UMU JAPYTUM HOPUIUYECKUM JHIIOM MEPOIPHUSTHIA
Mo oO0ecrneyeHuIo Oe30MacHOCTH JIEKAPCTBEHHBIX TPEMapaToB, YCTAHOBJIEHHBIX YIIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIONHUTENBHON BIACTH B COOTBETCTBUU € dYacTamMu 3 u 4 crathu 64
Hacrosiero deepanbHOTO 3aK0HA, B paMKaX OCYIIECTBICHHS (apMaKoHaI30pa;

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

10) oTkaza nepxaTeyss WM BIAJIENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapaTta JM0O YMOIHOMOYEHHOTO MMM JPYroro IOPHUAWYECKOTO JIMIAa OT BHECEHUS W3MEHEHUN B
WHCTPYKIMIO TI0O MPUMEHEHHMIO JIEKapCTBEHHOTO IMpernapara, KacarolIUXCsS HOBBIX TOJTBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK IPUYUHEHHUS BpEJa 3J10POBBIO UEIOBEKA WUIIM KUBOTHOTO BCIEJACTBUE MpUEMA
JIEKapCTBEHHOTO MpernapaTa npeBbimaeT 3 HEKTUBHOCT €ro MPUMEHEHHUS.

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

Cratbsa 33. FlocyaapcTBeHHbIN peecTp NeKapCTBEeHHbIX CPeacTB

1. T'ocynmapcTBEHHBI peecTp JEKAPCTBEHHBIX CPEIACTB COJAEPXKHUT IEPEUYEHb JIEKaPCTBEHHBIX
MpenapaToB, MPOIISANINX TOCYAapPCTBEHHYIO PETUCTPAIUIO, MepeueHb (PapMareBTHIECKUX CyOCTaHIIHM,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

BXOJIAIINX B COCTAB JIEKAPCTBEHHBIX MPETMAPATOB, U CICIYIOIIYI0 HH()OPMAIIHIO:
1) B OTHOIIEHUH JEKAPCTBEHHBIX IIPENapaToOB:

a) HaMMEHOBAaHHME JICKAPCTBEHHOIO IIpemnapara (MEXIyHapoJHOE HEMAaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexkapcTBeHHas (opMa ¢ ykazaHHUEM JO3MPOBKHU JIEKAPCTBEHHOTO Mpernapara U ero KOJIU4ecTBa B
NOTPEOUTENBLCKOM YIIaKOBKE;

B) HAaMEHOBAHHE JIepIKaTeNs WIN BIaJleNIbla PETHCTPAIOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
npernapara U CBEJCHHMS O PETHCTPALMU JIepKaTessl WIM BiaJeblia PErUCTPAlIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipenapara JUisi MeIUIIMHCKOTO IPIMEHEHUSI B Ka4eCTBE HAJIOTOIUIATEIIbIUKA B CTPaHE
peructpanuu (Ui POCCUUCKHUX IOPUIMYECKUX JIUI] - WICHTU(OUKAIMOHHBIA HOMEP HAIOTOIUIATEIbIIIKA
(MHH), nnst mHOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PErUCTPALUK, HAMMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HAJIOrOIUIaTEIbIIMKA B CTPAHE pEerucTpanuu (MHKOPIOpaIUH)
WM €TO aHaJor);

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

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpernapara U CBECHUS O pEerucTpaluu
[IPOM3BOJUTENS  JIEKAPCTBEHHOIO0  IIperapara Uil  MEAMLMHCKOIO INPUMEHEHUs] B  KayecTBe
HAJIOTOIIATENbIINKA B  CTpaHe  perucrpanuu (A  POCCUMCKHX  IOPUIMYECKUX  JIMI -
UICHTH(UKAITMOHHBI HOMep Hanoromiatenbiuka (MHH), mis WHOCTpaHHBIX FOPUIUYECKHX JIUI -
CTpaHa pErucTpalud, HAWUMEHOBAHHE PErUCTPUPYIOUIETO OpraHa, PErucTPAllMOHHBIA HOMEp, KOJ
HaJIOroIlIaTeNbIINKa B CTPAHE perucTpanuy (MHKOPIIOPAlluy) WK €ro aHajior);

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

) dbapmakoTeparneBTHYECKas rpyIma, KO/ JIEKapCTBEHHOI' O npemnapara o
aHAaTOMO-TEPaNeBTHUECKO-XUMUYECKON KiacCU(pUKallU, peKOMEHI0BaHHOW BceMupHoOW opranuzanmein

31paBOOXPaHEHUS;
(nm. "n" B pea. @eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

e) IMMOKa3aHUd U IMPOTHUBOIIOKAa3aHWA K NPUMCHCHHIO JICKAPCTBCHHOI'O IIpCiapara,
) TOOOYHBIE ISHCTBYS JIEKAPCTBEHHOTO Ipenapara;

3) CPOK TOJIHOCTH JICKAPCTBEHHOTO Ipenapara;

M) YCIIOBHSI XpaHEHUsI JICKAPCTBEHHOTO Mperapara;

K) YCJIOBHS OTITyCKa JIEKaPCTBEHHOTO Mpenapara;

J) HOMep apMakomeWHOW CTaThl WIM B CiIy4ae €€ OTCYTCTBUSL HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JlaTa TOCYJIapCTBEHHOW PETUCTpAllMU JIEKApCTBEHHOrO Mpemapara U €ro pPerucTpalioHHbIN
HOMEp, JlaTa 3aMEHbl PErHCTPAlMOHHOTO YIOCTOBEPEHMS JIEKapCTBEHHOIO Ipenapara Ha OeccpouyHoe
PErUCTPallMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOrO0 Iperapara, JaTa [OoAauyd 3asBICHHUS O
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MOATBEPKJICHUM TOCYAApPCTBEHHOM  pErMCTpalMd  JICKAPCTBEHHOTO  IIpemapara, Jara OTMEHBI
roCyJapCTBEHHOH perucTpanuu JeKapCcTBEHHOI' O Npenapara;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KAueCTBEHHBI COCTAaB M KOJUYECTBEHHBII COCTAaB JEHCTBYIONIMX BEIIECTB M KayeCTBEHHBIN
COCTaB BCIIOMOTaTEJbHBIX BELIECTB JIEKAPCTBEHHOI'O IIpENapara;
(. "u" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) nH(pOpMaLus 000 BCeX pa3pelieHHbIX BUaX BTOPUYHOHN (TOTPEOUTENLCKOM) YIAaKOBKH;
(. "o" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1) JaTa OPUHSATUS pEUICHUS O BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM IperapaTr Mpu
roCyJapCTBEHHOM PEeTrUCTpaIliy B KauecTBe Op(aHHOTO JICKAPCTBEHHOTO Ipenapara (1J1s JIeKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO PUMEHEHHUS ),

(mm. "m" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaabHOrO 3aKOHA OT
27.12.2019 N 475-D3)

p) HaJIMYUC JICKAPCTBCHHOI'O IIpCliaparTa B IICPCUHC KU3HCHHO HeO6XOI[I/IMBIX U BaKHEHUIIINX
JICKApCTBCHHBIX NPCIapaToB (I[JI?I JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITUHCKOI'O HpI/IMeHeHI/ISI);

(mm. "p" BBemen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. PenepalibHOTO 3aKOHA OT
27.12.2019 N 475-D3)

C) HaJU4YKe B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB M HUX
MPEKYypCOpPOB, MNOMICKAIIMX KOHTpoJto B  Poccuiicko  @Penepauuu, B  COOTBETCTBUH  C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, MexxayHapoaHbIMU JoroBopamu Pocculickoit @enepaunu,
B TOM uucie EnuHoil koHBeHIMeW o HapkoTruueckux cpeacrBax 1961 roma um Kousenuueidn o
MCUXOTPONHBIX BemiecTBax 1971 roaa;

(. "c¢" BBeneH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

T) uHQOpMalusi O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIM Tpernapar peQepeHTHHIM
JIEKApCTBEHHBIM TIPENapaToM;
(nm. "T" BBeneH @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3)

Y) CBCIACHHA O II0Ja4d€ 3asBJIICHHSA O BHCCCHHH H3MCHCHHI B JOKYMCHTBI, COJCpIKAIIHUECA B
PEruCTpaiioOHHOM JOCBC HA HeKapCTBeHHLIﬁ npenapar,

nen

(nm. "y" BBeeH ®PenepanbHbIM 3aK0HOM 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 JIEKapCTBEHHOI'O Mpernapara JJii BETEPUHAPHOTO MPUMEHEHMsI B IPAKIAHCKUI
o0oporT;
(mm. "x" BBeaen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. ®enepalibHOrO 3aKOHa OT
30.01.2024 N 1-03)

11) “HQOpPMAIIHS O TOM, SBJSETCS JIU JaHHBIN JIEKapCTBEHHBIN IIpenapaT oppaHHbIM JIEKapCTBEHHBIM
npernapaToM, HMMYHOOHOJIOTMYECKMM  JIEKApCTBEHHBIM  IpernaparoM, paguodapManeBTHUECKUM
JIEKapCTBEHHBIM IpernapaToM, TOMEONaTUYeCKUM JIEKapCTBEHHBIM IpernapaToM, OHOJOTHYECKUM
JIEKAPCTBEHHBIM  IIPENapaToM, BBICOKOTEXHOJOTUYHBIM JIEKAPCTBEHHBIM  IIPENapaToOM, BIIEPBBIC
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3aperucTpupoBaHHbIM B Poccuiickoit denepannu B COOTBETCTBUU € HACTOSIIIUM DefepabHbIM 3aKOHOM
WJIM aKTaMH, COCTaBJISAIOIKMH 1paBo Coro3a;
(nm. "u" BBeneH denepanbHpiM 3akoHOM 0T 30.01.2024 N 1-03)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHM:

a) HauMeHOBaHHE (papMaleBTHUECKOH cyOcTaHIMKM (MEXIYHApOIHOE HENaTeHTOBAHHOE, WIIH
IPYNIUPOBOYHOE, WIM XUMHYECKOE M TOProBoe HamMeHOBaHMs), ¢opMa BhIMYyCKa (C YyKa3aHHEM
JO3UPOBKH (IIPU HAJIMYWH ), (PACOBKH U YIAKOBKH);

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

0) HaMMEHOBaHWE U aJpec MPOU3BOAUTENS (hapMareBTUUYECKOW CyOCTaHIUH (IS POCCHUHCKUX
IOPUIMYECKUX JIMIl - HIEeHTH(UKAIMOHHBIM HOMep Hanoromuiatenbimka (MHH), mns wmHOCTpaHHBIX
IOPUINYECKUX JIUI] - CTPaHa PErUCTPAllii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, PErUCTPAIIIOHHBIN
HOMEP, KOJI HAJIOTOIUIATEIIbIIMKA B CTPAHE PETHCTPAIUU (MHKOPIIOPAIIMH) WK €r0 aHAJIOT);

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

B) CPOK TOAHOCTH (hapMalleBTUYECKOM CyOCTaHIUY;
T') yCJIOBUS XpaHEeHHUs (hapMaIleBTUYECKON CYyOCTaHIINH;

n) Homep ¢apMakomeWHOl cTaTbu WM B CIy4yae €€ OTCYTCTBHS HOMEP HOPMAaTHUBHOM
JOKYMEHTAIMU JTM00 HOPMAaTUBHOTO JIOKYMEHTA;

€) Hanuuue (papManeBTUUYECKONW CYOCTaHIIMU B MEpPEUYHE HAPKOTUYECKUX CPEACTB, NCHUXOTPOMHBIX
BEIIECTB M HMX NPEKYpPCOPOB, MOIEKAIIMX KOHTpOJt B Poccuiickoir denepaunu, B COOTBETCTBUU C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, MexxayHapoaHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uucie EnuHoil koHBeHIMEW o HapkoTruueckux cpeacrBax 1961 roma um Konsenuueidn o
MICUXOTPONHBIX BemecTBax 1971 roxa.
(. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmarieBTHYecKas cyOCTaHIMs, MPOU3BEACHHAS JJIS pealu3aluu, MOXKET ObITh BKIIOYEHA B
rOCy/lapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBIIEHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTENISL JIEKAPCTBEHHOI'O CPE/ICTBA JMOO YIOJIHOMOYEHHOTO UMM IOPHIMYECKOro JHIa IMpHU
YCIIOBUM TPOBEJCHHUS B OTHOIIEHWH TakKoi QapManeBTUYeCKOW CyOCTaHIMU 3KCHEPTHU3bl KayecTBa
¢bapmarieBTHUECKON CyOCTaHLIMU B TNOPSAJKE, YCTAHOBJICHHOM cTathell 34 Hacrosiero denepaibHOro
3aKkoHa. B oTHomeHUM QapManeBTUYECKUX CYOCTaHLMH, MPOU3BEIEHHBIX [UIs peanu3aluu, B
rOCYJJapCTBEHHOM peecTpe JEKapCTBEHHbBIX CPEACTB COJEPKUTCA CleAyIolIast HH(OpMaIHsL:

1) HaumeHOBaHME (apMaleBTUUYECKOW CyOCTaHIMU (MEXKIyHapOJHOE HENAaTeHTOBAaHHOE, WU
IpYNIUPOBOYHOE, MM XHUMHUYECKOE M TOProBOo€ HAaWMEHOBaHUS), (GopMma BbIIYcKa (C yKa3aHHEM
JO3UPOBKHU (IIpU HATMYUH), (HACOBKU U YIIAKOBKH);

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

2) HaUMEHOBaHUE, aJIpeC MPOU3BOAUTEINS (PapMaIleBTUIECKON CyOCTaHIINM, & TAK)KE€ B OTHOIICHHH
JIEKAPCTBEHHBIX CPEJICTB JJIs MEIUIMUHCKOTO MPUMEHEHHUS CBEIEHUS O PETUCTpaluy MPOU3BOAUTEIS
(dapmarieBTHUECKO CyOCTaHIIMM B Ka4yeCTBE HAJIOTOIIATENBIINKA B CTpaHe perucrpanuu (s
POCCHUUCKHMX FOPUIMYECKUX JIHIl - WIACHTHU(PHUKAIIMOHHBIM Homep Hamoromnatenbiuka (MHH), nns
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

WHOCTPAHHBIX IOPUIUYECKHUX JIUIl - CTPaHAa PETUCTPAlMH, HAMMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
pPETUCTpAIIMOHHBI HOMEp, KOJ HaJOTOIUIATENbIINKAa B CTPAHE PErHCTpalud (MHKOPIIOPAIMH) MM €ro
aHajor);

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

3) cpok rogHOCTH (hapMaIeBTHYECKON CYyOCTaHIINN;
4) ycioBus XpaHeHHs (papMarieBTUIECKON CyOCTaHIINM;

5) Homep (apmakoneiHOH cTaThM JMOO B Cllydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMM UM HOPMATUBHOT'O JOKYMEHTA;

6) Hanumuue (GapMaleBTUICCKOW CYOCTaHIIMM B MEPEYHE HAPKOTHUYECKUX CPENICTB, MCUXOTPOITHBIX
BEIIECTB U UX MPEKypCOPOB, MOJUICkKAIIUX KOHTpOd B Poccuiickoit dexnepaiii, B COOTBETCTBUU C
3aKoHOarenbcTBOM Poccuiickon denepanuu, MeKIyHaApOAHBIMU JoroBopamu Pocculickon @enepanuy,
B TOM uyucie EauHoil KoHBEHIMEH O HapkoThueckux cpenacrBax 1961 roma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

7) mara BKJIHOYEHUsS (apMaleBTHUECKOW CyOCTaHLIMU B rOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX
CpEeACTB, AaTa BHECCHHS M3MEHEHHUH B JTOKYMEHTHI (papManeBTUUECKO CyOCTaHIINH, JaTa WCKIFOUYEHUS
(bapMarieBTHUECKON CyOCTaHIIMM U3 FOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHBIX CPECTB.

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

3. HOpHI[OK BCACHUA TOCYHAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB IS MCIUIHUHCKOI'O
MNPpUMCHCHUA W TOPAHOK BCIACHUA TOCYHAPCTBEHHOI'O0 peeCTpa JICKAPCTBCHHLIX CPCACTB  JIA
BCTCPUHAPHOI'O IIPUMCHCHHUSA YTBCPKAAKOTCA COOTBECTCTBYIOIIHMM YIIOJIHOMOYCHHBIM (I)C,Z[CpaJIBHBIM
OopraHom HCIIOJIHUTEILHON BIACTH.

KoncynprantlIntoc: npumedanne.

[Tonoxenus ct. 34 (B pen. @3 ot 30.01.2024 N 1-®3), kacatourecst IpeJOCTaBIECHUS TOC. YCIYT IpU
OOpallleHnn JIEKapCTBEHHBIX CPEACTB: JJS MEAMIMHCKOTO MPUMEHEHHsS IOCPEICTBOM EIHMHOMN
cucTeMbl U (Win) eauHoro noprana, npuMmensarorca ¢ 01.01.2025; nis BeTepuHapHOTrO MPUMEHEHUS
MOCPEICTBOM €IMHOTO nopTana, npumenstores ¢ 01.01.2026.

Cratba 34. BknroyeHMe B rocyfgapCTBEeHHbIM peecTp JieKapCTBEHHbIX CpPeACTB U
UCKITlOYeHue u3 rocynapcTtBeHHOro peecTtpa NleKapCTBEHHbIX cpencTs
c¢phapmaLeBTUYECKON CyOCTaHLMKN, NPOU3BEAEHHON ANA peanu3auumn
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BxmroyeHus ¢apMaleBTUYECKOW CyOCTaHIIMM, MPOU3BEACHHOM M peanu3alud, B
TOCYJIapCTBCHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB, IPOBOJIMUTCS IKCIIEPTH3a €€ KauyecTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KayecTBa yKa3aHHOU B yacTu | HacTosmiel cratbu papMarieBTHUeCKOoi cyOcTaHINH,
COCTaBJIEHHE KOMHMCCHEW JKCIIEPTOB 3aKJIIOUEHHMM MO pe3yiapTaTaM 3TOM IKCIEPTHU3bl, MOJANUCAHUE UX
YCUJIEHHBIMH KBAIU(PUIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOANHUCIMHU, HANIPABJIECHUE JTAaHHBIX 3aKIIOYCHHH B
JMYHBIA KaOMHET YyIOJHOMOUYEHHOTO (hefiepalibHOro OpraHa MCIOJIHUTEILHON BIACTH B €JMHOM cHUcTeMe
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OCYIIECTBISIIOTCS B CPOK, HE MPEBBINAIONINNA TPUALATH PaOOYUX THEW CO THS HAlpaBlICHUS B JIMYHBIHA
KaOMHET HKCHEPTHOIO YUPEXkAEHUS B €AMHOM CHCTEME COOTBETCTBYIOIIErO 3aJaHMs YHOJIHOMOYEHHOIO
(benepanbHOrO OpraHa HCHOJHHUTEIBHON BIIACTH, TMOANMCAHHOTO YCHJICHHOW KBAIU(UIIMPOBAHHOM
3JIEKTPOHHOM MOAMMUCHIO, U CIEAYIOUINX JOKYMEHTOB (CBEIEHUH):

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

1) cBemeHust 0 JaTe MPENOCTABICHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MHM Ha TPOH3BOJICTBO
JIEKapCTBCHHBIX CPEACTB WIIM CBEICHHUS O JaTe TMPEJAOCTaBICHHUS ¥ PErHCTPAIlMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHMSIM  IMPABHII
HaJJIeXKAaleld MPOW3BOJACTBCHHON TMPAKTUKU, BBIAAHHBIX (TIPEIOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTEIBHON BJIACTH, B CiIydae, €CIM IPOHM3BOJCTBO JICKAPCTBEHHOTO
cpeacTBa ocyuiectisieTcs: B Poccuiickoit @enepanuu;

(B pen. deaepanbhbix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOImugd JOKYMCHTA, BbIJAHHOTO YIIOJJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
JIEKapCTBEHHOTO CPEACTBA U MOATBEPKIAIOIIETO Pa3pelIeHne MPOU3BOJICTBA JICKAPCTBEHHOTO CPE/CTBA,
" €T0 IICpEeBO/I HA pyCCKI/Iﬁ SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IOPAAKEC, a TAKIKEC KOIIHA 3aKJIHOYCHUA O
COOTBETCTBUHM  IPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHMAM NpPaBWII  HAJJICKAILCH
HpOH?;BOI[CTBGHHOfI IMMPAKTHUKHU, BBIJJAHHOT'O YIIOJHOMOYCHHBIM (bellepaJII)HI)IM OopranomMm HWCIIOTHUTEIBHOMN
BJIACTH, JHOO KOIMUS PEIICHHs YHNOJIHOMOYEHHOTO (eepallbHOIO OpraHa MCIIOJIHUTEIBHOW BIACTH O
IMPOBCACHNN Q)apMaHCBTquCKOfI HWHCIICKIWHU IIPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI'O
NPUMEHEHHsT Ha COOTBETCTBHE TPEOOBAaHHMAM IIPAaBWII HAAJICKAIICH IPOM3BOJCTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKAa3aHHBIC JOKYMEHTHI IPEICTaBIAIOTCS B CIydae, €CIH
IIPOM3BOCTBO JIEKAPCTBEHHOTO CPEJICTBA OCYLIECTRIsAETCA 3a npenenamu Poccuiickoit @enepanny;

(B pen. Denepanbbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) AOKYMEHT, CoIep KAl ClIeyIoNIne CBeACHUs O (hapMalleBTUYECKON cyOCcTaHIInu:
a) HauMeHOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA,
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa)II/If/'I IMPONU3BOJACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagugXx IMPOU3BOACTBA,

T') OIMCaHue Pa3pabOTKH MPOoIiecca IIPOU3BOJICTBA;

I[) OIMMMCAHUC KOHTPOJIA KPHUTHYCCKUX CTaI[I/II\/'I mnponecca IMpPOU3BOACTBA U HpOMe)I(YTOLIHOI\/’I
IPOJTYKIHH;

€) JOKyMEHTaJIbHOE MOITBEPKACHUE (BaIUAIM) IPOLIECCOB U (UJIM) UX OLIEHKA;
) CBOICTBA U CTPYKTYpa JEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHUKA IPUMECEH;

n) crieurdukanys Ha GapMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) AHAIIUTUYCCKUC MCTOIHUKH, HCIOJbB3YCMBIC IIPU OCYHICCTBJICHHUHU KOHTPOJA Ka4YC€CTBa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(hapmaIeBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKACHUE (BalMJalMsl) aHATUTHUYECKUX METOJAUK, UCIONIb3YeMbIX IMPH
OCYIIECTBICHHH KOHTPOJIS KauecTBa (hapMaleBTHUECKOH CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBJICHUN KOHTPOJIA
KadecCTBa,

0) OTHMCAHNE XaPAKTEPUCTUK U CBONCTB YIIAKOBOYHBIX MAaTEPHAIIOB M YKYTIOPOUHBIX CPEICTB;
1) JaHHBIC O CTAOUIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;
P) CpPOK rOJIHOCTH;

4) TOKYMEHT, COJICPIKaIIN CBEICHHUS O PETUCTPAIIMH IPOU3BOUTEIS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOILIATEIbINNKA B CTPAHE PETHUCTPAINH (I POCCHHCKUX
IOPUIMYECKUX JIMIl - HIeHTH(UKAIMOHHBIM HOMep Hanororuiatensimka (MHH), nns wmHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PErUCTPAllii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, PErUCTPAIIIOHHBIN
HOMEp, KOJI HAJIOTOIIATE IbIUKA B CTPAHE PETHCTPALUU (MHKOPIIOPAIMH) HIIK €0 aHAJIOT).

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(uactsb 2 B pen. denepanbroro 3akoHa ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlna mpoBelneHus SKCIEPTU3bl KayecTBa YKa3aHHOM B yacTh | Hacrosmied cTaTbu
dapmaineBTUUECKO CcyOCTaHLIMM 3asBUTEIb HAIMpaBIsIET MOCPEACTBOM E€IMHOrO TMopTana B
VIIOJHOMOYCHHBINH  (enepaibHBli  OpraH  HWCIOJHUTEIBHONW  BIACTH  WJIM  JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (pe/IepalIbHOTO OpraHa UCIIOTHUTENLHOM BIIACTH B €IMHOM cHUCTEME:

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

1) 3asBnNeHME O BKJIIOUYEHHMM B TOCYJApPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB JaHHOM
(dapmalleBTUUECKON CcyOCTaHIMM, TMOANHMCAHHOE YCUJIEHHOW KBaJU(UUMPOBAHHON 3IEKTPOHHOU
MIOJIUCHIO;

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

2) peKBU3UTHI TJOKYMEHTA, MOATBEPKIAIOIIETO YIUIaTy TOCYAapCTBEHHON MOIUIMHBI 32 BKIIIOUEHUE
B TOCYJapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEICTB (hapMarieBTHUECKOW CyOCTaHIIUU, MTPOU3BEICHHOMN
JUIS  peanu3anuu, Ju00 MO COOCTBEHHOW WHHIIMATHBE YKa3aHHBIA JIOKYMEHT. YTIOJTHOMOYEHHBIH
denepanbHBId OpraH HMCIIOTHUTEIBLHOW BJIACTH TPOBEpsieT (aKT yIIaThl TOCYJApCTBEHHOH IMOILIMHBI
3asiBUTENIEM C MCIOJIb30BaHWEM MH(pOpMAIUU 00 yIiaTe rocyJapCTBEHHON MOILIHUHBI, COIepsKalleiics B
locynmapcTBeHHON WH()OPMAIMOHHONW CHCTEME O TOCYNApPCTBCHHBIX M MYHHIIMIIAIBHBIX TUTATEXKaX, Ha
OCHOBAaHUU TPEJCTABICHHBIX 3asABUTEIEM PEKBU3UTOB JOKYMEHTAa, TOJTBEPKIAIOIIETO YIUIaTy
rOCyJIapCTBEHHOM MOLIJIUHBIL;
(B pen. deaepanbHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIICH CTaThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

4) 3asiBIeHHE O BbIJauye paspelieHuss Ha BBO3 B Poccuiickyro depepannio KOHKPETHOW MapTHU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, IPEJHA3HAYCHHOI'O [UIsl IPOBEICHMS yKa3aHHOU
JKCIIEPTU3BI.

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempeaCTaBIE€HMsI C 3asBJIECHUEM O BKJIIOYEHMM B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX  CpelNCTB  (apMalleBTUYECKOM  CyOCTaHIIMM  BbIJaBaeMbIX  (IIPEIOCTABIISIEMBIX)
YIIOJTHOMOYEHHBIMU  (peZiepalbHbIMM  OpraHaMU WCHOJHHUTENBHOM BIIACTH JIOKYMEHTOB (CBEICHUH),
YKa3aHHBIX B IMyHKTaXx | W 2 4YacTu 2 HACTOAIIEH CTAaThH, YIOJTHOMOYEHHBIN (enepalibHbIi OpraH
UCIOJHUTEJIIBHOM  BJIACTM  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEIEHMsS) B  IOpSAKE
MEXBEJOMCTBEHHOT0 HH(POPMAILIMOHHOTO B3aUMO/ICHCTBUSI.

(uactp 3.1 BBeneHa PenepasibHbIM 3ak0HOM OT 27.12.2019 N 478-®3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Teuenue matu pabounx JHEH CO THS MPUHSATHS 3asSBJICHUS O BKIIOYEHUH yYKa3aHHOW B yacTu 1
HacTosIeHd cTaThi (papMaleBTHUYECKOl cyOCTaHIIMU B TOCY1apCTBEHHBINH PEECTp JIEKAPCTBEHHBIX CPE/ICTB
U TOKyMEHTOB, IIEPEUUCIIEHHBIX B YacTU | M MyHKTe 2 yacTU 3 HACTOSILEN CTAaThbU, YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) IpOBOJUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTEINIEM JIOKYMEHTAX;
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpPUHUMAET pPELICHHE O HANpaBICHUM B SKCIEPTHOE YUPEXKICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KaUeCTBa yKa3aHHOM B 4acTH | HacTosIel ctaTby apMalieBTUYeCKol cyOCTaHIMU Ui 00
OTKa3e B TAKOM HallpaBJICHUU;

3) HampaBiseT B IIMYHBIA KaOWHET 3asBUTENs B €IWHOM CHCTeMe MOAMHCAHHOE YCUJICHHOU
KBTM(DUIIMPOBAHHOH DJIEKTPOHHOH TIOITUCHIO YBEJIOMIICHHE O TIPUHSATOM PEIICHUH WU B CITydae OTKa3a
C YKa3aHHeM MPUYHMH TaKOTO OTKa3a.

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

4.1. B cnyyae BBISBIEHUS HEIOCTOBEPHOCTH U (WJIM) HEJOCTATOYHOCTH CBEACHUH, COIEPKAIINXCS B
MIPE/ICTABICHHBIX 3asBUTEIIEM MaTepuajax, YINOJIHOMOUYEHHBIM (enepalbHbIii OpraH HCHOJHUTEIbHOU
BJIACTU HAIpaBJIAET 3aABUTENIO MOCPEJICTBOM E€AMHOrO MOpTaja WIM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM cucTeMe 3anpoc 00 YTOYHEHMM YyKa3aHHBIX CBEJCHHM, MOAMNMCAHHBIN  yCHUJIECHHOU
KBaJIM(UIIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.

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

4.2. 3asButenb 00s3aH HAIPaBUTh IIOCPEJCTBOM €IMHOIO TMopTaja B YHOJIHOMOYECHHBIH
(benepanbHbI OpraH MCIOJIHUTEIHLHONW BIACTH WM JIMYHBIM KaOMHET YIOJIHOMOYEHHOTO (eaepanbHOro
OpraHa MCHOJHUTEIBbHOW BJIACTH B €JMHON CHUCTEME MOJIMUCAHHBIM YCHJIEHHOW KBaJM(UIIMPOBAHHOM
JIEKTPOHHON TOAMUCHI0 OTBET Ha 3aIpOC YINOJIHOMOYEHHOro (heAepalbHOrO OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIINN JEBSHOCTA PabOYMX JHEH CO JHSA IMOJyYeHHs YIMOTHOMOUYEHHBIM
(benepanbHBIM OPraHOM HMCIIOJHUTEIHHON BJIACTH 3JIEKTPOHHOTO YBEIOMIICHHUS O MOJIYYEHUU 3asiBUTEIIEM
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTHM 4 HAacTOSALIEW CTaTbU, NPUOCTAHABIMBAETCS CO JIHA
HaIpaBJICHUS 3asBUTEIIIO MOCPEICTBOM €IMHOIO MopTajia WK B JMYHBIA KaOWHET 3asBUTEINS B €IMHOMN
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

CUCTEME 3arpoca YIOJHOMOYEHHOrO (eIepaJbHOIO OpraHa HCIOJHUTEIbHOW BIACTH A0 JHA
HAlpaBJICHUs 3asBUTENIEM MOCPEACTBOM €IMHOTO MOpTala B YIOJHOMOYEHHBIH (erepaibHbIi opraH
WCTIOJIHUTEIGHON  BJIACTH WM JUYHBIM KaOWHET  yIOJHOMOYEHHOro (elepalibHOTO  OpraHa
UCTIOJIHUTENBHONW BJIACTH B €JMHOM CHCTEME OTBETa Ha JAaHHBIH 3alpoCc M HE YYUTHIBACTCS IIPH
HCYHCIICHUU CPOKa OJKCIEPTH3bl KadecTBa (DapMaleBTUUECKOW CyOCTaHLMHU, MPOU3BEACHHOW s
peanu3anum.

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

5. OcHOBaHMEM ISl OTKa3a B HAIIPaBJICHUU B HKCIIEPTHOE YUPEKJCHUE 3a/JaHMS HA MPOBEIACHUE
SKCIIEPTH3hI KadyecTBa yKa3aHHOW B dYacTu | Hacrosimed cratbu (apManeBTUYCCKOW CyOCTaHINH
SIBJISIETCSl HENPEJICTABICHHE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTAaTbH, OTCYTCTBUE
uH(popManuy, TOATBEpXKIAIOMEeH (aKT ymIatel TOCYJAapCTBEHHON TONUIMHBI 32 BKIIFOUCHUE
(dapmalneBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON Uil peanu3aliy, B TOCYIapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB, HEMPEACTABICHHUE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETA HA YKa3aHHBIM B
yactu 4.1 HacTOSIIEH CTaThU 3aIPOC YIIOJIHOMOUYEHHOTO (efepaibHOr0 OpraHa UCIOJHUTENBHOM BlIacTU
WJTU TIPEJICTABIICHUE TOKYMEHTOB, HE COJEPIKAIIMX UCUEPITHIBAIOIIECTO MEPEUHs HEOOXOIUMBIX CBEJICHUM.
(uactsp 5 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

6. B Tecuenme maTHAamUATH paboOYMX JHEW CO JHS TOJYYCHHUS PEIMICHUS YIOJIHOMOYCHHOTO
(benepanbHOro OpraHa MCIOJHUTEIBHOM BIIACTH O HANPABJIICHUHU B AKCIEPTHOE YUPESKICHHUE 3aJaHUs Ha
MPOBEJICHUE OKCIIEPTH3hI KadecTBa yKAa3aHHOW B dYacTU | HacToseld cTratbu (apMareBTUYCCKOM
CyOCTaHIIMH 3asiBUTENb MPEICTABISET B SKCIIEPTHOE YUPESIKICHUE JIJIS TIPOBEICHHS TAHHON 3KCIIEPTU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMU B KOJIMYECTBE, HEOOXOIMMOM JISI BOCIIPOU3BEICHHUS METOI0B
KOHTPOJISl KauecTBa. OKCIEPTHOE YYpPEeXkJACHHWE NpHU MOJy4yeHUH OO0pa3loB yKazaHHOM B yacTu 1
HACTOAMIEH cTaThu (GapMaleBTUYCCKOW CYOCTaHIIMM B TOT JK€ JICHb HAMPABJISCT B JIMYHBIA KaOWHET
3asiBUTENS B €IMHOM CHCTeMe YBEJIOMJICHHE, MMOATBEPKAA0IIee MOMyueHnEe ITUX 00pa3lioB. DTU CPOKH
HE BKITFOYAIOTCSI B CPOK MIPOBEICHUS JTAHHOH SKCIICPTHU3BI.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

7. YTpatun cuny. - @enepanbubiit 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIMIAIONINI MATH pabouuX THEH cO JHS HaIpaBJICHUS MOCPEACTBOM E€IMHOTO
moprajia B YIOJHOMOYEHHBIM (enepalibHbIi OpraH HWCIOJTHUTEIBHOW BIACTH WM JIMYHBIM KaOWHET
YIIOJIHOMOYEHHOTO (hesiepallbHOr0 OpraHa HCHOJHHUTENIbHON BIIACTH B €IUHON CHCTEME 3aKIFOUEHUS
KOMHCCHM JKCIIEPTOB IO PE3YyJbTaTaM JKCIIEPTH3bl KaUECTBA YKAa3aHHOW B 4acTH | HACTOAIIEH CTaTbU
(bapmaleBTUUECKOI cyOCTaHIIUU, YIIOJTHOMOUYEHHBIN (hefiepaibHbId OpraH UCIOTHUTENBHOMN BIACTH:

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

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS MJs OMpPEAeNCHHS ero COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEJICHUE JaHHON SKCIIEPTHU3HI;

2) mpUHUMAET pellleHre O BKIFOUYEHUHU yKa3aHHOW B yacTu | HacTosImel cTaThu hapMaleBTUIECKOM
CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTP JICKAPCTBEHHBIX CPEACTB HJIM pelIeHHe 00 OTKa3e B TaKOM
BKJIFOUCHUU;

3) BHOCUT MpW TPUHITHH PEIICHUS O BKIIOUYCHUHM YKAa3aHHOW B YacTH | HacToAmEeH CTaThbu
dapmainleBTUUECKON  CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEAYCMOTPEHHYIO YacThio 2 ctathi 33 Hactosmiero deaepaibHOro 3aK0Ha MHGOPMAITUIO U HAPABIISET
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3asIBUTEIII0 TIOCPEJICTBOM EIMHOTO IOpTaja WM B JIMYHBIA KaOWHET 3asBUTENS B CIUHON CHCTEME
BBIIIMCKY M3 FOCYAapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJICTB.

(B pen. @enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®3)

9. OcHoBaHumeM [Uisi OTKa3a BO BKJIIOUEHMM YKa3aHHOM B dyacth 1 Hacrosiued craTtbu
(bapMarieBTUUECKOH CYOCTaHIIMM B TOCYJapCTBEHHBIH peecTp JIEKaPCTBEHHBIX CPEJCTB SIBIISAETCS
3aKJIFOUEHHE COOTBETCTBYIOILETO YINOJIHOMOYEHHOIO (hefepalbHOrO OpraHa HCIOJHUTEIbHOW BIACTH O
TOM, 4TO KayecTBO (papMalleBTUYECKON CYOCTaHIIMM HE MOATBEPKICHO MOJIyYeHHBIMU JTaHHBIMH.

(uacth 9 BBeneHa denepanbHbiM 3akoHOM oT 22.10.2014 N 313-®3; B pen. PenepabHOrO 3aKoHa OT
04.06.2018 N 140-®3)

10. He nomyckaeTcsi BKJIIOYEHHWE B TOCYJAPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB OIHOMU
dapmalleBTUUECKO CyOCTaHIIMM, MPOU3BEACHHON M peaau3allid U BBIIYCKAeMOW OJHUM M TE€M XKe
IIPOM3BOJIUTENIEM, B BUJE JBYX U O0Jiee PEeCTPOBBIX 3aIIUCEH.

(uacth 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3MeHEHUH B JOKYMEHTHI Ha (DapMaleBTHUECKYIO CYOCTaHIIHIO, IPOU3BEICHHYIO IS
peaM3ali U BKIIIOUYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIETCS B
nopsiike, ycraHoBineHHOM crtathsiMu 30 m 31 Hactosmero ®enepanbHOro 3aKOHA, C YILIATON
rocy/1IapCTBEHHON MOIUIMHBI, MPEAYCMOTPEHHON 3aKOHOAaTeIbecTBOM Poccuiickoit denepanyu o Hajmorax
u cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynsrantlIntoc: npumevanue.

O BO3MOXHOCTH OOparieHusi GpapMaleBTUYECKO CyOCTaHIIMU, HCKIIOYEHHOW M3 TOCpeecTpa, CM.
takke @3 ot 30.01.2024 N 1-D3.

12. Jlomyckaercsi obOpaiieHue (apmaneBTHUYEeCKO CcyOCTaHIIMU /0 MCTEUEHHUs] CPOKa TOAHOCTH,
MIPOM3BEACHHON Ml peaju3allud B TEUYEHUE CTa BOCBMHJAECATH [JHEH Tmocie JaTbl HPUHITHS
YIIOJTHOMOYEHHBIM (hefiepabHbIM OPTaHOM HCIIOTHUTENBHOM BJIACTH PEUICHHs] O BHECEHUN W3MEHEHUH B
JIOKYMEHTBI Ha (papMarieBTUYECKYI0 CYOCTAHIIMIO, B COOTBETCTBUU C HMH(OpMaIen, coaeprKaIieiics B
JOKyMEeHTaX Ha (apMalleBTUUECKYIO CYOCTaHIIMIO /10 IAThl IPUHATHS TaAKOTO PEIICHUSI.

(uactb 12 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenue 00 WCKIIOYEHUH W3 TOCYIAapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEJCTB
(dhapmareBTUUeCKO CyOCTaHIIMM, MPOU3BEACHHOW NJisi pealn3aluy, MPUHUMACTCS YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (e/iepalibHbIM OPTaHOM MCIOJIHUTEIbHON
BJIACTH 3aKIIOYECHUS O PUCKE WM 00 yrpo3e >KM3HU WM 3/I0pPOBBIO YelIOBeKa JHOO >KUBOTHOTO NPHU
MCIIOJIb30BAaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) HampaBieHHs pa3paboTUNKOM JIEKAPCTBEHHOTO CPEACTBA WIIH MPOU3BOIUTENEM JIEKAPCTBEHHOTO
CpencTBa TUOO0 YMOJTHOMOUYECHHBIM UMU JIPYTUM IOPUIAYECKHM JIUIIOM ITOCPEACTBOM €IWHOTO TopTayia B
YIIOJTHOMOYEHHBIH  defepanbHblii  OpraH  UCHOJHUTENBHOW  BJIACTH WU JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (efiepalbHOr0 OpraHa HCIOJHUTEIbHON BIACTU B €AMHON CHCTEME MOJNKCAHHOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YCUJICHHOM  KBaJM(UIIMPOBAHHOW  AJIEKTPOHHOM TOAMUCHIO  3asBICHUS 00 HCKIIOYCHUH U3
rOCYJJapCTBEHHOI'O PEecTpa JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIMH, MPOU3BEIEHHON
JUISL peau3alum;

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpocCTpaHseTCs HAa MPABOOTHOIICHHWS, BO3ZHUKAIOIIHME IMPH
oOpalleHuH JICKAPCTBEHHBIX CPEACTB AJsi MeaunuHckoro npumenenus (O3 or 30.01.2024 N 1-D3).

3) orcyrcTBUs (apMalleBTUUECKON cyOcTaHIIMu, TPOU3BEACHHOMN ISl peau3aliy, B 00palieHuu 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 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHue peweHUss o060 oOTKase B Bblgaye paspelleHUs Ha
npoBeAeHNe KIIMHUMYECKOro uccreaoBaHUsi JIEKAPCTBEHHOro npenapara, peweHuss o6
OTKase B rocygapCTBEHHOM perucrpauum neKkapcTBEHHOro npenaparta, 3aknlo4eHus
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO YYpeXaeHUA UIn 3aKknoveHus coBeTa no aTuke

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

Perienue cOOTBETCTBYIOILEIO YIOJIHOMOYEHHOTO (e1epajbHOIO OpraHa MCIOJIHUTENbHON BIIACTH
00 OTKa3e B BbIaYe pa3pelieHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOTO
mpernapara, pelleHHe YKa3aHHOro (eaepanbHOro oOpraHa HCIOJHUTENIBHOW BJIACTM 00 OTKa3e B
rOCYAapCTBEHHOM pPETUCTpalMU JIEKAPCTBEHHOIO IIpenapara, 3akJIIOUYEHHE KOMHCCHUM JSKCIEPTOB
HKCHEPTHOTO YUPEKICHUS MM 3aKJIIOYEHHE COBETa IO ITHUKE MOXKET OBITh 00KaJlloBaHO B TOPSJIKE,
YCTaHOBJIEHHOM 3aKkoHoJaTenbcTBOM Poccuiickoit ®denepanuu. 3akiarodeHHE KOMMCCHU OKCIIEPTOB
9KCIIEPTHOTO YYPEXACHHUS O B3aMMO3AMEHSAEMOCTH JIEKapCTBEHHBIX NPENaparoB Uil MEIUIMHCKOTO
MIPUMEHEHHUS TUOO O TOM, UTO JIEKAPCTBEHHBIN MpenapaT A MEAUIMHCKOrO MPUMEHEHUS HE SIBJIIETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh O0KaJOBAaHO JepKaTelieM WIM BIIAJENbLIEM pPETUCTPAllMOHHOTIO
YI0CTOBEPEHHUS JIEKAPCTBEHHOTO TperapaTa B yIOJIHOMOYEHHBIN (efiepalibHbIi OpraH UCIOTHUTEIHHOM
BJIACTH, KOTOPBIM NMPHUBJIEKAET K PACCMOTPEHUIO YKA3aHHOW >KaJloObl MOABEJOMCTBEHHbIE €My Hay4HbIE
OpraHM3alii W  o0pa3oBaTeNbHbIE OpraHU3allid  BBICHIETO  00pa3oBaHUS, OCYIIECTBISIOIINE
JesTelNbHOCTh B c(epe oOpallleHusl JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCHUHU DSKCIIEPTOB
AKCIIEPTHOTO YUPEXKJEHUs, O(POPMIICHHOE II0 HTOTaM IE€PecCMOTpa O0KaJOBAaHHOIO 3aKIIOYEHHUS
9KCIEepTa, MOXKET OBITh OCHOPEHO JAepKaTelleM WM BIAAETbIEM PETHCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Ju00 YHNOJHOMOYEHHBIM HMMH JIMIOM B TMOPSAJIKE, YCTAaHOBJIEHHOM
3akoHojaTenbcTBOM Poccuiickoit ®enepanuu. I[lpm  o0XkanoBaHWM pelIeHUS YHOJHOMOYEHHOT'O
denepanbHOro oOpraHa HCIOJIHUTEIBLHOW BIIACTH, 3aKJIIOYEHMsI 3KCIepTa WIM KOMHUCCUU JKCIEPTOB
9KCIIEPTHOTO YUPEKIAECHUS, 3aKIIOUEHHUSI COBETA IO ITUKE JEPKATENb WM BIJIAJENIEL] PETUCTPALMOHHOTO
YIOCTOBEpPEHUS JIEKApCTBEHHOTO Ipernapara Ju00 YIOJIHOMOYEHHOE MMH JIMIIO BIIpaBe MPEACTABUTH
pe3yJIbTaThl AKCIEPTU3bl JIEKAPCTBEHHOI'O IIpenapara, MPOTOKOJbl IMOJYyYEHHBIX aKKpEIUTOBAaHHBIMU
UCIBITaTEIbHBIMU JIA00PATOPUSAMU (LIEHTPaMH) Pe3yIbTaTOB UCCIIEIOBAHUM, UCIIBITAHUH.
(B pen. deaepanbHoro 3akona ot 27.12.2019 N 475-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Cratba 37. WHdopmauumsa, cBA3aHHaA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOW
perucTtpauMm wUnuM  perucTpauum JfieKapCTBEHHbIX npenapaTtoB, WHdopmauus o
3aperucTpuMpoBaHHbIX JleKapCTBEHHbIX rMpenapatax W JeKapCcTBEHHbIX Mpenaparax,
MUCKNIOYEHHbIX U3 roCyAapCTBEHHOro peecTpa fieKapCTBEHHbIX CPeaAcTB
(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

1. CoOTBETCTBYIOIIMIA YITOJTHOMOYEHHBIN (heiepalibHbIN OpraH UCIOJIHUTEILHOMN BJIACTH pa3MeliacT
Ha cBoeM odwuimanbHoM caiite B cetn "HHTepHeTr" uH(pOpMAIMIO, CBS3aHHYIO C OCYIIECTBICHUEM
rOCy/IapCTBEHHOW pPETUCTPAallMM WU PETUCTPAllMU JICKAPCTBEHHBIX IIPErapaToB, B TOM YHCIE
IIPOBEJICHUEM 3KCIIEPTH3bl JIEKAPCTBEHHBIX CPEACTB (BKJIOYas pe3yibTaTbl €€ IPOBEICHUS),
MH(OPMALIMI0O O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMperapaTax M JIEKapCTBEHHBIX Ipenaparax,
HCKJIIOUEHHBIX U3 TOCYJAapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEACTB, HE IMO3JHEE YEM uepe3 ISTh
pabounx MHEH CO JHS MOMYYSHHs YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH
COOTBETCTBYIOIIEH HH(POPMALIHH.
(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpoku W TOpAOOK pa3MeElleHHs YKa3aHHOW B yacTu | HacTosmed cTatbu HHPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJHOMOYCHHBIM (peiepalibHBIM OpPraHOM HCITOJIHUTEIIBHON Biactu. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIIEH CTaThH, SBJISETCS OTKPBITOM M OOIIEAOCTYNHON M MPEAOCTaBIsEeTCS
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBHUHM C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.

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

Mnasa 7. KMMHUWYECKUE UCCNEOOBAHUA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUW, NPABA NALMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AnAd
MeaAULMHCKOro npumMmeHeHusA

1. Knunudeckue uccienoBaHUs JIGKAPCTBEHHBIX MPENaparoB A MEAMIIMHCKOTO MPHUMEHEHHUS, B
TOM YHCJIE MEXIYHAPOHBIE MHOTOIICHTPOBBIE, MHOTOIICHTPOBBIE, TTOCTPETUCTPAIIMOHHBIC, IPOBOJIATCS B
OJTHOM UM HECKOJBKUX METUIIMHCKUAX OPTaHU3alUAX B CIEAYIOIMINX IeIsX:
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKApPCTBCHHBIX ITPEIIApaTOB JJISI 3T0OPOBBIX I[O6pOBOJ'IbI_I€B u (I/IJ'II/I)
MNEPEHOCUMOCTH UX 3JOPOBbBIMU I[O6pOBOJ'IBIIaMI/I, 3a UCKJIIOYCHHEM TaKUX HCCIICIOBaHUM JICKApPCTBCHHBIX
npemnaparos, MPOU3BCACHHBIX 3a IPCACIIaMHA Poccuiickoit CDeL[epauI/m;

2) noadop ONTUMAJIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JIeUeHUs ISl MalueHTOB
C OIpeNeIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /103 U CXEM BaKIMHALUMU HUMMYHOOHOJIOTMYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMu 310pOBbIX JOOPOBOJIBIIEB;

3) ycraHoBIeHHE 0€30MaCHOCTH JIEKapCTBEHHOT0 MpenapaTa u ero 3pQeKTUBHOCTH I MallueHTOB
C ompeaencHHbIM 3a0osieBaHueM, mpoduaakTudecko d(HPEKTUBHOCTH HMMYHOOHOJIOTHYECKHX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JICKAPCTBCHHBIX MPCIapaToB AJIA 30POBBIX I[O6pOBOJ'IbL[eB;

4) n3ydyeHue BO3MOXKHOCTH PaCIIMPEHUs NOKa3aHUN [l MEAMLIMHCKOTO MPUMEHEHUS U BBISABICHUS
paHee HEN3BECTHBIX TOOOYHBIX JEHCTBUI 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

1.1. Knunuueckue ucclieJOBaHMs JIEKApPCTBEHHBIX MPENnaparoB Uil MEIUIIMHCKOTO MPUMEHEHUs
IIPOBOJSATCS. B COOTBETCTBUM C IpaBWJIAMM HAAJEXKALIEH KIMHUYECKOW NPAaKTUKH, YTBEP)KIECHHBIMU
EBpa3uiickoii 5KOHOMUYECKOH KOMUCCUEH.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-P3)

2. B oTHOIIEHNH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MIPENapaToB ISl MEAUIIMHCKOTO TPUMEHEHUS
MPOBOJSTCS HMCCICNIOBAaHUS OWOAKBHBAJIICHTHOCTH W (MJIM) TEPAIeBTHYECKON OSKBUBAJICHTHOCTH B
HOPSIJIKE, YCTAHOBJIEHHOM aKTaMH, COCTaBIISIOINMHE 1TpaBo Coro3a.

(B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. OpFaHI/ISaI_[I/IIO MMPOBCACHUSA KIMHUYCCKUX I/ICCJ'IeI[OBaHI/II‘/‘I JICKAPCTBCHHOT'O IIpfliapara AJid
MCIUIHUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) pa3pa60TqI/H< JICKApCTBCHHOT'O IIpeliapaTa Wik YIIOJIHOMOYCHHOC UM JIMLO,

2) oOpa3oBaTelIbHBIC OPTraHWU3allMd BBICIICTO O0pA30BaHWs, OPTraHHU3AIMH JOTOJHUTEIHLHOTO
poheCCHOHATTLHOTO 00pa30BaHMs,
(. 2 B pen. @enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HBIC OpTraHU3AIUH.
(B pen. @enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

4. KiuHMuYecKHe HCCIeOBaHUs JIEKapCTBEHHOIO Ipenapara Uil MEAMIMHCKOIO INPUMEHEHMS
MIPOBOJATCS. HA OCHOBAaHUM pa3pelICHUs] HA MPOBEJACHUE KIMHUYECKOTO MCCIEA0BaHUS JIEKAPCTBEHHOTO
mpernapara, BbBIIAHHOTO  YIIOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM  HCHOJHHUTEIbHOH  BIIACTH.
YnonHoMOUYeHHBIN (eepaibHbIi OpraH UCIOJHUTENBbHOM BIACTH BEJET PEECTP BBIIAHHBIX Pa3pelIeHHH
Ha IPOBEICHUE KIIMHUYECKUX UCCIIECIOBAHUM JIEKAPCTBEHHOIO IIpenapara, CoACpKaluil yKa3aHUe Ha UX
LIEJIb WIH LIEJIN, B YCTAHOBJIIEHHOM 3TUM OPTraHOM HOpPSJIKE.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akon oT 22.12.2014 N 429-D3.

6. K opranusanuu mnpoBefeHUs KIMHUYECKUX HCCIEIOBaHMN JIEKapCTBEHHOrO Ipernapara ajs
MEAUIMHCKOTO TPUMEHEHUsI pa3pabOTUYMKOM JIEKQpCTBEHHOTO Ipernapara MOTYT IPHUBJIEKaTbCs
IOpUIMYECKHE JiMia Jr00H  OpraHM3allMOHHO-TIPaBOBOM  (OpMBI HpH  yCIOBUM  OOecredyeHus
COOTBETCTBHS 3TUX UCCIIEI0BaHUN TpeOOBaHUAM HacTosero denepanbHOro 3aKoHa.

7. YTpatun cuny. - @eaepanbubliii 3akoH oT 30.01.2024 N 1-03.

8. HepequL MCIUINMHCKUX opraHmaunﬁ, MMPOBOAAIIUX KIMHHUYCCKHEC HUCCiIca0BaHus
JICKApCTBCHHBIX MpCHapartoB A MCOAUIUHCKOTO MPUMCHCHHSA, U PCCCTP BbBIAAHHBIX paspemeHI/Iﬁ Ha
IMPOBCACHUEC KIMHUYCCKHUX I/ICCJ'IeJIOBaHI/Iﬁ JICKAPCTBCHHBIX  IIPCIapaToB OHy6JII/IKOBI)IBaIOTC${ n
pasMearoTCs YIOJIHOMOYCHHBIM (beﬂepaJlLHBIM OopraHomM HCIIOJIHUTEILHOM BIIACTH B YCTaHOBJICHHOM UM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

NopsiIKe Ha CBOeM o(puIaIbHOM caiite B cetd "MHTepHet".
(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynsrantlntoc: npumeqanue.
[Tonoxenus cr. 39 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: TPeIOCTaBICHUS T'OC. YCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (MJIM) €IUHOro nopraia, npumensitores ¢ 01.01.2025.

CraTtbAa 39. PeweHue o npoBeAeHUN KIMHUYECKOro UCCrneaoBaHUA NeKapCTBeHHOro
npenapara aAns MeAULUHCKOro NpuMeHeHus

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

1. KimHnueckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapaTta s MEJUIUHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAHWMM PA3PELICHUS HA IPOBEICHUE KIMHUYECKOIO UCCIICIOBAHMS JIEKAPCTBEHHOIO
mpernapara, BBIAHHOTO YIIOJHOMOYEHHBIM (heepalbHbIM OpraHOM HCIIOJIHUTENIBHONW BJIACTH  T10
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOJUMBIX JUIS IMOJIyYEHHs pa3pellieHHs Ha IMpOBEACHHE
KJIMHUYECKOT'0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpenapara U 3THYECKON IKCIIEPTU3BL.

2. Jlast monydeHHs pa3pelleHus] Ha MPOBEICHHE KIMHUYECKOTO HMCCIICOBAHUS JICKAPCTBEHHOTO
mpermapara JUisi MEIUIUHCKOTO TMPUMEHEHHUS 3asBUTENb HAIPABISET MOCPEICTBOM €IMHOTO TOpTaia B
YIIOJIHOMOYEHHBIH  ()efiepalibHBId ~ OpraH  HUCIIOJIHUTEIILHOW  BJIACTH  WJIM  JIMYHBIA  KaOWHET
YIIOJTHOMOYEHHOTO (heZiepalibHOTO OpraHa UCIIOHUTENILHON BIIACTH B €JMHOM CHCTEME:

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

1) 3asiBNIeHrE O BbIAAU€ pa3pelieHusl Ha MPOBEACHUE KIIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO
mpemapata i MEOUIMHCKOTO TNPHUMEHEHHUs, MOJMUCAaHHOE YCHIIEHHOM KBamu(UIIUPOBAHHOM
3JIEKTPOHHOU MOJIHUCHIO;

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

2) yrpatui cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3;

3) MMPOTOKOJI KIIMHUYECKOIO HCCICAOBAHUA JICKAPCTBCHHOTO IIpenapara il MEAUIUHCKOIO
IMMPUMCHCHUS

4) Opourtopy uccienoBatess (JUIsl 3aperUCTPUPOBAHHOTO JIEKApCTBEHHOTO Ipernapara JIOMyCTHMO
3aMEHUTh OJ0OpeHHOW OoOIIell XapaKkTEepUCTUKON JIEKApCTBEHHOro Ipenapara, €clid  Takou
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH B COOTBETCTBUU C aKTaMHM, COCTaBisAomMMH mpaBo Coro3a,
U €ero TMNpUMEHEHHE B KIMHHUYECKOM HCCICIOBAaHUM HE TNPOTUBOPEUYUT OJ00peHHON oOmmein
XapaKTepUCTHKE JIEKapCTBEHHOTO Mpenapara s MEIUIIMHCKOrO IPUMEHEHUS);

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

5) nHGOPMAITMOHHBIH JTMCTOK MAlUEHTA;

6) cBemeHus 00 ombITe PabOTHI HMCCIEAOBATENEH MO COOTBETCTBYIOIIMM CIECIHAIBHOCTAM U WX
OTIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX HUCCIICIOBAHMI;

7) - 8) yrpatunu cuny. - ®enepanbHbiii 3akon ot 30.01.2024 N 1-D3;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

9) KOMUIO JOrOBOpa 00SA3aTEIBHOTO CTPAXOBAaHUS, 3aKIFOYCHHOTO B COOTBETCTBHH C THIIOBBIMH
paBWIaMd  00S3aTENBHOTO CTPAXOBaHMS, C YKa3aHUEM NPEIeNbHONM YHCIEHHOCTH IalUeHTOB,
Y4aCTBYIOIIMX B KIWHAYECKOM HCCIEJOBAaHUU JICKAPCTBEHHOI'O TMperaparta s MEAUIIMHCKOTO
MIPUMEHEHUS;

10) wHpOpMAIUIO O COCTaBe JICKAPCTBEHHOTO Nperapara Jjisi MEIUIMHCKOTO MpUMEHEHUs (3a
UCKJTFOUYEHUEM OMOJIOTMYECKHX JIGKAPCTBEHHBIX MPEIapaToB);
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

11) 1OKyMEeHT, COCTaBICHHbII MPOM3BOJUTEIEM JICKAPCTBEHHOI'O Ipernapara A MEAULUHCKOrO
IIPUMEHEHUSI U COJEpKallMi IOKa3aTenu (XapaKTepUCTHKH), a TaKKE CBEACHUS O JIEKAPCTBEHHOM
mpenapare  Julsi MEAMLMHCKOTO IPHUMEHEHHs, [POU3BEIEHHOM Il IPOBEACHUS KIMHUYECKHUX
HCCIIEIOBaHUM (32 UCKIIIOYEHHEM OMOJIOTMYECKUX JIEKAPCTBEHHBIX MTPENApaToOB);

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

11.1) nOKyMEHTHI M CBEIECHMs, HPEIYCMOTPEHHbIE IpPaBUJIAMU IPOBEACHUS HCCIEI0BaHUM
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEICTB EBpa3uiicKOro 3KOHOMMYECKOI'O COH03a, YTBEP)KICHHBIMU
EBpasniickoil 3KOHOMUYECKON KOMHUCCUEH;

(m. 11.1 BBenen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBegeHust 0 gaTe MPEIOCTABICHUS M PETHCTPALIMOHHOM HOMEpE JIMIICH3MM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B CIydyae, €CJIM MPOU3BOJACTBO JICKAPCTBEHHOT'O Ipernapara OCYIIECTBISETCS B
Poccuiickoit ®Depepanuu, WM JTOKYMEHT, COJACpPXKAIMH CBEACHUS O Jare€ MpPEeIOoCTaBICHUS U
PETUCTPALIMOHHOM HOMEpe 3aKIIOYEHHS O COOTBETCTBHM IPOM3BOJIUTENS JIEKAPCTBEHHOTO Mperapara
TpeOOBaHUIM paBUI HaJyIeKaIen MIPOU3BOJICTBEHHOMN MIPaKTUKH, MPEA0CTaBIEHHOTO
YIIOJTHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOAUTENS JIEKAPCTBEHHOTO Mpenapara.

(B pen. ®enepanpubix 3akoHOB OoT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-®3)

2.1. Cpenenusi, moaTBepXKJIarOIMe (PAaKT YIUIAThl TOCYAApCTBEHHOM MOIUIMHBI 3a IPOBEIECHUE
OTUYECKOM OKCIIEPTU3bl, JKCIEPTH3bl AOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar A MOJIy4EeHHUs
paspellleHuss Ha INPOBEICHHE KIMHUYECKOTO HCCIECNOBAaHUA JIEKapCTBEHHOIO IIpenapara Juisd
MEIMIMHCKOTO TPHUMEHEHUs, 3a BbIJAUy pPa3pelieHUs Ha IPOBENECHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKApCTBEHHOI'0 IIpenapara il MEIUIMHCKOTO IPUMEHEHHs], 3a NMPOBEACHUE dKCIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM Ipenapar il I[OJIyYEHHs pa3pellleHus Ha NPOBEIACHHE MEXIYHAapOJHOTO
MHOT'OLICHTPOBOTO KJIMHUYECKOIO HCCIEAOBaHUS JIEKAPCTBEHHOIO IIpemnapara s MEAMIMHCKOIO
IIPUMEHEHHUs, 3a BblJAa4y pa3pelieHHs Ha MPOBEACHUE MEXKIYHAPOJHOIO MHOTIOLICHTPOBOIO
KJIIMHUYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOI'O IIpernapara Uil MEIMIMHCKOTO IIPUMEHEHUus, 3a
MIPOBEACHUE DJTUYECKOW DKCIEPTU3BI, DJKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM IIpenapar s
MOJIyYEHUSI PA3pelICHHs] Ha IPOBEIACHUE IOCTPErMCTPALMOHHOIO KIMHHYECKOrO HCCIEAOBaHUs
JIEKapCTBEHHOI'O Mpernapara i MEAULMHCKOrO MPUMEHEHHUs, 3a BblIady Pa3pelICHMs] Ha IPOBEICHHE
MTOCTPETUCTPAMOHHOTO KJIMHUYECKOIO MCCIENOBaHUs JIEKAPCTBEHHOIO MperapaTa Uisi MEAUIMHCKOIO
PUMEHEHHMS, a TAKXKE CBEJICHUS O BbIIaBaeMbIX (IIPEIOCTABISIEMBIX) YIIOJTHOMOYEHHBIMHU (eiepaTbHbIMU
OpraHaMM HCHOJHUTENBbHOM BJIacTH JOKYMEHTaX (CBEIEHUSX), YKa3aHHbIX B NyHKTe 12 wyactu 2
HACTOSIIEH CTaThbU, YIMOJHOMOUYEHHBIN (efepabHbIi OpraH MCHOJIHUTEIBHOM BIIACTH 3alpalliuBacT B
MOPSIAKE MEXBEJOMCTBEHHOIO 3JIEKTPOHHOT'O B3aNMOJECHCTBUSA.

(uactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3. B cpok, He mpeBBIMIAIONIMI Tpex paboumx JHEW CO JHS HAMpaBJICHUS B JIMYHBIA KaOWHET
VIIOJITHOMOYECHHOTO (pellepaIbHOr0 OpraHa WCIIOJHUTEILHOW BIIACTH B €IUHOW CHCTEME YKa3aHHOTO B
nyHKkTe | 4YacTu 2 HacTOsIIed CTaTbU 3asBICHHS M HEOOXOJUMBIX JOKYMEHTOB, YIMOJHOMOYEHHBIH
denepanbHBIA OpraH UCIOTHUTEIBHON BIIACTH:

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

1) IIPpOBOAUT IIPOBCPKY ITOJIHOTHI U JOCTOBECPHOCTHU CBC,I[CHI/IP'I, COACPpKAINXCSA B IMPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) NpUHUMAET pEeUIeHHE O MPOBEACHUU SKCIEPTH3bl JOKYMEHTOB JUIsl MOJyUYEHUsl pa3pelleHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IMpenapara Jijisi MEAUIIMHCKOTO MPUMEHEHUS
Y 3TUYECKOM SKCIEepPTU3bl UK 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIEPTHU3;

3) HampaBIseT 3aABUTEIIO TOCPEICTBOM €IMHOTO MOpTaja WU B JIMYHBIA KaOWMHET 3asBUTEIS B
€IMHOW CHCTEME TIOJINMMCAHHOE YCUIICHHON KBaTH(PUIIMPOBAHHON AJIEKTPOHHOW MOAINUCHIO YBEIOMIICHUE
O MPUHITOM PEUICHUH JTHO0 B CITydae MPUHATHS peHIeHus: 00 0TKa3e TaKkkKe ¢ yKa3aHUEeM MPUYHH TaKOTO
OTKa3a;

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

4) HampaBJIsIeT B JIMYHBIN KAOWHET SKCIEPTHOTO YUPEXKICHHUS B €MHON CUCTEME U JINYHBII KaOWHET
COBETa IO ITHKE 3aJaHus Ha TPOBEJACHHE COOTBETCTBYIOIIMX 3KCIIEPTHU3, MOANUCAHHBIC YCHIICHHBIMH
KBaJTU(UIIMPOBAHHBIMU 3JICKTPOHHBIMHU TIOIITHCSIMHU.

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

4. B ciay4ae BbIABJIEHHUS HENOJHOTHI U (WJIM) HEJOCTOBEPHOCTH MH(pOpMAlMHM, coJepxKalieiics B
MPEJCTABICHHBIX 3asSBUTENEM IOKYMEHTAaX, YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOIHUTEILHON
BJIACTH HAIIPABJSET B JIMYHBIN KaOWMHET 3asBUTEINS B €AUHON CHCTEME 3allpoc 00 yTOUHEHHM yKa3aHHOMH
nH(pOpMaLlUY, TOANUCAHHBIA YCHUJIEHHONW KBaJU(UIMPOBAHHON 3JEKTPOHHOM MOANUCHIO. 3asBUTENb
0053aH HaNpaBUTh B JIMYHBIA KAaOWHET YIOJHOMOYEHHOro (heAepalbHOTrO OpraHa HCIOJHUTEIbHON
BJIACTM B €JAMHON CHCTEME MOJINUCAHHBIM YCUJICHHOW KBaJM(UUIUPOBAHHOM 3JEKTPOHHOW MOJIHUCHIO
OTBET Ha 3alpoc YIMOJHOMOYEHHOIro (eaepanbHOr0 OpraHa HCIOJHUTENBHOW BIIACTM B CpPOK, He
MIPEBBILIAIOIINM JIEBSIHOCTA paboUYuX JAHEN CO JAHS MOJyYEHHUS YIIOJTHOMOUYEHHBIM (hefiepaibHbIM OPraHOM
UCIIOJIHUTENIBHON BJIACTU DJIEKTPOHHOTIO YBEIOMIIEHHS O IIOJIYy4EHHH 3asBHUTEneM 3amnpoca. Cpok,
YKa3aHHBIN B 4aCTH 3 HACTOSIIEH CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HANPaBJICHUS B JTMYHBIN KaOMHET
3asBUTENI B €IMHOW CHCTEME 3alpoca YIOJIHOMOYEHHOro (heaepanbHOr0 OpraHa HCIOJIHUTEIbHON
BJIACTM /IO JHS HampaBJIeHUs B JIMYHBIA KaOWHET YINOJIHOMOYEHHOTo (enepasbHOro oOpraHa
WCIIOJIHUTENIBHOU BJIACTU B €IMHOM CHCTEME OTBETA HA 3aIlIPOC U HE YYUTHIBACTCS IIPU UCUYUCIIEHUH CPOKA
MIPUHSATHS YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH PELIEHUS O MPOBEICHUU
JKCIIEPTU3Bl JOKYMEHTOB JUIS IOJYYEHHs pa3pelleHUs Ha IPOBEICHUE KIMHUYECKOrO HCCIEAOBAHUSA
JIEKApCTBEHHOTO MperapaTa JJisl MEIUIUHCKOTO IPUMEHEHUS.

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

5. OcHoBaHMeM /Jisl 0TKa3a B MPOBEACHUM KCHEPTU3BI JOKYMEHTOB JJISl MOJIyYE€HHUs pa3pellieHus
Ha [IPOBEJECHUE KIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOIO TMpenapara Juisi MEAMIMHCKOTO
MPUMEHEHUSI U OSTUYECKOM OHKCIEPTU3bl SBISETCS MpPEICTaBICHHE JAOKYMEHTOB, MPEIyCMOTPEHHBIX
YacThl0 2 HACTOSALIEH CTAaThbU, B HEMOJHOM OOBEME, HENpe/CTaBlICHHE 3asBUTEJIEM B YCTAHOBJICHHBIM
CPOK OTBETa Ha YKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThbU 3alpoC YINOJIHOMOYEHHOro (erepaibHOro
OpraHa HCHOJHHUTENIbHOM BIacTh JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

nepevyHs HeoOxonumol uHpopMaluu WM WHPOpPMALMU, KOTOpas AOJDKHA OBITh OTpakeHa B HHUX, a
TaKke OTCYTCTBHE CBEACHHUH, KOTOpble B  JalbHEHIIEM MOATBEPXKAAIOTCS  IOCPEICTBOM
MEXBEJJOMCTBEHHOT'O 3JIEKTPOHHOT'O B3aWMOJICHCTBUA, O (paKTe yIIaThl TOCYAapCTBEHHOM MOUUIMHBI 32
IPOBEJCHNUE AITHYECKOM OKCIIEPTHU3BI, HKCIEPTU3Bl JOKYMEHTOB Ha JIEKapPCTBEHHBIH Ipemapar s
MOJTyYCHHUSI Pa3pelICHUs] HA TPOBEIECHHE KIMHUYECKOTO MCCIEOBAHUS JICKAPCTBEHHOTO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHHS, 3a BBIJady pPa3pelieHus Ha IMPOBEICHHE KIMHUYECKOTO HCCIIECIOBAHUS
JICKApCTBEHHOTO TpenapaTa JUisi MEIUIIMHCKOTO IPUMEHEHHUs, 332 MPOBEACHUE IKCIEPTH3bI JOKYMEHTOB
Ha JIGKapCTBCHHBIM TIpemapaTr [uisl TIIOJIy4eHHs pa3pelieHus Ha IPOBEICHHE MEXIyHapOIHOTO
MHOT'OLICHTPOBOI'O KJIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpf€rapara Ijid MCEIAUIIUMHCKOI'O
OPUMEHEHHs, 3a BbIIAUy pa3pelieHduss Ha NPOBEIACHHUE MEKIYHAPOJHOTO MHOTOIEHTPOBOTO
KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO Tpenapara i MEIUIMHCKOTO TNPUMEHEHUs, 3a
IPOBEJCHNUE AITHYECKOM OKCIIEPTH3BI, HKCIEPTU3bl JOKYMEHTOB Ha JIEKapPCTBEHHBIH Ipemapar s
MOJIYUYCHHA Ppa3pClICHUSA Ha MMPOBCACHUC TOCTPCTUCTPAIUOHHOTO KIIMHHUYCCKOr0 HCCICAOBAHUA
JIEKapCTBEHHOTO Tpernapara Uil MEAULIUHCKOTO NPUMEHEHHS, 3a BbIAAdy pa3pelIeHUs] Ha MPOBEICHUE
MOCTPETUCTPAIMOHHOT'O KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpriapara OJid MCAWULIUHCKOIO
PUMEHEHHSL.

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

6. IlpoBenpeHue >KCHEpPTU3bl JOKYMEHTOB JUIsl MOJYYEHHs pa3pelieHuss Ha NPOBEICHUE
KJIMHUYECKOT'0 MCCJIE0BAHMS JIEKAPCTBEHHOTO TIpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHHS U dTUYECKOU
AKCIEPTHU3bI, COCTABICHUE KOMUCCUEN IKCIIEPTOB U COBETOM MO ATUKE 3aKJIHOYEHUN O BOZMOKHOCTH WUJIU
HEBO3MOXKHOCTH TPOBEJEHUSA TAaKOro KIMHUYECKOTO MCCIIECIOBAaHUS, TMOAMHCAHUE 3aKIIOYEHUN
YCUJICHHBIMU KBTU(DUIIMPOBAHHBIMU AJIEKTPOHHBIMU MOJMUCSIMU U HAMPaBJICHUE JaHHBIX 3aKIIOYCHHI B
JUYHBINA KaOWHET YIOJTHOMOYEHHOTO (peepaibHOTO OpraHa MCIOJHUTEIILHON BIACTH B €IUHOW CUCTEME
OCYILIECTBISIOTCA B CPOK, HE MPEBHIMIAOIMINN JBagaTH NATH pabouux IHEH cO JHSA HampaBieHHs B
JUYHBIA KaOMHET SKCHEPTHOTO YYPEXKIEHUS B €IWHOM CHUCTEME 3aJlaHus YIOJIHOMOYEHHOTO
benepanbHOro OpraHa UCHOTHUTENLHOM BIACTH C MPUTIOKEHUEM TOKYMEHTOB, YKa3aHHBIX B IyHKTaX 3,
4,10, 11 mu 11.1 gactu 2 HacTOSIIEH CTAaThW, M HAIPABJIICHUS B JIMYHBIA KaOWHET COBETa IO 3THKE B
€IMHON cHucTeMe 3a/JaHHs YIOJIHOMOYEHHOTo (heaepaabHOr0 OpraHa HWCHONHUTENBbHON BIAcTH C
MPUIIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IIYHKTaxX 3 - 6 1 9 yacTu 2 HACTOSIIEH CTaThH.

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

7. B cpok, He MpeBBIMAIOIIMNA TpeX padouMx AHEH CO JHS HANpaBJICHHS B JUYHBIA KaOWMHET
YIIOJTHOMOYEHHOTO (pe/IepalibHOTO OpraHa HCIOJIHUTEIBHONW BIACTH B €IMHON cHUCTEME 3aKIIOYeHHH,
YKa3aHHBIX B 4YacTU 6 HACTOAIIEH CTaThH, YIOJTHOMOYEHHBIN (eepalbHbIii OpraH HCHOJHUTEIbHON
BJIACTH:

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

1) ocy1iecTBIsET OLIEHKY MOCTYIMUBIIUX 3aKIIOUYEHUH NI ONIPeIeTICHHs] UX COOTBETCTBHS 3aJaHUSIM
Ha MIPOBEJICHNE COOTBETCTBYIOIIUX IKCIIEPTH3;

2) NpUHUMAET PEUICHHE O BbIJAY€ pa3pelleHUs Ha IMPOBEACHHUE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKApCTBEHHOTO TperapaTa Uil MEIUIUHCKOTO IPUMEHEHUS, BHOCUT B PEECTP BBIIAHHBIX PA3PEIICHUN
Ha [IPOBEJCHUE KIMHUYECKUX MCCIECOBAHUN JIEKAPCTBEHHOIO IIpernapara COOTBETCTBYIOLLYIO
MH(OPMALIMI0O U HaIpaBiseT IMOCPEJACTBOM E€IUHOTO IOpTaja 3asBUTENI0 WIM B JIMYHBIA KaOWHET
3asiBUTENIS B €MHON CUCTEME BBIIIMCKY U3 PEECTpa BbIJAHHBIX pPa3pelIeHUH Ha IPOBEAECHUE KIMHUYECKUX
UCCIIEIOBAaHUM  JIGKQpCTBEHHOTO  Tpernapara, MOAMNHCAHHYK  YCHJIEHHOM  KBaTu(UIUPOBAHHOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3JIEKTPOHHOU MOJIHCHIO;
(. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHHMaeT pemieHHe 00 OTKa3e B BbIJA4Ye pa3pelICHHs HAa MPOBEICHUE KIMHUYECKOTO
WCCIIEIOBAHMSI JICKAPCTBEHHOTO Tperapara JUisi MeIUIIMHCKOTO IPUMEHEHUST U HAIIPABIISIET TIOCPEICTBOM
CANHOI'0 nmopTajia 3asiBUTCIIIO UJIK B JINYHBIN KaGI/IHeT 3ad4ABUTCIIA B eI[I/IHOﬁ CUCTCMC JaHHOC PCIICHHC,
MOJITMCAHHOE YCUJICHHOW KBaJTU(UIIMPOBAHHOW AIIEKTPOHHOH MOAIHUCHIO, C YKa3aHUEM IPUYHH O0TKa3a.
(n. 3 B pen. ®enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHHMEM IJIs1 OTKa3a B BbIAA4YE€ Pa3spCllICHUA Ha MPOBEACHHUEC KIMHHUYECKOI'O HMCCICIOBAHUA
JICKApCTBCHHOT'O IIpfriapara i1 MCAUITUHCKOIO NPUMCHCHUA ABJIACTCA HAJIMYUC 3aKIIIOYCHHUA KOMUCCHU
OKCIIEPTOB HJIM 3aKIOUYCHHUA COBETa II0 O3THKE O HCEBO3MOXHOCTHU IIPOBCACHHUA KIMHHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O TIIpfniapara I MCIULOUHCKOTO IMPUMCHCHUA IO PE3yJibTaTaM
MMPOBCACHHBIX SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbIO 6 HACTOSIIEH CTaThH.

9. Pemienne 00 oTKa3ze B IPOBEIACHUM SKCIIEPTU3bl JOKYMEHTOB JUISl MOJIYYEHHs pa3pelieHus Ha
IIPOBE/IEHUE KIIMHUYECKOr0 MCCIeI0BaHUs JIEKAPCTBEHHOr0 Ipernapara Uil MeIUIUHCKOIO PUMEHEHUS
U DTHYECKOU OKCHCPTU3bI W B BbLAAYC Pa3spClICHHA Ha MNPOBCACHHUEC KIMHHUYCCKOI'O HCCICAOBAHUA
JIEKapCTBEHHOI'0 TpenapaTa [yl MEAMLUHCKOTO MPUMEHEHHs MOXXET ObIThb 00KaJloBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKkoHozAarenbcTBoM Poccniickoit denepanun.

Koncynprantlnroc: mpumevanue.
[Tonoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-®3), xacaromuecsi MPeAOCTABICHUS TOC. YCIYyT
MOCPEJCTBOM €IMHOM cuctembl, mpuMmenstoTes ¢ 01.01.2025.

CraTtba 39.1. 3TMYyecKasa akcnepTu3a
(BBeeHa PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 110 3THUKE, CO3JJAaHHBIM B MOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM q)ellepaJ'ILHBIM OpraHoM HCIIOJIHUTEIBLHOMN BJIaCTH, B LCIIX BblAAa4YM 3aKJIIIOYCHHA 00
THYECKON 000CHOBAHHOCTH BO3MOXXHOCTH MPOBEACHUA KIIMHUYCCKOTO MCCJIICAOBAHUSA JICKAPCTBECHHOI'O
npenapara i MCIUIUHCKOTO IIPUMCHCHH .

2. DKcrepTaMy COBETA MO 3TUKE MOTYT OBITh TTPEACTABUTENIN MEIUIIMHCKUX OpraHU3aIllNii, HAYIHBIX
opraHmzaiuii, 00pa30BaTeNbHBIX OpPraHMU3AIMA BBICIIETO OOpa30BaHMs, a TaKkKe NPEICTaBUTENIN
OOIIIECTBEHHBIX OpTraHU3aIlNi, PEJIMTUO3HBIX OpPraHU3allui M CPEJCTB MacCoBOM MH(popManuu. J[aHHBIE
OKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHCHUMOCTH OT Pa3paOOTUYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYrUX JIUI, 3aMHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIEPTU3HI.

3. Ommara yciayr 53KCIEpTOB COBETa MO 3THKE OCYIIECTBIISIETCS HA OCHOBAaHUHM JOTOBOPA,
3aKJTIOYEHHOTO MEXKIY YIOJTHOMOYEHHBIM (eepalbHBIM OPTaHOM HCIIOTHUTEIBHON BJIACTH, KOTOPHIM
CO3/IaH COBET TO OTHUKE, U OHKCIEPTOM COBETa IO OJTHKE, 3a CYET OJKETHBIX AaCCUTHOBAHUIA,
MPEAYCMOTPEHHBIX YIOJIHOMOUYECHHOMY (eZIepalbHOMY OpraHy HWCIOIHUTEIBHOM BJIACTH, KOTOPHIM
CO3JIaH COBET MO 3THKE, B (elepatbHOM OIO/KeTe Ha COOTBETCTBYIOIIMK TOJX Ha obecreueHue ero
NEATEIIbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit denepanmm.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

4. DKcrnepThl COBETa MO ATHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit @eneparuu.

4.1. Tlpm mpoBeAEHUH ATUYECKOW SKCIEPTU3bI HE JOMYCKAECTCS HCTPEeOOBAaHUE OSKCIEPTOM Yy
3asgBUTENS JIMOO WHBIX JIMI MAaTepUaloB, HEOOXOJMMBIX JUI NPOBENCHHS STHUECKOM HKCrepTu3bl. B
cllydyae HEIOCTATOYHOCTH TMPEACTABICHHBIX AKCIEPTY MATCpHAIOB B JIMYHBIA KaOWMHET 3asBHUTENS B
eIMHOI CHUCTEeME YIOJHOMOYEHHBIM JIMIIOM COBETa IO ATHKE HAIPaBISIETCS 3alpoC O MPEACTaBICHUU
HEOOXOMMBIX MaT€pPHAaJIOB, MOJMUCAHHBIA PYKOBOAUTENEM (YIOTHOMOYEHHBIM JIMIIOM) COBETA IO STHKE
C HCIIOJIb30BAaHUEM YCHJICHHOW KBaJM(HUIMPOBAHHOW SJIEKTPOHHOW IOMNKCH, a TAKKe HAIpaBIICTCS
yBeJJOMJIEHHE 00 YKa3aHHOM 3alpoce B JIMYHBII KaOMHET YIOJHOMOYEHHOro (erepaabHOro opraHa
WCTIOJIHUTEIBHON BJIACTH B €AMHON CHCTEME.

(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-P3)

4.2. 3asBurenb 00s3aH HANpPaBUTh B JIMYHBIA KaOMHET COBETa IO STHKE B EIMHON cucteme
MOJINMCAHHBIA  YCWJIICHHOW KBAJU(HUIMPOBAHHOW AIIEKTPOHHONW TOJMHMCHIO OTBET Ha 3ampoc O
MIPEJICTABICHUH HEOOXOJMMBIX MAaTEpHalOB COBETY MO AITHKE B CPOK, HE MPEBBIMIAIONINKA JEBSHOCTA
pabounx JHEW CcO OHS MOJNyYEHHs COBETOM II0 3THUKE JIJIEKTPOHHOTO YBEAOMIIGHHS O TOJIYYCHUHU
3asiBUTENIEM YKa3aHHOIO 3ampoca. Bpems co qHS HampaBlIeHHUS COBETOM IO STHUKE B JIMYHBIA KaOMHET
3asBUTENII B €IUHOM cHUCTEME 3ampoca O TMPEJCTABIEHUHM HEOOXOIUMBIX MAaTepuaigoB IO JHA
HaIpaBIICHUs 3asSBUTEJIEM B JIMYHBII KaOMHET COBETa MO ATHKE B €IMHOI CUCTEeMe OTBETa Ha yKa3aHHBIH
3arpoc HE YYUTHIBAETCS IPU UCUUCIIEHUU CPOKA MPOBEACHUS STUUECKON IKCIEPTU3BI.

(uacts 4.2 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocraB coBeTa 110 3THKE, IIOJI0KEHUE 00 ITOM COBETE, IOPSIIOK €0 JeATEIbHOCTH, TPEOOBAHUS K
KBAJIM(HUKALMU U ONBITY PaOOTHI 10 3KCIIEPTHOM OLIEHKE HAYUHBIX, MEAUIIMHCKUX M 3TUYECKUX ACIIEKTOB
KIIMHUYECKUX  HCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEnaparoB il MEIULIUHCKOIO IPHUMEHEHUS,
IpeabsBIseMble K SKCIIEpTaM COBETa MO AITHKE, MOPSA0K OpPraHU3alMM U IPOBEJCHMUS STUYECKOMN
AKCIEPTU3BL, (hopMa 3aKITIOUYEHUSI COBETA MO 3TUKE YCTAHABIIMBAIOTCS YIMOJIHOMOYEHHBIM (heepanbHbIM
OpPraHOM MCIOJIHUTEIBbHOW BiacTH. YMCIO mMpencTaBUTeNed MEAUIMHCKUX OpraHU3aluil HE MOXKET
MIPEBBILIATH MOJIOBUHY OT OOIIET0 YKCIia IKCIEPTOB COBETA MO ITUKE.

6. Mndopmanus o coctaBe coBeTa MO ITHKE, IMJIaHAaX €ro pabdoThl M TEKyIleH AeATelbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOTO (heAepallbHOTO OpraHa MCIIOJIHUTEIbHON
BJIACTH B ceTu "MIHTEepHET" B yCTAaHOBIEHHOM UM IOPSIJIKE.

KoncynprantlIntoc: npumedanue.
[Tonoxenus cr. 40 (B pea. @3 or 30.01.2024 N 1-®3), kacaromqrecss MpeAOCTaBICHHUS TOC. YCIYT
IIOCPEICTBOM €IMHOM cucTeMsl, npuMenstores ¢ 01.01.2025.

CraTtba 40. NpoBegeHne KNMHUYECKOro UCCNeaoBaHNA JNIeKapCTBEHHOroO npenapara
ANnA MeAULMHCKOro NpUMeHeHus

1. PykoBomuTenb MEIUIIMHCKOW OpraHu3alvu, KOTOpas MPOBOJMUT KIMHUYECKOE HCCIEI0BaHUE
JICKapCTBEHHOI0  mpemapara g  MEIUIMHCKOrO  NPUMEHEHMS, Ha3HA4aeT  HCCIIEeN0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJACHUE TAaKOTO HWCCIAEAOBAaHUS M HWMEIOMIETO JICUeOHYIO CIEeIHAIBHOCTD,
COOTBETCTBYIOLYIO MPOBOAMMOMY KIMHUYECKOMY HCCIEAOBAHUIO JIEKAPCTBEHHOrO Ipenapara, co
CTakeM palbOThI MO MpOrpaMMaM KIMHUYECKUX HCCIICIOBAHHUN JICKAPCTBEHHBIX IMpEnapaToB HE MEHEe
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

4YeM TpU TOJa M IO €ro IMPEUIOKCHHIO Ha3HA4aeT COMCCIENOBATEeIe W3 4YuCia Bpaded 3TOHU
MEIULUHCKONW OpraHu3aIiH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. HCCJ’IGI[OB&TGHB OCYHIECTBIIACT BBI60p ManuEHTOB, KOTOPBIE 110 MCIUIHMHCKHM IIOKa3aHUAIM
MOTYT OBITH MNPHUBJICYCHBI K YYAaCTHIO B KIIMHHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOTO IIpriapara IJId
MCIUIHUHCKOI'O IPUMCHCHUS.

3. HccrnemoBatenb M COMCCIENOBATENM JOJDKHBI OBITH  O3HAKOMIIEHBI C  pe3yJIbTaTaMU
JOKJIMHUYECKOIO  MCCIIEJOBAaHUS  JIEKApCTBEHHOI'O  CPEACTBA,  COJAEp)KAIUMMHUCS B Oporiope
UCCIIEIOBATENs, MIPOEKTOM IPOTOKOJIA KJIMHUYECKOTO HCCIIEAOBAaHMS JEKapCTBEHHOIO Ipernapara s
MEIULUHCKOTO NMPUMEHEHHs], pa3pabOTaHHbIM pa3pabOTUYUKOM JICKAPCTBEHHOI'O Ipernapara WM HHBIM
IOpUANYECKUM JIMIIOM, [PUBJIEKAEMbIM K OpraHu3aliyd IPOBEIEHUS KIMHUYECKOIO MCCIEAOBAHUS
JIEKapCTBEHHOI'0 IIpernapara Uil MEIULMHCKOIo MpUMEHEHHs, M JAPYrMMHU MaTepuajiaMyd TaKoro
UCCIIIOBAHMS.

3.1. PykoBoauTesb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX pabo4yux JHEU co
JTHSL Hayaja MPOBEACHUS KIMHHUYECKOTO MCCIICAOBAHUS JIEKAPCTBEHHOIO Ipernapara Jjisi MEIUIIMHCKOTO
MPUMEHEHUs, coo0IaeT 00 3TOM B YHMOJHOMOYEHHBIH (hefepaiabHblii OpraH HCHOJHUTENBHOW BIACTH,
BBIJIABIINI pa3pellIeHre Ha MPOBEACHUE TAKOTO UCCIIEI0BAHMS, TI0 YCTAHOBJICHHOU UM (popme.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIEI0BaHMS
JIEKapCTBEHHOI'O IIpernapara Uil MEIULUHCKOIO IPUMEHEHUs W yKa3aHHble B 4acTu 3 craThu 38
Hacrosero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHS W3MEHEHUH B IPOTOKOI
KJIMHUYECKOI'0 MCCIIE0BAHUS JIEKAPCTBEHHOI'O Ipernapara JUlsi MEAULMHCKOT0 MPUMEHEHUsT COOOIA0T
00 3TOM B yITOJTHOMOUYEHHBIN (hesiepaibHbIi OpraH UCTIOHUTEIFHON BIIACTH, BBIIABIINKA pa3pelieHne Ha
MIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. CDopMa COO6H.ICHI/I$I O BHECEHMH H3MCHCHHH B MPOTOKOJ KIMHHUYCCKOTIO HCCIICAOBAHUS
JICKApCTBCHHOTO Iperapara A1 MCAUIIUHCKOI0 IPUMEHCHUA JOJKHA COACPKATE CICAYIOINE CBECACHUA:

1) HaumeHOBaHUe, NACHTU(UKAIIMOHHBIA HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHMUS;
2) nata BHECEHUsI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMMEHOBaHUE OpraHU3allMU, NPUBJICYEHHON pa3pabOTUMKOM JIEKAPCTBEHHOI'O Ipenapara K
OpraHU3aIMK IPOBEACHUS KIMHUYECKOT0 UCCIIe0BaHus (IIPU HAIMYHN);

5) HaAaNMMCHOBAHUI M MECTa HaAXO0XICHHA MCEIHUIIHMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOC NCCIICIJOBAHUC,

6) narta BBIJAYM pa3pellieHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS M HOMEpP 3TOrO
paspelieHus;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

7) U3MEHEHUs1, BHOCUMBIE B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS.
(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBHIAIONINA IBAAATH BOCBMHU pabo4MXx JHEH CO JHSA MOJY4YeHHs YKa3aHHOTO B
yactTu 4 Hacroseld CcTaThbu COOOUICHMs, YIOJIHOMOYEHHBIN (QenepalbHblil OpraH HCHOJHUTEIbHOM
BJIACTH pAcCCMaTPUBAET 3TO COOOIIEHHWE B YCTAHOBICHHOM WM TIOpSJIKE M MPUHUMAET pEHICHUE O
BHECEHUM M3MEHEHHUU B IIPOTOKOJ KJIMHUYECKOIO HCCIENOBAHMS JIEKAPCTBEHHOrO Mperapara s
MEIULUHCKOTO MPUMEHEHHs MM 00 OTKa3e BO BHECEHMH TAKMX M3MEHEHUH, MOJNHCAHHOE YCUJIICHHOM
KBAIM(UIUPOBAHHON  3JEKTPOHHOW TMOJIHUCHIO, IOCPEJACTBOM HAMpaBICHHUS COOTBETCTBYIOIIETO
pelieHusT B JIMYHBIA KAaOWHET 3asBUTENs B €IUHONW cucteme. llpu paccMOTpeHuH COOOUIeHUS O
HEOOXOIMMOCTH BHECEHHS] W3MEHEHHUU B MPOTOKOJ KIMHHUYECKOIO HCCIEIOBAaHUSl JIEKAPCTBEHHOTO
mpenapara s MEAWLUMHCKOTO MPHUMEHEHHs B IeNAX OLEHKHM OOOCHOBAHHOCTH MpEJIaraeMbIX
W3MEHEHUN U ONpENeNICHUs CTEINEeHW PUCKa Ui NAlUMEHTOB, MPUHUMAIOIIMX Y4acTUE B KIMHUYECKHUX
UCCIIC/IOBAHMSIX, YIIOJIHOMOYEHHBIM  (pe/lepalbHBIM OpPraHOM  HCIIOJIHUTENBHOW BIIACTH  MOTYT
MIPHUBJIEKATHCS SKCIIEPTHI COBETA MO STUKE U (MIIK) SKCIIEPTHI IKCIIEPTHOTO YUPEIKACHHUS.

(B pen. deaepanbHbIx 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

6. KimHnueckoe wuccinenoBaHue JIEKapCTBEHHOIO IIpernapaTra Il MEJUUUHCKOTO IPUMEHEHUs
MOKET OBITh IMPHOCTAHOBJIEHO WJIM IPEKPALIEHO, €CIM B IPOLIECCE €ro IPOBEIACHHS OOHapy)KeHa
OIIACHOCTH U1 )KU3HM, 310pPOBbs IALIMEHTOB. B ciryyae BOSHUKHOBEHUS ONACHOCTHU VISl )KU3HH, 310POBbs
MalUeHTa, Y4YacTBYIOIIEIO B KIMHUYECKOM HCCIIEJOBAaHMM JIEKQpCTBEHHOIO Ipemapara Juis
MEIULUHCKOTO0 IPUMEHEHHUs, MCCIIeNoBaTeNn 00s3aHbl NPOMH(OPMUPOBATH 00 3TOM PYKOBOJUTENS
MEIAUIMHCKOW OpraHu3alMd M  OpraHu3aluio, IMOJYYMBIIYIO pa3pellieHue YIOJIHOMOYEHHOTO
denepanbHOrOo OpraHa MCIOJHUTENBHONW BIACTW Ha OpPraHU3alUI0 IMPOBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o npuocTaHOBIEHUN KIMHUYECKOIO MCCIIEI0BAHUS
JIEKapCTBEHHOI'O IIpernapara JUisi MEAULHUHCKOIO IPUMEHEHNs IPUHUMAIOT PYKOBOJUTENb MEIUILIMHCKOU
OpraHu3aly 1 (WIKM) OpTaHU3aIMsl, TOJyYUBIIAsl pa3pelieHrue yIoJIHOMOYEHHOTO (penepanibHOro opraHa
VCIIOJIHUTEJILHON BJIACTH HA OPTraHM3alMI0 MTPOBEJEHUS KIMHMYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO
mpernapata Ui MEAMLIMHCKOIO TIPUMEHEHUS, peIIeHHe O MPEeKpalleHud TaKoro HCCIeA0BaHus
IPUHUMAET YIOJIHOMOYEHHBIHN (eepaabHblil OpraH UCIOJHUTEIBHOMN BIACTH HA OCHOBAaHUU COOOILEHUS
B IHCBMEHHOW (opmMe pyKOBOIUTENS MEIUIMHCKOM OpraHu3allid WIM OpraHu3alus, MOJy4YHBIIAs
paspelieHre YMOoJIHOMOYEHHOro (hefepaJbHOrO OpraHa HCIOJHUTEIBHOW BIIACTH Ha OPraHU3alMIo
MIPOBEJICHUS KJIMHUUECKOT0 HCCeA0BaHUs JIEKapCTBEHHOT O IIpernapara /Ui MEAUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBBIIAONINI MATH pabouux AHEH CO JHS 3aBepILICHMs, MPUOCTAHOBICHUS WU
MNpeKpalmiCHusd  KIMHAYCCKOIo HUCCIICOOBaHUA  JICKAPCTBCHHOI'O npemnapara ajdd MCIUIHUHCKOT'O
IPUMEHEHHs, cOOOIIeHne 00 ITOM HalpaBlseTCcsl OpraHU3alMsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacTosero denepanbHOro 3aK0Ha, B YIIOJIHOMOYEHHBIN (enepalibHblil OpraH UCIOJIHUTEILHOW BIacTH
10 YCTAaHOBJICHHOH UM (hopMe.

8. ®opma cooOIIeHUsT O 3aBEpIICHUHU, MPUOCTAHOBICHUU WIM TMPEKPANICHUN KIWHUYECKOTO
HCCIIEA0BAHMS JICKAPCTBEHHOTO MIpenapara Jijisi MEAUIIMHCKOTO MPUMEHEHHUS I0JKHA COAEPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPraHM3aluy WM MEIUIUHCKUX OpPraHU3alUsIX, MPOBOIUBIINX
JAHHOE UCCIIEIOBAHNUE;

2) onMcaHue TaHHOTO UCCIICIOBAHMS;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3) nmanHbIe HccrnenoBarens ((haMuaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CHELUAIBHOCTh, CTaX padoThl IO MporpaMMmaM KIMHUYECKMX MCCIEJOBAHUN JIEKapCTBEHHBIX
npenaparoB, MNCPCUYCHb KIMHHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHLIX IMPLCIapaToB, B KOTOPBIX OH
IIPUHUMAJI ydacTue (IepHUO/Ibl yUacTHsl) B KaUeCTBE UCCIIE0BATEIIs WM COUCCIIE0BATENs);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIENI0BaHMs (3aBeplleHUe, IPUOCTAHOBICHUE WM IIPEKpaIleHUe JaHHOTO
HCCJIEIOBaHMS C YKa3aHUEM UX IIPUUYUH U BIUSHUSA HA OLEHKY €r0 Pe3ysIbTaToOB, OOIYI0 OLIEHKY pPUCKA U
OKUJACMOM IIOJB3bl OT MPUMEHEHMsS MCCIEAYEMOro JIEKapCTBEHHOIO IIpermapara, a TaKke
IIpeIoyiaraeMble JajJbHENIINE JEHCTBUS).

8.1. Ilpu BeIABIECHUM (elepalbHbIM OpPraHOM MCIIOJHUTEIbHON BIACTH, OCYIIECTBIISIFOIIUM
(GYHKIMU 1O KOHTPOJII0O M HAA30py B cdepe 3apaBOOXpaHEHMS, HAPYUICHWH NpaBUI HaAJIeKallei
KJIIMHUYECKOW NPAKTUKU NPU IPOBEICHUM KIMHUYECKOIO HCCIIENOBaHMs JIEKAPCTBEHHOIO IIperapara,
BJIUSIOLUIMX HAa MOJHOTY U (WIM) JOCTOBEPHOCTH JAHHOI'O KIMHUYECKOIO HCCIIEIOBAHUS, yKa3aHHBIN
(benepanbHbIl OpraH MCHOJHUTEIbHOM BIACTH NMPUOCTAHABIMBACT IMPOBEIECHUE JAAHHOTO KIMHUYECKOTO
HCCIEA0BAHUSA U BBIHOCUT MEIULIMHCKOW OpraHW3aldH, B KOTOPOM IPOBOJAUTCS JAHHOE KIMHHYECKOE
UCClieIoBaHMe, IMpelnucaHue o0 YCTpaHEHUM BbIABICHHbIX HapymeHuil. [lpu HeycTpaneHuun
MEIULMHCKOM OpraHM3alMeil BBIABICHHBIX HApyIIEHWH B YCTAHOBJIEHHBIM B IIPEANMCAHUM CPOK
yKa3aHHbI (enepanbHblii OpraH MCIOJHUTEIbHOM BIIACTM NPUHUMAET pEIIeHHEe O IpeKpalleHuu
IIPOBEJICHUS KJIMHUUYECKOIO HCCIIEOBAHUS JIEKAPCTBEHHOI'O IpernapaTa M HalpaBisieT B (enepalbHbIN
OpraH MCIIOJHUTEIbHON BIIACTH, OCYLIECTBISAIOMMNA (YHKUMM 1O BBIPAaOOTKE U  peanu3aluu
TOCYJapCTBEHHOH IOJMTHKH W HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHIO B chepe 3apaBOOXpAaHCHHS,
3aKJIFOYEHUE O BBIABIICHUU IPU NPOBEACHUN JAHHOTO KIMHMYECKOTO MCCIIEN0BAHUS HAPYILIEHUN MPaBUII
Ha/IJIe)KAIIeH KIMHUYECKOW MPAKTHKH JJISl IPHHATHUS PEIICHUS 00 OTMEHE pa3pemieHusi Ha OPraHU3alHio
IIPOBEJEHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUS C JaThl IPUHATUS PELICHHUS O MPUOCTAHOBICHHUM
IIPOBEACHUS KIIMHUYECKOIO NCCIIEA0BAHMS JIEKAPCTBEHHOI'O IIpenapara.

(uactb 8.1 B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpu mnpoBeAeHHM KIMHUYECKOIO HCCIEIOBAHUS JIEKApCTBEHHOTO Ipemapara s
MEIULUHCKOTO MPUMEHEHU B Cllyyae YTOUHEHHUsS (M3MEHEHUs) JaHHBIX, COJEpKAIUXCsS B pa3pelIeHun
Ha IPOBEJCHUE JAHHOTO KIMHUYECKOrO MCCIIEIOBAaHUsA, HA OCHOBAaHMM HAIPABJICHHOIO B JIMYHBIN
KaOMHET YIOJIHOMOYEHHOro (eepaJbHOro OpraHa HCHOJHMUTENBHOM BJIACTM B €IMHOM cucTeMe
oOpallleHusi 3asiBUTENs, MOJANKWCAHHOTO YCHUJICHHOM KBaJIM(UIMPOBAHHON AIIEKTPOHHOM MOJIUCHIO, C
IPUIIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAaHUS M JIOKYMEHTOB, MOJATBEPXKJIAIOMIMX HEOOXOIUMOCTb
YTOYHEHMs JIaHHBIX, YIOJIHOMOYEHHBIM (QenepalibHblii OpraH HCIOJHUTEIBHONH BJIacTU B CpPOK, HE
NPEBBIMIAIOIINN /IBAaJIIaTH BOCBMHU paOouux AHEH cO JHS MOCTYIUIEHHS Takoro oOpaiieHHs, BHOCUT
M3MEHEHUS B Pa3pelIeHre Ha IPOBEICHNE KIMHUYECKOTO HCCIIE0BAaHUs JIEKAPCTBEHHOIO IIpenapara Juls
MEIUIMHCKOTO TIPUMEHEHMSI M PEECTP BBIAAHHBIX pa3pellleHUd Ha MPOBEACHHUE KIMHUYECKUX
UCCJIEIOBAaHUM JIEKapCTBEHHBIX IpENapaTroB, a TaK)Ke HaIlpaBiseT B JIMYHBIM KaOWMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIMCKY H3 pEecTpa BBIJIAHHBIX pa3pelleHUH Ha MPOBEIEHUE KIMHUYECKUX
UCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  IPENapaToB, MOJNUCAHHYIO YCHUJIEHHOW  KBaTU(UIUPOBAHHOU
3JIEKTPOHHOMN MOAMNKUCHIO, TUO0 MPUHUMAET pelIeHrne 00 0TKa3e BO BHECEHHM U3MEHEHHUH B pa3pelieHue
Ha TPOBEJCHHE KIMHUYECKOTO MCCIEOBAaHNs JIEKAPCTBEHHOIO Mpernapara Uil MEIUIMHCKOIO
NPUMEHEHMS U HalpaBJseT B IUYHBIA KaOMHET 3asBUTENS B €IUHON CUCTEME ITO PELIeHUE, TOANNCAaHHOE
YCUJIEHHOM KBaTM(QUIIMPOBAHHON AJIEKTPOHHOM MOMKUCHIO, C YKa3aHWEM IPUYUH OTKa3a.

(uactsb 8.2 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

9. VYnonHOMOYEHHBIH (enepanbHBIi OpraH HCHOJHHUTEIBHON BIACTH OMyOJIMKOBBIBAET U
pasMmeimiaer Ha cBoeM oduIHaTbHOM caiTe B cetu "MHTepHET" COOOICHHME O 3aBEpIICHHH,
IIPUOCTAHOBJICHUU WJIHM NPEKPALIEHUM KIMHUYECKOTO MCCIEN0BaHUS JIEKApCTBEHHOIO Iperapara Jyis
MEAUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIONINKI MATH paboYnX THEH CO JHS €ro MmojyuyeHus, B
YCTaHOBJIEHHOM UM IOPSJKE.

10. YnomHOMOYeHHBIH (enepanbHbIii OpPraH MCIOJIHUTEIBHOW BIJIACTH OCYIIECTBIISICT BEACHHUE
peecTpa uccienoBaTesiel, MPOBOASAIINX WIM IPOBOANUBIINX KIMHUYECKUE UCCIIEI0BAHUS JIEKAPCTBEHHbBIX
MpernapaToB Ui MEAMIIMHCKOIO MPUMEHEHHUS, B COOTBETCTBUU C YTBEPXKACHHBIMH UM IpaBUJIaMU U
pasMeliaeT ero Ha cBoeM OQHIMaIbHOM caiite B cetd "VHTepHET' B YCTAaHOBICHHOM UM IMOPSJKE.
VYka3aHHbBIN peecTp COAepKUT HH(GOPMALIHIO, TPETYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOALICH CTaThU.

11. Otuer o pe3ynabTaTax KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO IMperapara JUis
MEIMIMHCKOrO MPUMEHEHHS COCTABIIACTCS OpraHU3alMel, yKa3aHHOW B 4acTH 3 CTaTbU 38 HACTOSALIETO
denepanbHOTO 3aKOHA, W TMPEACTABISIETCS B YIIOJIHOMOYEHHBIH (hefepatbHblii OpraH MCIOJHUTEIBHOM
BJIACTH, BBIJABUIMI pPa3pelIEHUE Ha IPOBEIEHUE 3TOrO0 HUCCIECJOBAHMS, B CPOK, HE IIPEBBIIAIOLINN
ABCHAJAUATH MCCALUCB CO JHA €TI0 3aBCPLICHUA, IMPUOCTAHOBJIICHHA WM HIPCKpALICHUA, B IIOPAAKEC,
YCTaHOBJICHHOM YIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM HUCIIOJIHUTEIbHOM BIACTH.

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

12. Hapymenue mnpaBuil Haajiexalled KIMHUYECKOH NpakTHKH, (anbcudukanus pe3ysibTaToB
KIIMHUYCCKOI'o HCCICAOBaHWA JICKAPCTBCHHOI'O Iperiapara i MCOAUIUMHCKOIO IMPUMCHCHHUA 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 UCCIIEI0BaHUS JIEKAPCTBEHHOT'O Mpenapara JJjisi MEIUIMHCKOTO
MIPUMECHEHHS JOITyCKaeTcsl 3a00p y MAIlMCHTOB OMOJIOTMYECKHX MaTepHaIoB (00pa3ibl OMOJOTHYECKUX
KHUJKOCTEH, TKaHeHW, CEeKPeTOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YeNOBeKa, (U3HOIOTHUECKUX H
MaTOJIOTHYECKUX BBIJCICHHUH, MAa3KOB, COCKOOOB, CMBIBOB, MUKPOOPTAaHU3MOB, OMOTICHHHBIN MaTepuan)
g ux uydeHus B Poccuiickoit @enepannu u (unm) 3a npeaenamu Poccuiickoit @enepamuu.

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

14. Tlopsimox BBO3a B Poccuiickyro @enepannio 1 BbIBO3a 3a mpeaensl Poccuiickoit denepanuu
OMOJIOTUUECKMX  MaTepuajoB, TOJYYCHHBIX TIPU MPOBEACHUH  KIMHUYECKOTO  HCCIEIOBaHUS
JICKapCTBEHHOI'0 IIperapara il MEIMIUHCKOrO IPUMEHEHUs, YycTaHaBiauBaercs IIpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

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

CraTtbAa 41. [loroBop O NnpoBeAeHUN KIIMHUYECKOro uccriefoBaHUsl NIeKapCTBEHHOro
npenapara Ans MeAULUHCKOro NnpuMeHeHus

1. Knuanyeckoe wuccieqoBaHUE JIEKApCTBEHHOTO TMperapara Uil MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOJIUTCSI B COOTBETCTBHH C JIOTOBOPOM O MPOBEACHUHN KIMHUUYECKOTO MCCIIEI0BAHMS JIEKAPCTBEHHOTO
mpenapara Juisi MEIWIUHCKOTO TPUMEHEHHMs, 3aKII0YaeMbIM MEXKIY OpraHu3alued, MMOoTydruBIIeH
paspeleHrue YImoJIHOMOYEHHOro (eAepalbHOrO0 OpraHa HCIOJHUTENLHOW BIACTH HA OPraHU3aIUIo
MPOBEACHUSI TAKOTO WCCIICIOBAHUS, W MEIMIIMHCKON OpraHW3alliei, OCYIISCTBIISIONEH MpPOBEICHUE
TaKOI'0 MCCIICIOBaHMA.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

2. I[OI‘OBOp O IMPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara i
MCIUIHUHCKOI'O IPUMECHCHUS JOJKCH COACPKATD:

1) yciioBus 1 CpOKHU MPOBEACHUS JAHHOTO MCCIICIOBAHUS;

2) OIMpCACIICHUC 06HI€I>1 CTOMMOCTH IpOorpaMMbl JaHHOI'O HCCICAOBaHHA C YKa3aHUEM CYMMEI,
HpeHH%HaanOHlefICSI JJIA BBIIIJIAT UCCIICAO0BATCIIAM, COUCCIICA0BATCIIAM,

3) ompenenenue (Gopmbl MPEACTaBICHUS PE3yIbTaTOB JAHHOTO HCCIEA0BAaHUS B YIIOJIHOMOYEHHBIN
(denepanbHBI OPraH UCIIOJHUTEIHHON BIACTH.

CraTtbs 42, duHaHcoBoe obecneyeHue KIMMHU4YeCKoro nccnepoBaHus
NleKapCTBEHHOro npenapara ana MeauuUHCKOro NnpuMeHeHus

dunaHcoBoe oOecHeyeHHe KIMHHUYECKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara IJIA
MCIUIHUHCKOI'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OKOKETA;

2) cpeAcCTB OpraHu3aluii, NOJYyYMBIIMX pa3pelleHHe Ha OpraHU3alMi0 IPOBEICHHUS JaHHOIO
UCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEACHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoil denepaniuu HICTOUHUKOB.

Cratbsa 43. ﬂpaBa naumeHToB, Yy4YacTBywOWUX B KIIMHU4YEeCKOM wuUcclriegoBaHuu
NTeKapCTBeHHOro npenaparta And MmeauUMHCKOro npuMmeHeHunsA

1. VYwuactue MNanueHTOB B KIIMHUYCCKOM HUCCIICAOBAHUHN JICKAPDCTBCHHOI'O IIpfliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCSA )106pOBOJ'II>HBIM.

Koncynerantlltoc: mpumeyanue.
C 01.01.2025 B a63. 1 u. 2 ct. 43 BHOCsATCA u3mMeHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oynymryro
PEAAKIIHIO.

2. TlauueHT WM ero 3aKOHHBIA IpEACTaBUTENb JO0JDKEH ObITh MH(OPMHUpPOBaH B NMUCHBMEHHOU
dopme:

1) 0 JICKapCTBCHHOM IIperiapare g MCIAUIHUHCKOro MNMPUMCHCHHA W CYIIHOCTU KIMHUYCCKOTO
HCCIICAOBAaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) 0 6e30MacHOCTH JIEKapCTBEHHOTO MpernapaTa il MEIUIIMHCKOTO MTPUMEHEHHUS, er0 OXKUIaeMOM
3¢ (HEeKTUBHOCTH M CTENIEHU PUCKA IS MAIUEHTA,

3) 00 YCIOBUAX YUaCTH MalMCHTA B KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOI'O IMperiaparta JJid
MCIUITUHCKOT'O IPUMCHCHU

4) 0 OIS WM LOeIAX W MOPOAOJDKUTCIIBHOCTH KIMHUYCCKOrO HMCCICAOBAHUA JICKAPCTBEHHOI'O
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

npemnapara ajid MCIUIUHCKOTIO IPUMCHCHU,

5) o [neHCTBUSX MalMEHTa B Cllydyae HENPEABUACHHBIX J(PQPEKTOB BIUSHUSA JIEKAPCTBEHHOIO
npenapara Jijisi MeAUIMHCKOr0 PUMEHEHHS Ha COCTOSTHUE €r0 3/10POBbS;

6) 00 YCIIOBUAX 00513aTEJILHOIO CTpaxoBaHMs XU3HU, 3A0POBbA MMALUCHTA,

7) 0 TapaHTHIAX KOH(bI/I,Z[eHLII/IaJIBHOCTI/I ydqaCTus TIalueHTa B KIMHUYCCKOM HCCIICIOBAHUU
JICKaApCTBCHHOI'O IIpIiapaTta JJisi MCAUIUHCKOT'O IIPUMCHCHUA.

Koncynsrantlntoc: npumeqanue.
C 01.01.2025 4. 3 cr. 43 uznaraercs B HoBor penakiuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyaynryro
penaKuuio.

3. HO6pOBOJ’ILHOC COrJIaCu¢ IMalluCHTa HAa Yy4aCTUC B KIMHHUYCECKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemnapara Mjis1 MCAUIHMHCKOrO IPHMCEHCHUS IOATBCPKAACTCA €TI0 IMMOAINMMCBIO HWIIM IMOAIMCBIO €To
3daKOHHOTI'O ITPCACTABHUTCIIA HaA PIH(l)OpMaI_II/IOHHOM JIUCTKC IIallUCHTA.

4, HaIII/IeHT WIN €r0 3aKOHHBII NpeaACTAaBUTCIIb HMMECT IpaBO OTKa3aTrbCd OT Y4YaCTUA B
KIIMHUYCCKOM HMCCICAOBAHHUHN JICKAPCTBCHHOI'O IIpfliapara AJd MCAUIHUHCKOI'O IIPUMCHCHHSA Ha 000
CTauu IMPOBCACHUA TaKOI'0 UCCICAOBAaHMA.

Koncynerantlltoc: npumeyanue.
C 01.01.2025 B 4. 5 ct. 43 BHOcsarca u3MeHenust (D3 ot 30.01.2024 N 1-®3). Cm. Oynymryro
PEIaKIuIO.

5. IlpoBeneHne KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO Ipenapara sl MEIULUHCKOro
MIPUMEHEHHUS C YYaCTHEM B KaueCTBE MAIIMEHTOB JIETE€W JOMYCKAETCs TOJBKO C COIIACHUS B MUCHMEHHOM
dbopme ux poauTenel, ychlHOBUTENEH. JleTH MOryT paccMaTpuBaThCsl B KayeCTBE MOTEHIIMATbHBIX
NAIMEHTOB TAKOI'0 UCCIEI0BaHUs, TOJIBKO €CIH €ro MPOBEACHNE HEOOX0AUMO I YKPETIJICHUS 3/10pPOBbs
JeTed Wi nNpouIakTUKY MH(QEKIMOHHBIX 3a00J€BaHMi B IETCKOM BO3pacTe JMOO €ClIM LENbl0 TaKoro
WCCIIE0BAHMS SBIISIETCS MOJIYYEHHE JAaHHBIX O HAWIydlled TO3WPOBKE JIEKAPCTBEHHOTO Ipernapara Jis
JedeHus Jered. B 3THX cilydasX TakoMy HCCIEIOBAaHUIO JOJDKHO IIPEAIIECTBOBATH KIMHHYECKOE
HCCIE0OBAHUE JIEKAPCTBEHHOrO IMpemnapara Uisi MEIMLUHUHCKOTO MPUMEHEHHsS Ha COBEPIIEHHOJIETHHX
IPKJaHaX, 3a MCKIOYEHUEM CIIy4aeB, €CJIIM HCCIEAyeMbId JIEKapCTBEHHBIM Ipenapar Juist
MEJIULUHCKOTO MIPUMEHEHUS NpeHa3HauYeH HCKIIFOUUTEIIbHO JUTSt HCII0JIb30BaHUSA
HECOBEPIICHHOJIETHUMH I'PAKJaHAMU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTCﬂ MMPOBEACHUEC KIIMHHUYECKOIO0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIp€riapara I
MCIUIUHCKOTI'O IPUMCHCHUS C YUACTUCM B KAUYCCTBC MAITUCHTOB!

1) neTeii-CUPOT U ACTEH, OCTABIIUXCS O€3 TTOTICUCHHS POAUTEIICH;

2) JKCHIIMH B HCPUOJ 6CpeMCHHOCTI/I, JKCHIOWMH B HOCPUOJ TI'PyAHOr0 BCKapMJIMBAHHA, 34
HUCKIIIOYCHHUEM CJIy4acB, €CJIM HNPOBOJUTCA KIMHHUYCCKOC HCCICHOBAHHE JICKAPCTBCHHOI'O IIperiapara,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MPeIHA3HAYEHHOTO ISl YKa3aHHBIX JKEHIIWH, IPH YCIOBUU HEOOXOAMMOCTH IMONY4YeHHs] MH(DOpMAIiu
TOJILKO BO BpEeMs MPOBEIEHUS COOTBETCTBYIOUIMX KIMHUYECKUX MCCIEAOBAaHUN W MPUHATHS BCEX
HEOOXOMMBIX MEp IO HCKIIOUEHUIO PUCKA HAHECCHHUs BpEJa JKCHIIMHE B TEpUoa OEpEeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOT0 BCKAPMIIMBAHUSL, IIJIOY WIH PEOCHKY;

3) BOCHHOCIYXAalllUX, 3a MCKIIOYEHHUEM CIIy4aeB IIPOBEACHUS KIMHUYECKOIO HCCIIECIOBAaHUSL
JIEKapCTBEHHOI'0 IIpenapaTa, CHEelMaIbHO pPa3pabOTaHHOrO JUIsl NPUMEHEHHs B YCIOBHSX BOCHHBIX
JCWCTBUHM, 4YpEe3BbIUANHBIX CHUTyallMid, NPOPUIAKTHKH W Jie4eHUs 3a00JieBaHMM U TOpaXKECHUH,
IOJYYEHHbIX B  pe3yJibTaTe BO3ACHUCTBUS  HEOJNArONpPUATHBIX ~ XMMUYECKHX, OHOJOIMYECKHX,
panuanuoHHbIX (akTopoB. KimHMYeckoe wuccieoBaHHE TaKOro JIEKAapCTBEHHOTO Iperapara MOXKET
IIPOBOAMTHCS C yYaCTUEM B Ka4ECTBE IMALIMEHTOB BOCHHOCIIY)KAIUX, 3a UCKIIFOUEHUEM BOCHHOCIIYKAILUX,
MPOXOAAILINX BOCHHYIO CIYXOy IO MPU3BIBY, C COOMIOIEHUEM TPEOOBaHMIA, YCTAHOBICHHBIX HACTOSIIIM
DenepalbHBIM 3aKOHOM B OTHOLICHHH I'PaXKIAHCKUX JIMILL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIBHBIX OPTraHOB;

5) JIMII, 0T6bIBaIOIJ_[I/IX HakKa3aHUMC B MCCTax JIMIIICHHA CBO6OI[BI, a TAK)XKC JIML, HaXOJAIINXCsA IIOA
CTpameﬁ B CJICACTBCHHBIX HU30JIATOpAX.

Koncynperantllmtoc: npumeyanue.
C 01.01.2025 B 4. 7 ct. 43 BHOcsarca u3MeHenust (D3 ot 30.01.2024 N 1-®3). Cm. Oynymryro
PEaKIuIO.

7. JlomyckaeTcs IpOBEJCHHE KIMHUYECKOIO HCCIECAOBAaHMUs JIEKAPCTBEHHOIO IIpernapara i
MEIULUHCKOTO MPUMEHEHHUs], ITpeTHa3HAu€HHOI'0 JIsl JISYEHUs ICUXUYECKUX 3a00JIeBaHull, C yuacTHEM B
Ka4yecTBE MAIEHTOB JIUI] C ICUXUYECKUMU 3a00JIC€BaHUSIMU, IPU3HAHHBIX HEJAEECIIOCOOHBIMU B TIOPSIZIKE,
YCTaHOBJIEHHOM  3aKkoHojaTesnbcTBOM — Poccuiickont  ®enepanuu.  KimHnyeckoe — ucciiejoBaHMe
JIEKapCTBEHHOI'O Ipernapara B 3TOM CiIy4ae MPOBOJUTCS MPH HAIWYUHU COIJIacHs B MUCBbMEHHOU (opme
3aKOHHBIX MPEJCTaBUTENEN YKAa3aHHBIX JIULI.

Cratba 44. OOs3atenbHOe CTpaxOBaHUe XU3HW, 300pPOBbsA  MNaLUEHTa,
yyacTBylLWero B KINMHMYECKOM WCCNefoBaHMM NeKapCTBEHHOro npenaparta And
MeAULMUHCKOro NPUMeHeHUs

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. OpraHI/BaHI/Iﬂ, noJiyduBHIasA pa3pClICHUC Ha OpraHHu3alrui0 IPOBCACHUA KIMHUYCCKOTO
HUCCIICAO0BaHMA JICKAPCTBCHHOI'0 IIpfrapara ajd MCEAUIUHCKOIO IPHUMCHCHUA, 0o0s3aHa B KadecTBE
CTpaxoBarTejIsl CTPaxoBaTb PHUCK IMPUYUHCHUSA BpEAa KU3HU, 3A0POBBIO IMAMCHTA B PE3YJIbTATC
MPOBCACHUA KIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOIO IIperiaparta Ajsd MEAUIUHCKOTO IMTPUMCHCHU A
3a CBOM cUeT MMYTEM 3aKIIFOYCHHA JOTOBOpa 00513aTeIHLHOTO CTpaxoOBaHUH.

2. OOBexkToM 0053aTeTbHOTO CTPAaXOBAaHUS SIBISIETCS MMYIIECTBEHHBIH HWHTEpeC IMalleHTa,
CBA3aHHBIM C IPUYMHEHUEM BPENA €0 KU3HU WIH 3J0POBBIO B PE3YNIbTATE IIPOBEACHUS KIMHUYECKOTO
HCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara Jiyisi MEAUIUHCKOTO IIPUMEHEHHS.

3. CTanOBLIM CJIydacM 110 JO0roBOpy 00s13aTeNBHOTO CTpaxOBaHHUA ABJIACTCA CMCPTH ITAIUCHTA WA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YXYALIEHUE €0 3/I0pOBbs, B TOM YHCJIE BIEKYIIEE 3a COOON YCTaHOBJIEHUE MHBAIMIHOCTH, IIPU HAIUYUU
IIPUYMHHO-CJIEICTBEHHON CBSI3M MEXJ1y HACTYIUIGHHEM 3TOro coOBITUS M YdacTHEM IaleHTa B
KIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I${ 0 BO3MCIICHHMU Bp€la, IMNPUYXMHCHHOI'O JKHW3HW HWJIKW 3A0POBBIO ITalMCHTA,
MMPCABABIAIOTCA B TCUCHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOJaTCJIbCTBOM.

5. Pa3zmep cTpaxoBOi BBIILIATHI IO JOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS COCTABIISCT:

1) B ClIy4ac CMEPTH IMalyMCHTa ABa MUJIJIMOHA pyﬁ]’[eﬁ Ha KaXXJ0ro mnanyveHTa, y4aCTBOBABIIECTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) IOBJIEKILIEM 3a cO0OM yCTaHOBJIIEHHE WHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MHSTHCOT ThICSY
pyOsieli Ha KaXXAOro ManUeHTa, y4YyacTBOBABLIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npenapara;

0) moBiekiieM 3a co0oil ycTaHOBIEHHE HMHBAIMAHOCTH Il rpynmsl, OAMH MWIIMOH pyOsiel Ha
Ka)KJI0ro MalyueHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€I0BAHNH JIEKAPCTBEHHOTO Mpenapara;

B) IOBJEKIIEM 3a co0oi ycTaHoBieHue umHBanuAHocTH III rpymmel, narbcoT ThicsY pyOsei Ha
Ka)KJI0ro MalueHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAaHNH JIEKApCTBEHHOTO Mpenapara;

I') He IOBJIEKIIEM 3a co0O0M yCTaHOBJIEHUSI MHBAJIMIHOCTH, HE Oojiee ueM TpHUCTa ThICsu pyOsiel Ha
Ka)XJOro IMalueHTa, y4YacTBOBABLIETO B KIMHUYECKOM HCCJIEIOBAaHUM JIEKAPCTBEHHOTO Ipernapara,
UCXO/d M3 HOPMAaTHUBOB, OTPAXKAIOIIMX XapaKTep U CTENEHb IOBPEXKAECHUS 3]I0pOBbs, a TaKKe
(aKkTUYECKH IIOHECEHHbIX MAllMeHTOM pPAcXO0Jl0B, BbI3BAaHHBIX IOBPEKICHUEM 3JI0pPOBbS, Ha
MEIULUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.

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

6. Ypatun cuny ¢ 1 urons 2015 roxpa. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

7. Cpok n1oroBopa 00s53aTENBHOIO CTPaxOBaHUS HE MOXKET ObITh MEHEE, YeM CpPOK IPOBEJECHUS
KJIMHUYECKOTO MCCIIEJOBAaHUS JIEKAPCTBEHHOIO Mpenapara.

8. VYcioBus noroBopa 00s3aTENbHOTO CTPAaxOBAaHHS, B TOM YHCIE CTPAaxoBble TapU(bl IO
00513aTeIbHOMY CTpPaxOBaHMIO, MepeueHb HEOOXOAUMBIX JOKYMEHTOB JJIsi OCYIIECTBIEHHUS CTPaxOBOM
BBIIUIAThl, MOPSAOK YCTAHOBJIEHUS CTpPaxoBaTeJeM WHIAMBUAYAJIbHOTO HWICHTH(PHUKAMOHHOIO KoJa
NalyeHTa, NopsI0K HHHOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBILMKA O MPUBJICYCHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara JUisi MEAUIMHCKOTO NPUMEHEHHUs MallueHTaX, MOpPsI0K
yILIaThl CTPaXOBOM MPEMUH, OPAIOK peaTn3aliy ONPEACIEHHBIX HacToAIMM DeepalbHbIM 3aKOHOM U
OpyruMu  (enepanbHbBIMM 3aKOHAMHM MpaB U OOS3aHHOCTEH CTOPOH IO JIOrOBOpPY 0053aTeIbHOTO
CTPaxOBaHMs, & TAK)KE HOPMATUBBI, OTPAXAIOUIUE XapaKTep M CTENEHb IOBPEXACHUS 3/10pOBbS,
YCTaHABIIMBAIOTCS TUITOBBIMHU MTPaBUIIaMU 0053aTEIbHOTO CTPAaXOBaHUS.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

9.B CJIydac NpUYUHCHUA BpE€aa )XU3HU MMAIUCHTA, YHaCTBOBABIICTO B KIIMHUYCCKOM HCCJICJOBAHUU
JICKApCTBEHHOI'O IIp€riapara, BBIFOI[OHpHOGpeTaTCJ'IﬂMI/I o J0roBopy 00513aTEJIbHOTO CTpaxoBaHUA
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUEC BpClda B Cliydac¢ CMCPTH KOpMWJIbLla B
COOTBETCTBHUH C TI'paXAaHCKUM 3aKOHOJAATCJIbCTBOM, IIPH OTCYTCTBHM TaKUX TIpaXKJaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICTIO ManuveHTa, y4aCTBOBABHICIO B KIIMHHUYCCKOM HCCICAOBAHHWHN JICKAPCTBCHHOI'O
mnmpemapara, B cCiIyda€ CMCPTH HalMCHTA, YYaCTBOBABIICIO B KIMHHYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOT'O IpfrapaTa U HC HMMCEBLICIO CaMOCTOATCIBHOIO OOXOJ4d, - IpakAaHC, Ha WKIAWBCHUU
KOTOPBIX OH HaxOoAWJICsA, B OTHOLWICHHMHM BO3MCHICHUA PpacXodO0B Ha norpe6eHHe nanucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfIiapara, - JIMIO, IMOHCCHICC TAKHC
PacxoJbl.

10. CTanOBaSI BblIlJIaTa B CUCT BO3MCHICHHUA BpCldd, INIPUYUHCHHOI'O JKU3HU [IAlMCHTA,
Y4aCTBOBABIICTO B KIMHHYECKOM HCCICIOBAHHHU JICKAPCTBCHHOI'O IIp€riapara, pacrupeaciIA€TCa MEXKIAY
BI)II‘OI[OHpI/IO6pCTaT€JI$IMI/I IMPOMOPUHUOHAIBHO UX KOJIMYCCTBY B PABHBIX OOJIAX.

11. Ilpum HacTymiueHuum CTPaxoBOrO ciydas NAlUEHT, Y4YacTBOBAaBIUMN B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BbIFOJONpUOOpeTaTeNlb  BIpaBe  NPEAbIBHUTH
HEMOCPEJCTBEHHO CTPaXOBILUKY TpeOOBaHUE O BO3MELIEHUN NPUUMHEHHOro Bpena. CTpaxoBas BbIILIATa
OCYILIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHHE TPHUJALATU JHEH €O JHS MPEACTaBICHUS HEOO0XOAMMBIX
JNOKyMEHTOB. [lanueHT, y4acTBOBABIINM B KIMHUYECKOM HUCCIEN0BAaHUU JIEKAPCTBEHHOIO IIpenapara, uiu
BBITOJIONIPHOOpETaTedh 0053aH COOOUIMTH CTPAXOBIIUKY JUIS OCYIIECTBICHHS CTPaXOBOW BBHIILIATHI
WH/IMBUYAJIbHBIA UACHTU(PUKAIIMOHHBIN KOJ| TAllUeHTa, YCTAHOBJIEHHBIN CTpaxoBaTelleM B COOTBETCTBUU
C TUIIOBBIMU NPaBUJIAMH 00S13aTEIBHOTO CTPAXOBaHUS.

12. Jlo MOJNHOrO ONpEeNeNeHHs pa3Mepa IMOAJIEKAIEr0 BO3MELIEHUIO Bpela CTPaxOBIIUK II0
3asBJICHUIO NAI[MEHTA, Y4aCTBOBABLUIETO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOIO IIpenapara, i
3asBJICHUIO BBITOAOIPUOOpETaTENs BIPABE OCYILIECTBUTh YAaCTh CTPAXOBOI BBIILIATHI, COOTBETCTBYIOILYIO
(bakTUYECKH ONpeeIeHHON YacTH MPUUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIIlJIaTa B  COOTBCTCTBHU C JOI'OBOPOM 00s13aTeNIHLHOTO CTPaxOBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, MPUYUTAIOINNUXCA IO APYTUM BHIaM CTPaxXOBaHH.

14. He pomyckaeTcs ydvacTMe TAlMEHTa B MPOBEIACHUM KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHHU JIOTOBOPA 00S13aTEIbHOTO CTPAXOBAHHSI.

15. KoHTponp 3a HCIOJIHEHHWEM OpraHMU3alMel, MOJY4YMBIIEH pa3pelleHuE Ha OpraHHU3alUIo
MIPOBEJICHUS KIIMHUYECKOIO MCCIIEI0BaHuUs JIEKApCTBEHHOIO Mpenapara Jyisi MEULUHCKOTO TPUMEHEHMUS,
YCTaHOBJICHHOI HacTosIIel cTaTheil 00S3aHHOCTU MO 00S3aTEIbHOMY CTPAaXOBAHUIO JKU3HHU, 370POBBS
ManueHTa, YJacTBYIOLIEro (y4yacTBOBABIIEr0) B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
mpernapara, OCYIIECTBISIETCS YIOJHOMOUYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTENBHOW BIACTH,
BBIIABILIMM pa3pellieHue Ha MPOBEIEHUE KIMHUYECKUX MCCIEI0BAaHUM JIEKApCTBEHHBIX IpPEnapaTroB JUIs
MEAULMHCKOTO IPUMEHEHMUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
Crtatbs 45. [Mpou3BoACTBO NeKapCTBEHHbIX CpeacTB

1. HpOI/IBBOIlCTBO JICKAPCTBCHHLIX CPCACTB JOJIKHO COOTBCTCTBOBATH Tpe6OBaHI/ISIM ImpaBuJI
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

HaJJIeXaIeld MPOU3BOJACTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (eiepallbHBIM OpraHOM
UCIOJMHUTENBbHOM BracTH. OcoOEHHOCTH Mepexo/ia MPOU3BOICTBA OTJCIIbHBIX JIEKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMH MPABHII HA/JICKAIIEH MPONU3BOACTBCHHON MPAKTUKH
yctaHaBiauBatotcst IIpaButensctBom Poccuiickoit ®denepanuu. Bpiaya 3akiro4yeHU O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHWSAM TPABHJ HaJJIekKAIIeH IMPOU3BOJICTBEHHOM
MPAKTUKU OCYILECTBISAETCS IO PE3YJIbTaTaM WHCIEKTUPOBAHMS IPOU3BOAUTENIEH JIEKAPCTBEHHBIX
CpPEACTB B MopslKe, ycraHoBiaeHHOM IIpaButensctBom Poccuiickon ®@enepauuu. Pasmep martel 3a
BbIIaYy 3aKIIOYEHHUS O COOTBETCTBUM IMPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IpaBUII
HaJUIeKAlled  IPOM3BOACTBEHHOM IPaKkTUKU  ycraHaBinuBaercs IlpaBurensctBoM  Poccuiickoi
®enepaunn. [lopsaok opraHuzanuy U NPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOJUTENEH JIEKAPCTBEHHBIX
CpPEeICTB Ha COOTBETCTBHE TpPEOOBAHMSM TIPAaBHJ HAJUICkKAIIeW TPOU3BOJACTBCHHONH IPAKTUKU
yctanaBiuBaercs [IpaButenscTBoMm Poccuiickoit @enepanuu.

(B pen. @enepanpubix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IlpousBoxacTBO JeKkapcTBEHHBIX cpelncTtB B Poccuiickoit denepanuu  OCYILECTBISIETCS
IIPOU3BOIUTEIISIMU JICKAPCTBEHHBIX CPE/ICTB, UMEIOIIMMU JIMIIEH3UI0 Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHE COOTBETCTBUS JIMLEH3MATa IIpaBUJaM HaJJIeKallel MpOou3BOJICTBEHHOM
IPAKTUKHU OCYILECTBIIAETCS B paMKax JIMLEH3MOHHOI'O KOHTPOJS B COOTBETCTBHM C 3aKOHO/ATEIILCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

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

2.1. Jns ueneil nMIEH3UPOBAaHUS NPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOTO
INPUMEHEHHUsST U HMHCIEKTUPOBaHMUS CYyOBEKTOB OOpAIlEHHUs JIEKAPCTBEHHBIX CPEJICTB HA COOTBETCTBHE
TpeOOBAaHUSAM TIPABUIT HAJISKAIIEH TPOU3BOICTBEHHON MPAKTUKHU (eiepalibHBIA OpTaH UCIIOJHUTEILHON
BJIACTH, OCYIIECTBIAIOIMN TIOCYAAPCTBEHHYI0 PErHCTpallMI0 JIEKAPCTBEHHBIX IPENapaToB Ul
MEIUIUHCKOTO TPUMEHEHHUS, TPEAOCTaBIseT (eepallbHOMY OpraHy HCIOJHUTEIBHONH —BIIACTH,
OCYILIECTBISIONIEMY (efepabHblii TOCYJapCTBEHHbIN JIMIEH3UOHHBIH KOHTPOJb JAEATENbHOCTU 10
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB I MEIULMHCKOIO NPUMEHEHHs, IO €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOI'0 MH(pOPMALIMOHHOTO B3aWMOJICHCTBUS B MOPSJIKE, YCTAaHOBICHHOM (eaepalbHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH, OCYIIECTBIIIOLIUM JULEH3UPOBAHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPeACTB sl MEIUIMHCKOrO TNpPUMEHEHHUs, U (eAepaJbHbIM OpPraHOM HCIOJIHUTENBHOM BJacTH,
OCYLIECTBJISIOIMUM TOCYIapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IMPENapaToB I MEIUIIMHCKOIO
IIPUMEHEHHUS], CIEAYIOLIUE CBEAECHHS O JIEKapCTBEHHBIX CPEACTBAX (B TOM YHUCIE B CIIy4aec, €CIIM TaKHe
CBEJICHUSI COCTABIISIIOT KOMMEPUECKYIO TaliHy):

1) B oTHOIIEHUH (papMalleBTUYECKON CyOCTaHIIMHN WU (hapMaleBTHUECKUX CYOCTaHLIUM, BXOASIIMX
B COCTaB JIEKAPCTBEHHOTO Mpenapara (3a UCKIIYeHHEeM (papMalleBTHUECKUX CyOCTaHIINM, BKIIOUEHHBIX B
TOCYJJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBMM €O cTaThei 34 HacTosIero
®denepalibHOTO 3aKOHA):

a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTYypa, o0IIre CBOUCTBA,
0) HauMEHOBAaHHE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTUs MPOU3BOJACTBA C OMHCAHUEM CTAJAUM MPOU3BOACTBA M METOAOB KOHTPOJISI HAa BCEX
CTaJusX MPOU3BOJCTBA;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

T') onucaHue pa3paboTKH MpoIecca MPOU3BOJICTBA;

1) OITUCaHNe KOHTPOJISI KPUTUYECKUX CTAMI MPOU3BOJICTBA U MPOMEKYTOUYHON MPOIYKIIHH;
€) IOKYMEHTaJIbHOE TTOITBEPXKACHUE (BaJIMIalIMs) MPOIIECCOB U (UJTM) UX OLIEHKA,

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA TPUMECEi;

1) cnernuukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIIECTBICHHH KOHTPOJISA KadyecTBa
(dhapmareBTUUeCKON CyOCTaHITNH;

JI) AOKYMCHTAJIbHOC MOATBCPIKIACHUC (BaJII/I[[aLII/Iﬂ) AHAIUTUYCCKUX METOJUK, HCIIOJIb3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBa q)apMaueBTqucxoﬁ CY6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAIH3a CepUil (hapMaIleBTHUECKOM CYyOCTaHIINN;

H) MIepeueHb CTaHAAPTHBIX 00pPa3llOB HIIM BEIIECTB, UCIIOJIBb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
Ka4yecTBa,

0) OMKCAaHNE XapAaKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYIIOPOYHBIX CPEJICTB;

1) IaHHBIC O CTA0MIIBHOCTH (PpapMaIieBTUIECKON CyOCTaHITHH;

P) CPOK TOJIHOCTH;

2) B OTHOILIECHUHU (papMaleBTUYECKUX CYOCTaHLMM, BXOIALINX B COCTaB JIEKAPCTBEHHOTO Mpernapara
U BKIIOYEHHBIX B TOCYAApPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUHU CO cTaThed 34
HacTosiero denepanbHOro 3aKoHa:

a) HaUMEHOBaHMe (apMalleBTUUECKON CYOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA;

0) HAaMMEHOBAaHUE U a/Ipec IPOU3BOAUTEIIS;

B) pe3yJIbTaThl aHAJIN3a cepuil papMalieBTUIECKON CyOCTaHIINM;

') CPOK TOJTHOCTH;

3) B OTHOIIEHUH JIEKAPCTBEHHOT'O Mpenapara il MeIUIIMHCKOTO IPUMEHEHUS:

a) OIMHMCAHUE U COCTaB JICKAPCTBCHHOTO ITperapara JJId MCAUIIUHCKOTI0 IPUMCHCHNA

06) omnucanue ¢apMaleBTUUECKOH pa3paboTku (0OOCHOBaHME BBIOOpa COCTaBa, IEPBHUYHOU
YIaKOBKH);

B) TEXHOJOTHUs IPOU3BOJACTBA C OMHCAHUEM CTAJUM MPOU3BOACTBA U METOAOB KOHTPOJISI Ha BCEX
CTaJUsX MPOU3BOJCTBA;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

I) ONHMCaHWE€ KOHTPOJS KPUTHUYECKUX CTaJuil Ipolecca IPOU3BOJACTBA U IPOMEKYTOUYHOU
IPOAYKIHIH;

J1) HAUMEHOBAHHUE U aJIpeC MECTa OCYLIECTBJICHUS MPOU3BOJCTBA JEKAPCTBEHHOIO Ipenapara JJis
MEIUIIMHCKOTO TPUMEHEHHS (B CJlydae HalW4us HECKOJbKMX YYaCTHMKOB IIpoliecca IPOM3BOACTBA
YKa3bIBACTCS KAXK/IbII U3 HUX);

e) (apmaneBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepuanbHBINA OalaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OMKMCAHUE XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPUAJIOB U YKYIOPOYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BAIHIAIKs) POIIECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;
1) TpeOOBaHUs K KAYECTBY BCIIOMOTaTEIbHBIX BELIECTB;

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJB3YEMbIC TIIpU OCYHICCTBJICHHUHN KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIMTUYCCKUX MCTOJUK, HCIIOJIb3YCMbIX IIPpHU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BEIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTeNIbHBIX BCIICCTB YCIOBCYCCKOI'O M >XHMBOTHOIO
IMPOUCXOKIACHUSA,

H) I/IHq)OpMaI_II/IH 00 MCIOJIb30BaHUN HOBBIX BCIIOMOTaTeIIbHBIX BCHICCTB,

p) TpeOoBaHMS K KauyecTBY JIEKQpCTBEHHOrO IIpermapaTa Uil MEAMIMHCKOIO NPUMEHEHUS
(ceprudukar, cienudukanys Ha JeKapCTBEHHBIHN Mpenapar U UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIPH OCYHMICCTBJICHUHW KOHTPOJIA Ka4YCCTBa
JICKApCTBCHHOTO IIperiapara JJIis1 MCAUTTHUHCKOTI'O TPUMCEHCHUS

T) JOKYMCHTAJILHOC MOATBCPIKACHHUC (BaJ'II/I]laIII/ISI) AHAIIUTUYCCKUX METOJUK, HUCIIOJbB3YCMBIX IIPpU
OCYHICCTBJICHUU KOHTPOJI Ka4€CTBaA JICKAPCTBCHHOI'O IIp€riaparta IJjist MCAULIMHCKOTO ITPUMCHCHU

y) pe3yJbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO TpernapaTa JUisi MEAMIIMHCKOTO MTPUMEHEHHS,
&) xapakTepucTHKa puMecei;

X) TMepeueHb CTaHJAapPTHBIX 00pa3loB, MCHOJIb3YEMBIX IMPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKApCTBEHHOTIO IIpernapara JJii MEIULIUHCKOTO IIPUMEHEHUS;

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MEJUIIMHCKOTO TPUMEHEHHUSI.
(uactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

3. IIpom3BoACTBO JIEKAPCTBEHHBIX CPEACTB OCYILIECTBISETCA C COONIIOJCHHEM TpeOOBaHUI
MPOMBIIIICHHOTO PETJIaMEHTa, KOTOPBIA YTBEPIKIACTCS PYKOBOJAMUTEIEM IPOU3BOIUTEINS JIGKAPCTBEHHBIX
CpPEeACTB W BKJIIOYAaeT B ce0s MepeueHb HCIOJb3YeMbIX (hapMaleBTHUECKUX CyOCTaHUUN W
BCIIOMOTATEIILHBIX BEIIECTB C YKa3aHHEM KOJIMYECTBA Ka)XJIOTO M3 HHX, NaHHBIE 00 HCIOIB3yeMOM
00OpYZOBaHUM, ONMCAHHE TEXHOJOTHYECKOTO Ipolecca M METOJOB KOHTPOJISI Ha BCEX JTamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTB.

4. Ilpu npou3BOJCTBE JIEKAPCTBEHHBIX MIPENAPATOB Il MEAULIMHCKOTO IIPUMEHEHUS UCTIOIb3YOTCS
(bapMarieBTUUECKHE CYOCTaHLMU, CBEIACHUS O KOTOPBIX COAEP)KATCS B TOCYJapCTBEHHOM peecTpe
JEKapCTBEHHbIX  CPEIACTB  JUIsl ~ MEAMLMHCKOIO IpUMEHEHUss W (WIM) €IUHOM  pEecTpe
3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeICTB EBpa3suiickoro 53KOHOMHUYECKOTO CO03a, 338 UCKIIOYCHUEM
(bapMareBTHYECKIX CyOCTaHIIMNA, MPOU3BOAUMBIX ISl IPOBEACHHUS KIMHUYECKUX HUCCIICAOBAHUHN U (MIIN)
g okcnopra. [Ipm mpou3BOACTBE JEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO ITPUMEHEHHS
UCHOJIB3YIOTCS (hapMalleBTUUECKHE CYOCTaHLIMHU, CBEACHUS O KOTOPBIX COJEP’KATCA B rOCYAapCTBEHHOM
peecTpe JEeKapCTBEHHbIX CPEACTB Ul BETEPUHAPHOIO NMPUMEHEHUs, U (MJIH) rocy1apCTBEHHOM peecTpe
JIEKapCTBEHHbIX  CPEACTB  JJIS  MEAMIMHCKOIO  IMpPUMEHEHMs, U  (WIM) eAUHOM  peecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenaparoB EBpa3uiiCKOr0 3KOHOMHUYECKOTO
cow3a, M (WIM) €AMHOM pEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro
HSKOHOMHUYECKOI0 COI03a, 3a MHCKIYEeHHEM (apMaleBTUYECKUX CyOCTaHIMH, HPOU3BOJUMBIX IS
MPOBEACHUS KJIMHUYECKUX HCCIeqoBaHUM W (Wiam) Ui skcnopra. K mporeccy Npou3BOACTBA
(bapMarieBTUYECKON CyOCTaHIIMU OTHOCATCS JIF0ObIE CTaAMU TEXHOJIOTHYECKOT0 Mpoliecca, MO3BOJISIONIIE
MOJyYUTh TOTOBBIM MPOIYKT, COOTBETCTBYIOUIMI TPeOOBaHUSM (apMaKONEHHONW CTaThbH, B TOM YHCIE
(bepMeHTanus, SKCTPaKIMs, OYUCTKA, BbIACICHUE, IepEeKPUCTAIIIN3allMs, BEICYIIIMBAHNE, U3MebUeHue. B
cilyyae HEOOXOJMMOCTH HCIOJB30BAHUS OSTHIOBOTO CIUPTA, B TOM 4YHCIe (hapMaleBTHIECKOM
CyOCTaHIIMM CIHPTA 3TWIOBOrO (3TAHOJIA), NMPH IPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB B KauyecTBE
JEMCTBYIOLIETO U (WIK) BCIIOMOTaTEeNIbHOTO BELIECTBA, a TAK)KE B MHBIX TEXHOJIOTMYECKHUX LESIX JOJKHA
OBITh UCIOJIB30BAHA TOJIBKO (hapMaleBTHUECKasi CyOCTaHLMs CIIMPTa STUIIOBOTO (3TAaHON).

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03, ot 24.07.2023 N 341-D3)

4.1. TlepeueHb JEKApCTBEHHBIX MpENapaToB i METUIIMHCKOTO TMPUMEHEHHUS, B OTHOIICHUU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHHS K OOBEMY Taphl, YIaKOBKE M KOMIUIEKTHOCTH, NEpeYeHb
JIEKapCTBEHHBIX MIPEMapaToB sl BETEPUHAPHOTO MPUMEHEHHUSI, B OTHOIIIEHUH KOTOPBIX YCTaHABIUBAIOTCS
TpeboBaHusI K O0BEMY Tapbl, a Takke TpeOoBaHUA K 00BEMYy Tapbl, YMAKOBKE W KOMIUIEKTHOCTH
JIEKApCTBEHHBIX TMpPENaparoB JUId MEAMIIMHCKOTO TPUMEHEHMs, TpeOoBaHUs K O0BEMY Tapbl
JIEKApPCTBEHHBIX NPENapaToB JiI BETEPUHAPHOTO MPUMEHEHUs OMNPENENsIOTCS COOTBETCTBYIOIIMMHU
YIOJIHOMOYEHHBIMH (peZiepaTbHBIMU OpTraHaMU MCIIOJHUTEIHHOM BJIACTH B TOPS/IKE, YCTaHOBJIEHHOM
[IpaBurenscTBOM Poccuiickon denepanuu.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzaiuy, OCYIIECTBIISIONINE IMPOU3BOACTBO (hapMalleBTUUECKONW CYOCTaHIMU CIHPTa
STWJIOBOTO (3TaHOJa) JAJsl MPOU3BOJCTBA CHHUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IpenapaToB, 00s3aHBI
OCYILIECTBIATh YUET B MOPsJIKE, YCTAHOBICHHOM cTaThsiMu 8§ U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryaupoBaHUU TPOU3BOACTBA M 000POTA STUIOBOTO CIIHPTA,
aJIKOTOJIBHOM M CIHPTOCOJEpKalle NPONYKIMM M 00 OrpaHHYEeHUH NOTpeOsieHus (pacriuTus)
ankorojpHOM nponykuu'". [IponsBoacTBo papmaneBTHUECKON CyOCTaHIIMU CIIUPTA 3TUIIOBOTO (ITAHOIA)
JOMYCKAeTCsl TOJBKO OpraHu3alMeil, OCYIIECTBISIONICH NMPOU3BOACTBO PEKTU(HUKOBAHHOIO STHUIIOBOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

CIMpTa W3 IMILEBOIO ChIpbs HAa OCHOBAaHWM JIMLEH3MM Ha IPOMU3BOJACTBO 3TWIOBOIO CIMpTa AJIs
IIPOU3BOJICTBA (hapMaleBTUUECKOM CYOCTaHIIMM CIHPTa 3TUIOBOrO (3TaHONA) B COOTBETCTBUHM C
TpeboBanusimMu DexnepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBEHHOM
peryJaupoBaHUM MPOMU3BOJACTBA M 000OpPOTa STHIOBOIO CIUPTA, AJKOTOJBHOW M CHUPTOCOAEpIKallei
OPOAYKIMM ¥ 00 OrpaHMYeHHH MOTpeOneHuss (pacluThsi) aIKOTOJIBHOM NpoayKuuu'", METOI0M
pa3Be/ieHUs] BOJIOM OUYMILEHHON TaKoro 3TWJIOBOIO CIIUPTA, MIPOM3BEAECHHOIO JJAaHHOM OpraHu3anuei mo
MECTY OCYIIECTBICHUS IPOU3BOICTBA (PapMaleBTUIECKON CyOCTaHIIMK CIIMPTA STHJIOBOTO (3TAaHOIA).
(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. deaepanibHOro 3aKOHA OT
27.12.2019 N 481-03)

4.3. VaauBuayabHbIC TPEANPUHUMATEIN U FOPUAMYECKHE JIMIA, OCYIIECTBISIONIME 3aKyNKy H
UCIOJIb30BaHUE (hapMarleBTHUECKON CyOCTaHIIMHM CIHMPTa THIIOBOTO (ITAaHOJA), a TaKKe MPOU3BOJICTBO,
M3TOTOBJICHHE W (WiaM) o00OpOT (32 MCKIIOUYEHHEM PO3HUYHOM TPOAAXH) CHUPTOCOACPIKAIIIX
JICKapCTBCHHBIX IPENapaToB, O0S3aHbl OCYMIECTBISITH HMX Yy4eT W JICKIAPUPOBAHUE B TIOPSKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa or 22 HosiOps 1995 roma N 171-d3 "O
rOCy/IapCTBEHHOM PETYJIMPOBAHUHM TIPOM3BOACTBA M 00OpPOTa ASTHJIOBOTO CIHUPTA, AIKOTOJIBLHOW W
CIIHUPTOCOJICPIKAIIEH MPOJYKIUU ¥ 00 OTPaHUYCHUU MOTPeOICHHS (PACTIUTHSI) aJTIKOTOJIBHON TPOIYKIIHH" .
(uactb 4.3 BBeeHa DenepasibHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouM3BOACTBE JICKAPCTBEHHBIX MpPENapaToB /sl BETEPUHAPHOTO IPHUMEHEHUS
JOMYCKAETCsl HCIIOJIb30BAaHUE TPOU3BEIACHHBIX Ui peanu3anuu  (papManeBTHUECKUX CyOCTaHIINH,
BKJIIOUCHHBIX B TOCYJAPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEJCTB YIOJIHOMOYCHHBIM (elepalbHbIM
OpPraHOM  HUCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOIIMM BEAECHHE TOCYIApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB IJISI MEAUIUHCKOTO MPUMEHEHHS.

(uactb 4.4 BBeneHa DenepasibHbIM 3akoHOM 0T 02.08.2019 N 297-03)

5. 3anpermaercs MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJICTB, CBEIACHHS O KOTOPBIX HE COAEPKATCA B I'OCYIAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPEJICTB JJs MEIUIMHCKOIO NpPUMEHEHHs, U (MJIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB Ui  BETEPUHAPHOTO  MPUMEHEHMs, W  (WIM) €IUHOM  peecTpe
3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro sSKOHOMHUYECKOTO CO03a, U (MIIN) €MHOM
peecTpe  3aperuCTpUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  HpernaparoB  EBpasuiickoro
SKOHOMMYECKOTO CO03a, 332 MCKIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAMMBIX JUISI IPOBEACHHUS
KJIIMHUYECKUX MCCIIEOBAHUM UITH JUIsl SKCIIOPTA;

(m. 1 B pen. @enepanbpHoro 3akona ot 24.07.2023 N 341-D3)

2) anbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) nexapcTBEHHBIX CPEJACTB 0€3 JIMIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) neKapCTBEHHBIX CPEICTB C HAPYIICHHEM TPaBWJI OPTaHHW3allid TMPOW3BOJCTBA W KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy. - ®enepanbHblif 3akoH oT 27.12.2019 N 481-D3;

6) cHnupTOCOAEPKAIMX JIEKAPCTBEHHBIX MPENnapaToB MO MECTY OCYILECTBJIEHUS IPOU3BOACTBA
(dapmalneBTUUECKO CyOCTaHIMM CIHUpTa 3TUIOBOrO (dTaHONAa) U (WIM) MO MECTY OCYIIECTBIICHUS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MIPOU3BOJICTBA ITUIIOBOTO CITUPTA;
(. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Koncynsrantlntoc: npumeqanue.

®enepanbHbiM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOM penakuuu, Hopma I. 1.1 ct. 14.1 crapoit penakuuu @3 cooTBeTCTBYET HOpME II. 2 cT. 14.1
HOBOW peJlaKkIUu.

7) dapmaneBTHUECKON CyOCTaHIIMM CIIHPTA 3TUIOBOTO (3TaHONA) W (WIM) CHUPTOCOISPIKAIINX
JIEKapCTBEHHBIX IpEnapaToB Ha OCHOBHOM TEXHOJOTMYECKOM OOOpYJOBaHUU JJisi IPOU3BOICTBA
STHJIOBOTO CIHMPTA, yKazaHHOM B myHKTe 1.1 ctateu 14.1 ®@enepanpHoro 3akoHa ot 22 Hosops 1995 roxa
N 171-®3 "O rocymapCTBEHHOM pEryJupOBaHUW IPOU3BOJICTBA W 000pOTa STUJIIOBOTO CIIHPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpKallel MpOAYyKIMM M 00 OrpaHMYeHUM MOTpedsieHus (paciuTus)
AJIKOTOJIbHOM MpoAayKIuu".

(. 7 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TIPAXKAAHCKUNA O00OpPOT YIOIHOMOYEHHOE JIUIO
MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIACT NOATBCPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU HUX TOCYJApPCTBEHHOW pErucTpalyy, U TapaHTUPYeT, 4To
JICKApCTBCHHBIC CpCACTBAa IPOU3ZBCACHBI B COOTBCTCTBUU C Tpe6OBaHI/I$[MI/I ImpaBuUJI H&I[JIC)K&IIICﬁ
IIPOU3BO/ICTBEHHOM MPAKTUKH.

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

7. YHOJIHOMOYEHHBIM JIMIOM MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB SIBISETCS €ro PabOTHHK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJIHUTEIBHOW BIIACTH
HOPSZKE M UMCIOLINIT CTaXX pabOThl HE MEHEE YeM IIATh JIET B 00JACTH MPOU3BOACTBA U (FJIH) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00Pa30BaHUE COOTBETCTBEHHO 10 OJTHOI M3 CIIEIHAIbHOCTEH
u (WIM) OJHOMY U3 HAampaBJICHUWH MOJATOTOBKH: OWONOTHSA, OWOTEXHOJIOTHS, BETEpUHApUS,
BETCPHHAPHO-CAHUTAPHAS OKCIEPTH3a, KIMHUYECKAas MEIUIMHA, paJUallMOHHAs, XHMHYecKas |
Ouonoruyeckas 3amura, papmarys, GyHIaMeHTalIbHas METUIIMHA, XUMUYECKast TEXHOIOTUS, XUMHUSL.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-D3)

8. Ilpon3BonuTeNnu JEKapCTBEHHBIX CPEICTB (3a HCKIIOUEHHEM (papMaleBTUYeCKON CyOCTaHLUU
CIIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISATH MPOAAXKY JICKAPCTBEHHBIX CPEJICTB WIIH ITE€pPEaBaTh
UX B YCTAaHOBJIEHHOM 3aKOHOJIaTenbCTBOM Poccuiickoit deneparyu nopsake:

(B pen. denepanbHOTro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUISl TPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;
2) opraHu3anysM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alusAM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3aluiaM, HWHIAWBUAYAJIbHBIM
npeaApuHUMATEIAM, UMCIOIIHNM JIMIOCH3UIO Ha Q)apMaueBTquCKy}o JCATCIIBHOCTh HWJIM JIMIICH3WIO Ha
MCIUIHUHCKYIO NCATCIBHOCTD;

4) Hay4HBIM OpraHU3aLUsIM JI1 HAyYHO-UCCIIeI0BaTENbCKONW paboThI;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

5) MEIULIMHCKUM OpraHU3alysM U BETEPUHAPHBIM OpraHU3aLUIM;

6) OpraHu3anusM W WHAMBHIYAIBHBIM TMPEANPUHUMATEISIM, OCYIIECTBIISIONIMM pa3BeICHHE,
BBIpAIlMBaHUE U COJEP)KAaHHE >KUBOTHBIX (32 MCKIIOYCHHEM TMPOJAKH WM (apMalieBTUIECKUX
CyOCTaHIIMI WK UX TIepeadHn ),

(n. 6 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) WcHbITaTeNbHBIM JlabopaTopusiM (IIEHTpaM), MPOBOIAIIMM HCHBITAaHHS B OOJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AaKKPEIUTOBAHHBIM B COOTBETCTBHU C 3aKOHOJATEJIbCTBOM
Poccutickoit deneparuu 00 akKpeIUTAIIMK B HAITMOHAJILHON CUCTEME aKKPEIUTAIIHH.

(n. 7 BBeneH PenepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpoumsBoaurenu QapMamneBTUYECKON CyOCTaHIIMU CHOUpPTa ATHIOBOTO (3TaHONA) OO0s3aHbBI
OCYIIECTBISITh pean3anuio (1epeaady B yCTaHOBICHHOM 3aKOHOJATelIbcTBOM Poccuiickoit deneparyu
nopsiike)  (hapmaneBTHYECKOW  CyOCTaHIIMM  CHOUpPTAa  ATHJIOBOTO  (3TaHOJA)  TPOM3BOIUTEISIM
JICKApPCTBCHHBIX CPCACTB AJId ITPOU3BOACTBA JICKAPCTBCHHLIX CPCACTB, MPOU3BOAUTCIIAM (I/I3FOTOBI/IT€JI$IM)
MEIUIUHCKUX U3ICIUH JIJIsl IPOU3BOJICTBA U U3TOTOBJICHUS MEAMIIMHCKUX U3IEIIUI B EMKOCTSIX 00BEMOM
He Oonee 1 mutpa n (wnm) He menee 1000 IUTPOB, a OpraHU3aMsAM, YKa3aHHBIM B IyHKTax 3 - 5 u 7
YacTH 8 HACTOSIIEH cTaThH, B TApe 00beMOM He OoJiee 1 auTpa.

(uactp 9 BBenmena denepanbHbiM 3aKoHOM 0T 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT

27.12.2019 N 481-®3, o1 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peamuzanusa (mepenada B YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®depepannu
nopsnake) (QapManeBTUYECKOW CYOCTaHIIMM CHHpPTAa STUIOBOTO (3TaHONA) OpraHU3alusIM OINTOBOM
TOPTOBJIN JICKAPCTBEHHBIMH CPEJICTBAMH HE JOITYCKACTCSI.

(uacth 10 BBegena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMM CIMPTA ATHIOBOTO (3TAHOJA) OCYIIECTBIISIIOTCS C
coOnoieHeM TpeOOBaHMM, YCTAaHOBJEHHBIX a03alleM 4eTBEpThIM MyHKTa 3 crathu 9 DenepaiabHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjiMpOBaHUM IMPOU3BOJICTBA U
0o0opoTa 3THJIOBOTO CHMPTa, AJKOTOJBHOM M CHHpTOCOJEpKamiell NpOoAyKIHMH M 00 OrpaHUYeHUH
noTpebsieHus (pacuTHs) aIKOT0JIbHOM MpoayKiuu'.

(uacth 11 BBegena PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CPeacTB

1. JlekapCTBEHHBIE Ipenaparbl, MPOLIEIIINE IOCYJapCTBEHHYIO PETHCTPAalMI0 B COOTBETCTBHM C
TpeOoBaHUsAMHU HacTosmero denepaabHOrO 3aKOHA, 32 HCKIIOYEHHEM JICKApCTBEHHBIX MPENapaToB,
W3TOTOBJICHHBIX ~ aNTEYHbIMH  OpPraHM3alUsAMH, BETEPHUHAPHBIMH  alTE€YHbBIMM  OpraHU3alMsIMU,
HHAWBUAYAJIbHBIMHA NPEANTPUHUMATCIIAMA, UMCIOIIUMU JIMICH3HUIO HA q)apMaIIeBTI/I‘-IGCKYI-O JACATCIIbHOCTD,
JIOJDKHBI IOCTYMATh B 0OpalleHue, eciu:

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

1) Ha WX NEepBUYHOM YMAaKOBKE (32 HUCKIIOYEHHUEM MEPBUYHON YIMAKOBKH JIEKAPCTBEHHBIX
PacTUTENBHBIX IMPEnapaToB) XOPOIIO YUTAEMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBAaHHE
JIEKapCTBEHHOI0 Ipenapara (MeXIyHapoOAHOE HENAaTEHTOBAHHOE, WJIM TIPYINIUPOBOYHOE, WIH
XUMHUYECKOE, UM TOPrOBO€ HAUMEHOBAHME), HOMEP CEPHH, JaTa BbITycKa (151 IMMYHOOMOJIOTUYECKUX
JIEKapCTBEHHBIX IMpEenapaToB), CPOK T'OJHOCTH, J03UPOBKA MM KOHIIEHTpalus, 00beM, aKTMBHOCTb B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

€IMHUIIAX JCUCTBUS WIH KOJIMYECTBO J103;
(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (NMOTPEOUTETHCKOM) YMAaKOBKE XOPOIIO YUTAEMBIM MIPHPTOM HA PYCCKOM
S3bIKE yKa3aHbl HaMMEHOBAHME JIEKAPCTBEHHOTO Ipemnaparta (MeXIyHapOJHOE HENaTeHTOBAHHOE, WU
TPYNIIUPOBOYHOE, WM XUMHUYECKOE M TOProBOE HAMMEHOBAHUs), HAMMEHOBAHUE IPOU3BOJUTEIS
JIEKapCTBEHHOI'O Iperapara, HOMep CepuH, J1aTa BBITyCKa (151 IMMYHOOUOJIIOTUYECKUX JIEKaPCTBEHHBIX
MpermapaToB), HOMEpP PErHCTPAIMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCO0 MPUMEHCHHS,
JO3UPOBKA WM KOHLIEHTpalus, o0beM, aKTUBHOCTh B €IMHUIIAX JEHCTBUS JIMOO KOJIWYECTBO 103 B
YIaKOBKe, JIKApCTBEHHAs (hopMa, YCIOBUS OTITYCKA, YCIOBHS XPAHCHHUS, IPEIYIPEAUTEIHLHBIC HAMICH.
(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-D3)

2. ®dapMareBTHUECKUE CYyOCTaHIIMU JOJDKHBI MOCTYNaTh B OOpallleHue, €ciau Ha UX MEePBUYHOM
YIIaKOBKE XOPOILIO YUTaeMbIM IIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (hapMalleBTUYECKOM
Cy6CTaHIII/II/I (MemnyHapozmoe HCIMMAaTCHTOBAHHOC, WJIM TPYHNIIMPOBOYHOC, WJIIM XUMHUYCCKOC W TOPTOBOC
HAaUMEHOBAHMSI), HAUMEHOBAHHE MPOU3BOAUTENS (papMaleBTUUECKON CyOCTaHIIMU, HOMEp Cepuu U Jara
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W €AWMHUIBI UBMCPCHUA KOJINYCCTBA, CPOK I'OJHOCTHU U YCJIOBHA
XpaHEHHUSI.

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

3. .HeKapCTBeHHBIe CpeAcCTBA B KaUCCTBC ChIBOPOTOK JOJI’KHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHHEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MbI KPOBH, OPraHOB U TKaHeH KOTOPOIr0 OHH! IIOJYUCHBI.

4. Ha BTOpHuHYIO (ITOTPEOUTENILCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJIYUYEHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKAaHEW deNOBEKa, JODKHA HAHOCUTHCS Haanmuch: "Antutena k BUY-1,
BHMY-2, x Bupycy renarura C 1 IOBEpXHOCTHBIM aHTUT€H BUpYyca rernarura B orcyrcreyror”.

3. Ha  nepBuunyro YIaKOBKYy W BTOPUYHYIO (MOTpeOUTENBCKYIO) YIIaKOBKY
pannodapmalneBTHYeCKUX JIEKapCTBEHHBIX CPEJCTB JOHKEH HAHOCUTBHCS 3HAK PaJMallMOHHON OMAaCHOCTH.

6. Ha BropuuHyto (MoTpeOUTENbCKYI0) YIMAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX IMpenapaToB
IOJDKHA HAHOCHUTHCSI HaAmUCh: "I 'oMeonaTuueckuii".

7. Ha BrOpuuHyl0 (NOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IIPErapaToB
JOJKHA HAHOCUTBCA Haanuch: "[Ipoaykuus npouuia painalnoHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyr ymakoBKy (€ciyd Il ITOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX MIPEMapaTroB, MpeaHA3HAYCHHBIX IS
KIIMHUYECKUX MCCIICAOBAHNUM, TOJKHA HAHOCUTHCS HAIMUCh: " J{JIT KTMHUYECKUX MCCIeA0BaHNM".

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

9. VmnakoBka JICKApPCTBCHHBIX CPCACTB, MNMPEAHA3HAYCHHBIX HWCKIOYHUTCIBHO IJId JKCIIOpTa,
MapKUpyCTCA B COOTBCTCTBUU C Tpe60BaHI/IHMI/I CTpaHbI-UMIIOPTEpPA.

10. Ha TtpancmopTHyr Tapy, KOTopas HE NpeaHa3HadeHa il MOTpeOuTeraeii M B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEJICTBO, JIOJDKHA HAHOCUTHCS HHPOpPMAaLUs O HAHUMEHOBAHWUHU, CEpUU
JIEKapCTBEHHOI'O CpPEJICTBA, JaTe BbIYCKAa, KOJWYECTBE BTOPHYHBIX (ITOTPEOUTENBCKUX) YHAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMTENE JIEKAPCTBEHHOI'O CPEJCTBA C YKAa3aHHMEM HAaUMEHOBAHUSA U
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MECTOHAXO0XKICHUS IPOU3BOIUTEIS JICKAPCTBEHHOTO CPEJICTBA (3IpeC, B TOM UKCIIE CTpaHa U (UIIU) MECTO
MIPOU3BOJICTBA JICKAPCTBEHHOT'O CPEJICTBA), a TAKXKE O CPOKE TOJAHOCTH JICKAPCTBEHHOTO CPEICTBAa M 00
YCJIOBUAX €0 XpaHCHUA U IICPECBO3KU, H€O6XO[[I/IMBIC npeaynpeaAUTCIbHBIC HAAIINCU U MAHUITYJIATOPHBIC
3HAaKH.

11. Ha nepBuuHyl0 yNakoBKYy M BTOPUYHYIO (IOTPEOUTENHCKYIO) YIAKOBKY JIEKApCTBEHHBIX
CPEACTB JJsl BETEPUHAPHOIO INPUMEHEHHUs JOJDKHA HAHOCUTbCA Haamuchk: "Il BeTepHMHapHOro
IIpUMEHEHU".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKaPCTBEHHOIO IIpernapara HaHOCHUTCSA
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWU ®EOEPALIUK
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro depgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB 3 Poccunckon ®epepauumn
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto @enepanuio OCyIIECTBISETCS B IMOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepannu, B COOTBETCTBUM C aKTaAMH, COCTaBIISIFOILIMMU

npaBo Coro3a, 1 (W) 3aKoHOIaTeNbCTBOM Poccuiickoii dexepanuy 0 TAMOKEHHOM PETYJIMPOBAHUY.
(B pen. Denepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynsrantllntoc: npumeyanue.
Jo 31.12.2024 poccuiiCKHUM NPOU3BOJUTENSM PA3PEIICHO B YBEJOMMTEIBHOM IOPSAIKE BBO3UTH HE
BHECEHHBIE B peecTp (apMmaleBTUYeCKUe CYOCTaHIMM JUId BETEPUHAPHOTO NPUMEHEHUs JUIs

MIPOM3BOJICTBA 3apETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeAcTB (Ilocranosnenne IlpaButennctBa PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyto ®enepariio JIeKapCTBEHHBIE CPEJCTBA JIOJKHBI COACPKATHCS B
rOCyJapCTBEHHOM pEEeCTpe JIEKAPCTBEHHBIX CPEJCTB, WJIM €IMHOM pEeCTpe 3aperucTpUpOBAHHBIX
JICKapCTBEHHBIX  CPeACTB  EBpPa3suMHCKOro  3KOHOMHUYECKOTO  COI03a, MM  €IWHOM  PEECTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3niickoro >KOHOMUYECKOIO
CO03a.

(B pen. ®enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®d3)

3. Jlomyckaercs BBO3 B Poccuiickyro ®enepanuio KOHKPETHOM NMapTHM 3apETHCTPUPOBAHHBIX U
(uu)  He3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IMpEIHAa3HAYEHHBIX JUIsl  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, MPOBEIEHUS HAYYHBIX M HHBIX MCCIEIOBAaHUM, MPOBEIEHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPENapaToB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIf
OCYILIECTBIIEHUS FOCY1apCTBEHHONW PErvCTpalii WIK PErUCTpaliy JIEKapCTBEHHBIX NIPENapaToB WK AJIs
OKa3aHusl MEAMIIMHCKOW MOMOIIM IO >KU3HEHHBIM IOKa3aHHUSIM KOHKPETHOTO IMalMeHTa Ha OCHOBaHUU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

paspCiiCHud, BbIAAHHOTO YIOJHOMOYCHHBIM q)ellepaHLHBIM OopraHomM HWCITIOJTHUTEIBHOM BJIACTH TIO
3asBJICHUSIM JIMI, YKa3aHHBIX B crartbe 48 Hacrosmiero denepaabHOTo 3akoHa. PaccmoTpeHHe Takoro
3asBJICHUS M IPUHATHE pEIIEHUs O BbIJAYE PA3PELICHHsT Ha BBO3 KOHKPETHOW IapTUU
3aperHCTPUPOBAHHBIX M (MJIM) HE3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPENICTB, MPEIHA3HAYCHHBIX IS
pa3pa60TKH JICKAPCTBCHHBIX CPCACTB, IPOBCACHHA HAYYHLBIX W HWHBIX HCCJIGIIOBaHHﬁ, IMPOBCACHUA
KJIMHUYECKUX HCCIIeIOBAaHUM JICKApCTBEHHBIX IPENapaTroB, MPOBEICHHUS SKCHEPTH3bI JIEKAPCTBEHHBIX
CPEACTB JJsi OCYIIECTBJICHUS TOCYAAapCTBEHHOW pErHCTpallid WM PETUCTPAIMU JIEKAPCTBEHHBIX
IpenaparoB WM JUIl OKa3aHWsS MEAMIUHCKOM IOMOIIM IO JKU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO
naruenTa Ju0o 00 0TKa3e B BbIJau€ YKa3aHHOTO pa3pelieHHsi IPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
ATy pabounx aueil. [lnara 3a Beauy yKa3aHHOTO pa3penIeHus] He B3UMACTCH.

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

3.1. Yrparun cuny c 1 auBapsa 2024 roaa. - ®enepanbusiii 3aKoH oT 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2024 roma mormyckaroTcst BBO3 Ha Tepputopuio Poccuiickoii @enepannu u
oOpamenue B Poccuiickoit denepanuu ¢ ydyeToM OCOOEHHOCTEH, ycTaHOBJIEHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®epepannu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMAapaToB sl MEAUIIUTHCKOTO
MPUMEHEHUS B YIIaKOBKaX, MpeIHa3HaYeHHBIX ISl 0OpalleHus B UHOCTPAHHBIX FOCYAapCTBaX, B Ciydae
neeKTyphl JIEKapCTBEHHBIX IMPENaparoB WIM PHUCKa €€ BO3HUKHOBEHUS B CBS3UM C BBEJICHHUEM B
otHoweHun Poccuiickoit denepaiuu OrpaHUYUTENIBHBIX MEP 3KOHOMHUYECKOIO0 XapakTepa IMpHU yCIOBUU
COOTBETCTBUSl BBO3HMBIX JICKAPCTBEHHBIX IIPEMapaToB TpeOOBAaHUSAM, YCTAHOBICHHBIM TIPH HUX
perucTpanuu, 3a UCKIIOYCHHEM TpeOOBAaHUN K IMEPBUYHON YIIAKOBKE, BTOPUYHOU (MOTPEOUTENHCKON)
YIAKOBKE, a TaKXke IMPU HATUYUU Ha BTOPUYHOM (TOTPEOUTENIHCKOM) YIAKOBKE JIEKAPCTBEHHBIX
MpenapaToB, HAXOIAIIMXCS B OOpalleHWH, CaMOKJISSAIIEHCS STHUKETKH, cojaeprkarieii mHdopmaiuo o
JIEKApCTBEHHOM IIpernapaTe Ha pPyCCKOM SI3bIKE.

(dactp 3.2 BBeneHa DeaepanbHbIM 3aKOHOM OT 26.03.2022 N 64-03; B pen. denepalbHOr0 3aK0HA OT
19.12.2022 N 519-®3)

3.3. Homyckatorcst BBo3 B Poccuiickyro ®denepanuio u oOpamenue B Poccuiickoit deneparuu ¢
y4eTOM 0COOEHHOCTEH, YCTaHOBJICHHBIX IIpaBuTenscTBOM Poccuiickoi denepanny,
3apETUCTPUPOBAHHBIX ~ OPUTMHAIBHBIX  OpP(QAHHBIX  JIGKAPCTBEHHBIX  IpemaparoB U (WIH)
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IMPENapaTtoB [UIsi MEAMIMHCKOIO TNPUMEHEHHs B TEYEHHE
NBEHAALIATH MECALEB IOCle JaTbl UX perucrpanuu B Poccuiickoii ®Penepanuu B yNaKOBKaXx,
MpeHa3HAYEHHBIX JUIsl OOpalleHusi B HWHOCTPAaHHBIX TOCYAApCTBaX, HpPH YCIOBHUM COOTBETCTBHUS
BBO3UMBIX JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOIO IPUMEHEHHs TpeOOBaHUAM, YCTaHOBICHHBIM
IpU UX perucTpanuu, 3a UCKIIOYEHHWEM TpeOOBaHMM K TEPBUYHOM YMAaKOBKE, BTOPUYHOU
(moTpebuTeNbCKO) yMakoBKe, M TpU HAIMYMM Ha BTOPUYHOH (MOTpEOUTENBCKOM) yMakoBKe
JIEKapCTBEHHBIX IMPErapaToB s MEIUWLUHCKOIO TPUMEHEHHs, HaXoAsIIMXcsi B oOpallleHuw,
caMOKJIesIIeics 3TUKETKH, cojiepKaliei MHpopMaIiio o JIeKapcTBEHHOM Ipernapare /Ui MEAUIIMHCKOTO
IIPUMEHEHUS Ha PYCCKOM si3bIKe. B OTHOIIEHNHN AaHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJIOKEHUs yacTu 7 cratbu 9 m yacrend 1 u 2 crateu 52.1 HacTosmero denepanbHOro 3akoHa.

(dactp 3.3 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro @enepanuio MOKHO BBO3HMTH JIEKAPCTBEHHBIE CPENCTBA, KAYECTBO KOTOPBIX
MOATBEPHKIEHO  CEpTU(HUKATOM  MPOU3BOAUTENS  JIGKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIOMIMM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHHIM, YCTAHOBJICHHBIM MPH UX PETUCTPALIUH
WJIY TIPOBEJIEHHUH MIPOLIEAYD, CBSI3AHHBIX C PETUCTpALUEH.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

5. 3anpemaercst BBo3 B Poccuiickyro @enepanuio GparbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEZ00POKAYECTBECHHBIX JIEKAPCTBECHHBIX CPEICTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. danpcuduuupoBaHHbIE JEKAPCTBEHHBIE CPEIACTBA, HENOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE
CPEICTBA MOJUIKAT U3BATHIO U TOCIIEAYIONIEMY YHHUTOXKEHHIO WK BbIBO3Y U3 Poccuiickoii denepanum,
KOHTpa(I)aKTHBIe JICKAPCTBCHHLBIC CPCACTBA - U3BATHUIO U MOCICAYIONIEMY YHHUYTOKCHHUIO. YHUYTOXCHUEC
win  BeIBO3 u3 Poccuiickoit  ®epepauun  panbcupUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPE/CTB,
HE0OPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPA(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISICTCS 3a CYET JIMIA, OCYIIECTBHBIIETO WX BBO3. [lOpSIOK YHHUYTOXKEHUS HUIBITHIX
(banbCcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycraHaBiuBaercs [IpaButenscrBom Poccuiickoit @enepannu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluna, ocymectBistomme BBo3 B Poccuiickyro  ®Denepanuio  haibCUPUITMPOBAHHBIX
JIEKapCTBCHHBIX ~ CPEJICTB, HEAOOPOKAYECTBCHHBIX  JIGKAPCTBEHHBIX  CPEJACTB, KOHTpadaKTHBIX
JICKApCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BriBO3 nekapcTBEeHHBIX cpeacTB U3 Poccuiickoit @enepaiiiy OCyIIeCTBISETCS B COOTBETCTBUH C
aKTamM, cocraBsomumMu npaBo Coro3a, W (iam) 3akoHoaarenbcTBOM Poccuiickoit denepanuu o
roCyAapCTBEHHOM PEryJUpPOBAaHUN BHEITHETOPTrOBOU IEATEIBHOCTH.

(uactb 8 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHCKuii 000pOT JIEKAPCTBEHHBIX MPENApaToOB ISl MEIUIIMHCKOTO NMPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro deaeparuio, OCyECTBISIETCS ¢ COOM0IeHuEM TpeOOBaHUM, YCTAaHOBICHHBIX
cratbeil 52.1 Hacrosmero @eaepabHOTO 3aKOHA.

(uacth 9 BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynprantlntoc: npumedanue.

Y. 10 ct. 47 He pacnpocTpaHseTCA Ha CEPUH JIEKAPCTB /JIs1 BETEPUHAPHOIO MPUMEHEHHsI, BBEJICHHbIE B
rpaxaanckuii oobopotr g0 01.09.2023, koTopsie MOIIEKAT NMPUMEHEHHIO O HMCTEUEHUS CPOKa HX
rogHoctH (D3 ot 02.07.2021 N 317-D3).

10. BBox B TpakaaHCKHI 00OPOT JIEKAPCTBEHHBIX MPETapaToB I BETEPHHAPHOTO MPUMEHEHHS,
BBE3CHHBIX (mepeMelieHHbIX) B Poccuiickyro ®expepaunio, OCYIIECTBISETCS C COOIIOACHHUEM
TpeOOBaHUM, YCTAaHOBJIEHHBIX cTaThel 52.2 HacTosero denepalbHOTO 3aKOHA.

(uactp 10 BBenena denepanbupiM 3akoHoM 0T 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3spelleH BBO3 JiIeKAPCTBEHHbIX CPeAcTB
B Poccumnckyro ®enepauuto
(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHnHble cpenctBa B Poccuiickyro @enepanno MOryT BBO3UTh:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) IMPOU3BOJUTECIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA meneu COOCTBEHHOI0 IMPpOU3BOJICTBA
JICKApCTBCHHBIX CPCIACTB;

2) UWHOCTpaHHBIC pPa3pa0OTUYMKH JIEKAPCTBEHHBIX CPEJICTB W WHOCTPAHHBIC IPOU3BOIAMTEIN
JIEKaPCTBCHHBIX CPEJCTB WIH JIPYTHe IOPUINYSCKUE JIUIA 110 TOPYUEHUIO pa3paboTurKa JIEKapCTBEHHOTO
cpeactBa Ui pa3pabOTKH JIGKAPCTBEHHBIX CPEICTB, MPOBEICHUS HAayYHBIX W WHBIX HCCIICIOBAHUM,
MPOBEJCHUST  KIMHUYECKUX  HUCCIICIOBAHMA  JICKAPCTBEHHOTO  MpermapaTra,  OCYHIECTBIICHUS
TOCYJapCTBCHHON  pPErHCTpPAallMd WM  PETUCTPAIlMHM  JIEKAPCTBEHHOTO  Iperapara, BKJIFOYCHUS
(dapmaleBTHUECKON CyOCTaHIIMM B TOCYIAapCTBEHHBIH pEECTp JICKAPCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB MPH HAIMYHMU PA3PEIICHHs YIIOJHOMOYEHHOTO (eiepaJIbHOro opraHa
WCIIOJIHUTEIILHOM BJIACTH HA BBO3 KOHKPETHOM IMAPTUH JIEKAPCTBEHHBIX CPE/ICTB;

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

3) opraHu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4yHbIE OpraHU3aIK, 00pPa30BaTEIIbHBIC OPraHU3AlMU BBICIIETO 00pa30BaHuUs, TIPOU3BOIUTEIIH
JICKApCTBEHHBIX CPEIACTB JJsl pa3pabOTKH, WCCIEAOBAaHUHA, KOHTpPOJSi OE30MacCHOCTH, KayecTsa,
3P PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU HATUYHH Pa3peUICHUs YIIOJTHOMOYEHHOTO (eepaibHOro
OpraHa UCHOJIHUTEIbHOM BIJIACTH;

(B pen. eaepanbubix 3akoHoB 0T 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) METUIIMHCKNE OpraHu3alliy, MHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIeN CTaTbU OpraHu3aluu
JUI OKa3aHWsI MEIULMHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKA3aHUAM KOHKPETHOTO MALIMEHTa IIPU HAJTUYUU
pa3pelieHrst yImoJIHOMOUYEHHOTO (eepabHOT0 OpraHa HMCIIOJHUTEIBHON BIIACTH HAa BBO3 KOHKPETHOMH
[apTUU JIEKapCTBEHHOI0 IpenapaTa, BBIJAHHOTO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOIO
JIOKYMEHTA, MOANNCAHHOTO YCUJIEHHON KBaTU(UIUPOBAHHOM 3J€KTPOHHON MOAMNKCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrparun cuiy c 1 ssuBaps 2024 roga. - @enepanbHblil 3akoH oT 27.12.2019 N 475-D3.

7) IpOU3BOAUTENN MEAULIMHCKUX U3ACIUM Ui 1eneil Mponu3BOACTBAa METUIIMHCKUX H3/1ETHH.
(n. 7 BBeneH ®enepanbHbM 3ak0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, NpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
denepauum npu BBO3e NeKapCTBeHHbIX cpeacTtB B Poccuinckyro Pepepauyuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JsekapcTBeHHBIX cpeACTB B Poccuiickyro denepanuio B TaMOXKEHHBIE OpraHbl
Poccuiickoii ®@enepauuu Hapsay ¢ JDOKYMEHTAMH, NPEACTABICHUE KOTOPBIX IPELYCMOTPEHO aKTaMH,
coctaBistronuMu TipaBo Coro3a, U (MiM) 3aKOHOAATeNbcTBOM Poccuiickoit denepanuyi 0 TaMOKEHHOM
PeryIupoBaHUH, IPEACTABIAIOTCS CIIEAYIOIINE JOKYMEHTHI B 3JIEKTPOHHOH (opme:

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) CCpTI/I(bI/IKaT OPpOU3BOAUTCIIAL JICKAPCTBCHHOTO CpCACTBA JII BCTCPUHAPHOTO IMPUMCHCHMHA,
YHOCTOBepﬂIOH_[I/Iﬁ COOTBETCTBHUEC BBO3UMOT'O JICKAPCTBCHHOI'O CPCACTBA AJII BETCPHUHAPHOT'O IPUMCHCHUA
Tpe6OBaHI/I${M (bapMaKoneﬁHoﬁ CTaThH JIHOO B CJIydac €€ OTCYTCTBUA HOPMATUBHOT'O JOKYMCHTA,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

2) paspelieHue YIOJIHOMOYEHHOTo (enepaabHOro opraHa HCIOJHUTENBHON BJIACTH Ha BBO3
KOHKPETHOH MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CllydasX, YCTAHOBJIEHHBIX YacTblo 3 crarbu 47
Hacrosiniero denepasbHOro 3aKOHa.

2. JlokyMeHTBI, yKa3aHHbIE B NMyHKTax | u 2 yactu | Hacrosieidl craTbH, MPEACTABISIOTCA B
TaMOXeHHbIe opranbl Poccuiickoit deaepanun npu MpUOBITHH JICKAPCTBEHHBIX CpeACTB B Poccuiickyto
denepanuio.

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

Cratba 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccuickyro ®Pepepauuio ans
NINYHOro UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Lerien, a Takke ANnsl UICNOSib30BaHUA
Ha TeppUTOPUM MEeXAYHAPOAHOro MeaAULIMHCKOro Knacrepa
(B pen. enepanbbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE Ipemnaparbl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepauuio 0e3 yuera
TpeOOBaHUH, IpeAyCMOTPEHHBbIX YacTsIMu 1 - 4 crateu 47, ctatbsimu 48 u 49 Hacrosmero deaepaibHOro
3aKOHAa, €CJIM OHU IIpEeHA3HAYECHBI JJIA:

(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1) IMYHOTO WCTIONB30BaHUS (PUIMUCCKUMH JHIaMH, TpUOBBIIMMU B Poccuiickyro ®eneparuro.
I[Ipu »stoM BBO3 B Poccuiickyto ®Denepauuio JEKAPCTBEHHBIX IIPENapaTroB, COJEpKaIIUX
CWIBHONCUCTBYIOIIME W (WJM) SJIOBUTHIC BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICUCTBYIOIIMX BEIIECTB JJIs LIeJIeH YrOJOBHOTO 3aKoHojarenbcTBa Poccuiickoit @enepanuu u B
CIIMCOK SIIOBUTBIX BEIIECTB Ul LEJIEd YroJIOBHOrO 3akoHojarenscTBa Poccuiickoit @epepannu,
yrBepxkeHHble [IpaButenscTBoM Poccuiickoit denepanuu, ocyniecTBIsSETCA MPU HATUYUK TOKYMEHTOB
(3aBepeHHBIX KOMUHN JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHMCOK M3 HUX), IMOJITBEPIKIAIONINX HAa3HAYCHHUE
¢dbuznueckoMy JUIly YKa3aHHBIX JIGKAPCTBEHHBIX IMIPEMapaToB (3a MCKIIOYEHHEM JIEKapCTBEHHBIX
MpenapaTroB, 3aperucTpupoBaHHbIX B Poccuiickoit @Dexepannu aUO0 3aperUCTPUPOBAHHBIX B
COOTBETCTBHUH C aKTaMH, CocTaBIstommMu mpaBo Coro3a, u oTmyckaeMbix B Poccuiickoit deneparuu 6e3
perienta Ha JIeKapCTBEHHBIM mpenapar). [loarBepkaaromue AOKYMEHTHI (MX 3aBEpPEHHBIC KOIUU WU
3aBepeHHBbIC BBIMUCKH W3 HHUX) JOJDKHBI COAEPKAaTh CBEACHHUS O HAUMEHOBAHUU U KOJIUYECTBE
Ha3HAYEHHOr'0 JIEKapCTBEHHOIo Mpemnapara. B ciydae, eciu NOATBEp)KIAlOIIME JOKYMEHTHI (UX
3aBEpPEHHbIE KONMUU WM 3aBEPEHHBIE BBINUCKUM M3 HHUX) COCTABJIEHBI HAa MHOCTPAHHOM SI3bIKE, K HUM
MpujIaraeTcs HOTapUAIbHO 3aBEPEHHBIN MEPEBO] HA PYCCKUM S3BIK;
(B pen. DeaepanbHbix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) WCTOJB30BaHMS  PaOOTHUKAMH  JIUIJIOMATHYECKOTO  KOpIyca WM  TIPEICTaBUTEISIMHU
MEKTYHAPOIHBIX OpraHu3alni, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) JeueHuss MacCaXUpoOB M WIEHOB OJKUMNaXeW TPAHCIOPTHBIX CPEACTB, IMOE3IHBIX Opuran u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyto deneparuio;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEXKIYHAPOJIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEXIYHApOAHBIX SKCIIEeTUINI;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300cajax, LHUpKax, OKeaHapuymax,
nenb(UHApUAX, JIEYEHUS AMKUX >KUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACENAIOIUX TEPPUTOPUIO
Poccuiickoit ®@enepanuy, HaXOAAIMXCA B COCTOSHHUU €CTECTBEHHOM CBOOOABI M NPUHAUIEKAIIUX K
BuaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit ®denepaunu u (MaM) KpacHble KHUTM CYOBEKTOB
Poccuiickoit denepanun, a Takke >KUBOTHBIX, BBO3MMBIX B Poccuiickyro denepauuo g y4acTus B
CIIOPTUBHBIX Y 3PEIUILHBIX MEPOIIPUITHSX;

(B pen. @enepanbbix 3akoHoB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cnydasix, mpeayCMOTPEHHBIX YacThl0 1 HACTOAIIECH CTaThbU, IONMYCKAEeTCsA BBO3 B Poccuiickytro
denepanuio JIGKAPCTBEHHBIX MPEMapaToB, HE 3apeTUCTPUPOBAHHBIX B Poccuiickoit denepanuu nubo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C AKTaMH, COCTABIISIFOIIMMU ITpaBo Coro3a.

(B pen. Denepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBeHHbIE Mpenapatsl, MpeIHa3HauYeHHbIC Ui TYMaHUTAPHOW MOMOIIM (COACWUCTBUSA) WIH
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®Denepauuto B IHOpSIKE,
ycraHoBiieHHOM [IpaButensctBom Poccuiickoit @epepauuu. 3ampemaercs BB03 B Poccuiickyro
denepaurio  HE3apPETMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpenaparoB,  NPEAHA3HAYEHHBIX A
ryMaHUTapHON MOMOIIHU (COACHCTBHS) UM MIOMOIIY IPU YPE3BBIYANHBIX CUTYALIHSX.

(B pen. denepanphoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO (peaepanbHOro opraHa WCNONHUTENIbLHOW BRacTw,
ocywecTBnsiowWwero oyHKLUMM No KOHTPOSIIO U HaA30py B 06nacTu TaMOXEeHHOro aena, u
APYrux ynosiHoOMo4YeHHbIX dpeaepanbHbIX OpraHOB UCNOSTHUTENBLHOM BacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1. VYnonHomoueHHble (QenepaibHble OpraHbl HCIOJHUTEIBHONM BJIACTH MPEIOCTaBIAIOT B
pacnopspkeHne  (eepaqbHOro OpraHa MCHOJTHUTENIBHOM BJIACTH, OCYHIECTBISAIOMIEro (GYHKIMH TI0
KOHTPOJIIO ¥ HaJ[30py B 00JIACTH TaMOXKEHHOTO JIeJa, TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB,
a Take MH(OPMaLMIO O BBIAAHHBIX PAa3pEUICHUSIX Ha BBO3 KOHKPETHON MapTUH JIEKAPCTBEHHBIX CPEJCTB
B CJIyyasiX, yCTAaHOBJIEHHBIX 4acThl0 3 cTaThu 47 HacTosmero denepanbHOro 3aKOHa.

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

2. denepanbHBIA OpraH UCHOTHUTENHLHON BIACTH, OCYIIECTBISIOMUNA (PYHKIMU MO KOHTPOIIO H
HaJI30py B 00JIACTM TaMOXEHHOTO Jelia, WHOOpPMUPYET yKa3aHHbIE B YacTH | HACTOSIIEH CTaThbu
YIIOJTHOMOYEHHBIE (hefiepaabHble OpraHbl HCIOTHUTEIBFHOM BIACTH O BBO3E JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro ®@enepanuio 1 BbIBO3€ JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoit denepannu no ¢popme u B
MopsZIKE, KOTOpbIe ycTaHoBIIeHbI [IpaButenscTBoM Poccuniickon denepannu.

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtba 52. OcyuwecTBneHue papmMaLeBTUYECKON AEATENIbHOCTU

1. d)apMaueBTquCKas{ JACATCIIBHOCTE OCYHIECTBIIACTCA OpPraHu3alusaMnu OIITOBOI TOProBJIN
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JICKaPCTBEHHBIMU  CPEACTBAMHM,  alTEYHbIMH  OpraHU3alMsIM{, BETEPUHAPHBIMU  ANTCYHBIMHU
OpraHu3alus MU,  WHIMBUAYAJIbHBIMH  IPEANPUHUMATENSIMHA,  HMMCIOUIMMH  JIMICH3UIO  HA
(bapMaLeBTHYECKYIO JESTEIbHOCTh, MEIUIMHCKMMU OpraHU3alMsIMH, WMCIOIIMMHU JIMLICH3HI0 Ha
(bapMaleBTHYECKYIO JESATEINbHOCTh, U HMX OOOCOOJICHHBIMHU IOJPA3/C/ICHUSIMU, PACIIONIOKECHHBIMU B
CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€UHbIC OpPraHU3allid, ¥ BETCPHHAPHBIMU
OpraHU3aLUsIMU, UMCIOIIMMY JIMLECH3HIO Ha (papMaleBTUYECKYIO eI TeIbHOCTb.

(B pen. @enepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

Koncynprantllintoc: npumedanue.

Y. 2 cr. 52 (B pea. @3 ot 28.04.2023 N 149-D3) B yacTh aKKpeAUTALUN CHCIIHAIUCTOB C BBICIIIAM WIIH
CpPEIHUM BeTEepHUHApHBIM 00pa3oBaHUEM, OCYUIECTBISAIOMUX (HapMalleBTUUECKYIO JeATeIbHOCTb,
npumensierca ¢ 01.03.2026. Ceprudukarsl Takum gunaM Boiaaotes mo 28.02.2026 u neicTBYIOT HE
6oee 5 ner.

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIBHOCTh MPU HAIWYHU
BBICIIEIO WJIM CpEAHEero (QapmaneBTH4ecKoro oOpa3oBaHus M cepTH(dUKaTa cHenuanucra Jmoo
MPOMIEHHONW AaKKPEIUTALWU CIICHHUATNCTa, BBICIIETO WM CPEJHET0 BETCPUHAPHOTO OOpa3oBaHHS U
cepruuKaTa CHenUAIUCTa JIMOO TPOWACHHON aKKPEAWTAIMU CIICHHATINCTAa, a TAK)KE BBICIIETO WM
CpeIHEro MEIHMIIMHCKOTO 00pa3oBaHMs, cepTH]HKaTa CIErHaTucTa JTUO0 MpPOHIEHHON aKKpeAWTaIlH
CIIeIUAINCTa U JOMOJHUTEIBHOTO0 Npo(ecCHOHANBHOr0 00pa30BaHUS B YacCTH PO3HUYHOW TOPrOBIH
JICKApCTBCHHBIMU IIpCliapaTaMu JII MCAUIHUHCKOI'0 TMPUMCHCHHUA 1pH YCIOBUHM HX pa6OTI)I B
000COOJICHHBIX MOIPA3IeICHUAX MEIUIIMHCKIX OPraHU3alMi, YKa3aHHBIX B YaCTH | HaCTOSIICH CTAaThH.
(uactsb 2 B pen. enepanbroro 3akoHa ot 28.04.2023 N 149-D3)

Koncynpsrantllintoc: npumedanue.

JlexapcTBEHHbIE MTpenapaThl Al MEAULIUMHCKOIO MPUMEHEHUS, BBEIEHHbIE B TPakJaHCKUN 000pOT 10
29.11.2019, noanmexaT XpaHEHHIO, NEPEBO3KE, OTIIYCKY, peaju3aluu, Nepenaye, ITPUMEHEHUIO 10
ucredeHus cpoka ux roguoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JneKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHuns
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKUN 00OPOT KaXKJIOM CEpUM WM KaKIOW MapTUH MPOU3BEACHHOTO B
Poccuiickoit @enepannn JIEKapCTBEHHOTO MIpenapara i MEIUIMHCKOTO MPUMEHEHHUS, 32 UCKIIFOYEHUEM
MMMYHOOMOJIOTHYECKMX  JIGKAPCTBEHHBIX IPEMapaToB, MPOU3BOJUTENh TaKOTO JIEKAPCTBEHHOTO
mpenapara MpeACTaBIsSeT B JJIEKTPOHHOW ¢dopme B (QeaepanbHbIi OpraH HMCHOJHUTEIHLHON BIIACTH,
OCYIIECTBISIONINN (QYHKIMKM 1O KOHTPOII W Haa3opy B cdepe 3ApaBOOXpaHEHHUS, TOKYMEHT
MIPOU3BOJIUTENS JIEKAPCTBEHHOI'O CPE/ICTBA, MOATBEPKIAOIINI KauyecTBO JIEKapCTBEHHOT'O IpernapaTa, U
MOATBEPXKJICHUE YIOJIHOMOYEHHOTO JIMIA TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS
JIEKapCTBEHHOI'0 IpernapaTa TpeOOBaHUSAM, YCTAHOBIIEHHBIM IIPU €70 PETUCTPALIUH.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1.1. Ilepen BBOOM B Irpa’kJaHCKUN 00OPOT Ka)10M CEpUM MM KaKJO0W NapTUU MPOU3BEICHHON B
Poccuiickoit ®Penepanun (apManeBTUUECKOW CYOCTAHIIMM IPOM3BOJIUTENb TAKOIO JIEKAPCTBEHHOI'O
CpeAcTBa IMpPEICTaBIsET B JJICKTPOHHOW Qopme B ¢enepalbHbIi OpraH HCIOJHUTEIBHON BIIACTH,
OCYLIECTBISAIONIMNA (QYHKIUMM IO KOHTPOJIK M Haa30py B cdepe 31paBOOXPAaHEHMs, JOKYMEHT
MPOU3BOAUTENSL  JIGKAPCTBEHHOI'O  CPEACTBA, IMOATBEPKAAIOMIMN  KayecTBO  (papmaneBTHUEeCKOn
CyOCTaHIIMM, U JOKYMEHT, MOJITBEPXJAIOLINI COOTBETCTBHE JIEKAPCTBEHHOI'O CpPEACTBAa TPeOOBAHUSAM,
YCTQHOBIICHHBIM TIPU €r0 TOCYJApCTBEHHOH pPErHCTpallid WIM PETUCTpAlli, U OQOpPMIICHHBIN
YIIOJTHOMOYEHHBIM JINLIOM IIPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEACTB.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpakIaHCKUH OOOPOT KKIOM CEPUM WM KaXKJIOH MapTUU BBO3UMOTO B
Poccuiickyro ®@enepauuio JIEKapCTBEHHOIO Ipenapara Julsi MEIULHMHCKOTO IIPUMEHEHHMs, 3a
UCKITIOYEHUEM HMMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IPEnapaToB, OpraHU3aIysi, OCYLIECTBIIAIOIIAS
BBO3 JIEKaPCTBEHHOrO Impemnapara B Poccuiickyro @enepaiuio, NpeAcTaBiseT B 3JIEKTPOHHON (opme B
benepanbHBI OPraH UCMOIHUTEIBHON BJIACTH, OCYIIECTBISIIOMIMKA (DYHKIIMK IO KOHTPOIIO M HAI30py B
cepe 3apaBOOXpaHEHHS, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEICTBA, IOATBEPKAAIOIINIA
KauecTBO  JIGKAPCTBEHHOTO0  Tperapara, U  MOATBEPXKACHHUE  MPEACTABUTEIS  OpraHHU3aIuH,
OCYILECTBJISIIONIEH BBO3 JICKAPCTBEHHOTO mpenapara B Poccuiickyro denepanuio M yrnoJHOMOYEHHOU
MHOCTPAHHBIM TPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3UMOIO JIEKAPCTBEHHOTO
npenapara TpeOoBaHUsIM, YCTAHOBIICHHBIM IIPU €TI0 PETUCTPAIUU.

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

2.1. Tlepen BBOJAOM B TpakAaHCKUKA OOOPOT KaXJOW CEPUH WIM KaXJAOW TMapTUU BBO3UMOUN B
Poccuiickyro ®enepannio ¢papmaieBTUYECKON CyOCTaHIIMK OpraHU3allus, OCYIIECTBISIONAas BBO3 TAKOTO
JeKapCTBEHHOTO cpeactBa B Poccuiickyro denepamnuio, NpeacTaBIsSeT B INEKTPOHHOW (opme B
benepanbHBI OPraH UCHOIHUTEIBHON BIACTH, OCYIIECTBISIIONIMMA (PYHKIIMKA IO KOHTPOIIO M HAI30py B
cepe 3apaBOOXpaHEHHS, JOKYMEHT IPOU3ZBOAMTENS JIEKAPCTBEHHOTO CPEICTBA, IOITBEPIKIAIOIHIHA
Ka4yecTBO (papMalleBTH4eCKOi cyOCTaHIINN.

(dactb 2.1 BBegena denepanbubimM 3akoHoM OT 30.01.2024 N 1-D3)

3. Tlopsaok mpenctaBieHHs B COOTBETCTBUU ¢ dactamu 1, 1.1, 2 u 2.1 nHacrosmel cratbu
JOKYMEHTOB ¥ CBEICHHA O JICKAPCTBEHHBIX CPEACTBAX, BBOJUMBIX B TPAXKIAHCKUN 000pOT,
ycranaBinuBaercs [IpasurensctBoM Poccniickoit denepanuu.

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

4. B OTHONIEHHWH TMEPBBIX TPeX CEpPHM WM MapTUil JIEKapCTBEHHOrO IMpernapara, BIEPBBIC
npousBeneHHoro B Poccuiickoii denepanuu unu Briepebie BBO3UMOro B Poccuiickyto denepanuio (6e3
ydeTa JO3UPOBKH) B paMKaX OJIHOTO PETUCTPAIIMOHHOTO YAOCTOBEpeHUs, B (eaepaiabHbIi Opran
UCIOJIHUTEJIBHON BJAacTH, OCYHIECTBIAIOIIMNA (YHKIMM 10 KOHTPOJIIO M Haa30py B cdepe
31paBOOXPAHEHHUS, JOMOJIHUTEIBHO MPEICTABIAECTCS MPOTOKOJ UCIBITAHUNH O COOTBETCTBUHM CEPUU HIIU
mapTu JICKApCTBCHHOI'O Iperiapara g MEAUIUHCKOIO MPHUMCEHCHUA II0Ka3aTCIsAM Ka4deCTBa,
MPEIyCMOTPEHHBIM HOPMATHBHOW JOKYMEHTAIMEW, WJIM TpPeOOBAaHUSAM, YCTAaHOBIEHHBIM IIPH
perucTpainmy B COOTBETCTBUH C aKTaMH, COCTaBistonMMu npaBo Coro3a (J1asnee - MpOoTOKOJ UCTIBITaHHi ),
MIPOBOAMMBIX aKKPEAUTOBAHHBIMU B COOTBETCTBHU C 3aKOHOAATenbCTBOM Poccuiickoit denepamuu 06
AKKpCauTanuunu B HaHHOHaHBHOfI CUCTCME aKKpEaAWuTaluuun (bellepaJ'H)HBIMI/I TOCydapCTBEHHBIMU
OIOPKETHBIMH YUPEKACHHSIMHE, TIOJIBEJOMCTBEHHBIMH (heJiepaJbHOMY OpraHy MUCHOJHUTEIBHON BIACTH,
OCYIIECTBISIOMEMY (PYHKIIMM 1O BBIPA0OTKE W peaTu3alii TOCYIapCTBEHHOM TIOJUTHUKH U
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

HOPMATHBHO-TIPABOBOMY DPETYJIHPOBAaHHUIO B cdepe 3IpaBoOXpaHeHHs, U (eaeparbHOMY Oprany
UCIIOJIHUTENIBHON  BIIACTH, OCYIIECTBISIOMEMY (YHKIMU 1O KOHTPOJIIO M Haa3opy B cdepe
31paBooxpaHeHus. Jlomyckaercs  IpENCTaBIEHME  IIPOTOKOJA  MCHBITAaHUM, IPOBEIEHHBIX C
UCIIOJIb30BAHUEM CPEJCTB JIMCTAHIIMOHHOTO B3auMojeicTBus. [lopsmok BbeIIauM  yKa3aHHBIMHU
(benepaabHBIMU TOCYAAPCTBEHHBIMU OIO/DKETHBIMH YUPEXKICHUSIMH JTAaHHOTO IMIPOTOKOJIA U pa3Mep IUIaThI
3a ero BblJlauy ycraHaBiuBaroTcs [IpaButensctBom Poccuiickon denepanuu.

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

4.1. IlpencraBneHre NpOTOKOJIA UCHIBITAHUM JOIYCKAETCS TOJBKO B OTHOIIEHUH MEPBOM CEPUU UITU
IIEPBOI NapTUHU JICKAPCTBEHHOTO Iperapara, BIEpBbIe NpoU3BeaeHHOTr0 B Poccuiickorn denepanuu win
BIIepBbIe BBO3UMOro B Poccuiickyto ®enepanuio (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IMPENaparosB,
yKa3aHHBIX B yacTsx 4.2 u 4.3 HacTOsILEH CTaThH), B ClIy4yae MPEJ0CTaBICHUS CBEIEHUH O 1aTe BBIAYH U
PErUCTPallMOHHOM HOMEpE 3aKJIKOYEHUST COOTBETCTBUS IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB
TpeOOBAaHUSAM TPABWJ HAJIEKANIEH TNPOU3BOJCTBEHHONW TPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM
denepanbHBIM OpPraHOM MCIHOJHUTENBHOM BIACTH, WU CcepTU(UKATa COOTBETCTBHS IMPOU3BOJCTBA
JCKApCTBEHHBIX  CPEACTB  TPEOOBAHWSAM MpPaBUJI  HAAJIEKAIIEH MPOU3BOACTBEHHOH  NPAKTUKU
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, BBIJIAHHOI'O YIIOJIHOMOYEHHBIM OpPraHOM TOCYJIapcTBa - 4jieHa
EBpasuiickoro  5KOHOMHYECKOI'O  COI03a, B  OTHOLIEHMHM  IPOU3BOJCTBEHHOW  IUIOLIAJIKU
(IpOU3BOACTBEHHBIX IUIOMIAJIOK), OCYIIECTBIAIONIEH MPOU3BOJICTBO FOTOBOM JIEKAPCTBEHHON (OPMBI U
BBIIYCKAIOIIUNA KOHTPOJIb KadeCcTBA JIEKAPCTBEHHOr'O Ipenapara, IpU YCIOBUU OTCYTCTBHUS B TEUEHHUE
TpeX JIET, NPEALIECTBYIOIIMX 1aTe BbIIaYU MPOTOKOJIA UCIIBITAHUI, CIIy4aeB BBISIBJICHUS HECOOTBETCTBHS
YCTQHOBJICHHBIM TpPEeOOBAHMSAM KauyecTBa JIGKAPCTBEHHBIX CPEACTB, HHGpOpMAIMA O KOTOPBIX
onmyOJIMKOBaHa Ha caiite QenepalbHOTO OpraHa HCIOJHUTENBHON BIACTH, OCYIIECTBISIONIErO (QYHKINUU
10 KOHTPOJIIO ¥ HA/30py B chepe 3ApaBOOXpPAHEHUsI, B OTHOUICHUH BCEX MPOU3BOJICTBEHHBIX IUIOIIAJIOK,
OCYUIECTBJISIOIIMUX MPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara M BBINYCKAIOIIMUA KOHTPOJb KayecTBa
JIEKapCTBEHHOI'O IIpernapara.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He TtpeOyercs mpeAcTaBieHHE NPOTOKOJA HUCHBITAaHWM, yka3aHHOro B yactu 4 umu 4.1
HACTOAIIEH CTaThU, B OTHOWIEHUH Op(aHHBIX JEKAPCTBEHHBIX MPEMapaToB, BBHICOKOTEXHOJOTHYHBIX
JIEKApCTBEHHBIX IPENapaToB, MOIYYEHHBIX U3 OMOJIOTMYECKOrO MaTepHalia ONpPEIeIEHHOTO YellOBeKa U
MpeIHa3HAYEHHBIX 7Sl IPUMEHEHUS 3TOMY KE UeJIOBEKY.

(uactb 4.2 BBegeHa denepanbubimM 3akoHoM OT 30.01.2024 N 1-D3)

4.3. B OTHOIIEHMH OJHOW CEpUU WM OJHOM MAPTUU BBICOKOTEXHOJOTUYHOTO JIEKAPCTBEHHOTO
npenapara (3a HCKIIOUYEHHEM BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IpEnapaToB, MOJYYCHHBIX H3
OMOJIOTMYECKOr0 MaTepuaa onpeaeIeHHOro YelIOBeKa U MpeIHa3HAuYeHHBIX ISl IPUMEHEHHS TOMY Ke
YeJIOBEKY), BIEpPBbIE TMpou3BeneHHOro B Poccuiickoit ®denepanuu win BIEpPBbIE BBO3UMOTO B
Poccuitickyro @enepannro, MpeacTaBisIETCs MPOTOKOJ HMCHBITAaHUM, NMPOBEICHHBIX C HMCIIOJIb30BaHUEM
CPEACTB AUCTAHIIMOHHOTO B3aUMOJICHCTBUS B TEUEHHE MEPBBIX TPEX JIET MOCIE BBOJA TAKOTO Mpernapara
B IPa)/IaHCKHI 000POT.

(dactp 4.3 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

5. Exerogno He mo3gHee 1 ampenst mpOM3BOAMTENHU JEKAPCTBEHHBIX CPEJCTB WM OpraHU3AIINH,
OCYILIECTBIISIIOIIME BBO3 JIEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyro ®enepannio, MpPEACTaBISIOT B
benepanbHBIA OPraH UCMOTHUTEIBHON BIACTH, OCYIIECTBISIFONINKA (DYHKIIMKA IO KOHTPOIIO M HAI30py B
chepe 3apaBOOXpaHEHUS, MPOTOKON HWCIBITAHUNA TOCTYNMUBIIETO B TEYCHHE MPEIIICCTBYIOIIETO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

KaJIEHAApHOr'0 rojia B TPaXKIaHCKUM 000pOT JIEKapCTBEHHOI'O Ipenapara COIrJIACHO PETUCTPAalliOHHOMY
YIOCTOBEPEHUIO (Ha OJHY CEpUI0 TOPrOBOTO HAMMEHOBAHHS C YYETOM JIEKAPCTBEHHOU (HOpPMBI OHOM
JIO3UPOBKHU), MPOBOJUMBIX AKKPEAUTOBAHHBIMH B COOTBETCTBHU C 3aKOHOJATEILCTBOM Poccuiickoi
Qenepant 00  aKKpeAUTAlUM B  HAMOHAJIBHOM CHCTEME AaKKpPEAUTALUU HCHbITATeIbHBIMU
naboparopusimu (meHTpamu). [IpencraBieHne MpoOTOKOIA UCTIBITAHUH, MPEAYCMOTPEHHOTO HACTOSIICH
4YacTbl0, B OTHOILIEHUHU JIEKAPCTBEHHBIX IPENapaToB, YKa3aHHBbIX B 4acTu 4.2 HacCTOSILIEH CTaThH,
JIOMYCKaeTCsl OJUH pa3 B TPU rojia MpU yCIOBUU UX BBOJIAa B rpakaaHckuii o6opot. [Ipu npencraBnenuun
MIPOTOKOJIA UCTIBITAHUM, peaycMoTpeHHoro yactsimu 4 u 4.1 Hacrosuieit ctatbu, B QeiepalibHbIil opra
WCTIOJHUTEIBHOW  BJIACTH, OCYLIECTBISIOMMKA (YHKIMH TIO KOHTPOJIIO M Ham3opy B cdepe
3/IpaBOOXpAaHEHUs], TPOTOKOJ UCIBITAHUN, MPEAYCMOTPEHHBIA HACTOSINIENH YacThlO, B yKa3aHHBIM OpraH
HE IPEICTaBIISETCS.

(dactb 5 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. IlpousBonuTenu JEKApCTBEHHBIX CPEICTB WJIM OpPraHU3alUH, OCYIIECTBIAIOIINE BBO3 B
Poccuiickyro @enepanyio BbBICOKOTEXHOJOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB, BMECTO IPOTOKOJIA
UCHBITAaHUHM, MPETyCMOTPEHHOIO YacThIO 5 HACTOSIIEW CTAaThbU, BIPABE MPEACTaBUTH B (elepalibHbIMI
OpraH HUCIOJHMTEIBHOM BIJIACTH, OCYIIECTBISIIOIMN (YHKIMHM 10 KOHTPOJI M Haa30py B cdepe
3IpaBOOXPAHEHHUs, CBEACHUS O JaT€ W PErucTPallMOHHOM HOMEpE 3aKIKYEHUS O COOTBETCTBUU
IIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM NpaBWI HaJUIeXKalled [POU3BOACTBEHHOMN
MPAaKTUKH WK cepTU(UKATa COOTBETCTBHSI IIPOU3BOCTBA JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM TPABHII
HaJUIeXKallled IPOU3BOJCTBEHHOW IPAKTUKUA EBpa3suilcKOro 53KOHOMHMYECKOIO COK03a, BBIIAHHOIO
YIOJIHOMOYEHHBIM OpraHOM TrocCyZapcTBa - 4jieHa EBpa3suicKOro 3KOHOMHYECKOTO CO03a, Ul
IIPOM3BOJICTBEHHON IJIOMIAJKU (MIPOM3BOACTBEHHBIX IUIOIIAJOK), OCYIIECTBIISIONIEH MPOU3BOACTBO
TOTOBOM JIEKapCTBEHHON (POPMBI M BBIITYCKAIOMINK KOHTPOJIb KaueCTBA JICKAPCTBEHHOTO MIperapara.
(uacts 5.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpomsBoguTenu JIEKapCTBEHHBIX CPEICTB WJIM OpraHM3allM, OCYIIECTBISAIOIIME BBO3
JIEKapCTBEHHBIX IIpenaparoB B Poccuiickyro denepanuro, HE MEHEE YEM 3a OJMH I'OJ 0 IUIAHUPYEMBIX
IIPUOCTAHOBIICHHSI WJIHM TPEKPALECHUs IPOU3BOJICTBA JIEKAPCTBEHHBIX IIPENApaToB WM KX BBO3a B
Poccuiickyto ®enepanuio yBeJOMISIIOT 00 3TOM B D3JEKTPOHHOM ¢opMme QenepanabHbIil oprax
UCTIOJHUTEJIBHOM  BIIACTH, OCYLIECTBISIOIMIMKA (YHKIMM IO KOHTPOJIK U Haa3opy B cdepe
3/IpaBOOXpaHEHMs U (elepaibHbIil OpraH HCHOJIHUTENbHOM BIACTH, OCYIIECTBISIOMUN (QYHKIUH IO
JIMLEH3UPOBAHMIO IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB.

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

7. BBoa B TpakJaHCKUH OOOpPOT KaXKIOW CEpUU WM KaXKJIO0M MapTUh MMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI'O Mpenapara, npousseeHHoro B Poccuiickoii denepannu uim BBO3UMOro B Poccuiickyro
denepannio, OCYIIECTBISETCS HAa OCHOBAaHUHU pa3peIlIeHUs, BBIJAHHOTO (eAepaabHbIM OpPTaHOM
WCIIOIHUTENBHON BJACTH, OCYIIECTBISIONMUM (YHKIIMM TI0 KOHTPOJK U HAA30py B cdepe
3IpaBOOXpPAHEHUS, HAa OCHOBAHWHM BBIJAHHOTO (enepaibHBIMU TOCYJAAPCTBEHHBIMU OFOKETHHIMU
YUpPEXKACHUSAMHU, YKa3aHHBIMU B 4acTU 4 HACTOAILIEW CTaThbU, 3aKJIIOYEHHUS O COOTBETCTBUU CEPUU WU
MapTUU WMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOTO Tpemnapara TpeOOBaHMSIM, YCTAaHOBIEHHBIM IPHU €ro
rocy/lapCcTBeHHOU peructpanuu. [Topsok BbIauu pa3pelieHus] Ha BBOJ B TPaXKTAHCKUI 000pOT cepuu
WJTU TTAPTHH ©UMMYHOOHOJIOTMYECKOTO JICKAPCTBEHHOTO TMpenapara, a Takyke MOpsI0K BbIAa4Yd YKa3aHHOTO
3aKJIFOYEHUsT W pasMep IUIaThl 3a €ro BblIauy ycra”asinuBarorcs IIpaBurensctBoM Poccuiickoit
denepanuu.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

7.1. ®opma ¥ MOPSIOK MPOBEICHUS UCIIBITAHUN, yKa3aHHBIX B yacTsx 4, 4.1, 4.3 u 5 Hacrosmiei
CTaTbH, B TOM YHUCJIE C UCMOJIb30BAHUEM CPEICTB JUCTAHIMOHHOTO B3aWMOJEHUCTBHUS, YCTAaHABIMBAIOTCS
IIpaBurensctBoM Poccuiickoit deneparuu.

(dactp 7.1 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBICHHE WJIM HECBOEBPEMEHHOE IMIPEACTABICHUE JOKYMEHTOB U CBEJICHH,
npeaycMoTpeHHbeix wactsmu 1, 2, 4, 4.1, 43, 5, 51 wu 6 HacrosAmel CcTaTbH, MPOU3BOIUTEIIH
JIEKapCTBCHHBIX CPEACTB M OpraHW3allid, OCYIIECTBIISIONINE BBO3 JIGKAPCTBEHHBIX MPEMapaToB B
Poccuiickyro denepainto, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIHLCTBOM Poccuiickoi
denepanuu.

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

9. IlpencraBneHne JTOKYMEHTOB M CBEIEHUH, MPEAyCMOTPEHHBIX dacTsMu 1, 2 u 4 HacTosmen
CTaThbU, W TIOJIy4YCHHE NPEAYCMOTPEHHOI'O YacThbl0 7 HACTOALIEH CTaThbU pa3pelieHuss Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JICKApPCTBEHHOTO TIpenapara B TPaKIaHCKUKH 000poT HE TpeOyroTcs B
OTHOLICHUM JIEKAPCTBEHHBIX IMPENapaToB, IpeIHa3HAUYEHHBIX JJI1 IPOBEIACHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKaPCTBEHHBIX IPENapaToB, IMPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IUIf
OCYILLECTBJICHHUSI TOCYAAPCTBEHHOM pPErucTpalluyl JIEKAPCTBEHHBIX NPENapaToB, a TAaKXKe B OTHOILEHHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, MpPEAHA3HAYECHHBIX JUIS OKa3aHUs METUIMHCKOU
IIOMOILM IO >KU3HEHHBIM IOKAa3aHUSM KOHKPETHOI'O MalMEeHTa WM IPYIIbl MMallMEeHTOB, BBO3UMBIX B
Poccuiickyro ®@enepannto B cooTBETCTBUU € YacTsiMu 3 u 3.1 cratem 47 nHactosmiero denepanbHOrO
3aKOHa.

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

10. Ilpu BBIABICHHMU B IPaKJaHCKOM 00OpOTE CEpUM WM MApTUH JIEKApCTBEHHOI'O Iperapara,
JOKYMEHTBI M CBEJCHHS O KOTOPBIX, MPeaycMOTpeHHbIe yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosmei
CTaThH, HE IPEACTaBIEHbI B (hefiepalibHbI OpraH MCIIOJHUTEIbHON BIACTH, OCYLIECTBISIOMNNA (YyHKIUH
10 KOHTPOJIIO U HAJ30pY B cdepe 31paBOOXpaHEHUs, JINOO0 CepUH WM NMapTHH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO IpernapaTa, HE MMEIOLIMX pa3pelleHduss Ha BBOA B TIpaXXAaHCKUH 00OpoT,
MIPEyCMOTPEHHOIO YacThl0 7 HacTosAlled cTaTbu, (efepanbHbIi OpraH HCIOJHUTENBHON BIACTH,
OCYLIECTBISAIONMNA (DYHKIMM 1O KOHTPOJIO M HaI30py B cdepe 3ApaBOOXpaHEHMs, B TMOPSJIKE,
yctanoBieHHOM IIpaBurensctBoM Poccuiickoir ®denepanuy, NPUHUMAET PEIICHHE O MPEKpalleHUU
IpaXJaHCKOro 000pOTa TaKWX CEpUM WM MapTHM 0 TMPEACTaBIECHUS YKa3aHHBIX JOKYMEHTOB U
CBEACHUI 1100 MOJYyYEHHS YKa3aHHOIO pa3peleHusl.

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

KoncynsrantlIntoc: npumedanue.

Cr. 52.2 He pacnpoCTpaHsIETCs Ha CEPUU JIEKapCTB ISl BETEPUHAPHOIO NPUMEHEHUs, BBEJCHHBIE B
rpaxaanckuii odbopotr g0 01.09.2023, koTopsie MOIIEKAT NMPUMEHEHHIO O HMCTEUEHUS CPOKa HX
rogHoctH (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKumM oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
BeTEpPUHAPHOro NpMMeHeHus

(BBenena denepanbHbM 3akoHOM OT 02.07.2021 N 317-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1. Tlepen BBOJAOM B TpaKIaHCKH OOOPOT KaXKIOW cepuM MPOM3BEACHHOTO B Poccuiickoit
@denepauny JIEKapCTBEHHOI'O Ipemnapara [jsi BETEPUHAPHOIO IPUMEHEHUs, 32 MCKIOYEHUEM
MMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOTO IIperapara Jiyisi BETEPUHAPHOTO MPUMEHEHHS, TPOU3BOIUTEH
TaKOro JIGKApCTBEHHOT'O MperapaTa Mpe/CTaBIseT B YBEJOMHUTEILHOM MOpsIKe B (enepalibHblil opraH
WCTIOJTHUTEJIBHOM BIJIACTH, OCYILECTBIISIOUIMA (YHKIIMM TO KOHTpOJIO (Haa3opy) B chepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB JIJIs1 BETEPUHAPHOTO MPUMEHEHMUS:

1) 1OKyMEHT NPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEICTB, MOATBEPKAAIOIINN COOTBETCTBUE KauecTBa
JIEKapCTBEHHOI'0 IIpenapara [yl BETEPUHAPHOIO INPUMEHEHUs, BBOAMMOIO B Ipa)KIaHCKUIl 000poT,
TpeOOBaHUSAM, YCTAaHOBIICHHBIM IPH €T0 TOCYAAPCTBEHHOM PETUCTPAIIHH;

2) IMOATBCPKACHUC  YIIOJTHOMOYCHHOI'O Juaoa  IIPOU3BOAUTECIIA  JICKAPCTBCHHBIX CpEaACTB
COOTBCTCTBHA JICKApCTBCHHOTI'O npemnapara  1Jid BCTCPUHAPHOI'O MNPHUMCHCHUSA TpCGOBaHI/ISIM,
YCTAHOBJICHHBIM IIpH €TI0 FOCY,HapCTBeHHOﬁ perucTpanuu.

2. Ilepen BBOAOM B TIpa)xJaHCKUM 00OpPOT KaxJ0H Cepuu BBO3UMOIO (IIEPEMELAEMOr0) B
Poccuiickyro ®enepannio JIEKapCTBEHHOI'O IIperapara Uil BETEPUHApHOIO IPUMEHEHHd, 32
UCKJIIOYEHUEM HMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOrO IpernapaTta Jjsi BETEpUHAPHOIO NPHUMEHEHUS,
OpraHu3alys, OCYyIIECTBIAIOIIAs BBO3 (II€pEMEIIEeHUE) JIEKAPCTBEHHOIO Ipenapara Uil BETEpUHAPHOTO
npuMmeHeHust B Poccuiickyro @enepaluio, npeacTapisieT B YBEAOMUTEIbHOM MOpsAKE B (heaepanbHbIi
OpraH MCIIOJIHUTEIbHON BJIACTH, OCYIIECTBISIOIIMN (YHKIMU MO KOHTpOdIO (Haa3opy) B cdepe
0OpalIeHus JIGKAPCTBEHHBIX CPEJICTB JIJIsl BETEPHUHAPHOTO MPUMEHEHUS:

1) JOKYMCHT IIPOU3BOAUTEIIA JICKAPCTBCHHBIX CPEACTB, HO,Z[TBep)K,HaIOH_IHﬁ COOTBCTCTBHMEC Ka4C€CTBa
JICKApCTBCHHOT'O IIpfliapara IAJd BCTCPUHAPHOIO HNPHUMCHCHHSA, BBOAMMOI'O B I‘pa)l([[aHCKI/Iﬁ O60p0T,
Tpe6OBaHI/I5{M, YCTAHOBJICHHBIM IIpH €T'0 FOCY,I[&pCTBCHHOﬁ perucrpanunm;

2) NOATBEp:KJEHHE JHLA, YIOJIHOMOYEHHOIO JepXKaTeleM WIM BIAJEeNbLEM PErHCTPalMOHHOTO
YIOCTOBEPEHUS JIEKApCTBEHHOIO IIpenapara Ui BETEPUHAPHOIO IMPUMEHEHUS, COOTBETCTBUS
JIEKapCTBEHHOI'0 Ipernapara Juisi BETEPUHAPHOTO MPUMEHEHHUs] TPeOOBAHUSAM, YCTAaHOBJIEHHBIM IIPH €rO
roCyAapCTBEHHOM pEruCTpaLiy.

3. BBox B rpaxmaHckuii 0060poT BBO3uUMOro (mepemernaemoro) B Poccuiickyro deneparuio
JIEKapCTBEHHOTO TperapaTra JUisi BETEPUHAPHOTO TPHUMEHEHHUs OCYIIECTBISETCS TMpPU HAIUYUHU
3aK/IIOYCHHUA O COOTBCTCTBUMU IIPOU3BOJUTEIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM ImpaBujI
HaJJIeXalleld MPOU3BOJICTBEHHONW MPAKTUKU, BBIIAHHOTO YMOJIHOMOYEHHBIM (heepalbHbIM OpraHoM
WCTIOJIHUTEIGHON BJIACTH  JIJIT  MPOW3BOJICTBEHHOHN IUIOMAJAKU JIEKAPCTBEHHOT'O TIperapara Jyis
BETEPUHAPHOTO MPUMEHEHHSI, BBOJUMOTO B TPAKIAHCKUN 000POT.

4. Jluno, yNOJHOMOYEHHOE JeprKaTelieM WIM BIAAENbLEM pPErUCTPALMOHHOIO YIOCTOBEPEHUS
JEKapCTBEHHOTO Tpernapara s BETEePUHAPHOTO TPHUMEHEHHUs, JOJKHO OBITh aTTeCTOBAaHO B
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (he/lepaibHbIM OPTaHOM HCTIOJHUTEIBHON BIACTH TMOPSIKE U UMETh
CTak pabOThl HE MEHee YeM TIITh JIeT B 00JacTh MPOW3BOJACTBA M (WMJIM) KOHTPOJS KadecTBa
JIEKApCTBEHHBIX CPEACTB JHMOO B 00JacTH MOHUTOpUHTAa d(PPeKTUBHOCTH H  OE30MaCHOCTH
JIEKAPCTBEHHBIX MPENApaTOB MJisi BETEPUHAPHOTO TMPUMEHEHHMs, NPOBOAUMOIrO JIepKaTelieM WIu
BJIQJIETIBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOI'O IIpernapara s BETEPUHAPHOTO
MPUMEHEHUS TUOO YIIOTHOMOYEHHBIM UMH FOPUIUYECKUM JIUIIOM, BBICIIEe 00pa30BaHUE COOTBETCTBEHHO
10 OJTHOM U3 CTICIHAIIbHOCTEHN U (WJIM) OJHOMY M3 HApPABJICHUH TOATOTOBKHU: OMOJIOTHS, OMOTEXHOJIOTHSI,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

BCTCpUHAPUSA, BCTCPHUHAPHO-CAHUTApHAA  OSKCICPTU3ad, KIMHHUYCCKAsA MCIHUIIMHA, paadalluOHHasd,
XAMUYECKasgs U Ouoyornyeckas 3aliuTa, (bapMaumI, (by'H,I[aMeHTaJ'IBHaH MCIHUIIMHA, XHMHWYCCKadA
TCXHOJIOTHUA, XUMUAI.

5. Ilopsiok mpeacTaBieHUs B COOTBETCTBUU C YacTAMU | M 2 HACTOALIEH CTaThU JOKYMEHTOB U
CBEJICHUHU O JIEKAPCTBEHHBIX Mperaparax Jyisi BETEPUHAPHOTO NMPUMEHEHHUsI, BBOJUMBIX B IPakIaHCKUH
obopor, ycranaBimuBaetcs [IpaBurensctBoM Poccutickoit deneparum.

6. B oOTHoOmEHHMH TEpBBIX [JBYX CEpUH JIEKAPCTBEHHOrO IIpernapara sl BETEPUHAPHOIO
IIPUMEHEHMs, BIEpBble IpousBeaeHHOro B Poccuiickoit denepanuu win BIEpBblE BBO3UMOIO
(mepemerraemoro) B Poccuiickyto ®@enepauuto, B QenepaibHbIii OpraH HCHOJHUTENIBHOM BIACTH,
OCYILIECTBISAIONIMNA (YHKLUHU 110 KOHTPOJIIO (Hax30py) B chepe oOpalieHus JeKapCTBEHHbIX CPEICTB JUIs
BETEPUHAPHOTO MPUMEHEHHS, HApALy C JOKYMEHTaMH, MPEIyCMOTPEHHBIMH YacTsiMU | U 2 HacTosImel
CTaThbU, MPEJACTABISAIOTCS HPOTOKOJIBI HCHBITAHUNH O COOTBETCTBUU OSTUX CEpPHUHl JIEKapCTBEHHOIO
npemnapara ajd BETCPHUHAPHOI'0 NPUMCHCHHA ITOKA3aTCIIsIM Ka4eCTBa, NPCAYCMOTPCHHBIM HOPMAaTUBHBIM
JOKYMEHTOM (Jajiee - MPOTOKOJ HCHbITAHUHN), MPOBOAUMBIX AKKpPEIUTOBAHHBIMU B COOTBETCTBUHU C
3akoHoAarenscTBOM Poccuiickoit  @Denepauuu 00 akkKpeAMTalMd B  HAalUMOHAJIBHOM  CHUCTEMeE
aKKpeIUTallUK UCTIBITATEIbHBIMU J1a00paTopusMu (LIEHTpaMH).

7. ExxerogHo He mosgHee 1 (eBpans mpou3BOAWTENN JEKAPCTBEHHBIX CPEICTB MM OpPTaHU3AIHH,
OCYLLIECTBIISIONINE BBO3 (IIEpEeMEILEHHE) JIEKAapCTBEHHBIX [IPENapaToB /sl BETEPUHAPHOIO IPUMEHEHHUS B
Poccuiickyro ®enepauuio, MNpeAcTaBiasioT B  (eAcpalbHbIA  OpraH MCIOJHUTEIbHONM  BIACTH,
OCYLIECTBISIONIMNA (QYHKLUHU 110 KOHTPOJIIO (Hai30py) B chepe oOpallieHus JeKapCTBEHHbBIX CPEACTB JUIs
BETEPUHAPHOTO0 MPUMEHEHHUs, IPOTOKOJ HCIBITAHUN MOCTYNHBIIErO0 B TEYEHHE IoJa B I'Pa)JTaHCKHUM
000pOT JIEKAPCTBEHHOTO Mpernapara Jjisl BETEPUHAPHOTO NMPUMEHEHUSI KOHKPETHOTO NMPOU3BOAMTENS (Ha
OJHY CEpUI0 KaXJOTO TOProBOro HAMMEHOBAHUS C YYETOM JIEKapCTBEHHOW (OpMBI, a Ui
JIEKapCTBEHHOT'O npernapara s BETEPUHAPHOTO [IPUMEHEHHUS, HE SBJISIOIIETOCS
MMMYHOOHMOJIOTUYECKMM, TaKK€ C Y4YeTOM JO3MpPOBKH), TPOBOJUMBIX aKKPEAUTOBAaHHBIMH B
COOTBETCTBUM C 3aKoHonaTenbCcTBOM Poccuiickoit ®depepanuu 00 akkpeOUTalud B HalMOHAJIBHOMN
CUCTEME aKKpEIUTAIMH UCTIBITATEIbHBIMU Ja00paToOpusMu (LIEHTpaMu).

8. BBox B rpaxaaHckuii 000OpOT HMMMYHOOMOJOTMUYECKOTO JIEKapCTBEHHOIO Ipernapara s
BETEPUHAPHOTO INPUMEHEHUs, MnpousBeaeHHoro B Poccmiickoit ®enepanuum WM BBO3MMOIO
(nepememaemoro) B Poccuiickyro denepannio, OCyleCTBISIETCS HA OCHOBAaHUM Pa3peLICHHUs], BBIIAHHOTO
(benepanbHBIM OPraHOM UCIOJHUTENBHOM BIACTH, OCYLIECTBISIIOIIMM (QYHKIIUHU [0 KOHTPOIIO (HaaA30py)
B c(hepe oOpallieHHs JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHMs. YKa3aHHOE pa3pellieHne
BBIJIAETCSI HA OCHOBAaHHWM ITPOTOKOJIA MCIBITAHUM, ITPOBOJMMBIX AKKPEIUTOBAHHBIMM B COOTBETCTBHH C
3akoHojaTenbcTBOM  Poccuiickoit  denepanuu 00 akkpeiuTallMd B HAllMOHAJIBHOM  CHCTEME
aKKpeIUTAllUd OpraHU3alUsIMH, MTOABEIOMCTBEHHBIMU (heJiepaIbHOMY OpPTraHy UCIIOJIHUTEIbHON BIACTH,
OCYLIECTBISIONIEMY (YHKIMU IO BbIPAOOTKE TOCYAApCTBEHHOM MOJMTUKM M HOPMATHUBHO-IIPABOBOMY
pEryJIMpOBaHMIO B cQepe arpornpoMBIIIJIEHHONO KOMIUIEKCA, BKJIKOYas oOpallleHue JIeKapCTBEHHBIX
CpeACTB JJsl BETEPUHAPHOTO MpPHUMEHEHHs, WIH (eaepalbHOMY OpraHy HCIOJHHUTEIbHON BIacTH,
OCYIIECTBIIsFoIEeMY (QYHKITUH TI0 KOHTPOITIO (Haa30py) B chepe oOparieHus JeKapCTBEHHBIX CPENICTB JIJIS
BETEpPUHAPHOTO NPUMEHEHHUs, a TaKXKe IOKYMEHTOB M CBEIEHUH, MpPeIyCMOTPEHHBIX 4YacThio 1 (s
IpernapaToB, Ipou3BeneHHbIX B Poccuiickoit denepanuu) wid 4acTbio 2 (sl MpenapaToB, BBOZHUMBIX
(mepemernaeMbix) B Poccuiickyro Deepaiinio) HaCTOSIIEH CTaThH.

9. Cpok BbIIauM pa3pelieHus, YKa3aHHOTO B YacTH 8 HACTOSIIEH CTaThH, COCTABIIAET MATh pab0OUnX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JHEH CO JHS TPEACTaBICHUS] TPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3allHei,
OCYILIECTBIISIONIEH BBO3 (IIEpeMelIeHIe) JIEKapCTBEHHOTO Mpernapara Jjisi BETEpUHAPHOTO MIPUMEHEHUS B
Poccuiickyro @enepanuio, B GheaepanbHblii OpraH HCIIOTHATEILHON BIACTH, OCYIIECTBISTIONTNN (yHKITUI
10 KOHTPOJII0 (Haa30py) B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB sl BETEPUHAPHOTO IPUMEHEHHS,
JIOKYMEHTOB, MPETyCMOTPEHHBIX YaCThbIO 8 HACTOSIIEH CTaThU.

10. Pa3pemienue, ykazaHHOE B 4acTH 8 HACTOAIIECH CTaThbH, BBIAACTCS B OTHOIICHUU Ka)XIOW M3
MEPBBIX JIBYX CEpUHl HMMMYHOOMOJIOTMYECKOTO JIGKAPCTBEHHOTO TMpemnapara /s BETEPUHAPHOTO
MpUMEHEHUsI, BIEpBbIE Mpou3BeAcHHOro B Poccuiickoit dPeaepanuu WIM BIEPBbIE BBO3UMOIO
(mepemernraemoro) B Poccuiickyro @eneparnuio. Takoe paspenieHne BbIaeTCS HA BECh CPOK OOpaIieHHS
CepHM HMMMYHOOHOJIOTMYECKOTO JICKapCTBEHHOTO Tperapara JJisi BETCPUHAPHOTO NPUMEHEHUsS, B
OTHOIIIEHUM KOTOPOM OHO BbIAAHO. B OTHOLICHHMM MOCIEAYIOWIHMX CEPUA OJHOTO TOPrOBOIO
HaMMEHOBAaHHS WMMYHOOHOJOTHYECKOTO JICKAPCTBEHHOTO IperapaTa JijIsi BETEpUHAPHOTO NMPUMEHEHHS,
npousBeneHHoro B Poccuiickoin ®enepanuum wunum  BBO3MMOro (mepemeniaemoro) B Poccuiickyro
®denepalirio, TaKOe pa3pelieHue BbIJAeTCsl CPOKOM Ha Tpu roja. [lopsamok Begauu pa3penieHust Ha BBOJI B
IPaXJTaHCKUH 000pPOT HMMMYHOOHMOJIOTHYECKOTO JIGKAPCTBEHHOTO TMpernapara i BETEPHHAPHOTO
MIPUMEHEHHUsI, TIOPSIOK BbIIAYM MPOTOKOJIA MCIBITAHUM, YKa3aHHBIX B YacTU 8 HACTOSIIIEH cTaTbH, a
TAaKK€ METOJMKA ONPENEJICHUS pPa3sMEpoB IUIATHl 3a BbIJAYy YKA3aHHOTO IPOTOKOJA HCHBITAHUN
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit denepanumn.

11. HWmmyHOOMONMOrMYECKHE JIEKAPCTBEHHBIE Mpenaparbl JUisi BETEPUHAPHOTO IMPUMEHEHMS,
BBEJICHHbIE B TPaXJAHCKHH OOOpPOT B COOTBETCTBUM C YACThIO 8 HACTOALIEW CTaThH, MOAJIEKAT
XPAaHEHMIO, IIEPEBO3KE, OTIYCKY, pealu3aluy, Iepelade, NPUMEHEHUIO [0 HCTEYEHUs CpOKa HX
TOJHOCTH.

12. 3a HenpenCcTaBI€HUWE WM HECBOEBPEMEHHOE IIPEJCTaBICHUE JIOKYMEHTOB M CBEACHUH,
IPEJYCMOTPEHHBIX yacTaMu 1 - 3, 6 u 7 HacTosIIel cTaTbH, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpTaHU3aIlH, OCYIIECTBISIONINE BBO3 (TIEpEMEIICHHE) JIEKAPCTBEHHBIX MPEnapaToB /sl BETEPUHAPHOTO
npuMeHeHus B Poccuiickyro deneparuio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUHU € 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

13. [IpencraBieHne JOKYMEHTOB U CBEIEHUH, MPEAYCMOTPEHHBIX yacTsmu 1 - 3, 6 u 7 HacTosmien
CTaThbW, W TOJy4YEHUE pa3pelieHus, YKa3aHHOTO B 4YacTH &8 HACTOSIIEH CTaThbH, HE TPeOyroTcs B
OTHOILLIEHUU JIEKAPCTBEHHBIX MPENapaToB JJsi BETEPUHAPHOTO IMPUMEHEHHUs, MPEIHA3HAUYEHHBIX s
BbIBO3a u3 Poccuiickoit dDepepanuu, MNPOBEACHUS TOKIMHUYECKHX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPENICTB, KIMHUYECKUX MCCIEAOBAHUMN JIEKAPCTBEHHBIX MPENapaToB JJisi BETEPUHAPHOIO MPUMEHEHUS U
BBO3a JIJIA 1I€JI€H, yKa3aHHbIX B TyHKTE 5 yacTu 1 ctateu 50 HacTosmero deaepaibHOTO 3aKOHA, a TAaKKe
0o0pa3IoB JIEKAPCTBEHHBIX MIPENapaToB /AJisi BETEPUHAPHOTO TMPUMEHEHHS, MpeIHa3HAYCHHBIX s
MPOBEJICHUSI JKCIEPTHU3bl JICKAPCTBEHHBIX CPEACTB B LEMAX OCYIIECTBICHUS TOCYAapCTBEHHOU
PEruCTpalvK JEKAPCTBEHHBIX MPENapaToB /Jsl BETEPUHAPHOTO MPUMEHEHHS WM BHECEHHS] U3MEHEHUH B
PETrUCTPAlMOHHOE I0ChE Ha JICKAPCTBEHHBIN IIpenapar sl BETEPUHAPHOTO TPUMEHEHUS.

Cratbsa 53. Npoaaxa, nepeaaya fNekapcTBeHHbIX CPeACTB OpraHM3aLMaMu onToBOM
TOProBNY NIeKapCTBEHHbIMU cpeacTBaMu

1. Opranuszanuu onTOBOM TOPrOBJIM JEKAPCTBEHHBIMHU CPEACTBAMHU MOTYT OCYHIECTBIIATH MPOJAXKY
JIEKAPCTBEHHBIX CPEJICTB WM INepelaBaTh MX B YCTAaHOBJIEHHOM 3aKOHOAATENIbCTBOM Poccuiickoi
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

denepanun nopsake (3a UCKIIOUYEHUEM (hapMaleBTHUECKONW CyOCTaHIIMM CIIMPTa 3TUIIOBOTO (3TaHOJA) C
y4eTOM TpeOOBaHUH YacTH 3 HACTOSIICH CTaThU:
(B pen. @enepanbHbix 3aKoHOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrum opranusaiusiM OrTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) NpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB AJIA LieJIel TPOU3BOCTBA JICKAPCTBEHHBIX CPEICTB;
3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allT€YHbIM OPraHU3aIUsIM;

4) Hay4YHBIM OpTaHMU3ALUAM JJIs1 HAYYHO-UCCIIE0BATENBCKON PadoThI;
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5) UWHAMBUAYAIBHBIM TPEIIPUHUMATEISIM, HMMCIOIUM JIMICH3UI0 Ha (apMaleBTHUECKYIO
JEATEIIbHOCTD UJIU JIMLEH3UIO HA MEAULIMHCKYIO IEATEIbHOCTD;

6) MEITUIIMHCKIM OPTaHU3aLHUsAM, B TOM YHCIIE CO3/IaHHBIM U 3aPETHCTPUPOBAHHBIM B COOTBETCTBUHU
C 3aKOHOJATEJIbCTBOM HMHOCTPAHHOTO TocyaapctBa - wieHa OpraHu3anuy SKOHOMHUYECKOTO
COTPYIHHYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKUM  JIMIAM,  WHAWBHUIYAIbHBIM
NPEINPUHUMATEIISIM, SIBIISTIOUIMMCS YYaCTHUKAMH MPOSKTa B COOTBETCTBHH ¢ DeliepaabHBIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O mexa1yHApOIHOM MEAUIIMHCKOM KJIACTEPE M BHECEHUU M3MEHEHUU B
OTJeNIbHBIC 3aKOHO/IaTeNIbHBIC aKkThl Poccuiickoii denepanuu', 1 BETepUHAPHBIM OPTaHU3AIHIM;
(B pen. DenepanbHbix 3aK0HOB 0T 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) oOpraHu3anusM W WHAMBHIYAIBHBIM TMPEANPUHUMATEISIM, OCYIIECTBIISIONIMM pa3BeICHHE,
BEIpANIMBAHUE M COJICPKAHWE JKUBOTHBIX (32 HCKIIOYCHHEM MPOJaXH UM (apMaleBTUICCKUX
CyOCTaHIIMI WM UX TIepeaayn).

(n. 7 B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anMi ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMHM HE BIIPABE OCYIIECTBIATH
npojaxy (mepenadyy B YCTAHOBJIEHHOM 3aKOHoOJaTenbcTBOM Poccuiickoit ®enepauuu  mopsake)
(bapmarieBTHYECKON CyOCTaHIIMM CIIUPTA STUJIOBOTO (3TAHOJA).

(uacts 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

KOHCYJIBT&HTHJ'II-OCI MMpUMCYaHUC.

Y. 3 cr. 53 na tepputopusax JIHP, JIHP, 3anoposxckoit o6mactu, XepcoHCKOM 00JaCTH TPUMEHSETCS C
01.09.2024 (®3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuu ONTOBOW TOPIOBJIH JIEKAPCTBEHHBIMU CPEACTBAMH MOTYT OCYLIECTBIISITH MPOAAKY
(mepemauy B YCTAHOBIIGHHOM 3aKOHOJATENbCTBOM Poccuiickoit @enepariil mopsijake) JEeKapcTBEHHOTO
HpenapaTa JIs1 MEAUITMHCKOT'O HpI/IMeHeHI/IH C Me)K)IYHapO)IHI)IM HCIIAaTCHTOBAHHBIM HAMMCHOBAHHUCM
"Oranon":

1) ropuauYecKuM JIHMIIaM, WUMEIOIIUM JIUIEH3UI0 Ha (DapMaleBTHUECKYIO NEATeIbHOCTh B cdepe
oOparlieHus JIEKapCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO TPUMEHEHNUS,

2) UVHOUBUAYAIbHBIM MpPENNpPUHUMATENSM, HMEIOIIUM JIUMIEH3UI0 Ha (apMaleBTHUECKYIO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JeSTeNLHOCTH B cpepe oOpamieHus IeKapCTBEHHBIX CPEACTB ISl METUIIUHCKOTO MPUMEHEHHUS;
3) UHAMBUIYAJIbHBIM NPEANPUHUMATEISAM, UMEIOIIUM JTUIEH3UIO HA MEIUIIUHCKYIO AESITeIbHOCTD;
4) IOpUAMYECKUM JIMIIAM, UMEIOIIUM JIMIICH3UIO HA METUIIMHCKYIO JACSTEIbHOCTD;

5) MHOCTPAaHHBIM IOPHIMYECKUM JIMIAM U MHIWBUAYAIBHBIM IMPEANPHUHUMATENSAM, CO3JIaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOJATEILCTBOM HHOCTPAHHOTO TOCYJapcTBa - YJICHA
OpraHu3anyuy SKOHOMHYECKOTO COTPYIHHYECTBA W PAa3BHUTHUS, SBIAIOMIMMCS YYaCTHHKaMH IPOEKTa B
coorBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 29 wmioHsa 2015 roma N 160-®3 "O mexayHapoaHOM
MEIUIIMHCKOM KJIacTepe M BHECEHHMHM W3MEHEHHH B OTIENbHBIC 3aKOHOMATEIbHbIE aKkThl Poccuiickoit
Oenepanun";

6) UCHBITATEIBHBIM JIA0OPATOPUSIM (IIEHTPaM), MPOBOISIIUM HCIBITAHUS B OO0JACTH KOHTPOJIS
KaueCTBa JICKAPCTBCHHLIX CPCACTB, AKKPCAWTOBAHHBIM B COOTBCTCTBUM C 3aKOHOJATCIBCTBOM
Poccuiickoit @enepanuu 00 akKpeAUTAIMK B HAIMOHAILHOW CHCTEME aKKPEIUTAIUH.

(dactb 3 BBenena denepanbubiM 3aKk0HOM OT 04.08.2023 N 428-D3)

Cratbs 54. [lpaBMna onToBOW TOProBIN JIeKAPCTBEHHLIMU CpeacTBaMm

1. OmnroBas TOProBis JEKAPCTBEHHBIMU CPEICTBAMHU OCYIIECTBISAETCS IPOU3BOJIUTEISIMU
JIEKapCTBEHHBIX CPEACTB W OPraHMU3alMsIMM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMM 11O
IpaBWIaM HajJiexaleil IucTpuObIOTOPCKONW MPAKTHKH, YTBEPKACHHBIM EBpa3uiickoil SKOHOMHUYECKOU
KOMHUCCHEN, W MpaBUiIaM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, YTBEP)KIECHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH.

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

2. OpraHm3anusi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpEACTBAMH 00s3aHAa COOJIIOAAThH
npeiebHbIe CPOKU OTTPY3KHU 3aTPEOOBAHHBIX allTE€YHOW OpraHU3aIMel JIeKapCTBEHHBIX MPENapaToB s
MEIWIIMHCKOTO TMPUMEHCHHSI W HE BIIPaBE OTKA3bIBATh AallTEYHOW OpTraHM3AIMH, C KOTOPOW y Hee
3aKJIFOYEH COOTBETCTBYIOLIUI TOTOBOP O IMOCTAaBKaxX JIEKAPCTBEHHBIX MPENaparoB ISl MEIUIIMHCKOTO
MPUMEHEHHS, B TIOCTABKE JICKAPCTBEHHBIX IMPEMApaTOB JUISI METUIIMHCKOTO NMPUMEHEHUS MPU HATUIHH
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPEMapaToB A MEAMIIMHCKOTO MPUMEHEHHs Y OpraHU3allii ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMH. [IpenenpHBIE CPOKH OTIpy3KH 3aTpeOOBAaHHBIX AIlTCYHON
OpraHM3alfeil JIeKapCTBEHHBIX MpenapaTroB Ui MEAUIHUHCKOTO TNPUMEHEHHS B 3aBUCUMOCTH OT
pacToJIOKEHUsT MeCTa OTIPY3KH JIEKAPCTBEHHBIX MPEMapaToB JUISI MEIUIMHCKOTO MPUMCHCHHS
yCTaHABIUBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHON BIACTH.

(dactb 2 BBeneHa DenepanbHbBIM 3aKOHOM OT 26.03.2022 N 64-D3)

CrtaTtba 55. MMopsAaok pO3HMYHOW TOProBMY NlIeKapCTBEHHbLIMU NpenapaTtamm

1. Po3nuunas TOProBJId JICKAPCTBCHHBIMHU IIpCliapaTaMu B KOJIMYECTBAX, H€O6XOJII/IMI)IX JJIA
BBIITOJIHCHU L Bpa‘-IeGHBIX (d)eJ'IBIlI_HCpCKI/IX) Ha3HAY€HUN WM Ha3HA4YCHHI CricnuajIrucToB B obmactu
BETCPUHAPUH, OCYIICCTBIIACTCA AIlITCYHBIMH opraHuzanusimMu, BETCPUHAPHBIMU alITCYHbBIMU
opraHu3anusimu, HHIUBUAYAJIbHBIMHA OpeAIpUHUMATCIISAMU, UMCIOIIIUMHU JIUIOCH3UIO Ha
CbapMaI_[eBTH‘IeCKYIO ACATCIBbHOCTh, MCIUIMHCKUMH OpraHu3afgusiMyd, HWMCIOINHUMU JIMOCH3WIKO Ha
(papMaL[CBTI/I‘-ICCKyIO ACATCIIbHOCTb, U HX 000CO0ICHHBIMH noapa3aciiICHUAMMA, PACIIOJIOKCHHBIMA B
CCIIbCKUX HACCJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT AIITCUHBIC OpraHvu3ali, U BCTCPUHAPHBIMU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OpraHMU3aIysIMH, UMEIOIIMMH JIMIICH3UI0 Ha (papMaIieBTUYECKYIO JESITebHOCTh. PaspenieHa po3HuvHAs
TOPTOBJISI TOJBKO JIEKAPCTBEHHBIMH TperapaTaMu, 3aperucTpupoBaHHBIME B Poccuiickoit denepanuun
00 B COOTBETCTBUHU C aKTaMH, COCTaBISOMUMHU MpaBo Cor03a, WIM H3TOTOBJICHHBIMH aNTCUHBIMH
OpTaHU3aIsIMH, BETCPUHAPHBIMU anTeYHBIMU OpraHu3aIusIMH, WH/IUBUyTbHBIMH
MPEeANPUHUMATETISIMU, UMEIONIMMH JIMICH3UI0 Ha (apMaleBTHUECKYIO JIEATeIbHOCTh. Po3HWYHAS
TOPTOBJISL JICKAPCTBEHHBIMH TIpErapaTaMyd OCYIIECTBIISCTCS 110 TPaBWIaM HaJICKAIICH anTedyHON
MIPAKTUKH, YTBEPKIECHHBIM YIIOJTHOMOYCHHBIM (peIepaibHBIM OPTaHOM HCIIOJTHUTEILHON BIIACTH.

(B pen. ®enepanbHbix 3akoHOB OoT 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. Po3HuyHasi TOPromisl JIEKapCTBEHHBIMU MperaparaMy i MEAUIIMHCKOTo MpUMEHEeHHs (3a
UCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENApaToB, OTIYCKAaEMbIX IO pELENTy Ha JIEKapCTBEHHBIN Ipenapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB U ICUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaTroB, a TaKkKe
CIUPTOCOEPKALIUX JIEKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW JOJIEH STUIIOBOTO CHUPTA CBBIIIE 25
MPOLIEHTOB) MOXET OCYIIECTBISATHCA ANTEYHBIMU OPraHU3AIMSAMH  JIUCTAHIIMOHHBIM CIIOCOOOM.
Po3HHMYHYI0O  TOproBiIO  JIEKQpCTBEHHBIMM  IIpemapaTamMu  JUIsl  MEQUIMHCKOINO  IPUMEHEHHUS
JUCTAaHIIMOHHBIM CIOCOOOM MOTYT OCYILIECTBISTh alTeUHblEe OpPraHU3allid, UMEIOIIME JUICH3UIO0 Ha
(dapManeBTHYECKYl0 JCATEIBHOCTh M  COOTBETCTBYIOIIEE paspemeHue (eaepasbHOr0  OpraHa
UCIIOJIHUTENILHON BJIACTH, OCYIIECTBISIONIET0 (YHKIMHM TO KOHTPOIK M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BblIauM  pa3pellieHuss Ha OCYLIECTBJIEHHWE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU TperapaTaMy UCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHBIM OPraHU3alUsM,
KOTOpBbIE MOTYT OCYILIECTBJISITh TAaKyl0 TOPIOBJIO, M IOPSJIOK €€ OCYLIECTBICHMS, a TaKXe IpaBuia
JIOCTaBKU JIEKAPCTBEHHBIX IIpENapaToB rpaxaaHaMm ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoit
Oenepaunn. Undopmanusa 06 ornayeHHbIX (OTHYIIEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX IpernapaTax
BHOCUTCA B CHCTEMY MOHUTOPHHIA [JBWKEHUSA JIEKAPCTBEHHBIX NIPENapaToB [Uisl MEAUIIMHCKOTO
IIPUMEHEHHUS B MTOPSAJIKE, IPETYCMOTPEHHOM 4acThi0 7 ctaThbu 67 HacTosuiero denepaibHOro 3aKOHa.
(uacts 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bujapl anTeyHBIX OpraHU3alliidi HW TpaBWIa OTIyCcKa JICKAPCTBEHHBIX IIPEMapaTtoB IS
MEIHUIIMHCKOTO TMPHUMEHEHUS aNTeUYHbIMH OpraHU3alUsMU, WHIUBUAYATbHBIMU MPEANPUHUMATEISIMH,
UMEIOIITUMH JIUIIEH3UIO Ha (hapMarleBTHUSCKYIO ACSITSILHOCTD, & TAKXKE MPaBUIa OTITyCKa JICKAPCTBEHHBIX
MpernapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS MEAUIMHCKUMH OpPTaHHU3aIUsIMH, UMEIOIUMHU JTUICH3UIO
Ha (apMalEeBTUYECKYIO JICATECIHLHOCTh, M X 000COOJEHHBIMH TOJPA3/ICIICHUsIMHU, PACIOIIOKCHHBIMH B
CEeNIbCKMX HACENIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTEYHbIE OPTraHU3AIMH, YTBEPKAAIOTCS
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

(B pen. DenepanbHbIx 3aK0oHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. HpaBI/ma OTIIYCKa HAPKOTHUUYCCKUX CPCACTB MW IMCHUXOTPOIHBIX BCHICCTB, 3apCTUCTPUPOBAHHBIX B
Ka4yecTBE JIEKAPCTBEHHBIX IpENapaToB, JEKApPCTBEHHBIX IPENaparoB, COJACpXKAIIUX HapKOTHYECKUE
CpeICTBA M IICUXOTPOIHBIE BELIECTBA, YTBEPXKAAIOTCS YHNOJHOMOYEHHBIM (helepaabHbIM OpraHOM
UCTIOJHUTEJIBHOM BJIACTH IO COTJACOBaHHMIO C (peepanbHbIM OpraHOM HCIIOJHUTENIBHOW BIACTH,
YIOJTHOMOYEHHBIM B cpepe BHYTPEHHUX JIE.

(B pen. deaepanbhoro 3akona ot 03.07.2016 N 305-03)

4. JlexapCTBEHHbIE @penaparsbl JUIsi BETEPUHAPHOTO IPUMEHEHHs MOJUIeXAT  OTIIYCKY
BETEPUHAPHBIMU aNTEYHBIMUA OPraHU3aLUsSIMU, BETCPUHAPHBIMU OpPraHU3ALUsAMU, WHIUBUIYAIbHBIMU
MpeNNpUHUMATENSIMU, HMEIOIMMHU JIMLIEH3UI0 Ha (apMaleBTHUECKyl0 JedareiabHocTh. OTmyck
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JIEKapCTBCHHBIX TMPENaparoB Ui BETCPUHAPHOTO MPHUMEHEHHUS OCYHIECTBISETCS B COOTBETCTBHH C
NpaBUJIaMH HaJJIeKalleld anTeyHOW MPAKTUKH JICKAPCTBEHHBIX IMPENapaTroB JJIsl BETEPHUHAPHOTO
MIPUMEHEHHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (eIepaTbHBIM OPTaHOM UCTIOJTHUTEILHOM BIACTH.

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

5. TlepeyeHb MEOUIIMHCKUX OpraHU3aIMi, MMEIOMIMX JMIEH3WI0 Ha (HapMaleBTHYECKYIO
JEsITeIbHOCTb, U UX 000COOJEHHBIX M0IPa3/Ie€JICHNH, PACIOJI0KEHHBIX B CEJIbCKUX HACEIEHHBIX ITYHKTAX,
B KOTOPBIX OTCYTCTBYIOT aIlITEUHBIC OPraHMU3alUU, a TAK)KE IIEPEUEHb JICKAPCTBEHHBIX IIPEIaparoB,
pojaXka KOTOPBIX MOXKET OCYILECTBIIATHCS YKa3aHHbIMU OPraHU3aLUSAMM M HUX 000COOJIEHHBIMU
MOJIPA3/ICICHUsIMI,  YCTaHABIMBAIOTCS  UCIOJHUTENBHBIMA  OpraHamMu  cyOwbekToB  Poccuiickoit
denepanuu.

(B pen. @enepanpubix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-@3, ot 08.08.2024 N 323-D3)

6. AnrteuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MPEANPUHUMATEIN, UMEIOIIME JIMLEH3UI0 Ha
(dapMalleBTUUECKYIO0  JeSATENIbHOCTh, O0s3aHbl o0OecreurMBaTh  YTBEpKIeHHBI [IpaBuTEnbCTBOM
Poccwuiickoit ®enepaiuu U GOpMHUPYEMBIH B YCTAHOBICHHOM UM IOPSJIKE MUHUMAJIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKOW MTOMOIIIH.

(uactsb 6 B pen. enepanpHoro 3akoHa ot 25.11.2013 N 317-®3)

7. AnTeuHble OpraHU3alli¥, HWHIUBUIYaJIbHBIC NPCANPUHUMATEIIN, WMCIOIIUE JIMIEH3UIO Ha
(dapMaleBTHUECKYIO0 JIeATEIBHOCTh, HApSAAY C JICKAPCTBEHHBIMH TMpenaparaMd HMEIOT IPaBo
mpuoOpeTaTh W NpoAaBaTh, B TOM YHCJIC JHUCTAHIMOHHBIM CIIOCOOOM, MEIUIIMHCKUAE W3NS,
Ne3WH(UIMPYIONTUE CPEJCTBA, MPEAMETHl W CPEACTBA JIMYHOW TUTHEHBI, MOCYIY IS MEIUITMHCKUX
1eJIeH, PEIMETHI U CPEJICTBA, MPEHA3HAYCHHBIC /IS yX0/1a 332 OOJIbHBIMH, HOBOPOXKICHHBIMHU H JIETHMH,
HE JOCTUTIIMMHU BO3pacTa TPEX JIET, OYKOBYIO ONTHKY M CPEJCTBA yXOJa 3a HEl, MUHEPAIbHBIC BOIBI,
MPOAYKTHI JIEYEOHOrO, JIETCKOTO W JIMETHYECKOTO IUTAHUs, OWOJIOTHYECKH AaKTHBHBIC 00OABKH,
napproMepHble U KOCMETUYECKUE CPEJICTBA, METUIIMHCKUE W CAHHTAPHO-TIPOCBETUTEIIBHBIC TMEYATHHIC
W3JlaHus, peJHa3HaYeHHbIe JIs TPOTaraHabl 3J0pOBOro 00pa3a )KU3HU.

(B pen. ®enepanpubix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlearenpHOCTh anTe4HbIX opranuszauuii Boopyxkennbix Cun Poccuiickoit denepaunu, apyrux
BOMCK, BOMHCKUX (POPMUPOBAHUI M OpPraHoB, B KOTOPBIX 3aKOHOZAATeNbcTBOM Poccuiickoit ®enepanuu
MPETYyCMOTPEHO MPOXOXKACHUE BOEHHOM CHyXObl WM (¢eaepanbHOM TOCYIapCTBEHHOM CIIyXOBbI,
CBA3aHHOM C IPAaBOOXPAHUTEIILHOM JEATEIBHOCTBIO, PErIaMEHTUPYeTCsd HacToAMUM DenepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOJHUTENBHON BIIACTU
nojioxkeHUsIMUA. KOHTponb 3a COOMIOJEHMEM YKa3aHHBIMHM AalTE€YHbIMM OpPraHMU3alUsAMHU TOJO0XKEHUH
HacTodero denepanbHOrO0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMU (eAepalbHBIMU OpraHaMH
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. ¥Yrpatun cuny ¢ 1 suBaps 2021 roaa. - @eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.

KoncynprantlIntoc: mpumevanue.
C 01.03.2026 ct. 55.1 yrpaunBaet cuiy (P3 ot 20.10.2022 N 405-D3).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Cratbsa 55.1. MopAgok ocyllecTBNEeHUsI PO3HUYHOW TOProBfIM JleKapCTBEHHbIMU
npenapatamm Ans MeAULMHCKOrO TMPUMEHEeHUusi, OTnyCcKaeMbiMM MO peuenTty Ha
neKapcTBEeHHbIN Npenapar, AUCTaHLUMOHHbLIM CNOCOGOM

(BBeneHa PenepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roga B ropozae ¢enepaibHOro 3HAYCHHUS
Mockse, B benropoackoit 1 MockoBCKOH 00J1acTsX (anee B HaCTOSAIIEH cTaThe - CyOBheKThl Poccuiickoit
denepanun) MpeaycCMaTpUBACTCS MIPOBEACHUE SKCIIEPUMEHTA MO0 OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIU
JIEKApCTBEHHBIMU TIpenaparamM Il MEIUIIMHCKOTO NIPUMEHEHHUsS, OTIyCKaeMbIMHU IO PEIEnTy Ha
JIEKapCTBEHHBIN Mpernapar, AUCTAHIIMOHHBIM CIIOCOO0M (J1ajiee - SIKCIIEPUMEHT).

2. B paMkax sKCHepHMeHTa €ro YYaCTHUKH BIPaBE IHUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIIATH
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH TIpeNapaTaMu Il MEIUIIMHCKOTO MPUMEHEHHUSI, OTITYCKaeMbIMU
[0 PELENTy Ha JICKApCTBEHHBIM mpemnapar (B TOM yucie copMUpPOBaHHOMY B (GopMe 3IEKTPOHHOTO
JIOKyMEHTa B JIMYHOM KaOWHETE IpaKJaHWHA HA €IMHOM MOpTajie U (UJIK) HAa PErHOHAIBHBIX MOpTaIax
rOCy/IapCTBEHHBIX U MYHULIUIAIBHBIX YCIYT) U BKIIOUEHHBIMU B NIEPEUYEHb JIEKAPCTBEHHBIX MPEMapaToB
1 (papMakoTepareBTUICCKUX TPYIII JIEKAPCTBEHHBIX MPEIApPaTOB, PA3pEIICHHBIX K Peal3alliid B PaMKax
AKCIIEPUMEHTA, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (heiepaabHbIM OPraHOM HCIOIHUTENIBHON BJIacTH (3a
WCKJIIOYCHHEM JIEKAPCTBEHHBIX TMPEMApPATOB, COJACPKAIIMX HAPKOTHMUYECKHE CPEACTBA, MCUXOTPOITHBIC
BELIECTBA U HUX HPEKypCOpbl, JIEKAPCTBEHHBIX IMPENapaToB, COAEPKAIIUX CHIIbHOJACHCTBYIOLINE
BCILIECTBA, paarodapMaIeBTHIeCKIX JIEKaPCTBEHHBIX Mpenaparos, UMMYHOOHOJIOTHIECKIX
JICKapCTBEHHBIX MPENapaToB, a TaKKe JICKAPCTBEHHBIX MPENapaTroB, g KOTOPHIX B COOTBETCTBUHU C
WHCTPYKIIMEH TI0 TMPUMEHEHMIO JIEKApCTBEHHOTO TMperapara YyCTAaHOBJIEH TEMIIEPaTypHBIM pexuM
XxpaHneHusi Hike 15 rpagycoB Llenbcusi, ciupTocoaepKaliux JeKapCTBEHHBIX MpPErnapaToB ¢ 00beMHOM
JOJIE ATWJIOBOIO CIHUPTA CBBINIE 25 TPOLEHTOB W JICKAPCTBEHHBIX IMPENapaToB, H3TOTOBJICHHBIX
anTeYHBIMU OpraHU3aIMAIMU ). Kpurepun BKJIIOYCHMS JIEKapCTBEHHBIX MpernaparoB n
(hapMakoTepaneBTUYECKUX TPYII JEKAPCTBEHHBIX MIPEMapaToOB B YKa3aHHBIN NEpeueHb YCTaHABIUBAIOTCS
[IpaBurensctBoM Poccuiickori @epepanuu. [lomoxeHus HACTOALIEH CTaTbU HE PACHPOCTPAHSAIOTCS HA
JIEKapCTBEHHBIE MPETapaThl, OTITyCKaeMble OECIUIATHO WM CO CKUJKOW rpakJaHaM, UMEIOIIUM TpaBo Ha
o0ecrieueHre JIEKapCTBEHHBIMU TperaparaMd 3a CYeT CpeACTB OMOKETHBIX aCCUTHOBAHUU
benepabHOTO OrO/IKETa U OF0HKETOB CYOBheKTOB Poccutickont deneparui.

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

3.  VYuacTHMKaMH DJKCHEpPUMEHTa  SBJSIIOTCS  YINOJHOMOYEHHBIH  (eaepanbHbIi  Oprax
UCTIOJHUTENIBHOM  BJIACTH, YIOJHOMOYEHHbIE HCIOJHUTENbHBIE OpraHbl CyObekToB Poccuiickoit
®denepanyy, MEIUIIMHCKUE OpPraHU3allMd W aNTeuHble OpraHU3allid, COOTBETCTBYIOLINE TPEOOBAHUAM,
YCTaHOBJIEHHBIM B COOTBETCTBHMH C YacTbIO 4 HACTOALIEH CTAaThU.

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

4. TlonoxxeHue o NnopAAKEe HMPOBCACHUS DKCIICPUMCHTA, B TOM YHUCIIC Tpe60BaHI/I$I K MCOUIIMHCKHUM
opranu3aivsiM MW aNTCUYHBIM OpraHu3alusaM, SABIAIOIMIUMCA YYaCTHHUKAMH OKCIICPUMCHTA, HOPAOOK
OCYIICCTBJIICHUA pOSHH‘-IHOfI TOProBJIM JICKAPCTBCHHLIMU IIpCriapaTaMu i1 MCAUTTUHCKOI'O MPUMCHCHUA,
OTIIYCKAaCMbIMHU 110 PCHCITY Ha HeKapCTBeHHBIﬁ npemnapar, MUCTaHIIUMOHHBIM CHOCO6OM, Tpe6OBaHI/ISI K
AOCTABKC TaKUX JICKAPCTBCHHBLIX IIPCIIApaTOB TIpaXJgaHaM, HpaBWJla BblJa4YW pa3pClICHUA Ha
OCYIICCTBIICHUC pO3HPI‘-IHOfI TOProBJIK JICKAPCTBCHHBIMU IIp€riapaTaMu JJIs1 MCAUIIUHCKOI0 MPpUMCHCHU A,
OTITYCKAaCMbIMHU TI0 pCUCITY Ha HCKapCTBeHHBIﬁ npemnapar, JUCTaHIUOHHBIM CHOCO6OM, YTBCPIKAACTCA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

[TpaButensctBoM Poccuiickoit @enepanuu. TpeOoBaHus K anTeYHbIM OPraHU3ALMSAM, SBISIOIIMMCS
YYaCTHMKaMM SKCIIEPUMEHTa, HE MOTYT OBbITb HMXE TpeOOBaHHM, YCTAHOBJIEHHBIX K aNTEYHBIM
OpraHM3alMsIM B COOTBETCTBUHU € 4acThio 1.1 cTathu 55 Hacrosmero denepanbHOro 3aKOHa.

5. YronHOMOYEeHHBIH (eepaabHbIii OpraH UCTIOTHUTEILHON BIACTH:

1) ocyuiecTBiieT METOAMYECKOE COINPOBOXKACHHUE SKCIEPUMEHTa, BKJIKOYas METOJUYECKOE
COIPOBOXACHUE ACSITEIbHOCTH MEAMIMHCKUX OPTaHU3alUi U alTeYHbIX OpraHU3alii, yUacTBYIOIIUX B
HKCHEPUMEHTE, 10 0(hOPMIICHHIO, UCIIOIB30BAHUIO M XPAaHEHHIO PELENTOB Ha JICKApCTBEHHBIN Mpermapar,
B TOM 4Hclie COPMUPOBAHHBIX B (POPME 3JIEKTPOHHBIX TOKYMEHTOB;

2) mnpencrasinser B IlpaButenbctBo Poccuiickoii ®denepanuu npenBapuTeIbHbI (B mepuop
MIPOBEJICHUSI HKCIIEPUMEHTa, HO HE TO3/IHEe YeM 3a J[Ba Mecflla 0 HCTEUEHUS CPOKa MPOBEACHUS
9KCIIEPUMEHTA) U UTOTOBBIN (M0 OKOHYAHUHU SKCIIEPUMEHTA, HO HE TIO3HEE YEM Yepes3 JBa Mecslla mocie
UCTEUCHHUs CpPOKa NPOBEJCHHS IKCIEPUMEHTAa) JOKIAAbl O pe3yiabTaTaxX IMPOBEIEHUS SKCIEPUMEHTA U
MIPEAJIOKEHUSI O BHECEHUU U3MEHEHHUH B 3aKOHOIATEILCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEJICTB.

6. YIIOJIHOMOYEHHBIN MCIIOIHUTEIbHBIN opran cyobekTa Poccuiickoit denepanuu:
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTb 0COOEHHOCTH IMPOBCACHUSA SKCIICPUMCHTA,

2) yTBep)KIaeT MOPSAOK OTOOpa MEIMIIMHCKUX OpraHu3alMid W amnTeYHbIX OpraHu3aluil Ul
y4yacTUs B JKCIEPUMEHTE, a TaKXe IMPOBOAUT TAaKOM OTOOP W YTBEPXKAAET MepeueHb METULIMHCKHUX
OpraHM3alyil U MepeyeHb aNTeUHbIX OpraHU3allfii, COOTBETCTBYIOIIUX TPEOOBAaHUSAM, YCTAHOBICHHBIM B
COOTBETCTBHUH C YaCTbIO 4 HACTOALLEH CTAaTbU, U SIBJIAIOIINAXCS YYACTHUKAMH dKCIIEPUMEHTA;

3) OCYIICCTBIACT MOHHUTOPHUHI IHPOBCACHUSA OKCIICPHUMCHTA W HNPCACTABIIACT €ro pe3yJibTaTbl B
yHOHHOMO‘-ICHHBIﬁ (be)lepaJ'IBHHﬁ opraH HUCITOJTHUTEILHOU BJIaCTH,

4) obecrneunBaeT WH(POPMAIMOHHO-TEXHUYECKOE OOECreYeHue TMPOBEACHUS JKCIIEPUMEHTA
MIOCPEJICTBOM HCIIOJIb30BaHMsI TOCYIapCTBEHHON NH(OPMAIIMOHHON CUCTEMBI B cepe 3/1paBOOXpaHEHUS
cyobekta Poccuiickoit @enepanuu ¥ (MiIM) MEIULIUHCKAX HHQPOPMAIMOHHBIX CHUCTEM MEIULUHCKUX
OpraHu3alMii, SBIAIOMIMXCS YYaCTHHUKAMM OSKCIEPUMEHTa, M UX B3aUMOACUCTBUS C €IUHOMN
rocyaapcTBeHHON HHGOPMAIIMOHHON CUCTEMOH B cdepe 3paBOOXpaHEHUSI.

7. MeavuMHCKME OpraHM3allid W anTEYHble OPraHW3allid BIIpaBE OTKAa3aTbCsl OT Yy4acTUs B
SKCIIEPUMEHTE, M10/1aB B YIOJIHOMOYEHHBIN MCIOIHUTENbHBIN opran cyowekra Poccuiickoit denepanuun
COOTBETCTBYIOLIEe 0OpallieHre B TUCbMEHHOI (opMe.

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

8. AnTeuHrle opraHu3anuu, ABJIOIIHCECS YYACTHUKAMH SKCIICPUMCHTA, 00s13aHBI npu npoaaxke
JUCTAaHIIMOHHBIM CIIocoooM JICKApCTBCHHOT'O ITp€riaparta A MCAUIUHCKOIr0 NpUMCHCHHS, OTITYCKAacMOro
o PCUCIITY Ha HeKapCTBCHHBIﬁ npemnapar, o0ecneyuThb IIpU OCYIICCTBIICHUU NOCTAaBKH I/I,I[CHTI/I(I)I/IKaL[I/IIO
JJUYHOCTU TpaXaaHHHA, ITOJTYyYaromero TaKou HeKapCTBeHHBIﬁ npenapar, B LOCIAX YCTAaHOBJICHUA
COOTBCTCTBHA €TI0 JIMYHOCTH W JIMIA, YKAa3aHHOI'0O B PCLCITE Ha HeKapCTBCHHLIﬁ npemnapar (CFO
3aKOHHOTO HpelICTaBI/ITCJ'IH), h19%(s16) Jjna, YINOJIHOMOYCHHOI'O JMIIOM, YKa3aHHBIM B pPEOCIITE Ha
J'IeKapCTBCHHHﬁ npenapar (er O 3aKOHHBIM Hpe,Z[CTaBI/ITCJ'ICM), Ha MOJIYYCHUC JICKAPCTBCHHOI'O IIpCTiapaTa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

(manee B HACTOSIICH CTAThE - JIUIIO, YKa3aHHOE B PEIENTe (3aKOHHBIN MPEICTaBUTEINb, YIIOJTHOMOYEHHOE
JIUIIO).

9. Jlumo, ocymecTBIAlOIEE [OCTABKY JIGKAPCTBEHHOIO Ipenapara Uil MEIUIUHCKOIO
IPUMEHEHMs, OTIYCKaeMOI'o IO PpEeLeNTy Ha JIeKapCTBEHHBIM Ipemnapar, 00s3aHO MOTpedOoBaTh Yy
IpaKJaHUHA, [TOJIYYarolEero TaKO! JIEKapCTBEHHBIN IIpenapar, NpeAbsBUTh JOKYMEHT, yIOCTOBEPSIOIIUN
€ro JUYHOCTh, /U1 UAEHTHU(PHUKALMU JIMYHOCTH 3TOTO I'PaKJaHMHA M YCTAHOBJIEHUS COOTBETCTBUS €rO
JUYHOCTH M JIMIA, YKA3aHHOTO B pELENTE (3aKOHHOI'O IpPEICTaBUTEINs, YIOJIHOMOYEHHOro juua). B
Cllydae BBIABIICHUS HECOBNAACHMS JINYHOCTU I'PAKIAHMHA, ITOJIYYAIOIIErO JICKAPCTBEHHBIM Ipenapar, u
JMIA, YKa3aHHOTO B PELENTE (3aKOHHOIO NPEACTaBUTENS, YIOJIHOMOUYEHHOI'O JIMLA), a TAKXKE B CIIydae
OTKa3a TpaJaHWHA, I[OJyYalOLIEro  JIEKAPCTBEHHBIM  IIpernapar, HNpeIbsSBUTh  JOKYMEHT,
YIOCTOBEPSIOIUN €r0 JIMYHOCTD, JIMILO, OCYILECTBIAIOLIEE AOCTaBKY JEKapCTBEHHOIO IIpernapara Juisd
MEIULUHCKOTO IPUMEHEHHs, OTIIYCKaeMOI'o IO PeLenTy Ha JeKapCTBEHHbIN IpenapaT, 00s13aHO BEPHYTh
TaKOW JIEKAPCTBEHHBIN IIPENapar B alTEYHYIO0 OPraHU3aLUIO.

10. TloxrBepkneHueMm (akTa Tepegadd JIEKapCTBEHHOTO TIperapara s  MEIUIMHCKOTO
MPUMEHEHHUSI, OTIIYCKaEMOI'0 MO PEUENTYy Ha JICKAPCTBEHHBIN Ipemnapar, JIMIY, YKa3aHHOMY B PELEITE
(3aKOHHOMY TIPEJCTABUTENIO0, YHNOJIHOMOYEHHOMY JIUILY), SIBIISIOTCS KacCOBBIM YEK M TOANMUCH JIMILIA,
MIOJIyYMBLIETO TAKOW JIEKAPCTBEHHBINM IIpenapar, Ha JOKYMEHTE O IOJIyYEHMHM TaKOI'O JIEKapCTBEHHOI'O
npenapara 1o Qopme, yTBep)KIaeMOW YHOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTEIBHON
Bractu. Ilocne mepemaum JekapcTBEHHOTO IIperapara JIMIy, yKa3aHHOMY B pelente (3aKOHHOMY
NPEACTABUTEIO, YIIOJTHOMOYEHHOMY JIMILY), 3TOT JOKYMEHT IEpeaaeTcs JIMIOM, OCYIIECTBUBIINM
JOCTaBKy TaKOTO JIEKAPCTBEHHOTO Iperapara, B anTeYHYI OPTaHU3aIMIo, OCYIIECTBUBIIYIO OTITYCK
JIEKapCTBEHHOTO TIpernapara. B ciiydae BbISBIEHHS TIpH Iepegade JHIy, yKa3aHHOMY B peLenTe
(3aKOHHOMY  TIPE/ICTABUTENIO, YINOJHOMOYEHHOMY JIMIlY), JIGKAPCTBEHHOTO TmpemapaTta (pakToB
MEXaHMYECKOTO IOBPEKACHUS €ro MJIM €ro YNaKOBKM TaKOW JIGKapCTBEHHBIH Iperapar JUIOoM,
YKa3aHHbIM B PpCHCITC (BaKOHHBIM MMpeaACTaBUTCICM, YIIOJIHOMOYCHHBIM HHHOM), HC NPHUHUMACTCA U
BO3Bpalaercss 0e3 ero OoIulaThl JIMIlY, OCYIIECTBHMBILEMY JIOCTAaBKY JEKapCTBEHHOTO Ipernapara u
o0ecreunBaoIeMy ero BO3BpaT B aTEYHYIO OPTaHU3aIHIO.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit @enepanny, COBEPIIEHHBIE IIPU MPOBEACHUN
JKCIIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJEHHYI0 3aKOHOJATEIbCTBOM
Poccutickoii denepanumu.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUM, CBA3aHHBIX C IPOBEJIEHUEM SKCIIEPUMEHTA,
ocylecTBisieTcs (elepaabHbIM OPraHOM HCHOJHHUTENIbHOM BIIACTH, OCYIIECTBISIIOIUM (YHKIHMU 10
KOHTPOJIIO ¥ Ha/130py B c(pepe 3apaBoOXpaHEeHUs], B MOPsIKE, yCTaHOBIEHHOM dDeiepanbHbIM 3aKOHOM OT
31 urons 2020 roma N 248-®3 "O rocyaapcTBEHHOM KOHTpoJIe (Ha30pe) U MyHUIIUNIAIBHOM KOHTPOJIE B
Poccuiickoit deneparun'.

CrtaTtbsa 56. M3roToBneHmne n oTnyck rekapcTBeHHbIX NpenapaTtoB

Koncynsrantllntoc: mpumeqanue.
C 01.03.2025 B 4. 1 cr. 56 BHOCsTCA m3MeHeHus (D3 ot 30.12.2021 N 463-D3). CMm. Oyaymryro
pelaKuuio.

1. M3roroBineHue JEKapCTBEHHBIX NPENApaToOB alTEYHbIMM OpraHU3ALMSIMH, BETEPUHAPHBIMU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

anNTeUYHBIMH  OPraHU3alUsAMU, UMCIONIMMH JHUICH3UI0 Ha  (apMaleBTUYECKYIO JICATEIbHOCTb,
OCYILIECTBISICTCSl MO pelenTaM Ha JIEKapCTBEHHbIE IIpernaparbl, MO TpeOOBaHUSM MEAUIIMHCKUX
OpraHM3allyii, BETEPUHAPHBIX OpPTaHHW3AIMi B COOTBETCTBHH C IPABWJIAMH H3TOTOBJICHHS M OTITYCKa
JIEKapCTBEHHBIX  MPENapaTtoB,  YTBEP)KIACHHBIMU  YIOJIHOMOYEHHBIM  (elepaabHbIM  OpPraHoM
WCIOJIHUTEIIbHOU BJIACTH.

(B pen. @enepanpHoro 3akoHa ot 05.12.2022 N 502-D3)

2. Ilpu M3roTOBIIEHUH JIEKAPCTBEHHBIX MPENApaTOB alTEYHBIMU OpraHU3ALMSIMHU, BETEPUHAPHBIMU
anTeUYHbIMM OpraHU3alUsSMU, UMEIONIMMH JIMIEH3UI0 Ha  (apMaleBTUYECKYIO JIeATEIbHOCTb,
UCTIOJB3YIOTCS JIGKAPCTBEHHBIE Mpenapartsl U (Win) QapMalneBTUYecKre CyOCTaHLWU, BKJIIOUEHHBIC
COOTBETCTBEHHO B I'OCYJIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHUS,
rOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB I BETCPUHAPHOIO NPUMEHEHHUs], CIUHBIA pPeecTp
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3suiickOro 3KOHOMHYECKOIO0 COK03a, €UHBIN peecTp
3apEruCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenaparoB EBpa3niiCKOro 3KOHOMHUYECKOIO
COI03a B YCTAaHOBJIEHHOM Tnopsnke. He gomyckaeTcss M3rOTOBJIEHUE alTEYHBIMU OpPraHU3alUsMU,
BETCPUHAPHBIMH  ANTCYHBIMH OPTAaHU3ANMSIMH, WMCIOIIMMHU JIMIEH3WI0 Ha (apMareBTHUSCKYIO
NeSITeNIbHOCTD, JIEKAPCTBEHHBIX MpPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit ®enepanuu mubo B

COOTBETCTBHH C aKTaMH, COCTABIISIOIIMMHU TTpaBo Coro3a.
(B pen. deaepanbubix 3akoHOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JI€KapCTBEHHBIX IMIPENapaToB, HM3rOTOBJICHHBIX AaNTEYHBIMU OPTaHHU3ALUIMH,
BETEPUHAPHBIMU ANTEYHBIMU OPTraHU3AlMSIMH, HMEIOIIMMU JIMIEH3WI0 Ha (apMaleBTHUECKYIO
JeSATEILHOCTh, U OQOPMIICHHE TaKWX IPENaparoB JOJDKHBI COOTBETCTBOBATH IPaBHIIAM, YKAa3aHHBIM B
yacTu 1 HacTOSIIEH CTaThU.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnTeyHple OpraHM3aIlMM, BETCPHHAPHBIC AaNTEYHbIC OPraHU3aIlMM, WMEIOIINE JIUICH3UI0 Ha
(bapMareBTHYECKYI0 IesITeTbHOCTh, HECYT OTBETCTBEHHOCTh 33 HECOOIIOJICHUE TIPABUII M3TOTOBJICHUS H
OTITyCKa JIEKAPCTBEHHBIX MpenapaToB B COOTBETCTBUH € 3aKOHOaTeNbcTBOM Poccuiickoit denepannu.

(B pen. denepanphoro 3akona ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHue npogaxu ¢anbCUPULMPOBAHHBLIX JleKapCTBEHHbIX
CpeAcTB, HepoOpoKa4yeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapCcTBEHHbIX CpeacTB

[Iponaxa dhanbcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPECTB 3aMPEIIaeTCs.

CraTtbsa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHue JE€KapCTBEHHBIX CPEJICTB OCYILIECTBISAETCA MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX
CPEACTB, OpraHu3alMsIMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  aNTECYHBIMHU
OpraHu3aLUsIMU, BETEpPUHAPHBIMU arTeYHbIMU OpraHu3aLUsIMU, VHIUBUYAJIbHBIMU
MPEANPUHUMATENISIMI, UMEIONTUMHU JIUIICH3UIO0 Ha (PapMarieBTUIECKYIO EATeIbHOCTh MW JIUIEH3UIO Ha
MEIUIMHCKYIO JEATEIbHOCTh, MEAULUMHCKAMHU OpraHu3alusMH, BETEPUHAPHBIMU OpraHU3ALUsSMHU U
WHBIMH  OpPTaHM3AIMsIMU, OCYIIECTBISIONIMMU OOpalleHne JIeKapCTBEHHBIX CPEACTB. XpaHEHHUe
JICKaPCTBEHHBIX CPEACTB I BETEPUHAPHOTO NPUMEHEHMS OpraHu3alusMU U WHIAMBUAYAJIbHBIMHU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

OPEANPUHUMATETISIMA B CIIydasX, €CIM OHH UCIHOJB3YIOTCS HCKIIOYHTEILHO TIPH  pa3BEICHUH,
BBIpAIIMBAaHUH, COJICPYKAHUH U JICYCHUU KUBOTHBIX, MOXKET OCYIIECTBISIThCSA 0€3 TOJTY4YCHUs JINIECH3UU
Ha (apMaleBTUYECKYIO IeATEeIHHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBmia  XpaHEHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKAAIOTCA  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaIbHbIM OPTaHOM UCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHEe HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMalleBTUUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYILIECTBISIETCSI B COOTBETCTBUU  C
3akoHoJarenbeTBOM Poccuiickoit denepanum.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbLIA Yy4eT JleKapCTBEHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns

(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepeueHb JEKApCTBEHHBIX CPEACTB JUISI MEAMLIMHCKOTO HPUMEHEHHs, MOAJISKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ YY€Ty, YTBEP)KIAeTCs YINOJHOMOYEHHBIM (elepalbHbIM  OpTraHOM
VCIIOJTHUTEJIBHOU BJIACTH.

2. Tlopsimok BKIIFOUEHUS JIGKAPCTBEHHBIX CPEACTB JUISI MEIAMIIMHCKOTO TPHUMEHEHHUS B IIEPEYCHB
JICKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MPUMEHEHHUS, MMOJICKAIINX MPEIMETHO-KOJINICCTBEHHOMY
yYeTy, YCTaHABJIMBACTCS YIOJHOMOYCHHBIM (eIepaAbHBIM OpPraHOM HCIIOJIHATEIHHOW BIIACTH TIO
COTJIACOBAaHUIO C (eiepalibHbIM OPraHOM HCIIOJHHUTEIBHON BIIACTH, YIIOJIHOMOYECHHBIM B cdepe
BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. [IpenMeTHO-KOIMYECTBEHHBIN Yy4eT JIEKApCTBEHHBIX CPEIACTB I MEIUIMHCKOTO IMPUMEHEHUs
BEIYT IPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB, OPraHM3allMMd ONTOBOWM TOPIOBIH JIEKAPCTBEHHBIMU
CPEICTBAMHM, allTeYHblE€ OPraHM3alMi, WHIMBHUIyaJIbHBbIC NPEANPUHUMATENIN, UMEIOLIUE JIMLIEH3UI0 Ha
(bapMarieBTUYECKYIO0 JAEATENbHOCTh WM JIMIEH3UI0 Ha MEIUIMHCKYIO JIeSTeNbHOCTh, U MEAMLMHCKUE
OpraHM3aliM, OCYIIECTBISAIONINE 00pallleHne JIEKapCTBEHHBIX CPEJCTB JUISl MEJUIIMHCKOTO MPUMEHEHNUS,
IyTeM PErucTpalyy JIOObIX CBA3aHHBIX C UX OOpallleHHeM ONepaluii, Mpu KOTOPbIX H3MEHSEeTCA HX
KOJIMYECTBO U (WJIM) COCTOSIHHME, B CIIELUANbHBIX )KypHaJlaX yyeTa Onepalui, CBSI3aHHBIX ¢ OOpalleHHeM
JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IIPUMEHEHUS (Jjaiee - CriellhaibHbIe XKYPHAJIbI).

4. TlpaBuna peructpanuu ornepanuil, CBI3aHHBIX C OOpaIleHHEM JIEKapCTBEHHBIX CPEICTB MJIf
MEIULUHCKOIO NPUMEHEHUS, BKIIOUEHHBIX B IEPEYEHb JICKAPCTBEHHBIX CPEACTB I MEIULIMHCKOIO
IIPUMEHEHHSI, TTOJIEKAIIUX TPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIIEHHAJIbHBIX KypHajax M IpaBuia
BEJCHUS M XPAaHEHMs CIELUANbHBIX JKYpHAJOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM MCHOJHUTEIbHOM BIACTH.

5. KouTponp 3a coOmofieHHEM IpaBUJ PETUCTpAallMM ONepalyif, CBA3aHHBIX C oOpalleHHeM
JIEKapCTBEHHBIX CPEICTB JUISI MEIULHUHCKOIO NMPUMEHEHMs], BKIIOYEHHBIX B IE€pPEUEHb JIEKAPCTBEHHBIX
CPEACTB Il MEIULUHCKOIO TIPHUMEHEHUs, MNOJIeKAIIUX IPEAMETHO-KOJIMUYECTBEHHOMY Y4YETy, B
CHEelHaJIbHBIX JKypHalax, a TakXKe 3a COOJII0JIEHHEM TMpaBuil BEICHHUS U XpaHEHUs CIEHUaIbHbBIX
KYPHAJIOB BO3JIaraeTcs Ha YINOJHOMOYEHHbIE (pefepalbHble OpraHbl HCIOJHUTEIBHOW BIACTH H
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

WCIIOJIHUTENIbHBIE Opranbl cyObekToB Poccuiickoit denepaiiuu, OCYHIECTBISIONIME JIMIIEH3UPOBAHUE
MIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMaleBTUYECKOM JEATEIBHOCTH M MEIUIIMHCKOU
JEATEIIbHOCTH, U OCYLIECTBIISIETCA B paMKaX JIMLIEH3UOHHOTO KOHTPOJIS.

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

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeAcTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (anbcu(PUIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa TMOJUIEKAT M3BATUIO W3 OOpalleHUs W YHUYTOXKEHUIO B TOPSJIKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit ®enepanyu. OCHOBAHUEM JJI1 YHUUYTOXKEHHUS JICKAPCTBEHHBIX CPEJCTB
ABJIAETCS ~ pElIEHWE  BJIAJENblla  JIGKAPCTBEHHBIX  CPEJICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIIOJTHOMOYEHHOTO (peIepaIbHOrO OpraHa UCHOIHUTEIBHOM BIACTH WK PELICHUE CyAa.

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

2. KontpadakTHble TeKkapCTBEHHBIE CPEACTBA MOANEKAT U3BATUIO U3 OOPAIEHUS U YHUUTOKEHUIO
1o pemeHuto cyaa. [lopsanok yHU4TOX)eHUs KOHTpadaKTHBIX JEKAPCTBEHHBIX CPEJCTB YCTAHABIMBACTCS
[IpaButensctBOM Poccuiickoint @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCu(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB,
BO3MEILIAKOTCSA UX BIAJCIBLEM.

4. Bragener| JIEKapCTBEHHBIX CPEICTB JIOJDKEH MPEACTABUTh B YIIOJIHOMOYEHHBINH (enepanbHbIi
OpraH KCIIOJHUTEIbHOW BIIACTU JOKYMEHT WIM 3aBEPCHHYIO B YCTAHOBJICHHOM IIOPSJKE €ro KOIIUIO,
MOATBEPKIA0IIUE (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPE/ICTB.

5. CoOTBeTCTBYIOIIMH yIOJIHOMOYEHHBIH (hefepabHbIi  OpraH HCIHOJIHUTENBHOM  BIIACTH,
NPUHSABIIMKA pelieHne 00 YHMUYTOKEHUHU JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOJIb 3a HUX
YHUUYTOXKEHUEM.

6. VYHUYTOXKEHHE JIEKaPCTBEHHBIX CPEJICTB TMPOM3BOIAUTCS OpPTaHHU3AIUAMH, WMEIOIUMHU
COOTBETCTBYIOIIYIO JIMIICH3HIO, HAa CIIEIIHAIIBHO 000PYIOBAaHHBIX TJIOIIAIKAX, TOJIUTOHAX U B CIICIIUATBHO
000pYy/IOBaHHBIX MOMEILEHUAX C COONIOICHHEM TpeOOBaHUI B 00JIACTH OXpaHbl OKPYXKAIOUIeH cpelbl B
COOTBETCTBHUHU C 3aKOHOJATENbCTBOM Poccuiickon denepannu.

7. HapkoTuyeckue JE€KapCTBEHHbIE CpEACTBA, IICUXOTPOIHBIE JIEKApPCTBEHHBIE CpPEJNICTBA,
panuodapmaneBTHUECKUE  JIGKAPCTBEHHBbIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3aKkoHo1arenscTBOM Poccutickont denepanu.

nasa 12. TOCYOAAPCTBEHHOE PEINYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbLI A1 MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
ANnsA MeauLMHCKOro NnpuMeHeHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1. TocynapcTBeHHOE pErylIMpOBaHUE ILIEH Ha JIEKApPCTBEHHBIC Ipemaparbl sl MEIUIIMHCKOTO
PUMEHEHHS OCYLIECTBIIETCS OCPEACTBOM:
(B pen. @exnepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxkaenus IIpaBurensctBoM Poccuiickoii denepanuu rnepedyHs )KM3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX MpPENapaToB, KOTOPHIA (OPMHUPYETCS M HE pEeXe OJHOrO pasza B TOJ
[IEpECMaTPUBAETC B YCTAHOBJIEHHOM MM IOpPSJIKE HA OCHOBE KOMILUIEKCHOW OLICHKH JIEKAPCTBEHHBIX
IpernaparoB, BKJIOYas aHaIM3 CBEACHUH O CPAaBHUTEIBHOW KIMHUYECKOH A(P(HEKTUBHOCTH U
0€30MacHOCTH  JICKQpPCTBEHHOTO CPEJICTBA, OLEHKY HSKOHOMHMYECKHUX IOCIEACTBUI MPUMEHEHUS
JIEKapCTBEHHOI'O CpEACTBAa M M3Y4YEHHUE JOIOJHUTEIbHBIX IOCIEACTBUM NPUMEHEHUS JIEKAPCTBEHHOTO
CPENCTBa;

(B pen. enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) yTBEpXKICHHS METOAMKH pacyera MpPeIeNIbHbIX OTIYCKHBIX IICH TPOU3BOJMTENCH Ha
JICKapCTBCHHBIC TIpEnaparhl, BKJIIOYECHHBIC B IMEPCUCHb JKU3HECHHO HEOOXOJIMMBIX M BaKHEHIIIHX
JICKApCTBEHHBIX IPEIapaToB, a TAK)KE BHEAPCHHS MEXaHH3MOB (DOPMHUPOBaHMs CHCTEMBI peepeHTHBIX
LICH;

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

3) TrocygapCTBEHHOW pETUCTpallMd TPEICIBbHBIX OTIYCKHBIX IIGH TPOU3BOJUTENCH Ha
JICKQpCTBCHHBIC TMpENapaTrhl, BKJIIOUEHHBIC B TEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHMX
JICKapCTBCHHBIX MPENapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUWsS TOCYNApCTBCHHOTO peecTpa MpPEACIbHBIX OTIMYCKHBIX IIEH IPOM3BOIAMTEIICH Ha
JIEKapCTBEHHbIE MPEnaparhbl, BKIIOUEHHbIC B IEPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKAPCTBEHHBIX IIPENApaTOB;

5) yTBep)KIIeHUSI METOJUKU yCTAHOBJICHUS UCIOTHUTEIBHBIMH OpraHamu cyOnekToB Poccuiickoit
d)ezlepaulzm IpCACIIBHBIX PAa3MEPOB OINTOBLIX HaI[6aBOK N NPCACIbHBIX pa3MCPOB PO3SHUYHBIX Ha)l6aBOK K
(aKTUYECKUM OTHYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOM3BOAMUTENSIMU JICKAPCTBEHHBIX MperaparoB, Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B ICPCUCHbL KHU3HCHHO HGO6XO)II/IMI)IX A BaXHEHUIINX
JIEKapCTBEHHBIX MPENapaToB;

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

6) ycTaHOBIIEHHS MPECTbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U MPEACIBHBIX Pa3MEPOB PO3HUUHBIX
Ha70aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JICKApPCTBEHHBIC MpenapaThl, BKIIOYEHHbIE B IEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX IIPENApaTOB;

6.1) onpenenenust IlpaBurensctBom Poccuiickoit denepanuu mnopsaka HEHOOOPa30BaHUS Ha
HE3aperuCTPUPOBAHHBIC JIEKAPCTBEHHBIE MPENAPATHI ISl MEAUIMHCKOTO IPUMEHEHUS, KOTOPbIE BBE3ECHBI
B Poccuiickyto denepanuro s OKa3aHUs MEAMIMHCKOM IIOMOIUM [0 JKU3HEHHBIM IIOKa3aHUAM
KOHKPETHOI'O MallHeHTa U MEXJAYHAPOHbIE HEMATEHTOBAHHBIE, NN TPYNIUPOBOYHBIC, WIM XUMUYECKHE
HAaMEHOBAHMA KOTOPBIX CoOJepXarcsi B TMEpevyHe > KU3HEHHO HEOOXOAMMBIX M  BaXKHEHUIIHX
JIEKAPCTBEHHBIX IIPENAapaToB;

(. 6.1 BBenen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

7) yTBEepKIEHUS TOpSAAKA BBIIAYM MPEANHUCAHUN WUCIOTHUTEIHHBIM OpraHaM CyOBEKTOB
Poccuiickoit denepanu o NpuBeACHUU B COOTBETCTBUE C 3aKOHOJAaTeNbcTBOM Poccuiickoit denepanuu
pemieHnid 00 YCTAaHOBJIGHWU TMPEACITBHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M TPEICIBHBIX pPa3MepoB
PO3HUYHBIX Haa0aBOK K (PAaKTHUYECKHUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM TIPOU3BOJAUTEIISIMA
JIEKAPCTBEHHBIX IMpENapaTroB, Ha JIEKAPCTBEHHBIC Mpenaparbl, BKIIOYEHHBIE B TMEPEUCHb >KU3HEHHO
HEOOXOAMMBIX M BaXHEHIIMX JICKAPCTBEHHBIX TIPEMApaToB, €CJIM OHHM IMPHHATHI C HapyIICHUEM
3aKkoHozarenscTBa Poccuiickon @enepannu, B nopsake, ycranosiaeHHoM I[IpaBurensctBoM Poccuiickoit
denepanuu;

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

8) HampaBleHUs  YIOJIHOMOYEHHBIM  (elepabHbIM OpraHOM  MCIIOJHHUTEIbHOH  BIAcTH
UCTIOJHUTENBHBIM OpraHaMm cyObekToB Poccuiickoit ®enepauuu mNpeanucaHduil O TPUBEICHUU B
COOTBETCTBHE C 3aKoHoAarenbCcTBOM Poccuiickoin ®enepanum NOPHUHATBIX € HApyLIEHUEM
3aKoHoAarenbcTBa Poccuiickoit @enepanyu perieHnii 00 yCTaHOBICHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha/10aBOK M IPEJENIbHBIX pa3MEpOB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIEKApCTBEHHbIE Ipenaparthl,
BKJIIOYCHHBIE B TIEpEYEHb )KU3HEHHO HEOOXOIMMBIX U BKHEUIINX JICKAPCTBEHHBIX MIPEIApaToB;

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

9) ocymiectBieHus GeaepatbHOr0 roCyIapCTBEHHOT0 Haa30pa B chepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB M PErMOHAIBHOTO TOCYJApPCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEM IIeH Ha JIEKapCTBEHHBIE
npernapaTsl COOTBETCTBEHHO YINOJHOMOYCHHBIMH (e/lepalbHBIMI OpraHaMH HCIIOJHUTEIHHON BIACTH U
UCIIOJIHUTENbHBIMU OpraHamMu cyObekToB Poccuiickoit denepanuu coriacHO WX KOMIIETCHIIMU B
nopsiike, ycranosiueHHoM IIpaBurensctBom Poccuiickoit @enepanny;

(B pen. deaepanbhbIx 3aK0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHHs TPESYCMOTPEHHBIX 3aKoHojaTesnbcTBOM — Poccuiickoit  @®enpepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe TMOpsAKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsbl,
BKJIFOUEHHBIE B [T€PEUEHb )KM3HEHHO HEOOXOJUMBIX M BaKHEHIIIHX JIEKAPCTBEHHBIX MPErapaToB.

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

2. B ycnoBusix ype3BblYaiiHONW cuTyalM M (WIKM) IpU BO3HUKHOBEHUH YIPO3bl PAaCIpPOCTPaHEHUs
3a00JIeBaHUs, MPEJICTABIAIONIET0 OMACHOCTh Ul OKPYXAloIMX, a TaKkKe B CilIydae, €ClIM B TEYEeHHUe
TPUALATH KaJeHAApHBIX AHEN mnocne npuHsatus [IpaBurensctBoMm Poccuiickoit denepanyu penieHus o
IIPOBEACHUN MOHUTOPHUHIAa PO3ZHUYHBIX LI€H HA JICKAPCTBEHHBIC IIPENaparThl, HE BKIIOYECHHBIEC B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX M BaXHEMIIUX JIEKapCTBEHHBIX IpPENapaToB, Ha TEPPUTOPUSX CYOBEKTOB
Poccuiickoit ®denepanny BBIABIEH POCT PO3HUYHBIX LICH HA YKAa3aHHBIE JIEKAPCTBEHHBIE IpENapaThl Ha
TPUIIIATh IPOLIEHTOB U Ooiee, [IpaBuTenscTBO Poccuiickoit Deepanviv BipaBe yCTAHOBUTH MpPeEIETbHbIE
OTIIYCKHBIEC LICHBI IIPOU3BOAMTENIECH HA yKa3aHHbBIC JIEKAPCTBEHHBIE IIPENaparsl, MPEeAcibHbIE pa3Mepbl
OINTOBBIX HAaJ0ABOK U Ipe/eibHbIE pa3Mepbl PO3HUYHBIX HA/l0aBOK K (DaKTHUUECKUM OTIYCKHBIM ILI€HaM
IIPOU3BOJUTENIEH HA yKa3aHHBIEC JICKAPCTBEHHbIE Mpenaparsl. [lepedeHs IekapCTBEHHBIX IIpEnaparoB, He
BKJIIOUEHHBIX B I€pPEUYEHb >KM3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IPEnapaTroB, U
MopsIOK ero popmupoBanus onpeaenstorcs [IpasutensctBom Poccuiickoit denepanuu.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KalleHOApHBIX JHEN co nHA yTBepxkaeHus lIpaBurenscTtBom Poccuiickoit
denepanny MepedHsi, yKa3aHHOTO B YAaCTH 2 HACTOSIIEW CTAaTbU, HE JOIYCKAKOTCS pealn3anns U OTITYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaTOB I10 LIEHAM, IIPEBBIIIAIOIIUM IIPEICIIbHBIE OTIIYCKHbIE
LIEHbl MPOW3BOJNTENEH HAa YKa3aHHbIE JIEKAPCTBEHHBIC IIPENaparthl, NMPEAENbHbIE pa3Mepbl ONTOBBIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

HaA0aBOK ¥ TIPEIENbHBIE pPa3MEpPbl PO3HUYHBIX HAM0aBOK K (PAKTUYECKHM OTIYCKHBIM I[CHAM
MIPOM3BOJUTENIE Ha YyKa3aHHBIE JICKAPCTBEHHBIE Ipenaparbl C Y4YeTOoM Hajlora Ha J00aBJICHHYIO
CTOUMOCTb.

(dactp 3 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynsrantlntoc: npumedanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommecs: TpeaOCTaBICHUS T'OC. YCIYT
MOCPEJICTBOM €IMHOM CUCTEMBI U (MJIM) €IMHOro nopTaia, mpumensitores ¢ 01.01.2025.

Koncynsrantlntoc: npumeqanue.
3apeructpupoBannbie a0 07.06.2019 mnpenenbHble OTIYCKHBIE II€HBI MOJJICKAT 00S3aTEIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O €T. 2 @3 01 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHasi peructpauuMs UM nepeperucTpauusi npegenbHbIX
OTMYCKHbIX LEeH npou3BoAuTenerd Ha JeKapCTBeHHble npenapaTbl, BK/IOYEHHble B
nepeyvyeHb XXU3HEHHO HEOGXOAMMbIX U BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

1. IlpenenbHasg OTIYCKHas Ii€HA IIPOM3BOJUTEIN HA JIEKAPCTBEHHBIM IIpemnapaT, BKJIIOUYEHHBIM B
[epeyeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKQpPCTBEHHBIX IIPENapaToB, IMOAJIEKUT
roCylapCTBEHHON PETrUCTpalliy B NOpsAJKe, ycTaHOBIEHHOM lIpaBurensctBoM Poccuiickoit @enepanum,
Ha OCHOBAaHUU HAIPABJIEHHOTO IIOCPEACTBOM €IMHOIO MOPTaja B YIIOJHOMOUYEHHBIN (efiepabHbIi Opra
UCTIOJHUTEIIBHOM  BJACTH MM  JMYHBIH  KaOWHET  yIOJHOMOYEHHOro  (elepalbHOro — opraHa
WCTIOJIHATENIBHOM BIIACTW B €IWHOW CHCTEME, TIOANKCAHHOTO YCHJIEHHOW KBaTH(PHUIMPOBAHHON
AJIEKTPOHHOW MOJIMUCBHIO 3asBJICHUS JEpXKaTels WIM BIaJeiblla PErMCTPALMOHHOIO YJOCTOBEPEHMUS
JIEKapCTBEHHOI' 0 Ipernapara (yrnoJHOMOYEHHOTO UM JIUIIA).

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

2. 3aperucTpupoBaHHas TMpeAeibHas OTHYCKHas Il€Ha MPOU3BOAMTENSl Ha JIEKapCTBEHHBIN
Ipenapar, BKIIOYEHHBIH B TepeuyeHb HKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIHMX JIEKAPCTBEHHBIX
[IpernapaToB, MOKET OBITh MEPEPErMCTPUPOBAHA B CTOPOHY YBEJIMYEHMS OJUH pa3 B KaJICHJAPHOM TOAY
Ha OCHOBAaHMM HANpaBJICHHOro 10 1 OKTIOps KaXAOro roja IOCPEACTBOM E€IMHOTO IopTana B
YIOJIHOMOYCHHBI  (eiepalibHBIA ~ OpraH  WUCIOJTHUTEIBHOM  BIACTH WM  JIMYHBIA ~ KaOWHET
YIIOJIHOMOYEHHOTO (e/IepaIbHOr0 OpraHa MCIOJHUTEIbHON BIAcTU B €IMHOW cHCTeMe, MOANHUCAHHOTO
YCUJIEHHOM KBaJU(UIUPOBAHHOM 5SJIEKTPOHHOM MOJNUCHIO 3asBJICHUS JepKaTesis WM BIajaebla
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIoJHOMOYEHHOTO UM JIUIA).

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

3. 3apeructpupoBaHHasl IpeleibHas OTIYCKHAas I€HAa IPOU3BOJAUTENS Ha JIEKapCTBEHHBIN
npernapaT, BKIIOUEHHBIH B TMEpeuYeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
IPEenapaToB, MOKET ObITh MEpPEeperucTpUpoBaHa B CTOPOHY CHIDKEHHMS Ha OCHOBAaHMM HAIIPABICHHOI'O
MOCPEACTBOM €IMHOI0 MOpTajia B YIOJHOMOYEHHBIN (eiepabHbII OpraH HCIOIHUTEIbHOW BIACTH WU
JMYHBIA KaOMHET YIOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJIHUTEIbHON BIaCTH B €AMHOM CHUCTEME,
MOJNKCAHHOTO YCUJICHHOW KBaJU(HUIIMPOBAHHOW 3JIEKTPOHHOM MOAINUCHIO 3asBIICHUS JIEpKaTeNsl WIH
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

BJIAJIENIbLIa PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpenapara (yIOJIHOMOYEHHOTO UM
JU1A).
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. Jlepkarenb WIM BIAJENELl PErHCTPALMOHHOIO YIOCTOBEPEHMS JIEKapCTBEHHOIO IIpernapara
(YHOTHOMOYEHHOE MM JIMIIO) O0s3aH HAINPAaBUTh MOCPEJICTBOM EAMHOTO MOpTala B YHNOJTHOMOYCHHBIH
(benepanbHbI OPraH MCIOJHUTEIbHON BIACTH WM JIMYHBIM KaOMHET yIOJIHOMOYEHHOro (henepanbHOro
OopraHa HCIIOJHHUTEIbHON BIIACTH B €IMHOW CHCTEME IOANMCAHHOE YCHJICHHON KBAIM(HUIIMPOBAHHOM
NIEKTPOHHOU MOJIKCHIO 3asBJICHUE O MEPEPErUCTPAalUU 3apErUCTPUPOBAHHON MPEACIBHON OTIIYCKHOM
LIEHBI TPOU3BOANTEIIS HA JICKAPCTBEHHBIN MpenapaT, BKIOUYEHHBINA B IIepeUYeHb KU3HEHHO HEOOXOAUMBIX
Y BaXXHEWIINX JIEKAPCTBEHHBIX IIPENApaTOB, B CTOPOHY CHM)KEHHUS B CIEAYIOLIMX CIIy4asx:

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

1) cHM)KEHHE 1IeHbl B MHOCTPAaHHOW BaJIOTE HA JIEKAPCTBEHHBIN IIpenapar B CTpaHe MPOU3BOANUTEIS
u (W) B CTpaHax, B KOTOPHIX JIEKAPCTBEHHBIM IIpemapaT 3aperucTpupoBaH MU (WIM) B KOTOpBIE
MIOCTABJISIETCS IPOU3BOJAUTEIIEM;

2) cHWXEHHE IIeH Ha pedepeHTHBIC JIGKAPCTBEHHBIC MpErapaTbl B COOTBETCTBHHM C ITYHKTOM |
HacToAlel dYacTh (AJI1 COOTBETCTBYIOUIMX BOCIPOU3BEACHHBIX, OMOaHATIOrOBBIX (OMOMOJOOHBIX)
JICKapCTBCHHBIX MPETIapaToB);

3) mpeBbllIeHNE MpeAeIbHOM OTIYCKHOW II€HBbl HAa MEpPBbI BOCIPOM3BEIEHHBIN, OMOaHAIOTrOBBIN
(Oromno100HBIM) JEKapCTBEHHBIN IpenapaT MHOCTPAHHOTO IPOM3BOJCTBA HaJ NMPEAEIbHOM OTIYCKHON
LIEHOH IPOM3BOJIUTENS Ha BTOPOI BOCIIPOM3BEACHHBINH, 6M0aHAIOrOBbINM (0100 J00HBIN) JIEKapCTBEHHBII
rpenapar, pacCUiuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTrBep:kIeHHOH [IpaBurenbsctBoM Poccuiickoi
®Oeneparuu;

4) mpeBblllIEeHUE MPEeSIbHON OTIYCKHOW II€HBbl Ha NEpPBbIA BOCIPOM3BEACHHBIN, OMOaHATIOTrOBbII
(OmoronoOHBIA) JIeKapCTBEHHBIH NpenapaT NpPOM3BOAUTENS. rocyaapctsa - uieHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHOM OTIIYCKHOW II€HOW NPOM3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHbIN, OHOaHANOroBbli (OMOMONOOHBIN) JIEKAPCTBEHHBIH Mpenapar MpPOU3BOIUTENS
rocynapcrea - WieHa EBpa3sMiCKOrO JKOHOMHMYECKOIO COI03d, PAaCCUMTAHHOM B COOTBETCTBHH C
METOAMKOH, yTBepxkAcHHOM [IpaBuTenscrBom Poccuiickon ®@enepannu.

5. Ilopsaok nepeperucTpanuy 3aperucTpUuPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX IIEH IPOU3BOUTENEH
Ha JIeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B IEPEYCHb JKM3HEHHO HEOOXOIUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX IpEenapaToB, B CIIy4asX, NPEJyCMOTPEHHBIX dYacTaMM 2 - 4 HacTofAlled cTaThbu,
ycranaBinuBaercs [IpasurensctBoM Poccniickoit denepanuu.

6. DKOHOMUYECKUH aHalIu3 MpeleabHOW OTHYCKHOW ILIEHbI IPOU3BOJUTENS Ha JIEKapCTBEHHBIN
Ipenapar, BKIIOYEHHBIH B TepeuyeHb KU3HEHHO HEOOXOMUMBIX M BaKHEHIIHMX JIEKAPCTBEHHBIX
IpenaparoB, MpPH €€ TOCYJApCTBEHHOW PpErucTpalvi WIM NEPEPErucTpalii  OCYIIECTBISAETCS
denepaabHBIM OPraHOM HCHOJHHUTEIBHOM BIIACTH, OCYILECTBISIONMM (DYHKIUH 1O HPUHSATHIO
HOPMAaTHUBHBIX IIPABOBBIX AaKTOB M KOHTPOJIIO 3a COONIOJIEHHMEM 3aKOHOAATENbCTBA B  cdepe
rOCYJIapCTBEHHOTO PETyJIMpOBaHUs LieH (TaprudoB) Ha TOBapHI (YCIYTH).

7. PacueT mpenenpHBIX OTITYCKHBIX II€H, YKa3aHHBIX B 4acTsAX | W 2 HACTOSINEW CTaThbU, TIPH UX
rOCYJTapCTBEHHON PETUCTPALMU WIIM NEPEPETUCTPALMUA OCYILECTBISETCS B COOTBETCTBUU C METOJMKOM,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

yrBepkaeHHou [IpasurensctBoM Pocculickoit denepanu ¥ y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobnronenne GanaHca MHTEPECOB MOTpPeOUTENEH JIEKapCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepeueHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JICKApPCTBEHHBIX MPEMapaToB, W IMPOU3BOAUTEICH
JIEKapCTBEHHBIX TPENapaTroB, BKIIOYEHHBIX B IE€pPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHUIIUX
JIEKapCTBEHHBIX IPENapaToB;

2) GakTUYECKyI0 OTIYCKHYIO LIEHY Ha JIeKapCTBEHHbIC mpemnapaThl B Poccuiickoit denepanuu, neHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro depepanuio, a TakKKe LEHbI HAa aHAJIOTHYHbIC
JIEeKapCTBEHHbIE Mpenaparthl, Haxosuecs B oopamienun B Poccuiickoit ®denepanuuy;

3) 3arpaTbl NPOU3BOJIUTENA JIEKAPCTBEHHOI'O IIpernapaTa Ha IPOU3BOJACTBO U pPEaIU3aLUI0
JIEKapCTBEHHOI'0 Iperapara;

4) 1leHy Ha JIEKapCTBEHHBIN Mpernapar, ero IeHy B CTpaHe MPOU3BOJIUTENSI U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (UJIM) B KOTOPBIE MOCTABIIAETCS TPOU3BOIUTEIIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKAPCTBEHHBIX IIPENAapaToB, BKIIOUEHHBIX B IEPEUYECHb
KHU3HEHHO HEOOXOJMMbIX M Ba)KHEHIINX JIEKApCTBEHHBIX IPENaparoB, HA KOTOPbIE MPOU3BOAUTEIISIMU
JEKapCTBEHHBIX IIPENapaToB HE 3aperucTpUpoBaHa IpeeibHAas OTIYCKHas LI€Ha, pealu3alys
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB 10 II€HaM, MPEBBIIIAIONUM 3aperuCTPUPOBAHHbIE HMIIU
[epeperucTpUPOBAHHBIE MPEEIIbHBIE OTITYCKHBIE 1IEHbl Ha JIEKApCTBEHHBIE IIPEnapaThl ¢ y4eTOM Hallora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYIAPCTBEHHOTO PETYIMPOBAHUS MPEACIBHBIX OTIYCKHBIX I[€H POU3BOIUTEICH
Ha JIeKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IE€PEYCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX IpPENapaToB, B 3aBUCUMOCTUM OT AKOHOMUYECKUX U (WJIM) COLUAIbHBIX KPUTEPUEB
(U3MEHEHME YCIIOBUH, MOPsIKAa U CTOMMOCTH IPOU3BOACTBA JIEKAPCTBEHHBIX NIPENApaToOB, UCIIOIb30BAHHE
HOBBIX ()OpM, METO/J0B U CIOCOOOB TOCYIAapPCTBEHHOI'O pEryJIMpOBaHUS I€H Ha JIEKapCTBEHHBIE
Ipernaparsl, B TOM YHCIE Ha OCHOBE MeXaHU3Ma peepeHTHOI0 IeHO00pa30BaHMs, U3MEHEHUH HOpsIKa
OKa3aHUsl MEIWLUHCKON IIOMOIIY, HW3MEHEHHE Kypca HWHOCTPAHHON BallOThI W MHbIE HU3MEHEHMS)
ycra"aBiauBarotcs [IpasurensctBom Poccuiickont @enepannu.
(B pen. @enepanpuoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocymapcCTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoauTenien Ha fieKapCcTBEHHbIe NMpenapaTbl, BKNOYEHHbIE B NepevyeHb XXU3HEeHHO
HeoO6XoAUMbBIX U BaXKHEULLUX NEeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM TMEPEPETUCTPUPOBAHHBIE TPEJCIIbHbIE  OTIYCKHBIE  I[€HBI
IPOM3BOIUTENEH Ha JIEKapCTBEHHBIE MpenapaTsl, BKIOUYEHHbIE B MepeueHb KU3HEHHO HEOOXOAMMBIX U
BaXHEHUIITIX JICKApCTBCHHBIX IMperIapaTroB, IMOJJICKAT BKIOUCHUIO B FOCYZ[apCTBeHHI)II\/’I peecTp
IpeJeNbHBIX OTIYCKHBIX 1I€H MPOU3BOINTENEH Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B IEPEUCHb
KHU3HECHHO HeO6XO}II/IMBIX 7 Ba)KHEUTIINX JICKAPCTBCHHLBIX IIpC€IIapaToB.

(B pen. deaepanbhoro 3akoHa ot 06.06.2019 N 134-03)

2. l'ocynapcTBeHHBI PEECTp MPEIETbHBIX OTIIYCKHBIX ILIEH MPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B TMEpPEUYEHb JKU3HEHHO HEOOXOIUMBIX M BAXHEHUIIUX JIEKApPCTBEHHBIX
MpenaparoB, COACPKUT B ceOe CIeNYIONTy0 HH()OpMAaITHIO:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1) HaumeHOBaHuE AepKaTels WIKM BIAAEIbla PErUCTPAMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara, HalMMEHOBAHHE IPOU3BOAMTENS JIEKAPCTBEHHOI'O IpernapaTa, CBEIEHHs O pPEerucTpanuu
JepKaTes WIN BIaJelbla PeruCTPalMOHHOIO YAOCTOBEPEHNUS JIEKAPCTBEHHOIO IpenapaTa, CBEICHUs O
perucTpanyy Npou3BOAUTEINS JIEKAPCTBEHHOIO Ipenapara Uil MEJUIMHCKOIO NIPUMEHEHUs B KaueCTBE
HaJIOroIlaTeNblIMKa B CTpaHe  perucrpauuu (A  pOCCUMCKUX  IOPUAMYECKUX — JIMILL -
UACHTUGUKAIMOHHBI HoMep Hanoromnarenbiiuka (MHH), i MHOCTpaHHBIX FOPUAMYECKUX JIHUI] -
CTpaHa perucTpanuy, HAaUMEHOBAHWE PETUCTPUPYIOLIETO OpraHa, pPEerucTpPalOHHBIM HOMEp, KOJ
HAJIOTOIIAaTEIbIIMKA B CTPaHE PErHCTpaluy (MHKOPIOpPAIMM) WM €ro aHajor), MECTO HaXOKACHUs
IIPOM3BOJICTBEHHBIX IJIOLIA/I0K, YYaCTBYIOLIUX B IPOLECCE IPOM3BOJICTBA JEKAPCTBEHHOIO Mpenapara, ¢
yKa3zaHUEM CTaJluu Mpolecca MpOu3BOICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKAPCTBEHHOTO Impenapara (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WIIH
TPYIIHPOBOYHOE, WIM XUMUYECKOE M TOPrOBOC HAUMEHOBAHWS );
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PEruCTPALIOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas (opMa ¢ ykazaHMEM JO3MPOBKH JIEKAPCTBEHHOI'O IIpenapara M ero KoJIM4yecTBa
BO BTOPUYHOM (MTOTPEOUTENBCKOM) YIIAaKOBKE, a TAK)KE KOMIUIEKTHOCTB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl MpeACbHAs OTITYCKHAs IIeHa Ha JICKApCTBEHHBIH Mpenapar B pyosisx;
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata ¥ HOMEp IpUKa3a YIOJIHOMOUYEHHOTO (heAeparbHOrO OpraHa HCIIOJHHUTENIBHOW BIIACTH O
rOCY/IapCTBEHHOW PETHCTPAIMH WK TIEPEPETHCTPALIH PEACTbHON OTIYCKHOU IICHBI Ha JICKApCTBEHHBIH
mpernapar, BKIIOYEHHBIH B TIEpEUYEHb IHKU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX JIEKaPCTBEHHBIX
[Ipernaparos;

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy IIPHKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETHCTpPALMM WIM IEPEPETUCTPAlUHA IPEACIBbHON OTIYCKHOW IIEHBI
IIPOM3BO/IUTENSL HA JICKApPCTBEHHBIM NpenapaT, BKIIOUYEHHBIH B INepevyeHb >KU3HEHHO HEOOXOAUMBIX U
BaYKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

(n. 6.1 BBeneH ®enepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO
Ipenapara;
(. 7 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOoa NeKapCTBEHHOrO Mpemapara MO aHAaTOMO-TEPANeBTUYECKO-XUMUYECKON KIIaCCU(PUKAIINH,
PEKOMEHIOBAaHHOW BceMupHO# opraHn3anueit 31paBoOXpaHeHusl.
(n. 8 BBennen PenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHass pErucTpanys WIA MEpeperucTpanus NpeIeabHbIX OTIYCKHBIX II€H Ha
JIeKapCTBEHHbIE MpEenapaTrhl, BKIIOUEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKAPCTBEHHBIX IIPENapaToB, BEACHUE TOCYAAPCTBEHHOIO pEECTpa IMpPEIENbHBIX OTHYCKHBIX ILIEH
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

MIPOU3BOIUTENCH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHBIC B MEPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX  JICKAPCTBCHHBIX  IPEMapaTroB, OCYIIECTBISIOTCS B TOPSJKE,  YCTAaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanumn.

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

Cratba 63. YcTaHOBNEeHWe MUCNONHUTENbHbLIMW OpraHamMmu cyb6bekToB Poccumckomn
depepaumm npeaenbHbIX pa3sMepoB ONTOBbIX HaAaGaBOK M npefesibHbIX pa3mepoB
PO3HMYHbIX HaAbaBoOK K (akTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM
Npou3BOAUTENSAMM JeKapCTBEeHHbIX MpenapaTtoB, Ha JeKapCTBeHHble npenaparbl,
BK/IIOYEHHbIE B MNepeyYeHb XWU3HEeHHO HeoOXOAMMbLIX M BaXXHEWWUX JIeKapCTBEHHbIX
npenapaToB
(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

1. HcnonuutensHbple opranel cyobekToB Poccuiickoit @enepanuu yCTaHABIMBAIOT IpeJesIbHbIE
pa3Mepsl ONTOBBIX HA0aBOK M MPEACIbHBIE pa3Mepbl PO3HUYHBIX HA/I0aBOK K (PaKTUIECKUM OTITYCKHBIM
neHaMm (06e3 ydera Hajmora Ha J0OaBJIEHHYIO CTOMMOCTbB), YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHbIE IpEnaparbl, BKIOYEHHbIE B IE€PEUYEHb >KU3HEHHO
HEOO0XOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHON B MOPSJIKE,
YCTaHOBJICHHOM IIpaBuTenscTBOM Poccniickoit denepanny, METOAUKON YCTaHOBJICHUSA
UCIOJHUTENIbHBIMU OpraHaMu cyObekToB Poccuiickoit dexepanuu npenenbHbIX pa3MepoB ONTOBBIX
HaJ0aBOK M TPEIENbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K (PAKTHYECKHMM OTHYCKHBIM IICHAaM,
YCTaHOBJICHHBIM IIPOM3BOJMUTENSAMU JIEKAPCTBEHHBIX IIPENApaToB, Ha JIEKApCTBEHHBIE IIpEenaparsl,
BKJIIOUEHHBIE B IIE€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEMIIMX JIEKApPCTBEHHBIX IpPENapaToB.
ITpoexTsl perieHni UCIIOMHUTENbHBIX OpraHoB cyObekToB Poccuiickoit Penepanuu 06 yCTaHOBICHUM U
(WIM) WM3MEHEHUU IpeNeNbHBIX PAa3MEPOB ONTOBBIX HAJ0aBOK U IPENEIbHBIX PA3MEPOB PO3HUUHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAaM, YCTaHOBJEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKApPCTBEHHbIE IpEraparbl, BKJIIOUYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOIUMBIX H
BaXHEUIIMX JIEKAPCTBEHHBIX MPENapaToB, MOJJIEKAT COrNIACOBAHHUIO C YITOJHOMOYEHHBIM (eiepaabHbIM
OpPraHOM HCIOJIHUTEJBHOMN BJIACTH, OCYIECTBIISIIOIINM (YHKIMH MO MPUHATHUIO HOPMATUBHBIX MPAaBOBBIX
aKTOB M KOHTPOJIIO 32 COOII0/IEHUEM 3aKOHOAATENbCTBA B c(pepe ToCyAapCTBEHHOTO PEryIUpOBaHuUs LIeH
(TapudoB) Ha ToBaphI (yciIyru), B mopsJike, ycranoBieHHoM [IpaBurensctBom Poccuiickoit denepanuu.
(B pen. ®enepanpubix 3akoHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-D3)

2. OpraHuzanuu ONTOBOWM TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMHM, AalTEUHbIE OpraHMU3alH,
WHIVBUAYAJIbHbIE MPEANPUHUMATENN, HMMEIOIINE JIMLIEH3UI0 Ha (apMaleBTUYECKYIO JeSTEIbHOCTD,
MEIULMHCKIE OpraHu3allii, HUMEIOIUe JHUIEH3UI0 Ha (PapMaleBTHUECKYIO JeSTeIbHOCTh, U HX
000CO0JIEHHbIE TOJpa3Ae/ieHus, PaclOJOXKEHHbIE B CEJIbCKUX HACENEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlT€4YHbIE OpraHM3alMM, OCYHIECTBIIIOT pEaIU3alUI0 JIEKapCTBEHHBIX IPENapaTos,
BKJIFOUEHHBIX B IE€PEUEHb JKU3HEHHO HEOOXOJMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, IO
[IeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHHM C TMOPSAKOM, YCTaHOBJIEHHBIM IIpaBUTEIHCTBOM
Poccuiickoit denepanuu, U ypoBeHb KOTOPHIX (0€3 ydera Hajora Ha JOOABICHHYIO CTOMMOCTH) HE
JOJDKEH TPEBBINIaTh CyMMY (DAaKTHUECKOM OTIYCKHOW IIEHbI, YCTaHOBJIEHHOH MPOU3BOAUTENIEM
JIEKAPCTBEHHOI'0 Ipernapara, He IPEBBIIIANNIEH 3apeTMCTPUPOBAHHON WM TEPEPErMCTPUPOBAHHON
IIPEEIbHON OTIYCKHOM LI€HBl INPOMU3BOAMTENS (HAa JaTy pealn3allMM JIEKapCTBEHHOIO IIpernapara
MIPOM3BOJUTENIEM), U pa3Mepa ONTOBON Han0aBKW U (WIM) pa3Mepa pPO3HUYHOM HanOaBKu, He
MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa Mpe/esibHOM ONTOBOM Hal0aBKu U (WIK) pa3Mepa NpeaeabHOR
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

PO3HMYHOM HaJ0aBKH, yCTAaHOBJICHHBIX B cyObekTe Poccuiickoii denepannu.
(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 323-D3)

3. UcnonnutensHble opranbl cyobekToB Poccuiickoit @enepanun pazmemaior B cetu "MHTepHet"
MHGOpPMALMIO O 3aperuCTPUPOBAHHBIX IPENENIbHBIX OTHYCKHBIX II€HaX IPOU3BOAMTENEH Ha
JIEKapCTBEHHbIE IIPENaparhbl, BKJIIOUYEHHbIE B IE€PEUYEHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIPENnapaTroB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu npeaeabHbIX
pa3Mepax ONTOBBIX HaJ0aBOK M (WJIM) MpEAETbHBIX pazMepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIICHHBIM
IIPOM3BOUTENISAIMU JICKAPCTBEHHBIX IpenapaToB (aKTHUYECKUM OTIIYCKHBIM ILI€HAM Ha JIEKapCTBEHHbIE
npernaparsl, BKIIOUEHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINMX JIEKAPCTBEHHBIX
IIPENapaToB, a TAKXKE O CyMMeE 3apEerMCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LIEH NMPOU3BOAMUTENEH Ha
JICKapCTBEHHBIC MPENaparhl, BKIIOUYEHHBIE B IMEPEYCHb J>KU3HEHHO HEOOXOIMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX IIpenapaToB, YCTAHOBJIEHHbIX B cyOwbekTe Poccuiickoil ®Penepanuu IpenesbHbIX
pa3MepoB ONTOBBIX HAI0aBOK M MPEIEIbHBIX Pa3MEePOB POZHUYHBIX HAJA0AaBOK M HAJOTa Ha JOOABICHHYIO
croumMocTb. MHdopMmanus, nperycMOTpeHHas HACTOAIIEH 4YacThlo, JOJDKHA HAXOJUThCA TakXkKe B
aNTEeYHBIX OPTaHU3ALMUAX B JIOCTYITHOH JJIs BCEX 3aMHTEPECOBAHHBIX JIUI ()OpME B OOHOBIIATHCS MO MEpe
ee pa3MelleHHsI HCIIOJIHUTEIbHBIMU opraHamu cyobekToB Poccuiickoil @enepanuu B cetu "MHTepHeT".
(B pen. enepanbHbIx 3aKoHOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrparun cuny ¢ 1 mapra 2020 roaa. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 3®®EKTUBHOCTU U BE3OINACHOCTH
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWUNXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIUN
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MperapaThl, HaxoasduMecs B oopamnieHuu B Poccuiickoit deneparuu, moaiexar
MOHHUTOPUHTY 3(PGEKTUBHOCTH W 0O€30MacHOCTH B IENSX BBIABICHUS BO3MOXHBIX HETaTUBHBIX
MOCTEACTBUN WX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCUMOCTH, MPEAYNPEKICHUS MEIUIIMHCKUX
pabOTHUKOB, CIENMATUCTOB B OO0JIACTH BETEPUHAPHH, TMAlMEHTOB WM BJAJEIbIEB >XKMUBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TAaKUX JIEKAPCTBEHHBIX MPEMAPATOB.

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

2. dapmakoHaJ30p OCYILECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heepasbHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH B YCTAHOBJIEHHOM MM MOpPSAKE C y4eToM TpeOOBaHHUN HACTOSIIETO
@enepanbHOr0 3aKOHa M aKTOB, COCTaBisOmMX IpaBo Coro3a, IMyTeM aHalIu3a IPeloCTaBISIEMOil
cyObeKkTaMH  OOpalleHus JIeKapCTBEHHBIX CpPEeACTB HHGPoOpMalMM O TOOOYHBIX  JIEHCTBMSIX,
HEXKeNaTeJIbHBIX PEaKIMIX, CEPbE3HBIX HEXENAaTeNbHbIX PEaKIUIX, HEMpPEIBUIECHHBIX HEeXellaTelbHbIX
peakiMsIxX Npu NPUMEHEHHMH JIeKapCTBEHHBIX MpernaparoB, 00 HMHIMBHIYyaJbHONH HENEPEeHOCHMOCTH,
OTCYTCTBHH 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX MPEMApaTOB, a TaKKe 00 UHBIX (aKTaXx U 0OCTOATEIHCTBAX,
NPEJCTABIAIONINX YIpo3y JKU3HM MM 3[0POBBIO UelIOBEKa JHMOO KMBOTHOTO IPU TPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB M BBIABIEHHBIX HAa BCEX ATamax oOpallleHus JIEKapCTBEHHBIX MpernapaToB B
Poccutickoii denepanuu U Ipyrux rocyaapcraax.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

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

3. CyObexTbl 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPAJIKE, YCTAHOBIEHHOM YIOJHOMOUYEHHBIM
benepanbHBIM  OPraHOM  HCHOJHMTENBHOM  BIACTH, OO0sf3aHBI COOOWIATh B  YHOJIHOMOYCHHBIH
GbenepanbHbIl OpraH MCHOJHUTENBHOM BJIACTHM O MOOOYHBIX ACHCTBUAX, HEXKENATEIbHBIX pEaKIUsiX,
CEPbE3HBIX HEKEIATECIbHBIX PEAKLUAX, HEIPEABUICHHBIX HEKEIATCIbHBIX PEAaKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpPENnapaTtoB, 00 WHAMBUAYaJbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()(HEKTUBHOCTU
JICKApCTBEHHBIX ITpPENapaToB, a Takke 00 MHBIX (pakTax M 0OCTOSTENbCTBAX, MPEACTABIAIONINX YTPO3Y
KHU3HU WIM 3[0POBBIO YEJOBEKa JMOO >XMBOTHOI'O MPU NPUMEHEHUH JIEKApCTBEHHBIX IpenapaToB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHusl JICKapCTBEHHBIX mpernapatoB B Poccuiickoit denepamuu u
IPYTHUX TOCYJapCTBax.

4. Jepxxatenu WIM BIAACNIbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MpPEnaparos,
FOpUJINYECKHE JIMLA, HA UMSI KOTOPBIX BBbIIAHbI pa3pelieHus Ha IPOBEACHUE KIIMHUYECKUX UCCIEeOBaHUMN
B Poccuiickoit ®enepanuu, OO0 YIOTHOMOYEHHBIE HMMH JpPYTrU€ IOPUIWYECKHE JIMIa B paMKax
obecnieueHrs 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heIepalIbHbIM OpPraHOM HCIIOJHHUTEIIBHOW BJIACTH, 00S3aHBI OCYIIECTBISTH MPUEM,
yueT, o0paboTKy, aHalu3 M XpaHEHUE IMOCTYMAIIUX B HX aJpec OT CYObEKTOB OOpalieHus
JICKapCTBCHHBIX CPEACTB M OPTraHOB TOCYJApCTBEHHON BJIACTH COOOIICHWH O TOOOYHBIX JCUCTBUSX,
HEXeJaTelIbHbIX PEaKLUsAX, CEPhE3HBIX HEXKENaTeNIbHbIX U HENPEABUICHHBIX HEKEIATEIbHBIX PEaKIMIX
pY MPUMEHCHHUH JICKAPCTBEHHBIX IPENapaToB, 00 OCOOCHHOCTSAX WX B3aWMOJCUCTBHS C JAPYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMy, WHIMBUAYAIbHONH HENEePeHOCHMOCTH, a Takxke 00 HHbBIX (pakTax u
00CTOSITENTLCTBAX, IMPEACTABISIONINX YIPO3y JKU3HH WM 3I0POBBIO YEJIOBEKAa JTHUOO KUBOTHOTO WIIH
BIMAIOIMIMX HAa M3MEHEHHE OTHOUICHUS OXHUAAEMOW MOJb3bl K BO3MOXHOMY PHUCKY HPUMEHEHUS
JIEKApCTBEHHBIX ITPENapaToB.

5. Ilpu BbIsSBICHUU HMH(GOPMAIMU O CEPhE3HBIX HEXKENaTeIbHBIX PEAKLUUAX U HENpeIBUIACHHBIX
HEXKENaTeJIbHBIX PpEeaKkUMsX IpU IPUMEHEHUU JIEKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX UX
B3aUMOJICHCTBUS C JIPYTMMH JIEKapCTBEHHBIMH IIperapaTtaMy, WHAWBUIYaJIbHOW HEMEepeHOCHUMOCTH, a
Takke 00 UHBIX aKTax U 0OCTOSITETBCTBAX, BIUSIOUIMX HA U3MEHEHNE OTHOLLIEHUS OKUAAEMOM MOIb3bI K
BO3MOKHOMY DPHMCKY TPUMEHEHHUs JIEKapCTBEHHBIX IPENaparoB, JAEp)KaTeld WM  BIAAEIbIIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKApCTBEHHBIX MPENapaToB, IOPUINYECKUE JINIA, HA UMS KOTOPBIX
BBIJIaHBl pa3pelleHrs Ha NMPOBEJCHME KIMHUYECKHUX HuccienoBaHuil B Poccuiickoit denepanyu, aubo
YIOJHOMOYEHHbIE MMM JIpyrHe HOpUIMYECKHE Jnia oO0s3aHbl NPUHATH MEpbI, HANpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCHEACTBUH  NPUMEHEHUs  TaKuX  JIEKapCTBEHHBIX  IIpenapartos,
MpenyNpexaeHne NPUUNHEHUS Bpela KU3HU WIN 3/I0pPOBBIO YEJIOBEKA JUOO )KMBOTHOTO, 3aIIUTy UX OT
IPUMEHEHMs TaKUX JIEKAPCTBEHHBIX MPENapaToB, HA JOMOJHUTEIbHBIN cOOp JaHHBIX 00 3(deKTHBHOCTH
1 0€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIIIeHNe U COKPBITHE UH(OPMALINU, TPEAYCMOTPEHHON YacThi0 3 HACTOSAIIEH CTaThH,
JepKaTeTd WA  BJIQAENbIBl  PETHUCTPAIMOHHBIX  YIOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaTos,
IOpUJIMYECKHE JIMLIA, HA UMsI KOTOPBIX BBIIAHBI pa3pelieHus Ha MPOBEACHUE KIMHUUECKUX UCCIEOBaHUMN
B Poccumiickoit ®enepamnuu, OO0 yIOJTHOMOYEHHBIE WMHU JIPyrue MOPHAWYECKHE JHIA, a TakkKe
JOJHDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta WHGOpMAallMs CTala HW3BECTHA MO POAY HX NpohecCHOHATHLHOM
NEATEeIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit @enepanuu.

7. HpI/I MOJIYYCHHUU YIIOJIHOMOUYCHHBIM (bez(epaanHM OopraHomM HCIIOJIHUTEIILHOM BJIACTH B paMKax
OCYIICCTBIICHHUA WM (bapMaKOHaﬂsopa J0Ka3aTCJIbCTB O HCCOOTBCTCTBUU JICKAPCTBCHHOI'O IIpCriapara
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33
(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

YCTQHOBJICHHBIM TpPEOOBAaHUSAM WM MpPHU TOJYy4YeHHH HH(POpPMAlMK O HECOOTBETCTBUHM JAaHHBIX 00
3¢ (dekTUBHOCTH U O 0e30MacHOCTH JIEKAPCTBEHHOI'O Mperapara JaHHBIM O JIEKQpCTBEHHOM IIperapare,
COJIEPIKAIMMCS B MHCTPYKLUU 110 €r0 PUMEHEHHIO (B TOM YMCJIE BBIBIECHHBIX B XOJI€ OCYIIECTBICHUS
(dapmakoHag30pa KOHTPOJIHHO-HAJ30PHBIMH OpraHaMU HHOCTPaHHBIX TOCYIApCTB), YIOJIHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
MIPUOCTAHOBJICHUH IPUMEHEHHUSI TAKOT'0 JIEKAPCTBEHHOT' O IIpenapara.

Koncynsrantlntoc: npumeqanue.
C 01.01.2026 naumeHoBan#ue cT. 65 nznaraercs B HoBou penakiuu (O3 ot 30.01.2024 N 1-D3).

CrtaTba 65. [lpuocTaHOBNEeHMe NPUMEHEHUS JIeKapCTBEHHOrO Npenapara

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

Koncynprantlintoc: nmpumedanue.
C 01.01.2026 B 4. 1 ct. 65 BHOCATCS m3meHeHUs (D3 ot 30.01.2024 N 1-D3).

1. ITpu momyyennn uHpOpPMAMK O HEKEJIATEIBHBIX PEAKIUAX MPU NPUMEHEHUH JIEKAPCTBEHHOTO
mmpenapara, He YKa3aHHBIX B MHCTPYKLIMM IIO IPUMEHEHUIO JIEKapCTBEHHOIO IIpernapara, CEepbe3HbIX
HEXXEJIATeNbHbIX pPEaKUUsiX, 00 OCOOEHHOCTAX €ro B3aUMOJCHCTBHUSA C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamMmu, KOTOPbIE MOTYT MPEJICTABIIATh YIPO3y KU3HU WU 3[JOPOBBIO YEJIOBEKA MO0 JKUBOTHOTO, a
TaKXe O HECOOTBETCTBUHU JAHHBIX 00 3((HEeKTUBHOCTH M O 0€30MACHOCTH JIEKAPCTBEHHOI'O Ipernapara
JAHHBIM O JIEKaPCTBEHHOM IIpenapare, COAEP/KaIUMCs B UHCTPYKLUH 110 €r0 IPUMEHEHUIO, B TOM YHCIIE
OT YHOJHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TIOCYJapcTB, OOMEH KOTOPOH OCYIIECTBISETCS B
COOTBETCTBUM C COTJIAILIEHUSMU MEXJY YIOJHOMOYEHHBIM (elepallbHbIM OPraHOM MCIIOJHUTEIbHON
BJACTU U YHOJHOMOYEHHBIMM OpPraHaMHM HHOCTPAHHBIX TOCYIapCTB, YHOJHOMOYEHHBIH (enepanbHbIi
OpraH MCIIOJHUTEIbHOW BJIACTH pacCMaTpHUBAET BOMPOC O BO3MOXHOCTU MPHUOCTAHOBIIEHUS OOpaIleHUs
TAaKOro JIEKApCTBEHHOTO IIpernapara B TIOPSJKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (heaeparbHbIM
OpraHOM MCIOJHUTEIBHOMN BIACTH.

Koncynpsrantllntoc: npumedanue.
C 01.01.2026 4. 2 cT. 65 uznaraercs B HoBoit pegakuuu (O3 ot 30.01.2024 N 1-D3).

2. Ilpm HEWCHOMHEHWH WJIM HEHAJJIeKAIIEM WCIOJHEHUN JACpXKaTeIsIMU WM BJaAelIbIIaMHu
PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENApPATOB, FOPUIAMNYECKUMM JIMIAMU, HA UM
KOTOPBIX BBIJIAHBI PA3pEIICHUSI HA TPOBEJACHUE KIMHUYECKUX HccienoBanuid B Poccuiickoit denepannuy,
WJTU YIIOJTHOMOYEHHBIMU UMH JPYTUMU IOPUINISCKUMHU JTUIIAMU 00sI3aHHOCTEHN, YCTAHOBJIEHHBIX YaCTSIMHU
3 u 4 crathu 64 HacTosmero PenepalbHOTO 3aKOHA, OO0 B CIydasiX MPEACTaBIECHUSI COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (PeiepaabHbIM OPraHOM HMCIOJHUTEIFHON BIACTH 3aKIIOYCHHUS O HEJIOCTOBEPHOCTH
pe3yJIbTaTOB KIIMHUYECKOTO UCCIE0BAaHMS JIEKAPCTBEHHOIO Ipernapara Uil MEAUIUHCKOTO IIPUMEHEHHS,
KOTOPOE OCHOBAHO Ha pe3yJbTarax MPOBEPKUM MEAUIMHCKOM OpraHHU3alliH, MPOBOIUBIIEH YKa3aHHOE
KIIMHUYECKOE UCCIIEOBAHUE C HAPYIIECHUEM IIPABUJI HAJJIEKAIIEH KIMHUYECKOW TPAKTUKH, U IIPUBEIO K
MOJTYYEHUIO HEJIOCTOBEPHBIX PEe3yJIbTaTOB, JMOO B CIydae HEBBIMOJHEHUS MPEANUCAHUS, BBIIAHHOTO
YIIOJTHOMOYEHHBIM  (befiepallbHBIM OpPraHOM HCTIOJHUTENBHOM BIACTH MO HWTOTaM OCYIIECTBICHHUS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

BBIOOPOYHOT'O KOHTPOJISI KayecTBa JICKAPCTBEHHOTO Mpernapara, YIOJIHOMOYCHHBIH (enepaibHbIil opran
UCIIOJIHUTEJIBHOW BJIACTU B YCTAHOBJIEHHOM MM IOPSAJKE PacCMaTpUBAaeT BOMNPOC O NMPUOCTAHOBJIECHUU
IIPUMEHEHHUS TAKOT'O JIEKAPCTBEHHOTO IIpernapara.

Koncynprantllnroc: npumeyanue.
C 01.01.2026 4. 4 ct. 65 yrpauuBaet cuiy (®3 ot 30.01.2024 N 1-D3).

3. YnomHoMO4YeHHBIN (enepaabHblii OpraH HMCIOJHUTEIBLHON BIACTH NMPU TPEICTABICHUU €My
CBEICHHMI O HECOOTBETCTBUU MPOUZBOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSAM  IMPaBUII
HaJJIexallel Mporu3BOJICTBEHHON MPAKTUKU U (WJIK) O HAPYIICHUH JIMIEH3UOHHBIX TPEOOBAaHU, KOTOPHIE
OBUTH BBISIBJICHBI B XOJI€ MPOBEICHUS MHCIICKTHPOBAHHS MMPOU3BOIUTENS JICKAPCTBEHHBIX CPEIICTB WU
OCYILIECTBIICHUS JIMLIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIN
WM MOTYT IMPHUBECTU K MPOM3BOJICTBY JEKAPCTBEHHBIX MPEMapaToB IJIsi MEIUIMHCKOTO MPUMEHEHUS,
MPUYMHUBIINX UM CIIOCOOHBIX TPUYUHUTH BPE] )KM3HHU WM 3[I0POBBIO IPa)/IaH, pacCMaTPUBAET BOIPOC
O TPHUOCTAHOBJIECHUU MPUMEHEHHUS JIEKAPCTBEHHBIX IMpENapaToB IS MEAUIIMHCKOTO MPUMEHEHHS B
YCTaHOBJICHHOM UM TIOPS/IKE B CIEAYIOIUX CIy4asx:

1) cocraB u (MaM) TEXHOJIOTHS IPOMU3BOJCTBA JIEKAPCTBEHHOIO IpernapaTta A MEIUIMHCKOro
IPUMEHEHHs (C ONMCaHMEM CTaJuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
J0ChE;

2) HeKapCTBeHHBIﬁ npemapar ajl MCAUIUWHCKOIO NpUMCHCHUA IMPOU3BCIACH Ha HpOHSBOI[CTBCHHOﬁ
IIOmAaaKe, HE YKa?;aHHOﬁ B pCrucCTpafuOHHOM J10CHE;

3) y HOpou3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEP)KIArOIIUe
COOTBETCTBHE KadyecTBa JIEKAPCTBEHHOrO Mpenapara JUuisi MEIWLUHCKOIO MPUMEHEHHUs, BBOJUMOIO B
rpaxJaHCKHi 000poT, TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €0 FOCYIapCTBEHHON PErHCTpalny;

4) npou3BOAMTENEM JIEKApCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (heZiepallbHbIM OpPraHOM HCIOJIHUTENBHOW BJIACTH CPOK HE YCTPAHEHBI HapYIIEHUS
TpeOOBaHUI MpaBUJI HaJyIeXkalleld MPOU3BOJACTBEHHONW MPAaKTUKU U (WJIM) JULEH3UOHHBIX TPeOOBaHUM,
KOTOpble OBUIM BBIABICHBI B XOJ€ MPOBEIEHUS HMHCIEKTHUPOBAHMS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYLIECTBICHHUS JINLIEH3MOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB
U TPUBEJIM WM MOTYT INPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB A MEIUIIMHCKOTO
MPUMEHEHHUS], TPUUMHUBIINX WINA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WM 3J0POBBIO I'PaK/1aH.

(uacts 3 BBeneHna denepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (efepanbHblil OpraH UCIOJHUTENBHON BIACTH MIPU HAJIUYUHU Y HETO CBEICHUM
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHMAM IpaBHI HaJyIeXallei
MIPOM3BOJICTBEHHOW MpPaKTUKW U (MJIM) O HApPYIIEHUHU JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObUIM
BBISIBJIEHBI B XOJE IIPOBEACHMS] WHCIEKTUPOBAHUS IPOMU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM
OCYILIECTBJICHUS JINLIEH3UOHHOTO KOHTPOJIA B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIU
WIM MOTYT NIPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB A BETEPUHAPHOTO NPUMEHEHMS,
MPUYMHUBIINX WM CIIOCOOHBIX MPUYMHHUTH BPEJ KU3HU WM 3JI0POBBIO KUBOTHBIX, PacCMaTpPUBAET
BOIIPOC O TIPUOCTAHOBJICHUM pEAIN3allUd M TPUMEHEHMs JIEKAPCTBEHHBIX IIPEMApaToB IS
BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBJICHHOM UM MOPSJIKE B CIEIYIOIIUX CIIydasX:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1) coctaB m (MaM) TEXHOJOTWs IPOU3BOJCTBA JIEKAPCTBEHHOI'O IpernapaTa JUisi BETEPUHAPHOIO
IIPUMEHEHHs (C ONMCaHMEM CTaIuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
J0ChE;

2) nekapCTBEHHBIN Mpenapar JUisi BETEpPUHAPHOTO MPUMEHEHHsI IPOU3BEICH Ha MPOU3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEPKAAIOIINE
COOTBETCTBHE KayecTBa JIEKAPCTBEHHOr'O MperapaTta i BETEPUHAPHOIO MPUMEHEHHS, BBOJUMOTO B
IpaxaaHCKHU 000pOT, TpeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpaluy;

4) TpOU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIK C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (hefiepaJbHbIM OPraHOM HCHOJIHHUTEIBHOM BJIACTH CPOK HE YCTPAHEHBI HAPYIICHHS
TpeOOBaHUH TPaBUI HAJUICKAIICH TPOU3BOJCTBEHHONW MPAKTHKU W (WJIM) JTUICH3MOHHBIX TPEOOBaHUIHA,
KOTOpbI€ OBbLIM BBHISBICHBI B XOJI€ MPOBENCHHUS HHCIEKTHUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPEeACTB WJIHM OCYIIECTBICHHUS JUIIEH3MOHHOTO KOHTPOJIA B cpepe MpOou3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TNPUBEIU WIM MOTYT NPHUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX IpENapaToB AJi BETEPUHAPHOIO
MIPUMCHCHHUSI, TPUYNHUBIINX WIH CIOCOOHBIX MPUYHHUATE BPEJI )KU3HU WIIH 3JI0POBBIO KUBOTHBIX.

(uactb 4 BBenena denepanbubiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

7. B mopsiake, mpeayCMOTPEHHOM YacThi0 4 HACTOSIICH CTaThH, YIOJHOMOYEHHBIA (eaepaabHbIi
OpraH MCHOJHUTEIHHOM BIACTH pACCMATPUBAET BOIIPOC O MPUOCTAHOBICHUU peaU3allii U TPUMEHEHUS
JIEKApCTBEHHOT'0 TperapaTta JJisi BETEPUHAPHOTO NMPUMEHEHHS B CJIy4ae BBISBICHUS B TPaXIAHCKOM
000poTe cepuu JIEKapCTBEHHOTO Mpernapara Ajsi BETepUHAPHOTO MPUMEHEHHS, JOKYMEHTBI U CBEACHHUS O
KOTOPOH, mpexycMoTpeHHble dactsmMu | - 3 u 6 crateu 52.2 Hactosmero demepaabHOrO 3aKOHA, HE
MIPEJICTaBJICHbl B YKa3aHHBIA Opras, JUOO CeprUH MMMYHOOHOJOTHYECKOrO JIEKAPCTBEHHOI'O Mpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHS], HE UMEIOIEH pa3pelieHus], IPeayCMOTPEHHOT0 4acThio § cratbu 52.2
HacTosmero denepalbHOTO 3akOoHAa. B yKka3aHHOM cilydae YIOJHOMOYEHHBIN ¢enepanbHbIi Opran
WCTIOTHUTEJIPHON BJIACTH MPUHUMAET pPEIICHUE O MPUOCTAHOBJICHUHM PEATH3allid M MPUMEHEHUS TaKUX
cepuil 10 TPEICTABICHUS YKa3aHHBIX JOKYMEHTOB M CBEACHHHM JHMOO 10 TMONyYeHHUs YKa3aHHOTO
paspelieHus.

(uacts 7 BBeneHna denepansubiM 3aKkoHOM 0T 02.07.2021 N 317-03)

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YHoaHOMOYEHHBIM  QeiepaibHbIl  OpraH  UCHOJHUTENBHOW  BJIACTH,  OCYILECTBIISIOLIMI
(dhapmakoHaa30p, MO €ro pe3yjbTaraM pa3MellaeT Ha CBoeM oduimanbHOM caifite B cetu "MHTepHeT"
MH(pOPMALIHIO O:

1) BBISIBJICHMM HOBBIX IIOATBCPKIACHHBIX OAaHHBIX O MOOOYHBIX HeﬁCTBHHX, HEXKCJIATCIBbHBIX
peaKknugaXx, CCPbC3HLIX HCKCIIATCIBHBIX PCAKOUAX, HCUPCABUACHHBIX HCKCIIATCIIbHBIX PCAKIUAX IMPU
IMPUMEHCHUH JICKAPCTBCHHOI'O IIPEIriapara, B TOM YHCJIC BJIMUAOIINX HAa OTHOIICHUEC O)I(HjlaeMOfI IIOJIB3bI K
BO3MOXHOMY PUCKY IPUMCHCHUA NAHHOTO JICKApCTBCHHOI'O IMpEIapara,

2) IPUHATHIX PELICHUSIX O BHECEHUH M3MEHEHUN B MHCTPYKIMIO 110 MPUMEHEHHIO JIEKAPCTBEHHOIO
npernapara, 0 IPUOCTAaHOBJICHUN NMPUMEHEHHUS JIEKapCTBEHHOTO Ipernapara, 00 M3bATUH U3 OOpalleHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JICKApCTBCHHOTO IIpCriapaTa Ujin o BO300HOBJICHHU MMPUMCHCHUA JICKAPCTBCHHOT'O ITpCIiapara.

Masa 14. AHOOPMALUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
and MEAQUUMUHCKOIo NPUMEHEHUA
(B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapartax. Cucrema MOHUTOpPUHra
ABWXEHUA NeKapcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Mndopmanust o JIeKapCTBEHHBIX MHpenaparax, OTIYCKaeMbIX II0 PELenTy Ha JIeKapCTBEHHBIN
npemnapar, AOJIDKHAa COACPKATHCA TOJIBKO B CICHUAIM3WPOBAHHBIX H3JAHUAX, MNPCAHA3HAUCHHBIX JJIA
MEIUIMHCKUX, (papManeBTHYecKuX padOTHUKOB, CIICIIUAIMCTOB B 001acTH BeTeprHapuu. MHpopmarys o
JICKApCTBCHHBIX IIpCIiaparax AJjid CICHHUaJIrMCTOB B o0OJjacTu 06pa1ueH1/I$1 JICKAPCTBCHHBIX CPCIACTB MOKCT
colepKaTtbcsi B MOHOrpausX, CHPAaBOYHMKAX, HAYyYHBIX CTaThsX, B JIOKJIAJaX Ha KOHIpEccax,
KOH(I)CpeHHI/ISIX, CUMIIO3WYyMax, HAYYHbIX COBCTAX, a TaAKKC B HHCTPYKIUAX 11O NPHUMCHCHUIO
JIEKapCTBEHHBIX IPENapaToB.

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

2. Nndopmarusi 0 JIeKapcTBEHHBIX Mperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpernapar, MOXKET COAEP)KAaThCS B MyONMKamMAX W OOBSBICHUSX CPEIACTB MAacCOBOW HWH(pOpMaIuy,
CHEIHATM3UPOBAHHBIX U OOIIUX TMEYATHBIX M3AAHUAX, HHCTPYKIHIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
MPEerapaToB, MHBIX U3JJAHUAX CYOBEKTOB OOpaIIeHNUs JIeKApCTBEHHBIX CPEACTB. PexiiaMHbIe MaTepralibl O
JIEKapCTBEHHOM IIperapaTe, OTIHyckaeMOM 0e3 pelenta Ha JEKapCTBEHHBIM mpenapar, JOKHBI
COOTBETCTBOBATh MHCTPYKIMU IO IPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. JlomyckaeTrcsi UCHOJb30BaHUE JIOOBIX MaTepHATbHBIX HOCUTENEH, MO3BOJIIONIMX XPaHUTb,
nepeiaBaTh U UCMOIb30BaTh MHPOPMAIIHIO O JIEKApCTBEHHBIX IpernapaTax 0e3 ee HCKaKEeHUS.

4. JIns uenel wuIeHTH(UKALMU YIIAKOBOK JIEKApCTBEHHBIX IpernapaTroB s MEAULHUHCKOTO
MIPUMEHEHUSI MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEJICTB B MOPSAJKE, yCTaHOBJIEHHOM llpaBuTEnbcTBOM
Poccuiickoit denepanyy, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOLIEHUH JICKAPCTBEHHBIX MPENapaToB
JUI. MEAUIIMHCKOTO MPUMEHEHHS, JJIsl KOTOPbIX HE MPEIyCMOTpEHa BTOPUYHAs YIIaKOBKAa) U BTOPUUHYIO
(MOTpeOUTENbCKYI0) YIIAKOBKY JEKapCTBEHHBIX MpEnapaToB JUIsi MEIUIMHCKOIO MPUMEHEHUS CPe]CTBa
UICHTU(QUKAIUN, 32 HUCKIIOYEHHMEM JIEKapCTBEHHBIX IIPEnapaTtoB s MEIULHUHCKOIO MpPHUMEHEHUS,
IIPOU3BOJUMBIX JJIsl MPOBENCHUS KIMHUYECKUX HCCIEAOBAaHUMN, DKCIIOPTA, JIEKApCTBEHHBIX IPENapaToB
JUIS. MEAMIMHCKOIO NMPUMEHEHMS, YKa3aHHBIX B 4dacTsax 5 W 8 cratbu 13 Hacrosmero denepanbHOro
3aKOHa, paanodapMalieBTUYECKHX JEKapCTBEHHBIX MPENapaToB, BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX
[IpernapaToB, KOTOPbIE IPOU3BEACHBI MaJbIMU CEPHUSIMH, COCTOST W3 OJHOM WM HECKOJBKUX 103
BBICOKOTEXHOJIOTHYHOTO JIEKAPCTBEHHOI'O Ipenapara, IpeJHa3HaueHbl A1 KOHKPETHOTO MallUEHTa,
HUMEIOT KOPOTKHUI CPOK TOJAHOCTH (0 NEBSHOCTA KaJCHJAPHBIX JAHEW) U (WJIM) TeMIepaTypHBIH pexXUM
XpaHEHUs U TpaHCIOpTUpoBaHus MUHYC 60 rpagycoB Llenbcus unm HUXKe, MUABOK MEIUIIMHCKUX U Fa30B
MEAUIMHCKUX. )1 TeKapCTBEHHBIX NMPEnapaToB ¢ MEXKIYHAPOIHBIM HEMIATEHTOBAaHHBIM HAaUMEHOBAaHHEM
"OraHon" cpeAcTBO UACHTU(PHUKAIIMA HAHOCUTCS Ha BTOPUYHYIO (MTOTPEOUTENBCKYIO) YIIAKOBKY B Ciydae,
€CII TakKasl yNaKoBKa SIBJISETCS WHIUBUAYaTbHOW BTOPUYHOHM (MOTPEOMTENHCKOW) YMaKOBKOMH STOTO
JIEKapCTBEHHOTO TpemnapaTa, a B ClIydae OTCYTCTBUS BTOPHUYHOW (HMOTPEOMTENbCKON) YHNAKOBKH HIIU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

HAJIMYUsl YIAKOBKU, B KOTOPOW HAXOAWTCS OoJiee OJHOW EIUHUIBI YKa3aHHOTO JIEKAPCTBEHHOTO
npernapara B IEpBHYHON YIIAKOBKE, CPEIICTBO UACHTU(DHUKAIIMA HAHOCUTCS Ha MIEPBUYHYIO YITAKOBKY.
(uacte 4 BBegena denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
denepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepucTHKH Cpe/ICTBa UACHTH(PHUKALINY, TIOPSIOK €r0 HAaHECEHU U TPEOOBaHUS K CTPYKTYpe
u ¢dopmary wuHbOpManUU, KOTOPYIO COACPKUT CPEICTBO HACHTU(UKALMUU, ONPEICNIAIOTCS
IIpaBurensctBoM Pocculickoit denepanuu.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsimox co3maHusi, pa3BUTHs, BBOJA B OJKCIUIyaTallMI0, O3KCIUIyaTallud W BBIBOAA W3
JKCIUTyaTallud CHCTEMbl MOHMTOpPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX NPENaparoB I MEIULIUHCKOIrO
MPUMEHEHHS, TOPSI0K TPEIOCTaBIeHUS WHPOPMAIUHU, COACPXKAIICHCS B CHUCTEME MOHUTOPUHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEIULUMHCKOTO MPUMEHEHHUS, U MOPSAOK B3aUMOJECHCTBUS
VKa3aHHOH CHCTEMBbl C HWHBIMH  TOCYIJApCTBEHHBIMH  WH(OPMAIMOHHBIMH  CHCTEMaMH H
MH(OPMALIMOHHBIMU CUCTEMAaMHU IOPUINYECKHX JIUI U WHAUBUAYAIbHBIX MIPeANPUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 macrosmie#t crareu, ycraHaBinuBaiorcs IIpaButensctBoM Poccuiickoit Demeparu.
OnepatopaMy CUCTEMbl MOHHMTOPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB Uil MEAUIIMHCKOIO
MPUMCHCHHS  SIBJITFOTCST  (peIepaJIbHBI  OpPTaH HWCIOJHUTEIBHONH BiIacTd © (WIM) OpraHU3aIus,
ynosHomoueHHble [TpaButenscTBOM Poccuiickoit @eaepannm.

(dactb 6 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JIMla U UHAUBUAYAIbHBIE MPEAIIPUHUMATENH, OCYIIECTBIISIIOLIME TPOU3BOACTBO,
xpaHeHue, BBO3 B Poccuiickyro ®Dexpepanuio, OTHOYCK, pealM3alMIo, Mepeaady, NPUMEHEHUE U
YHUUYTOXKEHUE JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO MPUMEHEHUsI, 00eCTIeUNBAIOT B MOPSIKE U
B COCTaBe, KOTopble YycraHOBJeHbl IIpaBurenbctBoM Poccuiickoin Penepauuu ¢ y4eToM BHAA
OCYILIECTBIISIEMOM HUMHU JEATEIBHOCTH, BHECEHHE HWH(GOpMalMKd O JIEKAPCTBEHHBIX IIpermapaTax st
MEIUIIMHCKOTO TMPUMEHEHHUS B CHUCTEMY MOHMTOPHHIA ABWKECHHS JIEKAPCTBEHHBIX MPEMapaToB IJIst
MEIUIMHCKOTO TPUMEHEHUS.

(dactpb 7 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl Uil MEIULUHCKOIO IPUMEHEHMs], INpeJHa3HA4YECHHbIE IS
oOecrnieyeHuss JUl, OOJBHBIX remModuiueill, MyKOBHCIHI030M, THNO(PHU3apPHBIM HAHU3MOM, OOJE3HBIO
l'omre, 37M0KaueCTBEHHBIMH HOBOOOPA30BaHUSAMHU JHM(OUIHOM, KPOBETBOPHOM M POJCTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUII MOCIe TPAHCIUIAaHTAI[MH OPTaHoB U (WJIM) TKaHEH, MPOU3BEACHHBIC
1o 31 ngexabps 2019 roga, a TakKe WHBIE JIGKAPCTBEHHBIE MpemapaThl AN MEAUIIMHCKOTO MPUMEHEHHS,
npousBeneHHbie 10 1 wurong 2020 roma, moanexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealu3alui,
nepeaaye, MpUMEHEHHIO 0e3 HAaHECEHUS CPEeACTB MACHTHU(HUKAIMU IO UCTEYEHUs CPOKa UX TOIAHOCTH.
[IpaButenscTBO Poccuiickoit ®denepaiiu BHpaBe YCTAHOBHTh OCOOEHHOCTH BBOJa B TPaXKIaHCKUN
000pOT JIEKAPCTBEHHBIX MpenapaTroB s MEJUIMHCKOTO NMPUMEHEHUs, MPOU3BEIACHHBIX B mepuoa ¢ 1
utonst 2020 roma mo 1 oxtabpsa 2020 roga. B mensx BBOAAa B IpaXkJIaHCKHM 00OpOT JIEKAPCTBEHHBIE
npernapaTtsl  JUIsl  MEIULUHCKOIO IPUMEHEHHs, 33 HCKIIOUEHUEM JIEKapCTBEHHBIX IPENapaTos,
MpeHa3HauYeHHBIX sl oOecredyeHus JHl, OONbHBIX reModuianeil, MyKOBHCIHI030M, TMIIO(U3aPHBIM
HaHU3MOM, Ooje3Hbto ['orre, 3710ka4eCTBEHHBIMH HOBOOOPA30BaHUAMHM JIMM(POUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEpO30M, JIUI] M0Cje TPaHCIUIAaHTAIlMK OPTraHOB U (MJIM) TKaHEH,
NPOU3BECHHBIE 3a Mpenenamu teppuropun Poccuiickoit @enepannu 10 1 okrabps 2020 roga, MoryT
ObiTh BBe3eHBI B Poccuiickyto ®denepanmio a0 1 sHBaps 2021 roma B TOpsAKE, yCTaHOBJICHHOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

[TpaButenscTBoM Poccuiickoii @enepanuu, 6e3 HAHECEHUS CPEACTB UACHTU(DUKALIHIH.
(B pen. deaepanbHbIx 3aKk0HOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HWHOOPMANMOHHOTO B3aUMOJCUCTBUS CHCTEMbl MOHUTOPWHTA JIBHKCHUS
JIEKapCTBEHHBIX MpernapaToB Ui MEAMIMHCKOTO TPUMEHEHUS C MHBIMU TOCYAapCTBEHHBIMU
WH()OPMALIMOHHBIMU CUCTEMaMH OOECIEYMBACTCI B TOM YHCJIE TIOCPEACTBOM HH(PACTPYKTYpHI,
oOecnieurBaomield UHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHCTEM,
UCIIOJIb3YEMBIX ISl TPEJOCTABICHHSI TOCYJAAPCTBEHHBIX M MYHHIIMITAIBHBIX YCIYT W HMCIOJTHCHHS
roCy/IapCTBEHHBIX U MYHHUIIMIATBHBIX (YHKIIHH B 3JI€KTPOHHOU hopme.

(dactb 8 BBeneHa DenepanibHbBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Undopmanusi, coaepkamascs B CUCTEME MOHUTOPHHTA JIBH)KCHHS JICKAPCTBEHHBIX IpENapaToB
JUTSE METUITUHCKOTO TIPUMEHEHUS, SBISETCS HHPOPMAIUEH OrpaHUYSHHOTO JOCTYMa B COOTBETCTBUU CO
cratbeii 9 DenepambHoro 3akona ot 27 wutona 2006 roma N 149-®3 "OO6 wuHpOpManuH,
WH()OPMALMOHHBIX TEXHOJOTHUAX ¥ O 3amuTe HWHPopManmuu', 3a WCKIIYCHHEM WH(OpMAInH,
HEJOMYCTUMOCTh OTPAaHMYEHUS JOCTyNa K KOTOPOW ycTaHOBIeHa (enepaabHbIMU 3aKOHAMH, a TaKXKe
nHpopmanuu, otHeceHHOU [IpaButenbcTBoM Poccuiickoit Dexepanuu B COOTBETCTBHUU C HACTOSIIHM
®DenepalibHBIM 3aKOHOM K 0011eA0cTynHON nHpopmaruu. O0mienocTynHas nHhopMaius, CoaepKaascs
B CHCTEME€ MOHUTOPHMHTA JIBMKEHHUS JICKAPCTBEHHBIX IpENapaToB MJisi MEIUIIMHCKOrO MPUMEHEHMUS,
pa3Meniaercs B MHQOPMAIMOHHO-TEJIEKOMMYHUKAaMOHHOW cetu "WHTepHer" (B Tom umcie B (opme
OTKPBITBIX JAHHBIX) B MOpsiJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit denepanuu.
(uactb 9 B pen. enepanbroro 3akoHa ot 04.08.2023 N 474-D3)

9.1. doctyn k mHbopmaiuu, coaepKaiieiicss B CUCTEME MOHUTOPHUHTA JIBHXKCHHS JIEKaPCTBEHHBIX
MpernapaToB Al MEIUIMHCKOTO MPUMEHEHHs, O00ECIeunBaeTCsi ONEpaTopoM CHUCTEMbl MOHUTOPUHTA
JBH>KEHUS JIEKAPCTBEHHBIX IPENapaToB JJIsi MEAULIMHCKOrO MPUMEHEHHUS B IOPAJKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @Depepaiuyd, B COOTBETCTBMM C 3aKOHOJATENILCTBOM Poccuiickoii
Oenepaniun 00 uwHOpManuu, UWHOOPMAIMOHHBIX TEXHOJOTHSIX © O 3alldTe WHQPOpMAaIUH,
3akoHOoJarenbCcTBOM  Poccuiickonn  @enepauuu O TOCYNApCTBEHHOW TaWHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanyii 0 KOMMEPYECKON U MHOM OXPAHIEMOM 3aKOHOM TalHE M C Y4ETOM IOJIOKEHUHN
Hacrosuienn crarbu. IlpaBurensctBo Poccuiickoir ®Pexepanuu BIpaBe YCTAHABIMBATH II€PEUYEHB
JIEKApPCTBEHHBIX TMPEMapaToB JUIsi MEIUIMHCKOTO TpUMEHEHHUs W (WIM) TPyNn JIEKapCTBEHHBIX
MpemnapaToB JUIsl METUIIMHCKOTO TMPUMEHEHHS M OCOOEHHOCTH JOCTyna K HWHQPOpMAIMUu O TaKuX
JICKapCTBEHHBIX Mpenaparax, COJEpXKalencss B CUCTEME MOHUTOPUHIA ABHWKEHHUS JIEKapCTBEHHBIX
MIPEIapaToB I MEAUIUHCKOTO IPUMEHEHUS.

(dactb 9.1 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Ilonp3oBaTenu CHCTEMbl MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX IIPENaparoB s
MEJIUIIMHCKOTO MPUMEHEHHS O00JaJar0T MPaBOM JOCTyINa K HMH(POPMAIMM, COACPIKAIICHCS B CHUCTEME
MOHMTOPHMHIA JBUKCHMS JIEKAPCTBEHHBIX IPENApaToB s MEIUIMHCKOTO IPUMEHEHUS, C Y4ETOM
OTpaHMYEHUI JOCTyNa K yKa3aHHOM HH(popMaluu H ee mnocieayrouleil o0paboTke, yCTaHOBJIEHHBIX
HacToAmMM @DenepaibHBIM 3aKOHOM M HMHBIMH HOpPMAaTHUBHBIMHM IIpaBOBBIMU akTaMu Poccuiickoit
denepanuu.

(uactp 9.2 BBeneHa PenepanbHbiM 3ak0HOM OT 04.08.2023 N 474-D3)

9.3. ®denepanpHble OpraHbl HCHOJIHUTEIBHOM BJIACTH U HCIIOJHUTENIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®@enepanuu B Lensax, onpeneneHHbix lIpasurensctBom Poccuiickoit ®denepannu, UMEOT
paBo JocTyna K MHGopManuu 0 cyObeKkTax oOpallleHHs JIEKapCTBEHHBIX CPEACTB, O JIEKapCTBEHHBIX

www.consultant.ru Crpanuua 153 n3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470141&date=29.11.2024&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=451861&date=29.11.2024&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470143&date=29.11.2024&dst=100034&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=490125&date=29.11.2024&dst=100086&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=314169&date=29.11.2024&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483026&date=29.11.2024&dst=100101&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=490198&date=29.11.2024&dst=100241&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483026&date=29.11.2024&dst=100103&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=483026&date=29.11.2024&dst=100105&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

npernaparax u 00 000poTe TaKMX JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAMMOM IS BBIMOJIHEHHS 3a1a9 U
OCYyILIECTBICHUS (YHKIMI, BO3JOKEHHBIX Ha (deaepajabHble OpraHbl HCIOJIHUTEIBHOM BIACTH U
WCTIOJIHUTENIbHBIE OpraHbl cyObekToB Poccuiickoit ®deneparnuu, cTaTUCTUYECKOW WHGOpMAIMH O
JIEKapCTBEHHBIX Mpernaparax u 00 ux o0opoTe, a Takke K oOmienocrynHoi uopmanuu. CoctaB 3Toi
uHpOpMALUU ONpPEIEseTCs COINIANICHUAMH 00 WH(POPMAIMOHHOM B3aMMOJCHCTBHH, 3aKIIOYEHHBIMU
OMEepaTopoOM CHUCTEMbl MOHMTOPUHIA JIBM)KEHMS JIEKQPCTBEHHBIX IIPENapaTroB Uil MEIULMHCKOIO
IpUMEHEHHs ¢ (elepalbHbBIMH OpraHaMH HCIOJHHUTEIBHOM BIACTH WM UCIOJHHUTEIBHBIMH OpraHaMHu
cyorektoB  Poccmiickoit  ®Denpepanuun U penepasbHbIM  OPTaHOM — HCIIOJHUTEIBHOM  BIIACTH,
OCYWIECTBISIONMM (YHKIMK 1O BBIPAOOTKE W peanu3alid TOCYJAapCTBEHHOW TOJIMTUKUA H
HOPMAaTUBHO-TIPAaBOBOMY PETYJIMPOBAHUIO B cepe 3ApaBOOXPAHEHUSL.

(uactb 9.3 BBeneHa PenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3; B pen. denepanbHOro 3aK0Ha OT
08.08.2024 N 232-D3)

9.4. CyObekT oOpamieHHs JIEKapCTBEHHBIX CpEACTB HMMEET IpaBO JOCTyNna K HHPOpManuu 00
orepanusax ¢ JEKapCTBEHHBIMU NperaparaMy [Uisi MEIULIUHCKOTO MPUMEHEHHUS, COBEPIICHHBIX ITHUM
CyOBEKTOM OOpaIIeHHs ICKAPCTBEHHBIX CPEJICTB, a TAKXKE K 0OIIE0CTYITHONH HH(POPMAIUH.

(uactb 9.4 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Omneparop CUCTEeMbl MOHUTOPUHTA JBUKCHHS JICKAPCTBEHHBIX MPEMapaToB JJIsI MEIUIIMHCKOTO
NpUMEHEHHs Oo0JIaJlaeT MpaBOM JIOCTyNa K HH(OPMAIUHU, COJCpPXAIICHCS B CHCTEME MOHUTOPHHTA
JBYOKCHHSI JICKAPCTBEHHBIX TPENaparoB IS MEAWIIMHCKOTO TMPUMEHCHHSI, BKIIOYas WHOOPMALIUIO
OrPaHUYEHHOI0 JIOCTYNa, C BO3MOXKHOCTBIO €€ OOpaOOTKH, B TOM YHUCIIE €€ IPEAOCTABICHHUS U
pacrpocTpaHeHHs, OOecliedeHns AOCTyIa K HeH M OKa3aHUs YCIYr C €€ HCIIOJIb30BaHUeM (jajnee -
o0OpaboTka).

(dactp 9.5 BBeaena denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. Oneparop cucTeMbl MOHUTOPUHIA JIBUKEHMS JIEKAPCTBEHHBIX MIPENapaToB Uil MEIULIMHCKOIO
MIPUMEHEHHUSI MOXKET OCYIIECTBIATh 00paboTKy MHGOPMAIIMK OTPAHUYEHHOTO JTOCTYIIA, COJEPKAIICHCs B
CHUCTEME MOHUTOPHUHIA JIBHKEHUS JIEKapCTBEHHBIX INPENaparoB I MEIULUHCKOTO NPHUMEHEHUs, IpH
YCIIOBUU 00s13aTEJIbHOTO 00€3IMYMBaHusl TakoW MH(OpMAlMM B COOTBETCTBUU C YTBEP)KJIAEMBIMU
benepanbHBIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH, OCYILECTBIISIONMM (YHKIMM IO BBIPAOOTKE H
peain3allud TOCYAApCTBEHHOW TMOJNUTUKM M HOPMATHBHO-IIPABOBOMY pEryjlIMpoBaHHI0 B cdepe
3paBOOXPAaHEHMs, IO COIJIACOBAHUIO C  (enepasbHBIM  OpPraHOM  HCIHOJIHMUTENBHOM  BIacTH,
OCYILECTBISIONUM (DYHKIIMH MO KOHTPOJIIO M HAA30py B cpepe NMHPOPMAIIMOHHBIX TEXHOJOTUHN U CBSI3H,
U (QenepadbHbIM OpPraHOM HCIOJHUTENBHOW BJIAcTM B o0jacTh oOecrieyeHHs O€30MacHOCTH
TpeOOBaHUSAMHU K 00€3JTMUMBAHNIO TAKOW MHPOPMALIMKM U METOJaMH 00€3TMUYUBaHUSI TaKOW HH(DOPMALIHH.
OOe3nuueHHass MH(OpMaIUs, MOTy4YEeHHas B pe3ylbTaTe yKa3aHHOM 00paboOTKM M cojepikamiascs B
CHUCTEME€ MOHUTOpPUHIA JBI)KEHUS JIEKAPCTBEHHBIX IMPErnapaToB s MEIUIUHCKOTO MPUMEHEHUS,
ABIsieTca MHpopMalueil orpannyeHHoro aocryna. O6e3nnueHHas HHPOpMaLus, JOCTYH K KOTOPOH ObLI
o0ecrieyeH OIepaTopoM CHUCTEMbl MOHUTOPUHIA JBUKEHMSI JIEKAPCTBEHHBIX IpenapaToB JUis
MEAUIMHCKOTO0 NMPUMEHEHMS B LIEJIAX OKa3aHUS YCIYr C €€ HCIIOJIb30BAHMEM, IOJJIEKUT XPAHEHHUIO B
CHUCTEME€ MOHUTOpPUHIA JBMKEHHUS JIEKAaPCTBEHHBIX IPENapaToB IJs MEIUIIMHCKOTO TNpPHUMEHEHUs He
MeHee NATH JIeT € JaThl NPEJOCTaBIIEHHUs JOCTyna K oO0e3NMYeHHON HHpOopMalM, U Ha Hee He
pacnpocTpaHsoTcs TpeOoBaHUS K MHQOpPMAIMK OTPaHMYEHHOTO JOCTYIa, YCTAaHOBJIECHHBIE HACTOSAIIEH
CTaTbeu.

(dactp 9.6 BBeaeHa denepanbuabiM 3akoHOM OT 04.08.2023 N 474-D3)
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9.7. Oneparop CUCTEMbl MOHUTOPUHTA JBUKCHHSI JICKAPCTBEHHBIX MPEMapaToB JJIs MEIUIIUHCKOTO
MIPUMEHEHUS MOXKET OCYIIECTBISATH 00pabOoTKy MH(pOpPMALIMKM OTPaHUYEHHOTO JIOCTYIA, COJIepIKalleiics B
CUCTEME MOHUTOPWHTA JBIWIKCHHUS JIEKAPCTBEHHBIX MPEMapaToB I METUIIMHCKOTO MPUMEHEHUS,
MOJIyYEHHON OT cyObeKTa OOpalleHUsl JEeKapCTBEHHBIX CPEICTB, 3apErUCTPUPOBAHHOIO B CHUCTEME
MOHHUTOPHHTA JBUKCHHS JICKAPCTBEHHBIX IMPEMapaToB I MEIUIMHCKOTO MPUMCHCHHUS W
MIPE/ICTaBUBIIET0 B Hee CBEACHMS, B HHTEpecax U IO IOPYYECHHIO TaKOro CyObeKTa OOpalieHus
JIEKapCTBEHHBIX CPEICTB 0e3 o0e3nuunBanusi HH(GOPMALIMKA OTPAHUYEHHOTO JTOCTYTIA.

(dactp 9.7 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHIA JBUKEHUSI JIEKAPCTBEHHBIX IIPENapaToB AJisi MEAULIUHCKOIO
IIPUMEHEHHUsI BIPABE OKa3blBaTh HAa HEJUCKPUMHUHALMOHHOM OCHOBE YCIYTrM C MCIHOJb30BaHUEM
00e3TMYeHHON HWH(OpPMaLUKU, COoJepXKaleiics B CHUCTEME MOHHMTOPUHIA JBHKCHHS JIEKaPCTBEHHBIX
[IpernapaToB JJsl MEAUIIMHCKOTO MPUMEHEHUs, CyObeKTaM oOpalleHus JeKapCTBEHHBIX CPEICTB, MOPSIIO0K
U CTOMMOCTh OKAa3aHHSA KOTOPBIX OIPENEISIOTCS ONEpaTOPOM CHCTEMbl MOHMTOPHMHIA JBU)KCHUS
JIEKAPCTBEHHBIX MPENapaTroB Il MEIUUUHCKOTO NPUMEHEHUs, C y4eTOM OIPaHMYEHUU JOCTyNa K
00e3MMYeHHON HH(pOpMAaIK, YCTAaHOBJICHHBIX HACTOSIICH CTaThei. YKa3aHHBIC MOPSJIOK M CTOMMOCTh
OKa3aHMs TaKUX YCIyT pa3MEIIAlOTCs ONEPATOPOM CUCTEMbl MOHUTOPHHIA JIBHXKEHMS JIEKAPCTBEHHBIX
[pernapaToB Uil MEIUIMHCKOTO IPUMEHEHHS Ha CalTeé CHCTEMbl MOHUTOPHUHIA JIBUKCHHS
JIEKapCTBEHHBIX MpenapaTroB JUTSL MEIULUHCKOTO MIPUMEHEHUS B
MH(POPMAIMOHHO-TEIEKOMMYHUKAITMOHHON ceT "VHTepHeT" M MoJyIexar KOHTPOIIO B COOTBETCTBUU C
AHTUMOHOIOJBHBIM 3aKOHOAATeNbCTBOM Poccuiickoin @enepaunn. YKa3aHHbIE MOPSAOK U CTOUMOCTh
OKa3aHMS TaKUX YCIYT JOJDKHBI OBITH €IMHBIMHU JUIS BCEX JIMIL, OOPAIIAIOMINXCS 32 OKa3aHWEM YCIIYTH B
OTHOIICHWU OJMHAKOBBIX BHUIa, O0ObeMa M cocTaBa mpenocTaBisiemMoir uHdpopmanuu. CyObekTam
oOpalIeHusl JIEKAPCTBEHHBIX CPEJICTB 3alpEIIaeTCs MPENOCTaBIATh U PACHPOCTPAHATH HH(POPMAIHIO,
MIOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIEH YaCThIO.

(dactp 9.8 BBenena denepanbubimM 3akoHOM OT 04.08.2023 N 474-D3)

10. IIpousBoauTenb JIEKapCTBEHHBIX CPEJACTB, JAepkaTenb MO0 BIafeNel] PerucTpalioHHOIO
YIOCTOBEPEHUSI JIEKAPCTBEHHOr0 IIpernapaTa WM MPeICTaBUTENbCTBO HHOCTPAHHON OpraHu3aluy,
ABJISIOIICHCS JiepkaresneM JHOO BIAJENbLEM PErucTPallMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOI'O
npenapara, Ha Teppuropun Poccuiickoit ®enepanyu, 3aperucTpUpPOBAHHBIE B CUCTEME MOHMTOpPHHIA
JBVKCHMSI JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIULUHCKOTO IPUMEHEHUS M IPEACTABUBIINE B HEE
CBEICHUSI O HAHECEHUM CPEJCTB MICHTHU(PHUKAIMU Ha YIAKOBKM JIEKAPCTBEHHBIX MpENaparoB, Hapsy C
uHpopManuel, ykazaHHOH B dYacTH 9.4 HacTosedl cTaTbHM, MOJy4YaeT COJEepXKallylocs B CHCTEME
MOHHUTOPHHIa JBUKEHMSI JIEKAPCTBEHHBIX IMpEnapaToB A MEIUIIMHCKOTO0 MPUMEHEHUs HMH(OpMaLHUIo
OTPaHUYEHHOI0 JIOCTYIA O CEpHUsX U MaPTUAX ITHUX JIEKAPCTBEHHBIX MpenapaToB 0€3B03ME3THO U BIIpaBe
OCYIIECTBJISITh CAMOCTOSITETIFHO WJIM MOpy4YaTh 00pabOTKy Takoil MH(OpPMAIUU TOJIHKO B COOCTBEHHBIX
uHTepecax. Ilpu 3ToM moctynm K Takoi MH(pOpManMM WM pe3yiabTaTaM ee 0oOpabOTKH HMMEET TOJIbKO
JaHHBIA CyOBEKT OOpalleHusl JIEKapCTBEHHBIX CPEICTB WM JHUI0, KOTOPOMY OH MOPYYHUT OOpabOTKY.
CoctaB mpenocTaBiIsieMOM B COOTBETCTBUM C HACTOAILIEH 4YacThlo MHQOpMaIUM oOIpenensercs
[IpaBurensctBoM Poccuiickoit denepanun.

(vactp 10 B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a mpou3BOACTBO WIIM MPOJAXKY JICKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO MTPUMEHEHUS
0e3 HaHEeCeHUs CPEACTB HJICHTU(UKAINU, C HAPYIICHHEM YCTAHOBJICHHOTO MOPSJKA MX HAHECEHHWs, a
TAKK€ 332 HECBOEBPEMEHHOE BHECEHHE JIAHHBIX B CHUCTEMY MOHHMTOPHUHIA JIBUKEHHS JIEKAPCTBEHHBIX
MPENapaToB JUisi MEIUIMHCKOTO TPUMEHEHHS WM BHECEHHUE B HEE HEIOCTOBEPHBIX JaHHBIX
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(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

IOPUANYECKHE JIMIAa W WHAUBHUIYAJIbHBIC TPEINPUHUMATEIN, yKa3aHHBIC B YacTAX 4 W 7 HACTOSAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATEIbCTBOM Poccuiickoii denepanuu.
(uactb 11 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

12. TIlpaButensctBo Poccuiickori ®enepanuu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTEMbl MOHHUTOPWHIA JBUKEHHUS JIEKAPCTBEHHBIX MPENaparoB i MEAUIIMHCKOTO MPUMEHEHUS,
BKJIIOYasi CPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMPEenapaToB i MEAUIMHCKOIO
MPUMCHCHHS, BKIIOUEHHBIX B IEPEUCHb J>KU3HCHHO HEOOXOIMMBIX W BAXHEUIINX JIEKAPCTBEHHBIX
MpernapaToB, JEKAapCTBEHHBIX IMpernapaToB, MpeIHA3HAYEHHBIX JUIs OOecleueHus: JHll, OOJbHBIX
reMo(uIueii, MyKOBUCIUAO030M, TUMOGU3APHBIM HAHU3MOM, OO0JIe3HBIO [ olle, 37T0Ka4eCTBEHHBIMH
HOBOOOpa30BaHUAMU JTUMGBOUIHOMN, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JUIl TOCNe TPAHCIUIAHTAllMM OpPraHoB W (WJIM) TKaHEW, MHBIX JIEKAPCTBEHHBIX MPEMapaToB s
MEAUIIMHCKOTO IPUMEHEHHS.

(dactb 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 14.1. O PAHUYEHWA, HAJTATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBIAIOLWUE AEATENIbHOCTDb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB

(BBeneHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Crtatba 67.1. OrpaHuMyeHusi, Hanaraemblie NPU OCYLLECTBIIEHUM [OeATeNbLHOCTU B
cchepe obpalleHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuy, 3aHUMAaOIIMEcs pa3pabOTKON, MPOU3BOJACTBOM U (WJIM) peanu3anuent
JIEKApCTBEHHBIX MPENaparoB Il MEAUIIMHCKOTO MPUMEHEHHS, OpraHu3aluu, 00JIalalolinue nmpaBaMu Ha
UCIOJIb30BaHNE TOPrOBOI0 HAUMEHOBAHUS JICKAPCTBEHHOT'O Mpenapara JAJisi MeIUIUHCKOTO IPUMEHEHHUS,
OpraHu3alMi OMNTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMH, AallTeYHbIE OpraHu3anuu (Ux
MPE/ICTAaBUTENH, UHbIE (QU3UYECKUE U IOPUIUYECKHE JIMIA, OCYIIECTBISIONINE CBOIO NEATEIHHOCTh OT
MMEHH STUX OpPTaHM3alliil) B OTHOUIEHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOJUTEIEH MEIUITMHCKHUX
OpraHu3allyii He BIIpaBe:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JCHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HArpa)kICHHI 1o
JIOTOBOpaM IIpM  TPOBEACHUM KIMHUYECKMX MCCIEAOBAHUN JIEKApCTBEHHBIX IPEMAapaToB  JUIs
MEAUIMHCKOTO TPUMEHEHUS, BO3HArpaXkJI€HUM, CBA3AHHBIX C OCYILECTBICHHEM MEIULUHCKUM
paOOTHHUKOM IEAaroruueckoi u (WiM) HaydHOW AEATENbHOCTH), B TOM YMCIIE OMJIauuBaTh Pa3BICUCHMUS,
OTIBIX, IPOE3]T K MECTY OT/bIXa, a TAKXK€ MPHUBJIEKATh K YYacCTUIO B pa3BJIEKATEJIbHBIX MEpPONPUATHUSX,
IIPOBOJMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3akiaoyaTh COMVIAIICHWS O HAa3HAYEHMHM WM PEKOMEHJAllMu MalueHTaM JIeKapCTBEHHBIX
IpenapaToB s MEAULUHCKOTO MPUMEHEHU (32 UCKIIIOUEHHEM JIOTOBOPOB O MPOBEIEHUHN KIMHUYECKUX
MCCIIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB A MEAULIMHCKOTO TPUMEHEHN );

3) npeaoCTaBIATb 06pa3u51 JICKApPCTBCHHBIX MPLCapaToB I MECAULIUHCKOTO IIPUMCHCHUA B LCIIAX
BpY4YCHHA TMAlUCHTaAM (3& HUCKIIIOYCHHUEM CJIydac€B, CBA3aHHBIX C MPOBCACHUCM KIIMHUYCCKUX
I/ICCHC,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITHUHCKOT'O HpI/IMCHCHI/IH);

4) npeoCTaBIATh HEJOCTOBEPHYIO U (WIK) HEMOIHYI0 HHPOPMAIIUIO O JIEKapCTBEHHBIX MpernapaTax
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
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AJI MCAUITUHCKOT'O ITPUMCHCHM A,

5) moceuiate X B pabouee BpeMs Ha pabOuYMX MECTax, 3a UCKIFOYEHUEM CIIydaeB, CBA3aHHBIX C
IIPOBEJICHUEM  KJIIMHUYECKUX HCCIIEOBAaHUI  JIEKAPCTBEHHBIX IPENapaToB Uil  MEIUIMHCKOTO
IPUMEHEHMs, C YyYaCTHEM B IMOPSJKE, YCTAHOBIEHHOM PYKOBOAMTEIEM MEIUIMHCKONW OpraHu3alui, B
COOpaHUsIX MEIUIIMHCKUX paOOTHUKOB M WHBIX MEPOIPHITUSAX, HAINPABICHHBIX Ha IOBBIIICHUE HX
Ipo(eCCHOHATBHOIO YPOBHSA WM Ha MPEeAOCTaBIeHHE HH(POpPMAlUU, CBSI3aHHOH C OCYIIECTBIECHUEM
MOHHUTOPHUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENIapaToB;

6) no0yX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEJUIMHCKOIO MPUMEHEHUs Ha
OnmaHKax, CoAep)KalMx MH(OPMAIMIO PEKIAMHOTO XapakTepa, a Takke Ha pelenTypHbIX OyiaHKax, Ha
KOTOpbIX 3apaHee HaleyaTaHO HaWMEHOBaHWE JIEKapCTBEHHOIO Ipenaparta Uil MEIUIIMHCKOTO
IIPUMEHEHHUSL.

2. Opranu3zanuy, yka3aHHble B a03alie nepBoM yacTu | HacTosIued cTaTbM, U UX HPEACTaBUTENHU B
OTHOIIECHUU (hapMaIeBTHYECKIX PAOOTHHKOB U PYKOBOAMTENIEH allTE€YHBIX OPTaHU3aIMi HE BIIPABE:

1) Bpy4daThb IIOAApKH, BbIIUIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATH PA3BJICHYCHU,
OTAbIX, IMMPOC3a K MCECTY OTAbIXa, W IIPHUBJICKATH K YYAaCTUIO B PaA3BJICKATCIbHBIX MCEPOIIPHUATUAX,
IIPOBOAUMBIX 3a CUHCT CBOUX CPCIACTB,

2) npenocTaBiATh 00pa3llbl JEKAPCTBEHHBIX IPENapaToB A MEIUIIMHCKOTO MPUMEHEHUS s
BPY4YEHMs HACCIICHUIO;

3) 3aKJII04YaTh COrIalICHUA O MNPCAIOKCHHUHN HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
nperapaTtoB I4JI1 MCAUITUHCKOI'O IIPUMCHCHUA

4) npeoCTaBIsATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYIO HH(OPMAIIHIO O JIEKAPCTBEHHBIX MperapaTax
JUIST  MEOUIMHCKOTO TNPUMEHEHUs, B TOM 4YHUCJIE€ MMEIOLIIUX OJMHAKOBOE MEXIYHapOJHOE
HEMaTeHTOBAHHOE HAUMEHOBAHHUE.

Cratba 67.2. TpeboBaHMA K opraHusaumMm U NpoBeAeHUID Hay4YHbIX MEpPOnpUSTUN,
MHbIX MEpPONpPUATUNA, HamnpaBfieHHbIX Ha NOBbIWEHWe NnpPo¢eCcCUOHANBLHOIO YpPOBHS
MeAULIMHCKMX paboTHUKOB WU Ha npeaocTaBrieHWe UWH¢gopmauum, CBA3aHHOU C
ocyLiecTBNeHUeM MOHMTOPUHra 6e30nacHOCTU NeKapCTBEHHbIX NpenapaToB

1. IIpu npoBeneHNN HayYHBIX MEPONPUATUHN, UHBIX MEPOIPHUATHI, HAIIPABJIECHHBIX Ha MOBBIIICHUE
npoeccCHOHabHOTO YPOBHSI MEIULMHCKUX pPAOOTHUKOB MM Ha TPEJOCTaBICHHE CBSI3aHHON C
OCYILIECTBJICHUEM  MOHUTOpPUHra  O€30MacHOCTH  JIEKAPCTBEHHBIX  IpemnapaToB  UHPOpMaIMH,
OpraHM3yeMbIX OpraHM3alMsIMM, yKa3aHHbIMM B ab3aue nepBoMm yactu | crateu 67.1 Hacrosiero
denepanbHOr0 3aKoOHa, MX NPEACTABUTENSIMH W (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3TUX
OpraHM3alliii W UX [peJICcTaBUTENEN, 3ampeniaercd MpPensTCTBOBAaTh YYAacTUIO B YKa3aHHbBIX
MEPOIPUATHIX MHBIX OpraHu3aluii, KOTOPbIE MPOU3BOJIAT WM PEANMU3YIOT JEKAapCTBEHHBIE MpenapaThl
JUIS MEAMIMHCKOTO TNPUMEHEHHUS CO CXOXUM MeXaHU3MOM (hapMaKoJOTHYECKOro AeHcTBHs, JHO0
CO3/1aBaTh JIMCKPUMHUHAIIMOHHBIE YCJIOBHS i OJHMX YYAaCTHUKOB [0 CPaBHEHHIO C JPYTUMHU
y4aCTHUKAMHU, & UMEHHO:

1) MpeaOCTaBJIATh Pa3JIMIHOC KOJINMYCCTBO BPEMCHU JJIA BBICTyHJ'IeHI/Iﬁ YYaCTHUKOB, Pa3JIMIHBIC 110

www.consultant.ru Crpanuua 157 ns 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
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pasMepy 3aHHMaeMOH IUIOIAAU MECTa JUIl JAEMOHCTpaluu oOpas3lloB JIEKapCTBEHHBIX MPENapaToB It
MEIULHHCKOIO IMPHUMEHEHUS WIA pPEKIAaMHBIX MaTEpUaIoOB O JIEKapCTBCHHBIX IIpemnaparax i
MEJIULUHCKOrO NPUMEHEHNS HA DKCIIO3ULMUAX, CTEHIaX, 38 UCKIIOUECHUEM CIIy4aeB, €CJIM TaKUe YCIOBUS
3aKpeIUIeHbl B COMIALICHUAX 3TUX OpraHM3alui, MX HpeicTaBuTesiell 0 (PUHAHCUPOBAHUU YKa3aHHBIX
MEPONPUATHIA U 00YCIIOBIIEHBI PA3JIMYHBIMH 3aTPATaMH YYaCTHUKOB Ha UX OPTaHU3ALHUIO;

2) ycraHaBJIMBaTh pa3Mep B3HOCA AJIs YYaCTHUKOB MEpOINPUSATHH, yKa3aHHbIX B al3ale IepBOM
HACTOSLIEH YaCTH, IPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPOIPUATUI U BEAYIUN
K HEOOOCHOBAHHOMY OI'PaHMUYEHMIO YUCIIAa UX YYaCTHUKOB.

2. Opranuzanuy, yka3aHHble B a03aue mepBoM udactu | ctateu 67.1 Hactosimero denepaibHOro
3aKOHA, UX IMPEJICTABUTENN, OCYILECTBIIAIONME OpraHu3aluio U (win) (UHAHCUPOBAHHE MEPOIPUITUH,
yKa3aHHBIX B 4acTu | HacTosmeil craTby, 00s3aHbl 00ECTIeYNBATh JOCTYI K MHPOPMALIMH O 1aTe, MECTE U
BPEMEHU NPOBEICHUS YyKa3aHHbIX MEPOIPUATUH, IUIaHaX, HOpOrpaMMax IMPOBEICHHUS YKa3aHHBIX
MEpPOIPUATHIA U TeMax, IIaHUPYEMbIX JUIsl paCCMOTPEHUS, COCTaBE MX YYAaCTHUKOB IIyTEM pa3MEIlCHUs
COOTBETCTBYIOLIEH MH(OpMaIMKM Ha CBOUX OQUIMATIBHBIX caliTax B ceTu "MHTepHeT" He mo3aHee ABYX
MECSLEB J0 Hauaja MPOBEACHUS YKa3aHHBIX MEPOIIPUSITHH.

3. Uudopmanust o mpoBeAC€HUN MEPONPUATUH, YKa3aHHBIX B 4acTU | HACTOAIIEH CTaThbH, B CPOK,
YCTAaHOBJICHHBIM YacThiO 2 HACTOSIIEH CTAaThH, JOJDKHA OBITH HaIpaBiieHa B (eaepalbHBIA OpraH
UCIOJHUTENBHON BJAcTU, OCYUISCTBIAOIMMNA (YHKIMHM 10 KOHTPOJIO H Haa3opy B cdepe
3/1paBOOXPAHEHUS, JUIsl MOCJIEAYIOIIEro Pa3MEIleHUs €€ Ha OQUIMAJIbHOM CaliTe 3TOr0 OpraHa B CETU
"UnTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTtenbcTBa Poccunckon
depepaumm npu obpaLeHnn NeKapcTBEHHbIX CPeacTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu npu OOpalleHUH JIEKapCTBEHHBIX
CPEICTB BJEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickoi
denepanuu.

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

2. 3a Hemnpe/CTaBIEHUE WIM HECBOEBPEMEHHOE Mpe/icTaBieHue HHpOopMaIK U (WIK) TOKyMEHTOB
au00 TpEeACTaBIIEHWE HENOCTOBEPHbIX UHGpopManuu U (WIKM) JOKYMEHTOB, IPEIyCMOTPEHHBIX
HactosmuM  DenepalbHBIM  3aKOHOM, CYOBEKTbl OOpalleHHs JIEKAPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickoit denepanuu.

(uactp 2 BBeneHa DenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOro 3aKOHA OT
04.06.2018 N 140-d3)

Cratbsa 69. Bo3meweHune Bpeaa, npuinHeHHoOro 3A0poBbLIK rpaxgaH BclieacTteue
npuMeHeHunsa nekKapCTBeHHbLIX NMpenapaTtoB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

1. [IpousBoauTENb JIEKAPCTBEHHOTO Mpenapara 00s3aH BOSMECTHTD BpPe, IPUUYNHEHHBIH 370POBBIO
rpakJaH BCJEICTBUE IPUMEHEHHs JICKapCTBEHHOI'O Mpenapara, eciii JoKa3aHo, YTo:

1) nexapcTBEHHBIH Npenapar MPUMEHSJICS 10 HA3HAYEHWIO B COOTBETCTBUM C MHCTPYKLUMEW IO
MPUMEHEHUIO JIEKAPCTBEHHOIO IpernapaTa W NPUYMHON Bpelda SBUJICS BBOJ B TIpaKAaHCKUIl 000poT
HEZ00pOKaYECTBEHHOTO JIEKAPCTBEHHOI'O IIperapara;

2) Bpel 3I0pOBbIO MPUYMHEH BCIEICTBUE HEAOCTOBEpHON uHGpOpMalUU, colepKalieiics B
MHCTPYKLHUHU 1O IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara, U3JaHHOW IPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npernapara.

2. B ciyuae, eciu Bpell 3[J0POBBIO TPaXJIaH MPUYMHEH BCIECICTBHE NPUMEHEHHS JIEKAPCTBEHHOTO
npernapara, NPHUIICANIEr0 B HErOJHOCTh B pPe3yJbTaTe HapyLICHHs NPaBHJ XPAaHEHHs JIEKAPCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHU IperapaTaMu, MPaBHJ OTIYCKa JIEKAPCTBEHHBIX
npernapaToB, HpaBHJ H3TOTOBICHUS W OTIYCKa JICKAPCTBEHHBIX IPENaparoB, BO3MELICHHE Bpela
OCYIICCTBIISICTCS. COOTBETCTBEHHO OpraHM3allell ONTOBOW TOPIOBJIM JIGKAPCTBECHHBIMU CPEICTBAMH,
aNTeYyHOW OpraHu3aluel, WHAWBUIYAIbHBIM IMPEINPHUHUMATEICM, HWMCIOIIUMU JIMICH3HIO Ha
(bapManeBTHYECKYIO JIESATEIBHOCTh WM JIMICH3UIO HA MEIUIUHCKYIO JeSTEIbHOCTh, MEIUIIMHCKON
OpraHuzandell, HMEKLICH JHICH3UI0 Ha (apMaleBTUYECKYIO [ESTeIbHOCTh (€€ 000CO0ICHHBIM
MOJIpa3ieJICHUEM, PACIIOIOKECHHBIM B CEJIbCKOM HACEICHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET arTeuHast
OpraHu3anusi), JOIMYCTHBIIMMH ITPOJIAKy HJIH OTITyCK TAKOTO JISKAPCTBEHHOT'O Mperapara.

(B pen. DenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bosmemenue Bpena, MNPUUMHEHHOTO 3[J0POBbI0O TIpakJaH BCIEJCTBUE IPUMEHEHUS
JICKApCTBEHHBIX IPENapaToB MM COBEPIIEHHS MPOTHBONPABHBIX JCUCTBHHA CyOBEKTaMH OOpaIieHus
JICKapCTBEHHBIX CPEACTB, OCYLIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENILCTBOM Poccuiickoit
denepanuu.

Mnaea 16. 3AKITIOYUTEJIbHbLIE NMOJIOXEHWUA

Cratba 70. O npu3HaHMKM YTPaTUBLULMMU CUNY OTAESIbHbIX 3aKOHOAATeNbHbIX aKTOB
(nonoxeHun 3akoHoAaaTenbHbIX akToB) Poccumckon depgepaumm

[Tpu3HaTh yTpaTUBIIUMU CUITY:

1) ®enepanbubiii 3akoH OoT 22 wuioHA 1998 roma N 86-O@3 "O nexapcTBeHHBIX cpeacTBax'
(CoOpanue 3axoHonatenscTBa Poccuiickoit @enepannu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeCEHUH U3MEHEHUS U TOTIOJHEHUN B
@enepanbhbiii 3akoH "O jnexapcTBeHHbIX cpencTBax" (CoOpanue 3akoHozarenbcTBa Poccuiickoit
®enepanuun, 2000, N 2, cT. 126);

3) crateio 40 denepanbroro 3akona ot 10 sHBaps 2003 roga N 15-03 "O BHeceHUH U3MEHEHUH U
JIOTIOJTHEHUH B HEKOTOpPBIE 3aKOHOJATENbHbIE aKkThl Poccuiickoil Penepanuy B CBS3M C IPUHATHEM
@enepanbHoro 3akoHa "O  JIUIEH3UPOBAHMU  OTAENBHBIX BHJIOB jearenbHocTH"  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHHM U3MEHCHUN H
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

JOTIOJIHEHU B HEKOTOPBIEC 3aKOHOAATENbHbIE akThl Poccuiickon denepanuu, Npu3HaHUU yTPATUBIINMHU
CHIIy OTAENIbHBIX 3aKOHOAATEIbHBIX akToB Poccuiickoit denepauuu, NpeaocTaBICHUH OTACIbHBIX
rapaHTUIl COTpYIHUKAaM OpraHOB BHYTPEHHUX [I€JI, OPIaHOB 110 KOHTPOJIIO 32 000pPOTOM HapKOTUYECKUX
CPEICTB U TCHXOTPOMHBIX BELIECTB U YIpPa3AHIEMbIX (efepanibHbIX OPraHOB HAJIOTOBOM MOJUIUU B
CBSA3U C OCYILECTBICHUEM MEp IO COBEPIICHCTBOBAHUIO rocyiaapctBeHHOro yrpasieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 denepanbHoro 3akoHa ot 22 aprycrta 2004 roga N 122-®3 "O BHeceHHH U3MEHEHUI
B 3aKOHOJATeNbHble akThl Poccuiickoit @Penepauv U MPU3HAHUM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHO/aTeNbHbIX akTOB Poccuiickoit ®denepanuu B cBsizu ¢ npuHsitueM DenepanbHbX 3aKoHOB "O
BHECCHHHM HM3MCHEHHMH M nomnojiHeHuid B DenepanbHbiii 3akoH "OO 00mMMX NPUHIUIIAX OPTaHHU3AIUN
3aKOHOJIATENbHBIX (MPEICTABUTENbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOW BIACTH
cyorektoB  Poccmiickoit  @Depepanmu” wu  "OO0 oOmmMX NOpPUHIOMIAX OPTraHU3aldd  MECTHOTO
camoynpasnenus B Poccuiickoii @enepanuun" (CoOpanue 3akoHonarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarpio 28 deaepanbHoro 3akona ot 18 mexadps 2006 roga N 231-d3 "O BBeacHUH B JICHCTBHE
yacTu dYeTBepToi ['paxkmanckoro komaekca Poccuiickoit ®denepanun" (CoOpaHHe 3aKOHOATEIHCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosiuit @epepanbHblil 3aKOH BeTymnaeT B cuiy ¢ 1 centsiops 2010 roxa.

2. JlexkapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE O [HSA BCTYIUIEHUS B CHJIy HAaCTOSILErO
DenepallbHOTO 3aKOHA, IMOJIEKAT BKIYECHHUIO B TOCYAAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPENCTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 ctarbu 33 Hacrosmero denepanbHOr0 3aKOHa CBEIEHUIM 00 ITHX
JIEKapCTBEHHBIX CpEACTBaX 0€3 NPOXO0XACHHUS BHOBb MPOLEAYPbl T'OCYIapCTBEHHOW pEerucTpaluu
JIEKApCTBEHHBIX IIPETApaTOB.

3. T'ocynapcTBeHHas perucTpalys JEKapCTBEHHBIX MPENapaToB, 32 UCKIIOYCHUEM JICKAPCTBEHHBIX
MpenaparoB AJid MEAUIMHCKOrO MPUMEHEHMS, MPEACTABICHHBIX HAa YKA3aHHYI) PETHUCTPALMIO 10 JHS
BCTYIUICHUSI B CHITy HacTtosero denepaibHOro 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIIUM
®denepanbHbIM 3aKOHOM HAa OCHOBAaHUU JOKYMEHTOB M JaHHBIX, IPEICTABICHHBIX 10 JHS BCTYIUICHHS B
cuity Hacrosiiiero deaepanbHOro 3aKOHa.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocynapcTBeHHas perucTpanus JeKapCTBEHHbBIX MPEenapaTroB s MEIUIIMHCKOTO IPUMEHEHUS,
IIPEJICTABICHHBIX HA TOCYJAPCTBEHHYIO PETUCTPALMIO 1O JHS BCTYIUIEHUS B CHIJIYy HaCTOSILErO
@denepalbHOTO  3aKOHA, M TOCYJAapCTBEHHAas perucTpaunus JEKapCTBEHHBIX IIpernapaTroB s
MEIUIMHCKOTO IPUMEHEHHUs, NPEJICTaBICHHBIX Ha DJKCIIEPTH3y JIEKAapCTBEHHBIX CPEICTB M0 JIHA
BCTYIUIEHUSI B CUiy Hacrtosiuero denepajbHOro 3akoHa B LEISIX MX MOCIEAYIOLIEH TOCyJapCTBEHHON
pETUCTpalMM, OCYLIECTBIISIIOTCS HAa OCHOBAHMM JOKYMEHTOB M JAHHBIX, NPEACTABIECHHBIX [0 JIHS
BCTYIUIEHUSI B CHJy HacTosmiero @enepaibHOro 3aKOHA, a TAKKE 3asABJICHUS O TOCYJapCTBEHHOH
pErUCTpallMM  JIEKAPCTBEHHOTO  Ipenapara, IPeJCTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
MpernapaToB WM YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU ¢ HacTosumM DeaepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbI OpraH UCTIONHUTENbHON BiaacTu A0 1 mapra 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYTapCTBEHHOM MOUUIMHBI, IPEyCMOTPEHHOMN 3aKkoHOAaTenbcTBOM Poccuiickon denepanuu o
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

Hajorax u coopax.
(dactb 3.1 B pen. ®enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloarBepXJeHUE TOCYAAPCTBEHHOM PErvCTpallud  JIEKAPCTBEHHBIX MpemnapaTroB  JUIs
MEIUIIMHCKOTO MPUMEHEHHUS, PEACTaBICHHBIX IJIs MOATBEPIKACHUS FOCYIapCTBEHHONW PErUCTPaLUU 10
JHS BCTYIUIEHMs B cuily Hactosiero denepanbHOro 3akoHa, W TOATBEPKIACHUE TOCYIapCTBEHHOU
perucTpaluy JIEKApCTBEHHBIX MPENapaToB JUIsl MEIULHUHCKOrO MPUMEHEHUs, IPEACTABICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUIEHUS B cuily Hacrosuiero denepanbHOro 3akoHa B
LesIX TIOCIEAYIOMIer0 MOATBEPXKACHUS HMX TOCYJapCTBEHHOH perucTpainuy, OCYIIECTBISIOTCS Ha
OCHOBaHUU JOKYMEHTOB M JIaHHBIX, MPEJICTABICHHBIX JIO JHS BCTYIUICHHS B CHJIy HACTOSIIETO
@denepalibHOTO 3aKOHA, a TaKXKe 3asdBJICHUS O MOJITBEPXKIECHUU TOCYJApPCTBEHHON pPErucTpaluu
JIEKApCTBEHHOT'0 Tpernapara, MPeJCTaBICHHOTO IPOU3BOJUTEIEM JIEKAPCTBEHHBIX IpEnapaToB WIH
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU ¢ HacrosiiiuM DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIN (peiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBanus
yILIaThl TOCYAAPCTBEHHON MONUIMHBI, TPETyCMOTPEHHOMN 3aKoHOAaTeIbCcTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpunsAtue pelmeHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpKalluecs B
PErUCTPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar Ais MeIULMHCKOIo
IIPUMEHEHUSI U TPEACTaBIEHHBIE /10 JIHSA BCTYIUJICHUS B CWIy Hacrosimero ®enepajbHOro 3aKkoHa, U
IIPUHATHE PEILIEHUsS] O BHECEHUU U3MEHEHUH B JJOKYMEHTBI, COJEpKaIleecs] B PerUCTPALMOHHOM JIOChE Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULIUHCKOTO IPUMEHEHUS U MPECTABICHHbIE HA
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB /0 JHSA BCTYIUIEHHMs B CHIly Hactosiuiero denepalbHOro 3aKOHa,
OCYILIECTBIISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX 10 JHS BCTYIUIEHUS B CHILY
Hacrosiero denepaqbHOrO 3aKOHA, a TaKXKe 3asBJIEHUS O BHECEHUHM M3MEHEHUH B JIOKYMEHTBHI,
coJiepKalliecs B PErUCTPALlMOHHOM JIOChE Ha 3aperucCTPUpPOBAHHBINA JIEKAPCTBEHHBINM Ipenapar yis
MEIULUHCKOTO TPUMEHEHUs, IMPEICTaBICHHOIO IPOU3BOANUTENIEM JIEKapCTBEHHBIX NpenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (heiepabHblil OpraH UCIIOHUTENbHOU BiacTH 10 1 mapta 2011 roga, 6e3 TpeGoBaHus
yIUIaThl TOCYTapCTBEHHOM MMOUUIMHBI, IPEYCMOTPEHHOM 3aKOHO1aTenbCcTBOM Poccniickoit @enepannn o
Hajorax u cobopax.

(dactb 3.3 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMM Ha TNPOBEACHHE KIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHBIX
IIpenaparoB Uil MEJULUHCKOrO NPUMEHEHHsS 110 3asBJICHUSAM, MOJAHHBIM J0 JIHS BCTYIUICHHS B CHUILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asBJICHUAM, ITOJAHHBIM IIOCJIE JHSA BCTYIUICHUS B CUILY
Hacrosiniero denepanbHOro 3aKOHAa HA OCHOBAHMM JKCIIEPTU3, TPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosuiero denepaJbHOrO 3aKO0HA, OCYLIECTBIAETCS B COOTBETCTBUM C HacrosmuMm DenepalbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB M JAHHBIX, [IPEICTABICHHBIX WM ITOJTYYEHHBIX 10 JAHS BCTYILJICHUS
B cuiy Hacrosmero denepansbHOro 3aK0Ha, a TAKKE€ HA OCHOBAHHMM KOIHUH IIPEABAPUTEIIBHOIO JOTr0BOpa
0053aT€IbHOTO  CTPAXOBAHUS KM3HHU, 3JI0POBBS  IALIMEHTOB, YYAaCTBYIOIIUX B KIMHUYECKOM
HCCIIEA0OBAHUM JIEKapCTBEHHOIO IIpernapara i MEIULMHCKOTO NPUMEHEHHUS, WIM KOIHUU JOroBOpa
00s3aT€IbHOTO  CTPAXOBAHUS KU3HHU, 3JIOPOBBS  IALIMEHTOB, YYACTBYIOIIUX B KIMHUYECKOM
UCCIIE/IOBAaHUM JICKApPCTBEHHOTO Mpernaparta s MEIUIMHCKOrO MPUMEHEeHHMs, JHOO0 IpesCTaBIeHHON
KOIIUU JIOTOBOpa 0053aTeIbHOI0 CTpaxOBaHUSs, 3aKIIOYEHHOIO B COOTBETCTBHH C TUIIOBBIMHU MpaBUIIaMU
0053aTeNIbHOTO CTPaxOBaHUs, C YKa3aHUEM NpeAeTbHONM YHCICHHOCTH MallMeHTOB, YYacTBYIOUIMX B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

KJIMHAYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O TMperapara s MEIULIUHCKOro IpHUMEHEeHHs, 0e3
TpeOOBaHUs YIUIAThl FOCYAapCTBEHHOW MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJAaTeNbCcTBOM Poccuiickoii
®denepanuu 0 Hajorax U coopax.

(dactb 3.4 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIIOTE A0 AHS BCTYIUICHUS B CHJIY HACTOSIIETO
denepanbHOTO 3aKOHA IPEIEIbHBIE OTITYCKHBIE IEHBI MHOCTPAHHBIX TPOU3BOAUTENIEH HA JIEKAPCTBEHHbBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEWIINX JIEKAPCTBEHHBIX
IpernapaToB, MOJJIeKaT nepecuery B pyonu no kypey LlentpanbHoro 6anka Poccuiickoit @enepanuu Ha
nary, ycraHoBieHHYIO IIpaButenpctBoM Poccuiickoit @eneparuu, 6e3 TpeACTaBICHUS 3asBICHUS O
IIepecyeTe LEHbl C BHECEHUEM COOTBETCTBYIOLIMX M3MEHEHUH B IOCYJApPCTBEHHBIN PEECTp MPEAECIbHBIX
OTIYCKHBIX II€H MPOM3BOJIUTENCH Ha JICKAPCTBEHHBIE IMpernapaThl, BKIIOUYEHHbIC B MEPEYEHb KM3HEHHO
HEO0OXOIMMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX IIPENapaToB.

(dactp 3.5 BBeaena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO0 JHS BCTYIUIEHUsT B cuily Hactosuero ®denepanbHOro 3akoHa
MpeAelibHBIE OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJUTENCH Ha JIEKAPCTBEHHBIE Iperaparhl,
BKJIFOYCHHBIC B TMEpPEYEHb J>KM3HEHHO HEOOXOAMMBIX M BaXXHEWIIUX JIEKAPCTBEHHBIX IIPENapaTosB,
nojuiexar wuHaekcauuu ¢ 1 HosOps 2010 roma wWcxonas W3 TPOTHOZUPYEMOTO YPOBHSA WHQIISINH,
ycranoBieHHoro denepanbHbiM 3aKk0HOM OT 2 nexadpsa 2009 roga N 308-03 "O ¢denepanbHOM Or0IKETE
Ha 2010 rox u Ha mnanoBsiit mepuo 2011 u 2012 rogos" Ha 2011 rox.

(uacTsb 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He qomycKaroTCs MPOU3BOJACTBO U BBO3 B Poccuiickyto ®denepatiuio
JICKQpCTBEHHBIX MPENapaToB B YIIAKOBKAX C MApPKUPOBKOM, KOTOpasi ObUIa HAHECEHA JI0 JHsI BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [1o McTedeHMHM yKa3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIC
npernaparbl MOTYT OTIYCKAThCS, PEATM30BBIBATHCS, IMEPEIaBaTbCs U NMPUMEHSATHCS JIO MCTEUYCHUS HX
CpOKa TOJTHOCTH.

(B pen. DenepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCTymuieHUs B cuity Hactosimero deaepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOUMTENBHO JIOMYCKAeTCs TMPOBENEHUE OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
BKCHepTHOFO y‘Ipe)K)leHI/Iﬂ o HpOXO)KI[GHI/Ifl nMHn aTTecralnn B HOpr}IKC, YCTaHOBJ'ICHHOM
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOTHUTEIHHON BIACTH.

5. Co mHsa BCTyIuieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexadpst 2013 roma
BKJIFOUNTENBHO OCYIECTBIISIETCS NMEPEXO] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIaMU OpraHU3alui MPOU3BOACTBA U KOHTPOJISI KAUeCTBA JIEKAPCTBEHHBIX CPENICTB, YKa3aHHBIMU B
gactu | cratem 45 Hactosmero ®enepalbHOrOo 3aKkoHa, B MONHOM oObeme. Cpoku mnepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJCTBY B COOTBETCTBUM C KOHKPETHBIMHU
TpeOOBAaHUSAMHU JAHHBIX NPaBWI, BKIIOYAs CPOKM ATTECTAlMM YMOJIHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosmero denepanbHOrO 3aKOHa, ycTaHaBIMBarOTCA IIpaBuTenscTBOM
Poccutickoit denepanuu.

6. JluueH3un Ha TPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIaHHbIE 10 | sHBaps 2014 ropa,
neiictByror nocie 1 sHBaps 2014 roma 10 McTedeHMsI CPOKA MX JIEHUCTBUSA NPU YCIOBUU COOTBETCTBHUSA
JUIEH3MaTa IpaBUjaM OPraHU3alMy MPOU3BOJCTBA M KOHTPOJIS KAayeCTBA JIEKAPCTBEHHBIX CPEJACTB,
yKa3aHHBIM B yacTH 1 ctatbu 45 HacTosero @enepalbHOTO 3aKOHa.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-33

(peg. ot 08.08.2024) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHeHus: 29.11.2024
(c u3m. n pgon., BCTyM....

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUs Ha IPOBEACHHE DSKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (enepaabHOMY TOCYAAPCTBEHHOMY OIO/DKETHOMY YUPEKACHUIO MO MPOBEACHUIO IKCIEPTHU3BI
JIEKapCTBCHHBIX CPEJCTB M (PMHAHCOBOE OOCCIICUCHUE BBITIOJHEHUSI 3TOTO 3aJIaHUSl OCYIIECTBISIFOTCS B
nopsijike, ycranopjaeHHoM DenepaibHbIM 3ak0HOM OT 12 sauBapst 1996 roga N 7-®03 "O HekOMMeEpUYECKUX
opranuzanusx".

(dactpb 7 BBeneHa denepanbHbpIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccniickoit enepanuu
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
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