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CrucoK M3MEHSIONMUX TOKYMEHTOB
(B pen. @enepanbHbix 3aKkoHOB oT 27.07.2010 N 192-D3,
or 11.10.2010 N 271-®3, 01 29.11.2010 N 313-P3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-D3, ot 14.12.2015 N 374-D3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-D3, o1 29.07.2017 N 242-D3, o1 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-D3, o1 27.12.2018 N 511-P3, o1 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
oT 27.12.2019 N 475-®3, o1 27.12.2019 N 478-D3, o1 27.12.2019 N 481-D3,
o1 26.03.2020 N 67-®3, ot 01.04.2020 N 98-d3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-D3, ot 08.12.2020 N 429-D3, o1 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-D3, ot 26.03.2022 N 64-D3,
ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-P3, ot 19.12.2022 N 519-D3,
ot 28.04.2023 N 149-®3)

Masa 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero ®eaepanbHOro 3akoHa

1. Hacrosmmii ®enepanbHblii 3aKOH pEryaupyeT OTHOILIEHHUS, BO3HHMKAIOIIUE B CBA3U C
oOpareHueM - pa3pabOTKOH, MOKIMHUYECKUMU HCCIICIOBAHHUSIMH, KIMHUYECKUMH HCCIEIOBAHUSMU,
AKCNEPTU30M, TOCYAApPCTBEHHOM pErucTpamueii, co cTaHAapTh3alued U C KOHTPOJEM KayecTBa,
MPOU3BOJACTBOM, M3rOTOBJICHUEM, XPAaHEHUEM, IE€PEBO3KOM, BBO30M B Poccuiickyto dexnepanuro,
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

BbIBO30M U3 Poccuiickoit denepannu, pekiamMoil, OTIIYCKOM, pealu3aluel, nepenadeid, IpuMeHEHUEM,
YHUYTOXKEHUEM JIEKAPCTBEHHBIX CPEICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

2. Hacrosimmii denepanpHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PEryIMpPOBaHUS
0€e3011aCcHOCTH, KayecTBa U 3 (HEKTUBHOCTH JIEKApPCTBEHHBIX CPEACTB IPU UX OOpaLCHUH.
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

CraTtba 2. Cdepa npumeHeHUsA HacTosiwero ®enepanbHOro 3akoHa

Hacrosimuii ®enepanpHplii 3aKOH IPUMEHSAETCS K OTHOLIECHHSM, BO3HUKAIOLIUM NPU OOpaLIEHUH
JIEKapCTBEHHBIX CpeICcTB Ha TeppuTopun Poccuiickoit denepanun.

Cratbsa 3. 3aKkoHoAaTeNnbLCTBO 006 OOpaLeHnn nekapCcTBeHHbIX CpeacTB

1. 3akoHOATENHCTBO 00 OOpaIIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
denepalbHOTO 3aKOHA, APYTUX (QeACpaTbHBIX 3aKOHOB WM HHBIX HOPMATHUBHBIX IIPABOBBIX AaKTOB
Poccuiickoit deneparuu.

1.1. 3akoHO1aTENBCTBO 00 OOpAILlEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIIEHUH FOPUIMYECKUX JIUIL U
WHIUBUAYAIBHBIX  MpEINpUHUMATENCH,  OCYIIECTBISAIONIUX  JEATENBHOCTh  Ha  TEPPUTOPHH
MEXIYHApOJAHOIO MEIUIMHCKOr0 KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
@OenepanbHbIM 3aKOHOM "O MEXIYHApOJHOM MEAMIIMHCKOM KiacTepe W BHECEHHHM H3MEHEHHWIl B
OTJIeTIbHBIE 3aKOHOaTeNIbHbIEC akThl Poccuiickoit denepanun.

(uactsp 1.1 BBenena @enepasibHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. JleiictBue Hactosimiero deaepanbHOro 3aKOHa pacpoCcTpaHseTcs Ha oOpalieHue HapKOTHIECKUX
JIEKapCTBEHHBIX CPEACTB M ICHXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C Y4E€TOM OCOOEHHOCTEM,
YCTaHOBJIEHHBIX  3aKoHOJarenbCcTBOM  Poccuiickoir ®enepanum 0  HApKOTHYECKUX  CPEICTBAX,
MICUXOTPOIHBIX BELIECTBAX U 00 UX MPEKypCcOpax.

3. HeiictBue Hacrosimero @DenepadbHOrO 3aKOHA  PacCIpOCTpPaHsSETCsl Ha  oOpaiieHue
paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C Y4YETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHoatenbcTBOM Poccutickoit deneparuu B o6mactu obecrieueHrs pagrualmoHHON 0€3011acHOCTH.

4. Ecnu MexxayHapoaHbeIM 1oroBopoM Poccuiickoit denepanuy yCTaHOBIEHBI MHBIE MTPaBUIIA, YEM
T€, KOTOpbIE TMpeaycMOTpeHbl HacTosiiuM DenepanbHbIM  3aKOHOM, MPHUMEHSIOTCS IpaBuia
MEXIYHapOAHOIO JJOTOBOpa.

4.1. PemeHns MeXrocyJapCTBEHHbIX OpPraHOB, INPHUHATBIE HAa OCHOBAaHUM  IOJIOKEHUHI
MEXIYHapoAHbIX JoroBopoB Poccuiickoii ®enepauyu B HMX MCTOJIKOBAHMM, IPOTHBOPEYALIEM
Konctutynuu Poccuiickoit @enepannu, He mojjiexaT ucnoiaHeHuto B Poccuiickon @enepanuu. Takoe
MPOTHBOPEYNE MOKET OBITh YCTAHOBJIEHO B MOPSJIKE, ONpeNeleHHOM (eepaabHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(uacts 4.1 BBeneHa @enepanbHbiM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoit ®@enepann B COOTBETCTBUU C MEXIYHAapOJIHBIMU JoroBopamu Pocculiickon
@enepau ¥ (WIM) Ha OCHOBE NPHUHLMIIA B3aUMHOCTU IIPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

WCCIEAOBAHUM JIEKAPCTBEHHBIX NPENapaTtoB Uil MEIWLMHCKOTO NPUMEHEHHS, IPOBEACHHBIX 3a
npenenamu teppuropun Poccuniickoit Genepanmu.

CtaTtbsA 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

Jns ueneit Hactosiniero denepanbHOro 3aK0HA UCIIOIB3YOTCA CJICTYIOIINE OCHOBHBIC IMOHSITHUSA:

1) nekapcTBEHHBIE CpEJCTBA - BEIIECTBA MM HMX KOMOMHALMM, BCTyMAlOIIME B KOHTAKT C
OpPraHU3MOM 4YEJIOBEKAa WM JKUBOTHOI'O, IPOHUKAIOLIME B OpPraHbl, TKAHU OpraHU3Ma 4eJOBEeKa WU
KUBOTHOTO, TpPUMEHSEMbIE JUIsI MPOQPHIAKTUKH, TUATHOCTHKU (32 HMCKIIOYEHHWEM BEIIECTB MM HX
KOMOMHAIM, HE KOHTAaKTUPYIOIIUX C OPraHW3MOM YeJIOBEKa HIIM JKUBOTHOTO), JICUCHHs 3a00JIeBaHus,
peabunuTayu, sl COXpaHEHUs, MPEeIOTBPALECHUS WIH MpepblBaHUs OEPEeMEHHOCTH M TOJy4YeHHBIC U3
KpOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHu3Ma 4eJ0BEeKa MM )KMBOTHOI'O, paCTEHUH, MUHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHEHHEM OMOJOrHMYecKHUX TeXHodoruil. K nmexapcTBeHHBIM cpencTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHLIMU U JIEKAPCTBEHHbBIE IIPETIapaThl;

2) ¢dapmanieBTHUECKasT CYOCTaHIUS - JICKAPCTBEHHOE CPEICTBO B BUJC OJHOTO WJIM HECKOJBKUX
obamaromux GpapMaKkoIOrHIeCKON aKTUBHOCTHIO ACHCTBYIONINX BEIIESCTB BHE 3aBUCHMOCTH OT ITPUPOJIBI
MPOUCXOXKACHUS, KOTOpPOE MpeaHA3HAUEHO JUIsl TPOU3BOJICTBA, W3TOTOBJICHHUS JIGKAPCTBEHHBIX
MIpermapaToB u onpeesieT ux 3hHEeKTHBHOCTS;

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

3) BCIIOMOTaTCJIbHBIC BCIICCTBA - BCIICCTBA HCOPraHN4CCKOro U1 OpTraHn4eCcKoOro
MPOUCXOKACHUA, UCIIOJIB3YEMbIC B ITPOLIECCE IMMPOU3BOACTBA, U3I'OTOBJICHUS JICKAPCTBCHHBIX IMPCIIApaTOB
AJIg IpUuAaHusa UM HCO6XOILI/IMLIX (1)I/I3I/IKO-XI/IMI/III€CKI/IX CBOfICTB;

4) nexapcTBEHHbIE Ipenaparbl - JIEKAPCTBEHHbIE CPEJCTBA B BUJAE JIEKAPCTBEHHBIX (HOpM,
IpUMEHsIeMble JUIsl TMPO(UIAKTUKHM, JAWArHOCTUKH, JIEYeHHUs 3a0oyieBaHUs, peadWIuTaluu, JUis
COXpaHEeHMsI, IPEAOTBPAILCHUS WU NpepbIBaHNUs OEPEMEHHOCTH;

5) nekapctBeHHas hopma - COCTOSIHME JIEKAPCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CHOCoOaM
€ro BBEJICHHS U IPUMEHEHHUS U 00eCIIeUnBaroNiee JOCTIKEHHE HE00X0IMMOTO0 JiedeOHOro AP deKTa;

5.1) no3upoBKa - cofepxKaHHe OJHOTO MJIM HECKOJIBKUX JEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIDQ)KEHUU Ha €IWHUILy J03bl, WJIM E€AMHUIYy 00beMa, WM E€AMHHUIy MacChl B COOTBETCTBHH C
JeKapcTBEHHOM (opmoi 1ubO Uil HEKOTOPBIX BHUJOB JIEKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOO0K/IA€MOI'0 M3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOIIETO BELIECTBA 32 €IMHUILY BPEMEHH;

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

6) nepeueHb JKU3HEHHO HEOOXOIUMBIX U BRXKHEHIIINX JIEKAPCTBEHHBIX MTPENApaToB - YTBEPKIAEMBbIii
[IpaBurenscTBOM Poccuiickoit Penepanyy nepedeHpb JICKapCTBEHHBIX NMPENapaToB I MEAMIMHCKOIO
PUMEHEHHs, 00eCTIeUBaIOIINX PUOPUTETHBIE TOTPEOHOCTH 3APABOOXPAHEHUS B LENIAX NPOPHIAKTUKI
U JeyeHus 3a00JeBaHUil, B TOM 4HClle IpeobiaJaloux B CTpyKType 3aboneBaemoctu B Poccuiickoit
denepauny;

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

61) Op(l)aHHLIC JICKAPCTBCHHBIC IIpCHapaTbl - JICKAPCTBCHHBLIC IIPCMapaThbl, MNPCAHA3HAYCHHBIC
UCKIYUTCIIBHO JIsI JHArHOCTUKH HJIM ITaTOICHETHYCCKOI'O JICUCHUSA (HequI/IH, HaIpaBJICHHOI'O Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

MEXaHU3M pa3BUTHUSA 3a0051eBaHus) peakux (ophaHHbIX) 3a0071€BaHUT;
(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6.2) Ouonorumyeckue JEKapCTBEHHbIC Mpernaparbl - JEKapCTBEHHbIE Mpenaparbl, JEHCTBYIOIIEE
BEILIECTBO KOTOPBIX MPOU3BEIACHO WJIM BBIJAEICHO U3 OMOJOTMYECKOTO0 MCTOYHUKA U JUIS ONpeeieHUs
CBOMCTB M KauecTBa KOTOPBIX HEOOXOAMMAa KOMOMHAIMs OWOJIOTUYECKUX U (DU3MKO-XUMUYECKUX
MeTooB. K  OHONOrMYecKHM JICKapCTBEHHBIM IpemnaparaM OTHOCSTCS HMMYHOOHOJOTHYECKHE
JIEKapCTBEHHbIE TIperaparhl, JICKAPCTBEHHBIC IpenapaThl, IMOJYYEHHbIE H3 KpPOBH, IUIA3Mbl KPOBU
YellOBEKa M JKMBOTHBIX (32 HCKIIOYEHUEM IIEIbHONH KpPOBH), OMOTEXHOJOTHYECKUE JIEKapCTBEHHBIC
IpernapaTsl, TeHOTepaneBTUUYECKUE JIEKapCTBEHHbBIE TperapaThl;

(. 6.2 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7) HMMMYHOOMOJIOTUYECKHE JICKApPCTBEHHBIC Ipermapatbl -  JICKAPCTBEHHBIC  IIpEraparhl,
MpeHa3HauYeHHBIC I (POPMUPOBAHUS AKTUBHOTO WIIM TTACCHBHOT'O MMMYHHUTETa JTMOO JMATHOCTHUKH
HUIMYMS ~ UMMYHHUTETA  WJIM  JUArHOCTHUKU  CHEHU(PHUECKOr0  NPUOOPETEHHOrO  M3MCHEHUS
MMMYHOJIOTHYECKOTO  OTBETa Ha  alUIepru3upyronme BemectBa. K UMMyHOOHOJIOTHYECKHM
JICKQpCTBEHHBIM  TIperapaTaM  OTHOCATCS ~ BaKIMHBI, = aHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUICPTCHBI;

(m. 7 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TIPENaparhl - JIEKAPCTBEHHBIE IIPENapaThl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTMYECKUX MPOLIECCOB U METOIOB (B TOM YHCIIe
JHK-pexoMOMHAHTHON TEXHOJIOTUH, TEXHOJIOTUH KOHTPOJIHPYEMOH 3KCIPECCHU T'€HOB, KOAWPYIOMIUX
OMOJIOTMYECKH AaKTHBHbIE O€JIKH B MPOKAPUOTaX M HYKApUOTax, BKIIOYAas H3MEHEHHbIE KJIETKH
MJIEKOMUTAOIHUX ), TMOPUIOMHOTO METO/1a U METOa MOHOKJIOHAJIBHBIX aHTUTEIL;

(m. 7.1 BBenen denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-03)

7.2) TeHOTepalleBTUYECKUE JIEKAPCTBEHHbIE IMpernaparbl - JIEKapCTBEHHbIE Ipenaparhl,
¢dapmarieBTHUYeCKass CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHON HYKJIEMHOBOM KHCIOTOM WM
BKJIIOYaeT B ce0fd pEKOMOWHAHTHYIO HYKJIEHHOBYIO KHCIOTY, TIO3BOJISIOUIYI0O OCYIIECTBIISTh
peryianupoBaHue, penaparuio, 3aMeHy, 100aBjIeHNne WK yAaJeHHe TeHeTHUECKON MoCe10BaTeNbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE MpermapaThl U (apMaleBTUUECKUE
cyOCTaHIIMM, COJAEpXaIlhe HAPKOTUYECKHE CpeACcTBa M BKIIOYeHHBIE B [lepedeHr HapKOTHYECKHX
CPEACTB, IICUXOTPOIIHBIX BEIIECTB U HX IPEKypCOPOB, IMOJIEKAIMX KOHTpoiarw B Poccuiickoi
@enepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoin @enepanuu, MeEXITyHapOIHBIMHU
norosopamu Poccuiickoit denepannu, B ToM uyncie ENMHON KOHBEHIMEN O HApPKOTHUYECKUX CPEICTBAX
1961 ropa;

9) MCUXOTpONHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaTshl U (apMaleBTUYECKHe
CyOCTaHIIMM, COJeprKallhe IMCUXOTPOIMHbIE BellecTBa U BKIIOYEeHHble B [lepedyeHb HApKOTHYECKHX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpPOB, MOMIEXKAIIMX KOHTporo B Poccuiickoin
@denepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculiickoin @enepannu, MeEXIyHapOIHBIMU
norosopamu Poccuiickoii denepannn, B ToM uncie KoHBeHIMEN O NMCUXOTPONHBIX BemectBax 1971
roja;

10) paIlI/IO(bapMaL[CBTI/ILICCKI/Ie JICKApCTBCHHBIC CPCACTBA - JICKAPCTBCHHBLIC CPCACTBA, KOTOPBIC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

coJiepKaT B FOTOBOM JUIsl MCHOJIb30BaHUSA (POpPME OJMH PAJUOHYKIUA WIN HECKOJIBKO PaAMOHYKJIHMJIOB
(paaroaKTUBHBIX U30TOIOB);

10.1) opuruHaJbHBIA JIEKAPCTBEHHBIM TMperapaT - JIEKapCTBEHHBIH IMpemapar C HOBBIM
JNEUCTBYIOIMM BEILIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickon Pexepanuu wid B
MHOCTPAHHBIX TOCYJapCTBaX HA OCHOBAHUU PE3YyJIbTATOB JOKIMHUYECKUX HCCIEAOBAHUN JI€KaPCTBEHHBIX
CPEICTB M KIMHUYECKUX HCCIEI0BAaHUI JIEKApCTBEHHBIX IMIPENAapaToB, MOATBEPHKAAIOIINX €r0 KauecTBO,
3¢ PEeKTUBHOCTh U OE30IIACHOCTb;

(m. 10.1 BBenen PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-03)

11) pedepeHTHBIN JIeKapCTBEHHBIN MpernapaT - JISKapCTBEHHBIM MperapaT, KOTOPhIH UCIOJIb3yeTCs
TUTSL OIICHKY OMOAKBHBAJIEHTHOCTHU WJIM TEPANICBTUUECKON YKBUBAJICHTHOCTH, Ka4eCcTBa, 3P(EKTUBHOCTH H
0€30MMacHOCTH BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOI'O MpenapaTa Wi OnoaHamoroBoro (6Momnogo0HOro)
JIeKapCTBEHHOTO Tpemnapara (buoananora). B xadecTBe pedepeHTHOro JIEKapCTBEHHOTO TpenapaTa Jjs
MEIHUIIMHCKOTO TMPUMEHEHHS HCIONb3yeTCd OpPUTMHAIBHBIN JIEKapCTBEHHBIM MpemapaTr Jnbo, eciu
OpUTMHAJIbHBIA JIEKApPCTBEHHBIM @pernapar He 3aperucTpupoOBaH WM HE HAXOAMTCS B 00opoTe B
Poccuiickoit @enepanyiv 1 He HAXOIUTCS B 000pOTE B MHOCTPAHHBIX TOCYAapCTBaX, BOCIPOU3BEICHHBIN
JIeKapCTBEHHBIHN IpenapaT Wik OMoaHaIoroBbIi (0MOMoI00HBIN) JIEKAapCTBEHHBIN Mpenapar (OrnoaHasor),
KOTOPBIM TEpBBIM 3aperMCTPUPOBAH U3 4YHCIa HaxoAasmuxcs B obopore B Poccuiickoit Deneparnuu,
OMOPKBHBAJICHTHOCTh WJIM  TEPAIeBTHUYECKas OKBHBAJICHTHOCTh, KadecTBO, JS()PEKTUBHOCTE U
0€30MacHOCTh KOTOPOTO OLIEHUBAIKNCH IO OTHOLIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY TIperapary, a
TaKkKe KadecTBO, J(PPEeKTHBHOCTP U OE30MaCHOCTh KOTOPOTO IOATBEPKAAIOTCS pe3yabTaTaMu
(dapmakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOJSIIMXCS B TPAkKIaHCKOM
000poTe, yCTAaHOBJICHHBIM TPEOOBaHMSAM K MX KadyecTBY. B kadecTBe pedepeHTHOTO JIEKapCTBEHHOTO
mpenapara Uil BETEPUHAPHOIO IMPUMEHEHHS HCHOJIb3yeTCs JIEKApCTBEHHBIM Ipenapar s
BETEPUHAPHOTO TPUMEHEHUS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanmu Ha OCHOBaHUHU
pe3yAbTAaTOB JTOKJIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHX HCCIEI0BAaHUM
JIEKapCTBEHHBIX NPENapaToB, MOATBEPKAAIOIINX €r0 KauecTBO, 3P(HEKTUBHOCTH U 0€30I1aCHOCTS;
(m. 11 B pen. denepanpHoOro 3akoHa oT 27.12.2019 N 475-D3)

12) Bocipou3BeIEHHBIN JIEKApCTBEHHBIN Ipernapar - JeKapCTBEHHbIN MpenapaT sl MEAUIIMHCKOTO
IPUMEHEHMs, KOTOpbIi MMeeT HKBUBAIECHTHbI pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary
KaueCTBEHHBIM COCTAB M KOJMYECTBEHHBIM COCTAaB JEHUCTBYIOIIMX BEIIECTB B JKBUBAJICHTHOU
JeKapcTBEeHHON (opme, nuOO JeKapCTBEHHBIN Ipenapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPBIH
UMEeT TaKue K€, 4YTO M pedepeHTHbI JIeKapCTBEHHBIH IIpernapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JICMCTBYIOIIMX BELIECTB B TakoW ke JIeKapCTBEHHOH  Qopme,
OMOPKBUBAJICHTHOCTh  WJIM  TepaneBTUYECKass JKBHUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary MoATBEPKIeHa COOTBETCTBYIOIIUMHU UCCIIE0BAaHUSIMY;

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

12.1) TepaneBTHYECKas 3KBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IPENApaTOB - JOCTH)KEHNE KIMHUYECKU
COTMOCTaBUMBIX TepaneBThuyeckoro s¢ddexkra u mnokaszareneil 3¢p(EeKTUBHOCTH W O€30MacHOCTH IpH
IIPUMEHEHUH JIEKAPCTBEHHBIX IIPENapaTroB s MEIUIMHCKOTO TNPUMEHEHUS, MMEIOIIHUX OJIHO
MEXIYHapOJAHOE HENaTeHTOBaHHOE (MM XHMMHUYECKOe, WM TPYNINHPOBOYHOE) HAUMEHOBAHHE, B
SKBMBAJIECHTHBIX JI03UPOBKAaxX MO OAHMM U TEM K€ MOKa3aHUSAM K IPUMEHEHHUI0 U NPU OJUHAKOBOM
crioco0e BBEJIEHHUS y OJIHOM U TOIl Jke TpyIIIbl O0JIbHBIX;

(m. 12.1 B pen. denepanbroro 3akona ot 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

12.2) 6uoananoroBelii (OMOMOAOOHBIH) JIeKapCTBEHHBIN MpenapaT (OroaHaaor) - OHOJOTHYECKUI
JIEKapCTBCHHBIN TIperapar, CXOXHWH MO TapaMerpaMm KadecTBa, 3(PQGEKTUBHOCTH W 0O€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TaKOil e JeKapCTBEHHOH (opme u
AMEIOIINHA UASHTUYHEIN CII0CO0 BBEIEHHUS;

(n. 12.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3anmo3aMeHsEeMbIN JICKAPCTBEHHBIN Mpenapar - JEKapCTBEHHBIM IperapaT ¢ JI0Ka3aHHOMN
TEpaneBTUUECKON SKBUBAJCHTHOCTHIO WM OHOSKBUBAJICHTHOCTHIO B OTHOIIEHUU pPEPEpEeHTHOro
JIEKapCTBEHHOT'O IpENapara, UMEIOIINN SKBUBAJIEHTHBIE €My KaUYE€CTBEHHBI COCTAB U KOJIMYECTBEHHBIN
COCTaB JICHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTAaTEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpPMY M CHOCOO
BBEJ/ICHUS;

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

12.4) OHMOAPKBUBAIEHTHOCTh JIGKAPCTBEHHBIX MpPEMaparoB - JOCTIDKEHHE COMOCTaBUMBIX
1oKa3aTesel CKOPOCTH BCAChIBaHMS, CTENEHU MOCTYIJICHUS K MECTY ACHUCTBUS U CKOPOCTU BbIBEIEHUS
OJTHOTO WJIM HECKOJIBKHX 00JIaJatonux (papMaKoJIOTHIeCKON aKTUBHOCTBIO JICHCTBYIOMIMX BEIIECTB MPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaTroB A MEJUIMHCKOIO IPUMEHEHUs, MMEIOUIMX OJHO
MEX/YHapOJAHOE HENaTEeHTOBAaHHOE (MM XHMMHUYECKOE, WM TIpPYyNINUPOBOYHOE) HAUMEHOBAHHE, B
HKBUBAJIEHTHBIX JO3UPOBKAX U IPHU OJIMHAKOBOM CIIOCOOE BBEICHUS;

(n. 12.4 BBeneH PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-03)

13) JICKApCTBECHHOC PACTUTCIIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHUA 100 HuX 4acCTu,
HCIIOJIB3YCMBIC [JId IMPOU3BOJACTBA JICKAPCTBCHHLBIX CPCACTB OpraHu3aluiaMyi - IIPOU3BOAUTCIIIMU
JICKAPCTBCHHLIX CPCACTB MJIM HU3IrOTOBJICHHA JICKAPCTBCHHLIX IIPCIIAPATOB AlITCUHBIMU OPraHU3allUsAMMU,
BCTCPUHAPHBIMH allTCYHBIMH OpraHu3aluiaMi, WHAUBUAYAJIbHBIMWA MNPCANIPHUHUMATCIIIMU, WUMCIOIIUMU
JIMIICH3UIO Ha (I)apMaL[eBTI/I‘ICCKYI-O ACATCIIBHOCTD,

14) nexkapcTBEHHBIM pPaCTUTENBbHBIN Mpenapar - JEKapCTBEHHbIN Ipernapar, NMPOU3BEACHHBIN WU
M3TOTOBJIEHHBIN U3 OAHOIO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOIO ChIPbs WM HECKOJIBKHX BHI0B TAKOTO
CBIPBS M peain3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (IOTPEOUTENBCKOM) YIIaKOBKE;

15) romeonaruyeckuii J€KapCTBEHHBIN Mpernapar - JeKapCTBEHHBIN Mpenapar, IpOU3BeAeHHbIN WK
U3TOTOBJICHHBIH M3 (apMaleBTUUECKOW CyOCTaHIMM WIM (apMaleBTUYECKUX CyOCTaHIMil B
COOTBETCTBUM C TpeOOBaHUAMM OOIIMX (papMakoNeHHbIX cTaTed K TOMEONaTHYeCKHM JIEKapCTBEHHBIM
npernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSAMHU (apMaKoled CTpaHbl MPOUZBOJUTENS TaKOTO
JIEKapCTBEHHOI'O IIpernapara;

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

16) Mex1yHapOJHOE HEMMATEHTOBAHHOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA - HAUMEHOBaHUE
JIEUCTBYIONIErO0  BemecTBa  (papMameBTUYECKOM  CyOCTaHIIMK, PEKOMEHJIOBaHHOe BcemupHoOU
OpraHMu3alMen 31paBOOXPaHEHUS;

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

17) ToproBoe HaMMEHOBAHHME JIEKAPCTBEHHOTO CpEACTBA - HAUMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEHHOE €ro pa3padOTYMKOM, JAepKaTeleM WIM BiIaJeiblleM pPEruCTPaluOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOT'O MIpenapara;

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

17.1) TpynmupoBOYHOE HAMMCHOBAaHHE JICKAPCTBEHHOrO IIperapara - HauMCHOBAHHE
JIEKapCTBEHHOTO TperapaTa, He UMEIONIET0 MEKIyHApOJHOTO HEMAaTeHTOBAHHOTO HAUMEHOBAHHUS, WIIH
KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, WCIOJIb3yeMOe B LENSIX OOBCIUHEHUS WX B TPYIIY IO
€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 BJIACTU M COAEPIKAIlMil NepeueHb MOoKaszaTenei KadyecTBa M (MJIM) METOJO0B
KOHTPOJISI KauecTBa KOHKPETHOW JIEKApCTBEHHOW (HOPMBI, JIEKAPCTBEHHOTO DACTHTEIBHOTO ChIpPHA,
OIUCAHUS OMOJIOTHYECKHUX, OMOXMMHUYECKUX, MUKPOOHOIOTHIECKUX, (PU3NKO-XUMUYECKUX, (PU3NIECKUX,
XUMAYECKHX M JIDYTMX METOJOB aHajlu3a JIEKAPCTBEHHOTO CpEJCTBA, a Takxke TpeOOBaHHA K
UCIIONIB3YeMBbIM B II€NSX MPOBEICHHS IaHHOTO aHalW3a peakTHBaM, THTPOBAHHBIM pPacTBOpaM,
WH/INKATOpaM;

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

19) dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KICHHBIA YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpPraHOM MCIIOJHUTEJIBHOM BJIACTH U COJICPIKAIIN NIEPEUYCHb MoKa3aTesei KayecTBa U METOI0B KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOTO CPECTBA;

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

19.1) crangapTHbie 00pa3Ibl - BEIIECTBA, TOCPEICTBOM CPABHEHHSI C KOTOPBIMHU OCYIIECTBIISICTCS
KOHTPOJIb KayecTBa HCCIIEyeMbIX JIEKAPCTBEHHBIX CPEACTB C IOMOIMIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METOJOB B LEJISAX MOATBEPKICHHSI COOTBETCTBUS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
HOPMAaTUBHOH JTOKyMEHTAallM{, YCTAHOBJIEHHBIM MPHU OCYIIECTBICHUH T'OCYIAapPCTBEHHON PEruUCTpaluu, U
KOTOpBhIC TPHUMEHSIOTCS JUISI KATUOPOBKH CTAHIAPTHBIX OOpa3lOB MPOW3BOJUTENS JICKAPCTBCHHBIX
CPEICTB, HCIOJIBb3YyEeMBIX HJIsi KOHTPOJS KadyecTBa M HWHBIX IIeNied Mpu OOpalleHHH JIeKapCTBEHHBIX
CPEICTB;

(n. 19.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakorneliHplii CTaHAAPTHBIN 00pa3el] - CTaHAapTHBIA 00pasel, MNPOU3BEICHHBIH B
COOTBETCTBHH € (hapMaKONEHHON CTaThel;
(m. 19.2 BBenen PenepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMAaTUBHAA MOOKYMCHTAaLUA - JOKYMCHT, conepmamnﬁ IEPCUCHb OIPCACIACMBIX 10
pe3yiabTaTaM COOTBETCTBYIOIIUX OKCIICPTU3 IIOKa3aTelieil KadecTBa JICKQpCTBECHHOT'O CPEACTBa MJId
MCIUIHUHCKOI'O IPUMCHCHUS, MCTOJOB KOHTPOJIAA €T0 Ka4CCTBAa U YCTaHOBJ'IeHHLII\/'I €ro MpoOu3BOAUTECIICM,

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COJIep Kallluii MepevyeHb ONpeesieMbIX M0 pe3ybTaTaM
COOTBETCTBYIOIIUX JKCIEPTHU3 TIOKa3aTesleld KauecTBa M (WIM) METOJOB KOHTPOJISI KadyecTBa
JIEKapCTBEHHOU (hOPMBI, OMUCAHUSI OMOJOTHYCCKUX, OMOXUMUUYECKHX, MUKPOOHOIOTHYECKUX, (HHU3HKO-
XUMUYECKHUX, (PU3NYECKHX, XMMUYECKMX M JPYIMX METOJOB aHajlu3a JICKApCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHs, TpeOOBaHUS K HCHOJB3YEMBbIM B LEJISAX MPOBEACHHUS JAHHOTO aHalu3a
peakTuBaM, THTPOBAHHBIM PacTBOPaM, MHAUKATOPAM U YCTaHOBJIEHHBIN €0 IPOU3BOANUTENIEM;

21.1) oOumii TEeXHUYECKUH MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalioB, COCTOSIIUN U3
HECKOJIBKMX  pas3fesioB -  JOKYMEHTaluu  aJIMHHHMCTPATHBHOIO  XapakTepa,  XMMHUYECKOW,
(dbapmareBTHUeCKO W OHOJOTUYECKOW JOKYMEHTAluH, (apMaKoIOTHUeCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAlUU, KIMHUYECKOW JIOKYMEHTAllUM MW IPEACTABIISIEMBIM OJHOBPEMEHHO C 3asBICHUEM O
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

rOCYJapCTBEHHOM PEruCTpaIiy JEKapCTBEHHOTO Tpernapara Juisi MEIUIUHCKOTO IpUMEHEeHUs B hopmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH;
(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KauecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBHUE JICKAPCTBEHHOTO CPEICTBA TPEOOBAHUSIM
(bapMakomeHO cTaThH JIMOO B CIIy4ae €€ OTCYTCTBUSI HOPMATUBHOM JIOKYMEHTAIIUU WA HOPMATHBHOTO
JTIOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEJCTBAa - XapaKTePUCTHKA JIEKAPCTBEHHOI'O CPECTBA,
OCHOBaHHAasl HA CPAaBHUTEIILHOM aHANN3€ ero 3P(GEKTUBHOCTH U PHCKA MPUIMHEHUS BPEIa 3I0POBLIO;

24) 5(h}exTUBHOCTD JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHU IOJIOKHUTEIbHOTO
BIIUSTHUSL JIGKAPCTBEHHOI'O TIpermapaTa Ha TEUYEHHUE, MPOJOJDKUTEILHOCTh 3a00JIeBaHUSI WM  €ro
MpeIoTBpaleHIe, peaduINTalNI0, Ha COXPaHEHHUE, MPEA0TBpAaIlleHHuE I IPephIBaHNE OEPEMEHHOCTH;

25) cepusi ICKApCTBEHHOT'O CPEJICTBA - KOJUYECTBO JICKAPCTBEHHOTO CPEICTBA, MPOM3BEICHHOC B
pe3yabTaTe OJJHOTO TEXHOJIOTHYECKOTO KA €r0 MPOU3BOIUTEIICM;

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

26.1) nepxatenb WU BIIaJelel] PErUCTPAMOHHOTO YAOCTOBEPEHUS JIKAPCTBEHHOTO Iperapara -
pa3paboTUMK JIEKApCTBEHHOTO CpEJICTBA, IMPOU3BOJUTENb JIGKAPCTBEHHBIX CPEACTB HIM HHOE
IOPUINYECKOe JIMIo, OOJamaroniee MpaBoM BIIAJCHHS PETUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPBIE
HECYT OTBETCTBEHHOCTb 32 Ka4eCTBO, 3(pPEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara;

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

27) perucTpalioHHBII HOMEp - KOJJ0OBOE 0003HAaUEHHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY Ipernapary
IIPU €ro roCy1apCTBEHHON PETUCTPALIUN;

28) oOpaiieHue JIEKapCTBEHHBIX CPEACTB - pPa3paboTKa, JOKIMHUYECKUE HCCIIeIOBaHUS,
KIIMHUYCCKHUE MCCICIOBAHUA, DKCIICPTU3a, TOCYAAPCTBCHHAA PErUCTpalvsid, CTaHAapTU3alUusd U KOHTPOJIb
KauecTBa, IPOU3BOJCTBO, U3TOTOBJIICHHE, XPAHEHNUE, IIEPEBO3KA, BBO3 B Pocculickyto denepannio, BbIBO3
n3 Poccuiickoit ®exnepanuu, pekiama, OTIYCK, peanu3aius, nepefaadya, NPUMEHEHHE, YHUUYTOXKEHUE
JIEKapCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) CY6’LCKTLI O6paIJ_IeHI/ISI JICKApCTBCHHBIX CPEACTB - (I)I/ISI/ILICCKI/IG Juiga, B TOM YHCIIC
HHAUBUAYAJIBHBIC MNPCANPUHHUMATCIIN, W HOPHAWYCCKHUC JHIA, OCYHICCTBIIAIOIHNE ACATCIBHOCTL IIPU
O6paI_I_IeHI/II/I JICKApCTBCHHBIX CPCACTB,

30) pa3paboTuuK JIEKApCTBEHHOTO CPEACTBA - OpraHU3aIlus, 00JIaarIas mpaBaMu Ha pe3yabTaThl
JNOKIIMHUYECKUX  HCCIENOBAaHWUN  JIGKAPCTBEHHOTO  CPEICTBA,  KIMHUYECKUX  HCCIETOBAHHM
JICKapCTBEHHOTO TIperapara 1 (WJIM) Ha TEXHOJIOTHIO TIPOU3BOICTBA JICKAPCTBEHHOTO CPEJICTBA;

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

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - NEATEIHLHOCTh MO TPOW3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALUSAMU - IPOU3BOAUTEISAMH JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIWU, HECKOJIBKHX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HJIM BCEX CTAAUAX TCXHOJOTHYCCKOI'0 IpOoLECCa, a TAKXKE IO XpaHCHUIO U peaiu3allii IIPOU3BEICHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) npou3BOACTBEHHAs IUIOLIA/IKA - TEPPUTOPUATBHO 000COOIEHHBIM KOMIUIEKC TPOU3BOAMTEINS
JIEKapCTBEHHBIX CPEJCTB, IPEIHA3HAYEHHBIH JUUIS BBIIOJHEHUS BCEro Ipolecca MPOU3BOACTBA
JIEKapCTBEHHBIX CPECTB WM €r0 OIPEIESICHHOMN cTaanu;

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

32) npousBOAMTENb JIEKAPCTBEHHBIX CPEJICTB - OpPraHU3alysl, OCYILECTBIIAIOIAs IPOM3BOJICTBO
JICKapCTBEHHBIX CPEICTB B COOTBETCTBUH € TPeOOBaHUAMH HacTosIero denepanbHOro 3aKOHa;

33) ¢apmarieBTHYECKas JCATEIBHOCTD - JIEATEILHOCTh, BKIIOYAKOMIAs B ce€0sl ONTOBYIO TOPTOBIIIO
JICKapCTBCHHBIMU ~ CPEJCTBAMH, WX XpaHCHHWE, TMEpeBO3Ky © (WIM) PO3HHUYHYIO TOPTOBIIIO
JICKQpPCTBCHHBIMH TIperapaTaMd, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, WX OTIIYCK, XpaHCHHE,
MIEPEBO3KY, U3TOTOBJIICHHUE JICKAPCTBCHHBIX MPETIApaTOB;

(B pen. @enepanbHoro 3akona ot 03.04.2020 N 105-03)

34) opraHu3anus ONTOBOM TOPrOBJIM  JIEKAPCTBEHHBIMU CpPEACTBAMH -  OpraHu3alus,
OCYLLIECTBIISIONIAs ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMH CpEACTBAMH, MX XpaHEHUE, MEepPEeBO3KY B
COOTBETCTBHUH € TpeOOBAaHHUSIMU HAcTOsIEro denepaabHOro 3aK0Ha;

35) amnre4yHas opraHu3alMs - OpPraHU3alUs, CTPYKTYPHOE TOJpa3[elicHue MEIUIUHCKON
OpraHM3aIfH, OCYIICCTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpeNapaTaMH, B TOM YHUCIIC
JMCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, IEPEBO3KY, U3TOTOBJICHUE M OTITYCK JICKAPCTBCHHBIX MPEIapaToB
TUTSE MEITUITTHCKOTO MIPUMEHEHHSI B COOTBETCTBUM C TPEOOBAHUSAMH HacTosmero denepaibHOTo 3aK0Ha;
(B pen. denepanbHbIX 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHass OpraHU3alus - OpraHu3alus, CTPYKTYpHOE IMOJpa3/elieHne
BETEPUHAPHOW OpraHU3allH, OCYIIECTBIAIOINE PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU IIPENapaTaMH,
B TOM UYHCJIE€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, HW3TOTOBJIEHHE M OTHYCK JIEKapCTBEHHBIX
IpenapaToB JUIsi BETEPUHAPHOIO TNPUMEHEHUS B COOTBETCTBUM C TpeOOBAHUSMHU HACTOSIIETO
denepanpHOrO 3aK0Ha;

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

37) panbcudunmpoBaHHOE JEKAPCTBEHHOE CPEJICTBO - JEKAPCTBEHHOE CPEJICTBO, COMTPOBOKIAEMOE
TI0KHOM MH(OpMaIHeil o ero coctaBe U (WJIK) IPOU3BOJIUTETIE;

38) HemoOpOKAaueCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUAM (hapMaKOMEHHON CcTaThu JIMOO B Cllydyae €€ OTCYTCTBHUSI TPEOOBaHUAM
HOpMaTI/IBHOI\/'I JOKYMCHTAIUXU UJIX HOPMATHBHOT'O JOKYMCHTA,

39) xoHTpadakTHOE TEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HaxosIIeecss B 000poTe
C HapyILLIEHUEM IPa’kJaHCKOTO 3aKOHO/1aTeIbCTBA;

40)  [OKIMHMYECKOE  HCCIEeOBAaHUE  JIEKAPCTBEHHOTO  CpPEACTBA -  OHMOJIOTHYECKHE,
MHUKPOOHOJIOTHYECKUE, UMMYHOJIOTHYECKHE, TOKCHKOJOTHUYECKHe, (apMakoiorudeckue, (Guandeckue,
XMMHYECKHE U IPYTUE UCCIENOBaHUs JIEKAPCTBEHHOTO CPEACTBA IIYTEM MPUMEHEHUS HAyYHBIX METOI0B
OIICHOK B IEJISX MOJTYYSHUS JT0KA3aTEIbCTB 0€30MacHOCTH, KauecTBa B A()(PEKTUBHOCTH JICKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

CpE€acCTBa;

4]) KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOIO IIpenapara - H3Y4YeHHME IUarHOCTHYECKHX,
7e4eOHbIX, MPOPUIAKTUIECKUX, (HapMaKOJIOrHYECKUX CBOMCTB JIEKapCTBEHHOIO Ipemapara B Iporecce
€ro MPUMEHEHHs y 4YelOBeKa, >XKMBOTHOTO, B TOM YHCJIE NPOIECCOB BCACBIBAHUS, paclpe/eeHus,
U3MCHEHUS] W BBIBEACHUS, IyTeM MPUMEHEHHS HAy4YHBIX METOJOB OLEHOK B MENAX MOJY4YEHHS
JI0Ka3aTeNbCcTB OE30MacHOCTH, KauecTBa M A(P(PEKTUBHOCTH JICKAPCTBEHHOI'O IpenapaTa, JAaHHBIX O
HE)KENAaTEIbHBIX PEAaKIUSAX OpraHn3Ma 4YeJoBeKa, JKMBOTHOTO Ha TNPHUMEHEHHE JIEKapCTBEHHOTO
npemapata u 00 3¢dexre ero B3aUMOJCHCTBUS C IPYTUMH JICKAPCTBCHHBIMU TIperaparaMd U (WJIH)
MUIIEBBIMH IPOIYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEIOBAaHUE JICKAPCTBEHHOTO Ipenapara Jyisi MeIUIIMHCKOTO
NPUMEHEHHUS - KJIMHUYECKOE HCCIEeI0OBaHUE JIEKAapCTBEHHOIO TMpernapara JUis MEIUIIMHCKOTO
MPUMEHEHHS, MPOBOJANMOE pa3pabOTYMKOM JIEKapCTBEHHOIO Iperapara B ABYX M 00Jee METUIIMHCKHX
OpraHu3alysIX Mo eAUHOMY MPOTOKOIY KIMHUYECKOTO UCCIIEIOBaHMSI IEKAPCTBEHHOT'O MIPerapara;

43) MeXIyHapOAHOE€ MHOTOIICHTPOBOE KIMHUYECKOE HMCCIICIOBAHME JIEKAPCTBEHHOTO Iperapara
IUIE MEJMIMHCKOTO TPHUMEHEHHsI - KIMHHYECKOE WCCIICIOBAaHUE JIEKAPCTBEHHOTO IIperapara s
MCIUIHUHCKOI'0 MPUMCHCHUA, IPOBOANMOC p3.3pa6OT‘-II/IKOM JICKAPCTBCHHOI'O IIpf€riapata B PAa3JIMYHBIX
CTpaHax 1o eIMHOMY MPOTOKOJTY KIIMHUYECKOTO UCCIICA0BAaHUS JICKAPCTBEHHOTO Tpenapara;

44) NOCTPErucTpallMOHHOE KIMHUYECKOE MCCIE0BAaHUE JIEKAPCTBEHHOIO Ipenapara Juist
MEIULUHCKOTO TMPUMEHEHUs - KIMHUYECKOE UCCIEeI0BaHUE JIEKAPCTBEHHOro IpenapaTta JAJs
MCIUIHUHCKOI'0O IMPUMCHCHUA, ITPOBOJUMOC MMPOU3BOAUTCIICM JICKAPCTBCHHOI'O IIpCriapara, Fpa)KI[aHCKI/H\/JI
000pOT KOTOPOTO OCYIIECTBIISETCS MOCJIEe TOCYAAPCTBEHHOM pEerucTpanuy, B LEIsSX JAOHNOJHUTEIbHOTO
cOopa TaHHBIX 0 ero 6e30MacHOCTH U APHEKTUBHOCTH, PACIIMPEHUS TOKA3aHUN K IPUMEHEHUIO TaHHOTO
JIEKapCTBEHHOI'O IIPETapaTa, a TAKXKe BBIBICHUS HEKEIATEIbHBIX PEAKIMM MTallMEHTOB HA €r0 IEHCTBHUE;

45) wuccnenoBaHue OWOIKBHUBAJIEHTHOCTH JIEKApPCTBEHHOTO IIpenapara - BHUJA KIMHUYECKOTO
HCCIIEIOBaHMsI JICKApCTBEHHOTO Ipenapara, MpOBEACHUE KOTOPOTo OCYIIECTBISIETCS AJIS OINpeeseHus
CKOPOCTH BCAChIBaHHMSI W BBIBEJICHHS OJHOTO WM HECKOJBKHX OONagaroImux (apMaKoIOTHIECKOH
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJUYECTBA JIEKAPCTBEHHOIO Ipernapara, JOCTUTAOLIETo
CHCTEMHOTO KpPOBOTOKA, W PE3yJbTaThl KOTOPOTO TO3BOJISIFOT CIENaTh BHIBOA O OMOIKBHUBAJICHTHOCTH
BOCIIPOU3BEICHHOT'O JIEKAPCTBEHHOI'O Mpernapara B ONpPe/eCHHbIX JEKapCTBEHHOH (hopMe U 103UPOBKE,
COOTBETCTBYIOIINX (hOpME U JO3UPOBKE pehepeHTHOrO JIEKAPCTBEHHOTO MPETapara;

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

46) wuccnenoBaHHE TEpPANEBTUYECKONW HSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IpENapaToB - BHUJ
KIIMHUYECKOT'O MCCIIeI0OBaHMs JIEKapCTBEHHBIX MpEenapaToB, MPOBEACHHE KOTOPOTO OCYIIECTBISIETCS s
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpEACTICHHON JIEKapCTBEHHOW (POPMEI, a
TaKKe HaJIM4Yusl OJMHAKOBBIX TOKaszaresnell ©Oe3omacHOCTH U 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MPEerapaToB, OJJMHAKOBBIX KIMHUYECKHX 3(PPEKTOB IpH X MPUMEHEHUH;

47) mpOTOKOJN KJIMHUYECKOTO MCCIIEOBAHMSI JIEKAPCTBEHHOIO IMpenapara - JOKYMEHT, B KOTOPOM
OTIpeIETSAI0OTCA 1eNu, (POPMbI OpraHU3alMi U METOJOJIOTHS MPOBEAEHUS KIMHUYECKOTO HCCIEA0BaHNUS,
CTaTUCTHYECKHE METO/bl 00pabOTKM pe3yabTaTOB TaKOTO HCCIENOBaHMS M Mephl MO 00eCHeueHHIO
0e30macHOCTH (PU3MUECKUX JIML, YYAacTBYIOIIUX B KIMHUYECKOM HCCJIEOBAHUM JIEKaPCTBEHHOIO
npernapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

48) 6p0m10pa HCCIICA0BATEIIA - CBOJHOC U3JIOKCHUE PE3YJIIbTATOB JOKIMHHUYCCKOI'0 UCCIICAOBAHUA
JICKAPpCTBCHHOTO  CpCACTBA U  KIIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara JId
MCIUIHUHCKOI'O IPUMCHCHHUA

49) uHpOpPMALIMOHHBIN JUCTOK MAIlUEHTA - TOKYMEHT, B KOTOPOM COJIEpIKATCS B IOCTYITHOU (opme
CBEJIEHUs, Kacarolyecs MPOBOAMMOIO KIMHHUYECKOTO HCCIEIOBaHMS JICKapCTBEHHOI'O Ipenapara, U B
MUCbMEHHON (hopMe HOOPOBOJIBHOE COIVIACHE MALMEHTa HA Y4acTHE B KJIMHHYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOI'0 Ipernapara Iocjie O3HAKOMJIEHHS C OCOOCHHOCTSIMM KIMHMYECKOI'O HCCIIEIO0BaHMS,
MMEIOLIMMU 3HAYE€HUE JJIs1 BBIPAKEHUS TAKOTO COTJIACHS;

50) noGouyHoe [eHCTBUME - peaklus OpraHu3Ma, BO3HHUKIIAS B CBSI3M C MPUMEHEHHUEM
JIEKApCTBEHHOTr'0 TMpenapara B J03aX, PEKOMEHAYEMbIX B HHCTPYKIMHU IO €ro NPUMEHEHUIO, MJif
npoUNaKTUKU, AMATHOCTUKH, JICUCHUS 3a00JIeBaHUS WU I peaOuInTalnu;

50.1) HexenarenpHas peakuUMs - HENpeJHAMEpEeHHas HeOJaronmpusiTHas peakius OpraHu3Ma,
KOTOpasi MOKET OBITh CBSI3aHAa C IPUMEHEHUEM JIEKAPCTBEHHOT'O TIperapara;
(. 50.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTelabHas peaklMs - HEXKeNarelbHas peaklys OpraHu3Ma, CBs3aHHas ¢
IIPUMEHEHUEM JIEKQpCTBEHHOr'O IIpernapaTra, MpHUBEAIIass K CMEPTH, BPOXKACHHBIM AHOMAIUSIM WIH
IIOpOKaM pa3BUTUA JIMOO IpeJCTaBisAoLIas COOOH Yrpo3y JKM3HH, TpeOyrolas IOCHUTAIM3ALUU WU
IpUBEALIAs K CTOUKON yTpaTe TPYJ0CIOCOOHOCTH U (WJIM) UHBAJIMHOCTH;

52) HenmpeaBHUACHHAS HEXeNaTelbHas PeaKIus - HeXelaTebHas PEeaklus OpraHu3Ma, KoTopas
CBsA3aHA C NPUMEHEHUEM JIEKapCTBEHHOIO IIpemapara B J/103aX, PEKOMEHIYEeMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO HCCIEOBaHUs, OpOIIIOpe HCCIAe0BaTeNsl, HIW C TMPUMEHEHHEM JIEKapCTBEHHOTO
mpenapara B 033X, PEKOMEHJYEMBIX B HHCTPYKIMU [0 €ro NPUMEHEHHWIO IJsi NPOPUIAKTUKH,
JMArHOCTHUKH, JICUYSHHS 3a00JIeBaHUS WU MEAUIIMHCKONW peaOuInTaIly NAIlMeHTa, U CYIIHOCTh, TSHKECTh
WM KCXOJI KOTOPOM HE COOTBETCTBYET MHGOpPMAIIMK O JIEKAPCTBEHHOM IIpernapare, CoJepiKalieics: B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEAOBaHUsA, OpOIIIOpe HCCIeNoBaTeNsl HIM B HHCTPYKIMH TIO
MIPUMEHEHHUIO JIEKApCTBEHHOTO Tperapara;

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

52.1) ¢apmakoHan30p - BUJA JESATEIBHOCTH MO MOHUTOPUHTY 3()(EeKTUBHOCTH U 0€30MacHOCTU
JIEKapCTBEHHBIX  IIPENapaToB, HANpaBICHHBIH HAa  BBIABICHHE, OLEHKY M IPEJOTBpPALICHHE
He)KeJIaTeJIbHBIX MOCIIEICTBUI IPUMEHEHUS JIEKAPCTBEHHBIX NPENapaToB;

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

52.2) miaH ympaBJeHHUSI PUCKaMH - TMOAPOOHOE OIMHMCAHWE MEPOIPHUATHH 1Mo (hapMakoHAI30pY,
HaIlpaBJIEHHBIX Ha BBISBICHHE, OLEHKY U NPEIOTBpALICHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMH TIpernapaTamMu, BKIItoUas OleHKY 3 ()EKTUBHOCTH JaHHBIX MEPOIPUSTHH;

(n. 52.2 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

KoncynsrantlIntoc: mpumedanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCcsTCst u3MeHenust (D3 ot 30.12.2021 N 463-D3).

53) pemnenT Ha JEKapCTBEHHBIN MpenapaTr - MEAWIMHCKANW JOKYMEHT YCTaHOBJIEHHOW (OPMBEI,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

COJeprKalllMii Ha3HA4YeHHWE JIEKapCTBEHHOTO Ipernapara Ulsi MEJULMHCKOIO IPUMEHEHHs, BBbIIAHHBIN
MEIUIUHCKUM pabOTHUKOM B LEJISIX OTIYCKA JIGKAPCTBEHHOTO IMperapara WM €ro W3rOTOBICHHUS U
OTIIyCKa Ha OyMa)>KHOM HOCHTEJIE MJIU C COIJIacHsl MallMeHTa UM €ro 3aKOHHOTO MPEJICTaBUTENs B JopMe
3JIEKTPOHHOTO JOKYMEHTA, TMOJAMMCAHHOTO C HCIHOJb30BAHUEM YCHJIEHHOW KBaTH(PUIMPOBAHHON
JIEKTPOHHON MOJNUCH MEIMIMHCKOTO pabOoTHHKA, JUOO JOKYMEHT YCTAHOBJICHHOH (OpMbl,
coJiepKalllMii Ha3HAueHHUE JIEKAPCTBEHHOI'O Ipenapara Juisi BETEPUHAPHOIO INPUMEHEHUS, BbIIAHHBIN
CIELUAIUCTOM B OO0JAacTH BETEPUHAPUM B LEJIAX OTIYCKa JIEKAPCTBEHHOrO IIpernapara WId €ro
M3rOTOBJIEHUS U OTIIyCKa Ha OyMa)>KHOM HOCHUTEIIE;

(B pen. deaepanbhbix 3aKk0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

Koncynprantlntoc: npumeyanue.
C 01.03.2025 1. 54 ct. 4 uznaraercst B HoBou penakuuu (D3 ot 30.12.2021 N 463-D3).

54) TpeboBaHMEe MEAMIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3amuu - JIOKYMEHT
YCTaHOBJICHHOH ()OPMBI, KOTOPBIM BBIMUCAH MEJULIMHCKAM PAOOTHUKOM MJIM CIIELUAIUCTOM B 001acTH
BEeTEpUHAPUH, MUMEIOIIUMH Ha 3TO NPaBO, M COACPKUT B NMHCbMEHHOH (hopMe yKa3zaHHE anTe4dHOU
OpraHu3alK WM BETEPUHAPHON anTeYHOl opraHu3anuu o0 OTIyCKe JIEKApCTBEHHOTO MpernapaTa 1 o
€ro M3roTOBJIEHUU U 00 OTIYyCKe JuIsl oOecreueHus 1edeOHOro mnpoiecca B MEAULMHCKON OpraHu3alli,
BETEpUHAPHON OpraHu3aIuiy;

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

55) KOMIUIGKCHas OIleHKa JIEKQpCTBEHHOTO IMperapara - OIEHKa 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO TIpenapara, BKJIoJaromas B ce0st anaau3 nHGpopMauu o CpaBHUTEIHLHON KIIMHUYECKOU
3¢ (HEeKTUBHOCTH U O€30MACHOCTH JICKAPCTBEHHOTO TIpenapara, OleHKY IKOHOMUYECKUX TMOCIEeICTBUM ero
MIPUMEHEHUSI, W3y4YEHUE JIOMOJHUTEIbHBIX IOCICACTBUI MNPUMEHEHHUsS JICKapCTBEHHOTO TMperapara B
LUEeNsAX MPUHATHS PEIIEHUH O BO3MOXXHOCTH BKJIIOYEHHUS JIEKapCTBEHHOIO IIpenapara B IEepeyYeHb
KU3HEHHO HEOOXOJMMBIX M BaXXHEHIITUX JICKAPCTBEHHBIX IMpEnapaToB, HOPMATHUBHBIC MMPABOBHIE AKTHI U
WHBIE IOKYMEHTBI, ONPEACIIAIONINE MOPSA0K OKa3aHUs MEIULIMHCKON MOMOIIM, WU UCKIIOUYEHUS €ro U3
YKa3aHHBIX MEPEYHs, aKTOB U JIOKYMEHTOB;

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

56) cucTeMa MOHHWTOPHHTA JBIOKCHHS JICKAPCTBEHHBIX MPEMapaTroB I MEIUIUHCKOTO
npuUMeHeHus - (enepanpHas rocydapcTBeHHas HH(POpPMAIMOHHAs CHUCTEMa MOHUTOPUHTA JBUKCHHUS
JIEKAPCTBEHHBIX TMpENapaToB JUIsi MEIUIMHCKOTO TPUMEHEHUS OT TNPOU3BOAMUTENS JO KOHEUYHOTO
MOTPEOUTENSI C HCIONB30BAaHHEM B OTHOIIEHUHM JIEKAPCTBEHHBIX IMPEmapaToB Al MEIUIIMHCKOTO
MIPUMEHEHUSI CPEICTB UACHTU(DUKAIIH.

(m. 56 BBeneH denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Mnaea 2. NOTIHOMO4UA PEANEPAJIbHbLIX OPTAHOB I/ICI'IOHHI/ITEHbI-JOI?I 3
BNNACTWU, OPFAHOB UCINOJTHUTENIbHOU BNNACTU CYBBEKTOB POCCUNCKOU
®EOEPALUU NMPU OBPALLEHUU NNEKAPCTBEHHbBIX CPEACTB

Cratba 5. MonHomMmouus cpeaepanbHbIX OPraHOB WCNOMHUTENbLHOM BRAacTU nNpu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K nomHOMOUMSIM @enepanLHHx OpraHoB HCITOJIHUTEILHOM BIACTH npu O6paH_[eHI/II/I JICKApCTBCHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

CpE€aACTB OTHOCATCA:

1) npoenenne B Poccuiickoii Denepanuu eAWHOW TOCYJApCTBEHHOH MOJHUTUKH B 00JacTu
o0ecrnieueHus JeKapCTBEHHBIMU MpenaparaMu rpaxiaan B Poccuiickoit @enepannu;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepkAeHHE OOmmMX (QapMakoneHHbIX cTaTed, ¢dapMaKONMeWHBIX CTaTe, W3AaHUE
rOCyJapCTBEHHOH (papmaxorien, CoO3AaHne U BeACHUE peecTpa (papMaKkoneiHbIX CTaHIapPTHRIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHHe (eAepaTbHOrO TOCYIApPCTBEHHOTO KOHTPOJs (Haa3opa) B chepe obOpamieHus
JICKApCTBEHHBIX CPE/ICTB;
(B pen. DenepanbHbix 3aKkoHOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JUIEH3WpPOBAHHWE IIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uYHcie QeaepaabHbIi
rOCyAapCTBEHHBIN JIMIICH3UOHHBIM KOHTPOJIb IEATEILHOCTH O MPOU3BOJICTBY JEKAPCTBEHHBIX CPEJICTB,
MEePUOJINYECKOE MOJATBEPKIACHUE COOTBETCTBUS JIMIIEH3MATa, MMEIOLIETO JIMIIEH3UI0 Ha IPOU3BOJICTBO
JIEKapCTBCHHBIX CPEACTB, M (apMaleBTUYECKON NEATEIHPHOCTH B COOTBETCTBHH C 3aKOHOJATEIIHCTBOM
Poccuiickoit denepaiuu;

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

5) opraHu3anys SKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB, STHYECKOH SKCIEPTH3BI BO3MOKHOCTH
MPOBCACHUA KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IMperiapara AJisi MCIUIUHCKOTO MPUMCHCHU S,
OKCIIEPTU3bl  JTOKYMEHTOB, TIIPEICTABICHHBIX [UI1  OINpPEICICHUS BO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIM IIpenapaTr JId MEIULMHCKOIO IIPUMEHEHHs INpPU TOCYHApPCTBEHHOM pPETHUCTpaluu B
KayecTBe OppaHHOTI0 JIEKaPCTBEHHOI'O IpenapaTa;

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

5.1) opraHu3anusi TpPOBENEHUS KOMIUIEKCHOW OIIGHKHM JIEKapCTBEHHOIO IIpernapara B LENIX
MPUHATHUST PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHMs JIEKAPCTBEHHOI'O IMpernapara B IEpeyeHb >KU3HEHHO
HEOOXOAMMBIX W BAKHEMIIMX JICKApCTBEHHBIX IMpEnapaToB, HOPMATHUBHbIE MPABOBBIE AKThl M HHBIE
JOKYMEHTBI, ONPENENAIONINe MOPAJIOK OKa3aHUs MEIUIIMHCKOW IMOMOIIM WJIM HCKIIIOUEHUS €ro u3
YKa3aHHBIX [IEPEYHS, aKTOB U JOKYMEHTOB;

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

6) BbIIa4ya pa3pelleHuil Ha MPOBeeHNE KIIMHUYECKUX HCCIIEeIOBAHUMN JIEKapCTBEHHBIX MPENapaTos,
BEJICHUE PEecTpa BbIIAHHBIX pa3pellieHUui Ha MPOBeIeHUE KIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
[Ipernaparos;

7) TOocymapCcTBEHHasi PETUCTpaIlvs JICKAPCTBEHHBIX TMPENapaToB, BEACHHUE TOCYIapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPEICTB;

KoncynsrantlIntoc: mpumeyanue.
C 01.09.2023 B n. 8 cr. 5 BHOcATcs u3MmeHeHus: (D@3 ot 28.04.2023 N 171-®3). Cm. Oyayuryro
PEAAKIIHIO.

8) opraHuzanuvsa u (I/IJ'II/I) MMPOBCACHUC HWHCICKTUPOBAHUA Cy6’bCKTOB O6paH_ICHI/I$I JICKAPCTBCHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

CPE/ICTB Ha COOTBETCTBHE IpaBHJIaM HaJJIe)Kalled 1abopaTOpHO TMpPaKTUKH, MpaBHIaM HaJIeKaleh
KIIMHUYECKOW TMPAKTUKH, TpaBHIaM HAAJSKAMed NPAaKTHKU XPAHCHUS W TMEPEBO3KH JICKAPCTBEHHBIX
MpernapaToB, MpaBUjIaM HajJIekKallel TUCTPUOBIOTOPCKOM MPAKTHKH, MPaBUIaM HaJJIeKaIIed anTeuyHON
MIPAKTUKU;

(n. 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranusamnus u (WIin) MPOBEICHUE WHCIEKTUPOBAHUS CYOBEKTOB OOpAIIEeHUs JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBHE TPEOOBAHUSAM IPaBUJI HAAJIEKaIleld MPOM3BOACTBEHHON IMPAKTUKH, Bblaya
3aKJIIOYCHUH O COOTBETCTBHM NPOHM3BOJUTENS JICKAPCTBEHHBIX CpPEACTB TpPeOOBAaHUSAM IPaBHII
Ha/IJIeKallel Npou3BOJCTBEHHON IPAKTUKH;

(. 8.1 BBeaen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJEHUE NOpsJKAa BEICHHUS U BEJCHHE TOCYIAPCTBEHHOIO peecTpa 3aKIIoueHHi o
COOTBETCTBHHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHMSAM TpaBWJI  HaJAJIeKalei
IIPOU3BO/ICTBEHHOM NPAKTHKH;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9) rocymapcTBEHHas pETUCTpalMsi MPEICNbHBIX  OTIIYCKHBIX II€H IPOU3BOJUTEIICH Ha
JICKApCTBCHHBIC TIIpCriapaTbl, BKIOYCHHBIC B TICPCUYCHL JXU3HCHHO H€O6XOI[I/IMI>IX A BaXHEUIIHNX
JICKApPCTBEHHBIX IPENapaToB, W BEJCHHWE TOCYJAPCTBECHHOTO peecTpa NpEeACibHBIX OTITYCKHBIX IICH
HpOI/I3BOI[I/ITeJI€I71 Ha JICKApCTBCHHBIC NPCHapaThbl, BKIOUYCHHLIC B IICPCUYCHDL KU3HCHHO H€O6XOI[I/IMI)IX u
Ba)XHEUIIINX JIEKAPCTBEHHBIX MIPEIapaToB;

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

9.1) cormacoBaHH€ MPOEKTOB PEIICHUI OPraHOB HCIOJIHUTEIHHON BIACTH CyOBhekTOoB Poccuiickoit
Oenepanun 00 ycTaHOBIEHWHM W (WIM) M3MEHEHHHM WPEAEIbHBIX pPa3MEpOB OMNTOBBIX HaJA0aBOK U
MpeebHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJIEHHBIM
MIPOM3BOJUTENIIMA JIEKAPCTBEHHBIX IpEnapaTroB, Ha JIEKAPCTBEHHbIE IIpenapaThl, BKIIOUYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen denepanbHbIM 3aK0HOM 0T 13.07.2015 N 241-03)

10) BbImaya, YCTAaHOBJIICHHWE TMOPSAKA BBIIAYM pPa3pelIeHHs Ha BBO3 KOHKPETHOW MapTUH
JIEKapCTBEHHOTO cpeAcTBa B Poccniickyro denepanmio;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBJIEHUE MOPAIKA BbIIAYM U (POPMBI TOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
MPOU3BOJICTBO JIEKAPCTBEHHOTO TMpernapara isg MEIULUUHCKOTO TPUMEHEHHS OCYIIECTBICHO B
COOTBETCTBUHU C Tp€6OBaHI/I$IMI/I HpaBI/IJ'I Hannemameﬁ HpOI/IBBOI[CTBeHHOI\/JI HpaKTI/IKI/I HUJINn 4YTO
JIEKapCTBEHHBIN Tpernapar s BEeTEPHHAPHOTO MPUMEHEHHs JOMyIIeH K oOpamieHuto B Poccuiickoii
denepanun, W TOJUICKUAT TPEICTABICHUIO IO TPEOOBAHWIO YIIOJHOMOUYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Mpenapar;

(m. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOTO 3aKOHA OT
02.08.2019 N 297-®3)

10.2) BpIaya, yCTaHOBJICHHE IMOpsiIKa BbIAA4Yd U (OPMbI JOKYMEHTA, COJEPKAIIEero CBEJIEHUS O
CTaluAX TEXHOJOTMYECKOI0 IMpOoIecca MPOU3BOJACTBA JEKAPCTBEHHOIO CPEACTBA JUIsl MEAUIIMHCKOTO
MIPUMEHEHHUS], OCYIIECTBIISIEMBIX Ha TeppuTopun EBpasuiickoro 3kOHOMHUYECKOT0 COI03a;

(n. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHoro 3akoHa ot
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

13.07.2015 N 241-@3)
11) cozmanue cOBETOB IO BOMPOCAM, CBS3aHHBIM C OOpaIlICHHEM JICKAPCTBEHHBIX CPE/ICTB;
12) aTTecranus U cCepTH(PHUKAINS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsa6ps 2013 rona. - @enepanbbiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBiieHue GpapmMakoHaa30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3)

15) yuactue B MEXIyHApOAHOM COTPYIHHUYECTBE;

16) mosydeHue mo 3arpocam yrnoJaIHOMOYEHHOTO (peiepaibHOro opraHa UCIOJIHUTEIbHON BIIACTH OT
OpPraHOB HCIIOJIHUTEIILHOW BIacTH cyObekToB Poccuiickoit ®eneparuu, a Takke OT CYOBEKTOB
O6paHIeHI/I$[ JICKAPCTBCHHLIX CPCACTB A MCIAUIMHCKOI0O HNPHUMCHCHHA I/IH(l)OpMaLII/II/I o BoOIIpoCaM
YCTAaHOBJICHHS U TIPUMCHEHUS 1ICH Ha JICKApCTBCHHBIC MTPETapaThl U HaI0ABOK K HUM,

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKOHOaaTeNbcTBa Poccuiickoit deaepannu;

Koncynerantlltoc: npumeyanue.
C 01.09.2023 B m. 18 cr. 5 BHOCcsATCa u3menenus (O3 or 28.04.2023 N 171-®3). Cm. Oyayuryro
PEIaKIuIO.

18) yTBepkaeHHe TMpaBWJI Hajuiexamleld J1abopaTOpHOM MpPaKTUKW, TNPaBUI HaJJIexallei
KJIMHUYECKOW TPaKTHKH, MpPaBUJI HajAJekalledl NpPOU3BOACTBEHHON MNpPaKTHKH, MpPaBUJI HajaJexalei
NPaKTUKA  XPaHEHWUS W TIEPEeBO3KM  JICKAPCTBEHHBIX  MPEMaparoB, NpaBWI  HaJAJeKalei
IUCTPUOBIOTOPCKONW TMPAKTUKH, MpaBUJ HaJJIeKalled anTedHol MpaKkTHKH, NpaBWII HaJlexKalei
MPaKTUKH (hapMaKoOHA[30pa JIEKAPCTBEHHBIX MPETapaToB sl MEIUIIMHCKOTO TPHUMEHEHMS,

(m. 18 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsigaka GopMupoBaHUsi pETUCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpenapar
U TpeOOBaHMI K TOKYMEHTaM B €r0 COCTaBE;
(. 19 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBep:kJIeHHE MPaBUJ PALlMOHATIBHOTO BHIOOPA HAUMEHOBAHHH JIEKapCTBEHHBIX MPENapaToB JUIs
MEIUIUHCKOTO TPUMEHEHHUS;
(1. 20 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

21) yTBepkIeHHUE MepeyHs] HANMEHOBAHUH JIEKAPCTBEHHBIX (HOPM;
(m. 21 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;
23) yrtBepxkjaeHue TpeOOBaHUI K MHCTPYKIHMH MO MEAUIMHCKOMY NPUMEHEHUIO JIEKapCTBEHHBIX

MpenapaToB U K MHCTPYKIIMH 1O BETEPUHAPHOMY ITPUMEHEHHUIO JICKAPCTBEHHBIX MTPENapaTos;
(m. 23 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

24) npuHATHE PEIICHUH, SBISIOUIMXCS OCHOBAHMSIMM JJISi BKJIIOUEHHUS TOMEHHBIX MUMEH U (WJIH)
yKasareJel CTpaHUWI] CalTOB B MH(OPMAIMOHHO-TEICKOMMYHHUKAIMOHHON ceTu "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B EAMHYIO aBTOMAaTU3UPOBAHHYIO HHQOpMaIMOHHYIO cuctemy "Enunbiii peectp
JOMEHHBIX HMEH, yKa3aTelell CTpaHul] CalTOB B HH()OPMAIMOHHO-TEIIEKOMMYHHKAIIMOHHON CETH
"UHTepHeT" W CETEeBBIX aJPECOB, IO3BOJSIOMIMX HACHTU(PHUIIUPOBATh CaWThl B HHGOPMAIIMOHHO-
TeJIeKOMMYHUKAIMOHHON cetn "HMHTepHer", conmepxaiue nH(GOpMAIHIO, PACIPOCTPAHEHUE KOTOPOU B
Poccuiickoit denepanuu 3ampenieHo", B OTHOIICHMH HWHMOpPMAaIUH, COJAEpKaIled NPEII0KEHHE O
PO3HMYHOI TOProOBj€ JIEKAPCTBEHHBIMU IIpenapaTaMd, B TOM YHCJIE JAWCTAaHLIMOHHBIM CIIOCOOOM,
pPO3HHUYHAsE TOProOBJIsl KOTOPHIMM OrpaHUYE€HA WJM 3alpenieHa B COOTBETCTBUM C HACTOSALINUM
denepanbHbIM 3aKOHOM, M (WJK) WH(GOpPMAIMH, COAEPXKAIIeH NpPEAIOKEHHE O PO3HUYHOW TOProBile
JIEKapCTBEHHBIMHU MIperapaTamM, B TOM YHCJIE AMCTAaHLIMOHHBIM CIOCOOOM, JIMIIaMH, HE HMEIONIMMHU
JUIEH3UU M pa3pellieHHs Ha OCYIIECTBIECHUE TAKOW JEATEIbHOCTH, €CJIM IOJIy4€HUE JIMIEH3UU U
paspeleHus IpeIycMOTPEHO 3aKOHOIaTEIbCTBOM 00 00pallleHUH JIEKAPCTBEHHBIX CPECTB;

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

25) BblAaua pa3pelieHruid Ha BBOJ B TPaKIAHCKUNA 000POT UMMYHOOHOJIOTMUYECKUX JIEKAPCTBEHHBIX
[IpenapaTosB.
(m. 25 BBenen denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynprantlntoc: npumevanue.

Ct. 5.1 pacnpocTpaHsieTcss Ha MOJTHOMOYHMS, KOTOPbIE HE MEepelaHbl AJs OCYHIECTBICHUS OpraHaM
rOCYJapCTBEHHOH BiacTu cyObekToB PD 1 opranam MECTHOTO CaMOYIPaBJICHUS! COOTBETCTBYIOIIUMHU
dbenepanbabiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [lepemaua ocywecTBneHUss mnosiHoMouun depepanbHbIX OpPraHoB
MCNONIHUTENILHOW BNacTu nNpuv oOpalleHUM neKapCTBEHHbIX CpPeacTB oOpraHam
MCNONHUTENbLHOW BnacTn cyobekToB Poccumnckon Pepgepaumm

(BBenena denepanbHbM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHoMoOuMs (enepaabHBIX OPraHOB HCIOJIHHUTEIHHOW BIIACTH MPH OOpAIlEHUH JEKapCTBEHHBIX
CPEICTB, TMPEayCMOTpPEHHbIE HacTosmuM @DenepaabHbBIM  3aKOHOM, MOTYT TMepefaBaThbCs s
OCYIIECTBIICHUSI  OpraHaM  HCIOJHHUTENbHOW  Biactu  cyObekToB  Poccmiickoit ~ denepanuu
noctaHoBieHusMu [IpaBurensctBa Poccniickoit denepanuu B Mopsake, ycTaHOBICHHOM PDenepabHbIM
3aKkOHOM OT 6 okTs0psa 1999 roga N 184-@3 "OO6 o0muX NPUHIKIIAX OPraHU3AIMH 3aKOHOJATEIbHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENBHBIX OPraHOB I'OCYJAapCTBEHHOW BiacTH cyObekToB Poccuiickoit
Oenepauun”.

Cratbsa 6. [lonHOMO4YMA OpraHoB MUCNOSIHUTENbHOMU BRNacTu cyobekta Poccumnckomn
deaepaumm npm odpaLieHnn NneKapcTBEHHbIX CPeacTB

K mnomHomMouMsiM OpraHoB HCIOJHUTEIbHOUW BiacTu cyOwbekta Poccuiickoit ®denepauuu mpu
0OpaIlleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka U peanuzanysi peTHOHAIBHBIX MPOTpaMM 00eCIIeYeHHs] HaCeIeHUs JIEKapCTBEHHBIMU
npernaparamu;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2) ycTaHOBJIEHHE NPEJCIbHBIX Pa3MEpOB ONTOBBIX HaJ0AaBOK U MPEAEIbHBIX Pa3MEPOB POZHUYHBIX
Hag0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX
[pernapaToB, Ha JIGKAPCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B IEpPEUCHb >KU3HEHHO HEOOXOIUMBIX H
BOKHEUILIMX JICKAPCTBEHHBIX MIPENapaToB;

3) OCyIIECTBICHHE PErHOHAJBLHOIO TOCYJApPCTBEHHOIO KOHTPOJS 3a MPUMEHEHHEM IIeH Ha
JICKapCTBEHHbIE MpPENapaTrhl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IMPENapaToB, OPraHU3alUsIMH OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMHU,
aNTEYHBIMH OPTraHU3ALMUSAMH, WHIMBUAYAJIBHBIMU TPEANPHHAMATENSIMH, HMEIOIIMMH JIMIICH3UI0 Ha
(bapMaleBTUUECKYIO JAESITeNbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMH, HWMEIOUUMH JIMLIEH3UI0 Ha
(bapMaIeBTHYECKYI0 JESITeIbHOCTh, W HMX OOOCOOJEHHBIMH TOJpa3fefeHus MU (aMOyIaTopusMHu,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MYHKTaMH, LEHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHOU (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX

OTCYTCTBYIOT allT€4HbIC OPraHNU3aIH;
(B pen. DenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) npuHsATHE pemieHHss 00 HCIOJb30BaHMM Ha TeppuTopuu cyObekTa Poccuiickoit denepanun
HapsIy C pelenTaMy Ha JIGKapCTBEHHBIE TpenapaThl, 0(OPMICHHBIMU Ha OYMa)>KHOM HOCHTEJIE, PEIETTOB
Ha JIEKapCTBEHHBIE Npenaparsl, cHOPMHUPOBAHHBIX B JOPME IIEKTPOHHBIX JOKYMEHTOB.

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

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. Paspabotka n usgaHume rocypnapcTtBeHHou hapmakoneu, pasmelleHue
AaHHbIX O HeW

1. Ilon rocynapcTtBeHHOM (hapmakomneeil MOHMMaeTcst CBOJ OOmMX (hapMakoNeMHbIX cTaTed U
(hapMaKoOIeHHBIX CTaTEeH.

2. Pa3paboTtka oOmux ¢apMakonelHeIx cTaTell U (apMakoNeWHbIX CcTaTedf, B TOM 4YHCIe
(dapMakoleHbpIX cTaTed Ha (QapMakonelHble CTaHJapTHbIE oOOpaslbl, W BKJIOYEHHE HX B
rOCYJapCTBEHHYIO ()apMaKONE OCYIIECTBISAIOTCA B TOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM UCIIOTHUTENBHOM BIIACTH.

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

3. Pa3zpabotka papmakoneitHol cTaTbu Ha peEepeHTHBIN JIEKAPCTBEHHBIN MpenapaT U BKIIOUYEHUE
ee B IOCyJapCTBEHHYIO (apMakolero B TEUEHHE CpOKa JEWCTBUS 3alllUThl WCKIIOYHUTEIBHOTO TpaBa,
YIIOCTOBEPEHHOT'O MAaTEHTOM Ha pedepeHTHBIN JIEKAPCTBEHHBIN MpENapaT, OCYIIECTBISIFOTCS C COTJIACHs
€ro pazpaboT4HKa.

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

4. TocynmapctBeHHas (¢apmakornes U3JaeTCsl YINOJTHOMOYEHHBIM (hefepaibHbIM  OpPraHOM
WCTIOJTHATEIIEHOM BJIACTH 3a CYET CPEACTB (pelepaabHOro OI0pKeTa M MOJUICKHT TIEPEH3IaHusIM HE PeKe
4eM OJMH pa3 B MATh JIET, B MEPUOJA MEXKIY KOTOPBIMU H3JIAIOTCSA MPUIOKEHHS K TOCYAapCTBEHHOM
dapmakoriee, coxaepxamue oOmme ¢apmakonelHple cTaTthu W (Win) (apMakoIlelHbIe CTaThH,
YTBEPKICHHBIE TTOCIIE U3/IaHUs WK TIepen3AaHus ToOCyIapCTBEHHOM (papmakomnen.

5. YnonmHomoueHHBIH (enepanbHBI OpraH HWCIOJTHUTEIBHOW BJIACTH pa3MeniaeT JgaHHBIE O
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?;ipﬁ'le‘f:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

rocyJapCTBEHHOM (hapMaKkoriee U MPUIOKEHUAX K Hei Ha cBoeM oduinanbHOM caiite B ceTH "MHTEepHET"
B YCTAHOBJICHHOM MM MOPSIKE.

Mnaea 4. IMUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEOCTB
U ®APMALIEEBTUYECKOWU OEATENBHOCTU, TOCYOAPCTBEHHBLIA KOHTPOIb
(HAO30P) B COEPE OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctratbas 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTB MU
dapmaueBTUHECKON AeATENBHOCTHU

1. JlunensupoBaHue IMPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U (papMalleBTUYECKOU AESITEIbHOCTU
OCYLIECTBJISETCSA B COOTBETCTBUHU € 3aKOHOAATeNbCTBOM Pocculickon denepanuu.

2. O6s13aTeabHBIM YCIOBUEM MPEIOCTABICHUS JIMLEH3UH Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBISIETCSl TIPWIJIOKCHHE K 3asBICHHIO COMCKATENs JMIEH3UHM TEePEeUHs JIEKApCTBEHHBIX (OpPM M (WIIN)
BUJOB (hapMaleBTHUECKUX CYOCTaHIMH, KOTOpPBIE MPOU3BOAWTENH JIEKAPCTBEHHBIX CPEACTB HaMEpEH
MPOU3BOANTD.

3. B ciaydae He0OXOIMMOCTH PACIIMPEHHs MPOU3BOACTBA JEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OPM W BUAOB (PApMaEeBTUYECKUX CYOCTaHLUI TNPOU3BOIUTEND JIEKAPCTBEHHBIX
CPeACTB JOJDKEH I0/AaTh B JIMICH3WPYIOUIMA OpraH 3asBICHHE O BHECEHHHM HW3MEHEHHH B peecTp
JMLIEH3MI Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB.

(B pen. Denepanbbix 3akoH0B 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3ust Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHLIMU CIIUPTa
STWJIOBOTO (3TaHOJa) BBLAAETCS NPHU YCIOBUM HAJIWYMS Yy OpraHM3alli Ha IpaBe COOCTBEHHOCTH,
XO3SICTBEHHOI'O BEJICHUSI MJTM ONIEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOIMUYECKOTO 000PYAOBaHUS
JUI. TIPOM3BOJICTBA JTUJIOBOTO CIIUPTA, 3apETHCTPUPOBAHHOTO B COOTBETCTBMU €O crTartbed 14.1
@enepanbHOoro 3akoHa or 22 HostOpst 1995 roma N 171-®3 "O rocynapCcTBEHHOM pEryIMPOBAHUU
MIPOM3BOJICTBA M 000pOTa 3TUJIOBOIO CIHUPTA, AJKOTOJIBHOM M CIHUPTOCOJAEpXKALeH MPOAYKIUU U 00
OrpaHUYEHUU NMOTpeOIeHUs (PaCIUTHUS) aJIKOTOIBHON MPOTyKIIMU".

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

Cratba 8.1. OCOOGEHHOCTM NULUEeH3NPOBaHUA NPOU3BOACTBA NEKApPCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CYOCTaHLMM cnupTa 3TUNOBOro (3TaHona)
(BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JlelicTBue JMIIEH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CpelACTB ((apmareBTHUECKON
CyOCTaHIIMM CIHPTa STHJIOBOTO (3TAaHOJA) MPHOCTAHABIMBACTCS B YACTH IpaBa Ha IPOU3BOJICTBO
(dapmaleBTUUECKO CyOCTaHIIMM CHHMPTA ATHIIOBOTO (3TaHOJA) JIMLEH3UPYIOIIUM OPraHOM B CiIydasX,
omnpeneneHHbIx ctatbeil 20 PenepanbHoro 3akoHa or 4 mast 2011 roga N 99-®3 "O nuueH3upoBaHUU
OTJENbHBIX BHJOB JAEATEIBHOCTU", a TakKe Ha CPOK IPUOCTAHOBJICHMS JEWUCTBUS JIMIIEH3UMH Ha
MIPOU3BOJICTBO STHJIOBOTO CIHMPTA JJIsl MPOU3BOJACTBA (papMalieBTUUECKOI CyOCTaHIIMM CITUPTA ATUIIOBOTO
(3TaHoNa), BbIIaHHOM B cooTBeTCTBUU ¢ DenepanbHbIM 3aKk0HOM OT 22 HosiOps 1995 roga N 171-®3 "O
rOCYJJapCTBEHHOM PEryJMpPOBaHUM IPOU3BOACTBA M 00OpPOTa H3TUIIOBOTO CIHUPTA, AJIKOTOJBHOW U
CHUPTOCOJEpKAIIEeH MPOAYKIIMH U 00 OrpaHHUYEHUH NOTPeOIeHHs (PaCTIUTHUS) aIKOTOJIbHONW MPOIYKIIMH'".
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2. JleiicTBUe JMIIEH3MM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CpelacTB ((apmareBTHUECKON
CyOCTaHIIMM CIUpTa STWIOBOrO (3TaHOJA) B 4YacTH IpaBa Ha IPOU3BOJACTBO (papmarieBTUYECKOMH
CyOCTaHIIMM CIHMpTa ATUIOBOrO (3TaHOJA) MPEKpallaeTcsl JMIEH3UPYIOUIMM OpPraHoM B Cydasx,
onpeneneHHbIx cratbeil 20 @enepanprHoro 3akona ot 4 mas 2011 roga N 99-03 "O nuneH3upoBaHuU
OTJENbHBIX BHUJIOB JEATEIBHOCTU", a TaKXkKe C JaTbhl NpPEKpalleHHs WU aHHYJIMPOBAHHS JEeHUCTBUS
JUIIEH3UM Ha TPOM3BOJCTBO ATHUJIOBOTO CIHPTA JUIA MPOM3BOACTBA (hapMaIleBTHUECKOW CyOCTaHLIUU
CIUpTa 3TUIIOBOTO (3TaHOA), BEIJAHHOW B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pETyJIMpPOBAHUM MPOU3BOACTBA MU 000pPOTAa ATHIOBOIO CIHUPTA,
QJIKOTOJILHOM ¥ CIHUPTOCOJEpKallell MPOAYyKIMM U 00 OrpaHMYeHUM MOTpedsieHus (paciuTHs)
QIKOTOJIBLHOM MPOAYKIUK".

Cratba 9. [locymapcTBeHHbINW KOHTponb (Hap3op) B cdepe obGpaweHus
neKkapcTBeHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

1. TocymapcTBeHHBI KOHTpOJb (Ham30p) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEACTB
OCYILLIECTBISICTCA IOCPEACTBOM (heiepabHOr0 TOCYAapCTBEHHOTO KOHTpoJs (Haa3opa) B cdepe
oOpaleHusl JIEKapCTBEHHBIX CPEACTB U (helepaabHOTO IOCYAApPCTBEHHOTO JIHMIEH3MOHHOTO KOHTPOJIS
JESTeIbHOCTH 110 NMPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISIEMbIX (hefepaibHbBIMU OpraHaMu
HCIIOJTHUTENIBHOM BIIACTH, YIIOITHOMOYEHHbIMU [IpaBurtensctBoM Poccuiickon @enepannu.

2. Ilpenmerom QenepanbHOrO TOCYJAPCTBEHHOTO KOHTPOJsS (Hag3opa) B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEJICTB SABJISIFOTCS:

1) cobGmonenue o0s3aTeNIbHBIX TpeOoBaHUi B cepe oOpalleHus JIEKapCTBEHHBIX CPEJICTB, B TOM
qHcie:

a) Tpe60BaHPII>i K HOOKJIMHHUYCCKHUM HCCICHOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKUM
HUCCICAOBAHUAM JICKAPCTBCHHLIX IIPEMaparoB, HU3rOTOBJICHHUIO, XPAaHCHUIO, IICPCBO3KEC, BBO3Y B
POCCHﬁCKym q)e,uepaumo, OTIIYCKY, pe€ajln3alnuu, I1mepeaade, IMNpoAaxKe JICKAPCTBCHHLIX CPCIACTB,
MPUMCHCHUIO JICKAPCTBCHHLIX IIPCIapaToOB, YHHUUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB, YCTAaHOBJICHUIO
MPOU3BOJUTCIISIMUA JICKAPCTBCHHBIX IIPCIAPATOB LEH HA JICKAPCTBCHHBIC IIPCIIApaThl, BKIKOUCHHBIC B
MEPCUYCHDb ) KU3HCHHO H€06XO)II/IMI>IX 1 BaXKHEHIIINX JICKAPCTBCHHBIX NPCIIapaToB;

0) TpeOoBaHUI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEJCTB, HAXOASIIMXCS B OOpalleHUH,
MOKa3aTessiM KauecTBa, 3 (HEKTUBHOCTH U OE30ITaCHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUH C HACTOSIIIUM
®denepanbHBIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHMIO CYObEKTaMH OOpAaIEHHS JIEKApCTBEHHBIX CPENICTB, YKa3aHHBIX B
gactu | craten 67.1 Hactosdmero deaepanbHOro 3aKOHa, OTPAHUUYEHUM, HAJaraeéMbIX CTaTbsMu 67.1 u
67.2 nactosmero deneparbHOTO 3aKOHA;

2) CO6J'IIOI[CHI/IC JIMICH3MOHHBIX TpC6OBaHI/Iﬁ K OCYHICCTBJICHUIO (I)apMaI_ICBTI/I‘{eCKOI‘;I ACATCIIBHOCTH,

3) cobmtonenre TpeOOBaHM K MPEAOCTABICHUIO CYObEKTaMU OOpaIeHHs JICKAPCTBEHHBIX CPEJICTB
uH(poOpMalUd O JIEKAPCTBEHHBIX CpeACTBaX W (WMIIM) JIGKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1 u 64 nactosimero denepanbHOTO 3aKOHA;
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

Koncynsrantlntoc: npumeqanue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpaunBaet cuiy (O3 ot 20.10.2022 N 405-D3).

4) cobmoieHue IpeIyCMOTPEHHBIX cTaThel 55.1 Hacrosmero deaepanbHOro 3aKkoHa TPEOOBAHUN K
MIPOBEJICHUIO KCIEPUMEHTA 110 OCYIIECTBICHHIO PO3HUYHON TOPTOBIHU JICKAPCTBEHHBIMHU IperapaTaMu
Ui MEAMLUHCKOTO TPHUMEHEHHs, OTIIYCKaeMbIMH TII0 pELEenTy Ha JIEKapCTBEHHBIH IMperapar,
JTMCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBeneH @enepanbHbM 3akoHOM OT 20.10.2022 N 405-D3)

3. Ilpu ocymectBiaeHun (eaepaabHOro TOCyJapCTBEHHOIO KOHTposs (Ham3opa) B cdepe
oOpareHusi JIGKAPCTBEHHBIX CPEACTB MPOBOMSITCS CICIYIONIME BUIbI KOHTPOJIBHBIX (HAI30PHBIX)
MEPONPUATHI:

1) nokymeHTapHas IpOBEpKa;

2) BbIe3HAsI IPOBEPKa;

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

5) MHCTIEKITMOHHBIN BU3UT;

6) HaOMOJCHHE 3a COONIOJCHUEM OO0s3aTeNbHBIX TpeOOBaHWK (MOHHMTOPHUHI OE€30I1aCHOCTH)
(bapmakonaazop).

4. OpraHu3zanus 1 ocyIllecTBIeHHE (eepabHOI0 rocy1apCTBEHHOIO KOHTPOJIs (Hai30pa) B chepe
oOpallleHus JeKapCTBEHHBIX CpeACTB perynupyrorcss DenepanbHbiM 3akoHoM oT 31 urong 2020 romga N
248-®3 "O rocynapcTBEHHOM KOHTpoje (HaJ30pe) W MYHHUIMIAIbHOM KoHTposie B Poccuiickoii
Odenepanun".

5. BHemnaHoBBI BBIOOPOYHBIM KOHTPOJIb KadecTBAa IMPOBOAUTCS B TOM 4YHCIE Ha OCHOBaHHMHU
IIPOrpaMMBbI IIPOBEPOK.

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

7. Ilo pe3ynpraTaM BBIOOPOYHOIO KOHTPOJII KayecTBa HAPSAAY C PEUICHUSMH, PEAYCMOTPEHHBIMU
®enepanbHbiM 3akoHOM 0T 31 mronst 2020 roga N 248-®3 "O rocynapcTBeHHOM KOHTpoIse (Haa3ope) u
MYHHUIIMIIAIBHOM KOHTposie B Poccuiickoit @enepanun', ¢genepanbHbIMU OpraHaMu HCHOJIHUTEIbHOM
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYILECTBJIEHHE BHIOOPOYHOTO KOHTPOJIS KauecTBa, NPUHUMAIOTCS
CIICAYIOIINE PELICHUS:

1) 0 JaJbHEeHIeM rpax1aHCKOM 060pOTC CCpUH, NMAPTHUU COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O
Cp€acTBa B CiIy4dac MOATBCPKACHUA IO PE3yJIbTaTaM HPOBCIACHHBIX HUCIIBITAaHUN COOTBETCTBHS KadeCTBa
JICKApCTBCHHOT'O CPCACTBA YCTAHOBJICHHBIM TpC6OBaHI/I}IM;

2) 00 U3BATHH U3 TPaXJaHCKOrO0 00OpOTa CEpUM, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOIO
CPEICTBA B CIy4yae BBIABICHHUS IO PE3y/lbTaTaM IPOBENEHHBIX HCIIBITAHUNH HECOOTBETCTBUS KadyecTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JICKApCTBEHHOTI'O CPpE€ACTBAa YCTAHOBJICHHBIM Tpe60BaHI/I5[M;

3) o mepeBoje JEKApCTBEHHOI'O CPEACTBA HAa IMOCEPHIHBIA BHIOOPOYHBIH KOHTPOJb KadecTBa
JICKQpPCTBEHHBIX CPEJICTB B CIIydae MOBTOPHOTO BBISIBICHHS HECOOTBETCTBHSI KayeCTBa JICKAPCTBEHHOTO
CpeICTBa YCTAaHOBIECHHBIM TPeOOBAHHSIM U (MPU HEOOXOAMMOCTH) O TPOBEPKE CYOBEKTa OOpaIcHHS
JICKApCTBEHHBIX CPENCTB. Pacxobl, CBSI3aHHBIC C MPOBEIECHHEM ITOCEPUITHOTO BHIOOPOYHOTO KOHTPOJIA,
OIJTAYUBAIOTCS MPOM3BOJAUTENIEM JIEKAPCTBEHHOI'O CpEACTBAa JMOO Jep)KaTesieM WM BIIaJelbleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO MTperapara.

8. denepanpHblii rOCYyapCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJIb JEATEIBHOCTH 10 MPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB OCYILIECTBISETCS B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoi
denepanuu.

CraTtbsa 9.1. NMporpamma npoBepok
(BBenena @enepanbHbM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B nensix opranu3anyu BHIOOPOYHOTO KOHTPOJISL KQueCTBa JIEKAPCTBEHHBIX CPEACTB (hOpMUPYETCS
IIporpaMma IpoBEpOK.

2. lng uenedl peanu3alMM MPOrpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3alfii, OCYUIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro Denepamuto,
MPEAOCTABIAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB [UIsl MEIMLMHCKOTO IPUMEHEHHS B
VIIOJTHOMOYCHHBIN (heepanbHblii OpPTaH HCIIOJHUTEIBHONW BIIACTH, OCYIICCTBISIOMUN (DYHKINUU IO
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JUIf
BETEPUHAPHOTO MPUMEHEHUS B YIOJHOMOYCHHBIA (eaepaabHblil OpraH HCIOIHUTEIBHOW BIIACTH,
OCYIIECTBISIONINI (DYHKIIMU 110 KOHTPOJIO U HAA30py B chepe oOpalieHus JIeKapCTBEeHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHHSI, CBEJICHUSI O CEpHUAX, MAPTUSX JICKAPCTBEHHBIX CPENICTB, MOCTYIAIOIINX B
rpaxaanckuii 06opot B Poccuiickoit ®epepanuu, B MOpsAIKe, COCTaBE U O0BEME, YCTaHOBJIECHHBIX
yKa3aHHBIMH (penepaibHbIMH OpraHaMU MCTIOJTHUTEIHHOM BJIACTH B OTHOIIEHUH JIEKAPCTBEHHBIX CPEJICTB
JUIST MEIUUMHCKOTO MPUMEHEHHWS W B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
MPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opMupyercs Ha KaJeHJIapHbli rog B cpok no 30 npekabps roxa,
MIPEIIIECTBYIOLIEr0 TOAY MPOBEAEHUS BEBIOOPOYHOIO KOHTPOJISL.

nomn

4. B cnydae HacTylleHHs COOBITHH, yKa3aHHbIX B mojmyHkrax "O" m "B" myHkTa 2 uactu 6
HacToAIIEeH cTaThH, (efepalbHbIM OPraHOM HCHOJIHUTEIbHON BIACTH, OCYLIECTBISIOMMUM (YHKIUH IO
KOHTPOJIIO M HaJI30py B cdepe 3/ApaBoOXpaHeHUs, (erepalbHbIM OpPraHOM HCIIOJHUTEIBHOM BIAcTH,
OCYIIECTBISIOMUM (YHKIIMH TI0 KOHTPOJIIO W HAA30py B chepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB s
BETEPUHAPHOTO MPHUMEHEHHs, IpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME M3MEHEHHUS B
MIPOrpaMMy MPOBEPOK.

5. B mporpammy nipoBEpOK MOT'YT BKIIFOUAThCS MEPOIIPUATHS C Y4ETOM HApYILIECHUM, BbIABICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIIPUATHI 3a MPEAbIAYIINNA KaJleHAApHBINA IO/,

6. IIporpamma poBEpOK COAEPIKUT:

1) mepedeHb JeKapCTBEHHBIX CPEACTB, OTOOP 00Pa3OB KOTOPHIX OyAET OCYLIECTBIATHCS B paMKax
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BBIOOPOYHOTO KOHTPOJISI, (GOPMUPYEMBIH ¢ y4ETOM PE3yJIbTaTOB IOCYAapCTBEHHOIO0 KOHTPOJIs (Haa30pa)
B cepe oOpalieHus JIeKapCTBEHHBIX CPEICTB 33 KaJCHIAPHBINA IO, MPEIIIECCTBYIONINNA TOAY IPOBEICHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) yka3aHWe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBJIISICTCS OCHOBAHHMEM JJISi OCYIICCTBIICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJly4YeHHE CBEACHUH, MPEACTABIAEMBIX B COCTaBe U 00BbEME, YCTAaHOBICHHBIX (hefepalbHbIM
OpPraHOM HCIOJHMUTEJIBHOW BIACTH, OCYLIECTBISIOMIMM (YHKIMHM IO KOHTPOJIO M Haa30py B cdepe
31IpaBOOXpaHeHHs, (heAepabHBIM OPraHOM HCHOJHHUTEIBHON BIIACTH, OCYIIECTBIISIONMM (DYHKIUHU T10
KOHTPOJIIO U HaJI30py B chepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB AJISl BETEPUHAPHOIO IPUMEHEHHUs, O
CepUsX, TAPTUAX JICKAPCTBEHHBIX CPEJCTB, MOCTYMAMINIUX B TpaXIaHCKUH 000poT B Poccuiickoii
@enepanyy, yKa3aHHbIX B IIyHKTE 1 HacTosAmled 4YacTW, OpPraHU3alUsAMHU, OCYLIECTBIISIIOLIMMHU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuto;

0) moJydyeHue MOCTyMNaroel B MOpsIKe, YCTAaHOBICHHOM cTaThell 64 Hactosiero denepaibHOTO
3aKoHa, HH(OpPMALUK O MOOOYHBIX JEHCTBUSAX, HEXKENATEIbHBIX PEAKINAX, CEPhE3HBIX HEKeNaTeIbHbIX
peaxkuusx, HEMpPEeABUICHHBIX HEXKEIATEeNbHbIX PEAKIUAX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENaparos,
00 MHIWBHUIYaTbHOM HENEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
Takxke 00 MHBIX (PaKkTax U OOCTOATEIHCTBAX, MPEACTABISAIONNX YIPO3y KU3HU MM 3I0POBBIO YEIOBEKA
700 JKUBOTHOTO IPH NPUMEHEHWHU JICKapCTBEHHBIX IpPENapaToB W BBHIIBICHHBIX Ha BCEX JTamax
oOpalieHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit dexepanuu u Ipyrux rocynapcraax;

B) moiy4yeHue B coorBercTBUU ¢ DenepanpubiM 3akoHOM 0T 31 mrons 2020 roma N 248-03 "O
roCyJapCTBEHHOM KOHTposie (Haa30pe) W MYyHHIMNAIBLHOM KoHTposie B Poccuiickoit ®enepamnmn"
CBEJICHMI O MPUYMHEHUHU BpeAa WKW 00 yrpo3e MPUYMHEHHUs Bpeda >KU3HH, 370POBBIO0 TpaKIaH WIH
KUBOTHBIX.

Cratba 9.2. lNocypapCTBeHHbIM KOHTponb (Hag3op) 3a peanu3auuen opraHamm
UCNONMHUTENBbHON BnacTn cyobektoB Poccunckom depepauum nosiHomouun B ccpepe
obpalyeHMA NneKapCTBEHHbIX CPeACTB ANA MeAULMUHCKOro NpuMeHeHus

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

1. T'ocynapcTBeHHBII KOHTpOJdb (HAA30p) 3a pealu3aluedl OpraHaMu HCIOJIHUTENBHOW BIAcTH
cyobexToB Poccuiickoit @enepanuu nosHomMouuil B cdepe oOpallleHusi JIEKAPCTBEHHBIX CPEACTB IS
MEIMIMHCKOTO TPUMEHEHUsl OCYIIECTBIAETCS yNoJHOMOYeHHbIM [IpaButensctBoM  Poccuiickoit
denepani OpraHoM UCIOTHUTEIIBHON BIACTH.

2. I[IpenmeTom rocyapcTBEHHOTO KOHTPOJIS (HaA30pa) 3a pean3alyel opranaMy UCTIOIHUTEIbHON
BiacTu cyobekToB Poccuiickoit @eneparun noiHoMouuil B chepe oOpalieHus JeKapCTBEHHBIX CPENICTB
I MEAULIMHCKOTO TMPUMEHEHHUSI SIBJIIETCSI COOIIOICHHE YITOJIHOMOYEHHBIMU OpraHaMH MCIIOJTHUTEIbHON
BiacTu cyobekToB Poccuiickoit ®enepanii METOJIMKM yCTAaHOBJIEHUS MPEIENbHBIX pa3MEpOB ONTOBBIX
Ha/J0aBOK M TMPENENbHBIX pPa3MEpPOB PO3HUUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM,
YCTaHOBJIEHHBIM MPOU3BOJUTENAMU JIEKaPCTBEHHBIX IpENapaToB, Ha JIEKapCTBEHHbIE IIperaparsl,
BKJIIOYECHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKApPCTBEHHBIX MPenapaToB.

3. Ilpu ocymiecTBIEHUN TOCYAapCTBEHHOTO KOHTPOJsS (HAA30pa) 3a peanu3alnue OpraHaMu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

WCIIOTHUTEIIPHOW BJIaCTH CYOBeKTOB Poccuiickoit ®Denepanuu mnoaHoOMounid B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB JIJIs1 MEAUIIMHCKOTO MPUMEHEHHUS MPOBOASITCS CIIEIYIONINE BUIBI MEPOTIPUSTHI:

1) noKkyMeHTapHbIe IPOBEPKH;
2) BbI€3/IHBIE TTPOBEPKH.

4. Opranuzanys ¥ OCYIIECTBIEHHE TOCYAAPCTBEHHOTO KOHTpOJs (Haa3o0pa) 3a peanusaliueit
OpraHaMH WCIIOJIHUTEIbHONW BIAacTH cyObekToB Poccuiickoit denepann MOTHOMOYHH B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEACTB ISl MEIUIMHCKOTO NMpUMEHEHHs perynupyroTcs denepaibHbIM
3akOHOM OT 6 OKTAOpsa 1999 roma N 184-®3 "OO6 o0mUX NPUHIMIIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(mpeAcTaBUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB TI'OCYAapCTBEHHOW BiacTH cyOBeKToB Poccuiickoit
Oenepanun".

5. [IlonmoxkeHne 0 TOCYZapCTBEHHOM KOHTposie (Hag3ope) 3a peanu3anuedl opraHamu
UCTIOJTHUTENIBHOW BlacTh CcyObekToB Poccuiickoit ®enepamuu mosHoMouni B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB [UIsl MEIULIMHCKOTO IpUMeHeHUs yrBepxknaercs IIpasurensctBom Poccuiickon
denepanuu.

CraTtbsa 9.3. PermoHanbHbIN rocyaapCTBEHHbIN KOHTPOSb (HaA30p) 3a NPUMEeHeHneMm
LieH Ha NeKapCTBeHHble npenapartbl, BKIIIOYEHHbIEe B NepevyeHb XXU3HEHHO HeobXoaAUMbIX
M BaXXHEMLUUX FieKapCTBEHHbIX NpenapaTtoB

(BBenena @enepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernonasnbHbIil rocy1apcTBEHHBIH KOHTPOJIb (HaJI30p) 3@ MPUMEHEHUEM LIEH Ha JIEKapCTBEHHBIE
npenapaTsl, BKJIIOYEHHbIE B IE€PEYEHb KU3HEHHO HEOOXOOUMBIX M BaXXHEHIINMX JIEKapCTBEHHBIX
IPEenapaToB, OCYLIECTBISAETCS OPraHOM HCIHOJIHMUTENbHOM Biactu cyObekta Poccuiickoit ®enepanuu,
YIOJTHOMOYEHHBIM BBICIIUM HCIOJHUTEIBHBIM OPraHOM IOCYJJapCTBEHHOM BiacTu cyObekTa Poccuiickoit
denepanuu.

2. IlpenMeToM pernoHANBHOTO TOCYJAPCTBEHHOTO KOHTPOJIA (Haa30pa) 3a MPUMEHEHUEM IIeH Ha
JIeKapCTBEHHbIE MpPEenaparhbl, BKIIOUEHHBIE B MEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXXKHEHUIIMX
JIEKapCTBEHHBIX  IpErnapaToB,  SBJISETCS  COONMIOJEHHE  OpraHU3alUsMH  ONTOBOM  TOPrOBIH
JIEKapCTBEHHBIMHU CPENCTBAMM, AITEYHBIMA OPTaHMU3ALMIMH, UHAUBUIYAJIBHBIMU MPEANPUHUMATEISMH,
UMEIOLIUMH  JIMLIEH3UI0 Ha (apMaleBTUUECKYI0 JeATENbHOCTh, MEIULIUHCKUMHU OpraHU3alUsIMHU,
MMEIOIIMMH JIMIIEH3UI0 Ha (apMalleBTUUYECKYIO JAEATeNbHOCTb, U UX 000COOIEHHBIMU MO/Ipa3/ieIeHUIMHU
(amOynatopusiMu,  (QelabAIEPCKUMH M (QENbIIIEPCKO-aKyIIEPCKUMU  IYHKTaMM,  LIEHTPaMH
(otmenenusimu) obmiel BpaueOHOM (CeMEiHON) MPAKTHKH), PACIOIIOKEHHBIMU B CEIbCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT AaIT€YHbIE OpraHU3allid, MpU peanu3alui JEeKapCTBEHHbBIX
npenapaTtoB TpeOOBaHMKA K NPUMEHEHHUIO IIE€H, YPOBEHb KOTOPBIX HE JIOJDKEH IPEBBINIATh CyMMY
(aKkTUYECKON OTMYCKHOM II€HbI, YCTAaHOBJIEHHOW IPOU3BOIUTENEM JIEKAPCTBEHHBIX IpEnaparoB, U
KOTOpBbIE HE NPEBBIMIAIOT 3apErMCTPUPOBAHHBIX NPEIENbHBIX OTIYCKHBIX LIEH, U Pa3MepOB ONTOBBIX
Ha70aBOK W (WIM) pa3MEpOB PO3HUYHBIX HAA0AaBOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO pa3MeEpoOB
IpeJeNIbHBIX ONTOBBIX Ha/I0ABOK M (MJIM) pa3MepOB MPEIEIbHBIX PO3HUUHBIX Ha/10aBOK, YCTAHOBJIEHHBIX
B cyObekTe Poccuiickoii @enepariui.

3. OpFaHI/IBaI_[I/I}I U OCYHICCTBIICHUC PCETHOHAJIBHOI'O TOCYHAPCTBCHHOI'O KOHTPOJIA (Haz[30pa) 3a
IMPUMEHCHUEM ILICH Ha JICKAPCTBCHHBIC NIPCIIapaThl, BKIIOUCHHBIC B IICPCUYCHDb J)KU3HCHHO HGO6XO}II/IMBIX n
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BOXHEHIINX JIEKAPCTBEHHBIX IpenaparoB, perynupyrorca Genepanbasim 3akonom ot 31 urons 2020 roga
N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (HAJA30pe) M MYHHIIMIIATLHOM KOHTpolie B Poccuiickoit
Oenepanun".

4. TlonoxeHue O perHOHATILHOM T'OCYJIapCTBEHHOM KOHTpOJE (HAA30pe) 3a MPUMEHEHHEM LIeH Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBIC B IEPEYCHb >KU3HEHHO HEOOXOAMMBIX W Ba)KHEHIITUX
JIEKAPCTBEHHBIX MPENapaToB, YTBEPHKAACTCS BBICIIMM HCIOJHUTEIBHBIM OpPraHOM TOCYAapCTBEHHOM
BIacTu cyonrekTa Poccuiickoit denepanun.

Cratba 9.4. ®epnepanbHbll rocyAapCTBEHHbIA  JFIMLEH3UOHHbLIA  KOHTPOIJb
AeATernbHOCTN NO NPOU3BOACTBY JleKapCTBEHHbIX CPeacTB
(BBenena ®enepanbHbM 3ak0HOM OT 11.06.2021 N 170-D3)

1. qDe,I[epaJ'ILHHﬁ FOCYI[apCTBeHHLII‘/'I JIMLICH3UOHHBIM KOHTPOJIb ACATCIBbHOCTHU I10 IIPOHU3BOACTBY
JICKApCTBCHHBIX CPCACTB OCYHICCTBIIACTCA q)ellepaJII)HI)IMI/I OopraHaMu HCIIOJIHUTCILHOMN BJIaCTH,
YIIOJIHOMOYCHHBIMHU HpaBI/ITeJ'ILCTBOM Poccuiickoi CDG)ICpaI_[I/II/I.

2. @enepalbHbIl TOCYAAPCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JEATEIbHOCTH IO IPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJCTB OCYLIECTBIsIeTCs B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 4 Mas 2011 roxa
N 99-®3 "O nuneH3upOBaHNUU OTIEIBHBIX BHIOB AeATeNbHOCTH" U DenepaabHbIM 3aKOHOM OT 31 uiois
2020 roga N 248-®3 "O rocymapCTBEHHOM KOHTposie (HaaA30pe) U MYHUIIUIAILHOM KOHTpPOJIE B
Poccuiickoit ®enepannu". B pamkax ¢denepasbHOTO TOCYAapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JESTeIbHOCTH IO IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBbIE KOHTPOJbHbIE (HAI30pHBIE)
MEpPOIPUATHST HE MPOBOJATCS, MPU 3TOM IPOBOAUTCA NEPUOAMYECKOE IMOATBEPIKIECHUE COOTBETCTBUS
JIMIIEH3UaTOB JIMLEH3UOHHBIM TpeOOBaHUAM B COOTBETCTBUM ¢ PenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTAETbHBIX BUIOB AESITEIBHOCTH' .

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO NMPUMEHEHUA

CraTtbsa 10. Pa3spaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEICTB BKJIIOYACT B Ce0S TMOUCK HOBBIX (hapMaKOJIOTUYECKU
AaKTUBHBIX BEIIECTB, IOCIEAYIOIIEE H3YyYEHHE MX JIEKapCTBEHHBIX CBOWCTB, JOKJIMHUYECKHE
UCCIIEIOBaHMsl, pa3pabOTKy TEXHOJIOTUH IMPOU3BOJACTBA (hapMalleBTUUECKUX CYOCTaHIIMN, pa3paboTKy
COCTaBOB M TEXHOJIOTUH MPOU3BOCTBA JIEKAPCTBEHHBIX MTPENAPATOB.

2. ®uHaHCOBOE OOecnieueHne pa3padOTKH JIGKAPCTBEHHBIX CPENICTB OCYIIECTBISIETCS 38 CUET:
1) cpencTB denepanbHOrO OOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB  NPOU3BOAUTENEHW  JIEKAPCTBEHHBIX  CPEJACTB  IIPU  BBIIOJHEHUU  HAy4yHO-
UCCIIEIOBATEIbCKUX PA0OT MO JIOrOBOPY MeEXAy pa3padOTUMKOM JIEKAPCTBEHHBIX CPEACTB U
IIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATEIHCTBOM Poccuiickoit denepaliiu HCTOYHHKOB.

3. IIpaBa pa3zpaboTdrka JIEKapCTBEHHOT'O CPEJICTBA OXPAHSIFOTCS TPAKIAHCKAM 3aKOHOIATEIHCTBOM.

Cratba 11. [JOKNUHMYECKOe wuccrefoBaHWe JleKapCTBEHHOro cpeacrea Ans
MeAULIMHCKOro npMmMmeHeHus

1. I[OKJII/IHI/IquKOG HCCICAOBAHUC JICKAPCTBCHHOI'0 CpE€ACTBa i1 MCAWIUHCKOI'O IIPUMCHCHHA
MNpOBOAUTCA IMYTEM IHNPHUMCHCHHA HAYYHBIX MCTOJOB OICHOK B MHCIAX IIOJYUCHHA J0OKa3aTCIbLCTB
6C3OHaCHOCTI/I, Ka4dycCTBa U B(b(l)eKTI/IBHOCTI/I JICKaApCTBCHHOTI'O CPCACTBA.

2. JIOKITMHUYECKOe WCCIEA0BaHNE JIEKAPCTBEHHOTO CPEJACTBA ISl METUIIMHCKOTO MPUMEHCHUS
MPOBOJIUTCSI B COOTBETCTBUM C TPABWJIAMHU HAJUICKAIICH J1a00OPATOPHOW MPAKTUKH, YTBEPXKICHHBIMHU
YIIOJTHOMOYCHHBIM (peIepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

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

3. Jlnst opraHu3aiiy M MPOBEJCHUS JOKIMHUYECKOTO MCCIEeIOBAHUS JICKApCTBEHHOTO CPEACTBA IS
MEIUIUHCKOTO TPUMEHEHHsI pa3pabOTYMKU JIGKAPCTBEHHBIX CPEICTB MOT'YT TIPUBJICKATh HAy4YHO-
MCCIIEIOBATEIILCKUE OpPTaHU3alliK, 00pa3oBaTeIbHbIC OPraHU3aIMH BBICIIErO 0Opa30BaHUs, UMEIOIINE
HEOOXOJMMYI0  MAaTepUalbHO-TEXHHUYECKY0O 0azy ¥  KBAIM(UIMPOBAHHBIX  CIEIMATNCTOB B
COOTBETCTBYIOIIEH 007aCTH MCCIIEIOBAHNS.

(B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-03)

4, ,Z[OKJIHHH‘I@CKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CpeACTBA I MCAUIMHCKOI'O IMPUMCHCHUA
NpOBOAUTCA IIO YTBCPIKIACHHOMY p33pa60T‘lI/IKOM JICKApCTBCHHOTI'O CPEACTBA IIJIaHYy C BCIACHUCM
IMPOTOKOJIa 3TOT0 MCCICHOBAHUA M COCTABJICHHEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTaTbl 3TOIO
HUCCIACOOBAHUA MW 3aKIHOYCHUC 0 BO3MOXXHOCTHU IMPOBCACHHUA  KIIMHUYECKOI'O HCCICAOBaHUA
JICKApCTBCHHOTO Iperapara 111 MCIUIUHCKOIO IPUMCHCHU .

5. [IpoBenenue mpoBepoK COOMIOACHUSI MPABUI HaAJNEXKaIEH Ta00paTOPHOM MPAKTUKHU U TIPABOBBIX
HOPM HCIOJIb30BaHUSI KUBOTHBIX MPH TPOBEACHUM JTOKIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
CPEICTB 7Sl MEIUIMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YMOIHOMOYEHHBIM (efepaibHbIM OpraHOM
HWCIIOTHUTETbHOM BIACTH.

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

6. Pe3ynbTaThl JOKIMHUYECKOTO HCCIIEOBAaHMS JIEKAPCTBEHHOI'O CpEACTBA JI MEAMIIMHCKOIO
IPUMEHEHHUsT MOTYT OBbITh HpPEJCTaBICHbI B YIOJHOMOYEHHBIN (enepanbHbIi OpraH HCIOJHUTEIbHON
BJIACTH B YCTAHOBJICHHOM MOPSAJKE B LENSIX TOCYIapCTBEHHON PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara.

Cratba 12. [JoknuMHM4YecKOe uUccrefoBaHMe JeKapCTBEHHOro cpeacrtBa W
KNMHMYECKOe wuccreAoBaHWe JfieKapCTBEHHOro npenapata Ans  BeTepuUHapHOro
npUMeHeHuA

1. JloxknuHMYECKOe HCCIEOBAHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPHUHAPHOTO MPUMEHEHHUS
IIPOBOAMTCS IyTEM IPUMEHEHHMS HAYYHBIX METOJOB OLIEHOK B LEJSIX IIOJIyYEHHUs JOKa3aTelIbCTB
0€30I1acCHOCTH, KauecTBa U 3(P(PEeKTUBHOCTHU JEKApPCTBEHHOTO CPEACTBA, B TOM YHCIIE ONPEIENICHHs CpoKa
€ro BBIBEJICHUS U3 OpraHM3Ma JKMBOTHOTO, B LIEJISIX oOecredeHus: 0€30MacHOCTH MPOAYKIMH KUBOTHOTO
MIPOUCXOXKACHUS MTOCIIE IPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKapCTBEHHOTO Mpernapara.
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2. JIOKJIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOTO CPEJICTBA M KIMHUYECKOE HCCIEA0BaHUE
JICKApCTBEHHOTO Tpenaparta s BETEPHUHAPHOTO MPUMEHEHHs, HCCIIeAOBaHNE OWOIKBUBAICHTHOCTH
YKa3aHHOTI'O JIEKapCTBEHHOT'O Ipenapara MPOBOIATCS B COOTBETCTBUM C IPAaBUIIAMU, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM (heiepaIbHbIM OPTaHOM UCTIOJTHUTEIBHOM BIACTH.

3. JIOKJIIMHUYECKOE HCCIICNOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE MCCIEIOBAHNE
JIEKAPCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IPUMEHEHMS IIPOBOLATCA 110 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA IUIAHY C BEIEHUEM IIPOTOKOJIOB 3THUX HCCIECAOBAHUN U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTaThl 3TUX UCCIICIOBAHUMN.

4. Jlnst opraHu3alyy U MPOBENCHUS JOKIMHUYECKOTO UCCIEeI0BaHMs JIEKAPCTBEHHOI'O CPEICTBA U
KIIMHUYECKOTO UCCIIEI0OBaHMSI JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOT0 MPUMEHEHUS pa3paboTunK
JIEKapCTBEHHOT'O CPEACTBAa MOKET IPUBJIEKAaTh OpraHM3allid, MMEILUe HEOOXOJUMYK MaTepHallbHO-
TEXHUYECKYIO 0a3y M KBaTM(UIIMPOBAHHBIX CIICIIHATMCTOB B COOTBETCTBYIOIICH 00IaCTH HCCIIEIOBAHUSI.

5. Knuauueckne HCCIICAOBAHUA JICKAPCTBCHHLIX IIPCIIAPaTOB JIA BCTCPUHAPHOI'O IMPHUMCHCHUA
MMpOBOAATCA B BCTCPUHAPHBIX OpraHu3alvsaxXx W B OpraHu3alusax, OCYHICCTBIIAIOIIHNX PA3BCIACHUC,
BbIpallluBAHHUEC U COACPKAHNC )KUBOTHBIX, B ICIIAX!

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPETIAPaTOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTHUMAJIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IIpPEMapaToB M Kypca JIEYCHHsS Ha
KOHKPETHOU TPYIIIE KUBOTHBIX C ONPEICICHHBIM 3a00JI€BaHUEM;

3) ycranoBieHus 6e30macHOCTU U 3G (GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, npeaHa3HaueHHOT O
JUTS IEYCHUST OTIPEICIICHHBIX 3a00JIEBAHHM KUBOTHBIX, WIH d()PEKTUBHOCTH JIEKAPCTBEHHOTO TIpernapara
U1 Tpo(pUITAKTUKK 3a00JIeBaHUN 3TOPOBBIX )KUBOTHBIX;

4) wn3y4eHMs] BO3MOXHOCTEH pacHIMpEHUs MOKa3aHUN K MPUMEHEHUIO 3aperucTpUpOBAaHHOTO
JIEKapCTBEHHOTO Mpenapara U BbISBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUH.

6. KnuHuueckoe ucciieJoBaHME JIEKapCTBEHHOIO IIpernapaTta Jjsi BETEpUHApPHOIO MPUMEHEHHUS
OCYILECTBIISIETCS 32 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuerbl O pe3yiapTaTax JOKIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOIO CpEACTBa U
KJIIMHUYECKOTO  MCCIENOBAaHUS  JIEKapCTBEHHOTO IIpernapara JUisli BETEPUHAPHOIO  MPUMEHEHUS
COCTABIISIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEACTBA C YYETOM 3aK/IIOUEHHH OpraHu3alui,
NPUHUMABIIUX Y4acCTHE B OPraHU3AIMU U POBEJCHUN ATUX UCCIIEIOBAHUM.

8. KouTposnp 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECKMX  HCCIIEIOBAaHUM  JIEKQpCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO  NPUMEHEHMS
OCYILIECTBIISIETCS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOIHUTENbHOM BIIACTH.

aga 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOWU PETMCTPALIUN
NEKAPCTBEHHbIX NMPENAPATOB

CraTtba 13. locyaapcTBeHHas perucrpauus nekapcTtBeHHbIX npenapaToB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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?:Ele‘f:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

KoncynpsranTlLitoc: mpumedanue.

JlomyckaeTcsi IPUMEHEHUE B MEIUIMHCKHUX IEIsIX HE 3aperMCTPUPOBAHHBIX B P®D nexapCTBEHHBIX
IpernapaToB, COJACPIKAIIMX HAPKOTUICCKHE CPEJCTBA MM IICUXOTPOITHBIC BEIIECTBA, BBE3CHHBIX B PD
B COOTBETCTBUU C 4. 3.1 cT. 47 nannoro gokymenta (1. 8 ct. 3 @3 ot 27.12.2019 N 475-D3).

1. B Poccuiickoii denepaiuu 10MyCKarOTCsl MPOU3BOACTBO, U3rOTOBJICHUE, XPaHECHHE, NIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickon @enepanuu, pekiiaMma, OTIYCK, pealn3alus,
nepenavya, MpPUMEHEHUE, YHUUYTOXKEHUE JICKaPCTBEHHBIX IIPErapaToB, €CIU OHHU 3aperucTPUpPOBAHBI
COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOTHUTEIBHOM BIACTH.
(uactb 1 B pen. denepanbuoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce JexapCTBEHHbIE Mpenaparhl, BIEPBbIC MOJIeKAIIMEe BBOAY B oOpamieHue B Poccuiickoit
®denepauuu;

2) nekapcTBEHHbIC TMpenapaTrhl, 3apETUCTPUPOBAHHBIE paHEE, HO MPOU3BEACHHBIE B JAPYrUX
JIEKapCTBEHHBIX (POPMax B COOTBETCTBUHU C INEPEYHEM HAWMEHOBAaHUH JICKAPCTBEHHBIX (OPM, B HOBOU
JO3UPOBKE MPH T0OKA3aTENbCTBE €€ KIMHUYECKONH 3HAYMMOCTH U 3()PEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHas perucTpanus JEeKapCTBEHHbIX MpenapaToB OCYLIECTBISETCS MO pe3yibTaTaM
AKCIIEPTU3Bl JIEKAPCTBEHHBIX CPEJCTB, a TOCYJAapCTBEHHAas perucrpauus oppaHHBIX JIEKAPCTBEHHBIX
IIPEMApaToOB OCYLIECTBIISETCA IO pe3ysbTaTaM JKCHEPTU3bl JOKYMEHTOB, IIPEICTaBICHHBIX JUIA
oTpesieNIeHUs] BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar AJisi MEAULHUHCKOIO IPUMEHEHUs
IPU  OCYIIECTBIEHUH TOCYAApCTBEHHOM perucTpalud B KadecTBE OpP(AHHOrO JIEKaPCTBEHHOTO
npernapara, U o pe3yJbTaTaM dKCIIepTU3bI IEKAPCTBEHHBIX CPEICTB.

4. T'ocynapcTBeHHast perucTpalnus JeKapCTBEHHOTO Ipenapara OCyHIECTBIIAETCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (pesiepalibHbIM OpraHOM HCIOJHHUTENbHON BIACTH B CPOK, HE MpPEBBILIAIOMIMNA CTa
HIECTUAECATH PA0OYMX THEH CO THS HPUHATHS COOTBETCTBYIOLIETO 3asBICHHUS O TOCYIAapCTBEHHOU
perucTpanmm JIeKapcTBEHHOTO Inpenapara. B yka3aHHBIH CpPOK BKJIHOYAeTCsl BpeMs, HEOOXOAUMOE st
IIOBTOPHOTO IPOBEJIEHUS 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBMM CO CTaTbed 25
Hactosauero denepanbHoro 3akoHa. CpoK rocylapCTBEHHOM PETMCTpaliy JIEKAPCTBEHHOTO Iperapara
UCUUCHIAETCS CO JHA NPUHATHS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (elepajbHbIM OpraHOM
WCIIOJIHUTENIBHOM ~ BJIACTH  COOTBETCTBYIOIIETO  3asBICHHUS O TOCYAapCTBEHHON  perucrpaiuu
JIEKapCTBEHHOTO Mperapara ¢ MPUIOKEHHEM HEOOXOJUMbIX JIOKYMEHTOB TIO JIeHb BbIJAud
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOT 0 IpenapaTa. Bpems, HeoOxoaumoe Ji1sl HarpaBieHHs
YIIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM HCIIOJHUTENIBHOM BJIACTH 3ampoca O TPEeACTaBICHUU
HEO0OXOIMMBIX MAaTE€pPHAJIOB U MPECTABIICHHUS 3asSBUTEIEM OTBETA HA JAHHBIN 3aIPOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 Hactosmero depepaqbHOrO 3aKOHA, HE YYUTBHIBAETCS MPU HCUUCIEHUHM CpPOKa
roCy/1IapCTBEHHON PETUCTPallU JIEKApCTBEHHOTO Mpernapara.

5. l'ocypapcTBeHHOM perucTpalv He MOJJIeXKaT:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Koncynsrantlntoc: npumeqanue.
C01.03.2025 B . 1 4. 5 cr. 13 BHOCATCs u3menenus (@3 ot 30.12.2021 N 463-D3).

1) nexapcTBeHHbIE Ipenaparbl, W3rOTOBJIECHHbBIE AaNTEYHbIMU OPraHU3alUsSMU, BETEPUHAPHBIMU
anTeYHbIMM OpraHU3alMsIMU, UHAUBUAYAIBHBIMU MPEIIPUHUMATEISIMH, KOTOPbIE UMEIOT JIMIEH3HIO Ha
(bapMareBTHYECKYI0 ACSTEIbHOCTh, 1O peleNnTaM Ha JIEKAapCTBEHHBIC IpenapaTsl U TpeOOBaHUSAM
MEIULMHCKUX OpraHU3aliii, BETEpUHAPHBIX OpraHU3aluil;

2) ekapCTBEHHBIC TpENapaThl, IPHOOPETEHHBIC GU3NYSCKUMU JTUIIAMU 3a TipeaenaMu Poccuiickoi
®enepanuny U NpeJHA3HAYECHHBIE 1JIs1 TUYHOTO UCIIOIb30BAHMS;

3) nexkapcTBEHHBIE Mpenapathl, BBO3UMbIe B Poccuiickyro denepaliuio aiisi okazaHusi MEIUITMHCKON
MIOMOIIM O U3HEHHBIM MOKAa3aHMUSIM KOHKPETHOrO MAalMEeHTa HAa OCHOBAHUMU Pa3pPELIEHUs, BBIIAHHOIO
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTAaHOM HCTIOJTHUTEIILHOU BIIACTH;

4) JICKaApCTBCHHBLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKYIO CDeL[epauI/Ho Ha OCHOBAaHHUHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM (i)eﬂepaJII)HBIM OopraHom HCIIOJIHUTEILHON BIIACTH paspCliCHud U NMPCAHA3HAUYCHHBIC
A1 IPOBCACHHA KIMHHUYCCKUX I/ICCJ'IGIIOBaHI/Iﬁ JICKAPCTBCHHLIX IIPC€IIapaToB M (I/IJ'II/I) IMPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCaACTB JJIA OCYHICCTBJICHUA FOCYHapCTBeHHOﬁ perucTtpanmuu
JICKaApCTBCHHLIX IIPCIIaApaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) pa,I[I/IO(bapMaHCBTI/I‘leCKI/IC JICKAPCTBCHHLIC IIPCIiapaTbl, HW3rOTOBJICHHBLIC HCIIOCPCIACTBCHHO B
MCIUIHUHCKUX OpraHu3anusax B IMOPSAAKEC, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM @eﬂepaﬂmeM OopraHom
HUCIOJHUTEIbHOM BJIaCTH,

7) AeKapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCIIOPTA.
6. He nomyckaercs rocyiapcTBeHHasi pErUCTpaIHs:

1) 7nexapcTBEHHBIX IpenapaToB, OTJIMYAIOUIMXCA JpPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JNEUCTBYIOLIUX BELIECTB, M0 OAMHAKOBBIM TOPIOBBIM HAUMEHOBAHUEM;

2) OHOTO JIEKapCTBEHHOTO IpernapaTa, MpPeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTpPAIMIO B
OTHOLIEHMHM OJHOTO W TOr0 >K€ JepKaTelss WM BiaJeliblla PETUCTPAllMOHHOTIO YIOCTOBEPEHUS
JIEKApCTBEHHOTO TIperapara B BUAE ABYX M 0Oojee JIGKAPCTBEHHBIX TPENapaToB TOJ pa3IMYHBIMHU
TOPrOBBIMU HAMMEHOBAHUSMHU.

(. 2 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Tlo 3ampocy (B 3JeKTpOHHOH ¢opme WM Ha OyMaXHOM HoOcUTelle) CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (efepaibHbIM  OpPraHOM
UCIIOJIHUTEJIBHON  BJAcCTH, OCYHIECTBIISIOIIMM TOCYAAPCTBEHHYIO PETHCTPALMI0  JIEKAPCTBEHHBIX
MIpernapaToB, B yCTAHOBICHHOM UM IOPSI/IKE OCYIIECTBISETCS] HAyYHOE KOHCYJIBTUPOBAHKE 110 BOIIPOCAM,
CBA3aHHBIM C IIPOBEJEHUEM  JOKIMHUYECKHUX  HCCIENOBaHWM, KIMHUYECKMX  MCCIEAOBAaHUMN
JIEKapCTBEHHBIX IpPEenapaToB, SKCIEPTH3bl KauyecTBa JIEKAPCTBEHHBIX CPEACTB, A(P(EKTUBHOCTU H
0€30IaCHOCTH, C OCYILECTBJIEHHEM TOCYAapCTBEHHOW pErucTpalldy JIEKAPCTBEHHBIX IpenapaToB.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

KoHncynpTupoBanue ocyliecTBIsICTCS C MpUBICYeHHEM (eaepaabHBIX T'OCYJApPCTBEHHBIX OOJKETHBIX
YUpEeXKICHUH, TOIBEIOMCTBEHHBIX ITaHHOMY (enepalbHOMY OpraHy HCIOJHUTEIBHON BIACTH U HE
Y4acTBYIOUIMX B OpraHU3allid MPOBEICHHS SKCIEPTU3bl KAaueCcTBa JIEKAPCTBEHHBIX CPEICTB B IENIAX
OCYIIECTBJICHUSI UX TOCYIAapCTBEHHOW PETHCTpalldd B COOTBETCTBUM CO CTaThel 16 HacTosiero
@enepalibHOTO 3aKOHA, B BUJE OTBETa B MUCHMEHHOI (opMe YIMOJIHOMOUYEHHOTO (eiepalibHOTO OpraHa
WCIIOJTHUTENIbHOW BJIACTH Ha 3ampoc. Pa3Mep B3umaemoil ¢ 3asBUTENs IUIaThl OMPENESETCS B
COOTBETCTBUM C 3aKOHOJAaTelnbcTBOM Poccuiickoii @Denepanuu 00 oOpraHuzaiyy IMpeIoCTaBICHUs
TOCYy/IapCTBEHHBIX ¥ MYHUIMNAIBHBIX ycnyr. WHbopManus 00 OCYIIECTBICHHHM HAYyYHOTO
KOHCYJIbTUPOBAHUS, B TOM 4YHCIIE CTaThbU, 0030pbI, CIPAaBOYHBbIC MaTepuaibl M MHas uHbopMmaius 00
OCYIIECTBICHUH HAYYHOTO KOHCYJIbTHPOBAHUSA, Pa3MEIIAETCs Ha OPHUIINATBHOM CalTe YIIOJTHOMOYEHHOTO
(dbenepalbHOrO OpraHa HMCIHOJHUTEILHON BiIacTH B ceTH "MHTepHeT" ¢ cOOMI0IEHHEM OrpaHUYCHHH,
YCTAaHOBJICHHBIX  3aKOHOAATEIIbCTBOM O  IEPCOHAIBHBIX  JIAHHBIX, KOMMEpYEeCKOW u  (Win)
roCy/1IapCTBEHHOH TaifHe.

8. Tl'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX MPENapaTroB, KOTOpPbIE IpeIHAa3HAYEHbI JUIS
IIPUMEHEHHUsST B  YCIOBHMSX BOEHHBIX [JEHCTBUHM, YPE3BBIYAWHBIX CUTYallUH, MHPERyNpPEkICHUS
YpEe3BbIYANHBIX CUTYalMid, MPOPUIAKTHKH U JICYeHHUsI 3a00JIeBaHUM, NMPEACTABISIFOIINX OIMACHOCTh IS
OKpY’KaroIlux, 3a00J€BaHUN U MOPAXKEHUH, MOITYUYEHHBIX B pe3ysbTaTe BO3AECHCTBHUS HEOJIAroNpUATHBIX
XUMHAYECKHX, OMOJOTMYECKHX, PaJUallMOHHBIX (AKTOPOB, M KOTOPHIE Pa3pabOTaHbl B TOM YHUCIIE TIO
3aJaHuI0 (heZiepalibHBIX OpPraHOB MCIIOJHUTEIbHOM BIJIACTH, YHNOJHOMOUYEHHBIX B 00JIaCTH OOOpPOHBI
CTpaHbl U 0E30MAaCHOCTH TOCYJAapCTBa, a TAK)KE JICKAPCTBEHHBIX CPEJCTB B cliyyae MX Ne(PEKTyphl HIIH
pUCKa BO3HHMKHOBEHMs Je(QEeKTypbl B CBSA3M C BBeleHHEM B oTHoweHuHM Poccuiickoit dexnepaunn
OTPAaHUYMUTENBHBIX MEpP 3KOHOMMYECKOIO XapaKTepa OCYIIECTBIAETCS B IOPSAKE, YCTAHOBICHHOM
[IpaButensctBOM Poccuiickoit @enepanuu.

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

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIEKAPCTBEHHbIX CPeaCcTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKAPCTBCHHBIX CPCACTB OCHOBLIBACTCS HA NPUHIHUIIAX 3dKOHHOCTH, CO6J'IIOI[€HI/I$I
npaB u CBO6OI[ YCJIOBCKAa MW TpaXJaHWHA, IIpaB HOPHAWYCCKOIO JWIa, HC3aBUCHUMOCTHU ISKCIICPTA,
O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTLIL I/ICCHG,Z[OBaHI/II‘;I, MMpOBOAUMBIX C HCIIOJIb30BAHUEM
COBPCMCHHBIX JOCTYDKCHUH HAaYKM W TCXHUKH, OTBCTCTBCHHOCTHU @enepaﬂbHoro TOCYydapCTBEHHOI'O
6I-0I[)KCTHOFO YUIpCKACHUA IO MPOBCACHUIO JSKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB M ISKCICPTOB 3a
IMPOBCACHUEC U KAYECTBO SKCIICPTUIEI.

2. 3KCHepTI/I3a JICKAPCTBCHHBIX NPCIIapaToB IJIs1 MCAUITUHCKOI'O IPUMCHCHUS BKIIFOYACT B ceos:

1) sKkcnepTH3y MOKYMEHTOB, MPEACTABICHHBIX IJIsi OMpPENeNeHUs BO3MOXHOCTH pPacCMaTpPUBATH
JICKapCTBEHHBIN mpenapaTr isi MEAUUMHCKONO HPUMEHEHHUS IPU OCYILIECTBIECHUM TOCYAAapCTBEHHOMN
perucTpanmm B KauecTBe ophaHHOro JIEKAPCTBEHHOT'O IIpernapara;

2) OKCICPTUIY NPCIIOKCHHBIX MECTOJOB KOHTPOJIA KaY€CTBA JICKAPCTBCHHOT'O CPCACTBA U KAYCCTBA
MMpEACTAaBICHHBIX 06pa3u013 JICKApCTBEHHOT'O CpEACTBa € MCIIOJIB30BAHHUEM JTHUX METOJ0B (zlanee -
OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOT' O CpC,Z[CTBa);

3) oKcrepTH3y OTHOILIEHUS OKHUJAeMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY IpPUMEHEHUs
JIEKApCTBEHHOTIO IIperapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

4) SKCIEpTU3Y PEruCTPAlMOHHOTO JIOChe Ha JICKAPCTBEHHBIM IMpenapar B IENAX OINpeaesICHHsI
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEIUIIMHCKOTO TPUMEHEHUSI.
(. 4 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTr3a JIGKApCTBEHHBIX MPErmapaToB JJisi BETEPUHAPHOTO NMPUMEHEHUs BKIIOYAET B ceOs
AKCHEPTU3y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M HKCIEPTU3Y OTHOIICHHS OXXKHAIACMOH IMOJB3bI K
BO3MOXXHOMY PUCKY MPUMEHEHHSI JIEKAPCTBEHHOTO Mpernapara.

Cratba 15. ®depepanbHoe rocyAapcTBEeHHOe OHAXKETHOe y4ypexaeHue no
npoBeAEeHUIO IKCNEPTU3bI NIeKapCTBEHHbLIX CPeACTB

DKcnepTusa JIGKapCTBEHHBIX CPEACTB MPOBOAUTCS (eiepalibHBIM TOCYAapCTBEHHBIM OFOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heepallbHOTO OpraHa MCIIOJHUTENFHOW BIIACTH,
CO3/IaHHBIM 7 00ecrevYeHHus HCIONHEHUs IOJHOMOYUN 3TOro (eaepaabHOro Opra€Ha IO Bblgaude
paspellieHuil Ha MPOBENECHUE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IpernapaToB U (WJIK) IO
roCy/1IapCTBEHHOW PETUCTPAllMU JIEKApCTBEHHBIX MpenapaToB (Aajiee - SKCIEPTHOE YUPEKICHHE).

CraTtbsa 16. OpraHusaumsa npoBeaeHUs1 IKCNEPTU3bI SIeKapCTBEHHbIX CPeAcCTB
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. DOkcnepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCHUEH 3KCIEPTOB SKCIIEPTHOIO
YUPEKIEHUS, HA3HAYCHHON €ro PYKOBOAMTEJIEM, HAa OCHOBAaHMM 33JaHMs HA NPOBEACHUE SKCIEPTU3BI
JIEKapCTBEHHOI'O CPE/CTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (elepaibHbIM OPraHOM HCIHOJHUTEIbHON
BJAacTU. PyKoBOIUTENb 3KCIEPTHOTO YUPEKICHHUS 00ECIeunBaeT HaAJIexKallee POBEAEHUE IKCIIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHM C 33JaHMEM, BBIIAHHBIM YIIOJIHOMOUYEHHBIM (perepanbHbIM
OpraHOM HUCIIOJIHUTEIIBHON BJIACTH, U OPTaHU3YET IOATOTOBKY CBOJHOIO 3aKIIOUEHMs dTOM KoMmuccuu. B
COCTaB 3TOM KOMHCCHHM IO PEIICHUI0 PYKOBOJIUTEINS SKCIEPTHOTO YUPEKIEHUS MOTYT ObITh BKJIFOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM IKCIEPTHOM YUPEKACHUH, €CJIU UX CIelHaIbHbIe
3HAHWA HEOOXOJMMBI JJsi TPOBEICHHS DKCHEPTU3bl M TaKUE€ OHKCIEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKCHepToM IO TMPOBEIEHHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOIO YUPEXKJICHHs, KOTOpBIH HMEeT BbICIIEE MEAMLMHCKOE, (hapMaleBTHUECKOE,
OMOJI0rMYecKoe, BETEpUHAPHOE UM XUMUYECKOe 00pa30BaHUE U MPOBOJUT SKCIEPTU3Y JEKAPCTBEHHBIX
CPEZCTB B TOPSI/IKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 00s3aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I MPOBCACHUH SKCIICPTU3EI JICKAPCTBCHHBIX CPEACTB SKCIICPT HEC MOXKET HAXOAUTHCSA B KaKoM-
1100 3aBUCUMOCTH OT Jinia, Ha3HAYMBHICTO 3TY 3KCICPTU3Y, pa3pa60TqI/IKa JICKAPCTBCHHOTO CpCACTBA
HIIN APYTUX 3aMHTCPECOBAHHBIX B PE3YyJIbTaTaX OKCICPTU3BI JIUII.

4. Tlpu npoBelEeHUHM OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE JOIyCKaeTcss HCTpeOoBaTh Y
3asBUTENsl JMOO HWHBIX JIMI[ MaTepuasibl, HEOOXOIuUMBbIE Ji NPOBEINCHHS SKCHepTusbl. B ciydae
HEJO0CTaTOYHOCTU IPEACTABICHHBIX JKCIEPTY MaTepUalOB JUIsl Jaud 3aKJIIOUYEHUs DKCIEPT CTABUT
BONPOC O IPEACTABICHUH €My HEOOXOAMMBIX MAaTepHajoB Iepel PYKOBOIAUTEIEM HKCIEPTHOIO
YUpEXIEeHUs, KOTOPBIA 00paIaeTcsi ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIOJIHOMOYEHHBIN (heaepanbHbIi
OpraH HCIIOJIHUTENbHON BJIACTH, BBIIABIIMN 3aJaHHE Ha MPOBEICHHE SKCIEPTH3bl JIEKAPCTBEHHOI'O
cpeacTBa. YKa3aHHbIN (eaepanbHbIi OpraH MCIOJHUTEIBHON BIACTH B TEUCHHE MATH pabOUYMX JHEH co
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JIHSI TIOCTYIUICHUS 3allpoca PYKOBOJUTEINS IKCHEPTHOTO YUPEXKICHUS HAMpPAaBIISET 3asSBUTENIO 3alpoc O
MPEJICTABJICHHH HEOOXOAMMBIX MaTepuasioB. J[aHHBIN 3amIpOC MOKET OBITh MEpe/laH YIOJIHOMOYCHHOMY
MIPEJICTAaBUTEIIO 3asBUTENS JIMYHO TOJ] PACIIMCKY, HAIIPABIIECH MO MOYTe 3aKa3HbIM MMHCbMOM WM MepeiaH
B JJIEKTPOHHOH (popMe 1o TeIeKOMMYHHMKAIIMOHHBIM KaHallaM CBsi3W. B ciydyae HampaBlieHUs TaHHOTO
3arpoca Mo Mo4Te 3aKa3HbIM MUCHbMOM OH CUUTAETCA MOJTYYCHHBIM [0 MCTEUEHUHU LIECTH JHEW C NaThl
HaIpaBJICHUs 3aKa3HOTO MUChMa.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asButens 00s3aH MPEIACTABUTH OTBET HA 3aMpOC YIMOJTHOMOYEHHOTO (eAepabHOr0 OopraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIAIOLINM JIeBIHOCTa pabOYMX JHEH CO JHA €ro HOoJIy4eHus.
YTOIHOMOYECHHBIH (enepaabHbIil OpraH WCHOJHUTEIBHOW BIIACTH, BBIAABIINI 3aaHuE HA MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE MATH pabouyux JHEH CcO JHS IOCTYIUICHHS OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAIPABISAECT TAaKOW OTBET B JKCIIEPTHOE ydpekaeHue. B ciaydae
HENpeACTaBICHUs [0 HMCTEUEHUM JEBSHOCTAa PadOuYMX JHEW 3asBUTENEM OTBETAa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (heiepaabHblii OpraH UCIIOJHUTELHOW BIIACTH, BBIJABIIMN 3a/JlaHUE Ha MPOBEACHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE ISATH pabouMx AHEH HampapisieT B HKCHEPTHOE
YUpPEKIACHUE YBEIOMIICHHE O HENPEACTABICHHM 3asBUTEIIEM OTBETa HA 3alpOC YKA3aHHOI'O OpraHa.
Bpems co nHs HampaBieHHs 3amnpoca 3KCIEPTHOTO YUPEKIEHHS B YIOJHOMOYEHHBIH (enepaabHbIi
OpraH HCIIOJHUTEIBHOW BIACTH O JHS IOJYYEHMS JKCIEPTHBIM YUYPEKJICHHEM OTBETa Ha 3alpoc WIH
YBEIOMIIEHHSI O HEINPEACTAaBICHUM OTBETa Ha 3alpoC HE YUYUTHIBAETCA IPU HCUYHUCIECHUU CpPOKa
IIPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA.

(uacts 4.1 BBenena @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. Eciiu B cocTaBe pEerucTpalmoOHHOrO JI0Che Ha JIEKAPCTBEHHBIA Mpernapar sl MEIUIIMHCKOTO
MIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas cratbedl 18, wacteto 1.1 crarbm 30 u crateeir 34
Hacrosimero defepanbHOrO0 3aKOHA KOIMMS PEUICHUs YIOJIHOMOYEHHOro (¢eaepalbHOro OpraHa
WCIIOJTHUTENIPHONW BIIACTU O MPOBEACHUM WHCIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJNCTB,
IKCIEePTy 10 O(GOPMIICHHUS PE3yabTAaTOB JKCIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA TMPEIOCTABISETCS B
MOpSAKE W Ha YCJIOBUAX, KOTOpBIE NpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALIEH CTaThu, KOMHS
3aKJTIOYEHUST O COOTBETCTBUU TMPOM3BOJIUTENS] JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IPaBUI
HaJJIeXxaleld MPOU3BOJCTBEHHONW MPAKTUKU, BBIIAHHOTO YIOJIHOMOYEHHBIM (eneparbHbIM OpraHoM
WCTIOJIHUTEIIbHOM BJIACTH.

(uactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3agBurtens o0s3aH MPEACTABUTh B YIOJIHOMOYEHHBIN (enepabHbIil OpraH MCHOJHUTEIbHOM
BJIACTU KOIHIO 3aKIIOYEHUS O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUAM
MpaBUJI HaJJIeKaIled MPOU3BOJACTBEHHONH MPAKTUKA B CPOK, HE TPEBBIMIAIOIMINN CTa BOCBMHUICCATH
paGouux AHEH co AHS MOJIYYEHHUS 3alpoca O €€ MPEeAOCTaBICHUU. YIOJTHOMOUYEHHBIN (heaepaibHbIi
OpraH WCIIOJIHUTEIFHON BIIACTH, BBHIJABIIMN 33/JlaHUE Ha TPOBEIEHHE ASKCIEPTH3BI JIEKAPCTBEHHOTO
CpeAcTBa, B TEUEHUE MATH pabO4YMX IHEH CO JHS TMOCTYIUICHHS OT 3asBUTENsS KOMWHU 3aKIIOYEHHUS O
COOTBETCTBUHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHHWSM TPAaBWI  HaJUIeKAIIEH
MIPOU3BOJICTBEHHON NPAaKTUKHU, HAMpaBISIET €€ B SKCIEPTHOE YUpexJeHue. B ciyuyae HenpencTaBieHUs
3asBHUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIFOYEHHUS O COOTBETCTBHH IPOU3BOIMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSM TNpPaBWI HaJJIeKalleld MPOU3BOACTBEHHOM MPAKTHKH  YIMOJTHOMOYEHHBIH
(benepanbHBIE  OpraH WCIIOJHUTEIFHOW BIACTH, BBIJABIIMN 3aJaHWE Ha TIPOBEIEHHE OSKCIIEPTU3BI
JICKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH PabOYMX IHEH HamNpaBisieT B JKCIEPTHOE YUpexkIAeHUE
YBEIOMJICHHE O HETPEICTABICHUH 3asBUTEJIEM KOMUH 3aKIIOYCHHS O COOTBETCTBHH IPOM3BOIUTEIS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JIEKapCTBEHHBIX CPEICTB TPEeOOBaHUSAM IMpaBUJ HAJJIeKaIIeH MPOU3BOJICTBEHHOM MpakTHUKU. Bpems co
JHS HalpaBJICHUs 3ampoca JKCIEPTHOTO YYPEKJACHHUS B YIOJHOMOYCHHBIH (enepaibHbIi Opran
WCIIOJIHUTENIBHOM BJIACTH JO JHS TMOJIYYEHUS DSKCHEPTHBIM YUYPEKIACHHEM KOMHHM 3aKIIOYEHHUS O
COOTBETCTBUHM  TPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJACTB  TPEOOBAHWSM TPAaBHJ  HaJyIekKalen
MIPOM3BOJICTBEHHOW MPAKTUKU WM YBEJOMIIEHUS O €€ HENpEACTaBICHUU HE YUYUTHIBACTCA IMIPU
HCYHUCIICHUH CPOKA MPOBEACHUS IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA.

(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mpu MPOBEIECHUU IOPYYEHHOH €My PYKOBOAWUTEIEM O3KCHEPTHOIO YUPEKIACHUS
HKCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIEIOBaHUE MPEACTABICHHBIX €My OOBEKTOB, MaTepHalioB, JaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE I[10 T[OCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHBUPOBAaHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTU TMPOBEACHUS MM OSKCIEPTU3bl JIEKAPCTBEHHOTO
CpEeICTBAa, €CJIU MOCTaBICHHBIE BOMPOCHI BBIXOJAT 3a MpeJeibl ClieUalbHbIX 3HAHUHN JKCIIepTa, OObEKTHI
WCCIICIOBAHUIN U MaTEpHaJIbl HEPUTOJIHBI WJIM HEJIOCTATOYHBI JIJISi TPOBEJICHUS MCCICIOBAHUM W Jayu
3aKJIIOYEHHUs JTUOO COBPEMEHHBIM YpOBEHb Pa3BUTHS HAYKU HE IMO3BOJISIET OTBETUTH HA MOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjiamarb CBCACHHA, KOTOPBIC CTAJIM €My HU3BCCTHBI B CBA3U C IMPOBCACHUCM 3KCIICPTU3bI
JICKAPCTBCHHOT'O CPCACTBA, 4 TAKKC CBCIACHUSA, COCTABIAIOMIUC IOCYJAPCTBCHHYIO, KOMMCPUYCCKYIO HJIN
HHYI OXPaHACMYIO 3dKOHOM TaﬁHy;

3) obecrneunTh COXPAHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHUN 1 MaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOOUTE SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOpAIEHUI0 HENOCPEACTBEHHO K HEMY
OpraHu3anuii Win GU3NIEeCKUX JIHIL;

2) caMOCTOSITEIFHO COOMPATh MAaTepUAIbI JIJIsl IPOBEICHUSI SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA;
3) IpPOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYIaPCTBEHHOTO IKCIIEPTA.

7. B caydae HeoOXOAMMOCTHM OKCHEPT BIPaBE XOJATalCTBOBAaTh IIEpe] PYKOBOAUTEIIEM
HKCHEPTHOTO YUPEXKJICHHSI O MPUBJICUCHNUH K MPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA IPYTUX
9KCIEPTOB.

8. Kaxaplii sKcrepT, BXOASAMIMI B COCTaB KOMUCCHUU 3KCIEPTOB, KOTOPOM MOPYUYEHO MPOBEICHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOSITEIbHO MPOBOAMUT HCCIIEIOBAHMUS,
OILICHUBAET pPe3yJbTaThl, MONyUYEHHbIE UM JHUYHO U JAPYTUMHU IKCIEpTaMu, U (HOPMYIHUPYET BBIBOJBI
OTHOCHUTEIIFHO TIOCTABJICHHBIX BOTIPOCOB B TIPEJIeNiaX CBOMX CIICIIHAIBHBIX 3HAHUH.

0. PCSyHLTaTBI 9KCIICPTU3BI JICKAPCTBCHHOI'0 CPCACTBA O(I)OpMJ'ISIIOTCSI 3aKJIFOYCHHUEM KOMHMCCHH
OKCIICPTOB. B 3axmioueHnn KoMmMCCHU OKCIIEPTOB YKAa3bIBAKOTCA TIICPCUCHBb HCCHGJIOB&HHﬁ, 00BeM
MPOBCACHHBIX KAXKABIM 3KCIICPTOM I/ICCJ'ICI[OBaHI/II\/'I, YCTAHOBJICHHBIC KaXX/IbIM U3 HUX (I)aKTLI U CACIIaHHBIC
B pE3yJbTaTeC I/ICCJ'ICJIOBaHI/Iﬁ BBIBOBI. BKCHepT, MHCHUEC KOTOPOIro0 HE COBIMAAACT C pCHICHUEM KOMHUCCHUN
9KCIICPTOB, BIIPABC BbIPAa3UTh CBOC MHCHHUC B MMMChbMEHHOM (bopMe, KOTOpPOC HpI/IO6I_I_IaCTC$I K 3aKJIIOYCHUIO
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KOMHCCHUH SKCIIEPTOB.

10. DOkcnepThl, BXOAAIIME B COCTaB KOMHMCCHM, IPEAYNPEkKAArOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTesnbcTBOM Poccuiickoir denepanuu 3a nady 3aKiIOueHHs], COJEpIKAIEro
HEO0OOCHOBAaHHBIE WX (aIbCU(PUIIMPOBAHHBIC BBIBOBI, O YEM OHH JAIOT MOAIHUCKY.

11. Onpenenenve ypoBHs MpodeccrnoHaTbHON MOArOTOBKM AKCIEPTOB U aTTECTAlMS UX Ha MPaBO
MPOBEICHUS HKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYLIECTBISIOTCS 3KCIEPTHO-KBATH(PUKALMOHHBIMU
KOMHUCCHSIMU B TIOPSIZIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM
WCTIOJTHUTEJIBHOW BJIACTU. YPOBEHb NMPO(ECCHOHATBFHONW MOJITOTOBKH SKCIEPTOB MOMIEKUT MEPECMOTPY
YKa3aHHBIMU KOMUCCHUSMH HE PEXKE YeM OJUH pa3 B IIATH JIET.

12. IlpaBmia TpOBENEHUS SKCIEPTH3BI JICKAPCTBECHHBIX CPEICTB W OCOOCHHOCTH AKCIEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JIEKaPCTBEHHBIX IMPENapaTos,
BOCIIPOU3BE/ICHHBIX  JICKAPCTBCHHBIX IPEIapaToB, OHOJOTHYECKHX JICKAPCTBCHHBIX IIPEIapaToB,
OMOaHAIOTOBBIX  (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapatoB (OMOAHAIOTOB), TOMEONATHYCCKUX
JICKapPCTBCHHBIX MPETMapaToB, JEKAPCTBCHHBIX PACTHTEIBHBIX MPENapaToB, KOMOWHAIMN JIEKapCTBCHHBIX
npemnapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM OKCIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

(uacth 12 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynprantlIntoc: npumedanue.

Ho 31.12.2023 nna npemapatoB, MNpOU3BEICHHBIX B P® B 1memsX HMMIOPTO3aMEIICHHUS,
YCTAaHABJIMBAETCA PEXKUM  YCKOPEHHOW TMPOIEAYpPhl TOCPETUCTpPAIlMd B  COOTBETCTBUU  C
[ToctanoBnenuem IIpaButensctBa PO ot 12.03.2022 N 353.

Cratba 17. Nogava u paccMoTpeHMe 3asiBNeHUss 0 rocyaapCcTBeHHOM perucrpauum
neKkapcTBeHHOro rnpenapara AnsA BeTepUHapHOro NpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlma rocyaapCTBEHHOM pErucTpauuy JEKapCTBEHHOTO TMpenapara [Jisi BETEPUHAPHOIO
MpPUMEHEHHUsS pa3paboTUMK TaKOro JEKapCTBEHHOTO Tperapara WM YHOJTHOMOYEHHOE MM JIpyroe
IOpUANYECKOe JIMIO (Jajlee B HACTOSIIEW CTaThe - 3asBUTENIb) MPEJCTABISAET B YINOJIHOMOYEHHBIH
dbenepanbHBI OpraH WCHOJHUTENBHON BJIACTH, OCYIIECTBISIOMIMNA TOCYIapCTBEHHYIO PETHCTPAIUIO
JIEKapCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOIO IPUMEHEHHUS, B ANEKTPOHHOU (hopMe nin Ha OyMaKHOM
HOCHUTEJE 3asBJICHUE O TOCYJIApPCTBEHHOW PErvMCTpallMM JIEKApCTBEHHOTO Mpernapara sl BETEPUHAPHOTO
MIPUMEHEHHUS, a TAaKXKE B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM (pesiepabHbIM
OpPraHOM HCIOJHUTENBHON BIAacTH, B dJEKTPOHHOU (GopMe Wi Ha OyMakHOM HOCHTENle HeOOXOIUMBIE
JOKYMEHTBI, U3 KOTOpBIX (hopMHpyeTcs perucTpalioHHOE J0Che Ha JIEKapCTBEHHBIN mpemapar ais
BETEPUHAPHOTO NPUMEHEHUSI.

2. B 3agBneHun 0 rocyAapCTBEHHOW PErMCTPAallMX JEKAPCTBEHHOIO Ipenapara JJisi BETEpUHAPHOTO
IIPUMEHEHHUS] YKa3bIBAIOTCA:

1) HanMeHOBaHME U aJpec 3asBUTEINS, pa3paboTyUKa U MPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpernapara
JUIs BETEPUHAPHOIO MPUMEHEHHS M aJpec MecTa OCYIIECTBJIEHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapaTa JUisi BETEpUHAPHOTO NMpPUMEHEHHUs (B Cilydae HalMuyus HECKOJIbKMX YYaCTHHKOB Ipoliecca
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IMpOU3BOJACTBA H€O6XOI[I/IMO YKa3aTb KaxXaoro u3 HI/IX),

2) HaMMEHOBAHUE JICKAPCTBEHHOI'O IpernapaTa JJis BETEPUHAPHOTO MPUMEHEHHUs (MEXIyHapOIHOE
HEMaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

3) MEpCUCHDb I[eﬁCTBYIOHIHX N BCIIOMOTIaTCJIbHBIX BCHICCTB, BXOAAIHUX B COCTAB JICKAPCTBCHHOI'O
mnmpenapara JJjid BETCPUHAPHOI'0 IPUMEHCHU S, C YKa3aHUEM KOJIMYECTBA KAXKA0I'0 U3 HUX,

4) nexapcTBeHHass ¢opma, JO3UPOBKA, CHOCOOBI BBEJICHUS W NPHUMEHEHUsS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO TIPUMEHEHUS;

5) papmakoTepaneBTHUECKas TPYIIa;

6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOU MpOLEeAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISX TOCYIapCTBEHHON PEerucTpaIuu JEeKapCTBEHHOTO Mpenapara;

7) KOIIMU JOKYMCHTOB, ITIOATBCPIKAAOIINX YIUIATY FOCYHapCTBCHHOﬁ IIOIIJIMHBI:

a) 3a MPOBEAECHUE HKCIEPTU3bl KAyecTBa JIEKAPCTBEHHOIO CPEACTBA M HKCIEPTHU3bl OTHOIICHUS
OKUJAEMOH IT0JIb3BI K BO3MOKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOIO Npenapara s BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PErUCTPALNY;

6) 3a BbIAA9y PEruCTpaiuOHHOI'O0 YAOCTOBCPCHUA JICKAPCTBCHHOTI'O IIpeIiapara;

8) HanmMuuMe corjiacus, MPEAYCMOTPEHHOTO YacThl0 7 HACTOAIIECH CTaThU, €CIM C MOMEHTa
peructpanuu peQepeHTHOro JEKapCTBEHHOTO Mpernapara A BETEPUHAPHOTO MPUMEHEHHUS MPOIILIO
MEHee YeM IIeCTh JIET.

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

3. PerucrpanuoHHoe 10cke B IESX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa Ui BEeTEPHHAPHOTO
pUMEHEeHHs (POPMUPYETCS U3 CIEAYIOMNX TOKYMEHTOB U CBEJICHUH:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeseHust 0 JaTe NMpPeNOCTaBICHUS W PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB, MPEJOCTABICHHONW IPOWU3BOAUTENIO PETHCTPUPYEMOTO JIEKaPCTBEHHOTO
npernapara Julisi BETepUHApHOTO MPUMEHEHHUSI, AJIs1 POCCUHCKUX MTPOU3BOIUTENCH;

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

2) cBeieHUs O JaTe MPENOCTaBICHUS U PETUCTPALIMOHHOM HOMEpEe JIMIIEH3MHM Ha MPOHM3BOJICTBO
JICKApCTBEHHBIX  CPEICTB, MPEIOCTABICHHOW MPOU3BOAMUTENIO  (PapMaleBTUIECKOH CyOCTaHIIHH,
BXOJISIIIIEH B COCTaB PETUCTPUPYEMOTO JICKApCTBEHHOT'O Mpenaparta /i BeTepuHApHOTO MPUMEHEHHUS, TS
POCCHICKHAX TPOU3BOAUTENEH;

(B pen. deaepanbhbix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

21) KOImUAg AJOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpPTraHOM CTpaHBI ITPOU3BOAWUTCIIA IJId
Ka)KHOﬁ HpOH3BOI[CTBCHHOﬁ IJIOMAaKH PEruCTpupyeMoro JICKApCTBCHHOT'O Ipemnapara JJIsA
BE€TCPUHAPHOI'O MNPHUMEHCHUA W IIOATBEPXKAAOMIECTO COOTBETCTBUC IPOU3IBOAUTEIA JICKAPCTBECHHOI'O
Ipemnapara Tpe60BaHI/ISIM mpaBuJI Hannencameﬁ HpOHSBO,Z[CTBCHHOfI IMMPAaKTHUKH, U €ro ICPEBOIA Ha pYCCKI/Iﬁ
SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKXKEC KOIMUA 3aKJIIOYCHUA O COOTBETCTBUU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NPaBHJ HaJUIekKalled MPOU3BOICTBEHHOM
MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM ()eIepaIbHBIM OPTraHOM MCTIOJHUTEILHOW BIACTU ISl KaXKIOU
MIPOU3BOJCTBEHHON IUIOIIA/IKM PETMCTPUPYEMOrO JIEKapCTBEHHOI'O Mpernapara sl BETEPUHAPHOIO
MPUMEHEHHUS, JINOO KOMHS PEIICHUs O MPOBEACHUH WHCIICKTUPOBAHUS MPOU3BOJAUTENS JICKAPCTBEHHBIX
CPEICTB, MPUHATOrO YIOJIHOMOUYEHHBIM (heiepaqbHbIM OPraHOM HCHOJIHHUTEIBHOW BIACTH Ui KaXAOW
MIPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOTrO JIEKapCTBEHHOIO Mperapara i BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI IPEACTABIISIIOTCA B CIIy4ae, €ClIM IMPOU3BOICTBO JIEKAPCTBEHHOIO
rpernapara ocyuecTBigeTcs 3a npeaenamu Poccuiickoin denepanmu;

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

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTEIS
(bapmaneBTHYECKOI CyOCTaHIIMM W TOJTBEP)KAAIOLIETO COOTBETCTBHE  IPOU3BOJIUTEIS
(bapMarieBTHUECKON CyOCTaHIINH, BXOAAIIECH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOTO TpenapaTa JUlst
BETEPHHAPHOTO MPUMEHEHHs, TPeOOBAaHMSAM MPABWJI HA/JIeXKalleld MPOM3BOACTBEHHON NMPAKTUKU, M €T0
NEPeBOJl Ha PYCCKUH SI3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM IIOPSIKE, B CIIydae, €CJIH IPOHU3BOJCTBO
(bapmaneBTHYECKOI CyOCTaHIIMM OCYIIECTBIsIETCs 3a peaenaMu Poccuiickoit denepanuu;

(m. 2.2 BBenen denepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

3) TOpoOeKT HOPMATHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM TMpemapaT [Jjs BETEPUHAPHOTO
MIPUMCHCHHS,

4) IOKYMEHT, coaepKalluil cieayrolrylo uHpopmanuio o (apmaneBTHUECKONH CYOCTaHIIMU WU
(dapMareBTHUECKUX CYOCTAHIIMSIX, BXOSAIIMX B COCTaB JICKAPCTBCHHOTO IMpemnapara JJisi BETEPHHAPHOTO
MPUMEHEHUS:

a) HauMEHOBaHME (apMalleBTUUECKON CyOCTaHIIMM, €€ CTpyKTypa, oOmue cBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpalyy  MMMYHOOMOJIOTMYECKMX  JIEKapCTBEHHBIX  IpenapaTtoB  JJs
BETEPUHAPHOTO TPUMEHEHHS IPEICTABISIOTCS CBEISHHsI O INTaMMeE, BKJIOYash €ro HAaMMEHOBAHWHE,
MH(OPMAIIHIO O TPOUCXOXKACHNH, €r0 CBOUCTBAX, XapaKTEPUCTUKAX U MECTE JIEIOHUPOBAHMS);

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

6) HaNMMCHOBAHUC U aIpCC ITPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaI[I/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagudgXx IMPOU3BOACTBA,

r) uHbopmanus o TmpumecsX (He TMpeAcTaBiseTcss MpU TOCYJApCTBEHHON perucTpanuu
MMMYHOOHOJIOTMUECKUX JIEKApCTBEHHBIX MpenapaToB AJs BETEPUHAPHOIO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) cnenuuKaiys Ha papMaleBTHYECKYIO CyOCTaHIIMIO (HE MPECTABISETCS MIPH rOCy1apCTBEHHON
perucTpali UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB JIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)

€) OnucaHie METOIMK KOHTPOJISl KauecTBa;

) pe3yibTaThl aHanu3a cepui (QapmaneBTHUECKON CyOCTaHIMU (HE TPEACTaBIAIOTCA IPH
rOCy/lapCTBEHHOM  PETUCTpallid  UMMYHOOMOJIOTMYECKHX  JIEKAPCTBEHHBIX  IpernapaTroB  JUid
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?;iie?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

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

3) IepeYeHb CTaHIAPTHBIX 00Pa3I0B WM BEIIECTB, UCIIOIb3YEMBIX MIPH OCYIIECTBICHUH KOHTPOJIS
KauyecTBa,

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTAaOMIBHOCTH (HE MPEACTABISAIOTCS MpPH TOCYAApCTBEHHOH perucTparuu
UMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MTPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J'I) CPOK IrOAHOCTH, YCIIOBUA XPAHCHU,

KoncynsrantlIntoc: npumedanue.

IIpy ycKOpeHHOM mpouedype PErucTpallyd BOCIPOM3BEIEHHOIO IIpenapara  JOIyCKaeTcs
HEIPECTaBICHUE ONHUCAHMUS METOJOB M HMX JOKYMEHTAJIBHOI'O ITOATBEPKICHHUS, IIPU NMHUCbMEHHOM
00s13aTeNIbCTBE MX MpEACTaBUTh B TedyeHue 12 mecsneB co aHs peructpauuu (IloctanoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

5) ord4er o pe3ynbTarax JAOKIMHHUYECKOTO WCCIEJOBAHHUS JIEKAPCTBEHHOTO CPEACTBA JUIS
BCTCPUHAPHOI'O NNPUMCHCHUA, BKJ'IIOanOIIII/If/'I OIMMCAHUC MCTOAOB OHNPCACICHUA OCTATOYHBIX KOJIMYCCTB
JEUCTBYIOILIETO BelIecTBA (ICHCTBYIOUIMX BEIIECTB), JOCTHTAIOMIETO (IOCTUTAIONIMX) CHUCTEMHOTO
KpOBOTOKA, B HNPOAYKHOUH KHBOTHOI'O HPOUCXOXKIACHUA ITOCJIC IMPUMCHCHHUA TAKOI'O JICKAPCTBECHHOI'O
CpeZCTBa, a TaKXKe JOKYMEHTaIbHOE MOITBEPKACHUE (BaTUIAIMs) YKa3aHHBIX METO/IOB;

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

6) OTUCT O PpE3yJIbTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOTO IIpcIiapara IJIsd
BETCPUHAPHOI'O MPUMCHCHHS Y KAXKAOTO BUAA )KUBOTHBIX, YKA3aHHBIX B MHCTPYKIHUHU 11O BETCPUHAPHOMY
IMPUMCHCHUIO;

7) IPOEKT MHCTPYKIIUHU TI0 BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOTO MperiapaTa, CoJepKaiien
CIIEYIOINE CBEACHHUS:

a) HaMEHOBaHUE JIEKapCTBEHHOTO Ipernapara Jjsl BETEpUHAPHOTO MPUMEHEHUs (MEXIyHapOIHOE
HEeMaTeHTOBAaHHOE, MJIM TPYNIHUPOBOYHOE, MJIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaWMEHOBAaHWM M KOJWYECTBEHHOTO COCTaBa JACHCTBYIOITUX
BEIIECTB U KAUECTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIIECTB;

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpCriapara Ajid BETCPUHAPHOTO IPUMCHCHUS,

r) dapMakoTepaneBTHUECKas TPYIINa JIEKApCTBEHHOTO MpernapaTa A BETepUHAPHOTO MPUMEHEHHS
WJIM yKa3aHHe "TOMEeOoNaTUYeCKUi JIEKapCTBEHHBIN npenapar”;

n)  (QapmakonuHamMMKa M (papMaKkOKMHETHKa (32  MCKIIOYeHHeM  (apMaKOKHHETHKH
rOMEOIATHYECKUX JICKAPCTBEHHBIX NpPEnapaToB W PACTHUTEIBHBIX JIEKAPCTBEHHBIX IPENapaToB) WU
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 10.07.2023

OIMCaHHE UMMYHOOHOJIOIMYECKMX CBOWCTB JIEKAPCTBEHHOI'O IIpenapaTa;
€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHUsI Ul IPUMEHEHHUS;
3) MepbI IPEJOCTOPOKHOCTH IPU NPUMEHEHNUU;

I/I) YKa3aHHUEC BO3MOXHOCTHU U 0COOEHHOCTEH IIPUMCHCHUSA Y 6epeMeHHI)IX JKUBOTHBIX, Y )KUBOTHBIX B
Nnepruona JIakTaluu, y HOTOMCTBA JKUBOTHBIX;

K) PECKUM OO3UPOBAHUA, croco0 BBCACHHA W IIPUMCHCHU:A, IIpU HCO6XOI[I/IMOCTI/I BpEM:A IIpuEMa
JICKApCTBCHHOTO IIperiapaTa AJId BETCPUHAPHOI0 NPUMECHCHUS, IPOAOJDKUTCIIBHOCTD JICUCHU A,

J) BO3MOYXHBIE MMOOOYHBIE JEUCTBUSA, HEXKENATEIbHbIE PEaKIMU MPH MPUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHECHHS;

M) CUMITOMBI IIEPEI03UPOBKU, MEPHI IO OKA3aHUIO TOMOILHU IPH MEPEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (WIn) KOopMaMu;
0) ¢opMBl BBIITyCKA JIEKApCTBEHHOTO Npenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

n) ykasanue (Mpu HEOOXOIUMOCTH) OCOOCHHOCTEW MEHCTBHSI JIGKAPCTBEHHOTO Mperapara Iis
BETEpUHAPHOTO IPUMEHEHHUS IPU EPBOM IIPHEME HIIU IIPU €0 OTMEHE;

p) omnucanue (Ipy HEOOXOTUMOCTH) JNEHCTBUM CIENUATUCTAa B O00JACTH BETEPUHAPHUH, BIaJEIbIIa
KUBOTHOTO IIpU MPONYCKE IpHUEMa OJHOM WM HECKOJbKUX J03 JIEKapCTBEHHOIO Mpernapara ajs
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CPOK TOAHOCTH H YKa3zaHHUC Ha 3anpeT MNPHUMCHCHUSA JICKAPCTBCHHOTO IIplrapara I
BETCPUHAPHOI'O MPUMCEHCHUA 110 UCTCUYCHNUU CPOKaA 'OJHOCTH;

T) YCJIOBUS XpAaHEHUS;

y') YKa3aHue Ha HCO6XOI[I/IMOCTB XpaHCHUA JICKApCTBCHHOI'O IIpf€rapara s BCTCPHUHAPHOI'O
MNPUMEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[GTCI\/JI;

(I)) YKa3aHUuc (HpI/I HCO6XO,Z[I/IMOCTI/I) CIICHUAJIBHBIX MCP MNPCAOCTOPOKHOCTH IIPH YHUUYTOKCHUU
HCHCITOJIB30BAHHBIX JICKAPCTBCHHBIX IMPETIApaTOB AJId BETCPUHAPHOTO IIPUMCHCHMU,

X) CPOKH BO3MOKXHOT'O HUCIIOJIB30BAHUA NPOAYKHIHUUN JKUBOTHOI'O IMPOUCXOKACHHA ITIOCIIC BBCICHUSA
KNBOTHOMY JICKAPCTBCHHOTO IIperiapara JJIsd BETCPUHAPHOTO MPUMCHCHUS

11) YCJIOBUS OTITYCKa;

‘-I) HAaMMCHOBAaHUA MW aJpeca MNPOU3BOACTBCHHBLIX IIJIOMIAA0K IPOU3ZBOJUTEIA JICKAPCTBEHHOT'O
npemnapara JJjisd BETCPUHAPHOT'O IPUMCHCHU A ;
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

II) HaWMEHOBaHWE, aJpec OpraHU3allfK, YIOJHOMOUYEHHOW Jep)KaTejleM WM BIAACIbIIeM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS JIEKAPCTBEHHOIO Tperapara Ha MPUHATHE MPETCH3UH OT
MOTpeOUuTeIs;

8) NpOEKTHl MAKETOB IIEPBUUYHON YIIAKOBKM U BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOIO IIpenapaTa Jiuis
BETEPUHAPHOI0 IIPUMECHEHUS;

9) cnenyromue cBeIeHHs O JICKaPCTBEHHOM Mpernapare il BETepUHAPHOTO IPUMEHEHUS:
a) OMHCaHKUE U COCTAB JICKAPCTBEHHOT'O Tpernapara il BETePUHAPHOTO IPUMEHECHUS;
0) onrcanue (hapmMareBTHUECKON pa3padoTKH;

B) OMMCAHUE MpoIlecca MPOU3BOACTBA U €r0 KOHTPOJIS, MOJIUCAHHOE B MOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YaCcThIO 1 HACTOSAIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHCAaHWE KOHTPOJS KPUTUYECKUX CTaJWl TMPOU3BOACTBA M IMPOMEKYTOUHOH MPOIYKIHUH,
MIOJINMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaMMEHOBaHUS M ajapeca pa3pabOTuWKa, JepiKarellsi WM Biajeiblia PErHCTPALUMOHHOTO
yIIOCTOBEPEHHs]  JICKAPCTBEHHOTO  IIperapara, [MPOM3BOJCTBEHHBIX  IUIOMIAZIOK  MPOM3BOIAMUTEIIS
JIGKapCTBEHHOTrO Ipernapara Jjis BETCPHHAPHOTO HMPHMEHEHHS C YKa3aHHUEM CTaIMi TEXHOJIOIHMYECKOro
IpPOIIECCa, OCYIICCTBISIEMBIX Ha IPOM3BOJCTBEHHBIX IUIOIIAAKAX IPOU3BOJUTENS JICKAPCTBEHHOIO
npenapara Juis BETepPHHAPHOTO IIPUMEHEHNS;

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

€) (hapmarieBTHUECKasi COBMECTUMOCTb;
) MUKpOOHMOJIOTMYECKHE XapaKTePUCTUKH;
3) MaTepHaIbHBIN OanaHc JUIs IPOU3BOICTBA CEPHH FOTOBOIO MPOIYKTA,

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

Koncynpsrantllntoc: npumedanue.
[Ipu perucrpamuu 1O YCKOPEHHOM MpOIEAYpEe JOIMYCKAETCS HEMpPEeACTaBIeHUE JOKYMEHTOB,
npenycMoTpeHHbix . "k" m. 9 4. 3 c1. 17, mpH ycloBHM NHCHBMEHHOTO 00s3aTelbCTBA HX

MpeocTaBUTh B TeueHue 12 mecsien co aHs peructpauuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTaJIbHOE MOATBEPkKACHNE (BaIUIAIs) IPOLIECCOB U (MJIM) UX OLIEHKA;

1) TpeOoBaHMsI K KayeCTBY BCIOMOTAaTENbHBIX BemIeCTB (cepTudukar, coenudukanus Ha
BCIIOMOTaTENIbHBIE BEIECTBA U UX 00OCHOBAHUE);
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Koncynsrantlntoc: npumeqanue.

[Ipu perucrtpauum 1nO YCKOPEHHOM MpOLEAype JMAOMYCKAeTCs HENPEACTABICHHE JIOKYMEHTOB,
npeaycMoTpeHHbpix mm. "M" m 9 4. 3 cr. 17, npu yclIOBUM NHUCBMEHHOIO 00s3aTENIbCTBA HX
MpeocTaBUTh B TeueHue 12 mecsien co ans peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUE MCETOAUKH, HMCIOJIB3YEMBIC IIPpH OCYLICCTBICHHH KOHTPOJIA KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

KouncynsrantlIntoc: npumevanue.

[Ipn peructpauuu 1O YCKOPEHHOW MpOLEAYpe JOMYCKAeTCsd HENpEeACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHpiXx mm. "H" m 9 4. 3 cr. 17, mpu YCIOBHM MHCHBMEHHOTO 0053aTElbCTBA HUX
IIpeloCTaBUTh B TeueHue 12 mecsuen co ans peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot

12.03.2022 N 353).

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/Iﬂ) AHAIIMTUYCCKUX MCTOJUK, HCIIOJIb3YCMbIX IIPpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BEIICCTB,

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTATCIbHBIX BC€IICCTB 4YCJIIOBCUYCCKOTO M XKHBOTHOI'O
IIPOUCXOKIACHUS

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

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOro IIpernapara MJisi BETEepUHAPHOTO IPUMEHEHHs
(cepTudukar, cnenrdukays Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIMTHYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpH OCYHICCTBJICHUHW KOHTPOJIA KA4YCCTBa
JICKApCTBCHHOTO IperiapaTta JJIs1 BETCPUHAPHOT'O MIPUMCHCHUA

KoncynsrantlIntoc: mpumedanue.
[Ipm perucrpanum 1O YCKOPEHHOM MpPOLEAYpE JOIYCKAETCS HENPEICTaBICHUE JOKYMEHTOB,
n_n

npeaycMoTpeHHbIX no. "t m. 9 u. 3 cr. 17, mpu yCIOBUM HHCBMEHHOIO 00s3aTelbCcTBA HX
MIpelocTaBUTh B TeueHue 12 mecsnen co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot

12.03.2022 N 353).

T) JAOKYMCHTAJIbHOC NOATBCPIKACHHUC (BaJ'II/IIlaI_[I/Iﬂ) AHAIIUTUYCCKUX MCTOJUK, UCIOJIB3YCMEBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA KAa4€CTBaA JICKAPCTBCHHOI'O ITperiapara Ajid BETCPUHAPHOI'O IPUMEHCHUSA

y) JOKYMEHT, MOJTBEPXIAOIMI Ka4eCTBO JICKAPCTBEHHOTO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (MIPOTOKOJT aHAIM3a MM CEPTU(PUKAT aHAIKN3a), OJTHA CEPUSI KOTOPOTO OJDKHA COBIMA/IATh C CepUei
oOpa3siia JeKapCTBEHHOT0 Mperapara, MoJJaAHHOTO Ha PErUCTPAIIHIO;

¢) xapakTepucTHKa puMecei;

X) MepeueHb CTaHJApPTHBIX 00pa3loB, MCHOJIb3YEMBIX IMPU OCYIIECTBICHUM KOHTPOJS KayecTBa
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?:,iﬂe‘ff;;béﬂ 32%'(2%*; ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

JICKApCTBCHHOT'O IIpfriapara AJis1 BETCPUHAPHOI'O IPUMEHCHU A,

Koncynsrantlntoc: npumeqanue.

[Ipu yckopeHHOl mpoueaype perucTpaudd BOCHPOM3BEAEHHOIO Ipenapara JOIyCKaeTcs
HETIpECTaBICHUE CBEICHHM, mpeaycMOTpeHHblx mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM
00s13aTeNLCTBE UX MPEAOCTaBUTh B TeueHue 12 wmecsneB co aHs peructpauuu (IlocranoBnenue
[IpaButenscTBa PO ot 12.03.2022 N 353).

H) JaHHBIC O CTaOMIBLHOCTH JICKApCTBCHHOTO IIpfriapara AJisi BETCPUHAPHOT'O IIPUMCHCHUS,

10) xomust JOKyMEHTa, COJEpIamero MH(pOpMamuioo O HATMYUM WIH 00 OTCYTCTBUU (aKTOB
perucTpanuy JeKapcTBEHHOIo Ipernapara A BeTepUHApHOro NMpUMEHEHHs 3a npeaenamu Poccuiickoit
®denepanuu;

11) cornacue B MUCHbMEHHOU (hopMe, MPEeIyCMOTPEHHOE YacThiO 7 HACTOSIICH CTAaThU, B CiIydae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO TpenapaTa;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha PYCCKOM fA3BbIKE, 3aBEPEHHOIN0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOJTBEPKIAIOLIET0 MPAaBOMOYHOCTh 3asBJICHHMS O TOCYJApPCTBEHHOW PpErucTpanuy JeKapCTBEHHOI'O
npernaparta Jyisi BETEpUHAPHOIO IPUMEHEHUS (JIOBEPEHHOCTb );

Koncynpsrantlintoc: npumedanue.
Jo 31.12.2023 poccuiickuM IPOU3BOIUTEINISIM PA3PEIICHO HE MPEICTABIISTh CBEAEHUSI B COOTBETCTBHH

c m 13 4. 3 cr. 17 npu perucrtpauud HMMMYHOOHMOJIOTMYECKHX JIEKAPCTBEHHBIX IpenapaToB
(ITocranosnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYAApCTBEHHOM pErHCTpallid Te€HHO-MHXXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPTaHU3MOB, TIpEJAHA3HAYEHHBIX [UIS BBITYCKA B OKPYXKAOIIYI0 cpeay (IpH TOCYAapCTBEHHOM
perucTpali JIeKapCTBEHHBIX IpenapaTroB Ui BETEPUHAPHOTO TMPUMEHEHHUs, MOJYYEHHBIX C
NPUMEHEHHEM T'eHHO-WH)KEHEPHO-MOJU(PHUIMPOBAHHBIX ~ OPraHU3MOB WJIM  COAEPXKAIIMX  TaKHe
OpPTraHU3MBI).

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

Koncynbrantlltoc: npumeyanue.
C 01.09.2023 B m. 4 cr. 17 BHOCsATCa u3meHeHus: (D3 ot 28.04.2023 N 171-®3). Cm. Oyaymryro
PEMAKIIHIO.

4. Ilpm mnpoBeAeHUM YCKOPEHHOW MNPOLEAYpPhl JKCIEPTU3bl JIEKAPCTBEHHOrO IIpernapara s
BETEPUHAPHOTO MPUMEHEHHUS B LIEJSIX €ro TOCYAapCTBEHHOM perucTpaluud BMECTO OoT4yeTa pa3paboTyrka
O pesyiapTaTax [JOKJIMHHYECKOTO MCCIEAOBAHUSA JICKAPCTBEHHOIO CPEACTBA I BETEPHUHAPHOIO
IPUMEHEHHS MOXKET OBITh IpEACTaBIe€H 0030p HAay4HBIX paboOT O pe3ysibTaTax JIOKIMHUYECKOTO
uccienoBaHusl peepeHTHOrO JIEKApCTBEHHOTO IpernapaTa JUisi BETEPUHAPHOTO MPUMEHEHHs, a BMECTO
oTUeTa O pe3yJbTaTax KIMHUYECKOIO HCCIENOBaHUs JIEKapCTBEHHOIO IIperapara Uil BETEPUHAPHOIO
NPUMEHEHHUSI OT4YeT O pe3ylbTaTaX HCCIeAOBaHUM OHWOAKBHUBAJIEHTHOCTH BOCHPOU3BEIECHHOTO
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

JIEKapCTBEHHOTO IIpenapara Jijisi BETePHHAPHOTO IPUMEHEHHS.
(uactsb 4 B pen. enepanproro 3akoHa ot 02.08.2019 N 297-D3)

Koncynprantllnroc: npumeyanue.
C 01.09.2023 ct. 17 nononusercs 4. 4.1 (®3 ot 28.04.2023 N 171-®3). Cm. Oyayiiyro peJakLuo.

5. Ha skcriepTu3y pas3iuyHbIX JIGKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIKAPCTBEHHOTO Iperapara
JUISE BETEPUHAPHOTO TPUMEHEHUS 3asBUTENb MPEACTABISCT OTACIbHBIC 3asSBICHUS U PErHCTPAIIMOHHBIC
J0ChE Ha KXIYI0 JIeKapcTBeHHYIO (hopmy. [Ipu yciioBUM 0JJHOBPEMEHHOM MMOIa4H Ha SKCIEPTU3Y OAHOM
JIEKapCTBEHHON (DOPMBI C PA3IMYHBIMU JTO3UPOBKOM, KOHIICHTpAIUEH, 00HEMOM 3asiBUTEIb MPECTABIISET
OJTHO 3asIBJICHHUE M PETUCTPAI[IOHHOE JIOChE C MPUIIOKEHUEM MAKETOB NMEPBUYHON YITAKOBKU M BTOPUYHOM
yrmakoBkd. Ha Makerax mepBUYHOHN YITAKOBKM M BTOPUYHOW YIAKOBKH YKA3BIBAIOTCS BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHIICHTPAIUU, 00BEMBbI M KOJIMYECTBO JI03 B YIIAKOBKE JICKAPCTBECHHOTO Mpernapara s
BETEPHHAPHOTO MMPUMECHCHHSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciyuae HempezicTaBieHHs C 3aABICHHEM O TOCYIApCTBEHHOW PErMCTpaLuyl JEKAPCTBEHHOTO
npenapara Juis BETEpUHAPHOTO MPUMEHEHHUS TOKYMEHTOB, MTOATBEPIKIAAIONINX YILIATy TOCYAapCTBEHHOM
MOIIJIMHBI U YKAa3aHHBIX B ITYHKTC 7 yactu 2 HaCTOSIHIeI\/JI cTaThbu, CBGI[CHI/Iﬁ O JIMICH3HUAX, YKAa3aHHbIX B
nyHkTax | ®m 2 wyactm 3 HacTosAmed CTaThM, a TaKKe BbBLIABACMBIX (TIPEIOCTABIISICMBIX )
YIIOJTHOMOYCHHBIMHU  (De/lepaTbHBIMA OpPTaHaMU HCIIOJIHUTEIBHOW BIJIACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHBIX B myHKTe 2.1 dwacTm 3 HacTOsIIeH CTaThH, YNOJHOMOYEHHBIH (enepaiabHblii opraH
UCIOJIHUTEJIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIKE
MEXBEJJOMCTBEHHOTI'0 MH()OPMAIIMOHHOTO B3aUMO/ICHCTBHUSI.

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

7. He nomyckaercss HCHOJIb30BaHME B KOMMEPUECKMX IeNAX HH(POpMAIUMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEI0BAaHUN JIEKapCTBEHHBIX
IIPENnapaToB JUisl BETEPUHAPHOIO NPUMEHEHUS, NPEICTABICHHON 3asiBUTENEM [UIsl TOCYAAPCTBEHHOU
perucTpalMy JIeKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEUYEHHWE WIECTH JIET C JAaThbl
rOCYJapCTBEHHOI perucTpaiuu peepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoit deneparum.

8. Jlepkarenp WM BiIajesel] PeruCcTPAlHOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO IpernapaTa yis
BETEPUHAPHOTO MPUMEHEHHsI MPEJICTABIsAET B YIOJHOMOUEHHBIN (eiepaabHbIil OpraH MCIOJHUTEIbHON
BJIACTH OTYET IO pe3yiabTaTaM (papMakOHAA30pa OAMH pa3 B HIECTh MECALEB B TEUCHHE JIBYX JIET IOCIE
rOCyJJapCTBEHHOI perucTpaluy JeKapcTBEeHHOro npenapara B Poccuiickoit deneparnuu, 3aTeM €XeroaHo
B TEUCHHE MOCIIEIYIONUX TPEX JIET U B TaTbHEHIIIEM OJIMH pa3 B TPH roja.

(uactp 8 BBeneHa PenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

CraTtbsa 18. NMopaua un paccMmoTpeHue 3adaBlieHnA o rocynapCTBeHHoﬁ pernctpauvm
JNIeKapCTBeHHOro npenaparta and MmeauUMHCKOro npuMmeHeHunsA
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

1. I[J'IH FOcyIlapCTBCHHOﬁ peructpanu JICKAPpCTBCHHOI'O IMpfrapara A4 MCIUIHUHCKOI'O
MNPUMEHCHUSA HOPHUIUYCCKOC JINIO, JleﬁCTBYIOIHee B COOCTBEHHBIX HHTEpECAX MU YIHOJHOMOYCHHOC
NpEACTABIATE UHTCPECHI APYroro RPUAUYCCKOTO JIMIa U 3asBJIAIOLICC HCKapCTBCHHBIﬁ npenapar Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

rOCYJapCTBEHHYIO PEruCTpaluio (Jajiee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBIAET B
YIIOJTHOMOYEHHBIN (eiepalbHblii OpraH MCIOJIHUTENBHOW BIACTH, OCYIIECTBIISIONINI TOCYJapCTBEHHYIO
PErucTparmio JIEKapcTBEHHBIX MPENapaToB A MEIUIUHCKOIO IPUMEHEHHUs, B SJIEKTPOHHOM (opMe U Ha
OyMa)XKHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOW PErHCTPallMH JIEKAPCTBEHHOTO Iperapara Jyis
MEIULUHCKOTO IPUMEHEHHUs, a TaKKe B IOpPsJKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (enepanbHbIM
OpPraHOM HCIIOJHHUTEIBHON BJIACTH, B AJIEKTPOHHOM (hopMe M Ha OyMaKHOM HOCHTENE HEOOXOIMMBbIE
JOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCSl PErMCTPALIMOHHOE J10ChE€ Ha JIEKAapCTBEHHBIM mpenapaT Ajs
MEJIULUHCKOTO IPUMEHEHMUS.

(dactp 1 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHNH O rOCYapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOrO Mpenapara s MEAULMHCKOIO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] M TNPOM3BOJUTENS JIEKAPCTBEHHOTO Iperapara JJis
MEIUIIMHCKOTO MPUMEHEHUS, CBEACHUS 00 MX PETHCTPAllM B KA4eCTBE HAJIOTOILIATEINBIINKA B CTpaHE
peructpanuu (Uit POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(OUKAIMOHHBIA HOMEP HAJIOTOIUIATeIIbIIHKA
(MHH), st ”HOCTpaHHBIX IOPHIMYECKHX JIUI] - CTPaHa PErUCTPALMK, HANMEHOBAHHE PETHCTPUPYIOIIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HAJIOrOIUIaTEIbIIMKa B CTPAHE pEerucTpanuu (MHKOPIOpal|H)
WIN €ro aHajor) M aJIpec MecTa OCYIIECTBICHUS IMPOMU3BOJCTBA JICKAPCTBEHHOTO Ipemnapara (B cirydae
HAIMYAS HECKOJIBKUX YYaCTHHKOB TIpOIlecca €ro MPOU3BOJACTBA HEOOXOJMMO yKa3aTh KaXIOTO
y4acTHHKA B COOTBETCTBUH C OCYIIECTBISIEMOH CTauel IPON3BOJICTBA);

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IIpfIiapaTta I MCAUIHWHCKOI'O IIPUMCHCHHA (MC)K,Z[YHB.pOI[HOG
HCIMAaTCHTOBAHHOC, WJIK I'PYHITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Iﬂ);

3) MEpCUCHDb HeﬁCTBYIOL[IPIX N BCIIOMOTaTCJIBHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara 1y MEAUIUHCKOTO MPUMCHCHMS, C YKA3aHUECM KOJINYCCTBA KAXKIO0TO U3 HUX,

4) JICKApCTBCHHAA (I)OpMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHS, CPOK TOOHOCTHU
JICKApCTBCHHOTO IMpfriapara JJIs1 MCAUITUHCKOI'O MIPUMEHCHU S

5) bhapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TEPaNeBTHUECKO-XUMUYECKOHN KiIaccu(uKaIu,
PEKOMEHJIOBaHHOW BcemupHO opraHuszanueid 3ApaBOOXPAHEHUS, 3adBJISIEMble ITOKa3aHWSA  JJIs
MIPUMEHEHUSI JIEKAPCTBEHHOTO Tpernapara i MEAUIUHCKOTO IPUMEHEHNS;

6) OTCYTCTBME€ HEOOXOJUMOCTH TPEIOCTaBICHUS OT4Ye€Ta O pe3yibTaTaXx KIMHUYECKOTO
UCCIIEIOBaHMS, HMCCIEA0BaHUs OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpernapara, pa3perieHHOro JUis
MEeTUIIMHCKOTO IpuMeHeHus B Poccuiickoit deneparnu 6osee ABAAIATH JIET, C YKa3aHUEM HOPMAaTUBHBIX
MPaBOBBIX AKTOB, MOJATBEPKAAIOIINX JAHHBII CPOK IPUMEHEHNS,

7) HeobOxomuMocTh odopmieHHsT paspenieHus Ha BBo3 B Poccuiickyro denepamuio KOHKPETHOM
MapTUM  3apPETUCTPUPOBAHHBIX W (WJIM)  HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
Npe€aAHa3HAUYCHHBIX JIA MPOBCACHUA OSKCICPTHU3BI JICKAPCTBCHHBLIX CPEACTB B LCIIAX FOCY}IapCTBeHHOﬁ
perucTpaiuy;

8) HGO6XOHI/IMOCTB MPOBEACHUA OKCIICPTU3bl JOKYMCHTOB, IMPCACTABIICHHBIX IJIA OIIPCACIICHHA
BO3MOXHOCTH pacCMaTpuBaThb J'ICI(E[pCTBCHHBIfI npemnapar Ajid MCOAUIUHCKOIO IPUMCHCHUA IIpU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

OCYILIECTBICHUH IOCYAapCTBEHHOM perucTpaiuy B kKauecTBe oppaHHOro JIEKapCTBEHHOT'O IIpernapara;

9) HeoOX0IMMOCTh IPUMEHEHUSI YCKOPEHHOM IMPOLEAYphl 3KCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB B
LEJISIX TOCYIapCTBEHHOM PErMCTpaliy JIEKAPCTBEHHOIO IIpernapara;

10) xonuu JOKYMEHTOB, TOATBEPKAAIOIINX YIUIATy FOCYAAPCTBEHHOM MOIINHBI:

a) 3a MPOBEJIEHUE SKCIEPTU3bl JTIOKYMEHTOB, MPEACTABICHHBIX MAJISl ONpPEAeTCHHUs BO3MOXHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIM Mpenapar Uil MEIUWLIHUHCKOTO TPUMEHEHHS] MpPHU OCYILECTBICHUU
roCy/1IapCTBEHHON PETUCTpalliU B KayecTBe Op(PaHHOTO JEKApCTBEHHOT'O Ipernapara;

0) 3a IpoBEJIEHUE 3KCIEPTU3bl KAueCTBA JIEKAPCTBEHHOI'O CPEACTBA U HKCIEPTU3bl OTHOIICHHUSA
OKUJAEMOH IOJIb3BI K BO3MOKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara, pa3peleHHoro s
MEAUIMHCKOro mnpuMeHeHus B Pocculickoit @enepanuu Oojee ABaaLATH JIET, IPU OCYLIECTBICHUU
roCylapCTBEHHON PETMCTPaLlii JIEKapCTBEHHOTO IIpenapara;

B) 32 NPOBEACHME HSKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOI'O CPEICTBA M JKCIEPTU3bl OTHOILIEHUS
OKUJAEMOH I0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOI'O IIpernapara AJii MEAULUHCKOTO
IIPUMEHEHHSI IIPU €r0 rOCYAapCTBEHHON pPErucTpaluy;

I') 32 IPOBEJEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCHEPTU3bl OTHOILEHHS
0’KHMJIa€MOH IOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara Jyisi MEIULIMHCKOTO
IIPUMEHEHHs], B OTHOIIEHUU KOTOPOTO IIPOBEIEHBI MEKIYHAPOIHBIE MHOTOLIEHTPOBBIE KIMHUYECKHE
HCCIEA0BAaHMUA, 4acTh M3 KOTOpBIX mnpoBeneHa B Poccuiickoi @Pexepanuu, OpU  OCYLIECTBICHUU
roCylapCTBEHHON PETUCTPAaLlii JIEKapCTBEHHOTO IIpenapara;

11) nanmuume cornacus NPOU3BOAMUTENS JIEKAPCTBEHHOIO IIpernapara, MpPOU3BOJCTBO KOTOPOTO
ocyllecTBisieTcss 3a mnpenenamu  Poccuiickont  ®exepanuu, Ha POBEIEHUE WHCIEKTUPOBAHUS
IIPOM3BOJIUTEIIS HA COOTBETCTBHE TPEOOBAaHUAM MPaBUJI Ha/IJIEKAIEH MPOU3BOICTBEHHOMN NPAaKTUKH;

12) nHanuyue coryiacusi, IpeIyCMOTPEHHOr0 YacTbio 18 HacTosIel cTaThy;

13) yka3zaHue BuJa JIEKapCTBEHHOTO Ipernapara, MpeACcTaBIeHHOro0 Ha perucTpanuio (pedepeHTHbIHN
JIEKapCTBEHHbIM  mpemapaT, BOCHPOM3BEACHHBIM  JICKapCTBEHHBIH  mpenapaT, OWOJIOTHYECKUit
JIEKapCTBEHHBIN IpenapaT, OnoaHaloroBbl (OMOMOOOHBIN) JeKapCTBEHHBIN mpenapar (OunoaHasor),
roMeonaTHYeCKUi JIeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENIbHBIN Mpenapar).

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpanmuoHHoe J0Ch€ Ha JICKApCTBEHHBIM mpemapar Uil MEIUIIMHCKOTO TNPUMEHEHUS
MpeaocTaBiIseTcs B opMe 00IIET0 TEXHHUECKOTO IOKYMEHTA.
(uactp 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznien MOKyMEHTAIMK aIMUHICTPATUBHOTO XapaKTepa BKIIFOYAET B ceOs:

1) 3asBIeHHE O TOCYAapCTBEHHOW PETHCTPAIllH JEKAPCTBEHHOTO IperapaTra Ui METUIIMHCKOTO
MIPUMEHEHHUS B AIEKTPOHHOU hopme 1 Ha OyMa)kHOM HOCHUTEIIE;

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bBIKC, 3aBCPCHHOIO B YCTAHOBJIICHHOM TIIOpSAAKEC U
MOATBCPKAAOMICTO IMPABOMOYHOCTE 3asABUTCIIA IIOJABATH 3asABJICHHUE O FOCYI{apCTBeHHOfI peructpanmuu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JICKApPCTBCHHOT'O IIpfIiapaTra Jjisi MCAUIIUMHCKOT'O IIPUMCHCHHA (I[OBepeHHOCTB);

3) cBeneHUS O Jare MPEIOCTABIICHUS M PETHCTPAIMIOHHOM HOMEpE JIMIICH3MHM Ha TPOU3BOICTBO
JICKQpCTBEHHBIX CPEICTB WM CBEIACHUS O Jare NPEJOCTABICHUS M PETUCTPAIMOHHOM HOMEpe
3aKJIFOUYEHUST O COOTBETCTBHHM IPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM  IPABUI
HQ/IJIOKAIIed MPOU3BOJICTBEHHONH NPAKTUKU, BBIIAHHBIX (MPEIOCTABICHHBIX) YIMOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHONH BJIACTH B OTHONICHHH TPOU3BOJCTBCHHOW TUIOIIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IIperapara, B Ciydae, €CJId TPOM3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuectsisieTcsa B Poccuiickon @enepaunu;

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

4) KONHUIO TIPEIOCTABICHHON YMOJTHOMOUYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTEINS JIUICH3UM Ha
MPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara M ee IepeBOJ] Ha PYCCKHH s3bIK, 3aBEPCHHBIC B
YCTQHOBJICHHOM TOPSIZIKE, a TAK)KE KOMHUIO 3aKIIOYEHUSI O COOTBETCTBUH IPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeicTB  TpeOOBaHMSAM  MpPaBHJ  HAUICKAINEH  NPOM3BOJICTBCHHOW  MPAKTHUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepabHBIM OPIaHOM HCIIOJIHUTENIFHOW BJIACTH B OTHOIIECHHH IPOU3BOJCTBEHHOU
IUIOIIAJIKU PETUCTPUPYEMOrO JIGKAPCTBEHHOTO TIpenapara, WM KOIHI PEHICHUS YIOJIHOMOYCHHOTO
(benepanbHOrO OpraHa HCIOJHUTENFHONW BIACTH O TPOBEACHUM HHCIEKTHPOBAHUS TPOU3BOIUTEIS
JICKApCTBEHHBIX CPEJICTB, B CIIy4yae, €CIIM MPOU3BOJICTBO JICKAPCTBEHHOTO TpernapaTa OCyIIECTBISETCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) IpPOEKT UHCTPYKIMH O METULIMHCKOMY IIPUMEHEHUIO JIEKApCTBEHHOT 0 IIperapara, coaepkaiiei
CJIEYIOLUE CBECHUA:

a) HaWMEHOBaHWE JIEKAPCTBEHHOrO Tpemapara (MEXIyHApOJHOE HEMAaTeHTOBAHHOE, WJIU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaWMEHOBAaHUM U KOJMYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB U KaUeCTBEHHOT'O COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

B) ONMCAaHUE BHELIHETO BUA JEKapCTBEHHOTO Mpenapara Jjsi MeJUIIMHCKOTO IPUMEHEHUS;
r) pusuKo-XxuMUYecKre cBOMCTBA (JU1s paarodapMaleBTHUECKUX JIEKapCTBEHHBIX IIPENapaToB);

n) (QapMakoTepaneBTUYeCKass TpyMMa, KOJ JIEKApCTBEHHOro TMpemapara Al MEIUIIMHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XUMUIECKOH KiaccuUKaIum, peKkoMeH10BaHHOM BecemupHoi
opraHu3aluei 3JpaBoOXpaHeHMs], MM YKa3aHUE "TOMEONaTUYeCKHi JIeKapCTBEHHBIN mpemnapart”;

e) dapmakoguHamMuka W ¢dapMaKOKMHETHKAa (32  HCKJIOYeHHeM  (DapMaKOKWHETHUKH
TOMEOTATUYECKUX JIEKAPCTBEHHBIX MPENapaToOB M PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

)K) IMOKa3aHuA OJId MIPUMCHCHUSA
3) MMPOTHUBOIIOKA3AHUA AJId IPUMCHCHU,;

1) MEpHI [IPEIOCTOPOKHOCTU MPU IPUMEHEHNH;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

K) YKazaHnu€ BO3MOXHOCTH H 0COOEHHOCTEH IIPUMEHCHUA JICKAPCTBCHHOI'O IIpf€riapara Ijisd
MCIUIHUHCKOI0O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHINWMHAMHM, OJKCHIIMHAMH B TICpUOL TI'PyAHOrO
BCKapMJIMBaHHUsA, 1€TbMH, B3pOCIBIMH, UMCIOIIIUMHU XPOHHUYECCKUEC 3360J’I€BaHI/I${;

J) PEKUM J03UPOBAHUS, CIIOCOOBI BBECHHUS M MPUMEHEHUs, IPU HEOOXOAMMOCTH BpeMs Ipuema
JIEKApCTBEHHOI'0 IIpernapara il MEAMLUHCKOrO NPUMEHEHUS, MPOJOJDKUTEIBHOCTh JICYCHUSA, B TOM
4HCIIe y JETEH 0 U II0CIIE OJHOIO roJa;

M) BO3MOJKHBIC HECXKCIATCIIBHBIC pPEAKIMK IIpU IIPHUMEHCHUH JICKAPCTBCHHOI'O IIpfriapara ajisd
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH IPH MEPEeI03UPOBKE;
0) B3aMMOJIEICTBHE C APYTUMHU JIEKApPCTBEHHBIMU NpenapaTaMu 1 (W) MUIIEBbIMU IPOAYKTAMU;
1) (hopMBI BhIITyCKa JIEKAPCTBEHHOI'O IIpenapara;

p) ykazaHue (mpu HEOOXOAMMOCTH) OCOOCHHOCTEH IEHCTBUS JIEKAPCTBEHHOIO Ipenapara i
MEIUIIMHCKOTO IIPUMEHEHHUS TIPH [IEPBOM IIPUEME HJIH IIPU €0 OTMEHE;

¢) onrcanue (pu HEOOXOIMMOCTH) JIeCcTBUH Bpada ((enpamepa) u (Win) manueHTa mpu IpoIycKe
npuemMa OJHOM MM HECKOJBKUX 103 JIEKapCTBEHHOTO Mpenapara A MEIUILIMHCKOTO IPUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O0 Ipfcliapara A MCAUIUHCKOIO MNPUMCHCHHA Ha
CIIOCOOHOCTD YIIPABJIATH TPAHCIIOPTHBIMHA CPEACTBAMUA, MCXAHU3MAMU,

y) CpOK TOAHOCTM M YKa3aHHE Ha 3ampeT NPUMEHEHHUs JIEKapCTBEHHOTO TMperapara Jjis
MEIUIMHCKOTO IIPUMEHEHUS 110 UCTEUEHUN CPOKA T'OAHOCTH;

&) ycioBus XpaHeHus;

X) YKa3aHUC Ha HCO6XOI[I/IMOCTB XpaHCHUS JICKAPCTBCHHOI'O IIp€riapara il MEIUIHUHCKOI'O
MNPUMCEHCHUSA B MECTaX, HCAOCTYITHBIX IJIA I[GTCI\/JI;

LI) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MEPp MPEAOCTOPOKHOCTU IIPU YHUUYTOXKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX IMPEIIApaToOB AJII MCAUIIUHCKOI'O IIPUMCHCHU A,

q) yCJIOBUS OTIYCKa;

II) HAaUMEHOBAaHUS U aJpeca MPOU3BOACTBEHHBIX IUIOIMIAJ0OK IPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapara;

II) HAaMMEHOBaHWE, aJpec OpraHu3aliM, YIOJHOMOUYEHHOM JepXaTeleM WIN BIaAeIbleM
PETUCTPALIMOHHOIO YJOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara JUisi MEAULIHMHCKOIO NPUMEHEHMs Ha
MPUHSATHE IPETEH3MUI OT MOTpeOuTeNs;

6) UHCTPYKILHUIO IO MEAUIIMHCKOMY MPUMEHEHUIO WM KPATKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO
Mpernapara, yTBepKJICHHbIE B CTPaHE MTPOU3BOAUTEINS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

7) IPOEKThI MAKETOB MIEPBUYHOMN YIAaKOBKHM U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara Jsis
MEIUIIMHCKOTO MPUMEHEHHS;

8) MpOEeKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMATHBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
mpemapar Il MeIUIIMHCKOTO IPUMEHEHUS JIM0O0 YKa3aHWe COOTBETCTBYIOIICH (hapMaKOIeHHOW CTaThH,

9) nokyMeHT, coiepxaimuii UHGOPMALMIO O HAIMYUU WIH 00 OTCYTCTBUU (DAaKTOB pErucCTpalvu
JIEKapCTBEHHOI O ITperapara JJjisl MEIUIIMHCKOro IpUuMeHeHus 3a npeaenamu Poccuiickoin denepanuu;

10) xomuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM MOPSAKE M MOATBEPKAAIOIMUX (DaKT
perucTpanyy JEKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapCTBaxX B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOT'0 Iperapara;

11) mnman ympaBiaeHMsT pUCKaMU JUld OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnaparoB s
MEIULUHCKOTO NPUMEHEHHUS;

12) nmoxymeHT o cucteme (apmakoHaa30pa JAepiKaTeNs WIH BIAAETbIa PEruCTPAaUOHHOTO
yJOCTOBEPEHHMSI JIEKApPCTBEHHOT'O Npernapara;

13) nOKyMeHT, MOATBEP)KIAIOLIMN KadecTBO JIEKAPCTBEHHOI'O Ipernapara TPeX IPOMBIIIIEHHbBIX
cepuii (IIPOTOKOJI aHANIM3a WM CEPTU(HKAT aHAIN3a), OJTHA CEPHUSl KOTOPOTO JOKHA COBIA/IATh C CepUe
o0pasma JeKapCTBEHHOTO Tpenapara s MEIWIUHCKOrO MPHUMEHEHHS, MpPEICTaBICHHOTO Ha
rOCY/IapCTBEHHYIO PETHCTPALHIO.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pa3zgen xumuueckoi, gapMalieBTU4eCKOH M OMOJOrMYeCKOW JTOKYMEHTAIMM BKIIOYAeT B ceOs
JOKYMEHTBI, coJieprKalie HHPopMaIuio o papManeBTUHUECKON CyOCTaHIIMH U JIEKApCTBEHHOM ITpernapare
JUIE MEOUIIMHCKOTO NPUMEHEHMSI, MTPOLIECCE €ro MPOMU3BOJACTBA U METOJAX KOHTPOJS KadecTBa, B TOM
qucie:

1) KomHIO TOKYMEHTA, COAEPIKAIIEro CIEAYIOUTYI0 HH(pOopMaLHIo 0 papMaleBTHIECKOi cyOcTaHIuK
Wi QapMaleBTUYECKMX CyOCTaHIUSAX, BXOAAIIMX B COCTaB JIEKApCTBEHHOTO IIpernapara, 3a
UCKITIOUeHrueM uHopManuu o (apMaleBTHUECKUX CyOCTaHIUSAX, BKIIOYEHHBIX B TOCYIApCTBEHHBIH

peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBHM CO CTaThel 34 Hacrosiero @eaepajibHOro 3aKOHa:
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 462-03)

a) HauMeHOBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 0011I1e CBOWCTBA,
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOnU3BOACTBA,

T') ONUCaHKE pa3pabOTKH Mpollecca MPON3BOJICTBA;
1) ONUCAHKNE KOHTPOJIS KPUTUUYECKUX CTAINI MPOU3BOJICTBA U MPOMEKYTOUYHOU MPOIYKIIHH;

€) TOKYMEHTaJIbHOE TIOITBEPKACHHUE (BAIMIAIINSI) POIIECCOB U (UJTH) MX OIEHKA,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIIUX BEIIECCTB;
3) XapaKTepUCTHKA MPUMECEH;
1) cnernudukanus Ha (apMaleBTHIECKYIO CyOCTaHIIMIO U €€ 000CHOBAHHE;

K) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJIA KadecTBa
(dhapmareBTHUeCKON CyOCTaHITNH;

J) NOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaTMAALMS) AHATUTUYECKUX METOAMK, MCIOJIb3YEMbIX MPHU
OCYILIECTBIICHUH KOHTPOJISl KayecTBa (papMalieBTUYeCKoi cyOCcTaHIuY;

M) pe3yJIbTaThl aHAIK3a CepUil (hapMaIleBTHUECKON CYyOCTaHIINN;

H) MIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIIOJIb3YEMbIX MPU OCYIIECTBICHUNU KOHTPOIIS
KayecTBa,

0) OIMCaHME XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaT€pHajOB U YKYIIOPOUHBIX CPEJCTB;
1) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;
P) CPOK T'OJTHOCTH;

1.1) B oTHomeHHH ¢apMaleBTUYECKHX CYOCTaHIMK, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOTO
Ipernapara M BKJIIOUYEHHBIX B IOCYJapCTBEHHBIN PEecTp JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hacrosimiero denepanbHOTO 3aKOHA, - KOMHUS JOKYMEHTA, COJEPKAIEro CJIECIYIOIIYIO
UH(pOpMaIHIO:

a) HauMeHOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA,
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;
B) Pe3yJIbTATHI aHAIHM3a cepuil apMaIleBTUUECKON CyOCTaHIINH;

I') CPOK TO/THOCTH;
(n. 1.1 BBegen ®enepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) HAOKYMCHT, coaep;xamm?l CJICAYIOUC CBEACHHUA O JICKAPCTBCHHOM IIpCIIapaTe AJjid MCAUITUHCKOI'O
MMPUMCHCHUSA:

a) OIMMHUCAaHUC U COCTAaB JICKAPCTBCHHOTO IIperiapaTa JJIs1 MCIUIUHCKOTO IPUMCHCHU A ;

0) ommcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YIIAKOBKU ¥ HHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPONU3BOACTBA,

I) ONHUCaHWe KOHTPOJS KPUTHYECKUX CTaJuil Mpolecca IPOU3BOJICTBA U MPOMEKYTOUHOM
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

MIPOYKLIHY;

J1) HAUMEHOBAHUE M aJIpEC MECTa OCYIIECTBIEHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpenapara Juist
MEAMIIMHCKOTO MPUMEHEHUs (B cllydae HaJlW4yUsl HECKOJbKHUX YYAaCTHHUKOB Ipoliecca IMpPOU3BOACTBA
HE00XO0AMMO yKa3aTh KaKI0Tr0 U3 HHX);

e) apmanieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuanbHBINA OalaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) OIMCaHUE XapaKTEPUCTUK U CBOMCTB yIIaKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BAIHIAIKs) POIIECCOB IPOU3BOJICTBA U (MJIM) UX OIICHKA;

J) TpeOOBaHMA K KayeCTBY BCIIOMOTATEIIbHBIX BEHIECTB (CepTHU(UKAT, crenupuKanms Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 00OCHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOAUKH, MUCIIOJIB3YEMbBIC TIIPpH OCYHICCTBJICHHU KOHTPOJISA KadeCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJAeHUE (BaTUAAIMs) aHAIUTUUYECKUX METOIUK, WCIIOIb3YEMBIX IMPH
OCYILIECTBJIEHUH KOHTPOJISI KaYeCTBa BCIIOMOTraTEIIbHBIX BEILIECTB;

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTSIbHBIX BCIICCTB YCJIIOBCYCCKOT'O MW XHUBOTHOI'O
MMPOUCXOKIACHUA,

1) uHGopMaIus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOro TIpemnapaTra s MEIUIUHCKOIO IMPUMEHEHHs
(cepTudukar, cnenudukaiys Ha JEKapCTBEHHbIN Mpenapar ¥ uX 000CHOBaHUE);

C) AHAIIMTHYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpH OCYHICCTBJICHUHW KOHTPOJIA KA4YCCTBa
JICKApCTBCHHOTO IMpriapara JJIsi MCIUITUHCKOI'O MIPUMCHCHU S

T) JAOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX MCETOJUK, UCIOJIB3YCMBIX IIpU
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IIp€riaparta Al MEAULUHCKOTO ITPUMCHCHUS,

y) Pe3yJIbTaThl aHAIIM30B CEPHIl JIEKAPCTBEHHOTO MIpenapaTa Jisl MEIULIMHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa MprUMecei;

X) MNEpCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIb3YCMbBIX IIPHU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO Iperiapara JJIis1 MCAUITUHCKOTIO MPUMEHCHUS

I1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIpernapara Juisi MeIUIIMHCKOTO TPUMEHEHHUSI.
(dactp 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

6. Pa3z[eJ1 (bapMaKOHOFHqCCKOfI, TOKCHUKOJIOTHYSCKOU JOKYMCEHTAIIMU BKIIFOYACT B ce0s1 OTYETHI O
pe3yiibTaTax JOKIMHUYCCKUX HCCIIeIOBaHUM JICKApCTBCHHOT'O CpCACTBA AJIA MCAUIIUHCKOI'O MPUMCHCHUS,
B TOM 4HUCJIC:

1) otueT o papMaKOTUHAMUIECKIX UCCIICTOBAHMSIX;
2) otueT 0 hapMaKOKMHETHUECKUX HCCIEAOBAHUSAX;

3) OTYET O TOKCUKOJIOTHYECKUX MUCCICIOBAHUSIX.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW TOKYMEHTAllMU BKJIIOYAET B C€0s OTYETHI O pe3yibTaTax KIMHUYECKUX
HCCIIEIOBAaHM JIEKapCTBEHHOTO Mpernapara Al MEJUIIMHCKOTO IPUMEHEHUS, B TOM YHCJIE:

1) oryersl 00 WCCIEAOBAHUAX OWOMOCTYITHOCTH W OHOIKBHBAJICHTHOCTH, HCCIICOBAHUSX,
yCTaHABIUBAIOIIUX KOPPEIAIUIO Pe3yIbTaTOB, MOJYYEHHBIX B YCIOBHUAX 1N Vitro U in vivo;

2) oTueThl 0 (PapMaKOKMHETUICCKUX HUCCIICIOBAHMSIX;
3) oTueTsl 0 (hapMaKOAMHAMUYECKUX UCCIICAOBAHUIX;
4) OTYETHI O KIMHUYECKUX HCCIIEOBAHUSIX Y(P(PEKTUBHOCTH U OE30IIaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHUS (TP HATHYWH ).
(dactp 7 BBeneHa denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeOoBanus k o0beMy HMH(}OpMAIUK, MPEJOCTABIAEMON B COCTaBE PETUCTPALMOHHOTO JI0ChE,
JUIS OT/AETbHBIX BUOB JIEKAPCTBEHHBIX MPENapaToB /s MEIUIMHCKOIO MPUMEHEHHUS YCTaHABIIMBAIOTCS
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJIHUTENIbHON BIACTH.
(uactb 8 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

9. B oTHOLIEHUH JIEKAPCTBEHHBIX INPENAPATOB, PA3PEIICHHBIX UIsI MEJUIIMHCKOTO IIPUMEHEHUS B
Poccuiickoit denepaunu Oosiee ABaAlaTH JIET U B OTHOIIEHHHM KOTOPBIX HEBO3MOXKHO IPOBEACHHE
UCCIIEIOBaHUM MX  OMOPKBHUBAJIEHTHOCTH (32 HUCKJIIOYEHHUEM OHOJOrMYECKMX  JIEKapCTBEHHBIX
IIPENnaparoB), AOIYCKAETCs BKIIOUYEHHUE B COCTaB paszena (papMakoJOTHYECKOW, TOKCHKOIOIMYECKON
JOKYMEHTAIlMM M pa3zesia KIMHUYECKOH NOKyMEHTAallud BMECTO OT4eTa pa3paboTyHKa O pe3ysbTaTax
COOCTBEHHBIX JOKIIMHUYCCKUX I/ICCHG,I[OBaHI/Iﬁ JICKAPCTBCHHLIX CPEACTB U KIIMHHUYCCKHUX I/ICCJ'ICJIOB&HI/Iﬁ
JIEKapCTBEHHBIX IPENapaToB s MEIUIMHCKOrO NpUMEHEeHHs 0030pa HaydHbIX paboT O pe3ynbTaTax
JOKINHHUYCCKUX I/ICCJIGI[OBaHI/IfI JICKAPCTBCHHLIX CPCIACTB W KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JaHHBIX
JIEKapCTBEHHBIX NIPENApaTOB, B TOM UMCIIE BKJIIOYAs ONBIT UX NOCTPETUCTPALIUOHHOTO IPUMEHEHHS.
(uacth 9 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3akoHa OT
27.12.2019 N 475-03)

10. Ilpu rocyaapCTBEHHON pErucTpalMd BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaTroB Ui
MEIUIMHCKOTO TPUMEHEHHUs1 JONYCKaeTcs BKIIOYEHHE B COCTaB paszzena (hapMaKoIOTHYecKoH,
TOKCHKOJIOTMYECKOM JOKYMEHTalMM M pas3jena KIMHUYECKOM JIOKYMEHTallMh BMECTO OTYeTa
pa3paboTuMka O pe3yibTaTax COOCTBEHHBIX IOKIMHMYECKHX HCCIETOBAaHUN JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4yHbIX pabOT O pe3yiabTaTax JAOKIMHUYECKUX HCCIEN0BaHUNA peEepeHTHOro JIEKAPCTBEHHOIO
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mnpenapara U NpeACTaBICHUC BMCCTO KIIMHHYECKUX I/ICCJ'IG,Z[OBaHI/Iﬁ B IIOJIHOM O6”beMe, YCTAaHOBJICHHOM
pasaciom KJIWMHAYECKOMH AOKYMCHTAIMKU, OTUYCTAa O PE3yJibTaTax HCCIIeOBaHUI OHMOPKBUBAJICHTHOCTH
BOCIIPOMU3BEACHHOI'0 JICKAPCTBCHHOI'O IIp€riapara g MCAUIHUHCKOrO IIPHMCHCHUA. He Tpe6yeTc;I
NpeaACTaBJICHUEC OT4YCTA O Ppe3ylibTaTax HCCIICIOBaHUM OMOPKBUBAJICHTHOCTH BOCIIPOMU3BCACHHOT'O
JICKApCTBECHHOT'O IMperiapara A MCAUIUHCKOI'O IPUMEHCHUS, €CIIU PETUCTPUPYIOTCA BOCIIPOU3BEACHHBIC
JICKApCTBCHHBIC MIpCriapaThl JJI1 MCIUIUHCKOI'O IPUMCHCHUA, KOTOPLIC!

1) mpenHa3HayeHbl Ui MapPEHTEPAIBHOTrO (TMOJKO0XHOIO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHUSA U
MIPEJICTaBISAIOT CO00i BOAHBIE PACTBOPHI;

2) npeICTaBISIIOT COOOH PacTBOPHI AJIsl NEPOPATILHOTO IIPUMEHEHMUS;
3) npou3sBesieHb! B OpME MOPOLIKOB UM JTHUO(PUIN3ATOB JUIsl IPUTOTOBIIEHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) ABIAIOTCS YIIHBIMU MJIM IJIA3HBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3Ha4YCHbl JI1 MCCTHOI'O IIPUMCHCHUA U IIPUTOTOBJICHLI B (1)opMe BOJIHBIX PAaCTBOPOB;

7) IPEICTABISIFOT COOOM BOJHBIC PACTBOPHI JJISI MCIIOJIB30BAHUS B (POPME MHTASIIIHA C ITOMOIIBIO
HeOyaif3epa WK B KaueCTBE Ha3aJbHBIX CIIPEEB, MPUMEHSIEMBIX C TTOMOIIBIO CXOJIHBIX YCTPOUCTB.
(dactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. Jlna ciydaeB, ykazaHHbIX B myHKTax 1 - 3, 5 - 7 wuactu 10 HacTosmed craThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIH Ipenapar uisi MEIULHMHCKOIO NPUMEHEHHs JOKEH COAepXkaTb
TaKue K€ BCIIOMOTAaTeJIbHbIE BELIECTBA B TAKUX K€ KOJMYECTBAX, KAK M peepeHTHBIN JIeKapCTBEHHBIN
npenapaT. Eciu cocTaBbl BCIIOMOTraTENIbHBIX BELIECTB Pa3IMYaroTCsl, 3asBUTENIb JOJDKEH MPEJCTABUTH
JI0Ka3aTeJIbCTBA TOTO, YTO HMCIOJIb3YEMbIE B JaHHBIX KOHIICHTPALMSAX BCIIOMOTaTENIbHBIE BEIIECTBA HE
BIUAIOT Ha Oe3omacHOCTh M (WiH) 3¢P(EKTUBHOCTh JIEKAPCTBEHHOTO Mperapara s MEIUIIMHCKOTO
npuMeHeHus. B cityuae, ecnu 3asgBUTENb HE MOXKET MPEJICTABUTh TaKUE JI0KA3aTeIbCTBA U (UJIM) HE UMEeT
JIOCTyNa K COOTBETCTBYIOLUM JIaHHBIM, OH JIOJKEH IMPOBECTU COOTBETCTBYIOIIME HCCIECJOBAHUS JUIs
JI0Ka3aTeNbCTBA OTCYTCTBHUSI BJIMSHHUS Pa3HBIX BCIOMOTAaTEIbHBIX BEIIECTB WM BCIIOMOTATENIbHBIX
yCTpoHCTB Ha Oe3omacHOCTh M (Wiu) 3¢(HEKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara Jjisi MEIUIIMHCKOTO
IIPUMEHEHHUS B COOTBETCTBUU C AKTaMH, COCTABIIIOIMMU NPaBo EBpa3uiickoro 5KOHOMHUYECKOTO CO03a.
(gactp 11 BBenena denepanbHbiM 3aKk0oHOM OT 22.12.2014 N 429-03; B pen. denepanbHOTO 3aKOHA OT
22.12.2020 N 444-D3)

12. Ilpu rocyaapcTBEHHOM perucTpaiiy KOMOUHAIUN paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
[penaparoB  id  MEAULUHCKOIO IPUMEHEHUS [JOIyCKAaeTCs BKIIOUEHHE B COCTaB  pasjela
(hapMaKoJIOTHYECKOW, TOKCHKOJOTUYECKOW JOKYMEHTAllMM U pasjiena KIMHUYECKOH JIOKyMEHTalluu
BMECTO OT4eTa pa3paboTYMKa O pe3ydbTaTax COOCTBEHHBIX JIOKIMHUYECKUX MCCIIEJOBAHUMN
JIEKapCTBEHHBIX CPEJACTB 0030pa HayyHbIX paboOT O pe3yiapTaTax JIOKIMHUYECKUX HCCIETOBaHHM
peepeHTHBIX JIEKAPCTBEHHBIX IPEMNapaToB, BXOJAIIMX B COCTaB KOMOWHAIMM JIEKapCTBEHHBIX
[pernapaToB, U 00 OTCYTCTBHM UX B3aUMO/ICUCTBUS B OJIHOM JIeKapcTBEHHOU (hopMe.

(uacth 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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13. Ha »skcnepTu3y pa3iMuHbIX JIEKAPCTBEHHBIX ()OPM OJHOrO M TOrO K€ JIEKAPCTBEHHOI'O
npernapata s MEAULMHCKOTO IPUMEHEHHUS 3asBUTEIb IPEJCTABISIET OTACIbHBIE 3asBICHUS WU
pEerucTpanoHHble J0ChEe Ha KaXXKIYIO JIeKapcTBEHHYIO (Gopmy. IIpu ycnoBuM oAHOBpEMEHHOM MOJauu Ha
SKCHEPTH3y OJHON JIEKApCTBEHHOH ()OPMBI C pPa3NUYHBIMU JO3MPOBKOM, KOHIEHTpamuen, o0beMoM
3asiBUTEIIb IIPECTABIISIET OJHO 3asBJICHUE U PETUCTPALIMOHHOE JOChE C MIPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXIYIO JO3UPOBKY, K&KIYI0 KOHIIEHTPAINIO, K&KABIH 00beM U KaX/10€ KOJIMYECTBO /103 B YIIAKOBKE.
(dactb 13 BBeneHa denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perucrpanuu ophaHHOTO JIEKAPCTBEHHOTO Mpemnapara 3asBUTEIb
npecTaBiseT nHpopmannoo, HeoOX0IUMYIO JUIsl (OPMUPOBAHUS pa3jeia KIMHUYECKOW JOKYMEHTAaIuH,
B 00beMe, YCTAaHOBJICHHOM YIIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOJTHUTEIBHOW BIIACTH.

(uacth 14 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu perucrpauuu OHOJOTMYECKOrO JIEKAPCTBEHHOIO IIpenapara, IMOJy4YEeHHOIO M3 KpOBH,
IUIa3Mbl KPOBU YEJIOBEKa, B COCTABE PETUCTPALMOHHOIO J0Che Ha JIEKAPCTBEHHBIM mpenapar ajs
MEIUIIMHCKOTO IPUMEHEHUSI TOJIKHBI OBITH IIPEJCTABIIEHBI JOTIOJIHUTEIBHO:

1) B pa3mene [OKyMEHTallMd aJMHMHHUCTPATUBHOIO XapakTepa JOKYMEHT, COAepKallui
nHpopManuo 0 cyObeKTax oOpaimieHusi JOHOPCKOW KpOBH M (WJIM) e€e KOMIIOHEHTOB, O TOM, TJe Obuia
ocyllecTBiIeHa JoHauMs (KpoBHM M (WIM) TUIa3Mbl KPOBH), a TakkKe HaHHbIE 00 HHQEKIMOHHBIX
3a00JICBaHUAX, NEPEAAIONIMXCSA IMAPEHTEPATbHBIM IyTeM, HH(pOpMaIms O CyObeKTax oOpalieHus
JOHOPCKOW KpOBU U (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHUHM KOTOPBIX OCYIIECTBISIETCS KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazzaene XUMUYECKOH, (hapMarieBTHUECKON 1 OMOIOTUYECKON TOKYMEHTAIIUU:

a) KpUTEpUU M CIOCOObI 0TOOpa, TPAaHCIOPTUPOBAHUS M XPAHEHHUsS] JOHOPCKOW KpPOBM M (WiIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl UCCIIEOBAaHUI OTOOpPaHHBIX JTOHOPCKOW KpOBU M (MJIM) IJIa3Mbl KPOBU U IYJIOB Ha
HaMyue Bo3OyauTened uWHGEKIMH, BkIOYas HHGPOpMAIMIO 00 HCHOJIb30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM M B cilydyae HCCIEIOBAHMS IYJOB IUIa3Mbl KpPOBU pE3YyJIbTaThl JOKYMEHTaJIbHOTO
MOJTBEPKIEHUS (BaIMAIIMH) UCIIOJIb30BaHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTEPUCTUKH YIAaKOBKH sl 0TOOpa JTOHOPCKOM KPOBU U (WMJIM) IJIa3Mbl KPOBH,
BKJIFOYast HH(pOpMaIHIO 00 UCTIOIb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(dactb 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

16. KnuHnueckue ucclieoBaHUs JIEKAPCTBEHHOTO MpernapaTta i MEAUIIMHCKOTO MPUMEHEHUs B
[eJIIX €ro TOCYJapCTBEHHOM peructpauuu npoBojarcs B Poccuiickoit ®enepauuu B TOPSJIKE,
YCTAaHOBJIIEHHOM cTaThsiMu 38 - 44 mnHacrosimero ®enepanbHOro 3akoHa. OTYET O MPOBEEHHBIX
WCCTIEIOBAHUSAX BKJIFOYACTCS B COCTAB pasiefia KIMHUYECKOW JOKYMEHTAIIUU PErUCTPAIIMOHHOTO JI0ChE
Ha JIEKapCTBEHHBIN Mpenapar s MEIULMHCKOro mpuMeHeHus. s JieKapCTBEHHBIX IMpenapaToB s
MEIUIIMHCKOTO TIPUMEHEHHUsS, B OTHOIICHUH KOTOPBIX B PE3YJIbTaTe OSKCIEPTU3Bl JOKYMEHTOB,
MPEACTABICHHBIX [IJIl OMNpENENeHUsT BO3MOXXHOCTH pPAacCMAaTpPUBATHh JICKAPCTBEHHBIM Mpenapar ais
MEIUIIMHCKOTO TPUMEHEHUsSI B KadecTBE Op(aHHOTO JIEKAPCTBEHHOTO Mperapara, Takas BO3MOXXHOCTH
MpU3HAHA M B OTHOILIEHWU KOTOPBIX IPOBEACHBI KIMHUYECKUE HCCIIEIOBAHUS, BBINOJHEHHBIE 3a
npeaenamu Poccuiickoit denmeparuu B COOTBETCTBHH C TPAaBWIAMH HaJUIeKaIeld JabopaTOpHOU
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MPAaKTUKU M MpaBUJIaMH HQJICKAIIEH KIMHUYECKOM MPAKTHUKH, JIOMYCKAETCs BKJIIOYEHHE B COCTaB
pasaena KIMHUYECKOW JOKYMEHTAllMM BMECTO OTYETAa O pe3yJibTaTax KIMHUYECKUX HCCIEAOBaHMMI
JIEKapCTBEHHOT 0 Ipenapara JJisi MEAUIMHCKOI0 MMPUMEHEHHsI, TPOBeIeHHBIX B Poccuiickoit denepaunu,
OoT4ETa O pe3ysibTaTax KIMHUYECKUX MCCIEAOBAaHMM, BBIIIOJIHEHHBIX 3a mpeaenamu Poccuiickon
denepanuu.

(dactb 16 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

17. B ciyuae HenpeacTaBlICHHS C 3asSBJICHHEM O T'OCYAapCTBEHHOW PETHCTPAIMH JIEKapCTBEHHOTO
npemnapara st MCAUIUHCKOTO NPUMCHCHUA JOKYMCHTOB, IMOATBCPKAAOIINX YILIATY FOCYI[apCTBeHHOﬁ
NOUUTMHBI M YKa3aHHbIX B myHKTe 10 wactm 2 HacTOsIIEH CTaThbH, a TaKXkKe BbBIIABACMBIX
(mpenocTaBisieMbIX) — YIOJTHOMOYEHHBIMH  (pelepalbHBIMH ~ OpraHaMH  WCIOJHUTEIBHOW  BIJIACTH
JTOKYMEHTOB (CBEICHUII), YKa3aHHBIX B IyHKTaxX 3 W 4 yacTu 4 HACTOSIIEH CTAaThbH, YIIOJIHOMOYECHHBIN
(benepanbHBIE OpraH WCIOJHUTEIHFHON BJIACTH 3alpalldBacT yKa3aHHBIE JOKYMEHTHI (CBEIEHHUS) B
HOPSIIKE MEKBEIOMCTBEHHOTO HH(OPMAIIHOHHOTO B3aUMO/ICHCTBHSI.

(uactb 17 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He nomyckaercs HCHONB30BaHHE B KOMMEPUECKHUX IeNnax HHPoOpMaAlMu O pe3yabTaTax
JTOKJIMHUYECKUX UCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKHUX HCCIICIOBAHUN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTE]EM MJs TOCYAapCTBEHHOM
perucTpanyy JIEKapCTBEHHOTO IIperapara, 0e3 ero corjacus B TEUYEHHE UIECTH JET C JaThl
roCy/IapCTBEHHON perucTpaiuu pedepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoit denepanuu.
(dactpb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19. Jlepkarens WM Biajesel] PEeTUCTPAMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Mperapara Ha
OMOTEXHOJIOTHUSCKUN WM OpdaHHBINA JICKAPCTBEHHBIN IIpernapaTr 00s3aH MPEJAOCTABISITh HA BO3ME3THON
OCHOBE 00pa3ibl peepeHTHOTO JIEKApPCTBEHHOTO MperapaTa 3asiBUTEINSIM sl POBEACHUS KITMHUYECKHIX
uccnenoBanuii. CtouMocTh oOpasiia pedepeHTHOro JIEKapCTBEHHOTO IIpenapara, BKJIIOYEHHOTO B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX M BOKHEHIINX JIEKaPCTBEHHBIX MPENapaToB, He JOHKHA MPEBHIIATh
3apETHCTPUPOBAHHYIO TPEICIbHYIO OTITYCKHYIO IICHY Ha pe(epeHTHBIN JIGKApCTBEHHBIA Tperapar WIH
[[EHY Ha JICKApCTBEHHBI MpernapaT B CTpaHe MPOU3BOAUTEIIS.

(dactpb 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20. 3asgBiIeHUE O TOCYAAPCTBEHHOM pErucTpaly BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOIO Mpernapara
JUIS MEAMLIMHCKOTO IPHUMEHEHHUSI MOXET ObITh MOJaHO B YIOJHOMOYEHHBIN (enepanbHblii opran
UCIIOJIHUTEIIBHOW  BJIACTH, OCYIIECTBISIOIIMM TIOCYJAapCTBEHHYI0 PETUCTPALUIO  JIEKAPCTBEHHBIX
[pernapaToB, MO HCTEYEHHWU YEThIpEeX JIeT C JAaThl TOCYAApCTBEHHOM perucTpanuu pedepeHTHOro
JIEKapCTBEHHOT O npemnapara B Poccuiickon Penepauum.
(dactb 20 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21. 3agBieHue O TOCYJapCTBEHHON  perucrpauuu  OuoaHanoroporo (6MomogoOHOTrO)
JIEKapCTBEHHOTO MperapaTa (6roaHaaora) MoOKeT ObITh TTOIAaHO B YIIOJITHOMOYECHHBIN (peepanbHbIi Opran
UCIIOJIHUTENIBHON  BIIACTH, OCYIIECTBISIIOIIMM  TOCYJapCTBEHHYIO PpErucTpaluio  JIEKapCTBEHHBIX
IpernapaToB, IO HCTEYEHHWU TpPeX JeT C JaTbl TOCYAapCTBEHHOM peructpauuu peQepeHTHOro
JIEKapCTBEHHOTIO npenapara B Poccuiickon denepanum.

(uactb 21 BBeaena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BAAJENEl PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKApCTBEHHOTO Iperapara
MIPEACTABIISIET B YIOJTHOMOYEHHBIN (DenepanbHbIi OpraH HCIOTHUTEIBHOW BJIACTH, OCYIECTBIISIOIINI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(YHKIHMH 110 KOHTPOJIIO U HAA30pY B cdepe 3ApaBOOXpaHECHHS, OTYET 0 pe3ybTaTaM (apMaKkoHaa30pa
OJIUH pa3 B IIECTh MECSIEB B TEUCHHUE JIBYX JIET MOCIE rOCYIapCTBEHHON PETUCTPAIMU JICKAPCTBEHHOTO
npemnapara B Poccuiickoit denepannu, €XerogHo B TEUCHUE MOCICAYIOMMUX TPEX JIET U B JaJbHEUIIIEM
OJIMH pa3 B ISITh JIET.

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

Cratbsa 19. anIHFlTVIe peweHnsAa O BbliAaayde 3KCNepTHOMY y4pexaeHuro 3agaHuA Ha
npoBeAeHUe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B tedenue necaTy pabouyux JHEH cO JHS MPUHATHUS 3a8BJICHUS O TOCYAApCTBEHHOMN perucrpanuu
JEKapCTBEHHOTO  Tperapara  COOTBETCTBYIOIIMK  YIIOJHOMOYEHHBIA  (elepanbHbIi  opraH
MCTIOJHUTEJIBHOW BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OpPMIICHUS
MNpEACTABJICHHBIX AOKYMCHTOB PErUCTPAllMOHHOIO0 JOCHE Ha HeKapCTBeHHBIfI npemnapar U IMPUHUMACT
pelleHne O BbIAAaYe 3aaHKsl Ha IPOBEACHUE:

1) skcnepTu3bl AOKYMEHTOB, IPEICTaBICHHBIX JUIS ONPEIECJICHHUS BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIM Ipenapar JUisi MEAMLUHCKOTrO NPUMEHEHHUs INPU OCYLIECTBICHUU TOCYAapCTBEHHOU
perucTpanyy B KayecTse Op(PaHHOro JEKapCTBEHHOI'O MIpenapara;

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B 4aCTHU SKCIICPTU3BI KAUYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M SKCIICPTU3bl OTHOLICHUSA omnaaeMoﬁ IMOJIB3bI K BO3MOKXHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

3) 3KCepTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA B YACTU HKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOI'O CPEICTBA
U DKCIEPTU3bl OTHOLICHUS OXUIAACMOW IOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHUs JIEKaPCTBEHHOIO
mpenapara Uil MEIWLIHMHCKOTO IIPUMEHEHHs B TIOPAJKE YCKOPEHHOM IIPOLENYpPHl OKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) HSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBA B OTHOIIEHWH JIEKAPCTBEHHOTO TIpemapara s
BETEPUHAPHOTO TPUMEHEHUSI.

2. YoMHOMOYEHHBIN (eepaibHbI OpraH MCIOJHUTEIBLHON BJIACTH YBEAOMIISIET B DJIEKTPOHHOM
dbopMe unaM Ha OyMa>KHOM HOCHTENE 3asgBUTENS U JKCIEPTHOE YUPEKIECHUE O MPUHSATOM PEIICHHH O
BbIJIaY€ 3aJJaHUI Ha IPOBEAECHUE IKCIIEPTU3, TPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH, U B CIIydae
He0oOXOIMMOCTHU O BbIJaue pasperieHus Ha BBo3 B Poccuiickyro deaepainio KOHKPETHON MapTUH, CEPUH
3apETUCTPUPOBAHHBIX W (MJIM) HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MPOBEICHUH NIPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKAa3aHUEM IPUYHMH TAaKOT'O OTKa3a.

3. B cnyuae BbISBIEHHS OTCYTCTBHUS HIJIM HEIOCTOBEPHOCTH HH(OpPMAIMH, COAepKalleics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBINH (efepatbHblid OpraH HCHOTHUTEIBHOM
BJIACTH HAMpPABIIAECT 3asfBHUTENI0 3ampoc 00 YTOYHEHWH »HToW wuHPopMamuu (Jamee - 3ampoc
YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa MCHOJHUTENHHON BIIACTH), KOTOPBIA MOXET OBITH MepeiaH
VIIOJTHOMOYCHHOMY TPEJICTABUTEIIO 3asBHTENS JIMYHO ITOJ PACIHCKY, HAIPAaBIEH IO IMOYTE 3aKa3HBIM
MUCEMOM HJIM TI€pPEe/IaH B DIEKTPOHHOHN (hopMe MO TeIeKOMMYHHKAIIMOHHBIM KaHaiaMm CBsi3u. B ciydae
HaNpaBJICHUsI 3ampoca YIIOJIHOMOYEHHOTO (peepaslbHOTO OpraHa HWCIIOJHUTENFHOW BJACTH IO ITOYTE
3aKa3HbIM THUCHBMOM OH CUYHUTAeTCS TOMYyYEeHHBIM MO HMCTEUCHHH IIECTH THEH C JaThl HANpaBICHUS
3aKa3HOTO MHCHMA.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

4. 3asBuTenb 0053aH MPEJICTaBUTh OTBET HA 3alpOC YIOJIHOMOYEHHOTO ¢eAepalbHOro opraHa
WCIIOJIHUTEIILHON BIACTU B CPOK, HE MPEBBIMIAIONIUN ACBIHOCTA PabOUMX JAHEW CO JHS €r0 MOTYYCHHS.
Cpok, yka3aHHbIA B 4acTU | HAcTOsAIIEH CTaThbH, MPUOCTAHABIMBAETCS CO JHS HAIPABJICHUS 3asBUTEIIO
3ampoca YMOJTHOMOYEHHOTO (heepaqbHOr0 OpraHa WCHOJHUTEIBHON BIACTH IO JHS IOJYYCHHS HM
COOTBETCTBYIOLIEr0 OTBETA.

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThlo | Hacrosmien
CTaTbH, SBISETCA MPEACTaBIEHUE HEOOXOAMMBIX JUIsI HPOBEAEHUS IPEIyCMOTPEHHBIX 3KCIEPTU3
JOKYMEHTOB B HEIIOJIHOM 00bEME WIJIM HENPEJCTaBJICHUE 3asBUTEIIEM B YCTAHOBJIEHHBIN CPOK OTBETA Ha
3alpoC  YMOJIHOMOYEHHOr0 (he[epajlbHOrO0 OpraHa HCHOJHHUTEIbHON BIACTH, a TAKKe IpeICTaBIEHUE
JOKYMEHTOB, HE CO/ICPIKAIIMX MCYEPIBIBAIOLIETO MEPEYHS HEOOXOAUMBIX CBECHHMA.

6. Ilpn oTka3e B OpraHM3alUu 3KCHEPTU3bI, IPEIYCMOTPEHHOM IyHKTOM 4 yacTu | Hacrosen
CTaTbhH, JOKYMEHTHI, BXOJAIIME B COCTaB PETMCTPALIMOHHOTO JOCHhE HA JIEKAPCTBEHHBIM Npernapar A
BETEPUHAPHOTO NMPUMEHEHUS,, MOT'YT ObIThb BO3BpALICHbI 3aSBUTENI0 Ha OCHOBAaHMM €r0 MHCbMEHHOI'O
3arpoca, HalpaBJIE€HHOTO B YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCHOJHUTEIbHON BJIACTH B TEUCHHE
TpUILATH pabouuX JHEW cO JHS NPUHATHS YIOJIHOMOYEHHBIM (peeparibHbIM OPraHOM UCIIOJIHUTEIbHON
BJIACTH pelieHust 00 OTKa3e B OpraHMW3ally TaKOH SKCHEPTU3bL. YIOJIHOMOYEHHBIN (penepanbHblii opran
UCIIOJHUTEJIBHOW BJIACTH BO3BpALAET 3asBUTENIO YKa3aHHbIE JOKYMEHTBHI B TE€UEHHE JAECATH pabouMx
JTHEH CO JIHS MOJIYYEHUSI COOTBETCTBYIOIIETO 3alIpoca 3asiBUTEIIA.

(uacTb 6 BBeneHa denepanbubiM 3aKkoHOM OT 02.08.2019 N 297-03)

Ctatbsa 20. 3KCI'IepTM3a AOKYMEHTOB, npeacTaBJieHHbIX AnA onpeaeneHus
BO3MOXHOCTU paccMaTpyMBaTb JleKapCTBEHHbIW npenapaT AnA  MeAULMHCKOro
npUMeHeHus npu ocyuwecTtBlieHUn rocynapCTBeHHoﬁ perncrtpaunm B Ka4decCcTBe
opdaHHOro rnekapcTBeHHOro npenapara

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

1. DkcnepTusza JHOKYMEHTOB, MPEACTABICHHBIX AJIA ONPEAENICHUs BO3MOXHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA TIpenapar Il MEAUIIMHCKOTO TMPUMEHEHHUsI MPU OCYIIECTBICHUU TOCYAapCTBEHHOM
peructpanuu B KadecTBe Op(haHHOTO JIEKapCTBEHHOTO MperapaTa, COCTaBIEHHE KOMHUCCUEH JKCIEPTOB
3aKJTIOYEHUST O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIM Mpemapar s
MEIULUHCKOTO TPUMEHEHUS] TMpPU OCYIIECTBICHUH TOCYAApCTBEHHOM pErucTpallud B KayecTBE
op(aHHOTO NEKAPCTBEHHOTO TMpernapaTa W HalpaBJIeHUE JAHHOTO 3aKIIOYEHUsS B YIOJTHOMOYEHHBIN
benepanbHBIA OpraH MCIOJHUTEIHHON BJIACTH OCYIIECTBIAIOTCS B CPOK, HE MPEBHIMIAIOIINNA TPUALIATH
pabouux AHEHN CO THA MOTYUYEHHUs SKCIEPTHBIM YUPEKICHUEM 3aJIaHUSI YITOJTHOMOYEHHOTO (heepaibHOTO
OpraHa UCTHOJHUTENIbHON BIACTH U B AJIEKTPOHHOU (hopMe MM Ha OYMa)KHBIX HOCHUTENSAX HEOOXOIUMBIX
JIOKYMEHTOB, yKa3aHHBIX B TyHKTax 1, 2, 5, 6, 10 wactu 4 u B wactu 7 crarbu 18 HacTosmero
®denepanbHOroO 3aKOHA.

2. JIOKyMEHTBI, COJiepKalluecsi B PETHCTPAIMOHHOM JOCh€ Ha JIEKApCTBEHHBIA IMpenapar Hu
MOCTYIUBIIINE HA OYMaKHBIX HOCUTENAX B OKCIIEPTHOE YUPEXKICHUE IS OCYIIECTBICHUS X SKCIIEPTH3BI
JUISL  ONPEAENICHUsT BO3MOXHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM TMpenapar il MEIUIMHCKOTO
NPUMEHEHUs B KauecTBe oOpdaHHOTO JEKapCTBEHHOTO Tperapara, MOoJJeKaT BO3BpaTy B
YIOJITHOMOYCHHBIA (pefepalbHbIi OpraH HCIOJHUTEIHHOW BJIACTH OJHOBPEMEHHO C 3aKIIOUYEHHUSIMH
COOTBETCTBYIOLUX IKCIEPTU3.
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?;ipﬁ'le‘f:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

Cratba 21. PeweHne 0 BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbLIW npenapar
npuM OCyLWeCcTBNEHUM TrocyAapCTBEHHOW perucTtpauMm B KadyecTBe opdaHHOro
nekapcTBeHHOro rnpenapara

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

1. B cpok, He MpEeBHILAIOUINNA NATH PadOYNX JHEH CO JHS MOMYyYSHHs 3aKIIOYCHHUs, YKa3aHHOTO B
gactu | crarbu 20 Hacrosmiero deaepalbHOrO 3aKOHA, YIIOJHOMOYCHHBIH (enepanbHbId OpraH
HCIIOJIHUTEJIBHON BJIAcCTU OCYILIECTBIISIET OLEHKY IIOJYyYEHHOTO 3aKJIIOUEHHUS Uil OIpPENEICHUs €ro
COOTBETCTBHUS 3aJAHUI0 HA MPOBEJIECHHUE COOTBETCTBYIOLIEH SKCHEPTHU3bl M YBEAOMIISIECT 3asBUTENS B
AJIEKTPOHHON ¢opMe WM Ha OyMaXHOM HOCUTENIE O pe3ylbTaTax HpPOBEIEHHOW HKCIEPTH3BI C
MIPUJIOKEHHUEM KOIHMH HKCHEPTHOTO 3aKII0UYeHHs (C coXpaHeHHeM KOH(GUACHIINAIbHOCTH HHPOPMAIIUH O
COCTaBE AKCIEPTHOW KOMUCCUHU) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH paccMaTpUBAaTh JIEKAPCTBEHHBIN
npenapar s MEJUUMHCKOTO MPUMEHEHMS MpPU OCYIIECTBIECHUM TOCYJApPCTBEHHOM pErucTpanuu B
KadecTBe Op(PaHHOTO JICKapCTBEHHOTO Tpernapara.

2. Ilpu BbIHECEHMM KOMHCCHUEH OSKCIEPTOB 3aKIIOYEHHS O BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMLIMHCKOrO NPUMEHEHHUS NpPU OCYIIECTBIECHUU TOCYAAPCTBEHHOU
perucTpanuu B kKauecTBe op(haHHOTO JIEKAPCTBEHHOTO Mpenapara yrnoJHOMOUYEHHBIHN (enepalbHblil opran
WCTIOJTHUTEJIEHOW BJIACTH B CPOK, HE MPEBBIMIAIONINN TATH pab0vMx JHEW CO IHS TOJIYYECHHUS TaHHOTO
3aKJIIOUEHHUs, TMPUHUMAET pElIeHHEe O BbIaue 3a/laHds Ha MPOBEICHUE OKCIEePTH3bl KadyecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTHU3bl OTHOLICHUS OKUJAEMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHUS JICKapCTBEHHOIO Mpernapara i MEOUIIMHCKOTO MPUMEHEHHsI B MOPSJIKE YCKOPEHHOM
MPOLEAYPBl AKCIEPTU3bl JIEKAPCTBEHHOT'O CPEJACTBA B COOTBETCTBHUM CO CTaTheil 26 HACTOALIETO
denepalbHOTO 3aKOHA.

3. B ciiydae npuHATHS pelIEHUs] O HEBO3MOKHOCTH paccMaTpHUBaTh JIEKapCTBEHHBIN Mpenapar Ajs
MEIHUIIMHCKOTO TPUMEHEHUS TpU TOCYJApCTBEHHON  perucTpalud B  KadecTBe Op¢aHHOTO
JIEKApCTBEHHOT'O  MperapaTa YINOJTHOMOYEHHBIM  QefepanbHbId  OpraH HUCIHOJHUTEIBHONH  BJIACTH
MpeKpaniaeT npoueaypy rocy1apCTBEHHOW perucTpanuu JICKapCTBEHHOTO Mpenapara. 3asBUTEb BIIpaBe
0o0paTUThCA B PETUCTPUPYIOIIUA OpraH C 3asBICHHEM O TOCYJApPCTBEHHON PETHUCTPAIMH YKa3aHHOTO
JIEKapCTBEHHOTO MpernapaTa B COOTBETCTBUU CO cTaThel 18 HacTosmero deaepalbHOrO 3aKOHA.

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

Ctatba 23. 3kcnepTu3a KauvyecTBa JieKapCTBEHHOro cpeacTBa M 3KCnepTusa
OTHOLWEeHusA O)KM,ﬂaeMOﬁ noJib3bl K BO3MOXHOMY PUCKY NMPUMEeHeHus rnekKkapcrtBeHHOro
npenaparta gnd MeanumnHCKOro npuMmeHeHus

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

1. DkcnepTH3a KauecTBa JIEKapCTBEHHOTO CPEACTBA U 3KCIEPTU3a OTHOIIECHUS OKUAAEMOM IOJIb3bI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOIO Mpernapara Uil MEIULIHUHCKOTO IMPUMEHEHHs,
COCTABJICHME KOMMCCHSIMU DKCIIEPTOB 3aKJIIOYEHUM [0 pe3yJabTaTaM IPOBEACHHBIX OJKCIEPTU3 U
HalpaBJIEHUE ATHX 3aKJIIOUEHUN B YIIOJHOMOYEHHBIN (efepanbHbIi OpraH HCIOJHUTEIBHONU BIACTH
OCYILIECTBISIOTCS B CPOK, HE MPEBBIIAIOIIUI CTa AECATH PadOUYMX JTHEH CO JTHS MOTyYeHHS SKCIIEPTHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO 3aJlaHMsl YIOJTHOMOYEHHOTO (pe/lepaibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTU M HEOOXOJAMMBIX IOKYMEHTOB B AJIEKTPOHHOU (hopMe Wi Ha OyMa)KHbIX HOCUTEIISX.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Koncynsrantllintoc: npumeuyanue.

Ilo 3asBnenuto, noganHoMy B Munszapas Poccun no 11.04.2022, npu HEBO3MOXHOCTH INPOBEIEHUS
9KCHEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEICTB B OJKCIEPTHOM YUPEKICHUHU, JONYCKaeTCs ee
MIPOBEICHUE TIOCPEACTBOM MCTAHIIMOHHOTO B3aUMOJICWUCTBUS, MOPSAAOK U (POPMBI KOTOPOTO
OIPENIENIAIOTCA SKCIEPTHBIM YUYpEeXJAEeHUeM Mo coriacoBanuto ¢ 3assureinsiMu  (IloctanoBnenue
IIpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue IeBAHOCTA JHEH CO JHSA IONYYEHHUS PEIICHUS YIOJIHOMOYEHHOro (eaeparbHOro
OpraHa HCIIOJIHUTEIbHON BJIACTH O INPOBEIEHUM HKCIEPTU3, MPEAYCMOTPEHHBIX 4acTbhlo | HacTosuien
CTaTbH, 3aABUTEIIb IPEACTABIIACT B JKCIEPTHOE YUYPEKICHUE I NPOBEACHUSA SKCIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpEICTBAa 00paslibl JIEKAPCTBEHHOIO Ipenapara Ajisi MEIULHUHCKOIO MpHUMEHEHUS,
IIPOU3BEJCHHOIO B COOTBETCTBUU C TPEOOBAHUSAMH ONBITHO-IPOMBIIIICHHOTO U (WJIM) MPOMBIIUIEHHOTO
pErIaMeHTOB, YTBEP/KICHHBIX PYKOBOJIUTEIEM IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB, a TAaKXKE B
COOTBETCTBYIOLIMX CiIydasix 00pa3ibl hapMaleBTUUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTraHU3MOB,
KYJIBTYpBI KJIIETOK, 00pa3Iibl BEIIECTB, IPUMEHIEMBIX JIJIsl KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO CPEICTBA
IIyTE€M CPaBHEHUS C HUMHU HCCIETYyEMOro JIEKAPCTBEHHOI'O CPECTBA, B KOJIMYECTBAX, HEOOXOIUMBIX JJIs
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJIS Ka4eCTBa.

3. Ilpu nomyueHun oOpa3LOB JEKApCTBEHHOIO Ipernapara M (apmaneBTUYECKOM cyOcTaHLUU
OKCICPTHOC YUYPCKIACHUC BbIAACT 3adABUTCIIO OOKYMCHT, HOI[TBep)KIIaIOHII/Iﬁ IMMOJIYYCHHEC YKa3aHHBbIX
00pa3loB, U B CPOK, HE MIPEBBIILIAIOIINN TpeX padouux JHEH, yBeOMIIET B 3JEKTPOHHONW Gopme UiIu Ha
OyMa)KHOM HOCHUTeIIE 00 STOM yIOJTHOMOUYEHHBIH (e/iepantbHbIi OpraH NCTIOTHUTEIBHOW BIACTH.

4. YxazaHHbIE B YacTsIX 2 U 3 HACTOSIIEH cTaThbU CPOK ISl MPEACTaBICHUS 3asiBUTENIeM 00pa3loB
JIEKapCTBEHHOI'0 IpernapaTa M (apMaleBTUYECKOM CyOCTaHIIMM U CPOK YBEJOMJIEHUS AKCIEPTHHIM
yupexaeHueM o0 53ToM Ha OyMaXXHOM HOCHTENIE YIOJIHOMOYEHHOro (eaepalbHOro oOpraHa
VICIIOJTHUTEJIBHON BJIACTU HE BKIIKOYAKOTCA B CPOK IPOBEACHUS JKCIIEPTU3, NPEIYCMOTPEHHBIX YaCThIO |
HACTOSAICH CTaTbHU.

5. JIOKyMEHTBI, TNOCTYNHMBIIME B DJKCIEPTHOE YUYPEKACHUE JUII TPOBEICHUS OKCIEPTHU3,
IPEJYCMOTPEHHBIX YaCThlO | HACTOSILEH CTaThH, MOAJIEKAT BO3BPATY B YIIOJIHOMOYEHHBIN (enepanbHbIil
OpraH HCIIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMH, IOJIYYEHHBIMH IO pE3yJbTaTaMm
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Cratba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXMAAeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI JNIeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMeHeHus

1. DkcnepTh3a KauecTBa JIEKapCTBEHHOTO CPEACTBA U 3KCIEPTU3a OTHOIIECHUS OKUAAEMOM IOJIb3bI
K BO3MOXXHOMY pHCKY IPHMEHEHMS JIEKapCTBEHHOIO IIpenapara il BETEPUHAPHOIO IPUMEHEHHS,
COCTABJICHME KOMHUCCHUSAMHU DOKCIEPTOB 3aK/IIOYEHHMM II0 PE3yJbTaraM YKa3aHHBIX JOKCIEPTU3 U
HalpaBJIeHWE TAaKUX 3aKIIOUYEHUN B YIOJHOMOYEHHBIN (elepaiabHbli OpraH HCIOJHUTENBHON BIACTH
OCYILIECTBISIOTCS B CPOK, HE TPEBBIIAIOIIUI CTa AECATH PabOUYMX JTHEH CO JTHS MOMYyYEHHS SKCIIEPTHBIM
YUPEKACHUEM 3a/laHusl  YIOJIHOMOYEHHOro (helepaJlbHOr0 OpraHa MCIOJHUTEIbHOM BIIACTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 ctaThy 17 Hacrosmero denepanbHOro 3aK0Ha.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Tedenue Tpuanatk paboumx JHEW CO MJHS TONYYCHHUS PEIICHUS YIOJIHOMOYEHHOTO
(benepaabHOro opraHa MCIOJHUTEIBHON BJIACTH O TPOBEIICHUH YKAa3aHHBIX B YaCTH | HACTOSIICH CTaThU
AKCIIEPTH3 3asIBUTEh NMPEJCTABISICT B SKCICPTHOE YUPEKACHUE ISl TIPOBEACHHS SKCIIEPTU3BI KauyecTBa
JICKApCTBEHHOTO CpeACTBa 00pa3ilpl JICKAPCTBEHHOTO TNpernaparta Jjisl BETCPHHAPHOTO MPHUMEHEHHS,
MIPOM3BEJICHHOTO B COOTBETCTBUHM C TPEOOBAHUSMHU TEXHOJOTHYECKUX PETIIAMEHTOB, YTBEPIKICHHBIX
PYKOBOJIUTENIEM TPOU3BOUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAK)KE B COOTBETCTBYIOIIMX CIIydasiX TECT-
[ITAMMBl MHUKPOOPTAaHU3MOB, KYJIbTYpPhl KJIETOK, 0Opa3ibpl (hapMarieBTHUECKOH CyOCTaHIIMH, OOpa3Ilbl
BCIIECCTB, TPUMEHSIEMbIC [UIS KOHTPOJII KadecTBa JIGKAPCTBEHHOTO CPEJICTBA, B KOJIUYECTBAX,
HEOOXOTUMBIX JIJIsl BOCIIPOU3BEICHHS METOI0B KOHTPOJISI KA4eCTBa.

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

3. Ilpu momydyeHun 0Opa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaleBTHYECKON CyOCTaHIIUU
IKCIIEPTHOE YYPEKICHHE BBIAACT 3asBUTEIIO JOKYMEHT, MOJTBEPKAAIOMIMN IOJy4YeHUE YKa3aHHBIX
00pas1oB, U B CPOK, HE MPEBHIAIONINNA TPEX PadOUYNX JHEH, yBEJOMIISIET B MUCbMEHHOH (hopme 00 3ToM
YIIOJTHOMOYEHHBIH (heepaibHblii OpraH UCTIONHUTEILHON BIACTH.

4. Cpok s TpeAcTaBiCHUs 3asBUTEIEM  O00pas3loOB  JIGKAPCTBEHHOrO Ipemapara U
(dapMareBTHYECKOW CYOCTaHIIMM M CPOK YBEIOMJICHHS OKCIEPTHBIM YYPESKICHHEM 00 3TOM B
MUCHMEHHOW (pOpMeE YITOIIHOMOYEHHOTO (elepaJIbHOr0 OpraHa MCIOJHUTEILHON BIIACTH, YKa3aHHBIC B
YacTsaX 2 ¥ 3 HACTOSIIIEH CTaThu, HE BKIIIOYAKOTCS B CPOK MPOBEJCHHS YKAa3aHHBIX B 4acTU | HacTosIel
CTaThH IKCIICPTH3.

5. JIOKyMEHTBI, IIOCTYIUBIIUE B SKCIIEPTHOE YUPEKACHUE Ul IIPOBEACHMS yKa3aHHBIX B 4acTu |
HACTOAIIEH CTaTbU OHKCHEPTU3, MOAJEKAT BO3BpaTy B YIOJIHOMOYEHHBIM (enepanbHblii  oprat
UCIIOJIHUTENIBHON BJIACTU OJHOBPEMEHHO C 3aKJIFOUCHUAMU I10 pe3yIbTaTaM yKa3aHHBIX KCIIEPTHU3.

CraTtba 25. [loBTOpHOE NpoBeAeHNe IKCNepTU3bl NIeKapCTBEHHbIX CPeACcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasix HenocTaTo4HONM 0OOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKJIIOUYEHHUS] KOMUCCUH SKCIIEPTOB,
HINYMS B HEM IPOTUBOPEUMBBIX JAHHBIX, (albCU(UKAIMK BBIBOJOB HKCHEPTH3bI JIEKAPCTBEHHOI'O
CPEICTBA, COKPBITHS OT YIOJIHOMOYEHHOTO (heJiepaibHOr0 OpraHa MCHOJHUTENbHOM BIACTH OCHOBAHUMN
JUIs  OTBOAA DKCIEPTa BCIEACTBHE €ro 3auHTEPECOBAHHOCTHM B PpE3yJlbTaTax COOTBETCTBYIOLIEH
OKCIICPTHU3EI, Haiaun4yusga  JaHHBIX 0 IMpIMOM 00 KOCBEHHOM BMCHIATCJIBCTBE B mponecc
COOTBETCTBYIOLIEH IKCHEPTU3BI JIMI, HE YYaCTBYIOIIMX B €€ IPOBEJCHHM, HO OKA3aBIIMX BJIMSIHHE Ha
MPOIIECC U PE3yJbTaThl €€ MPOBEICHUS, YIOJIHOMOUYCHHBIM (he/lepaIbHbIM OPTaHOM HCIOJHUTEIHHOU
BJIACTH HAa3HAYaeTCsl MOBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOTO CPEACTBA U (MJIM) 3TUYECKask HKCIIePTH3a.

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

2. TloBTOpHast dKcmepTH3a JEKAPCTBEHHOTO CPEJICTBA MPOBOAMUTCS C YYETOM PE3yIbTAaTOB paHee
MIPOBEJICHHOM JKCIIEPTH3Bl B CPOK, YCTAHOBJICHHBIM YITOJTHOMOYEHHBIM (beepaibHBIM  OpraHOM
WCTIOJTHUTENILHOM BIACTH M HE MPEBBIMIAIONINN TPUAIATH pabouux JHEH CO HS MOTYYSHHS IKCIEPTHBIM
yapeKICHUEM 3aJIaHMsI Ha TTPOBEJICHUE IIOBTOPHOM SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTRA.

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

3. ®uHaHCcOBOe oOecreyeHHe BBIMOJIHEHUS 33JaHHs Ha MPOBEICHHE MOBTOPHON HKCIEPTU3BI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JIEKapCTBEHHOI'O CPEJICTBA HE OCYILECTBIISACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTu3sbl JIeKapCTBEHHbIX CPeAcTB

Koncynprantllmtoc: mpumeyanue.
C 01.09.2023 B u. 1 cr. 26 BHOCsTCS M3MmeHeHus (P3 or 28.04.2023 N 171-®3). Cm. Oyayuryro
pEIaKIuIo.

1. YckopeHHas mnpouenypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEIACTB B LENSIX TOCYAAPCTBEHHOM
perucTpanyy JICKapCTBEHHBIX IPENnapaToB IPUMEHSETCS B OTHOIIEHHMH OP(AaHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, IEPBBIX TPEX JIEKAPCTBEHHBIX IIPENaparoB, peructpupyemsix B Poccuiickon denepanuu B
KAauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaToOB, OYEPEIHOCTb KOTOPBIX OIpPENENseTcs B
COOTBETCTBMM C HOMEpPOM M JaTOM BXONAIIMX 3asABJICHUM O TOCYHApPCTBEHHOM pETrHCTpanuu
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXIYHapOAHOIO HENAaTEHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIperapara WJIA TPYNIIMPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIperapara, H
JIEKapCTBEHHBIX IIpenapaTos, IIpEeIHA3HAYECHHBIX UCKJIIOUUTEIIBHO JUIS IPUMEHEHHUS

HECOBEPIICHHOJICTHIUMH T'PaXKTaHAMHU.
(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas mpoleaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B IEIAX TOCYIapCTBEHHOU
pErucTpalyy JeKapCTBEHHBIX MIPENapaToB HE IPUMEHSETCSA B OTHOIIICHUH:

1) 6GroananoroBeIX (OMOIOI0OHKIX ) JICKAPCTBEHHBIX IIperapaToB (OMOaHAIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX MpenaparoB (3a MCKIOYEHHEM Op(AHHBIX JEKapCTBEHHBIX
[IpenapaToB);

Koncynerantllntoc: mpumeuanue.
C 01.09.2023 B 1. 3 9. 2 cT. 26 BHOCsTCS M3MeHeHus (D3 ot 28.04.2023 N 171-D3). Cm. Oyayuryro
PEAAKIIHIO.

Koncynsrantllntoc: npumeyanue.

Jlo 01.09.2023 poccuicKUM NPOU3BOJUTENAM JIEKAPCTBEHHBIX IIPENapaTroB JIi BETEPUHAPHOTO
NIPUMEHEHMsI pa3pellieHo MOAaBaTh PErHMCTPALMOHHOE JI0ChE MO YCKOPEHHOM mpouenaype 0e3 ydera
TpeOoBanuii 1. 3 4. 2 c1. 26 (IloctanoBnenue IlpasurensctBa PO ot 12.03.2022 N 353).

3) BOCHpPOU3BEIEHHBIX JICKAPCTBEHHBIX IMIpPEemapaToB (3a UCKIIOYEHHEM TMEpPBBIX Tpex
peructpupyembix B Poccuiickoit ®enepauuu B Ka4eCTBE BOCHPOM3BEIAEHHBIX JIEKAPCTBEHHBIX
MPENapaToB M JIEKapPCTBEHHBIX IMIPENApaTOB, NPEAHA3HAYEHHBIX HCKIIOUUTEIBHO Uil MPUMEHEHUS
HECOBEPIICHHOJETHUMHU TPaKIaHAMU );

4) HOBBIX KOMOMHAIIMH 3apETUCTPUPOBAHHBIX paHee JeKapCTBEHHBIX MPENapaToB;

5) IeKapcTBEHHBIX MpPEnaparoB, 3aperMCTPUPOBAHHBIX paHEe, HO NPOM3BEIEHHBIX B JIPYIHX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JIEKapCTBEHHBIX (OpMaxX B COOTBETCTBUHU C MEPEYHEM HAMMEHOBAaHUH JIEKApCTBEHHBIX (JOPM U B HOBOM
JO3UPOBKE.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumedanue.
C 01.09.2023 4. 2 cT1. 26 nononasercs 1. 6 (O3 ot 28.04.2023 N 171-D3). Cm. Oyaymyro peaakuio.

3. VYckopeHHas mpoleaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB IMPOBOJIUTCA IO PEIICHUIO
COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (pelepabHOr0 OpraHa HMCIOJIHUTENBHON BJIACTH HAa OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIONINIA BOCEMUIECATH pabouux mHei. [Ipu sTom sxcneprusa
JOKYMEHTOB, COJIEP)KAIIUXCSI B PErHCTPAIlIOHHOM JIOChE€ Ha JICKApCTBEHHBIM IMpemapaT, MPOBOIUTCS B
CPOK, HE MPEBBIIAIONIUN ACCATH padouMX IHEH, SKCIEpPTH3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA U
SKCIIEPTH3a OTHOIICHHUS OXHUAAeMOI TMOJIb3bl K BO3MOKHOMY PHUCKY MPHUMEHEHHS JIEKapCTBEHHOTO
rpenapara npoBOASITCS B CPOK, HE MPEBHIIIAIONIUHN IIECTUACCITH pabounX JHEH.

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

3.1. B oTHOmIeHNH OpQaHHBIX JIEKAPCTBEHHBIX MPEMapaToB MOTYT OBITh IPEICTABICHBI PE3yIbTaThI
JTOKJIMHUYECKUX UCCIEAOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX MCCIETOBAHUMN JIEKAPCTBEHHBIX
MPENnaparoB sl MEIUIIMHCKOTO NMPUMEHEHHUS], BBIITOJIHEHHBIX 3a mnpenenamu Poccuiickon denepannu B
COOTBETCTBHUM C TMpaBWIAMH HaJJICXKaIIeH Ja0OpaTOpHOW MPAKTUKKM M MpaBHJIaMU HaJJIeKaIen
KIIMHUYECKOU MPAKTUKHU.

(uacts 3.1 BBeneHa @enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas MpoIeaypa OdKCIEPTH3BI JICKAPCTBEHHBIX CPEJICTB IPOBOIUTCS B TOPSJKE,
yCcTaHOBJIEHHOM cTaThsimu 17 - 20, 23 u 24 nactosmero ®enepanbHOro 3aK0Ha, U HE 03HAYAET CHIYKEHUS
TpeOoBaHUl K 6€30MaCHOCTH, Ka4yeCTBY U 3P(HEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

CraTtbAa 27. PeweHune o0 rocyaapCTBEHHOW perucTpauuvm nekapcTBEHHOro npenapara

1. B cpok, HE MpeBBIIAIONIMN AECITH padOYuX JHEH CO JHS MOJYYCHHS 3aKJIIOUCHUM KOMUCCHUH
JKCIIEPTOB I10 PE3YIbTAaTaM KCIIEPTU3bl KaUeCTBA JIEKAPCTBEHHOIO CPEACTBA U IKCIIEPTU3bI OTHOLIECHUS
0’KMJAEMOM MOJIb3bl K BO3MOXXHOMY PUCKY NTPUMEHEHHUS JIEKAPCTBEHHOTO MPENnapara, COOTBETCTBYIOIINN
YIOJTHOMOYEHHBIN (peepanbHbIi OpraH UCTIOTHUTEIHHON BIACTH:

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

1) pa3meriaer Ha cBoeM OUIMATIBLHOM caiiTe B ceTH "MHTepHET" cOOTBETCTBYIOIINE 3aKIIOYECHUS
KOMHCCHUH OKCIICPTOB MW OCYHICCTBIIAACT HMX OLCHKY A OMNPCACICHHA COOTBETCTBUA 3adaHHUIO Ha
IIPOBEJICHUE ITUX IKCIIEPTH3;

(n. 1 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT pEeUIeHHEe O TOCYAApCTBEHHOW PETrHCTpalMH JIEKAPCTBEHHOTO Mperapara WUiu 00
OTKa3€ B TOCYJIapPCTBEHHON PETUCTpAIlH JICKAPCTBEHHOTO IIpernapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUS O TOCYAAPCTBEHHOM pErucTpalyu JIEKapCTBEHHOIO Npernapara
JaHHBIE O 3apEerMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4ucie O (papManeBTHUECKOM
CyOCTaHIIMM, BXOJfIIed B COCTaB JICKApCTBEHHOrO IMIperapara, B TOCYAApCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIJAET 3asBUTENIO PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

npernapara, popma KOTOpPOro yTBEp»KAAeTCsl YIIOJTHOMOYCHHBIM (eiepabHBIM OPraHOM UCTIOTHUTEIIbHOM
BJIACTH, COIJIACOBAHHBIC HOPMATHUBHYIO JIOKYMEHTALIMK, HOPMATHBHBIM JTOKYMEHT, WHCTPYKIUIO II0
MPUMEHCHHIO  JICKQpPCTBEHHOTO IpernapaTta W MaKeThl IEPBUYHOM YHAKOBKM W BTOPHUYHOMN
(MOTpeOUTENbCKOW) YNAKOBKH C YKa3aHHMEM Ha HHUX HOMEpa PErucTPalMOHHOTO YAOCTOBEpPEHUS
JICKapCTBCHHOI'O IIperapaTa M JaThl €ro TOCYJapCTBEHHOW PETMCTPAMA WM B Cliydae IPHHITHS
pemieHuss 00 OTKa3e B TOCYJApCTBEHHOW pETUCTpalliy JICKapCTBEHHOTO IIperapara yBEAOMISIET B
MUCbMEHHOW (opme 3asgBUTENIs 00 3TOM C YKa3aHHEM IMPUYMH TaKOro OTKas3a. 3a BbIIAYY
PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MperapaTa B3UMAETCs FTOCYIapCTBEHHAS TONUIHHA B
COOTBETCTBHH C 3aKOHOATEILCTBOM Poccuiickoit deneparinu o Hajorax u coopax.

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

2. OcHoBaHMeM JUIsl OTKa3a B TOCYAapCTBEHHOW PETHMCTpAllUU JIEKapCTBEHHOTO Mpemnapara s
MEIWIIMHCKOTO  TPUMCHCHHS  SBISETCS  3aKIIOYCHHE  COOTBETCTBYIONIETO  YIIOJIHOMOYEHHOTO
denepaabHOrO OpraHa HCIOJHUTEIFHOW BJIaCTH O TOM, 4YTO KauecTBO W (W) 3¢¢EKTUBHOCTH
pErUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara il MEQUIMHCKOTO IPUMEHEHUS HE NOATBEPIKICHBI
MOJYYCHHBIMHA JTAHHBIMH HJIM YTO PUCK NMPUYMHEHUS Bpela 370POBBI0 YEJIOBEKAa BCIEACTBUE TpUeMa
JICKApCTBEHHOTO Tpernapara Juis MEAMIHWHCKOTO TPHUMEHEHHs TMpeBbIaeT 3(pQeKTuBHOCTh €ro
MIPUMCHCHHSI.

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

3. TloBTOopHOE mpencTaBIeHUE B COOTBETCTBYIOUIMH YHNOJIHOMOYEHHBIH (efepanbHblii Opra
HUCIIOTHUTEIbHON BJIACTH JICKAPCTBCHHOT'O IIpfliaparda, B OTHOIICHHWH KOTOPOro IOJY4YCH OTKa3 B
rOCY/IapCTBEHHOM PEruCTpaliy U KOTOPBIM BIOCIEACTBUH MOABEPICS N3MEHEHUIO B YaCTH €r0 COCTaBa,
paccMarpuBaeTCs Kak IPEJCTaBIEHHE HOBOTO JIEKApPCTBEHHOTO IIpernapaTa Ha €ro rocyJapCTBEHHYIO
PETHCTPAIMIO HE3aBUCUMO OT COXPAaHEHUS €ro MEPBUYHOTO HAMMEHOBAHHMS.

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

4. Tlpu mpenocTaBICHUU 3asBUTENEM B COCTaBE PETMCTPALIMOHHOTO JOChe Ha JIEKapCTBEHHBIH
mpermapar Juisi BETSPUHAPHOTO TPUMEHEHUSI KOIUU PENICHHs YITOJIHOMOUYEHHOTO (heepaabHOro OopraHa
WCIIOHUTENBHON BJIAcTH O TPOBEJACHHHM HHCIEKTHPOBAHHS MPOU3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TIPUHATHS pEIICHHS O TOCYJAapCTBEHHOH pEerHCTpalyy JICKQpCTBEHHOTO TIpermapara Jjis
BETEPUHAPHOTO MPUMEHEHUS PUOCTAHABIMBACTCS CO JHS MOMyUYEHUS 3aKIIOYCHUI, YKa3aHHBIX B YacTH
1 Hacrosimied cTaThH, JO JHS TPUHSATHS YIIOJTHOMOYEHHBIM (eepabHBIM OPTaHOM HCIOJHUTEIBHON
BIIACTH pEIlIEHUs O Bblaue WM 00 OTKa3e B BblJaue 3aKIIOYEHHUS O COOTBETCTBHH IMPOU3BOIUTEINS
JICKaPCTBCHHBIX CPEJCTB TPEOOBAHUAM MIPABIII HAJUICKAIICH MPON3BOACTBCHHON MPAaKTUKH, HO HE OoJiee
9YeM Ha CTO BOCEMBJECAT pabounx JHEH.

(dactb 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM nJisi OTKa3a B TOCYAapCTBEHHOM pErHUCTpally JIEKapCTBEHHOTO Mpernapara it
BETCPUHAPHOTO TPUMEHEHMS SBIISCTCS 3aKIIOYEHUE YIOJHOMOYEHHOro (henepaipbHOro opraHa
UCTIOJHUTENLHOM BJIACTH O TOM, 4YTO KadyecTBO H (W) 3PQPEKTUBHOCTh PETHCTPHUPYEMOTO
JIEKApCTBEHHOTO TIperapara Jyuisi BETEPUHAPHOTO TPUMEHEHUS HE TIOATBEPIKIACHBI MMOTYYECHHBIMHU
JAHHBIMHU WJIM YTO PUCK MPUYMHEHUS Bpela 3J0POBbIO JKUBOTHOI'O BCJIEACTBUE MPUEMA JIEKAPCTBEHHOTO
npenapara i BETEPUHAPHOTO NPHUMEHEHUs TMpeBbImaeT 3¢G(EKTUBHOCTh €ro MPUMEHEHHUs, OTKa3
YIIOJTHOMOYEHHOTO  (heZiepalbHOrO0 OpraHa HWCHOJHUTENBHON BIACTH B BbIJade 3aKIIOYEHUS O
COOTBETCTBUH  TPOU3BOJIUTENS  JIEKAPCTBEHHBIX CPEACTB TpeOOBaHWUSAM TpaBWI  HaJIeKaIeH
MPOU3BOJICTBEHHON MPAaKTUKA JUISI KaXJIOHW MPOU3BOJCTBEHHOW IUIOLIAAKA PETUCTPUPYEMOIO
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JIEKApCTBEHHOT'O0 Tpemapara Juisl BETEPUHAPHOTO TNPUMEHEHHS B Cllyd4ae, €CIM IPOU3BOJCTBO
JIEKApCTBEHHOr'0 Ipenapara Uil BETEPUHAPHOIO MPUMEHEHHUS OCYIIECTBISETCA 3a IMpejeliaMu
Poccuiickoit denepainu, Ui OTCYTCTBUE TAKOTO 3aKJIIOYEHUS.

(dactb 5 BBeneHa OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllintoc: npumedanue.
O mopsiike W CpoKax OINPEJCTICHHUS B3aUMO3aMEHSIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IpEnaparos,
3apeructpupoBaHHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3amMeHSieMOCTb NeKapCTBeHHbIX nMpenapaTtoB  AnA
MeAULUHCKOro NpUMeHeHus1
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. BzaumMo3aMeHSI€MOCTh JIEKAPCTBEHHBIX IMpEenapatoB JUisi MEIULIHUHCKOTO TMPUMEHEHHS
OTIpe/IETISIeTCS YIIOJTHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH, OCYLIECTBIISIIOIINM
FOCYJIApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENapaToB i MEAULUHUHCKOIO NPUMEHEHUS, B
pamMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO (WM XUMHUYECKOrO, WM TPYHIUPOBOYHOIO)
HANMEHOBAHUS HA OCHOBE 3aKJIIOYECHUS KOMHUCCHUHM DSKCIEPTOB 3KCIEPTHOTO YUPEXKICHUA O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MperapaTta Uil MEIUIMHCKOTO MPUMEHEHHUs JIMOO O TOM, 4TO
JIEKapCTBEHHBIN mpenapar sl MEAUIUHCKOrO MPUMEHEHHS HE SBJISIETCA B3auMo3aMeHsieMbIM. [lopsaok
ONpPEACIICHUSI B3aMMO3aMEHAEMOCTH JIEKQPCTBEHHBIX MpernapaToB JIsi MEAUIMHCKOTO MPUMEHEHHUS U
dbopma 3aKIIOUYEHHUS] KOMHCCHUU JKCIIEPTOB OJKCIEPTHOTO YUYPEKICHUS O B3aHMMO3aMEHSEMOCTHU
JIEKAPCTBEHHBIX IIPEMapaToB sl MEAUIIMHCKOTO MIPUMEHEHHUS JTMOO O TOM, YTO JIEKAPCTBEHHBIN Ipenapar
JUISt METUIIMHCKOTO TPUMEHEHUSI HE SIBISIETCS B3aMMO3aMEHSAEMbIM, yCTaHaBIMBaKOTCS [IpaBUTEIHCTBOM
Poccuiickoit denepanun.

2. Komuccus 9KCIEpTOB JKCIEPTHOTO YYPEXKIEHHS JaeT 3aKII0YeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO TMpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUs JIM00 O TOM, UTO JIEKapCTBEHHBIN IpenapaT
IUIT  METUIIMHCKOTO TIPUMEHEHHsI He SBISETCS B3aUMO3aMEHSEMBIM, HAa OCHOBAaHHH CIIETYIOIINX
KpUTEpHEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (71 OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpernapaToB
(OnoaHamoroB) -  COMOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(hapmareBTUUECKNX CYOCTaHIIMN WJIM COMOCTAaBUMOCTh aHTUTEHHOTO COCTaBa BakiuH. Vcronb3oBaHue
pa3IMYHBIX colieil, 3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAITUYECKIX (HOPM U IPYTHX MPOU3BOIAHBIX
OJIHOTO W TOTO K€ JECWCTBYIOIIETO BEIIECTBA HE SBISICTCS MPENIATCTBHEM Jisi  ONpeaeeHUs
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX IPENaparoB, €CIM [pU  MPOBEACHUM  HCCIEIOBAHMS
OMOSKBHUBAJIGHTHOCTH  JICKAPCTBEHHOTO  Tpemapara Wi  KCCIEIOBAaHUA  TepaneBTUUYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpernapara J10Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAUMMBIX pa3Inuuit
dapmakokuHeTnkn u (W) 3¢hQexTHBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO TMpemapara s
MEIUILIUHCKOTO MPUMEHEHHS;

2) SKBHUBAJIEHTHOCTh JieKapcTBEHHOUN (opmbl. [loj SKBHUBaJEHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMu
MOHUMAIOTCSI Pa3Hble JIEKapCTBEHHbIE (DOPMBI, MMEIOLINE OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCOO
MPUMEHEHUs, O00Jafalolie CONOCTaBUMBIMH  ()apMaKOKMHETHUECKUMH  XapaKTepUCTUKAMU U
(bapMakoIIOTHYECKUM JeiCTBHEM U 00eCeunBarOIINe TaKXkKe TOCTHKEHUE HE00X0AUMOro KIMHUYECKOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

apdekra. Paznuuus JIeKapCTBEHHBIX (QOpPM HE SBJISIOTCS NPENSATCTBHEM JUIS  ONPEIEIICHUS
B3aMIMO3aMCHSEMOCTH  JICKAPCTBEHHBIX  IPErmapaToB, €CIW TMpPU  TMPOBEACHUU  HCCICAOBAHUS
OMODKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tperapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYCCKOM
SKBHBAJICHTHOCTHU JIEKAPCTBEHHOTO TIperapara JI0Ka3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3IIudHid
dbapmakokuHeTukn u (W) 3pdexkTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOrO Ipernapara s
MEIUIIMHCKOTO MPUMEHCHHS,

3) SKBUBAJICHTHOCTh WMJIM COIIOCTABHMOCTH COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JICKAPCTBEHHOTO
mpemapata JUis  MEAWIIMHCKOTO TpUMEHEHHWs. Pa3nmuuusi cocTaBa BCIIOMOTATENIbHBIX — BEIIECTB
JICKQpCTBEHHOTO Tpernapara He SIBISIIOTCS TPEISITCTBUEM JUISL ONPEACTICHHUS B3aMMO3aMEHSICMOCTH
JIEKapCTBCHHBIX  IPENapaToB, €CIH MPU  TMPOBEACHUM  HUCCICIOBAHHS  OWO3KBUBAJICHTHOCTH
JICKQpCTBEHHOTO Mperapara WIA HUCCICIOBAaHHS TEPANCBTHUECKONW DKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpermapaTa J0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pa3iuduil (papMakOKHHETUKH W (W)
3pGEKTUBHOCTH W 0E30IMaCHOCTH JICKAPCTBEHHOTO Iperapara Jjisi MEIUIIMHCKOTO NMpuMeHeHus. [Ipu
HATMYUHU KIIMHUYECKHM 3HAYMMBIX Pa3Indvil (hapMaKOKMHETHKH U (WIH) 3PPEKTUBHOCTH M 0€30MMaCHOCTH
JICKQpCTBEHHOTO Tperaparta Uil MEJIUIUHCKOTO MPUMEHEHUS B3aWMO3aMEHSEMOCTh OINpEAeIseTCs ¢
YKa3aHHEM Ha UCKIFOYCHHUE OTICIBHBIX TPYII MAIIHCHTOB;

4) NICHTHUYHOCTDb crocoba BBCICHUA U crocoba IIPUMCHCHMU,

5) cOOTBEeTCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPENCTBA TPEOOBAHUSAM IPAaBHJI HaJJICKAIICH
MIPOU3BOJICTBEHHOM MPAKTHKHU.

3. OrmpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX IpEnaparoB mJis
MEIMLUHCKOrO NMPUMEHEHUs, yka3aHHbIX B 4actu 10 crateu 18 Hactosmero denepaibHOro 3akoHa,
OCYyILIECTBIIsIETCA 0€3 HEOOXOIMMOCTH JJOKA3aTeIbCTBA X OMO3KBUBAJICHTHOCTH.

4. OcoOeHHOCTH OTpeJIeNIeHUs] B3aUMO3aMEHIEMOCTH OMOJIOIMYECKHUX JIEKapCTBEHHBIX MPENaparos,
KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IpEenapaTroB (COAEp)KalUX KOMOMHAIMIO JIBYX U Oojee
JEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX IMpPENaparoB Uil MApEHTEPAJbHOIO IMHUTAaHUS U
HEJO3MPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHaBiuBaroTcsa IIpaButensctBom  Pocculickon
denepanuu.

5. OnpeneneHHe B3aUMO3aMCHACMOCTH HEC OCYHICCTBIIACTCA B OTHOIICHWHN JICKAPCTBCHHBIX
PAaCTUTCIIBHBIX IPCIIapaTOB, TOMCOIIATUYICCKUX JICKAPCTBCHHBIX ITPEIIApaTOB.

6. q)OpMI/IpOBaHI/Ie NEpEUHSA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IPEIapaToB AJId MCIAUIIMHCKOI'O
MNPUMCHCHUS OCYHICCTBIISICTCS SKCIICPTHBIM YUPCKIACHUCM IMMOCPCIACTBOM O6’LCI[I/IH6HI/IH JICKApCTBCHHBIX
npemaparoB B OTACIBHBIC TPYIINbLI, B Ka)K)IOﬁ M3 KOTOPBIX JICKAPCTBCHHBLIC IIPCIapaThbl SABJIAIOTCA
B3aMMO3aMCHIACMBIMU.

7. B cnydae BKJIIOYEHUS B HHCTPYKLUUIO IO MEIUIUHCKOMY HPHUMEHEHUIO JIEKAPCTBEHHOIO
Ipenapara Ha OCHOBAHMM PE3YyJbTAaTOB COOTBETCTBYIOLIUX HCCIICIOBAHUN IOKa3aHUU JUIS IPUMEHEHUS,
KOTOPBIE OTIMYAOTCS OT MOKA3aHUM IS IPUMEHEHHUs APYTHUX JIEKApCTBEHHBIX MPENapaToB U3 TPYIIIbI
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IIPENApaToOB, B IIEPEYHE B3aUMO3AMEHIEMBIX JIEKaPCTBEHHBIX
MpernapaToB JUIsl MEAUIIUHCKOTO MPUMEHEHHS 10JKHA ObITh YKa3aHa COOTBETCTBYIOMIAst HH(OpMaIHsl.

8. HCpC‘-ICHL B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIIApPATOB IJII MCAHUIMUHCKOTO INPUMCHCHUA

www.consultant.ru CrpaHuua 63 u3 149
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=10.07.2023&dst=100010&field=134

?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

pa3Meniaercs yrnoJHOMOYEHHBIM (elepaibHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBIISIIOIINM
rOCyJapCTBEHHYIO PErMCTPALUI0 JICKAPCTBEHHBIX MPEMapaToB Il MEIUIMHCKOTO TPUMEHEHUs, Ha
cBoeM oduimansHoM caiite B cetu "HaTepner". MHbopmamus B TepedyHe B3aMMO3aMEHSIEMBIX
JIEKaPCTBCHHBIX IPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHUS OOHOBISIETCS yKa3aHHBIM (helepanbHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUISL MEAUIMHCKOTO TPUMEHEHUSI W BHECEHHBIX M3MEHEHUW B JIOKYMEHTBI, COJEpXkallhecs B
PETUCTPALIMOHHBIX JIOChE Ha 3aperMCTPUPOBAHHBIC JIEKAPCTBEHHBIC Mpenaparhl A MEIUIIMHCKOTO
MIPUMEHECHUS.

9. [opsanox ucnoab30BaHUsl UHGOPMAIIMU O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX Mpernaparax ajs
MEJIUIUHCKOTO MPUMEHEHUS W TOPSAJOK Jauyd pa3bsICHEHUW MO BOMpPOCaM B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENnaparoB A MEIUIIMHCKOTO0 MPUMEHEHHs ycTaHaBiuBaroTcs [IpaBuTenbcTBoM
Poccuiickoit ®enepanuu.

Koncynpsrantlintoc: npumedanue.

Cpok perucrpalyy JEKapCTBEHHOTO Ipemnapara JUisi BETEPUHAPHOTO MPUMEHEHMsI, UCTEKAIOIIUA ¢
14.03.2022 mo 31.12.2022, a Ttakxke B 2023 romy, nmpomieH Ha 12 wmecsueB (IlocranoBineHue
[IpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe neKkapcTBEHHOro npenapara

1. PerucrpaunoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM W JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYCHHEM PETHCTPAIIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'O Ipenapara, BblIaBaeMOIro CO CPOKOM JAEHUCTBUS IATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepanuu JeKapCTBEHHbBIE MpenapaThl.

2. Ilo ucreyeHMH yKa3aHHOIO B 4YacTU | HacTosIed CTaTbU CpOKa BbIAAETCS OeccpoyHOe
PETUCTPALlMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOIO IIpernapara IpU YCIOBUH TMOATBEPKICHHS €ro
roCylapCTBEHHOW PETUCTPALINH.

3. B ciiyuae BHecenmst B cooTBeTCTBUU co cTaThsiMu 30 m 31 HacTosmero denpepabHOTO 3aKOHA
W3MEHEHUH B COJIepKalllUeCs] B PErMCTPAllMOHHOM JOChE€ Ha 3apEruCTPUPOBAHHBIN JIEKApCTBEHHBIM
npenapar JOKYMEHTBI, 3aTparvuBaloOIIUX CBEJACHUS, OTPAKEHHBIE B PETUCTPAIMOHHOM YAOCTOBEPEHUU
JIEKapCTBEHHOTO Tperapara, YIOJIHOMOYEHHBIN (enepanbHblil OpraH MUCHOIHUTENHHOW BIACTH BBITAET
HOBOE PETUCTPAIIMOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOTO Ipernapara, cojaeprKaliee BHECEHHBIE B HETO
U3MCHCHHUS.

(dactb 3 BBeneHa DenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B cinywyae yTpaTbl WM TOBPEXKIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara o 3asBICHUI0O B IMHCHbMEHHOW QopMe Jepkarenss WM BJaJeNblla PEruCTPaMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOIO MpernapaTa Uil yIOJIHOMOUYEHHOTO UMM JIPYTOTr0 FOPUIUYECKOrO JIUIA O
BBIJIaU€ YOJIMKATa PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara YIMOJIHOMOYCHHBIN
(denepanbHBIA OpraH HCIIOTHUTEIHHON BIACTH B CPOK, HE MPEBBIMIAIONIUN NecATH pabounx JHEH co THs
HOCTyHJ'IeHI/ISI 3as4BJICHUsI, BBIAACT ny6nm<aT peFI/ICTpaHI/IOHHOFO YHOCTOBepeHI/IH .]'IeKapCTBeHHOFO
mpemapaTta. 3a Bblgady IyOiMKaTa PEerMCTPAMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO MperapaTa
B3MMAETCS TOCYIApCTBEHHAS MOIIIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoin denepamum o
Hajorax u cobopax.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(dactb 4 BBeneHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeqanue.

Cpok perucrpanyuy JEKapCTBEHHOIO Ipenapara JIjisi BETEPUHAPHOIO NPUMEHEHMS, UCTEKAIOUN ¢
14.03.2022 no 31.12.2022, a Ttaxxke B 2023 romy, mpojuieH Ha 12 wmecaueB (IloctanoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

Cratba 29. [loaTBepXxaeHMe rocynapCTBEHHOM perucrTpauvm neKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. IToaTBepkieHNE TOCYJApPCTBEHHOM perucTpanuu JeKapCcTBEHHOIO Ipernapara OCYLIECTBIISETCS
IpU BblJaue OECCPOYHOrO PErMCTPALMOHHOIO YJIOCTOBEPEHMsI JIEKapCTBEHHOIO IIpernapara B Ciydae,
YKa3aHHOM B 4YacTu 2 cratbu 28 Hactosmero denepanbHOro 3aKoHa, B CPOK, HE IPEBBILIAIOLINI
HIECTUAECATH pabouux JHEW CO JHs IMOJIy4YeHHMs. COOTBETCTBYIOILMM YIOJHOMOUYEHHBIM (eliepaabHbIM
OpraHOM HCIIOJIHUTEIbHOM BIJIACTU 3asBICHUS O TOATBEPKICHUM TIOCYJAapCTBEHHON perucTpanuu
JIEKapCTBEHHOro Ipenapara. He ocyliecTBiaseTcss NOATBEP)KIECHUE TOCYIAapCTBEHHOM PETUCTPALUU B
OTHOIIIEHUH JIEKApCTBEHHOTO TperapaTa, He HaxouBIIerocst B oopamienuu B Poccuiickoit deneparuu B
Te4eHUue Tpex MU Oojee JIeT, a TakKe B OTHOLICHUM JIEKapCTBEHHOI'O CPEACTBA, IPOM3BEAEHHOIO C
HapylIleHHeM TpeOoBaHUs, YCTaHOBIEHHOTO yacThio 3.7 cratbu 71 Hactosiero deaepaibHOro 3aKOHa.

2. 3asBieHUE O MOATBEPKACHUM IOCYAApCTBEHHOM pPEerucTpanuu JIEKapCTBEHHOrO Ipenapara JJis
MEJIUIIMHCKOTO TMPUMEHEHHsS TPEJCTABISETCS B COOTBETCTBYIOIIMM YIOJIHOMOYECHHBIN (heepaibHbIN
OpraH MCHOJHUTEIbHOMN BJIACTH HE PaHEEe YeM 3a CTO BOCEMbJECAT JHEU JO UCTEUEHUsl CPOKa JIEUCTBUS
PErUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO MIpenapara Jijisi MEIUIIMHCKOTO IPUMEHECHHS.

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

2.1. 3asBrieHHE O TIOATBEPKIACHUU TOCYJAPCTBEHHOMN PErMCTpallUU JICKAPCTBEHHOTO Mpernapara st
BETEPUHAPHOTO TPUMEHEHUS MPEICTaBIsETCS B COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIH (enepanbHbli
OpraH MCIOJHUTEIHHON BJIACTH HE paHEe YeM 3a CTO BOCEMbBJECST THEW 0 UCTEUEHUs CpPOKa JEUCTBUS
PErUCTPALIMOHHOTO YJOCTOBEPEHHUSI JIEKAPCTBEHHOIO Mpenapara Jjsi BETEPUHAPHOTO MPUMEHEHUS U HE
M03/JHEE OKOHYAHUS CPOKA €ro JIEHCTBUS.

(uactp 2.1 BBegena denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

3. IonTBepkieHNE roCyJapCTBEHHOM perucrpalnyy JeKapCcTBEHHOIO Iperapara OCYHIeCTBISETCS
[0 pe3yabTaTaM HKCIEPTU3bl OTHOLIECHUS OXHAAEMOW IMOJIb3bl K BO3MOXXHOMY PHUCKY HMPUMEHEHUS
JIEKApCTBEHHOTO TpernapaTa Ha OCHOBAaHUHU PE3YJIbTATOB MOHUTOPHUHTA 3((HEKTUBHOCTH M 0€30MaCHOCTH
JIEKApCTBEHHOT'O0  Tperapara, MPOBOJAUMOIO JEpXkKaTeJIeM WIM BJIaJCNbLIEM PETUCTPAIMOHHOTO
YI0CTOBEPEHUS JIEKAPCTBEHHOTO MperiapaTa JIM00 yIOTHOMOYEHHBIM MU IOPUINYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (hefiepadbHbIM OPraHOM HCIIOTHUTEIHHON BIACTH B COOTBETCTBUU
¢ TpeGoBaHUAMH cTaTh 64 HacTosmero denepanbHOTO 3aKOHA.

4. K 3asgBIeHUIO O TNOATBCPKIACHUU Tt OCYﬂapCTBeHHOﬁ perucTpanru JICKAPCTBCHHOI'O IIpCriapaTta IJjisd
MCIUIHUHCKOI'O IPUMCHCHUS NIpUJIararoTCs:

1) JIOKyMEHTBI, coJepXalie pe3ylbTaThl MOHHUTOPUHTAa 3(PQPEeKTUBHOCTH U OE30MacHOCTU
JIEKapCTBEHHOI'0 IMpernapara Juisi MEJUIMHCKOTO TPUMEHEHHs, MPOBEIEHHOTO JepKaTelieM WU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BJIAJICNIBLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara sl MEAULIMHCKOIO
MPUMEHEHHUS JHOO0 YIOJHOMOYCHHBIM WM IOPUIMYECKHM JIHMIIOM, 1O (opme, yTBEpKIACHHON
YIOJTHOMOYEHHBIM (eIepabHbIM OPTaHOM HCIIOTHUTENBHOM BIIACTH;

2) CBCACHUA O HaTC IMPEAOCTABJIICHHUA U PCTrUCTPAIUOHHOM HOMEPC JIMICH3WMK Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEIACHUS O JaTe IPeJOCTaBICHHUS M PETHCTPALMOHHOM HOMepe
3aKIIIOYCHUA O COOTBCTCTBHU IHPOU3SBOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM ImpaBuJI
HaJUIeXKaleld MPOM3BOJACTBEHHOM NPAKTHKH, MPEIOCTABICHHBIX YIOJIHOMOUYCHHBIM (eaepaTbHbIM
OpraHom HWCIOJHUTEIbHOM BIIACTH B OTHOIICHHH HpOHSBOHCTBeHHOﬁ mjiomanaku JICKapCTBECHHOI'O
npenapara Juisi MeJMIMHCKOTO TPUMEHEHHsI, TOCYyJapCTBEHHAsT PErUCTpals KOTOPOTO IOATBEPKIACTCS
B Cllydae, €CIM IPOM3BOJCTBO JICKAPCTBEHHOrO IIpemapara s MEIUIMHCKOrO IPUMEHEHHS
ocymiectBisiercs: B Poccuiickoii deneparym;

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

3) xomusi MPEJOCTABICHHOW YIMOJTHOMOYEHHBIM OPTraHOM CTPaHbl MPOU3BOAMTENS JIMIIEH3MH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara il MEAUIWHCKOTO MPUMEHEHUS U €€ MEePEeBOJl Ha PYCCKHI
S3bIK, 3aBEPEHHBIC B YCTAHOBJICEHHOM TOPSAKE, a TaKXKe KOMHS 3aKIOYEHHUS O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TNPABWII HaJIeKalled IMPOU3BOACTBEHHOMN
MPAKTUKW, BBIJAHHOTO YIMOJHOMOYEHHBIM (eepaibHBIM OpPraHOM HCIHOJHUTENBbHON BIacTH B
OTHOIICHWH TPOU3BOJCTBEHHON IUIOMAJKH  JICKAPCTBEHHOTO Tpenapara s  METUIIMHCKOTO
MPUMEHEHUS, TOCYJAapCTBEHHAs PETUCTpalus KOTOPOTO TMOATBEPKAACTCSA, HIM KOMHUS PEIICHUS
YIIOJTHOMOYEHHOTO (heIepabHOr0 OpraHa HMCIOJHUTEIBHONH BIACTH O MPOBEACHWU WHCIEKTHPOBAHUS
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOTO IpernapaTa Jyis
MEIULMHCKOTO IPUMEHEHMS OCYIIECTBIISIETCS 3a npeaenamu Poccniickont denepanun.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)
(dactb 4 B pen. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNU OMOJOTHYECKHUX JIEKAPCTBEHHBIX MPENaparoB Uil MEAUIIUHCKOTO MPUMEHEHHS
3asiBUTEINIb JIOTIOJIHUTEIBHO TIPEJICTABIISIET PEe3yJbTaThl MEPOIPHUSATHH, MPETYCMOTPEHHBIX IUIAHOM
yIpaBJICHUS] PUCKAMHU, YTBEP)KIEHHBIM YIOJTHOMOUYEHHBIM (eepaabHbIM OpPraHOM HCHOJHUTENbHOM
BJIACTH TIPH OCYIICCTBIICHUH TOCYAAPCTBEHHOW PETUCTPAIMM JIGKAPCTBEHHOTO TIpermapara Jyis
MEIUIIMTHCKOTO TPUMEHEHHS.

(dactb 4.1 BBegeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJI€HUIO O TOATBEPKJIEHUH TOCYIapCTBEHHON pEerucTpaliy JEKapCTBEHHOIo IpenapaTa
IUIT BETEPHHAPHOTO TNPUMEHEHUS TMPHJIATAIOTCS TOKYMEHTHI, COJEepXKallue pe3yIbTaThl MOHHUTOPHHTA
3pGEeKTUBHOCTH U OE30MaCHOCTH JIEKApCTBEHHOTO Ipernapara i BETEPUHAPHOTO NPUMEHEHUs,
IIPOBOAMMOIO JepXkaTelleM W BIaJeNbleM PEruCTPAllMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara JUisi BETEpUHAPHOTO MPUMEHEHHUs! OO YIOJIHOMOYEHHBIM UM IOPUIMYECKUM JUIIOM, IO
dbopme, YTBEpKICHHOW YIOTHOMOYEHHBIM (hefiepalbHBIM OpraHOM HCIIONHHUTEIBHON BJIAcTH, |
JOKYMEHTBI, YKa3aHHbIe B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 crareu 17
Hacrosero denepaabHOro 3aKOHA. B OTHOIIEHNN MMMYHOOHOJIOTHYECKHUX JICKAPCTBEHHBIX MPETapaToB
IUIs. BETEPUHAPHOTO NMPUMEHEHHs HEe MPEJICTaBIIAIOTCS CBECHHS, YKa3aHHbIe B MOAMYHKTe "K" myHKTa 4
yacTu 3 crateu 17 Hacrosmero denepanbHOro 3aKk0Ha. B OTHOIIEHNN J€KapCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO MPUMEHEHHUs, IMOJYUYEHHBIX C NPUMEHEHHEM T'€HHO-MHXEHEPHO-MOAU(DUIIMPOBAHHBIX
OpPTaHU3MOB WJIM COACP)KAIIMX TaKWe OpPraHW3Mbl, JOMOJHHUTEIBHO MPEICTABISIOTCS CBEICHUS,

yKa3aHHbIe B TyHKTe 13 yactu 3 crarbu 17 HacTosiero denepajbHOTO 3aKOHA.

www.consultant.ru CrpaHuua 66 u3 149
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=205035&date=10.07.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=378462&date=10.07.2023&dst=100121&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=10.07.2023&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=10.07.2023&dst=100196&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=394111&date=10.07.2023&dst=100197&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=10.07.2023&dst=100031&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=10.07.2023&dst=100036&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=122056&date=10.07.2023&dst=100009&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanibHOrO 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenp BIpaBe MPEACTABUTH C 3a8BJICHUEM O TMOATBEPKIACHUHM TI'OCYJapCTBEHHON
perucTpanMy  JICKapCTBEHHOIO  IIpernapara  KONHIO  JOKYMEHTa, IOATBEPXKIAIOIIEro  YyIaTy
rOCylapCTBEHHON IIOLUIMHBI 3a IOATBEPKICHUE TIOCYNapCTBEHHONW PpErUCTPAlUU JIEKAPCTBEHHOTO
mpernapara, a TaKKe BblaBaeMble (IPEOCTaBIIsiEMbIE) YIMOJTHOMOYEHHBIMU (heJiepalibHBIMU OpraHaMu
UCIIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI (CBEACHHUS), YKa3aHHble B NMyHKTax 2 W 3 yactu 4 HacTosiuen
crateu. B crmyyae ux HempencTaBieHHs YIOTHOMOYSHHBIH (eiepaibHbIil OpraH UCIIOJTHUTEIBHON BIACTH
3allpalliBaeT yKa3aHHbIE JOKYMEHTbI (CBEAEHUS) B MOPAIKE MEXKBEIOMCTBEHHOIO MH(GOPMALMOHHOTO
B3aUMOJICHCTBUS.

(uactb 4.3 B pea. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

5. B Teuenue pecatu pabouux JHEHM cO JAHS MPHUHATHUS 3adBJICHUS O TOATBEPKACHUU
roCylapCTBEHHON PETUCTPALMK JIEKAPCTBEHHOI'O IIpernapaTa M JIOKYMEHTOB, COIEPKalIUX PeE3yJIbTaThl
MOHUTOPHUHTA 3()(HEKTUBHOCTH M OE30MACHOCTH JEKAPCTBEHHOTO IMperapara, MpOBOJIUMOTO JepiKaTelieM
WIA  BJIAJEIbIEM  PEruCTPALlMOHHOIO  YJOCTOBEPEHMs  JIEKapCTBEHHOro  Ipemapata  Ju0o
YIIOJTHOMOYEHHBIM MU IOPHINYECKUM JIMIIOM, YIOJTHOMOYCHHBIH (e/iepatbHbIi OpraH UCIIOJHUTEIHHON
BJIACTH:

1) mpoBOOUT HPOBEPKY MOJHOTHI CBEICHHM, COJEpXKAIIMXCS B IMPEICTABICHHBIX 3asBUTEIEM
JNOKYMEHTaX;

2) mpUHUMAET pelIeHUuEe O MPOBEJACHUU WIM 00 OTKa3e B MPOBEICHUM HKCIIEPTU3bI OTHOIICHUS
OKUJAaeMON TOJB3bl K BO3MOXXHOMY PHUCKY NPHUMEHEHHUs JIEKapCTBEHHOI'O Mpernapara Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPHUHTA 3()PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Tpemnapara, MpoBOJIUMOTO
JepKaTelleM WM BIAAENbIEM PETHCTPAMOHHOTO YIOCTOBEPEHHMs JIEKApCTBEHHOTO MpemapaTta Jubo
YIOJIHOMOYEHHBIM UMH IOPUIUIECKUM JIUIIOM, a TaKke (eaepaibHbIM OPTaHOM HCIIOTHUTEIBHON BIIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaTh 64 HacTosmero denepanibHOrO 3aKOHa;

3) yBemomuisieT B OJIGKTPOHHOM (opMe WM TUCBMEHHOM (opme 3asBUTENST U DIKCIEPTHOE
YUpPEKIEHHE O MPHUHATOM pEIICHWU THOO0 B Cllydyae MPUHSATHS peElIeHuss 00 OTKa3e B NPOBEACHHUU
AKCTEPTU3BI YKA3bIBACT MPUUHUHBI TAKOTO OTKa3a.

6. B ciydae BbIIBICHHS HEJJOCTOBEPHOCTH U (WJIM) HEJJOCTATOYHOCTH MH(OPMAIIMHU, coJepKalecs
B INPE/CTaBIEHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (helepaabHblii OpraH UCHOJHUTEIbHOU
BJACTU HANpaBIseT 3asBUTENIO 3ampoc 00 YTOYHEHHMH YKa3aHHOW uHQopmanuu. 3ampoc
YIOJHOMOYEHHOTO  (pefiepajdbHOr0 OpraHa HCHOJHUTENBbHOM BJIACTH MOXET OBITh  IepelaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asABUTENS JIMYHO IIOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WJIM TE€pe/iaH B JIEKTPOHHOH (hopMe Mo TelIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciydae
HampaBJIeHUsl 3ampoca YIMOJIHOMOYEHHOro (hefepaJbHOr0 OpraHa HMCIOJHUTENIBHOW BJIACTH IO IOYTE
3aKa3HbIM IMCBMOM OH CUYHTAETCA IOJYYEHHBIM IO WCTEYEHUM IIECTH JHEW C JaThl HallpaBICHUS
3aKa3HOro MKUChMa.

7. 3asBHUTENb 0053aH TPEACTABUTh OTBET HA 3aIlpOC YIMOJHOMOYEHHOTO (eaepalbHOTO0 OpraHa
WCIIOJTHUTENILHOM BIAacTU B CPOK, HE MPEBBIMIAIONININ JAEBSIHOCTa paboUMX JHEH CO JHS €r0 MOJTYYCHHS.
CpoK, yKa3aHHBIM B YaCTH 5 HACTOSIIEH CTaThU, MPUOCTAHABIMBAETCS CO JHS HAMPABJICHUS 3aIBUTEIIO
3ampoca YMOJTHOMOYEHHOTO (heepaabHOr0 OpraHa HWCIOJHUTENBHON BIACTU IO JHS TMONYYCHHUS UM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

COOTBETCTBYIOLIIETO OTBETa W HE YYMUTBHIBAETCS MPU HMCUUCICHUMM CPOKa IOJATBEPIKICHUS
roCyJapCTBEHHOM pErucTpaliy JeKapCTBEHHOTO IIpenapara.

8. OcHOBaHMEM /Js OTKa3a B IPOBEICHUU SKCHEPTU3bl OTHOLIEHUS OXXHIAEMOM NOJb3bl K
BO3MOXXHOMY DPHUCKY NPHUMEHEHHUS JIEKAPCTBEHHOI'O IIperapara SBJISETCsl MPEICTaBICHUE JOKYMEHTOB,
COJIepKALINX Pe3yIbTaThl MOHUTOPUHIA 3()(HEKTUBHOCTH U OE3011aCHOCTH JIEKAPCTBEHHOI'O IIpenapara, 1
(M) B OTHOLIEHMM OMOJOIMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3ylbTaTOB OCYLIECTBIICHUS
MEpONPUATHA B COOTBETCTBUM C IUIAHOM YIPABJIECHUS PHCKAMH, YTBEP)KJICHHBIM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJHUTEIBLHONW BJIACTU MPH OCYIIECTBICHUH TOCYIapCTBEHHOW PETUCTpAIUH
JIEKapCTBEHHOI'0 Ipernapara, B HENOJHOM 00beMe, OTCYTCTBUE MH(OpPMalLMH, MOATBEpKAAOMEH (akTt
yIUIaThl ~ TOCYJAapCTBEHHOM  IOLIIMHBI 32  IOATBEP)KJIEHUE  TOCYJAapCTBEHHOM  perucrpanuu
JICKapCTBEHHOI'0 Ipernapara, JUOO HENpEeJICTaBICHHE 3asBUTENIEM B YCTAHOBIIEHHBIH CPOK OTBETa Ha
yYKa3aHHbIH B yacTu O HacTosed CTaThbU 3allpoC YIOJIHOMOYEHHOIO (heaepaabHOro oOpraHa
MCIIOJIHUTEJIBHON BJIACTH, a TAK)KE OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTaX MH(pOpMalLUU, KOTOpas A0JKHA
OBITh B HUX OTpPa)KCHA.

9. DkcrnepTu3a OTHOUICHUS OXHUJAAEMOW TIOJb3bl K BO3MOXXHOMY PHCKY TPUMCHCHUS
JICKApCTBCHHOT'O IIpf€riaparta B LEIAX IMOATBCPIKICHUS FOCYIIapCTBeHHOI\/JI perucTpainvi JICKapCTBECHHOI'O
npernapara MpPOBOJUTCS KOMHCCHEH 3KCIIEPTOB JKCIEPTHOTO YUPEXKICHUS B CPOK, HE MPEBBIMIAIOIINI
COpOKa pabo4ux JTHEH.

10. B ciayyae HeIOCTAaTOYHOCTH MPEACTABICHHBIX SKCHEPTY MATEPUANOB Ul Jaud 3aKJIFOUECHMS
JKCIIEPT 00paLAeTCsl K pPyKOBOJUTEINO IKCIEPTHOTO YUPEKICHHUS O IPEJOCTABICHUN €My HEOOXOAUMBIX
MaTepuaioB. PykoBoauTe b 3KCHEPTHOTO YUpPEkKACHHUS OOpaliaeTcs ¢ COOTBETCTBYIOIIUM 3alpocoM B
YIIOJTHOMOYCHHBIN (peiepalIbHbIi OpraH MCIIOJTHUTEIHHON BJIACTH, BBIIABIINK 3a/laHUE HA TPOBEICHUC
JKCIEPTU3bl OTHOLICHUS OXUIAAEMOM IO0JIb3bl K BO3MOKHOMY PHUCKY IPHUMEHEHHUS JIEKAPCTBEHHOIO
mpenapara Ha OCHOBAaHMH JIOKYMEHTA, COJEPIKAIIEro pe3ynbTaTbl MOHUTOPHUHTA 3(PGEKTUBHOCTH U
0€30MacHOCTH JIEKAapCTBEHHOTO Mpenaparta. B TedeHue natu pabodux AHEW co AHS MOCTYIUICHHS 3ampoca
PYKOBOJMTEIS JKCIIEPTHOTO YUPEKICHUS YKa3aHHBIN (enepanbHbI OpraH HCIOTHUTEIHHON BIACTH
HaMpaBIIeT 3asABUTENIO 3alpPOC O MPEJICTaBICHUH HEOOXOIMMBIX MaTepUanoB, KOTOPHI MOKET OBITh
Mepe/laH YIOJIHOMOYEHHOMY MPEACTAaBUTEIIIO 3asBUTEISI JIMYHO O] PACHUCKY, HAMPABJIEH MO MOYTE
3aKa3HbIM MHCHMOM WJIH ME€PEaH B dJIEKTPOHHOU PopMe MO TEeIeKOMMYHHUKAIIMOHHBIM KaHallaM CBs3H. B
cllydae HalpaBJIeHMs 3allpoca YHNOJHOMOYEHHOIO (enepallbHOr0 OpraHa MCHOJHUTENBbHOM BIacTH IO
IOYTE 3aKa3HbIM MUCBMOM OH CUMTAETCS MOJYYEHHBIM 110 UCTEYEHUN LIECTU JHEU C JAaThl HANPABICHUS
3aKa3HOro MHUChMa.

11. 3asBuTens 00s3aH MPENCTaBUTh OTBET HA 3alpOC YHNOJIHOMOYEHHOTO (hefepabHOr0 OpraHa
HCIIOJIHUTEJIBHON BJIACTU B CPOK, HE NMPEBBIMIAIONIUN MIECTUAECATH pabounx JHEH CO JHS MOIY4EeHHUS
YKa3aHHOTO 3arpoca. YTOJIHOMOYEHHBIH (elepanbHblii OpraH HCHOJHUTENbHOM BIIACTH, BBIIABIIUI
3aJlaHue Ha TMPOBEJIEHUE DOKCIEPTH3bl OTHOIIEHUS OXUIAEMOM I0JIb3bl K BO3MOXHOMY PHCKY
IIPUMEHEHHS] JIEKAPCTBEHHOIO TIpenapara Ha OCHOBAHMM JIOKYMEHTAa, COJAEP)KAILLErO PE3YJbTaThl
MOHHUTOPHHTa 3()PEeKTUBHOCTU U 0€30IMaCHOCTH JIEKAPCTBEHHOI'O Iperapara, B TeYEHHUE MATH pabouyux
JHEW CcO JHS MOCTYIUIEHHUS OT 3asBMTENsS OTBETa Ha 3alpoC YMOJIHOMOYEHHOTO (helepallbHOro OopraHa
WCIIOJIHUTEJILHOM BJIACTH HAMpaBJIsieT 3TOT OTBET B 3KCIEPTHOE yupexkIeHue. B ciiyuae HenpeacTaBieHus
110 UCTEUEHUH IIECTUIECITH pabouuX JTHEH 3asBUTENIeM OTBETa Ha YKa3aHHBIN 3allpOC YIOTHOMOYEHHBIN
denepanbHBIE OpraH HUCHOJHUTENIBHON BJIAcTH, BBIAABIIMNA 3aJaHHE Ha TPOBEIECHUE SKCIEPTHU3BI
OTHOIIECHUS OKUJAEMON TOJb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHHS JIEKAPCTBEHHOIO IIpernapaTa Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

OCHOBAHUHU JOKYMEHTa, COJEPIKallero pe3yibTaTbl MOHUTOPUHIAa S(PQHEKTUBHOCTH U O€3011aCHOCTH
JICKApCTBEHHOTO Ipernapara, B TEUCHHE MATH pabouyux JHEH HampaBisieT B HKCHEPTHOE YUpEkKIACHUE
YBEJIOMJICHHE O HEIpPEJCTABICHUM 3asBUTEIEM OTBETa HA 3allpoC YKa3aHHOro opraHa. Bpems co nHs
HANpaBJICHUsl 3ampoca HKCHEPTHOTO YYPEXKJIEHHS B  YIOJIHOMOYEHHBIH (edepanbHblii  OpraH
UCIIOJHUTEJIBHOM BJIACTH A0 JHS MOJYYEHUs SKCIEPTHBIM YUpPEXJICHHEM OTBETa Ha 3alpoc WU
YBEJAOMJIEHMSI O HENPEACTAaBICHUU OTBETA Ha 3alpOC HE YUYUTHIBAETCS IPU HCUYHUCIECHUU CpPOKa
IIPOBEICHUSI HKCIEPTH3bl OTHOIIEHUS OXKUAAEMOW II0JIb3bI K BO3MOXKHOMY PpHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHHMU JOKYMEHTa, COJEpKallero pe3yJibTaThl MOHMTOPHUHIA
3G GEKTUBHOCTH U 0€30I1aCHOCTH JIEKAPCTBEHHOTO IIpernapara.

12. B cpok, He IpEeBBIIAIOIINN ASCATH padOUYMX JHEH CO JHA MONYyYCHHS 3aKJIIOUYCHHUS KOMUCCHU
JKCIIEPTOB IO pe3yJibTaTaM 3KCIEPTU3bl OTHOLIEHUS OKMUIAEMOW IIOJIB3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHUSI JIEKapCTBEHHOI'O Ipenapara, COOTBETCTBYIOIIMI YIIOJIHOMOYEHHBIN (enepanpHblii opran
UCIIOJIHUTEJILHOH BJIACTH:

1) OCYHICCTBIACT OLCHKY OTOr0 3aKJIIOYCHUSA JIA OIMPCACICHUA €TI0 COOTBCTCTBUA 3aJaHHUIO HaA
IMpOBCACHUC YKaSaHHOfI OKCIICPTHU3ELI,

2) NpUHMMAET pEUIeHHE O TMOATBEPKACHUU TIOCYIapCTBEHHOM PpErucTpaluu JIEKapCTBEHHOTO
npenapara wid o0 oOTKa3e B IOATBEPXKJIEHUM TIOCYJAapCTBEHHOW pErucTpaluy JIeKapCTBEHHOI'O
npenapara;

3) BHOCUT TMpU TMPUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIJapCTBEHHON perucrpanuu
JIEKapCTBEHHOI'O IIpernapaTa CBEIECHUS B IOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB M BbIIAET
3asIBUTEI0 OECCPOUHOE PErHCTPAIIMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHOBaHMEM /JIsl OTKa3a B MOJTBEPKICHUHM TOCYIApCTBEHHON PETHUCTPAIMU JIEKAPCTBEHHOTO
mpernapara SBISETCS 3aKJIOYEHHE COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOIrO (ellepalbHOro opraHa
HUCIIOJHUTEIBHON BIACTH O TOM, YTO PHCK INPUYUHCHHA BpCAa 3A0POBBIO YCJIOBCKA WU KHWUBOTHOI'O
BCJIEJICTBHE IIpHEMa JISKapCTBEHHOT'O Mpernapara npeBblmaeT 3¢ (HeKTUBHOCTh €r0 MPUMEHEHHUS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B mnepuox mpoBEeAEHHS TMPOUEAYPhl MOATBEPKICHUS TOCYAApPCTBEHHON pErucTpalnuu
JIEKapCTBEHHOTO MperapaTa ero odparmienue B Poccuiickoii deneparum He MpUOCTaHABIUBACTCS.

15. Jlomyckaercsi oOpalieHHe JIEKapCTBEHHBIX IpPErnapaTroB A0 HCTEYEHHS CpPOKa TOJHOCTH,
IIPOM3BEICHHBIX B TEYEHUE CTAa BOCBMMJIECATH KAJNCHIAPHBIX JHEH IIOCJIE JaThbl IPUHATHUSA
YIIOJIHOMOYEHHBIM (eiepallbHbIM OpPraHOM HCIOJHMUTENBHOM BIACTH pELIEHHsS O TMOATBEPXKICHUU
rOCy/IapCTBEHHONW pEerucTpanuy, B COOTBETCTBUM ¢ HHoOpMalueil, conepkauieiics B JAOKYMEHTax
PETUCTPALIMOHHOTO TOChE Ha JIEKAPCTBEHHBIN MTpenapaT 10 AaThl IPUHATHUS TaKOIO PEILICHUS.

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

Cratba 30. BHeceHune wu3MeHEeHMM B [AOOKYMEHTbl, cogepXxawmecsas B
perncTpayMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JieKapCTBEHHbIA npenapaTt Ans
MeAULIMHCKOro npMmMmeHeHus

I. B nensix BHECEHHS U3MEHEHUN B JIOKYMEHTBI, COJIEpPKAIMECS B PETHCTPAIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpernapar sl MEIUIMHCKOTO INPUMEHEHHMS, AeprKaTelnb WIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BJIAJIENICl] PErHCTPAMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO IIperapara WA YIOJHOMOYEHHOE UM
APYyroe IPUANYECKOE JIHIIO (J1anee B HACTOAIICH CTaThe - 3asBUTEIb) NPEACTABISIET B YIIOJTHOMOYCHHBIH
(denepanbHBIA OpraH HMCIIOJHUTEILHOW BIIACTH 3asBJICHUE O BHECCHHMM TaKUX W3MEHEHHU 1O (opme,
YCTaHOBJICHHOW YIIOJIHOMOUYEHHBIM (heZiepabHbIM OPraHOM HCIIOTHUTEIHLHOW BIACTH, U TpUiIaraeMbie K
HEMY W3MEHCHHUS B yKa3aHHbBIC JIOKyMEHTBHI, a TAKXKE JOKYMEHTBI, MOATBEPKIAOIINE HEOOXOTUMOCTb
BHECEHUS TAKUX U3MCHCHHUIA.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOIUMOCTH BHECEHUS B JOKYMEHTHI, COJIEpKAIIMECS B PETUCTPAIIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar il MEAMIMHCKOIO IPUMEHEHUs, HW3MEHEHH,
YKa3aHHBIX B MYHKTE 3 4acTH 2 HACTOSIIEH CTaTbU U TPEOYIONIMX MPOBEACHHS IKCIIEPTH3bI KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTEINb JOMOJHUTEIHLHO MPEICTaBISIET B YIOJIHOMOYEHHBINH (enepalbHbIi
OpraH WCIHOJIHUTEIbHON BJIACTH CBEIACHUS O JaTe€ MPEIOCTaBICHUS W PETUCTPAIMOHHOM HOMEpe
JULUEH3UM Ha INPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB MM CBEICHHUS O JaTe NPeNOoCTaBIEHUS H
PEruCTPallMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBHHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TIPAaBUJ HaAJEXKaIeld NPOM3BOACTBEHHON MPAKTUKH, BBIAAHHBIX (IIPEIOCTABICHHBIX)
YIIOJTHOMOYCHHBIM (hellepaibHbIM OPTaHOM HCIIOJIHUTEIHHON BJIACTH B OTHOIICHWW M3MEHCHHOW W (HJIH)
JOTIOJTHEHHOM MTPOU3BOACTBEHHOM IJIOIIAIKH JIEKAPCTBEHHOTO Mpernapara, B cliydae, €clid IpOU3BOJICTBO
JIEKapCTBCHHOTO TIperapara ocymiecTBisiercss B Poccuiickoit ®denepanuu, OO CBEACHHS O Jare
MPEAOCTABIICHUS] W PErUCTPALlMOHHOM HOMEpPE BbIJAHHON YIOJHOMOYEHHBIM OpPraHOM CTpPaHbI
MIPOU3BOIUTEIS JIMIICH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO MperapaTa U ee MepeBo/ Ha PYCCKH S3bIK,
3aBEPEHHbIE B YCTAHOBJICHHOM IOPSAJIKE, a TAKXKE CBEICHMS O JaTe MPEIOCTABICHUS U PETUCTPALUOHHOM
HOMEpPE 3aKJIIOYEHUSI O COOTBETCTBHM IMPOM3BOIMUTEINS JEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM IPABUI
HaJJIeXalled MPOU3BOJICTBEHHONW MPAKTUKU, BBIJIAHHOTO YIIOJHOMOYEHHBIM (erepanbHbIM OpraHoM
WCTIOTHUTEIPHOW BJIACTH B OTHOIICHHMM W3MEHEHHONW u (WJIM) JOMOJHEHHOM MPOU3BOICTBEHHON
IJIOIIAKH JIEKAPCTBEHHOI'O Ipenapara, Wi CBEACHHUS O JaTe NMPEJOCTABICHHUS M PErMCTPALlMOHHOM
HOMEpPE pelIeHUsT YIMOJHOMOUYEHHOTO (eepasibHOrO OpraHa HMCIOJHUTEIBHON BJIACTH O TMPOBEICHUU
WHCIIEKTUPOBAHUS  MPOU3BOJUTENSL  JICKAPCTBEHHBIX CPEACTB B  Cllydae, €CId MPOU3BOJCTBO
JIEKapCTBEHHOTO Ipernapara OCyIIeCTBIAETCS 3a npenenamMu Poccuiickon denepanum.

(uactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. PenepanbHOro 3aKkoHa OT
27.12.2019 N 478-D3)

1.2. Ilpu HeoOXOIMMOCTH BHECEHUS B JOKYMEHTHI, COJEpKaIINecs B PETUCTPAIIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM TMpenapar sl MEIULMHCKOrO NPUMEHEHHUS, HW3MEHEHHI,
yKa3aHHBIX B MYyHKTe 4 YacTW 2 HACTOAIIEH CcTaThu M TPEeOYIOMIMX MPOBEACHUS IKCIEPTU3BI KauecTBa
JIEKApCTBEHHBIX CPEJICTB, 3aSBUTENIb JOMOJHUTEIHHO MPEACTABISIECT B YIOJTHOMOUYEHHBIN (eaepanbHbIil
OpraH MCIOJIHUTEIBHOM BJIACTUM CBEIEHUS O Jare IPEIOCTABICHUS W PETUCTPALMOHHOM HOMEpe
JIMIIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEIACTB WJIM CBEICHUS O JaTe MNpPeIOCTaBICHUS |
PETUCTPALIMOHHOM HOMEPE 3aKJIIOUYEHUS O COOTBETCTBUM ITPOM3BOJMTEINS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSM TIPaBUJ HAJJICKAIIEH TPOU3BOACTBEHHON TNPAKTUKH, BBIJAHHBIX (MIPEAOCTABIICHHBIX )
YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOIIHUTEIBHON BIIACTH B OTHOIICHUW MPOHU3BOJICTBEHHOM
IJIOMIAJKHA JICKAPCTBEHHOTO IMpernapara, B Cilydae, €ClId MPOU3BOJICTBO JICKAPCTBEHHOTO IMpernapara
ocymectBusiercss B Poccuiickoii  ®Denepanmu, nub0 CBEAEHUS O JaTe TMPENOCTaBICHUS U
PETUCTPAIMOHHOM HOMEPE BBIJJAHHOW YIOJHOMOYEHHBIM OPraHOM CTPaHbI MPOU3BOIUTENS JIUIEH3UU Ha
MPOU3BOJCTBO JICKAPCTBEHHOIO Ipemnapara M €€ IEepeBOJ Ha PYCCKUM A3bIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM TOPAJIKE, & TAKXKE CBEJACHHS O JaTe MPEIOCTABICHUS W PETUCTPAlUOHHOM HOMEpPE
3aKJIIOUYEHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUII
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HaJyIe)KaIeld MPOU3BOJICTBEHHONW MPAKTHKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (enepaibHbIM OpPraHOM
WCIIOJTHUTEJIbHOM BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHOM IUIOMIA/IKHU JIEKAPCTBEHHOTO MperapaTa, Uiu
CBEIEHUS O JlaTeé TMPEJAOCTABICHUS U PETHCTPAIMOHHOM HOMEPE PEIICHUS YIOJTHOMOYEHHOTO
denepanbHOrO0 OpraHa WCHOJHUTENBHOW BIACTH O MPOBEICHUM WHCIEKTUPOBAHUS TPOU3BOIUTEIS
JIEKApCTBEHHOT'O CPEJICTBA B ClIydae, €CJIM MPOU3BOJICTBO JICKAPCTBEHHOTO Mpernapara OCyIIECTBIISIETCS 3a
npeaenamu Poccniickoit denepanuu.

(dactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-®3)

1.3. IlpunsaTue pemieHUss O BHECEHWM H3MEHEHHWW WM 00 OTKa3e BO BHECEHUM HM3MEHEHUU B
JIOKYMEHTBI, COJIpXAIIUECs B PETUCTPAIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npemnapar A MEAUIMHCKOTO IPUMEHEHHUS], B Clyyae HEOOXOAMMOCTH MPOBEACHUS SKCIIEPTU3bI KaueCcTBa
JIEKAPCTBEHHBIX CPENICTB M (MJIM) DKCHEPTU3bl OTHOUICHUS OXHUIAEMOM IMOJB3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Juisi MEAULIUHCKOTO MPUMEHEHHS OCYILECTBISETCS B CPOK, HE
MIPEBBIMIAIOIINIA JICBTHOCTA PA00OUYUX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIMIAIOIINN TPUIIATH
pabounx AHEH cOo JIHA MPUHITHUS YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCHOJHUTENBHOW BIACTH
3asBJICHHS O BHCCCHUU TAKHX M3MCHCHUM.

(uacth 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnomHomouyeHHbIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pe3yJIbTaToOB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOASAILIMXCS B I'PaXIaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAaHMAM K HX KAueCTBY B TCUCHHE NECATH pPabdOYMX IHEW CO JHS
MOCTYIUICHUSI COOTBETCTBYMOLIEH MH(OpManuu pa3Mmelaer Ha CBOEM O(HUIMAIBHOM caiTe B CETH
"NuTepHer" cBeqeHUS O HEOOXOIMMOCTH BHECEHHS] B MHCTPYKIHMIO 110 METUIUHCKOMY NPUMEHEHUIO
JICKapCTBEHHOI'0 Ipernapara M3MEHEHMH B OTHOLICHMM CBEACHUH O MOKa3aHUAX Ul INPUMEHEHUS U
MIPOTUBOMNOKAa3aHUAX Ul MPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, BbIBIEHHBIX MOOOYHBIX JEHCTBUSX,
HEeXXEJaTeNbHbIX PEaKUUsAX IMpH MPUMEHEHHM JIEKapCTBEHHOTO Ipernapara U yBeAOMIIIET 00 3TOM B
AJIEKTPOHHOU (opMe WIM TMUCbMEHHOU ¢opMe (Ha OyMaKHOM HOCUTENIE) JepKaTelis WIM BIIaJeiblia
PETUCTPAIIMOHHOTO yJOCTOBEPEHUs JICKApCTBEHHOI'O ImpenapaTta (WIM YIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOE JIMI0), a TaKKe JAepkareledl WM BIAJENbLIEeB PETUCTPALMOHHBIX YJIOCTOBEPEHHM
JICKApCTBEHHBIX MPENaparoB (MM YHOJHOMOYEHHBIX HMH JAPYIHMX HOPUAWYECKHX JIML), KOTOpbIE
SIBJIIIOTCS B3aUMO3aMEHSIEMbIMHU.

(uactp 1.4 BBenena denepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)

1.5. Jlepxarenb uiy BIafenel] peruCTPallMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOIO Ipernapara, a
TakKe JIep>KaTeNH WK BIAJENbIbl PETUCTPALIMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MPEnaparoB (MiIH
YIOJIHOMOYEHHBIC UMH JAPYTHUE IOPUINIECKUE JTUIA), KOTOPHIE SBISIOTCS B3aUMO3aMEHSIEMBbIMH, 00s3aHbI
MIPEJICTaBUTh B YIIOJTHOMOYEHHBIN (heepanbHblii OpraH UCTIOTHUTENLHON BIACTH 3asBIICHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKAIIHecs B PETUCTPAIMOHHBIX JOChe HA 3aperuCTPUPOBAHHBIC
JIEKApCTBEHHBIEC MPENapaThl Uisi MEIULMHCKOTO MPUMEHEHHUs, B OTHOIICHHHM CBEJICHUM, YKa3aHHBIX B
WHCTPYKIIUU TI0 MEAUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX MPEMapaToB, B TEYCHHE COPOKa pabodmx
THEH CcO JHS pa3MeIIeHUs YIMOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIOJHUTENBHOM BIACTH
nH(popManuu, ykazaHHoOW B yactu 1.4 Hactosmen ctath. [lanHOe TpeOOBaHME HE PACTIPOCTPAHSIETCS HA
Cllydyal BHECEHHUS B MHCTPYKIHUIO [0 MEIUIMHCKOMY NPUMEHEHHUIO JIEKApCTBEHHOrO IperapaTa
W3MEHEHUH B OTHOIICHUH HOBBIX MOKAa3aHUMN JTsl MPUMEHEHHS JICKaPCTBEHHOTO TIpernapara Ha OCHOBAaHUHT
pEe3yAbTAaTOB COOTBETCTBYIOIINX MUCCIEAOBAHUIA.

(dactp 1.5 BBegeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2. DKcnepTr3a JEKapCTBEHHBIX CPEJCTB B YACTHU SKCIEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEJICTBA U
(un) SKCIEepTU3bl OTHOLIEHUS 05KMIAEMOM IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO
npenapara s MEIUUMUHCKOTO MPUMEHEHUS! TPOBOJUTCS B CIIy4ae BHECEHUS M3MEHEHUM B JTOKYMEHTHI,
coJepKallMecss B PETUCTPAlMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar, B
OTHOLLUEHUU:

1) cBeneHuil, yka3aHHBIX B HHCTPYKLUHU [0 MEAWLIHMHCKOMY IPUMEHEHUIO JIEKaPCTBEHHOI'O
npenapara:

a) JIeKkapcTBeHHas (hopMa ¢ yKazaHHEM HaMMEHOBAHUHN M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOLINX
BEIIECTB U KaUECTBEHHOI'O COCTaBa BCIIOMOTaTENIbHBIX BELIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BELIECTB);

0) dapmakonuHamMuka U (papMakoKMHeTHKa (32  HCKJIOYeHHeM  (papMaKOKWHETHUKH
TOMEOTIATHYECKUX JICKAPCTBECHHBIX MPENApaTOB M PACTUTEIHHBIX JICKAPCTBEHHBIX TPEIIapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOINIOKA3aHUs JJIl IPUMEHEHUS;
1) MEPBI IPEIOCTOPOKHOCTU NP IPUMEHEHHH;

€) YKa3aHHE BO3MOXXHOCTU M OCOOCHHOCTEH IPUMEHEHUs JIEKapCTBEHHOIO IIpenapara [yl
MEIULUHCKOTO MNPHUMEHEHHUs OEpeMEHHbIMU O KEHIIMHAMH, JKCHIIMHAMHU B IIEpUOJ TPYAHOTO
BCKapMJIMBaHUs, 1I€TbMH, B3POCIIBIMU, UMEIOIIMMU XPOHUUYECKHE 3a00JI€BaHuUs;

) pPeXKUM JO3UPOBAHHS, CIIOCOOBI BBEACHUS M MPUMEHEHUs, IPU HEOOXOIMMOCTH BpeMs MpHema
JIEKApCTBEHHOTO TIpernapara, MpoI0KUTEIBHOCTD JICUEHUS, B TOM YHUCJE Yy JETeH 10 U TMOCNe OJHOTO
rozaa;

3) BO3MOJKHbIE TOOOYHBIE IEHCTBUS U HEKEIATEeNbHbIE PEAKIIUU NPU IPUMEHEHUH JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TOMOIIY IPU NEPETO3UPOBKE;
K) B3aUMOJIeHCTBUE C APYTUMHU JIEKApCTBEHHBIMHU IIpenapaTtaMy U (MJIH) MUILEBbIMU IPOLYKTaMU;
1) (opMBl BBIITyCKa JIEKapCTBEHHOT'O Iperapara;

M) yKazaHue (mpu HEoOXOAMMOCTH) OCOOEHHOCTEH MAEHCTBHS JIEKApPCTBEHHOTO Ipernapara IpH
MIEPBOM MIPHEME WJIU MPU €r0 OTMEHE;

H) CBCACHUA O BO3MOKHOM BJIMSIHHUU JICKAPCTBCHHOI'O IIpCIriapata AJId MCAULIUHCKOTO IMMPUMCHCHU A
Ha CIIOCOOHOCTh YIIPABJIATH TPAHCIIOPTHBIMHA CPEACTBAMH, MEXaHU3MAMMU,

0) CpPOK F'OAHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHS JIEKapCTBEHHOIO IMperapaTa Mo MCTEYEHUH
CpOKa TrOJHOCTH;

1) YCJIOBUS XpaHEHHUS;

www.consultant.ru CrpaHnuua 72 u3 149
HageXXHas NpaBoBas noaaepXkKa


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

?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxpaenms: 10.07.2023

P) YCIIOBHUS OTITYCKa;
2) cocTaBa JIEKapCTBEHHOIO Mpenapara Jijisi MeJUIIMHCKOTO PUMEHECHHS;
3) U3MEHEHUs MecTa MPOU3BOCTBA JIEKAPCTBEHHOTO MperapaTa JUisi MEAUIUHCKOTO MTPUMEH CHHUS,

4) u3MeHeHus ToKa3zaTeyiel KayecTBa JIKApCTBEHHOTO IMperapaTa Jijisi MEIUIIMHCKOTO MPUMEHEHUS
1 (WJIM) METOI0B KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO IPUMEHEHNUS;

5) HU3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO ITpCriapara JJIisi MCAUIIUHCKOI'O IPUMCHCHU

6) cBeleHU 0 HEOOXOAMMOCTH BHECEHHUS WHBIX U3MEHEHHH B HMHCTPYKLHUIO 1O METUIIMTHCKOMY
MPUMEHEHUIO JIEKapCTBEHHOTO TIperapara, a TakKe B HHbIE JOKYMEHTBI, COJEpXKalluecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIH mpenapar. [Ipu sTom pemeHue o
MPOBEACHUU JKCIEPTU3bl KayeCTBa JICKAPCTBEHHBIX CPEACTB U (WJIM) OKCIEPTU3Bl OTHOIICHUS
OKUJIaeMOH O3kl K BO3SMOYKHOMY PUCKY MPUMEHEHHUS JICKAPCTBEHHOTO Mpenapara A MeIULIUHCKOTO
MIPUMEHEHUS TPUHUMAETCSI B COOTBETCTBUU C YTBEPXKICHHOM YIOJIHOMOUYECHHBIM (pefepaibHBIM OPTaHOM
WCIIOJIHUTENILHON BIAcTH Kiaccu(UKanueil M3MEeHEHUH, BHOCHMBIX B JOKYMEHTHI, COZAEpXalluecs B
PEruCTPallMOHHOM J0Ch€ Ha 3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN ITpenapar.

(uacts 2 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

3. 3asBuTENb BIPABE NPEACTABUTH 10 COOCTBEHHON MHUIIMATUBE BMECTE C 3asiBJICHUEM O BHECEHHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEP)KAILUECS B PETHCTPALIMOHHOM JOChE Ha 3aperMCTPUPOBAaHHBIN
JIEKapCTBEHHBIN IpernapaTr A MEIUIMHCKOTrO MPUMEHEHUS, KOIHHM JOKYMEHTOB, IOJTBEPKIAIOLINX
yILIaTy TOCYAAPCTBEHHOW MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJIEP)KAIIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3apPETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Uil MEIULIUHCKOTO IPUMEHEHNS, N3MEHEHHU,
TpeOYyIOLMX TPOBEJCHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB B YaCTH OJKCIEPTH3bl KayecTBa
JIEKapCTBEHHOI'O CPEACTBA U (MJIM) SKCIEPTH3bl OTHOLLIEHUS OKUJAEMOM IMOJIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKapCTBEHHOTO Npenapara JUisi MEJUIUHCKOTO IPUMEHEHHS, TOCYJapCTBEHHON OLIMHbI
3a BHECEHHE B JIOKYMEHTBI, COJEpIKalIUecs B PETUCTPAMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar Ui MEAULUHCKOTO MPUMEHEHHsI, U3MEHEHUH, He TPeOYIOUIMX MpPOBEIECHUS
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAK)KE BbJaBacMble (IIPEIOCTABIISIEMbIE) YIIOJTHOMOUYEHHBIMU
benepanbHBIMU OpraHaMy UCIIOJIHUTENBLHON BIIACTH JOKYMEHTHI (CBE/I€HUS), yKa3aHHbIe B yacTax 1.1 u
1.2 macrosimeidt crathu. B ciydae WX HeNpeACTaBICHWs YIOJHOMOUYEHHBIH (QenepalbHbIil OpraH
UCTIOJHUTENIBHOM  BJIACTM  3alpallliBaeT  yKa3aHHble  JOKYMEHTbl  (CBEJeHMA) B  IOpsAIKe
MEXXBEJOMCTBEHHOT0 MH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS.

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

4. B Teuenue necatu pabovnx JTHEW CO JTHS MOCTYIUICHHUS YKA3aHHOTO B YacTH | HACTOAIIEH CTaTbU
3asiBJICHUS U HEOOXOIUMBIX JOKYMEHTOB YIOIHOMOYEHHBIH (heqepanbHblii OpraH HCIOTHUTEIbHOM
BJIACTH:

1) MMpOBOAUT MPOBCPKY MNOJIHOTHI U JOCTOBECPHOCTHU CBCI{CHI/II\/'I, COACPpKAINXCA B IMMPEACTABIICHHBIX
3asABUTCIIEM MaTCepUuajiax,

2) IPUHUMAET PEIICHUE O MPOBEACHUN YKA3aHHBIX B YACTU 2 HACTOSILIENW CTaTbU COOTBETCTBYIOLIUX
AKCIIEPTU3 JIEKAPCTBEHHOTO CPEICTBA MIIM 00 OTKa3€ B UX MPOBEICHUU;
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(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

3) yBeAOMJISICT B 3JCKTPOHHOM WJIM MHCBMEHHON (hopMe 3asBUTENSI O MPUHSATOM PEIICHUH WU B
cllyyae TPHUHATHA pemieHHs 00 OTKa3e B MPOBEACHUM COOTBETCTBYIOUICH SKCIEPTU3bI C YKa3aHUEM
MPUYHH TAKOTO OTKAa3a.

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

4.1. B caydae BbISABICHHS HEJOCTOBEPHOCTH CBEJCHUH, COICPIKAIIMXCS B MPEACTaBICHHBIX
3asBUTEJIEM MaTepHajax, yIOoJHOMOUYEHHBIN (eepaabHblii OpraH MCIOJIHUTEIFHON BIACTH HANpaBIseT
3afBUTEIIO 3ampoc 00 YTOYHEHUM YKAa3aHHBIX CBeICHHMH. JlaHHBIA 3ampoc MOXeT OBITh IepeaaH
YIIOJTHOMOYEHHOMY TPEACTAaBUTEIIO 3asSBUTENS JIMYHO IO PACIUCKY, HApaBJICH IO MOYTE 3aKa3HBIM
NMCBMOM WJIM TIepeliaH B JJIEKTPOHHOM (hopMme 1Mo TelneKOMMYHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaNpaBJICHUs] JAaHHOTO 3aIpoca 10 MoYTe 3aKa3HBIM MUCbMOM OH CUHUTAETCS TMOJTYYEHHBIM 10 UCTEYCHUHU
IIECTH JHEH ¢ 1aThl HalpaBJICHHUS 3aKa3HOTO ITHChMA.

(uactb 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (enepanbHOro opraHa
WCTIOJTHUTEIEHOW BIIACTH B CPOK, HE MPEBBIAIONIMNA JEBIHOCTa pabouumx THEW CO THS TONyYeHHs
nanHoro 3ampoca. Cpok, yKa3aHHbIH B 4YacTW 4 HACTOSIIEH CTaThbH, NPHOCTAHABIMBAETCS CO JIHS
HAIPaBJICHUS 3asSBUTENIO 3a1IPOCa YIIOJIHOMOYEHHOTO (heIepaIbHOrO OpraHa MCIIOIHUTEILHOM BIACTH 10
IHS TOJYYeHHsS UM OTBETa Ha JAHHBIA 3alpOC M HE YYUTHIBACTCS NMPH MCUUCICHUU CPOKA MPHHSATHS
pemieHnsi 0 BHECEHWHM HM3MEHEHWH B JIOKYMEHTHI, COJEpKaIlMecs B PETHCTPAIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIHN Mpenapar Jjsi MEAUIUHCKOTO TPUMEHEHHS.

(uacTb 4.2 BBeeHa PenepasibHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

5. OcHoBaHMeM JIsl OTKa3a B MPOBEACHUU yKa3aHHBIX B YacTH 2 HACTOSIICH CTAaThU DKCHEPTHU3
SIBJIICTCS TIPEACTABIICHUE JOKYMEHTOB, IEPCUNCIICHHBIX B YacTAX | M 3 HACTOSIICH CTaThH, B HEIIOJIHOM
o0BbeMe, HETpeACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1
HACTOSIIEH CTAaThH 3aMpoc YIOJTHOMOUYEHHOTO (peIepalbHOTO OpraHa MCIIONHUTENILHON BIIACTH, a TaKKe
OTCYTCTBHE€ B  TMPEJICTaBICHHBIX JOKYMEHTaX JIOCTAaTOYHBIX  CBEIEHUH, MOATBEPKIAIOLINX
HEO0OXOJIMMOCTh BHECEHUS M3MECHEHUH, WIIH OTCYTCTBHE HH(OPMAIINH, MOATBEPKIAOMEH (HaKT yIUIATHI
rOCy/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOAIIEH CTAaThU.

(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIEC B YaCTU 2 HACTOSILEW CTaTbU 3KCHEPTU3bI MPOBOJATCSA B MOPAJIKE, YCTAHOBICHHOM
cratbeil 23 Hacrosuero deaepaibHOro 3aKOHa.

7. B cpok, He MPEeBBIIAIONINN AecITH padouuX JAHEW CO JHSA MOJYYSHHs 3aKITIOUYEHUNH KOMHCCUN
SKCHEPTOB MO pe3ysibTaTaM YKA3aHHBIX B YaCTH 2 HACTOAIICH CTaThbU AKCHEPTHU3, YIMOJTHOMOYECHHBIN
(benepanbHBIA OPraH UCMOTHUTENBHON BIACTH:

(B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1) mpuHUMaeT perieHre 0 BHECEHUM U3MEHEHHUM B IOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAIMOHHOM
JI0OChE Ha 3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpemapar I MEIUIUHCKOTO TPUMEHEHHS, Wi 00
OTKa3€ BO BHECEHUH TaKUX U3MECHECHUMU;

2) BHOCHUT B TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAHMU PEUICHUS O
BHECECHMM  W3MEHEHHH B  JOKYMEHTBI, COJEpXKaIIMeCcs B  PETUCTPALMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIM JIEKApCTBEHHBIM MpenapaT s MEIUIUHCKOTO TMPUMEHEHUs, HeOoOXOIUMBbIe
M3MEHEHUs U BO3BPAILAET UX 3as1BUTEIIO;
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3) BBIIACT 3asBUTENI0O HOBOE PErMCTPAIMOHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Mperapara B
cllydae U3MEHEHUs CBEJCHHI, COIePIKALUXCS B HEM.
(. 3 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHumeM /g OTKa3a BO BHECEHHM HW3MEHEHUH B JIOKYMEHTBI, COJAEp Kaluecs B
PErUCTPAallMOHHOM JOCh€ Ha 3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il MEAUIMHCKOIO
MPUMEHEHHUS, SBJISETCS 3aKIII0UYEHUE YIOJTHOMOYSHHOTO ()efiepalbHOr0 OpraHa UCIOIHUTEIBHON BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PQPEKTUBHOCTH JIEKAPCTBEHHOIO CPEICTBA B
CJIy4yae BHECECHMS TAKUX U3MEHEHUM.

9. Jomyckaercsi oOpalleHHe JIEKapCTBEHHBIX IPEnapaToB il MEIULUHCKOrO MPUMEHEHHS 0
HCTEUYEHUsI CPOKa rOJAHOCTH, IPOU3BEIACHHBIX B TEUYCHUE CTAa BOCBMHJIECITH JTHEH IMOCIE JAThl MPUHATUS
YIIOJTHOMOYEHHBIM (heiepajibHbIM OPraHOM HCIOTHUTENIbHOM BJIACTHU PEUICHHs O BHECEHUU W3MEHEHUH B
JOKYMEHTBI, COJACpXAIIHeCs B PETUCTPANMOHHOM JIOChE, B COOTBETCTBHH C WH(OpPMAIUCH,
coJiepKalleiicss B JOKYMEHTaX pPETUCTPAllMOHHOTO JOChe Ha JICKApCTBEHHBIN Tmpernapar [0 JaThl
MIPUHSATHS TAKOTO PEIICHUSI.

(uactb 9 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaButenbctBo Poccuiickoit ®enepaunu BIpaBe YCTAHOBUTH OCOOEHHOCTH BHECEHHUS
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllUecsi B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpermapar A MEIUIMHCKOTO NPHUMEHEHUus, B ciydae JAeeKTypbl WM pHUCKa
BO3HUKHOBEHHUS Je(heKTypbl JIEKAPCTBEHHBIX INIPENapaToB B CBSI3W C BBEJICHUEM B OTHOIICHHUH
Poccuiickoit denepariuy OrpaHUYUTENBHBIX MEP S3KOHOMUYECKOTO XapakTepa.

(uactp 10 BBegena PexnepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

Ctatba 31. BHeceHne wu3MeHeHUM B  AOKYMEHTbI, copaepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JIeKAapCTBEHHbIN npenapat Aans
BEeTePMHAPHOIro NPUMEHeHuUA

1. B mensax BHeceHUs W3MEHEHUH B JIOKYMEHTHI, COIAEpPIKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3aperuCcTPUPOBAaHHBIM JIEKApPCTBEHHBIM Mpenapar A BETEPUHAPHOTO IMPUMEHEHMs, JepKaTellb WU
BJIQJIEJIEl] PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIperapaTra Wid YIOJIHOMOYEHHOE WM
ApYyroe IpUAUYECKOE IO (Jlaee B HaCTOALIEH CTaThe - 3asBUTEIIb) IPEACTABISIET B YIOJHOMOUYEHHBIN
¢benepanbHBI OpraH HCIOJHUTENBHON BIIACTHU 3asBIEHHME O BHECEHHMH TaKHUX H3MEHEHHMH 1o dopme,
YCTAaHOBJICHHOW YIIOJIHOMOYEHHBIM (he/iepajbHBIM OpraHOM HCIOJHUTENBHOM BJIACTH, U IpUJIaraeMble K
HEMY U3MEHEHHs B yKa3aHHbIC JIOKYMEHTBI, a TaKXe JIOKYMEHTBHI, MOATBEPKIAIOINE HEOOXOIUMOCTb
BHECEHUS TakuxX U3MeHeHul. [Ipy HeoOXoIMMOCTH BHECEHUSI N3MEHEHUH B IOKYMEHTBHI, COiepKallluecs B
PETUCTPALIMOHHOM JIOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX W3MEHeHHs ¢ (WIu) JOINOJIHEHUS TPOU3BOJICTBEHHOM  IUIOIIAJKU
JIEKapCTBEHHOI'O CPEJICTBA, a TAKXKEe M3MEHEHMs IOKa3aTeslell KauecTBa JIEKapCTBEHHOrO Mpernapara Jyis
BETEPUHAPHOTO MPUMEHEHUS U (WJIM) METOJOB KOHTPOJS KayecTBa JIEKAPCTBEHHOrO Ipemnapara s
BETEPUHAPHOIO IMPUMEHEHUS 3asiBUTEIb JIONOJHUTEIBHO MPEACTABIAET B  YIOJIHOMOYEHHBIN
(benepanbHBIN OpraH UCIOJHUTENBHOMN BIACTH CIEAYIONINE JOKYMEHTHI (CBEACHHUS):

(B pen. deaepanbHoro 3akona ot 27.12.2019 N 478-03)

1) CBCIACHUA O AaT€ MPEAOCTABJIICHHUA W PETUCTPAIHMOHHOM HOMEPC JIMICH3WMM HA MPOU3BOACTBO
JICKApCTBCHHBIX  CpPCICTB, HpCHOCTaBHCHHOﬁ MPOU3BOAUTCIIIO  JICKAPCTBCHHOI'O  Ipfcliapara IJIA
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

BETEPHHAPHOTO IPUMEHEHUS, [UIs POCCUMCKUX MPOU3BOANUTENCH;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeleHUsl O Jare MPEAOCTABICHUS U PErHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOICTBO
JIEKapCTBCHHBIX ~ CPEJCTB, NPEIOCTABICHHOW MPOW3BOAUTENIO (DapMarieBTHUECKOH cyOcTaHIuH,
BXOJIAIIEH B COCTaB JIGKAPCTBEHHOTO Mperapara Jjs BETEPUHAPHOIO MPUMEHEHHUS, JJI POCCHUICKUX
MPOU3BOAUTENEH;

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

3) Komus TOKyMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPIaHOM CTPAHbI IIPOU3BOJIUTEINS ISl KAXKIOU
MIPOM3BOJICTBEHHON IUIOMIAJIKK JICKapCTBEHHOTO Ipemapara Jjs BETEPUHAPHOIO TMPUMEHEHUs H
MOATBEPKIAIOIIETO COOTBETCTBUE IMPOU3BOJIUTEINS JEKAPCTBEHHOIO Mperapata TPeOOBaHUSM IIPaBUII
HaJJIeXxalleld MPOU3BOACTBEHHON TPAaKTUKH, W €ro IMepeBOJ] Ha PYCCKUI S3bIK, 3aBEpEHHBIC B
YCTAHOBJICHHOM IOPAAKE, 4 TAKKC KOIIHA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeacTB  TpeOOBaHUSM  MpaBU  Hajuiekalled  MPOM3BOACTBEHHOM  MPAakTHUKHU,  BBIJAHHOTO
VIIOJTHOMOYEHHBIM (De/lepabHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH JUIS KaXKIOW MPOW3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOT'O TIperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHsS PEIIeHUs O
MPOBCACHUHN MHCIICKTHUPOBAHUS MPOU3BOAUTEIIA JICKAPCTBCHHBIX CPCACTB, IPHUHATOTO YIIOJHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHONM BIACTH JUISl K&XJIOM IPOU3BOJCTBEHHOW IUIOIIAIKU
JICKApCTBCHHOT'O IIpfriapara i1 BETCPUHAPHOI'O MPUMCHCHUS. VYka3aHHble JOKYMCHTBI ITPCACTABIAIOTCSA
B cllydyae, €CIM TPOU3BOJCTBO JIEKAPCTBEHHOTO Tperapara JAjsi BETEPUHAPHOTO MPUMEHEHHS
ocyliecTBisercs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomusi JIOKyMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHoM CTPaHbl [POU3BOAUTEIS
(bapmManeBTHYECKOM cyOcTaHIu u MTOATBEPIKIAOIIIETO COOTBETCTBHUE MIPOU3BOIUTEIS
(bapmalleBTUUECKOI CyOCTaHIIMU, BXOMASIIEH B COCTaB JIEKAPCTBEHHOI'O Mperapara AJis BETEPUHAPHOTO
MPUMEHEHUsI, TpeOOBaHUAM TPaBUJI HaJJIeKalled MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro TMEpeBoJ Ha
PYCCKUH  5I3bIK, 3aBEpPEHHbIE B YCTAHOBJICHHOM TIOpSAJIKE, B Cily4yae, €cld IPOU3BOACTBO
(hapmareBTUUECKOM CyOCTaHIIMU OCYIIECTBISETCS 3a npeaenamu Poccuiickoit deaepanuu.

(uacth 1 B pen. denepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHuss U (WJIK) TOTOJHEHUS MPOU3BOJCTBEHHOW TUIOMIAJKK JIEKAPCTBEHHOTO
CpEICTBa JOKYMEHTBI, YKa3aHHbIE B 4acTH | HACTOSIIEW CTaTbU, NPEICTABISIFOTCS 3asBUTEIEM B
OTHOIIEHWH M3MEHSAEeMOM U (MJM) JOMOJHSIEMON MPOU3BOACTBEHHON IIIOMIAAKH JIEKAPCTBEHHOIO
cpencrta. Pemienre 0 BHECEHMN U3MEHEHUN B JOKYMEHTBI, COACPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBINA JIEKAPCTBEHHBIN Mpenapar i BETEPUHAPHOTO MPUMEHEHHs, UM 00 OTKa3e B UX
BHECEHUHU MPUHUMAETCS B cllydae HEOOXOJMMOCTH NMPOBEJCHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA B
CPOK, HE IPEBBILIAIOIINN AEBSIHOCTAa pabOUYMX AHEH, a B OCTAJbHBIX CIy4asX B CPOK, HE IPEBBIIIAIOIINN
TpUALATH pabouMX JHEW cO JHS MPUHATHS YIIOJIHOMOYEHHBIM (peepanbHbIM OPTaHOM HCIIOJTHUTEIbHOM
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MECHEHUII.

(uactsb 1.1 BBenena @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

1.2. B cimydae peopraHuzanmu Jep)KaTeis WIM BIAJENblla PErMCTPALMOHHOIO YIOCTOBEPEHHUS
JICKapCTBEHHOTO TIpernapara Jjs BETEPUHAPHOTO MPUMEHEHMs, pa3padoTyhKa WM IPOU3BOIUTENS
JICKApCTBCHHOT'O IpfriapaTta IjId BECTCPHUHAPHOI'0 IMPUMCHCHUA B 3asBJICHHMHM O BHCCCHHUH N3MEHEHUH B
JOKYMEHTBI, COJEpJKalUecss B PETUCTPALMOHHOM JOChE HA 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemapar i BCTCPHUHAPHOI'0 NPHUMCHCHHA, YKA3bIBAIOTCA JAaHHBIC IOKYMCHTA, ITOATBECPKAAIOIICTO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBIN rocy1apCTBEHHBIH pEECTp IOPUAMYECKUX JIMILL (IS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

OpraHu3alyii, 3aperucTpUpPOBaHHBIX Ha Tepputopuu Poccuiickoit denepannn), WiIM UHOTO JOKYMEHTa,
MIOATBEPIKIAIOLLETO PEOPIaHU3AIMIO IOPUINUECKOro Juua (111 OpraHu3aluii, He 3aperucTPUPOBAHHbIX
Ha Ttepputopun Poccuiickori ®enepanuun). 3asBiIeHWE O BHECEHWM HW3MCHEHHH B JOKYMEHTHI,
coJieprKallMecs B PETUCTPALlMOHHOM JIOChE HAa 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar i
BETEPUHAPHOI'0 IPUMEHEHHUS, U IIPUJIaraeMble K HEMY JOKYMEHTBI IIPEICTaBIISIOTCS B YIIOJIHOMOYEHHBIN
(benepanbHBI OpraH MCHOJHUTENBHOM BIIACTH HE MO3JHEE YeM uYepe3 TPUALATh pabouux THEH co AHS
BHECEHHs COOTBETCTBYIOIIMX M3MEHEHUI B ENUHBIN rocyaapCTBEHHBIH peecTp FOPUAMYECKUX JMILL (A1
OpraHM3alMii, 3aperucTpupoOBaHHbIX Ha Tepputopuu Poccuiickoit denepanun) wiyd co AHS NPUHATUSA
COOTBETCTBYIOLIETO JIOKYMEHTa, HOJATBEPXKAAIOLUIET0 PEOpraHu3alMio OPUAMYECKOro JMua (Ui
OpraHM3aluii, He 3aperucTpUpoBaHHbIX Ha TeppuTopun Poccuiickoii ®enepauun). B cioyuae
peOpraHu3alMu JepKaTelld WIM BIaJeiabla PErHCTPAlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapata A BETEPUHAPHOTO IPUMEHEHHUS 3asBJICHME O BHECEHWU W3MEHEHMH B JOKYMEHTHI,
coJieprKalecs B PETUCTPALIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBINA JICKAPCTBEHHBIN IpenapaTr i
BETEPUHAPHOTO0 MMPUMEHEHHUS, IOJACTCS IOPUAMYECKUM JIMIIOM, KOTOPOMY B XOJA€ pPEOpraHu3aluu
IIepelaHo MPaBO BIAACHMS TAKMM PETUCTPALIMOHHBIM yIOCTOBEPEHUEM.

(uactsb 1.2 BBenena @enepanbHbIM 3akoHOM OT 02.08.2019 N 297-03)

2. B cinydyae BHeceHUs] U3MEHEHHUH B JIOKYMEHTBI, COIEPXKAIUECS B PErHMCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpernapaT Uisi BETEPUHAPHOIO TMPUMEHEHHS, B OTHOIICHUU
CBEJEHUH, yKa3aHHbIX B noamynkrax "e", "x", "k", "a", "H", "c", "x" nynkra 7 wactu 3 crareu 17
Hactosuero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JTOMOJIHEHMs MPOU3BOJCTBEHHOW IUIOIIAJIKU
JIEKapCTBEHHOTO CPEJICTBA, a TAaKXkKe B Cllydae HM3MEHEHMs IOKa3aTelieil KadecTBa JIEKapCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHMS U (WJIM) METOIOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO
npenapara Jyisi BETEPHHAPHOT'O NMPUMEHEHHUS IMPOBOJIUTCS AKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B cinydae HEOOXOAMMOCTH BHECEHHUsSI WHBIX U3MEHEHUW B JTOKYMEHTHI,
coJiepKallrecs B PErMCTPAlMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM mNpenapar ajis
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA JJISI BETEPUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCA.

(B pen. deaepanbhbix 3aKk0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBuUTENb BIPaBe MPEACTABUTH IO COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHUU
W3MEHEHUN B JIOKYMEHTBI, COJIEpXkallMecsi B PErMCTPAlMOHHOM JIOCb€ HA 3aperucTPUPOBAHHBIN
JICKapCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO INPUMEHEHHUs, KOIHUHU JTOKYMEHTOB, IOATBEPKIAOLIUX
YIJIaTy TOCYIApCTBEHHOW MOILIMHBI 32 BHECEHHE B JIOKYMEHTHI, COAECPKAIIUECS B PErHMCTPALIMOHHOM
JIOChE HA 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar il BETEPUHAPHOTO PUMEHEHHUS], U3MEHEHN,
TPEOYIOMMX TPOBEACHUS JKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA, WM W3MEHEHUH, HE TPeOyroInX
MIPOBEJICHUS DKCIEPTU3HI JIEKAPCTBEHHOTO CpeACcTBA. B ciyyae HEOOXOAMMOCTH M3MEHEHHS CBEJICHUH,
COJIEPIKAIMXCS B PETUCTPAIMOHHOM YAOCTOBEPEHUHU JIEKAPCTBEHHOI'O Ipenapara i BETEPUHAPHOTO
MIPUMEHEHUSI, C 3asBJICHUEM, YKA3aHHBIM B YacTU | HACTOSIIEN CTaThH, 3asBUTEIb BIPABE MPEICTABUTH
Mo COOCTBEHHOW WHHIIMATUBE KOIMHIO JOKYMEHTa, TIOATBEPKIAIONICTO YIUIAaTy TOCYAapCTBEHHOU
MOIUIMHBI 32 BbIIaYy PETUCTPALMOHHOTO yIOCTOBEPEHMS JIEKAPCTBEHHOT'O Mpenapara. 3asBUTENb BIIpaBe
MPEACTaBUTH 10 COOCTBEHHOW MHUITMATHUBE CBEICHUS O JUIEH3UAX, YKa3aHHbIE B MyHKTaX | u 2 yacTu 1
HACTOAIIEH CTaThW, a TakXKe BbIJaBacMble YIMOIHOMOYEHHBIMU  (peiepalibHBIMH  OpraHaMH
VCIIOJTHUTENIBHON BJIACTH JTOKYMEHTBI, YKa3aHHbIE B IyHKTe 3 yacTu | Hacrtosmew cratbu. B cimydae
HEMpPEJICTAaBICHUS yKa3aHHBIX JIOKYMEHTOB (CBEIEHWI) YIOJHOMOYEHHBIN (enepanbHblii Opran
WCTIOTHUTEIPHOW  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTHI  (CBEICHHsS) B  TOPSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, HE TPEBHIIAOIINNA JECATH padOYuX THEH CO JHS MOCTYIJICHUS yKa3aHHOTO B 4acTu 1
HACTOAIIEH CTaThbU 3asdBJIEHUS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIH (enepalibHblil opran
HCIOJIHUTEIbHOMN BIACTHU:

1) IIPpOBOAUT ITPOBCPKY IMOJHOTHI U JOCTOBECPHOCTHU CBC,HCHHﬁ, COACPpKAINXCS B ITPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) NIpUHUMAET pelIeHUuE O MPOBEACHUH IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA IJi BETEPUHAPHOIO
pUMEHEHHs WK 00 OTKa3e B €€ MPOBEICHUHY;

3) YBCAOMIISICT B MHMCBMEHHOM (bopMe 3as4ABUTCIIA O IMPUHATOM PCHICHHUU UJIKM B CIIydac MPHUHATHUA
peicHu-d 00 oTKa3e B IMPOBCACHHUHN DOKCICPTHU3bI JICKAPCTBECHHOI'O CPEACTBA 4 BETCPUHAPHOI'O
IMPUMCHCHUS C YKa3aHUEM IIPUYINH TAKOI'O OTKa3sa.

4.1. B ciiy4ae BbIsSIBJICHUSI HEJOCTOBEPHOCTH U (WJIM) HETOCTATOYHOCTH CBEJCHUMN, COEPKAIIMXCS B
MIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBINH (eaepanbHblii OpraH HCHOTHUTEIbHOM
BJIACTH HANpPABJISIET 3asABUTEIIO0 3apoc 00 YTOYHEHHWU YKa3aHHBIX CBEICHHM. 3ampoc MOXET ObITh
nepesiaH yIoJIHOMOYEHHOMY IPEICTaBUTEINIO 3asSBUTEINS MO PACHHCKY, HANPABIIEH MO MOYTE 3aKa3HbIM
MHUCbMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TEeIEKOMMYHUKAIIMOHHBIM KaHajaMm CBsi3u. B ciyuae
HaIpaBlIeHUs 3ampoca 00 YTOYHEHUH YKa3aHHBIX CBEICHUU MO MOYTE 3aKa3HBIM MMHMCHMOM OH CUHUTAETCS
MOJTYYEHHBIM 110 UCTEYEHUH IIECTH IHEU C JaThl HAIIPABJIEHUS 3aKa3HOTO MHUChMa.

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

4.2. 3agButens 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTo (efepanbHOro opraHa
UCTIOJHUTENIBHOM BIIACTH B CPOK, HE MPEBBIIAIOLIMNA JEBIHOCTa pabouyux THEW cO JTHS IOIy4eHHs
nanHoro 3ampoca. Cpoku, ykazaHHble B yacTd 1.1 Hacrosiiedl craTbu, MPUOCTAHABIMBAIOTCS CO JTHA
HaNpaBJIeHUs 3asBUTEIIO 3alpoca YIOJIHOMOYEHHOTO (pesiepalbHOro opraHa UCIOJHUTEIbHON BIACTH 10
JHS TIOJIy4eHUs OTBETa Ha JAHHBIM 3alpoc W HE YYUTHIBAIOTCS MPU HCUUCICHMM CpPOKA HPHUHSITHUA
pelIeHNs O BHECEHWM W3MEHEHM B JOKYMEHTBI, COJEP)KAIUECS B PErHCTPAllMOHHOM [JOChE Ha
3aperucTpUpPOBAaHHBIN JIEKApPCTBEHHBIH Npenapar AJis BETEpUHAPHOTO IPUMEHEHHUS.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JuIsl OTKa3a B IIPOBEIEHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpPEACTBA s
BETEpPUHAPHOTO TNPUMEHEHUs SBJSIETCS MpPEJCTaBICHHE TOKYMEHTOB, yKa3aHHbIX B dacTsax |1 u 3
HACTOAIIEH CTaThU, B HEMOJHOM O00BbEME MJIM OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTaX JOCTAaTOYHbBIX
CBEJICHUH, TNOATBEP)KIAIOIIUX HEOOXOJUMOCTh BHECEHMS HW3MEHEHUH, JM0O0 HenpeIcTaBlieHUEe
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha YyKa3aHHBIM B 4acTu 4.1 HaAcTOsIIEW CTaTbu 3aIpoc
YIIOJIHOMOYEHHOTO (heIepabHOI0 OpTraHa UCIOTHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. DKcriepTusa JEKapCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOIO MPUMEHEHHUsSI B IIEJISIX BHECEHHS
W3MEHEHUH B JOKYMEHTBI, COJEp)KAllMeCs] B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIA MpenapaT JUisli BETEPUHAPHOTO TPUMEHEHHUs, OCYIIECTBISIETCS B  MOpPSIKE,
YCTaHOBJIECHHOM cTaTbeil 24 HacTosero deaepaibHOro 3aKoHa.

6.1. B CpOK, HC HpCBLII_I_IaIOIJ_II/Iﬁ ACCATU pa6oq14x JHEH co JIHSA MOJIYYCHHA 3aKIIFOYCHUS KOMUCCUHA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

9KCIEPTOB IO PE3YJIbTaTaM YKa3aHHOW B 4acTH 2 HACTOAILIEH CTAaTbU 3KCHEPTHU3bI, YIOJIHOMOYEHHBIN
(denepanbHBI OPraH UCIIOJHUTEIBHON BIACTH:
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) npuHUMAaET peleHre O BHECEHUH U3MEHEHHI B IOKYMEHTBI, COJICPKAIIUECS B PETUCTPALIMOHHOM
JI0CbE Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIA Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHUS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHHUI;

2) BHOCHUT B TOCYJApCTBEHHBI peecTp JEKAPCTBEHHBIX CPEJICTB Ha OCHOBAHMM PELICHHUS O
BHECCHMM  HM3MEHEHHMM B  JOKYMEHTBI, COJEpXallhecss B  PETUCTPAIMOHHOM  JOChe  Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIA Mpenapar [js BETEPUHAPHOTO MNPUMEHEHHUS, HEO0OXOIUMBbIe
M3MEHEHUS U BO3BPAILAET ATH JTOKYMEHTHI 3asiBUTEIIO;

3) BbIIaeT 3asBUTENI0 HOBOE PETHMCTPAIMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIrO IMpemnapara AJis
BETEPUHAPHOTO NMPUMEHEHHS B Cllydae HEOOXOJIMMOCTH W3MEHEHUs CBEJEHUM, COAEpKAILNUXCSI B HEM, C
COXpaHEHHEM HOMEpa paHee BBIIAHHOTO PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO IPUMEHEHUS.

(. 3 BBenen DenepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBenena @enepasibHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUsI U3MEHEHUN B JOKYMEHTBI, CONEPKALIUECS B PETUCTPALIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN  JICKAPCTBEHHBIM Ipenapar Ui BETEPUHAPHOIO IIPUMEHEHHs, B 4YacTH,
Kacaroliencss HM3MeHeHus M (WJIM) JONOJHEHUS MPOMU3BOJACTBEHHOM IUIOINAAKH JICKApPCTBEHHOI'O
npernapara, pu MpeICTaBICHUH 3asBUTEIEM B COOTBETCTBHM C IYHKTOM 3 yacTu | HacTosied cTtaTbu
KOIIMM PpELIEHUs YIMOJHOMOYEHHOIro (heepalbHOro opraHa HUCIOJHUTENBHOW BJIACTH O IPOBEACHUU
VMHCIIEKTUPOBAHMS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B vacth 6.1 Hacrosmien
CTaTbH, IPUOCTAHABIIMBAETCS CO JIHSA INOJYYEHHS 3aKIHOYEHHS] KOMUCCHUM DKCIEPTOB A0 JHS IPUHATHUSA
YIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM MCIOTHUTEIBHOM BJIACTH PELIEHUS O Bblaue WK 00 OTKa3e B
BbIJIaU€ 3aKJIIOUEHHS] O COOTBETCTBUU IPOU3BOAUTEINS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM MpPaBUII
HaJJIexalel Ipou3BOJCTBEHHON IPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT pabouux JTHEH.

(dactp 6.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHWEM /s OTKa3a BO BHECEHWH W3MEHEHHMH B JIOKyMEHTHI, COJepXaluecs B
PETUCTPAIllMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapaTr i BETEPUHAPHOTO
MIPUMEHEHHS, B CIy4asix, He TPEOYIOIINX MPOBEICHNUS YKCIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA, SIBIISCTCS
IpEJCTaBICHUE JJOKYMEHTOB, YKa3aHHBIX B yacTAx | M 3 HacTosIIell CTaThbU, B HEMOJHOM OObeMe MU
OTCYTCTBHE B NPEICTABICHHBIX JOKYMEHTAaX CBEIIEHHH, KOTOPbIE JOJDKHBI OBITh B HUX OTPAXKEHBI, MO0
HENpe/CTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha yka3aHHbIM B uyacTu 4.1 HacTosiei
CTaThH 3aMPOC YIOTHOMOYEHHOTO (heaepaIbHOrO OpraHa UCTIONHUTEIBHON BIIACTH.

(uactp 7 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHueM [1Ji1 OTKa3a BO BHECEHMHM HW3MEHEHUN B JIOKYMEHTHI, COJEpXkamuecs B
PErUCTPAlIMOHHOM JOChE€ Ha 3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npemnapar Uisi BETEPUHAPHOIO
MPUMEHEHHUS, B CIIy4asx, TPEOYIOIMX MPOBEACHHS SKCIEPTH3bI JIEKAPCTBEHHOTO CPEACTBA, SBIISETCS
3aKJIIOUYEHHE YIOJIHOMOYEHHOTO (heaepanbHOTO OpraHa WCIOTHUTEIHHOW BIIACTH O BO3MOXKHOCTH
CHWXEHUSI 0€301aCHOCTH, KadecTBa, d(P(HEKTUBHOCTH JICKAPCTBEHHOTO Ipernapara BCIICACTBUE BHECCHUS
W3MEHEHUN B yKa3aHHBIE JOKYMEHTBI, OTKa3 YIIOJTHOMOYEHHOTO (heiepaqbHOro opraHa UCTIOJHUTEIbHOM
BJIACTH B BBIJA4€ 3aKIIOYEHUS O COOTBETCTBUH MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

NpaBU HaJUIekKAIIEH MPOU3BOJCTBEHHONH NPAaKTUKW B clydae HM3MEHEHUS W (WJIM) JIOTIOJHEHUS
MIPOU3BOJICTBEHHON IUIOLIAKKA JIEKAPCTBEHHOT'O IIperapara, €CiIM IPOU3BOACTBO JICKAPCTBEHHOTO
npernapara Juisi BETEPHHAPHOTO MPUMEHEHHs OCYIECTBIIICTCS 3a mpeaenamu Poccuiickort denepanumy,
WM OTCYTCTBHUE 3TOTO 3aKIIOUCHUS.

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

8. Jlomyckaercss oOpalieHHe JEeKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO NPUMEHEHUS /0
UCTEUEHHsI CPOKa TOJHOCTH, MPOU3BE/ICHHBIX B TEUCHNE CTa BOCBMHJICCATH JTHEW IOCIE AAThl IPHUHSATHS
YIIOJIHOMOYCHHBIM q)eﬂepaHBHBIM OpraHom HUCIIOTHUTEILHON BIACTH pelICHrd O BHCCCHUU N3MEHEHHUU B
JTOKYMEHTBHI, COJICPIKAIINECs B PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBII Mperapar, B COOTBETCTBUH C
uHpopManueH, coepkalieics B JOKyMEHTaX PerucTpalMoOHHOTO I0Che Ha JIGKAPCTBEHHBIN MpenapaT 10
JaThl IPUHSATHUS TAKOTO PEIICHHS.

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

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauumm fieKapcTBEHHOro npenapara

Pemenne 006 oTMeHe rocyJapCTBEHHOHN perucrpalnuu JeKapcTBEHHOI'O Mpenapara U HUCKIIOYEHUH
JIEKAPCTBEHHOI'0 Ipenapara W3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB IMPUHUMAETCA
YIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOTHUTEIBHOM BJIACTH B CIIyYae:

1) npeacTaBiICHUsI COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (elIepaabHbIM OPTaHOM UCIIOTHUTEIBHOM
BJACTH 3aKIIOYCHHUS O PHUCKE WM 00 Yrpo3e 370pPOBbIO, JKH3HH YEIOBEKAa WM >KABOTHOTO IIPHU
NPUMEHCHHU JIEKAPCTBEHHOI'O TMpernapara, MPEeBBIIIAIIMX ero 3(QQeKTHBHOCTh, IO pe3yJbTaTam
OCYIIECTBIIIEMOTO UM MOHHTOPHHIa 0€30IIaCHOCTH JICKAPCTBECHHOTO Mperapara;

2) momauyM Jep:KareleM WM BIaJENblieM PEruCTPAllMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
npernapata WIM YIOJHOMOYEHHBIM MM JIPYTUM IOPHJWYECKUM JIMIIOM 3asBJIEHUS 00 OTMeHe
rOCyJJapCTBEHHOI perucTpaiyu JeKapCcTBEHHOTO Npenapara;

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

3) HCIIOATBCPKACHUA FOCY,Z[&pCTBCHHOfI perucTpanu JCKapCTBECHHOI'O IIpCrapara Mmoo UCTCUCHUHN
CpoOKa HeﬁCTBHﬂ PETUCTPAIUOHHOTO YOAOCTOBECPCHU A, BBIIAHHOTO Ha IIATH JICT,

4) HCMIPCACTABJICHUS 3asABUTCIICEM I/IHq)OpMaI_II/II/I, KOTOpast MOXKCET IMOBJICYb 3a coboii HCO6XOI[I/IMOCTB
BHECCHHS U3MCHCHUM B JOKYMCHTBI, COACPKAINHUECA B pPCTUCTPAIIMOHHOM OOCHEC HA 3ap€FHCTpHpOBaHHBIﬁ
J'IeKapCTBeHHHﬁ npenapar, B TCHCHUEC TPUALATH pa60111/1x JHEH Co THSI HACTYIUICHUA DTUX HSMCHGHHﬁ;

5) OCyIIeCTBIICHUSI TOCYIapCTBEHHOW PETHCTpAIMH JIEKAPCTBEHHOTO Ipemnapara IMoJl TOPTOBBIM
HAaUMEHOBAHHEM 3apPETUCTPUPOBAHHOTO paHEe MOJ 3TUM TOPTrOBBIM HAMMEHOBAHHUEM JIEKapCTBEHHOTO
mperapara, OTJIMYAroIIerocss KaueCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIIECTB;

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

6) OCyIIeCTBICHHS TOCYJAPCTBEHHON PErUCTPaIlii OJHOTO M TOTO e JIEKapCTBEHHOTO Tpenapara B
OTHONIICHUHM OJHOTO W TOTO K€ JepiKaTels WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIperapaTa B BHUJAE JBYX W 0Oojiee JIEKAPCTBEHHBIX TPENapaToB IOJ Pa3THIHBIMH
TOPrOBBIMH HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

7) BBIHECEHHS CYZIOM PELICHHs O HApYIICHHUH IPaB NpaBooOiIagaTelisi 00beKTOB HHTEILICKTYaIbHOM
COOCTBEHHOCTH MPH 0OpaIEeHUH JICKAPCTBEHHBIX CPEICTB;

8) OTCYTCTBHS JIEKapCTBEHHOI'O Tperapara B oOparieHuu B Poccuiickoit dDenepanuu B TeueHHUE
Tpex u boee Jer;
(n. 8 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBINOJHEHUS  JepKaTeleM WM  BJIQACIbLIEM  PETHCTPALMOHHOTO  YIOCTOBEPEHUS
JIEKApCTBEHHOT'O Tpernapara JIM00 YIOJHOMOYCHHBIM UMH JIPYTUM FOPHIUYECKUM JUIIOM MEPOTPUSTHIA
mo oOecrneyeHH0 Oe30MacHOCTH JIEKAPCTBEHHBIX IPEMapaToB, YCTAHOBJICHHBIX YIIOJHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHPHOM BJIACTH B COOTBETCTBHM ¢ 4YacTsMu 3 u 4 cratbu 64
Hactosero denepanbHOTO 3aK0HA, B paMKax OCYIIECTBICHHs (papMaKkoHaI30pa;

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

10) orka3a nepkarenss WIM Biajelblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npemnapaTta JIMOO YMOJIHOMOYEHHOTO MMM JPYroro IOPHAWYECKOTO JIMIA OT BHECEHHS W3MEHEHUN B
WHCTPYKIMIO TI0 MPUMEHEHHMIO JICKapCTBEHHOIO IMpernapara, KacaloIIUXCsS HOBBIX IOJTBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPUUYMHEHUS Bpela 3/I0pOBBIO0 UEIOBEKA MIU KMBOTHOTO BCIEJICTBUE IpHUEeMa
JICKapCTBCHHOTO TIperapara npeBbimaeT 3QGEeKTHBHOCTD €ro MPUMEHCHUS.

(m. 10 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 crt. 32 gononnsiercs n. 11 (O3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBEHHbIN peecTp NIeKapCTBEeHHbIX CpeacTB

1. TocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEJCTB COJEPKHUT TMEPEUYCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILIEANINX TOCYIAPCTBEHHYIO PETUCTPAIINIO, MepeueHb (hapMaleBTHUECKUX CyOCTaHIIHM,
BXOJISIINX B COCTaB JIEKAPCTBEHHBIX MPEMApaTOB, U CICAYIONIYIO HHHOPMAITHIO:

1) B OTHOHICHUU JICKAPCTBCHHBIX IIPCIIAPATOB:

a) HaMMEHOBAaHWE JIEKAPCTBEHHOIO TIpenapara (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WIIH
IpYNIUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (opMa ¢ yKazaHUEM JI03UPOBKHU JIEKApCTBEHHOTO IpenapaTa 1 ero KoJu4ecTBa B
MOTPEOUTENHCKOIN YIaKOBKE;

B) HAaMMEHOBaHUE JIepXKaTessl UM BIa/Ieblla PErUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara U CBEACHHUS O PErHCTpaluy JepikaTelsl WIN BIaJelblla PEerHCTPAllMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipenapara JJisi MEJUIIMHCKOTO MPUMEHEHHUS B KaueCTBE HAJIOTOIJIaTesbIIMKa B CTpaHe
perucTpanuu (s POCCUMCKUX IOPUANYECKUX JIUI - UICHTU(PUKAIMOHHBI HOMEp HaJOTOIUIaTeNbIInKa
(MHH), n1st ”HOCTpaHHBIX IOPUAWYECKHX JIMIL - CTPaHa PErHCTpallii, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HaJOroIUlaTeblIMKa B CTpaHE perucTpanuu (MHKOPIIOpaIUN)
WJIH €Tr0 aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOTO MperapaTa U CBEICHUSI O PErUCTpalluu
IIPOM3BOJUTENS  JIEKAPCTBEHHOIO  IIpernapara Uil  MEAMLMHCKOIO IPUMEHEHMs] B  KayecTBe
HAJIOTOIUIATEeNbIINKA B  CTpaHe  perucrpauuu (s  pOCCUMCKMX  IOPUIMYECKHX  JIML -
UICHTH(UKAIIMOHHBI HOMep Hanoromuatenbiuka (MHH), mis WHOCTpaHHBIX IOPUIMYECKUX JIHIL -
CTpaHa PErucTpalyuy, HAWUMEHOBAHME PErUCTPUPYIOLIETO OpraHa, PErucTPAlMOHHBIA HOMEp, KOJ
HaJIOTrOIIaTEbIIMKA B CTPAHE pEerucTpaluy (MHKOPIIOPALUK) WK €r0 aHaJIor);

(mm. "r" B pen. denepanpHOro 3akona ot 28.12.2017 N 425-D3)

o) (apmakoTepaneBTHUYECKas Tpylmna, KojA JICKapCTBEHHOTO Ipenapara IO  aHaTOMO-
TEparneBTHUECKO-XUMUYECKOM  Kiaccu(ukaluy, peKoMeHJA0BaHHOM  BcemupHoit — opranusamueit
3/IpaBOOXPaHEHUS;

(nm. "n" B pea. @epepanbHoro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHusI ¥ MPOTUBOIIOKA3aHUS K IPUMEHEHUIO JIEKApCTBEHHOTO IIpernapaTa;
) MOOOYHBIE ICWCTBUS JIEKAPCTBEHHOT'O TIperapara;

3) CPOK T'OJTHOCTH JIEKapCTBEHHOTO IIperapara;

1) YCIIOBUSI XpaHEHUSs JICKApCTBEHHOTO Mpenapara;

K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOTO IIpernapara;

7a) Homep ¢apMakonelHOil cTaTbu WM B CclIy4ae €€ OTCYTCTBHS HOMEP HOPMAaTUBHOM
JOKYMEHTAIMU JTM00 HOPMAaTUBHOTO JIOKYMEHTA;

M) JaTa TOCYJapCTBEHHON PEruCTpallly JIEKApCTBEHHOTO Tpernapara M €ro perucTpanuoHHBINA
HOMEp, J1aTa 3aMEeHBl PETUCTPAIOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO Mperapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  YAOCTOBEpEHHE JIEKAPCTBEHHOTO TMpernapara, JaTa [OJadyd 3asBICHUS O
MMOATBCPIKACHUN FOCYI[apCTBCHHOI\/JI perucTpanvn JICKApCTBCHHOT'O nmpemnapara, aara OTMCHBI
roCy/1IapCTBEHHOW PETUCTPAlIMH JIEKapCTBEHHOTO Mpenapara;

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

H) KaueCTBEHHBI COCTAaB M KOJUYECTBEHHBIN COCTAaB JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO MpeTapara;
(nm. "H" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3)

0) uH(popmarus 000 BceX pa3pelIeHHbIX BUAaX BTOPUUHOH (TOTPEOUTENBCKOM) YyITaKOBKH;
(mm. "o" BBeeH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHSATHS pENICHUsS O BO3MOXKHOCTH paccMaTpHWBaTh JIEKAPCTBEHHBIM MperapaTr MpHu
rOCy/IapCTBEHHON PETUCTPAILUU B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO Tpenaparta (Uit IeKapCTBEHHBIX
MpenapaToB Il MEAUITUHCKOTO MPUMEHEHHS ),

(mn. "n" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

p) HAJIMYUC JICKAPCTBCHHOI'O IIpCliapaTa B IICPCUHC KU3HCHHO HCO6XOI[I/IMBIX U BaXKHEUIIHX
JICKApCTBCHHBIX NPECIIapaToB ()IJ'IH JICKApPCTBCHHBIX MPEIapaToB AJId MEAUITUHCKOT'O HpI/IMeHeHI/ISI);
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

n.n

(mm. "p" BBemeHn deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepaabHOrO 3aKoHa OT
27.12.2019 N 475-D3)

C) HaJU4Ke B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEJICTB, IICUXOTPOMHBIX BEIIECTB U HUX
MPEKYypCOpPOB,  NOMJIECKAIIMX KOHTpoJito B  Poccuiickori  ®Penepaurv, B  COOTBETCTBHH  C
3aKoHoJaTeNbcTBOM Poccutickoit denepanuu, MexayHapoJHbIMUA JoroBopamu Poccuiickoit @enepanuu,
B TOM uucie EnuHoil KoHBeHIMEW o HapkoTruueckux cpeacrBax 1961 roma m Konsenuueil o
MCUXOTPONHBIX BemecTBax 1971 rona;

(nm. "c¢" BBeneH ®enepanbHbIM 3aKO0HOM OT 22.12.2014 N 429-D3)

T) uH@OpMalMsl O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIH Tmpernapar pedepeHTHbIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

}’) CBCIACHHA O II0Ja4€ 3asBJICHHSA O BHCCCHHHU H3MCHCHHI B JOKYMCHTBI, COACPXKAIUCCIA B
PETUCTPAIMOHHOM JOCHE Ha HeKapCTBeHHLII;’I npcIapar;

nen

(nm. "y" BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)
&) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBECHHUSI JIEKAPCTBEHHOI'O IIpenapaTa B rpaKIaHCKUil 000poT;
(mm. "x" BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

a) HanMMeHOBaHUE (hapMalleBTHUECKONH CyOcTaHIMM (MEXIyHApOJHOE HEMaTeHTOBAHHOE, WIIH
TPYIIIUPOBOYHOE, HJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHHS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEeHOBaHME U aAPec MPOU3BOAUTENS (hapMalleBTUUECKOM cyOCcTaHIIUN;
B) CPOK FOJJHOCTH (papMalieBTHUECKOM cyOCTaHInY;
T) yCJIOBUS XpaHeHUs (apMaleBTUYECKON cyOCcTaHIINu;

1) HoMep ¢apMakomeWHOW CcTaTbu WM B CJIy4ae €€ OTCYTCTBUSI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JINOO HOPMATUBHOTO TOKYMEHTA;

€) Hanuuue (hapMaleBTUUECKOM CyOCTaHIMM B MepeyHe HapKOTHMUYECKUX CPEJICTB, ICUXOTPOIHBIX
BEIIECTB M HX MPEKYpPCOPOB, MOJUIEKAIIMX KOHTpOJt0 B Poccuiickoit ®denepannu, B COOTBETCTBUU C
3akoHonarenscTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Poccutickoit @enepanuu,
B TOM uyucie EauHON KOHBEHIMENW O HapKoThueckux cpencrBax 1961 roma m KosBeHumen o
NICUXOTPOIHBIX BemecTBax 1971 roaa.
(nm. "e" BBeneH denepanabHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHYecKas cyOCTaHIMsA, MPOU3BEACHHAS JJIS pealu3aluu, MOXKET ObITh BKJIIOYEHA B
rOCy/IapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU 3asBIIEHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTENSL JIEKAPCTBEHHOI'O CPEACTBA JHOO YIOJIHOMOYEHHOTO HMH IOPHIMYECKOTo JHIA IMpU
YCIIOBUM TIPOBEJCHHUS B OTHOIIEHWH Takoil QapManeBTHYecKod CyOCTaHIIMU SKCHEPTHU3bl KayecTBa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(dapmaleBTUUECKOI CyOCTaHIIMM B MOPsIKE, YCTaHOBIEHHOM cTaTheil 34 Hacrosimero denepambHOro
3akoHa. B oTHomeHun (QapmaneBTHUECKUX CYOCTaHLIMH, NPOM3BENEHHBIX [UIA peaju3alud, B
roCy/1IapCTBEHHOM PEeCcTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCA Ciaenyronas HHPopMaIus:

1) HaumMeHoBaHUE (apMalleBTUYECKONH CyOCTaHIMM (MEXIyHApOJAHOE HENAaTCeHTOBAHHOE, WU
IpYNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

2) HaMMEHOBAaHUE, aZpec MPOU3BOAUTENS (PapMaleBTUUECKON CyOCTaHIIMM, a TAK)Ke B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJICTB 11 METUIIMHCKOTO TPUMEHEHHS CBEICHHUS O PETUCTPAIlUU MPOU3BOIAUTEIIS
(dapmaineBTHUECKON CyOCTaHIIMM B KadeCTBE HAJOTOIUIATENBIUKA B CTpaHE perucTpanuud (s
POCCHICKHMX IOPUIAMYECKUX JIMIl - HJACHTU(PHUKAIMOHHBIM HOMep Hayoromiatenpimuka (MHH), mis
WHOCTPAHHBIX HOPUIUYECKHUX JIUIl - CTPaHAa PETUCTPAlMH, HAMMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAlIMOHHBIA HOMEp, KOJI HAJIOTOILIATEIbIIMKA B CTPaHE PETUCTPAMU (MHKOPIIOPAIMU) W €ro
aHajor);

(m. 2 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIleBTHYECKON CYyOCTaHINN;
4) ycnoBusi XpaHEeHUs (hapMaIleBTUYECKON CYyOCTaHITNH;

5) HoMmep (apmakoneiHOH cTaThM IJMOO B Cllydyae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMHM UM HOPMATUBHOT'O JOKYMEHTA;

6) Hanumure (GapMareBTUICCKOW CYOCTAHIIMHM B MEPEYHE HAPKOTHYECKUX CPEJIICTB, MCUXOTPOITHBIX
BEIECTB U UX MPEKypCOpOB, MOJUISKAIIMX KOHTpodt B Poccuiickoii denepainu, B COOTBETCTBUH C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHBIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucine EauHONl KOHBeHIMEH o0 HapkoTHdeckux cpeactBax 1961 roma u KouBenmueinn o
MICUXOTPOMHBIX BemecTBax 1971 roaa;

7) nara BKJIHOYEHHUsS (apMaleBTHUECKOW CyOCTaHIIMU B IOCYJapCTBEHHBIN peecTp JIEKApCTBEHHBIX
CpeZCTB, AaTa BHECEHHS M3MEHEHHWH B JTOKyMEHTHI (hapMalleBTHUECKOW CyOCTaHIIMHU, AaTa UCKITIOUSHHS
(bapMarieBTHUECKON CYOCTaHIIMM U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPECTB.

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

3. HOpH,Z[OK BCACHUA TOCYHApCTBECHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB MJIA MCEAULUHCKOTO
INPUMCHCHUA W TOPAJOK BCACHUA TOCYAAPCTBEHHOIO pEeCTpa JICKAPCTBCHHBLIX CPCACTB JIA
BCTCPUHAPHOI'O IMPUMCHCHHA YTBCPKAAOTCA COOTBCTCTBYIOINHUM YIIOJTHOMOYCHHBIM (l)eﬂepaJIBHBIM
OopraHom HCIIOJIHUTEILHON BIACTH.

Cratbsa 34. BkniwouyeHue B rocyaapCTBEHHbIN peecTp JieKapCTBEeHHbIX CPeaAcTB U
MUCKNIoYeHne u3 rocyaapcTBeHHOro peecTtpa NeKapCcTBEHHbIX cpencTs
c¢hapmaueBTUYECKON CyOCTaHLUMKU, NPON3BEAEHHOMN ONA peanu3auumn
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jns BxmroyeHHs QapMaleBTUYECKO CyOCTaHIIMM, TPOW3BENECHHOW I peanu3aluu, B
TOCYJIapCTBEHHBIN peecTp JIEKAPCTBECHHBIX CPEJICTB, TPOBOJAMTCS IKCIIEPTH3a €€ KauecTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2. DKcnepTH3a KauecTBa YKa3aHHOW B 4acTH | HACTOsIIeH cTaThi (hapMaleBTHUECKOW CyOCTaHIINH,
COCTaBJICHHE KOMHUCCUEN SKCIIEPTOB 3aKJIIOUECHU 110 PE3yJIbTaTaM 3TOU SKCHEPTU3bI U UX HANPABICHHUE B
YIOJTHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIbHOW BIACTH OCYIIECTBISIOTCS B CpPOK, HE
MPEBBIIAIONINI  ECTUACCATH pabdouux JHEH €O JIHA TIOJYYEHUs] SKCIEPTHBIM YUpEkKICHUEM
COOTBETCTBYIOIIETO 3a/JaHUs YMOJIHOMOYEHHOrO (peiepalibHOr0 OpraHa HUCIHOJHUTENbHOM BIACTH U
CJIEIYIOLIUX JOKYMEHTOB (CBEJICHUM ):

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

1) cBegeHust o gaTe MPEAOCTABICHUS M PETHCTPALIMOHHOM HOMEpPE JIMIIEH3UM Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEACTB WJIM CBEICHUS O Jare IMPEJOCTaBICHHUS U PETHCTPALMOHHOM HOMEpE
3aKJIIOYEHUST O COOTBETCTBUU MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TpPEeOOBAaHUSAM IPaBUI
HaJJIeXKalled MPOU3BOACTBEHHON MPAKTUKU, BBIAAHHBIX (TPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM WCIOJHUTEIHLHOW BJIACTH, B Clydae, €CJIH IPOU3BOICTBO JICKAPCTBEHHOTO
cpeacTsa ocyuiectsisieTcs B Poccuiickoit @enepanuu;

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

2) xomus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTEIS
JIEKAPCTBEHHOT'O CPEJICTBA M MOATBEPKIAIOIIETO pa3pelieHue MPOU3BOICTBA JICKAPCTBEHHOTO CPEICTBA,
U €ro MepeBOJl Ha PYCCKU S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM IMOPSJIKE, a TAKXKE KOMHS 3aKIIFOUEHUS O
COOTBETCTBUHU  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUAM TMpaBUJI  HaJJIeKallen
MIPOU3BOJICTBEHHON MPAKTUKHU, BBIIAHHOTO YIOJTHOMOYEHHBIM (efepalbHbIM OPraHOM HCHOTHUTEIbHOM
BJIACTH, JINOO KOMHS PELICHUs YIMOJIHOMOYEHHOTO (heepaibHOr0 OpraHa HWCIOJHHUTEIBHOW BIACTH O
MIPOBEJICHUN HWHCIEKTUPOBAHUS MPOU3ZBOIUTENS JIEKAPCTBEHHOIO CPEACTBA. YKa3aHHBbIE JOKYMEHTBI
MPEACTABISIIOTCA B Ciy4yae, €CJIM MPOM3BOJICTBO JICKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS 3a
npenenamu Poccutickoit @eaepanuu;

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

3) AOKYMEHT, COIep KAl ClIeayIoNIne CBEACHUS O (hapMalleBTUYECKON cyOCTaHIINN:
a) HauMeHoOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTETIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa)II/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagudgXx IMPOU3BOACTBA,

T') OIMCaHue Pa3pabOTKH MPOIiecca IIPOU3BOACTBA;

) ONHUCAHHWE KOHTPOJIS KPUTUYECKUX CTaAWii TMpolecca MPOU3BOACTBA W MPOMEKYTOUHOM
NPOAYKIUH;

€) JOKYMEHTaJIbHOE MOATBEPKACHUE (BaTUIAIM) POLIECCOB U (UJIM) UX OLICHKA;
) CBOICTBA U CTPYKTYpa JEHCTBYIOIIUX BEIIECTB;
3) XapaKTepUCTHUKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

K) aHaJUTHYECKHE METOAMKH, HCIOJIb3yeMble TMPH OCYILIECTBIECHUU KOHTPOJIS KayecTBa
(hapmaIeBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE MOATBEPXKACHUE (BalMJalMsl) aHATUTUUECKUX METOAUK, UCIONIb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKOM CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIIUN;

H) MNEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBICHUN KOHTPOJIA
KadeCTBa,

0) OMHCAHNE XaPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPHUATIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;
P) CPOK TOAHOCTH;

4) MTOKYMEHT, COJICPIKaIINiA CBEICHHUS O PETUCTPAIMH IPOU3BOUTEINS JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOILIATEIbINNKA B CTPAHE PETUCTPAMU (U1 POCCHICKHUX
IOPUIMYECKUX JIMIl - HICHTH(UKAIMOHHBIM HOMep Hanoromuiatensimka (MHH), mns wmHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PErUCTPAllii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, PEerUCTPAIIIOHHBIN
HOMEp, KOJI HAJIOTOIUIATEIIbIIMKA B CTPAHE PETHCTPAIUU (MHKOPIIOPAIIMH) HIIK €T0 aHAJIOT).

(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(gacth 2 B pen. DenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jling mpoBeACHHMS OSKCHEPTH3bl KadyecTBa YKa3aHHOM B dYactu 1 Hacrosmied CcTaTbu
(dapmaleBTUUECKO CyOCTaHIIMKM 3asBUTENb MPEJCTABIACT B YIMOIHOMOYEHHBIH (enepanbHblii opraxn
HUCIIOJIHUTEILHOM BJIACTH:

1) 3asBieHHE O BKJIIOUEHWHU B TOCYIAAPCTBEHHBIM pEecTp JIeKapCTBEHHBIX CPEICTB JaHHOU
(dhapmareBTUUECKON CyOCTaHITNH;

2) Konus JIOKyMEHTa, MOJATBEPKAAOLIEr0o YIUIATy roCyJapCTBEHHOM MOIUIMHBI 3a BKJIIOUEHHE B
rOCy/lapCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEACTB (hapMalleBTHUECKON CYOCTaHIIMM, IPOU3BEIEHHOMN
Ui pealn3auuu, JM00 TO COOCTBEHHOW WHMIMATHBE YyKa3aHHbIM JOKyMeHT. B ciaywae ero
HEMNpPEJICTABICHNUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (efepanbHbli OpraH HUCHOJHUTEIbHOM BIAcTH
npoBepseT (akT yIiaThl TOCYAapCTBEHHON MOIUIMHBI 3asBUTEJIEM C HCIOJIb30BaHMEM MHQpOpMalnuu o0
yIulaTe ToCyJIapCTBEHHOM MOLUIMHBI, cofepxaiieiics B ['ocynapcTBeHHON MH(GOPMAIMOHHON CHCTEME O
rOCy/lapCTBEHHBIX M MYHHUIMNAJIBHBIX IJIATEKaX, HA OCHOBAHUM IPEICTABICHHON 3asBUTEJIEM KOIHH
JNOKYMEHTA, MOATBEPKAAIONIETO YIUIATy TOCYIapCTBEHHON MOIUINHBL;

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

3) IOKyMEHTBI, YKa3aHHBIEC B UaCTH 2 HACTOAIICH CTaThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJauye paspelieHus Ha BBo3 B Poccuiickyro desepannio KOHKPETHOH MapTUU
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, INPEJHA3HAYEHHOIO I NPOBEACHUS YKa3aHHOU
JKCIEPTU3BI.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempeICTaBIE€HMsI C 3asiBJIECHUEM O BKJIOYEHMM B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (apMaleBTUUECKOW CYOCTAaHIMM JOKYMEHTOB, HOJATBEPXKIAIOUIMX YIUIATY
roCy/1lapCTBEHHOM IMOIIJIMHBI U YKa3aHHBIX B ITYHKTE 2 4acTH 3 HACTOSIIEH CTaTbU, a TAK)KE BbIIaBAEMBbIX
(mpenocTaBiIsieMbIX) — YIOJIHOMOYEHHBIMH  (pellepalbHbIMM  OpraHaMH  UCIOJHUTEJIBHOW  BJIACTH
JIOKYMEHTOB (CBEJCHMI), YKa3aHHBIX B NyHKTaX | ¥ 2 yacTW 2 HACTOSILIEH CTaTbU, YIOJIHOMOYEHHBIN
GbenepanbHbIl OpraH MCIOJHUTEIBHOW BJIACTH 3alpalllMBaeT YKa3aHHbIE JOKYMEHThI (CBEJEHHUS) B
MOPSAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/ICHCTBHSL.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabounx JHEH CO THS MPUHATHS 3asBICHUS O BKIIOUYCHUH YKA3aHHOW B YaCTH
1 nacrosamei cratbu (papmaneBTUYECKOH CyOCTaHLMU B TOCYAAPCTBEHHBIM pPEecTp JIEKapCTBEHHBIX
CPEICTB M JIOKYMEHTOB, TMEPEYMCICHHBIX B YacTH | M MyHKTe 2 4YacTu 3 HACTOAIIECH CTaTbH,
YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTENBHOM BIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) mpoBOAMUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JAHHBIX, COJACPIKAIIMXCS B MPEICTaBICHHBIX
3asBUTEJIEM JOKYMEHTAX;
(B pen. deaepanbroro 3akona ot 25.11.2013 N 317-D3)

2) NpUHUMAET pELICHUE O HANpaBICHUM B SKCIEPTHOE YUPEXKJICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B yacTH | Hacrosell ctaTbu GapMaleBTUYeCKOl cyOCTaHIMU UK 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBeOOMIISIET B JEKTPOHHON WM MUCHbMEHHOHN (hopMe 3asBUTENS] O MPUHATOM PEIICHUN WIH B
ciydae OTKa3a ¢ yKa3aHHeM MPUYMH TaKoro OTKa3a.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B ciuyvae BBISBICHUS HEIOCTOBEPHOCTH CBEIICHUM, COACPXKANIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, YIOJTHOMOUYEHHBIN (eiepalibHbIil OpraH UCIIOJHUTEIHHONW BIACTH HAMpPaBIISIET
3asBUTENIIO0 3aMpoc 00 YTOYHEHHUM YKA3aHHBIX CBeACHHWM. [laHHBIM 3ampoc MoKeT ObITh TepenaH
YIOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKY, HAlpaBJi€H MO MOYTE 3aKa3HbIM
MUCbMOM WJIM TIEPEJIaH B AJIEKTPOHHOU (opMe MO TEeIeKOMMYHUKAITMOHHBIM KaHajaMm CBsi3u. B ciyuae
HaIlpaBJIEHUs JAHHOTO 3aIllpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUMTAETCS MOJTYYEHHBIM 110 UCTEYEHUHU
IIECTH JIHEH C JIaThl HAMPaBJICHUS 3aKa3HOTO MUChMA.

(uactp 4.1 BBenena denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3agButens 00s3aH MPEICTABUTH OTBET Ha 3alpoc YMOJIHOMOUYEHHOro (eaepanbHOro opraHa
WCTIOJHUTENIBHOW BJIACTH B CPOK, HE IPEBBIIAIONIMNA JEBIHOCTa pabouyux THEW CO THS IONydeHHs
naHHOro 3ampoca. Cpok, YKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO JIHA
HaNpaBJICHUs 3asBUTEIIO 3aIpoca YIOJIHOMOYEHHOTO (pesiepalbHOro opraHa UCIOJIHUTEIbHON BIACTH 10
JHS TIOJYy4YEHUs UM OTBETa HA JAaHHBIA 3allpOC U HE YYUTHIBACTCS IIPU MCUUCICHUHU CPOKA SKCIEPTU3BI
KayecTBa (hapMaleBTHUECKOM CyOCTaHIIMM, HEHMCIIONb3yeMOl TNpU MPOM3BOJCTBE JIEKAPCTBEHHBIX
IIPETapaToB.

(uacts 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHHEM JJIs1 OTKa3a B HAIPaBJICHHUH B JKCIICPTHOC YUPCKIACHHUE 3adaHUA HaA IPOBCIACHUC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HKCHEpPTU3bl KauecTBa YKa3aHHOM B wacTu 1 HacTosmed craTbd (apMaleBTUYECKOH CyOCTaHLUU
SBJIAETCS HENPEJCTABICHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HAcTOSIIEW CTaTbU, OTCYTCTBUE
uHbopMalMy, MOATBEpXKAAMEeH (akT ymiarel ToCyJapCTBEHHOM MOIUIMHBI 3@  BKJIIOYEHHE
(bapMarieBTHUECKONH CyOCTaHIIMHM, TPOU3BEICHHON JUIS peanu3ali, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, HENPEACTABJICHNE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKA3aHHBIN B
yacT 4.1 HacTOSIIEH CTaThU 3aMPOC YIOTHOMOUYEHHOTO (hefepalbHOTO OpraHa UCIOTHUTEIBHOMN BIACTH
WIN IPECTaBICHNE TI0KyMEHTOB, HE COJIEPKAIUX UCUEPIIBIBAIOLIETO EPEYHsT HEOOXOAUMBIX CBEICHUM.
(uactsb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Tedenue mnsATHamUATH pPabOYMX THEW CO JHS TIOJXYYEHHUS PEIICHHs YIIOJHOMOYEHHOTO
(denepanbHOro OpraHa UCIOJHUTEIBHON BIACTH O HANPABIICHUU B DKCIEPTHOE YUPESKICHUE 3aTaHMs Ha
MPOBEJICHUE DKCIEPTH3bl KAuecTBa YKa3aHHOW B YacTW | HacTosiied craTh (apMarieBTUYCCKON
CyOCTaHIIMH 3asBUTEINb MPEACTABISET B IKCIEPTHOE YUPEKICHUE IS MPOBEICHUS JAaHHOW AKCIIEPTHU3HI
00pa3ibl (hapMaleBTHUECKON CYOCTaHIIMKM B KOJMYECTBE, HEOOXOMMOM JUIsi BOCITPOU3BEICHUST METOJIOB
KOHTPOJISI KadecTBa. ODKCIEPTHOE YUPEXKJACHWE NPH TOJNy4deHUH OOpas3loB yKa3aHHOW B dacTh |
HACTOSIIEH cTaTh (hapMalleBTHUECKOW CYOCTaHIIMU BBLIACT 3asBUTEII0 JOKYMEHT, IOATBEPKIArOIINI
MOJIyYeHUE JTHX OOpa3loB, U B CPOK, HE TMPEBBIMAIONMN TpeX padodymx [JHEH, yBEIOMIISICT B
AJIEKTPOHHOW ~WJIM  MUCBbMEHHOW ¢dopmMe 00 93TOM  YyIOJHOMOYCHHBIH (enepanbHbIii  opraH
WCIIOJTHUTEIIEHOM BJIACTH. DTH CPOKHU HE BKIIFOYAIOTCS B CPOK MPOBEICHUS JAHHON SKCIICPTH3HI.

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

7. JIOKYMEHTBI, IOCTYIIHUBIIKXE B SKCIEPTHOE YUYPEKICHUE IS MPOBEIACHUS SKCIEPTU3bl Ka4eCTBA
yKa3aHHOH B wactu 1 Hacrosmed crtarbu ¢apMaleBTUYECKONH CyOCTaHIMM, MOAJIEKAT BO3BpaTy B
YIOJHOMOYEHHBIN (peiepalibHbIil OpraH MCIOJIHUTEIbHOW BIACTH OJHOBPEMEHHO C 3aKIHOYEHUSMHU IO
pe3yJibTaTaM MpPOBEACHHON 3KCIIEPTU3HI.

8. B cpok, He MpeBBINAIIMNA TSATH PadOUYUX THEW CO JIHS TOJIYYCHHS 3aKIIOYEHUS KOMHUCCUU
JKCIEPTOB MO pe3ylbTaTaM »dKCHEPTU3bl KadyecTBa YKa3aHHOM B dacTh | Hacrosuied CcraTtbu
(hapmareBTUUeCKON CyOCTaHITH, YITOJTHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOTHUTETHFHOM BJIACTH:

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS JAJIsl OMpeeNieHUs] €ro COOTBETCTBHS 3aJaHHUI0 Ha
MPOBEJICHUE JAaHHON IKCIIEPTHU3HI;

2) mpUHUMAET pellieHre O BKIIOUYEHUU yKa3aHHOU B yacTu | HacTosImel cTaThu hapMaleBTUYECKOM
CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJACTB WM pelieHne 00 OTKa3e B TaKOM
BKJIFOUCHUH;

3) BHOCUT MNpH NPHUHITUM pPELICHUS O BKJIIOUYEHUWM YKa3aHHOM B yacTu | HacTosmed craTbu
¢dapmarieBTUUECKOH ~ CyOCTaHIIMM B TOCYAApPCTBEHHBIH  PEeCTp  JEKapCTBEHHBIX  CPEJCTB
MPEeyCMOTPEHHYIO YacThio 2 cTaThu 33 HacTosmero denepaibHOTO 3aKOHA HHGOPMAIIUIO U YBEIOMIISIET
00 3TOM B AJIEKTPOHHOM MJIM MUCbMEHHOM (hopMme 3asBUTENS.

(B pen. deaepanbhbIx 3aK0HOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM /uisi OTKa3a BO BKJIIOYEHMM YKa3aHHOM B dYacTM | HacTosled CcTaTbu
(dapmareBTHUECKOW CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPENCTB SIBISETCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO (heAepalbHOrO OpTraHa HCIOTHUTEIBHOW BIACTU O
TOM, YTO KauecTBO (hapMalleBTHUECKOM CYOCTaHIIUN HE TIOITBEPKIACHO MOTYyYEHHBIMHU JaHHBIMH.

(uactp 9 BBenena PenepanbHbiM 3ak0oHOM OT 22.10.2014 N 313-D3; B pea. PeaepanbHOro 3aKOHa OT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

04.06.2018 N 140-®3)

10. He nomyckaeTcsi BKJIIOUEHHE B TOCYJApPCTBEHHBINM peecTp JEKAPCTBEHHBIX CPEJCTB OJHOM
(dapmaleBTUUECKOl CyOCTaHIIMM, MPOU3BEACHHON AJI peallu3alliid W BBIYCKaeMON OJHUM U TeM JXe
IIPOU3BOJIUTENIEM, B BUJE IBYX U 00Jie€ PEECTPOBBIX 3AIIMCEH.

(dactpb 10 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

11. BHecenue u3MeHEHUH B JOKYMEHTHI Ha (hapMalleBTHUECKYIO CYOCTaHIIHMIO, IPOU3BEACHHYIO IS
peaiv3alii U BKIIIOUYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB, OCYIIECTBIISICTCS B
nopsiike, ycraHoBieHHOM crtaThsiMu 30 m 31 Hactosmero @enepanbHOrO 3aKOHA, C YIJIATON
roCyJ1apCTBEHHOM MOLUIUHBI, TPEAYCMOTPEHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 0 Hajorax
u cOopax.

(uacth 11 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Jlonyckaercs oOparnieHue GpapManeBTHICCKIUX CyOCTaHITNH, IPON3BEICHHBIX IS Pealli3allii, B
TEYCHHE CTa BOCBMHJIECATH JHEH A0 M TOCJIE MPHUHITHUS YIOJIHOMOYEHHBIM (eepallbHbIM OpPraHoM
WCIIOJIHUTEIIGHON BJIACTH PEIICHUS O BHECEHWW HW3MCHEHUH B JOKYMEHTHI Ha (hapMaleBTHUECKYIO
CyOCTaHIIMIO, MPOW3BEACHHYIO [UIS pealiu3allid M BKIIOYEHHYIO B TOCYJIapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEJICTB.

(uacth 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 HCKIIOYEHHMM U3 TOCYJApCTBEHHOI'O pEECTpa JIEKApCTBEHHBIX CPEJCTB
(bapmaneBTHYECKO CyOCTaHIMM, TMPOW3BEACHHON Ul peanu3aliy, NPUHUMACTCS YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOIHUTENILHOW BIIACTH B CIIyYae:

1) MpEaACTaBJICHUA COOTBECTCTBYOIIUM YITOJIHOMOYCHHBIM (bez[epaanHM OpraHoM HCIIOJIHUTEIBLHOM
BJIACTU 3aKIIOYCHUA O PHUCKE HIIN 00 Yrpo3€ XKU3HHU WKW 300POBBI0 YCIIOBCKA MO0 KHBOTHOT'O npu
HCIIOJIb30BAHUU JICKAPCTBCHHOI'O CPCACTBA,

2) nopauu pa3pabOTUYMKOM JIEKAPCTBEHHOI'O CPEACTBA WJIM IPOU3BOJIUTENIEM JIEKAPCTBEHHOIO
cpeacTBa MO0 YIMOJIHOMOYEHHBIM UMH JIPYTUM OPHIMYECKUM JIMLOM 3asBJIEHHUS 00 HCKIIOYEHUH W3
rOCYJapCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKON CyOCTaHIMH, MPOU3BEIECHHON
IUI pealln3allnn;

3) orcyrcTBUS (DapMaleBTHYECKON CYyOCTaHIIMU, MPOU3BEACHHON I pealiu3allui, B 0OpallleHuu B
Poccuiickoii @enepanuu B TeueHue Tpex U 0osee Jer.
(dactb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PegepanbHbiv 3aKOH oT 22.12.2014
N 429-®3.

Cratba 36. OGxanoBaHuMe peweHUst 006 OTKasze B Bblgaye paspeleHns Ha
npoBegeHNe KIMHUYECKOro UcCCrefoBaHUA NEeKapCTBEHHOro npenaparta, peleHusi o6
OoTKasze B roCyAapCTBEHHOW perncrpaumum IneKapCTBEHHOro npenapara, 3aK4YeHus
KOMMCCUM IKCNEPTOB IKCNEPTHOIO YyYPEXKOAEHMUA UIU 3aKITIOYEeHUs coBeTa No 3TUKe

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

Pemienne COOTBCTCTBYIOILICTO YIIOJITHOMOYCHHOTO (I)e;[epam,Horo opraHa HCIIOJIHUTEILHON BIIACTH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

00 oOTKa3e B Bblaye pa3pelleHUs] Ha IPOBEAECHUE KIMHUYECKOI'O HCCIIEAOBAaHUS JIEKApPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (erepaabHOro OpraHa HCIIOJHUTEIbHOW BIAacTH 00 OTKase B
rOCYJapCTBEHHON perucTpanuu JIEKapCTBEHHOI'O Ipernapara, 3akiIl4eHHe KOMHUCCHM 3KCIEpTOB
HKCHEPTHOTO YUPESKIACHUSA MM 3aKIIOYCHHE COBETA 10 ITHUKE MOXKET OBITh 00XKaJIOBaHO B TOPSIKE,
YCTAHOBJIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit @Penepanuu. 3akiodyeHHE KOMHUCCHUHM 3KCIEPTOB
OKCIICPTHOI'0 YYPCKIACHHUA O B3aUMO3aMCHACMOCTHU JICKAPCTBCHHLIX IIPCIIapaToB JIsI MCAUIIMHCKOI'O
IPUMEHEHHs J100 O TOM, YTO JIEKAPCTBEHHBIM Mpenapar Ads MEeIUIUHCKOIO INPUMEHEHUs HE SIBIIAETCS
B3aUMO3aMCHACMbBIM, MOXKCT OBITE 00JKaJIOBAHO ACPKATCIIEM MJIM BJIAACIBLCM PErUCTPAMOHHOIO
yIIOCTOBEPEHHS JICKapCTBEHHOI'O Mpernapara B YIOJHOMOUYEHHbIN (eepanbHblil OpraH UCIOJIHUTEIbHON
BJIACTH, KOTOPBIA MPHUBJIEKAET K PACCMOTPEHUIO YKA3aHHOW KaJloObl MOJABEJOMCTBEHHBIC €My Hay4HbIC
OpraHu3any M 0o0pa3oBaTelIbHbIC OpPraHU3alMM  BBICIIET0  O0pa30BaHMs, OCYIIECTBIISIOIINE
JeATeNbHOCTh B c(epe 0OpallleHUs JIEKapCTBEHHBIX CPEACTB. 3aKIIOYEHUE KOMMCCUHM D3KCIEPTOB
HKCHEPTHOIO y4YpexJIeHus, O(OPMIEHHOE IO HTOraM IepecMoTpa O0KaJTOBAaHHOIO 3aKJIHOYEHUS
JKCIEpPTa, MOXKET OBITh OCHOPEHO JAEpKaTelleM WM BIAAEIbLIEM PErUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI0 IIpernapara Ju00 YIOJIHOMOYEHHBIM MMM JIMLOM B TOPSAJKE, YCTAHOBJIECHHOM
3akoHoAarenscTBOM Poccuiickoit @enepauuu. Ilpu oOxajloBaHMM pEIIEHUS YIOJIHOMOYEHHOTO
(benepaabHOrO OpraHa HCIOJHUTEIbHON BIIACTH, 3aKJIIOYEHHs SKCIEpTa MM KOMHMCCHUHU 3KCIIEpPTOB
9KCIEPTHOIO YUYPEXKJEHUS, 3aKJIIOUEHHs COBETA 110 ATUKE JeprKaTellb WM BIaJelel] PerucTPalluOHHOIO
yJIOCTOBEpEHMsI JICKApCTBEHHOI'O IpenapaTra jJu0O0 YIOJIHOMOYEHHOE MMH JIMIO BIIPAaBE NPEICTaBUTh
PE3YIbTATBl JKCICPTHU3bI JICKAPCTBCHHOI'O IIpf€riapara, MPOTOKOJIbI MOJYYCHHBIX AKKPCAWTOBAHHBIMU
UCHBITATEIbHBIMU Ja00paTOPUAMU (LIEHTPAaMH) PE3Y/IbTaTOB UCCIIEAOBAHUM, UCTIBITAHUH.

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

Cratba 37. WHdopmauusa, cBA3aHHaA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOW
perncTtpauum neKkapCTBEeHHbIX MnpenapaTtoB, WHoOpMauus O 3aperucTpupoBaHHbIX
neKapCcTBEHHbIX npenapatax W JleKapCTBEeHHbIX Mpenapartax, WCK/YEHHbIX U3
rocyaapcTBeHHOro peectpa fiekapcTBeHHbIX CpeACcTB

1. CooTBeTCTBYIOIMI YIIOJTHOMOUEHHBIN (esiepaibHblil OpraH HCIOIHUTENBHOM BIACTH pa3Meliaer
Ha cBoeM o¢uuuanbHOM caiite B cetd "HHTepHer" MHpOpMaIuio, CBSI3aHHYIO C OCYIIECTBICHHEM
roCylapCTBEHHON PETUCTPALMM JIEKAPCTBEHHBIX IPENApaToB, B TOM YHUCIE NPOBEIECHUEM DKCIEPTU3HI
JIEKapCTBEHHBIX CPEACTB (BKJIIOUasl Pe3yJbTaThl €€ MPOBEACHMS), UH(OPMALIMIO O 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpenaparax M JIEKapCTBEHHBIX IIpernapaTax, HCKIIOYEHHBIX H3 TOCYAAPCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEJCTB, HE IO3JHEE 4YeM uepe3 MATh padouux AHEW cO JHS HOTy4yeHHs
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJIHUTENILHON BIACTH COOTBETCTBYIOIIEH HHPOPMALIUH.
(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpSAMOK pa3MEIIeHHs YKa3aHHOW B 4acTH | HacTosImed cTaTbu HHPOpPMAIUH
YCTaHABIIMBAIOTCSl YIIOJTHOMOUYEHHBIM (eepaibHBIM OpPTraHOM HCIOJHUTEIRHON Biactu. MHpopManus,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThH, SBJISETCS OTKPBITOM M OOIIEAOCTYIMHON M MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoi denepanum.

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

Mnaea 7. KMIMHUYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbBIX
NPEMAPATOB ANnA MEANLUMHCKOIO NPUMEHEHUA, OTOBOP
Ob UX NMPOBEAEHUN, MPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Cratba 38. KnuHuMuyeckme wuccnenoBaHMsA NeKapCTBeHHbLIX npenapaTtoB AnA
MeAULIMHCKOro NnpMmMeHeHus

1. KnuHndeckue uccienoBaHUs JIEKAPCTBEHHBIX MPENapaToB s MEAULMHCKOTO NMPUMEHEHUs, B
TOM YHUCJIC MCKAYHAPOAHBIC MHOTOLICHTPOBLIC, MHOTOLICHTPOBBIC, MOCTPCTUCTPALIUOHHBIC, ITIPOBOAATCS B
OJHOW MJIM HECKOJIBKMX MEIUIMHCKUX OpPraHM3alUsAX B COOTBETCTBMM C IIPaBUIAMU HaJUleKallen
KIMHUYECKOW MPAKTUKHU, YTBEPKICHHBIMU YIOJHOMOUYEHHBIM (peepanbHbIM OPraHOM HMCIOJHUTEIHHON
BJIACTH, COOTBETCTBEHHO B CJIECAYIOUINX LIEJAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBieHue 0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB i 3A0POBBIX T0OPOBOIBIEB U (MIIH)
MIEPEHOCUMOCTH UX 370POBBIMH JIOOPOBOJIBIIAMH, 33 UCKIIOYCHHEM TaKUX UCCIICOBAHUN JICKAPCTBEHHBIX
IpernapaToB, MPOU3BEACHHBIX 3a Mpeneiamu Poccuiickoit denepanuu;

2) moa0op ONMTUMANIBHBIX JJO3UPOBOK JICKAPCTBEHHOTO Iperapara U Kypca JISUeHUs I MalueHTOB
C OIpeJieJIeHHbIM 3a00JI€BaHUEM, ONTUMAIBHBIX /103 U CXEM BaKIMHALUMU HMMYHOOHOJIOIMYECKUMHU
JIEKapCTBEHHBIMU IperiapaTaMy 3/10pOBbIX JOOPOBOJIBLIEB;

3) ycTaHoBIeHHE 0E30MaCHOCTH JISKApCTBEHHOT'o Tpernapara U ero 3)(eKTHBHOCTH /ISl TALUEHTOB
C OmNpeAcieHHBIM 3a0ojieBaHHEM, NPOPHIAKTHIECKOH A(P(PEKTUBHOCTH HMMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPETapaToB Il 30POBBIX JOOPOBOJIBIIEB;

4) u3yyeHue BO3MOKHOCTH PACUIMPEHUS MOKa3aHUM JIJIs1 MEAUIIMHCKOTO IPUMEHEHUS U BBISIBICHUS
paHee HEU3BECTHBIX MOOOUHBIX IEHCTBUIA 3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENApATOB.

2. B oTHOIIEHUH BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaTOB AJIA MEAUIIMHCKOTO ITPUMCHCHUSA
MMPpOBOAATCA HCCICAOBAHUA OMOPKBUBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTH‘{eCKOﬁ OKBHUBAJICHTHOCTH B
MopAAKe, YCTAHOBJIICHHOM YITOJTHOMOYCHHBIM q)eﬂepaJ'II)HI)IM OopraHom HCIIOJIHUTEILHOM BIACTH.

3. OpFaHI/BaHI/IIO MPOBCACHHUA KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHOTO TIIpf€riapara JJIsd
MCIUIHUHCKOI'O IPpUMCHCHUS BIIPABC OCYIICCTBIIATE!:

1) pa3paOoTuHK JIEKapCTBEHHOTO MpernapaTa UK YIIOJIHOMOYEHHOE UM JIUIIO;

2) obOpa3oBaTelbHBIE OPraHU3allid BBICIIETO O0pa30BaHUsA, OpPraHU3AIlMUA JTOTOJHUTEIHLHOTO
npodeccnoHanTpHOT0 00pa30BaHus;
(. 2 B pen. ®enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAaYyYHO-UCCJICAOBATCIILCKUC OpraHrU3allnuu.

4. KiuHUuYecKHue HCCIel0OBaHUs JIEKapCTBEHHOrO Impernapara JUlsi MEAMIIMHCKOIO MPUMEHEHHS
IIPOBOJSATCS. HA OCHOBAaHUM PA3PELICHUS HAa MPOBEACHHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapaTta, BBIJAHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIOJHUTEIBHOW  BIIACTH.
YToIHOMOYEHHBIH (eepaabHbIi OpraH HCIOJHUTEIBHON BIACTH BEJET PEECTP BBLAAHHBIX pa3pelIeHuit
Ha MPOBEJICHNE KIMHUYECKUX MCCIIeI0BaHUN JIEKApCTBEHHOIO Iperapara, coJAepKalluii yKka3aHue Ha uX
L[€J1b WJIH 1I€JIM, B YCTAHOBJIEHHOM 3TUM OPIaHOM MOPSIKE.

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

5. Yrparun cuiy ¢ 1 utonsg 2015 roaa. - @enepanbubliii 3akoH ot 22.12.2014 N 429-D3.

6. K opranuzanuu npoBeNeHUs KJIMHUYECKUX HCCIIEJOBAaHUM JIEKApCTBEHHOI'O Ipernapara Jis
MEIULUHCKOTO TPUMEHEHUs pa3pabOTUYMKOM JIEKAPCTBEHHOIO IIpenapara MOTYT IPHUBIEKATHCS
IOpUIMYECKHE JIMIa JI000H OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpH  yCIOBUM  OOEcCIeUeHUs
COOTBETCTBHS 3TUX UCCIIEI0BaHUN TpeOoBaHUAM HacTosmero denepanbHOro 3aKOHa.

Koncynsrantlntoc: npumeqanue.

B Hacrosiee Bpemsi JEUCTBYIOIIUM 3aKOHOJATEILCTBOM HE YCTAHOBJIEH MOPAIOK aKKpPEIUTALIMU
MEIUIUHCKUX OpraHu3aliii Ha MpaBO MPOBEICHUS KIMHUYECKHX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
npenaparoB it MeauuuHckoro npuMmeneHusa. o 01.01.2021 neiictBoBano IloctaHoBiieHue
[IpaButensctBa PO ot 03.09.2010 N 683.

7. KinHudeckue HCClIeOBaHUs JIEKAapCTBEHHBIX IPENapaTroB JUIsl MEAULUHCKOIO NPUMEHEHUS
MMpoOBOAATCA B MCIAUIHMHCKUX OpraHu3anugax, aKKpCAUTOBAHHBLIX YIIOJHOMOYCHHBIM Ci)ellepaJII)HI)IM
OpPraHoM MHCIIOJHUTEIbHON BJAacTH B MOpsAIKe, ycTaHOBIeHHOM IlpaButensctBoM Poccuiickoii
denepanuu.

8. [IlepeueHb MEOMIIMHCKUX OpTraHU3alU{, HWMEIONIMX MPaBO MPOBOAUTH KIMHUYECKUE
WCCIICIOBAHUS JICKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOTO TMPUMEHEHHUs, U PEECTP BBIJAHHBIX
paspemieHuii  Ha  TPOBEACHHE  KIMHUYECKMX  HMCCIEAOBAHMUN  JIEKAPCTBEHHBIX  IPENapaToB
OITyOJIMKOBBIBAIOTCS. M Pa3MEIIAIOTCS YIIOJTHOMOYEHHBIM (eiepalIbHBIM OPTraHOM  HCIIOJTHUTEIHLHOU
BJIACTH B YCTAHOBJICHHOM UM TOpPSAKE Ha CBOEM OpUIaTIbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KIIMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeaUUUHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Kauawmueckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O IIp€rapara I MEAULUHCKOI'O IMNPUMCHCHUA
IMPOBOAWUTCA Ha OCHOBAHWM PA3pPCHICHWA Ha MPOBCACHHUE KIIMHUYCCKOIo MCCICAOBAHHUA JICKAPCTBECHHOIO
npemnapara, BbIAAHHOTIO YIIOJHOMOYCHHBIM (I)C,Z[epaHBHLIM OpraHoM HCIIOJIHUTENLHON BIIACTH 110
pe3yibTaTaM JSKCICPTHU3bI AOKYMCHTOB, H€O6XO}II/IMI)IX IJId TIOJIYYCHHA paspCllICHHA Ha IMPOBCACHUC
KIIMHUYCCKOT O UCCIICAOBAHUSA JICKAPCTBCHHOTO IIPEIiapaTa 1 ATUYECKOU OKCIICPTHU3BI.

2. Jlng mojydyeHusl pa3pelieHHs] Ha MpPOBEIACHHE KIMHUYECKOTO HCCIIEIOBaHMS JIEKapCTBEHHOIO
npernapara A MeIMIIMHCKOr0 MPUMEHEHHUs 3asiBUTEIb MPEJICTABIIsAET B YIIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH HUCIOJIHUTEIbHOMN BIIACTH!

1) 3asABJICHUC O BbIAAYUC PASPCHICHUA HA MPOBCACHUC KIIMHUYCCKOTO UCCICIOBAHUS JICKAPCTBCHHOT'O
npemnapara Jjid MEJUIUHCKOT'O IIPUMCHCHU,

2) KOnuM JOKYMEHTOB, MOATBEPKAAIOIIMX YIUIATY TOCYAAPCTBEHHOM MOLUIMHBI 3a MPOBEIECHUE
ATHUYECKOM SKCIEePTHU3bl, SKCIEPTH3bl JAOKYMEHTOB Ha JIEKApCTBEHHBIM TNpenapar Ajas MOJy4eHHUs
paspellleHuss Ha TNPOBEACHHE KIMHUYECKOTO HCCIENOBAaHUSA JIEKapCTBEHHOTO Ipenapara Juis
MEIUIIMHCKOTO TPHUMEHEHUs, 3a BbIJAuy pa3pelleHusi Ha IMPOBEIEeHHE KIMHUYECKOTO HCCIeIO0BAHUS
JIEKapCTBEHHOI'O Ipenapara il MEIULUHCKOIO IPUMEHEHHUS, 3a IPOBEACHUE SKCIEPTU3BI JOKYMEHTOB
Ha JIEKAQpCTBEHHBIM TMpemnapar MJis [OJIy4€HUsS pa3pellleHuss Ha TPOBEIACHHE MEXIYHApPOTIHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

MHOTOILIEHTPOBOTO KJIMHHYECKOTO HCCIICAOBAaHMs JIEKAPCTBEHHOI'O TMpernapara s MEIUIIHHCKOTO
NPUMEHECHHS, 3a BBIJAYy pa3pelieHdss Ha MPOBEICHUE MEXKIYHAPOJAHOTO MHOTOIIEHTPOBOTO
KIIMHAYECKOTO HCCIICIOBAHUsI JIEKAPCTBEHHOI'O TMpernapara Uil MEIWIIMHCKOTO TPHUMEHEHHs, 3a
MPOBEJICHUE STUYCCKOW DKCMEPTH3bI, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIA TWIperapar Jyis
MOJYYCHUsI Ppa3pelICHHss Ha TPOBEIEHHE IOCTPErHCTPANMOHHOTO KIMHUYECKOTO HCCIICIOBaHUS
JIEKapCTBEHHOTO TIperapara JJisi MEAWIIMHCKOTO0 MPUMEHEHHUS, 32 BBIJAUy pa3pelicHHs] Ha TPOBEIACHHE
MOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Iperapara Jisi MEIUIITHCKOTO
MIPUMCHCHUS,

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

3) IMPOTOKOJ KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara ajd MCEAUIIMHCKOI'O
MMPUMCHCHH,

4) OpoIIopy UCCIIeI0BATEIIS;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIIMCHTA,

6) cBeneHus 00 OmMbITe PabOTHI MCCIEAOBATENICH MO COOTBETCTBYIOIIMM CIEHHMAIBHOCTM U HX
OIIBITE Pa0OTHI IO IPOBEICHUIO KIIMHUYECKUX MCCIICIOBAHUM;

7) CBCACHUA O MCOAMINUHCKUX OpraHu3aluiax, B KOTOPBLIX [MPCANoJaracrcda IMpOBCACHUC
KJIIMHUYECKOI'0 HMCCIIEeI0OBAHUS JIEKAPCTBEHHOTrO MpenapaTa A MEJUIMHCKOTO NMpUMEHEHHs (TMOJIHOEe U
COKpalIeHHOE€ HAUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXKIEHHUS U MECTO
OCYLLECTBIICHUSI IeATENILHOCTH, TelaedoH, Teaedakc, agpec 3JIeKTPOHHON MOYThI KaXI0M MEIUIMHCKOM
OpraHu3alun);

8) CBCACHUA 0 npeanojaaracMbix CpoKax IMPOBCACHUA KIMHHUYCCKOT'O HUCCICA0OBaHUA
JICKApCTBCHHOTO IMpriapara JJIis1 MCIUITUHCKOI'O MIPUMEHCHU S

9) KOIIMKO OOTOBOpa 00513aTEILHOTO CTpaxOBaHUs, 3aKJIOYCHHOTO B COOTBCTCTBHU C THUIIOBBIMU
ImpaBUJIaMn 00513aTeJIBHOTO CTpaxOoBaHHid, C YKa3aHHEM HpGI[GJIBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
y4aCTBYIOIUX B KIMHWUYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIpeliapaTa I MCEAULIUHCKOTO
MMPUMCHCHUS

10) I/IHq)OpMaI_II/II-O 0 COCTAaBC JICKAPCTBCHHOTO IIpemapara i1 MCAUIUHCKOI'O IPUMCHCHU A,

11) mOKyMeHT, cOCTaBJICHHBIH MPOU3BOAUTENEM JIEKAPCTBEHHOI'O Mpenapara JUisi MEAUIIMHCKOIO
NPUMEHEHHUsST U COJepKalllMi IOKazaTesln (XapaKTepUCTHKH), a TAaKKe CBEJIEHHUS O JIEKapCTBEHHOM
nmpenapare s MEIWIHMHCKOTO IPUMEHEHUs, IPOU3BEIACHHOM [UIl IPOBENCHMS KIMHUYECKHUX
HCCIIeIOBaHUM;

12) cBeneHus O nare MPEeAOCTaBICHHUS] U PETMCTPAMOHHOM HOMEpE JIMIIEH3UH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB B CIIydae, €CJIM MPOU3BOJACTBO JIEKAPCTBEHHOI'O IpemnapaTa OCYIIECTBISETCS B
Poccuiickoit ®Depepanuu, WM CBEACHUA O JaTe€ MPEIOCTABICHUS W PETUCTPAlMOHHOM HOMEpE
3aKJIIOYEHHUST O COOTBETCTBUM IPOM3BOJMTENS JIEKAPCTBEHHOTO IIpernapara TpeOOBaHUSIM IpaBHII
HaJuIexalled MpoU3BOJACTBEHHON NPAaKTUKH, MPEJOCTAaBICHHOIO YMOJHOMOYEHHBIM OPraHOM CTpaHBI
IIPOU3BOIUTEIIS JIEKAPCTBEHHOI' O IIpenapara.

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2.1. B cnyuyae HemnpencTaBlIeHHs C 3asiBICHUEM O BbIau€ pa3pelIeHUs Ha MPOBEIACHUE
KJIIMHUYECKOI'0 MCCIIE0OBAHUS JIEKAPCTBEHHOTO IpenapaTa Juisi MEAUIIMHCKOTO0 IPUMEHEHUS T0KYMEHTOB
(cBeneHuit), MOATBEPKIAIONINX YIUIATy TOCYJApPCTBEHHOM MONUIMHBI U YKa3aHHBIX B MYHKTE 2 4acTu 2
HACTOSIIEH CTaThbH, a TaKXKe BBIJABACMbIX (TPEIOCTABISEMBIX) YIOJIHOMOYCHHBIMH (eaeparbHbIMU
OopraHaM{ HCIIOJTHUTEIIBHOW BJIACTH JIOKYMEHTOB (CBEIEHUWI), yKa3aHHBIX B IyHKTe 12 dYactm 2
HACTOSIIEH CTaTbH, YHNOJHOMOYEHHBIN (helepaibHblii OpraH HCIOJHUTEIHHON BIACTH 3alpaIllBaeT
YKa3aHHbIE  JIOKYMEHTbl  (CBEOEHHS) B  MOPSAJIKE  MEXBEAOMCTBEHHOTO  HMH()OPMALMOHHOTO
B3aUMO/ICVCTBUS.

(dactp 2.1 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 478-D3)

3. B cpok, He mpeBbImaomuil maTH pabodnx JHEH CO THS MPUHATHS YKa3aHHOTO B MyHKTE | dactu
2 HACTOSIIEW CTAaThbU 3asiBIICHUS U HEOOXOAMMBIX JTOKYMEHTOB, YIIOJIHOMOUYEHHBINH (enepalbHblii opran
HUCIIOJIHUTEILHOM BJIACTH:

1) MMpOBOAUT MPOBEPKY MHNOJTHOTHI U JOCTOBECPHOCTHU CBGHCHHﬁ, COACPIKAMXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) MNPUHUMACT PCHICHUC O MPOBCACHUHU SKCIICPTHU3bI JOKYMCHTOB IJIA IMOJYYCHHA PA3PCIICHUA Ha
MPOBCACHUC KIIMHUYCCKOIr0 UCCICAOBAHUA JICKAPCTBCHHOI'O IIpCrapara A MCAUIUHCKOTO IMMPUMCHCHUA
H 3THYECKOH OKCIICPTHU3bI UJIN 00 oTKa3e B IMMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) yBemomisieT B JJIEKTPOHHOH (opme wim Ha OyMa)KHOM HOCHUTENE 3asBHTEIS O IMPHHITOM
peteHun 00 B CiTyyae MPUHSITUS PEIICHUs 00 0TKa3e TAKXKE C YKa3aHHEM MIPUYMH TAKOTO 0TKAa3a,

4) moaroTtaBiIMBaeT M HAMpaBseT B SKCIEPTHOE YUPEXKJIEHUE U COBET IO 3THUKE 3aJaHHe Ha
IIPOBEJIEHUE COOTBETCTBYIOIUX IKCIIEPTH3.

4. B ciydae BbISIBICHUS HEMOJHOTHI M (WMJIM) HEJOCTOBEPHOCTH HH(OpMAINH, cOoAepiKalleics B
IPEJCTaBICHHBIX 3asiBUTENEM JIOKYMEHTaX, YIOJHOMOYEHHBINH (elepanbHblil OpraH HCIOJIHUTEIbHON
BJIACTHM HAIPABJISET 3asBUTENIO 3alpoc 00 YTOUHEHUHU yKa3aHHOW MHpopManuu. /[aHHBINA 3apoC MOXKET
OBITH TepelaH YHNOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IO/ PACIUCKy, HAIpaBjieH 0
[IOYTE 3aKa3HbIM MHCbMOM MJIM IEpellaH B 3JIEKTPOHHOHN (opMe MO TeIEKOMMYHHUKAI[MOHHBIM KaHalaMm
CBA3U. B ciydae HampaBieHUs [TaHHOIO 3ampoca [0 II0YT€ 3aKa3HbIM ITMCBMOM OH CYUTAaeTCs
MOJIYYEHHBIM [0 MCTEYEHHH ILIECTH JHEH ¢ AaThl HANpaBJICHMs 3aKa3HOTO MHUCHbMA. 3asgBUTENb O0s3aH
IPEJCTaBUTh OTBET Ha 3alpoc YMOJIHOMOYEHHOTO (helepallbHOro OpraHa MCIOJHUTEIbHON BIAcTH B
CPOK, HE IPEBBIIAIOIMINN IeBIHOCTa pabouux IHEH co AHs ero nonaydeHus. Cpok, yKa3aHHbIN B 4acTu 3
HACTOAILEH CTaThb, MPUOCTAHABIMBAETCSA CO JIHSA HAIpPaBICHUS 3asBUTENIO 3allpoca YIOJHOMOYEHHOIO
(benepanbHOro opraHa MCHOJHUTENILHOM BJIACTH 0 JHS MOJTYYEHHUS] UM COOTBETCTBYIOILLETO OTBETA U HE
YUUTBIBACTCA TPU MCUYHCICHUHM CpOKa NPUHATHS  YIOJIHOMOYEHHBIM (elepalbHbIM  OpraHoM
VICIIOJTHUTEJIBHON BJIACTH PEIIEHUS O MPOBEIECHUH SKCIEPTU3bl JOKYMEHTOB ISl IOJIYYEHHS pa3pelieHus
Ha TIPOBEJICHUE KIMHUYECKOIO WCCIECJOBAaHUs JICKAPCTBEHHOI'O IIpernapara Uil MEIULMHCKOIO
MIPUMEHEHHUS.

5. OcHoBanuem AJI1 OTKa3a B INPOBCACHUU SKCIICPTU3bI JOKYMCHTOB JIS IMOJIYYCHHA PA3PCIICHUA
Ha MPOBCACHUC KIMHHUYCCKOIO0 HMCCICAOBAHUA JICKAPCTBCHHOI'0 Impernapara i1 MEAUIUHCKOTO
INPUMCHCHUSA U 3THUYECKOM OKCIICPTU3BI ABJIAACTCA MPCACTABIICHUC JOKYMCHTOB, HNPCAYCMOTPCHHBIX
JacThio 2 HaCTOHH_[eI\/’I CTaTbM, B HCIIOJIHOM 061)eMe, HEMPECACTABICHUEC 3ajdBUTCICM B yCTaHOBHeHHI)IfI
CpOK OTB€Ta Ha yKaSaHHLIfI B uvactu 4 HaCTOHIJ_Ieﬁ CTaTbU 3alpoC YIOJHOMOUYCHHOTO (beﬂepaHLHOFO
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OpraHa HMCIOJHUTEIBHOIN BJIACTH JMOO OTCYTCTBHE B IPEACTABICHHBIX JOKYMEHTaX HCUYEPIBIBAIOIIETO
nepeyHs HeoOxonumon uHGopManMMu WM WH(GOpPMAIMU, KOTOpas MOJDKHA OBITh OTpa)KeHAa B HUX, a
TaKke OTCYTCTBHE WH(OPMAIMH, MOATBEp)KIArONmed (aKT yIiaaTel TOCYIAapCTBEHHOW MOUUIMHBI 3a
MIPOBEICHUE AITHYECKOW OKCIEPTH3bI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIH Iperapar ajis
NOJTYYeHHs pa3pellieHHs] Ha MPOBEICHHE KIMHUYECKOTO MCCIEJOBAaHMs JICKAPCTBEHHOTO IperapaTa Juis
MEIUIMHCKOTO TMPUMEHEHHs, 3a BBIJAYy pa3pelieHHs Ha IMPOBEACHUE KIMHMYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO TIperapaTa JUisl MEAUIMHCKOTO MPUMEHEHUS, 3a MPOBEICHUE AKCIIEPTU3BI JOKYMEHTOB
Ha JICKapCTBEHHBIH TMpemapar i TOJIYYEHHs pas3pelleHHs] Ha TPOBEIEHHE MEXKIyHApPOIHOTO
MHOT'OIIEHTPOBOTO KJIMHWYECKOTO HCCIEIOBAaHMUs JICKAPCTBEHHOTO Ipenapara sl MEIMIUHCKOTO
OPUMEHEHHs, 3a BBIJA4y pa3pelieHus] Ha MPOBEACHUE MEXAYHApOIHOTO MHOTOLIEHTPOBOTO
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOT'O TIIperapara s MEIUIMHCKOTO IPUMEHEHUs, 3a
MPOBE/ICHUE ASTHYECKOW OHKCIEPTH3BI, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKapCTBEHHBIH Iperapar s
NOJYYEHHUs paspelleHHss Ha MPOBEICHHE IOCTPErHCTPAIMOHHOTO KIMHUYECKOTO HCCIIETOBAHUS
JICKApCTBEHHOTO Tperapara JUisi MEAUIWHCKOTO MPUMEHEHHs, 32 BbIauy pa3pelieHHs Ha MPOBEACHUE
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO HCCIIEIOBaHUs JICKAPCTBEHHOTO Ipenapara Jjisi MEAUIMHCKOTO
IPUMEHECHHUS.

6. IlpoBeneHue >KCOEpTU3bl JOKYMEHTOB JUIsl MOJYYEHUsS pa3pelieHUuss Ha IPOBEICHHE
KJIMHUYECKOT0 MCCJIEIOBAaHUA JIEKAPCTBEHHOIO MIpenapara i MEIUIIMHCKOrO MPUMEHEHHS U ITUYECKOU
AKCIEPTHU3bI, COCTABICHUE KOMUCCUEN IKCIIEPTOB U COBETOM MO ATHUKE 3aKJIHOYEHUN O BOZMOKHOCTH WUJIU
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOrO MCCIEIOBAHMS W HAIMPABJICHUE 3THUX 3aKIIOUYCHUHN B
YIIOJTHOMOYEHHBIN (peiepalibHbIil  OpraH HCIIOJIHUTEIBHOW BIACTH OCYIIECTBIISIIOTCS B CPOK, HE
MPEBBIMIAOIIMA TPUALIATA PAOOYUX JHEH CO JHS TOJMYYCHHSI SKCIICPTHBIM YUPESKICHUEM 3aaHUS
YIIOJTHOMOYEHHOTO (peiepalIbHOr0 OpraHa HCIHOJIHUTENbHOM BIACTH C MPUIOKEHHEM JTOKYMEHTOB,
yKa3aHHbIX B MyHKTaxX 3, 4, 10 m 11 Wactm 2 HaACTOSAIMIEH CTaThbW, W COBETOM IO JTHKE 3aJaHUS
YIIOJTHOMOYEHHOTO (peiepalibHOTO OpraHa HCIOJHUTENbHON BIACTH C MPUIOKEHHEM OKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 - 6, 8 m 9 yacTu 2 HacTOAMIEH CTATHU.

7. B cpok, He MpeBBIIIAIOIMUIN MATH pabOUYMX JHEH O JHS MOJIyueHHs 3aKIIOUEHHH, YKa3aHHBIX B
yacTu 6 HACTOSIIIEN CTaTbH, YIIOJTHOMOYEHHBIN (erepalbHbIil OpraH UCIOTHUTEILHOW BIAaCTH:

1) ocy1iecTBIsET OLIEHKY MOCTYIMUBIIUX 3aKIIOUYEHUH IS ONIPeIe]ICHHsI UX COOTBETCTBHS 3aJaHUSIM
Ha MIPOBEICHNE COOTBETCTBYIOIIUX IKCIIEPTHU3;

2) mpUHUMaeT pelleHHe O BbIJaue pas3pelleHus Ha MpPOBEIEHUE KIMHUYECKOTO HCCIIe0BAHUs
JIEKapCTBEHHOI'0 IpernapaTa s MEAMIMHCKOrO NMPUMEHEHHMs WM o0 OTKa3e B BblJaue yKa3aHHOTO
pa3peleHus;

3) BBIOAET paspellieHne Ha MPOBEICHHE KIMHUUYECKOTO HUCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara
IUIE MEAMLMHCKOTO TPHUMEHEHHUs WM pelleHne o0 OTKa3e B BbIJau€ YKa3aHHOTO pa3pelieHust ¢
yKa3aHHeM MPUYMH OTKa3a.

8. OcHoBaHHuEM AJI1 OTKa3a B BbIAAYUC PA3PCIICHUA Ha IMPOBCACHHUC KIMHUYCCKOTO HCCICIOBAHUA
JICKApCTBCHHOTO IMpfriapara i1 MCAUITUHCKOI0O NPpUMEHCHUA ABJIIACTCA HAJIMYUC 3AKIIOYCHHUA KOMUCCHU
OKCIICPTOB MJIM 3aKJIOYCHHUA COBETA IO OSTHKE O HCBO3MOXXHOCTHU [MPOBCACHUA KIMHHUYCCKOIO
HCCIICAOBAHHA JICKAPCTBECHHOI'O IIpf€rapara s MEIAULOWHCKOTO IPUMCHCHUA 110 PE3yJibTaTaM
MPOBCACHHBIX SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbhIO 6 HaCTOHH_[Cﬁ CTaTbu.
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9. Pemenne 00 oTka3e B MPOBEACHUH IKCIEPTH3bI JOKYMEHTOB JUIS TOJYYCHHS pPa3pelICHUs] Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS
W OTUYECKON JKCIEPTU3bl W B BBIJAY€ pa3pelieHUs Ha MPOBEJACHUE KIMHUYECKOTO HCCISAOBaHUS
JIEKapCTBCHHOTO TIpemapaTa s MEAMIIMHCKOTO MPUMEHEHHS MOXET OBITh 00XKaJlOBaHO B MOPSIKE,
YCTAHOBJICHHOM 3aKOHOJAaTeILCTBOM Poccuiickoi denepanuu.

CraTtbsa 39.1. 3TnYyeckas akcnepTu3a
(BBenmeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTH3a MPOBOAUTCA COBETOM 110 3THUKEC, CO3JJaHHBIM B MOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (beﬂepaﬂbeIM OpraHomM HCITOJIHUTEILHOMN BJIaCTH, B LECJIAX BblIJa4YH 3aKJIIIOUYCHUHA 00
THYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOTIO MCCIICAOBAHUSA JICKAPCTBECHHOI'O
npceriaparta 11 MCAUIUHCKOI'O IIPUMCHCHH .

2. DKCIepTaMu COBETa MO ATUKE MOTYT OBITh MPEICTABUTEIH MEIUITMHCKUX OpraHU3aIuii, HAyIHbIX
opraHmzaiuii, o0pa3oBaTeJIbHBIX OpraHM3aIMil BBICHIET0 O00pa3oBaHUS, a TaKXKe MPEICTAaBUTEIN
OOIICCTBEHHBIX OPTaHU3AINNA, PEIIMTHO3HBIX OPTaHU3AIMA W CPEJCTB MaccoBoi mHpopmanmu. [[aHHBIC
SKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHMOCTH OT Pa3pabOTYMKOB JIEKAPCTBEHHBIX
MPENapaTOB U APYrUX JIML], 3aUHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIIEPTU3BI.

3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYLIECTBISETCS Ha OCHOBAaHMM JIOIOBODA,
3aKJIFOYCHHOTO MEXIY YHNOJHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJHUTEIBFHON BIIACTH, KOTOPBIM
CO3JIlaH COBET II0 3THUKE, M SKCIEPTOM COBETa IO O3TUKE, 3a CyYeT OIO/DKETHBIX ACCUTHOBAHMHU,
MPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (ellepaJbHOMy OpraHy HCIIOJHUTEIBHOW BIIACTH, KOTOPBIM
CO3JIaH COBET IO 3THKE, B (elepanbHOM OIOKeTe Ha COOTBETCTBYIOIIMH Toj Ha OOecreyeHHe ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaButensctBoM Poccniickoit denepanun.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CocTaB coBeTa 10 3THKE, MOJIOKEHHE 00 STOM COBETE, MOPSIIOK €ro AesTeIbHOCTH, TpeOOBaHUS K
KBATU(UKAIIMN U ONBITY paObOTHI TIO IKCIIEPTHOM OIIEHKE HAYYHBIX, METUIIMHCKUX M ITHUYECKUX aCTIEKTOB
KIIMHUYECKUX  HMCCIIEOBAHUM  JIEKAPCTBEHHBIX INPENApaToB Uil MEIUIMHCKOTO  IPUMEHEHHS,
MPEIBbABISIEMBIE K JKCIEPTaM COBETA MO 3THKE, MOPSJOK OpPraHu3alMu W TPOBEICHHS ATUYECKOU
SKCIEePTHU3bI, (hopMa 3aKITIOYEHUS COBETA MO STUKE YCTAHABIMBAIOTCS YIMOJIHOMOYEHHBIM (helepaabHbIM
OpPraHoOM HCIHOJIHUTEIbHONW BJIACTH. UMCIO MNpencTaBuTeNeld MEAUIMHCKAX OPraHU3aluidl HE MOXKET
MPEBBIIIATH MMOJOBUHY OT OOIIETO YUCIIa HKCIIEPTOB COBETA IO ITHKE.

6. Uudopmanust o coctaBe coBeTa MO 3THKE, IJIaHAX €ro padoThl W TEKyIIeH AeATeIbHOCTU
pa3meniaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOTO (heAepaqbHOrO0 OpraHa HCIOJHUTEIbHON
BJIacTH B ceTu "MHTEpHET" B yCTAaHOBIEHHOM UM MOPSIJIKE.

CraTtba 40. NpoBegeHne KINMHUYECKOro UCCreaoBaHNA JNTIEKapCTBEHHOroO npenapara
AnA MeaULMHCKOIo NpUMeHeHus

1. PYKOBOI[I/ITCJ'H: MEIUITUHCKON opranu3anuy, KOTopad IMPOBOAWUT KIIMHHUYCCKOC HCCICHOBAHHC
JICKApCTBEHHOT'O npemnapara JJIsL MCEIHUIIMHCKOT'O IpUMCHCHUA, Ha3Ha4dyacT HUCCIea0BaTeCIIAd,
OTBCTCTBCHHOI'O0 3a IIPOBCACHUC TAKOIO HUCCICAOBAHUA HW HMMCHOLICTO J'IC‘{C6Hy}0 CIICONaJIbHOCTD,
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COOTBETCTBYIOIYIO TPOBOJUMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIGKAPCTBEHHOrO IIpernapara, co
cTaxxeM pabOTHI MO HpOrpaMMaM KIMHUYECKHX HCCIEIOBAHUHN JIGKAPCTBEHHBIX NpENapaToB HE MEHee
YyeM TpU Trojla U IO €ro IMpeajoKEHUI0 Ha3HAayaeT CouccieloBaTesied M3 4YHcia Bpaded SToi
MEIULUHCKOW OPraHU3alUU.

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

2. HccnenoBarenb OCYHICCTBJIIACT BBI60p MNanuceHTOB, KOTOPBIC IO MCIUMIHWHCKUM IIOKa3aHUSIM
MOI'yT OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHYCCKOM HCCICAOBAHHUH JICKAPCTBCHHOI'O IIpIiapara i
MCIUIIUHCKOI'O IPUMCHCHUS.

3. I/ICCJ'IC,I[OBaTeJ'IB H COHCCIICHAOBATCIIN  JOJIXKHbBI OBITb O3HAKOMJIEHEI C pe3yibTaTaMu
JOKJIIMHUYCCKOI'O HUCCICI0BaHUA JICKApCTBCHHOI'O CpcacTna, COACpKaAIUMUCA B 6p0111}0pe
HCCIICOOBATCIIA, IMPOCKTOM IIPOTOKOJIA KIIMHHUYCCKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara AJisd
MCIUIHUHCKOI'0O NPHUMCHCHUA, pa3p8,60TaHHI)IM p83pa60TqHKOM JICKAPCTBCHHOT'O IIpfriapara HWJIWM WHBIM
OPpUIUYCCKHM JIMOOM, IIPHUBJICKACMBIM K OpraHu3alvyd IIPOBCACHHA KIIMHHYCCKOI'O MCCICAO0OBAHUSA
JICKApCTBCHHOT'O IMpfrapara Jd MCIUIOMUHCKOro IMPUMCHCHUA, W APYIrUMHU MaTcpuaiaMu TaKoro
HCCICIOBaHUA.

3.1. PykoBoauTesb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX padouux AHEH co
JHS Havajla IIPOBENEHUS KIMHUYECKOrO MCCIEAO0BAHUA JIEKAPCTBEHHOIO Ipernapara Uil MEAULIMHCKOTO
NPUMEHEHHS, cOoo0IaeT 00 3TOM B YNOJIHOMOYECHHBIN (elepanbHblii OpraH MCIOJHUTEIBHOW BIACTH,
BBIJIABIINN pa3pellieHue Ha MPOBEICHUE TaKOTO UCCIIEI0BaHMsl, IO YCTAaHOBICHHON UM dopMme.
(uactsb 3.1 BBeneHa @enepasibHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIINE OpPraHU3ALMI0 MPOBEICHUS KIMHUYECKOIO HCCIEI0BAHMS
JIEKApCTBEHHOT'0 Tperapara Uisi MEAMIIMHCKOTO TNMPUMEHEHHMS M yKa3aHHble B 4YacTh 3 craTtbu 38
HacTosmero denepalbHOTO 3aKOHA, B clydyae HEOOXOJUMOCTH BHECEHHUS W3MEHEHHUH B IMPOTOKOI
KIIMHUYECKOTO HCCIE0BaHUs JICKAPCTBEHHOTO TperapaTta s MEIUIIMHCKOTO MPUMEHEHHS COOOIIaloT
00 5TOM B YIIOJIHOMOYEHHBIN (efepanbHbI OpraH UCIIOJHUTENBHON BIIACTH, BBIIABIININ pa3pelieHre Ha
MPOBEACHUE TAKOTO UCCIIEIOBAHMS, 10 YCTAHOBIICHHON UM (hopme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOLIEHUSI O BHECEHWU M3MEHEHHl B MPOTOKOJ KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IIpernapara JUisi MEJUIMHCKOTO IPUMEHEHUS T0JKHA COAEPKATh CIEAYIOIUE CBEICHHUS:

1) HaumeHOBaHKe, NIEHTU(UKAIIMOHHBIA HOMEpP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBaHMS;
2) nata BHECEHUS U3MEHEHH B TPOTOKOJ KJIMHUYECKOTO UCCIIEIOBAHNUS;
3) HaMMEeHOBaHUE U MECTO HAXOKJICHUS 3asBUTEIIS,;

4) HAaMMCHOBAHUC OpraHu3aluvu, HpHBHequHOﬁ p8.3pa6OTqI/IKOM JICKApCTBCHHOTO IIpfliapaTa K
opranm3anvu MMPOBEACHUA KIIMHUYCCKOIO UCCIICAOBAHUA (HpI/I Ha.]'II/I'—II/II/I);

5) HAaUMCHOBAHUSA W MCCTA HAXOXKIACHHUA MCIUIHUHCKUX OpPr aanauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYECKOC NCCICIJOBAHUC,

6) AaTa BbIAa4UW paspCliICHHA Ha MNPOBCACHUC KIIMHUYCCKOI'O HCCICAOBAHHUA W HOMCEP I3TOIO
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paspeleHus;

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MPEeBBIIAOIMUN TPUAIATH PA0OYNX JAHEH CO JHS MOJTYYEHUs YKa3aHHOTO B yactu 4
HACTOsIIEH CTaThbU COOOILIEHMsI, YIOJHOMOUYEHHBIH (enepaibHblil OpraH HUCIOJHUTEIBHOW BIIACTH
paccMaTpuBaeT 3TO COOOINEHHE B YCTAHOBJIEHHOM MM IMOpPSJAKE W NMPHUHUMAET PEHICHWE O BHECCHHHU
U3MEHEHHUH B IPOTOKOJ KJIMHUYECKOTO HCCIIENO0BaHUS JIEKAPCTBEHHOIO IIpernapara Uil MEOULIMHCKOTO
OpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuX u3MeHeHHWid. I[Ipum paccMoTpeHHHM cOOOIIEHHS O
HEOOXO/JMMOCTH BHECEHMsI HM3MEHEHUH B IPOTOKOJ KIMHMYECKOI'O MCCIIEJOBAaHUS JIEKApCTBEHHOI'O
mpenapara s MEAWLUMHCKOTO MPHUMEHEHHs B IeNAX OLEHKH OOOCHOBAHHOCTH MpEJIaraeMbIX
U3MEHEHUN U ONpEACNICHUS CTEIEHM PUCKA Ul IallMEHTOB, NPUHUMAIOIINX Y4acTUE B KIMHUYECKUX
UCCIIC/IOBAHMSIX, YIIOJIHOMOYEHHBIM  (pe/lepalbHBIM  OpPraHOM  HUCIIOJIHUTENBHOW BIIACTH  MOTYT
IIPUBJIEKATHCSI OKCIIEPTHI COBETA 10 ITUKE.

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

6. KimHnueckoe wuccinenoBaHue JIEKapCTBEHHOIO IIpernapaTra Il MEJUUMHCKOTO IPUMEHEHUs
MOKET OBITh IMPHOCTAHOBJIEHO WJM IPEKPALIEHO, €CIM B IPOLIECCE €ro IPOBEICHHs OOHapyKeHa
OIIACHOCTH ISl )KU3HM, 310pPOBbs NTALIUEHTOB. B cilydae BOZHUKHOBEHHUS OMACHOCTH ISl )KM3HH, 310POBbS
MalUeHTa, Y4YacTBYIOIIENO B KIMHUYECKOM HCCIIEJOBAaHMM JIEKQpCTBEHHOIO Ipemapara Juis
MEIULUHCKOTO0 IPUMEHEHHUs, MCCIIEeNoBaTeNn 00s3aHbl MPOUH(OPMUPOBATH 00 3TOM PYKOBOJUTENS
MEIAUIMHCKOW OpraHu3alMil M  OpraHu3aluio, [OJYYUBUIYIO pa3pelieHUuEe YIOJIHOMOYEHHOTO
denepanbHOrOo OpraHa MCIOJHUTENbHONW BIACTW Ha OpPraHU3alUI0 IPOBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o npuocTaHOBIEHUN KIMHUYECKOIO MCCIIEI0BAHUS
JIEKapCTBEHHOI'O IIpernapara Uil MEAULUHCKOrO NPUMEHEHHS IPUHUMAIOT PYKOBOJUTENb MEIULIUHCKON
OpraHM3aluu 1 (UJI1) OpraHu3alis, MoTy4nBIlas pa3pelieHrne yIoJIHOMOYEHHOro (heaepaabHOro oprasa
WCIIOJIHUTEJILHON BJIACTH HA OPTraHM3alMI0 MTPOBEJEHUS KIMHMYECKOTO HMCCIIEI0BAHUS JIEKAPCTBEHHOTO
npernapata Ui MEAWIMHCKOIO TIPUMEHEHUs, pEIIeHWe O TMPEeKpalleHUd TaKoro MCCIEI0BAHUS
IPUHUMAET YIOJIHOMOYEHHBIHN (eepaabHblil OpraH UCIOJHUTEIbHOM BIACTH HA OCHOBAaHUU COOOILEHUS
B IHCBMEHHOW (opme pyKOBOIUTENS MEIUIMHCKOM OpraHu3aliyd WIM OpraHu3alusi, MOJy4YHUBIIAs
paspelieHrne YMOJIHOMOYEHHOro (hefepaJbHOrO0 OpraHa HCIHOJIHMUTENBbHOM BJIACTH HA OPraHU3aLUIO
MIPOBEJICHUS KJIMHUUECKOT0 HCCe0BaHUs JIEKapCTBEHHOT O Ipernapara Ui MEAUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBBIIAONINI MATH pabouux AHEW CO JHS 3aBepLICHMs, NMPUOCTAHOBICHUS WU
MNpeKpalmiCHusd  KIMHAYCCKOIo HUCCIICOOBaHUA  JICKAPCTBCHHOI'O npemnapara md MCIUIHUHCKOI'O
PUMEHEHHs, COOOIIeHne 00 TOM HalpaBlseTCsl OpraHU3alUsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacToduero denepanbHOro 3aK0Ha, B YIIOJIHOMOYEHHBIN (enepalbHbIil OpraH UCIOIHUTEILHONW BIacTH
10 YCTAHOBJICHHON UM (hopMme.

8. dopma coOOIIeHUsT O 3aBEPIICHUU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
HCCIIEA0BAHMS JICKAPCTBEHHOTO MIpenapara Jjisi MEAUIMHCKOTO MPUMEHEHHUS I0JKHA COAEPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPraHM3alluyd WM MEIUIUHCKUX OpPraHU3alUsX, MPOBOIUBIINX
JAHHOE UCCIIEI0BAHHUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNS,
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

3) naHHble uccaenoBareis ((pamMuiIus, UMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMasi TOJDKHOCTbD,
CHEIMAILHOCTh, CTaX pabOThl MO MporpaMMmaM KJIMHHYECKUX WCCIEAOBAaHUN JIEKapCTBEHHBIX
IpernapaToB, TEepeYeHb KIMHUYECKUX HCCICIOBAaHUIN JICKapPCTBEHHBIX MPENapaTtoB, B KOTOPHIX OH
MPUHUMAJ ydacTre (IEPUOAbl yJacTHsI) B KAUECTBE MCCIIEA0BATENS HIIM COUCCIICIOBATENS);

(B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yabpTaT JAaHHOI'O MCCIEA0BAaHUA (3aBEpILIEHUE, IPUOCTAHOBIICHUE UM MIPEKPAILEHUE JaHHOTO
UCCJIEJOBAaHMS C YKa3aHWEM MX IPUYUH M BIMSHUS HA OIICHKY €r0 Pe3yJbTaToB, OOIIYIO OICHKY pPUCKa U
OXKHJIaeMOW TOJNB3bl OT TPUMEHEHHUS HCCIEIyeMOro JIeKapCTBEHHOIO TpenapaTra, a TakkKe
npeArnoaaracMple TanbHEHINe 1eHCTBUSA).

8.1. Ilpu BeIABIEHHM (QenepaTbHBIM OpPraHOM HCIIOJHUTENBHONW BIIACTH, OCYIIECTBIISIOIIUM
(GYHKIIMK 10 KOHTPOJII0O M HAa30py B cdepe 3apaBOOXpaHCHHS, HAPYIICHUH NpaBUII HaJJIeKaIIeH
KJIIMHHYECKOU IMPAKTUKH IIPU MPOBCACHHUU KIMHHUYCCKOI'O MCCJICAOBAHUA JICKAPCTBCHHOI'O IIpIiapara,
BJIMSIFOINMX HA TOJIHOTY W (WMJIHM) JOCTOBEPHOCTH JIAHHOTO KJIIMHUYECKOTO HCCIICJOBaHUs, YKa3aHHbBIN
q)eI[epaHBHBIIZ opran HCHOJIHUTEIBHON BIIACTU IMPUOCTAHABJIMBACT IMMPOBCACHUC NJAHHOI'O KIMHHNYCCKOI'O
WCCIIC/IOBAaHMSI MU BBIHOCHUT MEIMIIMHCKOW OpraHMU3allid, B KOTOPOW MPOBOIUTCS TAHHOE KIMHUYECKOE
UCCIIeIOBAaHME, TMpeanucaHue o0 yCTpaHEHWHM BBIABICHHBIX HapymeHuil. [lpum HeycTpaHneHuu
MEIUIMHCKOW OpraHu3alueil BBISABICHHBIX HApYIICHUWH B YCTAHOBJICHHBIH B NPEINHCAHUH CPOK
yKa3aHHBIA (enepanbHblii OpraH HCIOJHUTEIBHONW BIIACTH NPUHUMAET pEIIeHHEe O MPeKpalieHuu
MPOBEJICHUS] KIMHUYECKOTO HMCCIIEOBAHUS JIGKAPCTBEHHOTO Mperapara W HamnpasisieT B (eaepabHbIi
OpraH HWCIIOJHUTEIBHONH BIIACTH, OCYIIECTBISIONMKA (YHKIMM TIO BBIPAOOTKE U  pealn3aluu
TOCYJapCTBCHHOM IMOJIMTHKH W HOPMATHBHO-IIPABOBOMY PETYIMPOBAHHIO B chepe 3ApaBOOXpaHCHHS,
3aKJIIOYCHHUEC O BBIABJIICHHU IIPU MMPOBCACHHUU JAHHOI'O KIMHHUYCCKOI'O0 MUCCICAOBAaHUA Hap}IIHeHI/If/'I IIpaBuiI
Ha/IJIeKAIIeH KIMHUYECKOW MPAKTUKY IS IPUHATUS PEIICHUS 00 OTMEHE pa3pelleHus] Ha OPTaHUu3aIHIo
MPOBCACHUA MJAHHOI'O0 KIMHUYCCKOIO HMCCICAOBAHHA C OAThl NPUHATHUA PCIICHHA O IMPUOCTAHOBJIICHHUU
MPOBEJICHUS KJIMHIUYECKOTO MCCIeA0BaHUS JIEKapCTBEHHOT O IIpernapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VnonHoMmMo4eHHBIH (enepanbHBIi  OpraH MCHOJHHUTEIbHON BJIACTH OMYyOJIMKOBBIBAET U
pa3Memniaer Ha CBOoeM oQuIMaibHOM caiite B cetu "HTepHer" cooOlieHue o 3aBeplleHuw,
MPUOCTAHOBIICHUH WM TPEKpalleHUH KIMHUYECKOI'o HCCIeIOBaHMs JIEKapCTBEHHOIO Iperapara s
MCIUIHUHCKOI'0o NMPpUMCHCHUA B CPOK, HE HpeBI)IHIaI-OHII/Iﬁ IIATH pa60q1/1x I[Hefl CO JIHA €T0 IOJYy4YC€HUA, B
YCTaHOBJICHHOM UM TOPSIJIKE.

10. YmomHoMo4eHHBINH (enepanbHbIi OpPraH HCIOTHUTEIHHOM BIIACTH OCYIIECTBIISET BEICHHE
peecTpa ucciaenoBaresiel, TpOBOAAIINX WK IIPOBOJAUBIIMX KIMHUYECKUE UCCIIEI0BAHUS JIEKAPCTBEHHBIX
MpENnaparoB i MEIUIIMHCKOTO NMPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IpaBUIaAMU U
pa3Meliaer ero Ha cBoeM oduiuanbHOM caiite B cetn "MHTepHET" B YCTAaHOBIEHHOM UM MOPSIKE.
VYkazaHHBIN peecTp CONCPKUT HHPOPMAITUIO, TPETYCMOTPEHHYIO TTYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Ortyer o pe3ynapTaTax KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpemnapaTta Juis
MEJIULIMHCKOTO MPUMEHEHUS COCTABIISIETCS] OPraHU3aluel, YKa3aHHOW B 4acTH 3 CTaThbu 38 HACTOSIIETO
@DenepalbHOTO 3aKOHA, HA OCHOBAaHMM 3aKJIIOUEHHM MEIUIMHCKUX OpraHU3allii, MPOBOAMBIIHUX 3TO
UCCIIEIOBaHNe, U MPEACTABISAETCS B YIMOJIHOMOYEHHBINH (efepanbHbIi OpraH MCHOIHUTEIbHOW BIACTH,
BBIIABIINI pa3pelIeHUE Ha MIPOBEJICHUE 3TOTO UCCIIEI0BaHUS, B CPOK, HE MTPEBBIIAIOIINMI TPEX MECALIEB
CO [THS €ro 3aBeplleHHs, NPHUOCTAHOBIEHUS WJIM MpPEeKpalleHusi, B MOPSAKE, YCTaHOBIEHHOM
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPTaHOM HCIIOIHUTENIbHON BIACTH.
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12. Hapymienue mnpaBwi Haajekalled KIMHUYSCKON MPaKTUKH, (anbCUPUKAIUSI PE3yIbTaTOB
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKQPCTBEHHOTO Mperapara JUisi MEAUIIMHCKOTO MPUMEHEHHS BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATEIBCTBOM Poccuiickoit denepanuu.

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

13. IIpu npoBeieHNH KIMHUYECKOTO UCCIISI0BaHMS JICKAPCTBEHHOTO Mpenapara Jijisi MeIUIIMHCKOTO
NPUMEHEHHS JOIMYCKaeTCs 3a00p y MAalMEeHTOB OMOJIOTMYECKUX MaTepHasioB (00paslbl OMOJIOTHYECKUX
KUJKOCTEH, TKaHEW, CEKPETOB M TPOAYKTOB >KU3HEACATEIHHOCTH 4YEIOBEKa, (U3HOJOTHUUECKHX U
MATOJIOTUYECKUX BBIJICIICHUI, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHH3MOB, OMOTICUITHBINA MaTepualn)
1t ux u3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit denepanuu.

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

14. Tlopsinox BBO3a B Poccuiickyro denepannio u BbIBO3a 3a mpenenbl Poccuiickoit denepanuu
OMOJIOTMYECKHX  MAaTepUAOB, TOJYYEHHBIX TIPH IPOBEICHUU  KIMHHYECKOTO  HCCIICAOBAHUS
JIEKApCTBEHHOr'0 IpernapaTta s MEJUUMHCKOrOo IPUMEHEHUs, ycTaHaBiauBaerca [IpaBurenbcTBoM
Poccuiickoit ®enepanuu.

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

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHMYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MegULUHCKOro NnpuMeHeHus

1. Knunuyeckoe uccineoBaHUE JIEKAapCTBEHHOIO TMperapara JUisi MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOJMTCSI B COOTBETCTBUHU C JOTOBOPOM O MPOBEIECHUU KIIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWIHUHCKOTO TPUMEHEHHMs, 3aKII0YaeMbIM MEXIY OpraHu3aluei, IMOoIyduBIIeH
paspelleHrue YHnoJIHOMOYEHHOro (¢eAepaibHOr0 OpraHa HCIOJHUTENbHOM BIACTHM HA OPraHU3allUIo
MPOBEACHUST TAKOTO KCCIICOBAHUSA, U MEIUIIMHCKON OpraHu3aluel, OCYIIECTBIISIIONIEH IMpOBeIeHNE
TaKOr0 MCCIIEIOBAHUS.

2. I[OFOBOp O MPOBCACHUU KIWMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O Ipfrnapara i
MCIUIHUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycoBHs ¥ CPOKH MPOBENECHUS JAHHOTO UCCIIEI0OBAHUS;

2) OIIpCACIICHUC O6H.I€I>'I CTOUMOCTH HPOTrpaMMbl JAaHHOT'O HCCICAOBAHUA C YKAa3daHUEM CYMMEBI,
npezmamaqammeﬁca JJI BBITIJIAT UCCIICAO0BATCIAM, COMCCIICA0BATCIISAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3YyIbTaTOB JAHHOTO HCCIEAOBAHUS B YIIOJIHOMOYEHHBIN
(dbenepalibHBINA OpraH UCIIOJIHUTEIILHON BIIACTH.

CtaTtbAa 42, duHaHcoBoe obecneyeHue KIMWUHU4YeCKoro nccnenoBaHust
NeKapCTBEHHOro npenapara ans MeguuUHCKOro npuMeHeHus

®dunHaHcoBoe oOecHeYeHNE KIMHUYECKOTO HCCICAOBAaHUA JICKAPCTBCHHOI'O IIpCliapaTta I
MCIUIHUHCKOI'O IPUMECHCHUSA OCYIICCTBIIACTCS 3a CUCT:

1) cpencTB denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3alyii, NOJYyYMBIIMX pa3pelleHne Ha OpTraHu3alii0 MPOBEICHHUS JaHHOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HCCICO0BaHNsA, B COOTBETCTBHH C YCIOBUAMU JOTOBOpa O €TI0 IMPOBEACHHNHU,

3) MHBIX HE 3alpeIIeHHbIX 3aKOHOAaTeNIbecTBOM Poccuiickoit denepanvu HCTOYHUKOB.

Cratba 43. [lpaBa nauuMeHTOB, Yy4acTBYHWOLWUX B KIIMHUYECKOM MUCCleaoBaHUU
NeKapCcTBEHHOro npenapara Ana MeaMUUHCKOro NpuMeHeHus

1. VYyacrtue MNanmyMeHTOB B KJIMHHUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O IIp€Iiapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCS HOGpOBOHBHHM.

2. TlanueHT WM €ro 3aKOHHBIA MPEICTaBUTEIb TOJDKEH OBbITh MHGOPMHUPOBAH B MHCbMEHHOW
dopme:

1) 0 JICKaApCTBCHHOM IIpeliapare i MCAUIHUHCKOIO IMPUMCHCHHA MW CYIIHOCTU KIMHUYCCKOTO
HCCIICO0BaHMA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) 0 6e30mMacHOCTH JIGKapCTBEHHOTO Ipenapara Jjisi MEAUIUHCKOTO IPUMEHEHHS, €r0 0KUIaeMOM
3¢ HEKTUBHOCTH U CTETIEHH PUCKA JUISA NAIEHTA,

3) 00 YCIOBUAX YUACTHS IMAUCHTA B KIIMHUYCCKOM HUCCIICAOBAHUUN JICKAPCTBCHHOI'O IIperiapara AJist
MCIUIUHCKOI'O IPUMCHCHUA

4) O OClIM HMJIM OCIAX H IPOJAOJDKUTCIBHOCTH KIMHHUYCCKOIO HCCICOAOBAHUA JICKAPCTBCHHOI'O
npemnapara ajid MCIUIUHCKOI'O IIPUMCHCHU,

5) 0 ﬂeﬁCTBHHX nanyeHTa B ClIyda€ HEHUPCABUIACHHBIX 3(1)(1)CKTOB BJIUSAHUS JICKAPCTBCHHOTO
npemnapara i1 MECIUIUHCKOI0 NPpUMCHCHHA Ha COCTOSAHUC €T0 3J0POBbA;

6) 00 YCIOBUAX 00s13aTEIBHOTO CTPAaxXOBaHUA KU3HU, 3T0POBBA MMALUCHTA,

7) 0 TapaHTHIAX KOH(l)I/IIleHHI/IaJ'IBHOCTI/I ydaCTus TManueHTa B KIMHUYCCKOM HCCICAOBAHUN
JICKApCTBCHHOTO IIpenapaTa JJis1 MCAUIUHCKOTI'O IIPUMCHCHU .

3. I[O6p0BOJ'IBHOC corjraCue nmaueHTa Ha y4aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
npenapara i1 MCAUIHUHCKOIO MPHUMEHCHUS TOATBECPIKAACTCA C€ro IMOAINUCBIO HWIIM IMOAIUCBIO €Tro
3aKOHHOI'O MPCACTAaBUTCIIA Ha HHq)OpMaHHOHHOM JIMCTKEC IMalTUCHTA.

4, HaI_II/IeHT WIH €ro 3aKOHHBIMI MMpEACTAaBUTCIIb HMCET IIPaBO OTKA3aTbCA OT Y4YaCTHUA B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Ipfriapara s MCIUIHWHCKOIO IMPHUMCHCHUA Ha 0001
CTauu MMPOBCACHU TAKOI'O UCCICAOBaHUA.

5. IlpoBeneHne KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOIO Ipenapara s MEIULHUHCKOro
IIPUMEHEHHUS C yJYaCTHEM B KAa4e€CTBE MALMEHTOB JIETEH OMYCKAETCs TOJBKO C COIVIACUsl B MMUCHMEHHOMN
dbopme uX ponauTenei, yChIHOBUTENEH. [leTH MOryT paccMaTpuBaThCsi B KauyeCTBE MOTEHIIMATBHBIX
MAIMEHTOB TAKOI'0 UCCIIEI0BaHUs, TOJIBKO €CIH €ro MPOBEACHNE HEOOX0AUMO I YKPETIJICHUS 3/10pOBbs
neTe WM npouIakTUKU HWH(EKIMOHHBIX 3a00JeBaHUil B IETCKOM BO3pacTe JMOO €CJIH LETbI0 TaKOTo
HCCIIEIOBAHM SBJISETCS MOJYyYEHUE JAHHBIX O HAWIy4dlled JO3UPOBKE JIEKAPCTBEHHOIO Ipenapara Jis
JedeHus Jered. B 3THX cilydasX TakoMy HCCIEIOBAaHUIO JOJDKHO IIPEAIIECTBOBATH KIMHHYECKOE

www.consultant.ru Crpanuua 101 u3 149
HageXXHas NpaBoBas noaaepXkKa


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

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

WCCIIC/IOBAaHKUE JIEKAPCTBEHHOTO TMperapara Ui MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPIICHHOJIETHUX
rpakJIaHax, 3a WCKIIOYCHHEM CIIy4aeB, €CIIM WCCIeAYEeMbI JICKApCTBEHHBIM mpemapaTr Jyis
MEIUIUTHCKOTO MIPUMEHECHUS npeHa3HAYCH UCKJTFOUUTEIILHO TSt UCTIOJIb30BaHUS
HECOBEPIICHHOJICTHUMH T'PaXKTaHAMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3ampemiaercsi MpOBEACHHE KIMHUYECKOTO MCCICAOBAHUS JICKAPCTBEHHOIO TIperapara Jyis
MEIUIUHCKOTO IPUMEHEHHUS C YIaCTHEM B Ka4eCTBE IMAallUECHTOB:

1) netTel-cUpoT u JIeTei, OCTaBIIUXCS 0€3 MONEUYCHUS POTUTEIICH;

2) JKEeHIIMH B TMepuoJ OEepeMEHHOCTH, JXEHIIMH B NEPUOJ TPYyAHOTO BCKapMIIMBaHHUA, 3a
UCKJIIOYEHUEM CJIy4aeB, €CJIM IPOBOJUTCS KIMHUYECKOE HCCIIEI0OBAaHUE JIEKApCTBEHHOTO IIpernapara,
MpeIHa3HAYEHHOTO JUIsl YKa3aHHBIX KEHIIWH, IPU YCIOBUU HEOOXOAMMOCTH MOJIY4YeHHs MH(OpMAIUH
TOJIBKO BO BpEMsl IPOBEJIEHUS COOTBETCTBYIOUIMX KIMHUYECKUX MCCIEAOBAaHUN U MPHUHATHS BCEX
HEOOXOUMBIX MEp IO HCKIIOYEHHIO pUCKAa HAHECEHHUs Bpelda JKEHIIMHE B MepHoJ OepeMEHHOCTH,
KEHILMHE B IEPUO/ IPYAHOI0 BCKAPMIIMBAHUSL, IJIOY UIH PEOCHKY;

3) BOGHHOCHYXKAalMX, 3a HUCKIIOYCHHEM CIlydaeB MPOBEACHUS KIMHHUYECKOrO HCCIeI0BaHUS
JIEKApCTBEHHOT'0 TIpernapara, CIEeNHAIbHO pa3padOTaHHOTO MJiS TPUMEHEHHUS B YCJIOBHUSX BOEHHBIX
NEUCTBUM, 4Ype3BBIYAMHBIX CHUTyallMi, NPO(QUIAKTUKA U JiedeHHs 3a00JeBaHU U MOpaKeHUH,
MOJYYEHHBIX B  pE3yJlbTaTe BO3JCUCTBHUS  HEOJArONPHUATHBIX  XUMHUYECKHUX, OHOJIOTHUECKHX,
paauanroHHbIX (akTopoB. KimHuYeckoe HUCClIeJOBaHHE TAaKOTO JIEKAPCTBEHHOTO Ipernapara MOXKET
MIPOBOJIUTHCS C YIACTHUEM B KQUE€CTBE MAI[MEHTOB BOCHHOCIYKAIIIHUX, 32 UCKIIOYEHUEM BOCHHOCTY XA X,
MPOXOSIINX BOCHHYIO CIYXOY 10 MPU3BIBY, C COOMIOCHIEM TpeOOBaHMI, YCTAHOBIECHHBIX HACTOSIIIUM
®denepanbHBIM 3aKOHOM B OTHOIICHHUH TPAKTaHCKUX JIUIL,

4) COTPYAHUKOB ITPABOOXPAHUTCIILHBIX OPIraHOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHUE B MECTax JIMIIEHUS CBOOOJIBI, a TAKXKE JIMI, HAXOISAIIUXCS IO
CTpa)eH B CIECICTBEHHBIX U30JATOPAX.

7. JlomyckaeTcs NpOBEJCHHE KIMHHYECKOrO HCCIIEAOBAaHUS JIEKAPCTBEHHOrO IIpernapara A
MEIULMHCKOTO MPUMEHEHHsI, TpeTHa3Hau€HHOr 0 JJIs JIEYSHHs MICUXUYECKUX 3a00JIeBaHUM, C y4aCTHEM B
KauecTBE MAI[MEHTOB JIUI C ICUXUYECKUMH 3a00JI€BaHUSMH, IPU3HAHHBIX HEJIEECIIOCOOHBIMHU B TIOPSKE,
YCTaHOBJIEHHOM  3akoHojaTesnbcTBOM — Poccuiickont  ®enepanuu.  KimHnyeckoe — ucciiejoBaHMe
JIEKapCTBEHHOI'O Tpernapara B 3TOM CiIy4ae MPOBOJUTCS MPH HAIWYUM COIJIacUsl B MUCbMEHHOU (opme
3aKOHHBIX MPEJCTaBUTENEN YKAa3aHHBIX JIUII.

Ctatba 44. OO6sAsaTenbHoOe CTpPaxoBaHME XU3HW, 300pPOBbA  MNaLMUEHTa,
yyacTBywLWero B KIIMHMYECKOM WUCCneaoBaHUWU JleKapCTBEHHOro npenaparta Aans
MeAULMHCKOro npuMeHeHus

(B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

I. Opranuzanus, MOOMy4HMBIIAS pa3pelIeHHEe HA OPraHU3aIMI0 TPOBEACHUS KIMHHUYECKOTO
WCCIIEIOBAHMs JICKAPCTBEHHOTO Tpernapara Aias MEIUIMHCKOTO TMPUMEHEeHHs, 00s3aHa B KavecTBe
CTpaxoBaTelsl CTPaxoBaThb PHUCK MPUUYMHEHUS Bpelda KU3HHU, 3JI0POBBIO TAlMEHTa B PE3YyJbTaTe
MPOBEICHUS KIIMHUYECKOIO0 UCCIIEIOBaHU JIEKaPCTBEHHOr0 Ipenapara JJisi MEAULIUHCKOIO MPUMEHEHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

3a CBOM CUET IMYTEM 3aKJIIFOYCHHA JOTOBOpa 00513aTEJIbHOTO CTpaxOoBaHUsI.

2. OOBEKTOM 00s3aTETBHOTO CTPAXOBaHHS SBISETCS MMYIICCTBEHHBI MHTEpEC TNalHUeHTa,
CBSI3aHHBI C MPUYMHEHHEM BpE/a €ro XM3HM WU 370POBBIO B PE3yJIbTAaTe NMPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAaHMSI JICKApPCTBEHHOT'O Mpernapara il MeIUIIMHCKOTO IIPUMEHEHUSI.

3. CTpaxoBbIM CllyyaeM IO JOIOBOPY 00s3aTEIbHOIO CTPAXOBaHUS SABJISETCS CMEPTh NAllMEHTa WU
YXYALIEHUE €0 3/I0pOBbs, B TOM YHCIIE BIEKYILEE 32 COOON YCTAaHOBIEHUE UHBAIWIHOCTH, IPU HATMYUU
IIPUYMHHO-CJIEICTBEHHON CBSI3M MEXJAy HACTYIUIEHHEM 3TOro COOBITHS M YYacTHEM IalMeHTa B
KIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO IIpenapara.

4. TPCGOBaHI/IH 0 BO3MCIICHHMU Bp€la, INPUYXMHCHHOI'O KHW3HHW MWIW 3A0POBBIO ITalMCHTA,
MMPCABABIAIOTCA B TCUCHUC CpPOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOJaTCJIbCTBOM.

5. Pa3mep cTpaxoBoil BBIILIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B ClIydac CMCPTH IIalMCHTA ABa MUJIJIMOHA pY6J'I€I71 Ha KaXIO0ro InanueHTa, y4aCTBOBABIICIO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOT'O ITpLCIiapara,

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) IOBJIEKILIEM 3a cO0OM yCTaHOBJIIEHHE WHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MHSTHCOT ThICSY
pyOsieli Ha KaXXAOro IAaIMeHTa, y4YacTBOBABIIET0 B KJIMHUYECKOM HCCIEI0BAaHUU JIEKAPCTBEHHOTO
npenapara;

0) moBiekieM 3a co0oil ycTaHOBIEeHHE WMHBAIMAHOCTH Il rpynmel, OAMH MWIIMOH pyOyiel Ha
Ka)KJI0r0 MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

B) MNOBJEKIIEM 3a co0o0i ycTaHoBieHue MHBanuaHOCTH III rpymmel, msaTbcoT THICSY pyOnel Ha
Ka)KJI0ro MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

I') He MOBJIEKIIEM 3a co00M yCTaHOBJIEHUSI MHBAJIHMIHOCTH, HE OoJiee ueM TpHUCTa Thicsu pyOsiel Ha
Ka)XJOro MalueHTa, Y4YacTBOBABIIET0 B KJIMHUYECKOM HCCJIEIOBAaHUU JIEKAPCTBEHHOrO IIpernaparta,
UCXOJs W3 HOPMAaTHMBOB, OTPAXKAIOIIMX XapakTep M CTENEHb MOBPEKICHMS 310pOBbA, a TaKXKe
(aKkTUYECKH T[IOHECEHHbIX MAallMeHTOM pPAcXOoJl0B, BbI3BAaHHBIX IOBPEKICHUEM 3JI0pPOBbS, Ha
MEIULUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(nm. "r" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roaa. - @exnepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpox moroBopa 0053aT€TBHOTO CTPaxOBaHUS HE MOXKET OBITH MEHEee, YeM CPOK IPOBEICHHS
KJIIMHUYECKOT0 MCCIIEIOBAaHUs JIEKapCTBEHHOIO MIpenapara.

8. VYcinoBusi noroBopa 00s3aTENbHOTO CTPAaxOBAaHUS, B TOM YHCIE CTPaxoBble TapU(bl IO
00513aTeIbHOMY CTpPaxOBaHMIO, MepeueHb HEOOXOIUMBIX JOKYMEHTOB JJISi OCYIIECTBJIEHHUS CTPaxOBOM
BBIIJIATBI, IMOPAAOK YCTAHOBJICHHA CTpPaxoBaTCJIEM HWHIAWBHUAYAJIbHOI'O I/IJIeHTI/I(i)I/IKaIII/IOHHOl"O KoJa
NalMeHTa, Nopsa0K HHOOPMUPOBAHHS CTpaXxoBaTeIeM CTPaxXOBIIMKA O MPUBJIECYEHHBIX K KIMHHYECKOMY
UCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Mpernapara Uil MEIUIIMHCKOTO MPUMEHEHHs MalMeHTax, MOpsSAoK
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

VILIaThl CTPAXOBOW MPEMHUH, TIOPSIOK PEaIM3alluy ONPEICIICHHBIX HacTOsAMM DenepaabHbIM 3aKOHOM U
npyrumu  (penepanbHBIMH 3aKOHAMH TpPaB U OOS3aHHOCTEH CTOPOH MO JIOTOBOPY 0053aTeIbHOTO
CTpaxOBaHHs, a TaKXe HOPMATHBBI, OTPAKAIOUIME XapakTep M CTEICHb TOBPSIKACHUS 370POBBS,
YCTaHABIIMBAIOTCS TUIIOBBIMHU ITPABUIIAMU 00S3aTEIILHOTO CTPAXOBAHUS.

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

9.B CJIydac NpUYUHCHUA BpEaa ) XU3HU MMAIUCHTA, YHaCTBOBABIICT'O B KIIMHUYCCKOM HUCCIICAOBAHNN
JICKApCTBECHHOI'O IIpe€riapara, BBIFOI[OHpHOGpeTaTeJ'IﬂMI/I o J0roBopy 00513aTEJIbHOTO CTpaxoBaHUA
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUEC BpClda B Cliyda€¢ CMCPTH KOpMUWJIbLla B
COOTBETCTBHUH C TI'pPaXIAAHCKHMM 3aKOHOJATCJIbCTBOM, IIPM OTCYTCTBHM TaKUX TIpaXXJaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICro MnanyveHTa, y4aCTBOBABHICIO B KIIMHUYCCKOM HCCICAOBAHUHU JICKAPCTBCHHOI'O
mnpemnapara, B cClIyda€ CMCPTH MalMCHTA, YYAaCTBOBABIICTO B  KIMHHUYECKOM  HCCICAOBAaHHUU
JICKApCTBCHHOT'O IIpflapata U HC HMMEBLICIO CaMOCTOATCIBHOI'O O0XOId, - IpakaaHC, HAa WIKAWBCHUU
KOTOpPBIX OH HaxOoAWJICid, B OTHOIICHHMHM BO3MCHICHHA pPacxoaoB Ha norpe6eHHe nanucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfIiapara, - JIHMIO, IMOHCCHICC TAKHC
pPacxoJbl.

10. CTanOBaﬂ BbIIlJIaTa B CUCT BO3MCHICHHMA BpCad, IMMPUYMHCHHOI'O JKWU3HU IIallUCHTA,
y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOI'O IIpEIiapara, pacClpeaCIsi€TCa MCKAY
BI)II‘OI[OHpI/IO6p€TaT€JI$IMI/I IMPOMOPUHUOHAIIBHO UX KOJIMYCCTBY B PABHBIX OOJIAX.

11. Tlpu HaCTYIUIGHMH CTpPaxOBOTO Cliyyas TIalMEHT, Y4YaCTBOBABIIMA B KIMHHYECKOM
WCCIICIOBAaHUM  JICKAPCTBEHHOTO  TIperapara,  BBIFOJONPHOOpETaTeNlb  BIpaBe  MPESIAbSIBHUTH
HEMOCPEJACTBEHHO CTPaXOBIIMKY TpeOOBaHHE O BO3MEIICHUU MPUYMHEHHOTO Bpeaa. CTpaxoBas BhIILIATa
OCYHICCTBIIACTCA CTPAaxXOBHIMKOM B TCUCHUC TpUALATU IIHCfI CO OHA HOpCACTaBJICHUS HCO6X0[[I/IMI)IX
nokyMeHTOB. [lanneHT, yyacTBOBaBIINK B KIMHUYECKOM HUCCIIEIOBAHUU JIEKAPCTBEHHOTO Mpernapara, Win
BBITOJIONIPHOOpETaTeNlb 00s3aH COOOIIUTHh CTPAXOBIIUKY JIJISI OCYIIECTBJICHHUS CTPAXOBOM BBITLIATHI
WHIUBUAYAIbHBIN HISHTU(UKAIIMOHHBINA KO MallMeHTa, YCTAHOBICHHBIN CTPaxoBaTeIeM B COOTBETCTBHU
C TUIIOBBIMHU ITpaBHUJIaMH 00s13aTEIBLHOTO CTpaxoOBaHUs.

12. Jlo MONHOrO ONpeNeNeHHs pa3Mepa IMOAJIEKAIETO BO3MEIIEHUIO Bpela CTPAaXOBIIUK II0
3asBJICHUIO MAI[UEHTA, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara, i
3asBJICHUIO BBITOAONpPHOOpETaTeNs BIIPaBE OCYIIECTBUTh YAaCTh CTPAXOBOM BBIIIATHI, COOTBETCTBYIOIIYIO
(akTUYECKH OTNpeAeICHHON YacTH MPUUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIIlJIaTa B  COOTBCTCTBUU C JOrOBOPOM 00513aTEIBLHOTO CTpaxOBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBIIIIAT, IPUIHUTAIOIIHUXCA 11O JPYTUM BUAaM CTPAaXOBaHU.

14. He pomyckaeTcs ydvacTHe TAllMEHTAa B MPOBEACHUU KIWHHYECKOTO HCCIICOBAHUS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHUHU JIOTOBOPA 0053aTEILHOTO CTPAXOBAHUSI.

15. KoHTponp 3a HCIOJIHEHHEM OpraHM3alMel, MOJY4YMBIIEH pa3pelieHue Ha OpraHHU3alUIo
MIPOBEJICHUS KIIMHUYECKOTO MCCIIe0BaHus JIEKApCTBEHHOTO Mpernapara Jisi MEIUIIUHCKOTO IPUMEHEHHS,
YCTAHOBJICHHOH HacTosIIel cTaTheil 00SA3aHHOCTU MO 00S3aTEIbHOMY CTPAaXxOBAaHUIO JKU3HH, 3/10POBBS
ManueHTa, YJacTBYIOLIEro (y4acTBOBABIIETr0) B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
npernapara, OCYIIECTBIISIETCS YIMOJHOMOUYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTENBHOW BIIACTH,
BBIIABIIMM pa3pellieHue Ha MPOBe/IeHNE KIMHUYECKUX HMCCIEI0BaHUMN JIEKapCTBEHHBIX MPENnaparoB JUIs
MEIULIMHCKOTO IPUMEHEHMUSL.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. o 28.04.2023) [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
CraTtba 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEICTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHMSM IIPABUII
HaJJIexallel MpOU3BOJCTBEHHON MPAKTUKH, YTBEPKACHHBIM YIOJTHOMOYEHHBIM (eiepalibHbIM OpPraHOM
UCTIOJTHUTENBbHON BiacTH. OCOOEHHOCTH Mepexo/a MPOU3BOJICTBA OTJACIBHBIX JEKAPCTBEHHBIX CPENICTB K
UX MPOU3BOJICTBY B COOTBETCTBUHU C TPEOOBAHUSAMHU MPABHII HAAJEXKAIIEH MPOU3BOACTBEHHON MPAKTUKU
ycranaBinuBarorcst I[IpaBurensctBom Poccuiickoit denepaumu. Bpinada 3aKkirO4eHH O COOTBETCTBUH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM NPaBHJ HaJUIekalled MPOU3BOICTBEHHOM
IIPAKTUKU OCYIIECTBISACTCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHMS ITPOU3BOAUTEIIEH JIEKAPCTBEHHBIX
CpelcTB B mopsake, ycraHoBieHHOM lIpaButensctBom Poccuiickoit ®denepanuu. Pa3mep mnatel 3a
BbIIaYy 3aKJIOYEHHUS] O COOTBETCTBUM IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM IMPABUI
HaJUIeKalled  NpPOM3BOJACTBEHHOM  MpakTUKU  ycTaHaBiauBaercs [IpaBurensctBoM  Poccuiickoit
®enepannn. [lopsaok opraHu3anyuy U MPOBEACHUS MHCIEKTUPOBAHUS IPOU3BOINUTEIEH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHMUAM TPAaBUI HaJIekKalled MPOU3BOACTBEHHON MPAKTUKU
ycranasinusaercs [IpasurensctBom Pocceniickoit denepanumn.

(B pen. @enepanbHbiX 3akOHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
®3)

2. IlpousBoxncTBO JeKapcTBEeHHBIX cpencTtB B Poccuiickoit denepauuu  OCyLIECTBISAETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMH JIMIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeactB. [loaTBepkaeHHE COOTBETCTBUS JIMLEH3MAaTa IIPAaBWJIAM HaJIeKallel MPOU3BOJICTBEHHOU
MIPAKTUKU OCYHIECTBISAETCA B PAMKAX JMLEH3MOHHOTO KOHTPOJISI B COOTBETCTBHM C 3aKOHOJATEIBCTBOM
Poccuiickoii @enepaniuu ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOsIIEH CTaThu.

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

2.1. JInsa uenel NMIEH3UPOBAaHUS NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOTO
MIPUMEHEHUSI U WHCIEKTUPOBAaHUS CyOBEKTOB OOpallleHUsl JIEKApCTBEHHBIX CPEJICTB HAa COOTBETCTBHE
TpeOOBaHUSAM MPABIII HAJIekKAIIeH MPOU3BOICTBEHHON MPAKTUKU (eiepalibHbII OpraH UCIOTHUTENbHOM
BJIACTH, OCYUIECTBIISIIOIINNA TOCYAAPCTBEHHYK) PETHUCTPALMI0 JIEKAPCTBEHHBIX IIPENapaToB U
MEIULMHCKOTO TPUMEHEHHUs, MpeNoCcTaBiseT (eaepallbHOMY OpraHy MCIOJHUTEIbHOM BIIACTH,
OCYIIECTBISIONMEMY (eJepaibHbI TOCY/IapCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJb JIEATEIILHOCTH IO
IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB I MEJULUHCKOIO MPUMEHEHHUs, II0 €ro 3alpocy B paMKax
MEXXBEJIOMCTBEHHOT0 MH(GOPMAIMOHHOIO B3aMMOJIEHCTBUS B NOPSJKE, YCTAHOBICHHOM (eepalbHbIM
OpraHOM HCIIOJIHUTENIBHON BJIACTH, OCYILECTBIIAIOIIUM JTULEH3UPOBAHNUE NPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB i MEAMIMHCKOrOo TpUMEHEeHHs, U (eaepaabHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH,
OCYULIECTBJISIOIIUM TOCYIapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IPENapaToB I MEIULIMHCKOIO
IIPUMEHEHHUsI, CBEJEHUS O JIEKaPCTBEHHBIX CPEACTBAX, YKa3aHHbIE B 4acTW 5 cTaThu 18 Hacrosmero
@denepanbHOro 3aK0HA, B TOM YHUCIIE B CIIy4ae, €CIIU TAKUE CBEICHMS COCTABIIAIOT KOMMEPYECKYIO TalHY.
(uacTsb 2.1 BBeneHa @enepanbHbIM 3ak0HOM OT 14.07.2022 N 311-D3)

3. HpOI/ISBO,Z[CTBO JICKAPCTBCHHBIX CPCACTB OCYIICCTBIISICTCA C CO6J'IIOIICHI/ICM Tpe60BaHHI>i
IMPOMBIINIJICHHOT'O PETIaMEHTaA, KOTOpBII)’I YTBCPKAACTCA PYKOBOAUTEIIEM MIPOU3BOANUTEIIA JICKAPCTBCHHBIX
CpCACTB W BKIIIOYacT B cebs NEepCUYCHL HUCIOJIBb3YyCMbIX (bapMaL[CBTI/I‘-ICCKI/IX CY6CTaHI_IPII>'I )51
BCIIOMOIr'aT€JIbHBIX BCHIECTB C YKAa3aHHUEM KOJIMYECTBA KaXJOTO0 M3 HHUX, AJAHHBIC 00 HCIIOJIB3YEMOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

O60py,HOBaHI/II/I, OIMMCAHUEC TCEXHOJIOIMYCCKOTro IIpoHecca M METOAOB KOHTPOJSI Ha BCEX JTalax
IMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB.

4. Tlpy TpOM3BOJCTBE JICKAPCTBEHHBIX CPEJICTB HCIOJB3YIOTCS (hapMaleBTUYECKUE CyOCTaHIUH,
CBEICHHS O KOTOPBIX COAEpXKATCs B TOCYJApCTBEHHOM pEEeCTpe JICKAapCTBEHHBIX CPEJICTB, 3a
UCKJIFOUEHUEM (hapMaleBTHUECKUX CYOCTaHIMH, MPOU3BOJAUMBIX JUISI TPOBEACHUS KIMHUYECKHUX
UCCIenoBaHui u il 3kcropTa. K mporeccy mpou3BoAcTBa papMareBTHIECKO CyOCTaHIIUU OTHOCSITCS
TOOBIE  CTaJUM  TEXHOJOTHMYECKOTO TPOIeCCa, TO3BOJISIONIUE TOJYYHTh TOTOBBIA  MPOIYKT,
COOTBETCTBYIOIIUK TpeOOBaHMAM (apMaKONEeHHOW CTaThd, B TOM YHUCIE (pepMeHTAIus, SKCTPAKIIHS,
OYKCTKA, BBIICICHUE, NEPEKPUCTALTU3AIMS, BBICYIIIMBAHUE, U3MENIbYCHHE. B ciydae HEOOXOIUMOCTH
WCIOJIb30BAHUSI 3TUJIOBOTO CIUPTA, B TOM YHUCIE (PapMaleBTUYCCKOW CYOCTAHIIUU CIIHUPTA ITHIOBOTO
(9TaHONa), TPU TPOM3BOJCTBE JICKAPCTBEHHBIX CPEICTB B KadeCTBE JCHCTByromero u (WIN)
BCIIOMOTATEIILHOTO BEIECTBA, a TAKKE B MHBIX TEXHOJOTHYCCKUX IENSIX JOJDKHA OBITh HCIIOB30BaHA
TOJILKO (papMarieBTUYeCKast CyOCTaHIUs CIIUPTA ATUIIOBOTO (ITAHOII).

(B pen. @enepanpHBIX 3aKOHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-D3, ot 27.12.2019 N 481-
®3)

4.1. TlepeueHb JEKApCTBEHHBIX MpENapaToB i MEIUIIMHCKOTO TMPUMEHEHHUS, B OTHOIICHUHU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUS K OOBEMY Taphl, YMaKOBKE M KOMIUIEKTHOCTH, IEpEYCHb
JIEKApCTBEHHBIX MIPEMapaToB JJisi BETEPUHAPHOTO IPUMEHEHHUS, B OTHOIICHUH KOTOPBIX YCTAHABIUBAIOTCS
TpeboBaHusl K 00BEMY Tapbl, a TaKke TpeOoBaHHA K 00BEMYy Tapbl, YHNAKOBKE W KOMIUIEKTHOCTH
JIEKApPCTBEHHBIX TMpEnaparoB JUId MEAMIMHCKOTO MpPUMEHEHMs, TpeOoBaHUs K OO0BEMYy Tapbl
JIEKAPCTBEHHBIX NPENapaToB I BETEPUHAPHOIO IPUMEHEHUS ONPENENsIOTCS COOTBETCTBYIOIMMHU
YIIOJTHOMOYCHHBIMHU (eICpATbHBIMU OpPraHAMU HCIIOJHUTEIBHON BJIACTH B IOPSIKE, YCTAHOBICHHOM
[IpaBuTenscTBoM Poccuiickoi denepanuu.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzaiuy, OCYIIECTBIISIONIME IMPOU3BOACTBO (hapMalleBTUUECKONW CYOCTaHIMU CIHPTa
STHJIOBOTO (dTaHONA) JJsl TPOM3BOJCTBA CHUPTOCOAEPKAIINX JICKAPCTBEHHBIX IPEIapaToB, OOs3aHbBI
OCYILLIECTBIATh YYET B MOPSIJIKE, YCTAHOBIEHHOM cTaThsiMM 8 U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJIupOBaHUU MTPOU3BOACTBA U 000POTA STUIIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled MNpONyKIMH M 00 OrpaHHMYeHUM TMOTpedseHus (pacruTus)
asnkorojpHOM nponykuuu'". [IponzBoacTBo papmaneBTHUECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (ITAHOIA)
JIOMYCKAeTCsl TOJBKO OpraHu3aliel, OCYILECTBISIONIEH MPOU3BOJACTBO PEKTU(PHUKOBAHHOIO 3THIIOBOTO
CIIHpTa W3 THIIEBOTO CHIPhS HA OCHOBAaHWM JIMIICH3MHM Ha MPOM3BOJCTBO ATHIJIOBOTO CIHPTA JUIS
MPOU3BOJICTBA (hapMalleBTUUECKOW CYOCTAaHIIMM CIHPTAa 3TUJIOBOrO (3TaHONA) B COOTBETCTBUHM C
TpeboBanusiMu DenepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocymapcTBEeHHOM
peryaupoBaHUM TPOM3BOJACTBA M 000pPOTa STHIOBOIO CIHUPTA, AJKOTOJBHOW M CHUPTOCOAEpKallei
NPOAYKIMM M 00 OrpaHMYEeHUU TMOTpedsieHnss (pacluThsA) aJIKOTOJIBHOM NPOAYKIHMH", METOJO0M
pa3Be/ieHus] BOJIOM OYMILEHHOM TaKoro 3THJIOBOTO CIUPTA, MPOM3BEACHHOIO JJAHHOM OpraHu3anuei 1mo
MECTY OCYIIECTBIIEHHUSI TPOU3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (3TaHOIIA).
(uactpb 4.2 BBegeHa ®enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. OenepanibHOro 3aK0Ha OT
27.12.2019 N 481-03)

4.3. NnnuBuayanpbHble MPEANPUHAMATENIH U IOPUIAMYECKHUE JIUIA, OCYIIECTBISIONINE 3aKYIKy H
WCIIOTh30BaHNUE (hapMarleBTUUECKON CYOCTAHIIMU CIIUPTA ITHUJIOBOTO (3TaHONA), a TAKKE MPOU3BOICTRBO,
W3rOTOBIIEHHE © (WiIU) 000poT (32 HCKIIOYEHHUEM PO3HUYHOW TMPOJAXH) CIHUPTOCOAEPIKAIINX
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?:Ele‘f:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

JICKapCTBEHHBIX IPEnapaToB, OO0S3aHbl OCYLIECTBIATh MX Y4eT M JIeKJIapUpOBaHME B TIOpPSIKE,
ycTaHOBIIEHHOM cTathsiMu 8 u 14 denepanbhHoro 3akona ot 22 HosOps 1995 roma N 171-@3 "O
rOCYJapCTBEHHOM pEryJMpOBaHUM IPOU3BOACTBA M 00OpPOTa 3TUIIOBOTO CIUPTA, AJIKOIOJBHOW U
CIMPTOCOJIEPKAIIEH MPOIYKIUU B 00 OrpaHUYEeHUH MOTPeOIeHNS (PaCIUTHs) aJIKOTOIBLHON MPOIyKIMH".
(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpm mnpoOU3BOJCTBE JIEKAPCTBEHHBIX IIpPENapaTtoB JUisi BETEPUHAPHOTO MPUMEHEHUS
JIOTYCKAeTCsl HUCIHOJb30BaHUE IMPOU3BENCHHBIX Ui peainu3anuu (apMaleBTUYECKUX CyOCTaHIIMIA,
BKJIFOUEHHBIX B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB YIOJTHOMOYEHHBIM (eaepabHBIM
OpraHOM  HUCIOJHUTEJNBHOM  BJIACTH, OCYHISCTBIISIIOIIMM BEJCHHE TOCYAapCTBEHHOTO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB JJIs1 MEAUIIUHCKOTO IPUMEHEHUS.

(uacTb 4.4 BBenena @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3anpermiaercs MpoOU3BOJICTBO:

1) nekapCTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B TOCYJapCTBEHHBIN PeecTp JIEKApCTBEHHBIX CPENICTB,
32 HWCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, TMPOM3BOAUMBIX [UJII TMPOBEACHUS KIMHUYECKUX
MCCJICIOBAHUM M JIJIS1 DKCIIOPTA,

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexkapcTBEHHBIX CPEACTB 0€3 JIMLEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPENICTB;

4) 5eKapCTBEHHBIX CPEICTB C HAPYIICHHEM NPaBWJI OPTraHW3allid IPOU3BOJCTBA M KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy. - ®enepanbHbiif 3akoH oT 27.12.2019 N 481-D3;

6) cInupTOCOAEP)KAIIMX JIEKAPCTBEHHBIX IpPEnapaToB IO MECTY OCYILECTBJIEHUS IPOU3BOJACTBA
(dapmaleBTUUECKON CyOCTaHIMM CIHUpTa ATHIOBOrO (3TaHOoja) M (WJIM) MO MECTY OCYLIECTBIICHHUS
MIPOM3BO/ICTBA 3TUJIOBOTO CIIUPTA;

(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Koncynprantlntoc: npumevanue.

®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-03 c1. 14.1 @3 ot 22.11.1995 N 171-®3 usznoxena B
HOBOM penakiuu, HopMma 1. 1.1 cT. 14.1 crapoii pegakuuu ®P3 cOOTBETCTBYET HOpMe M. 2 cT. 14.1
HOBOH pEIaKI1H.

7) dapmarneBTHUYeCKONH CYOCTaHIIMM CIUPTa ATUIOBOTO (3TaHOJA) M (WJIM) CIHUPTOCOAEPKAIIUX
JIEKapCTBEHHBIX IpEenapaToB Ha OCHOBHOM TEXHOJOIMYECKOM OOOpYJOBaHUU JJisi IPOU3BOICTBA
STUIIOBOTO CIMPTA, yKazaHHOM B nyHKTe 1.1 ctateu 14.1 ®@enepanbHoro 3akoHa ot 22 Hosops 1995 roxa
N 171-®3 "O rocynapcTBEHHOM pEryJMpOBaHMM IMPOM3BOACTBA M 000pOTa ATUIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHPTOCOZEp)Kalled NpONyKIMH M 00 OrpaHHMYEHHHM TMOTpeOseHust (pacruTus)
AIIKOTOJIBHOM MPOAYKIUK".

(n. 7 BBennen denepanibHbIM 3aK0HOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOJE JEKApPCTBEHHBIX CPEACTB B TIpakJaHCKUH OOOpPOT YMOJHOMOYEHHOE JIUIIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

MIPOU3BOJIUTENIS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISET MOATBEPKICHHE COOTBETCTBHUS JICKAPCTBEHHbBIX
CpeAcTB TpeOOBAaHUSAM, YCTAHOBJIICHHBIM IPHU HUX TOCYNApPCTBEHHOW PETUCTpAlMU, M TapaHTHUPYET, 4TO
JIEKapCTBEHHbIE CPEJICTBA TMPOM3BEIEHHl B COOTBETCTBUM C TPEeOOBaHHUSAMH TpaBWi HaJJexKalen
IIPOU3BOJCTBEHHOM IPAKTUKH.

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

7. YNOTHOMOYEHHBIM JIUIIOM IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJICTB SIBISETCS €ro pabOTHUK,
aTTECTOBAaHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM ()eiepaibHbIM OPIaHOM HCIIOJHUTEIHHON BIIACTH
MOPSJIKE ¥ UMEIOIIUI CTaX pabOThl HE MEHEe YeM IISATh JIET B 001aCTH MPOU3BOJCTBA | (WJIM) KOHTPOJIS
Ka4yecTBa JICKAPCTBCHHBIX CPEJICTB, BBICIIEE OOpa30BaHHE COOTBETCTBEHHO IO OJHOM M3 CIIEIUAIBHOCTEH
U (MJM) OJTHOMY W3 HAIPaBIICHUH MOJTOTOBKU: OMOJIOTHS, OMOTEXHOJIOTHS, BETCPUHAPHSI, BETEPHHAPHO-
CaHMTApHasi JKCIEePTH3a, KIMHHYECKAas MEIWIIMHA, paJHallMOHHAs, XUMHUYECKas M OHOJOrHYecKas
3amuTa, (papmanus, GyHIaMeHTaTbHAS MEIUIIMHA, XUMAYECKask TEXHOJIOTHS, XHMHSL.

(B pen. deaepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpon3BomuTeNN JEKAPCTBEHHBIX CPEICTB (32 UCKIIOUEHHEM (papMareBTUYECKOH CyOCTaHIIUU
CIHUPTa STUJIOBOTO (3TaHOJA) MOTYT OCYLIECTBIIATH MPOAAXKY JIGKAPCTBEHHBIX CPEJICTB WIIM ME€pPEelIaBaTh
HX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepannu nopske:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsi IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opranu3aiysM ONTOBON TOProBIIM JIEKAPCTBEHHBIMU CPEJICTBAMM;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alvuiaM, HWHAWBUAYAJIbHBIM
npeaAlpuHUMaTeIIAIM, UMCIOIIUM JIMICH3WKO Ha Q)apMaueBTqucxy}o ACATCIIBHOCTh HWJIM JIMICH3WIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAYYHO-UCCJIICAOBATCIILCKUM OpraHnU3alsIM IJIs HaquO'HCCHeILOBaTeHLCKOﬁ pa6OTI>I;
5) MCIUIUHCKUM OpraHu3alvsaM U BETCPHUHAPHBIM OPraHU3alusaM;

6) opraHuzalusM ¥ UWHAUBUAYAIBHBIM MPEANPUHUMATENSAM, OCYIIECTBISIONINM pa3BeACHUE,
BEIpANIUBAHUE W COJICPKAHWE JKUBOTHBIX (32 WCKIIOYCHHEM TMPOJaXKH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

(. 6 B pen. ®enepanbuoro 3akoHa ot 02.08.2019 N 297-D3)

9. TlpomsBoautenu QapManeBTUUECKOH CYOCTaHIIMM CIUpPTa STUJIOBOTO (dTaHOoNa) 0Os3aHbBI
OCYIIECTBJIATh peanu3anuio (Tepenady B YCTaHOBICHHOM 3aKOHOJATenbCTBOM Poccuiickoit deneparun
nopsake)  (apmaneBTHYECKOW  CYOCTaHIIMM  CIHUPTa  ATHIOBOTO  (3TAaHONA)  MPOU3BOIUTENSM
J'IeKapCTBeHHI)IX Cpe)ICTB JJISL HpOI/ISBOJICTBa J'IeKapCTBeHHI)IX Cpe)ICTB, HpOI/I3BO}II/ITeJ'ISIM (I/I3FOTOBI/IT6J'I$[M)
MEAUIIMHCKUX U3CTHI 171 IPOU3BOJICTBA M U3TOTOBIECHUS MEAUIIMHCKUX U3JIETHIA B eMKOCTSIX 00bEMOM
He Oonee 1 smurpa u (unu) He meree 1000 UTPOB, a OpraHU3aIMsIM, YKa3aHHBIM B ITyHKTax 3 - 5 gacTu 8§
HACTOSIIEH cTaThu, B Tape 00beMoM He Oonee 1 muTpa.

(gactp 9 BBenmena denepanbHbiM 3aK0HOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3)

10. Peammszanusa (mepemada B YCTAaHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit ®denepamnmu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

nopsake) (apManeBTUYECKOW CYOCTaHIIMM CHHpPTa STWIOBOTO (3TaHONA) OpraHU3alMsIM ONTOBOM
TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMH HE JIOIYCKAETCHI.
(dactpb 10 BBeneHa denepanbHbIM 3aK0OHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apManieBTUYECKON CyOCTaHIIMM CIIUPTA STHIIOBOTO (3TAHOJA) OCYILECTBIISIOTCS C
coOioieHueM TpeOOBaHUM, YCTAaHOBJIEHHBIX a03alleM 4YeTBepThIM IMyHKTa 3 crathu 9 denepambHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-@3 "O rocynapcTBEHHOM peryjaMpOBaHUM IIPOU3BOJCTBA U
000poTa 3TUJIOBOTO CHHPTA, AIKOTOJBHOM M CHUPTOCOJEpKalled NpOAYKIHH M 00 OrpaHHYeHUU
noTpedieHus (PaCUTHs) ATKOTOJIBHON MPOAyKInU".

(dactb 11 BBenena denepanbHbIM 3aK0OHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CPeAcTB

1. JlekapcTBEHHbIC Mpernaparbl, 3a HCKIIOYCHHEM JICEKapCTBEHHBIX IPENapaToB, WU3rOTOBJICHHBIX
AllTCUHBIMU  OpTraHHU3alusaIMK, BCTCPHHAPHBIMHU AlTCYHBIMH OpraHu3alvusaMHU, HWHIAWBUAYAJIbHBIMU
OpeIIPUHAMATEISIMY, UMCIOIIMMH  JIMLIEH3UI0 Ha  (DapMaleBTUYECKYIO ACATECIBHOCTh, JIOJDKHBI
MOCTYIaTh B 0OpaleHue, eciu:

1) Ha WX TNEPBUYHON YNAaKOBKE (32 HCKIIOYEHUEM MEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PACTHTEIBHBIX IPEMapaToB) XOPOIIO YHTAEMBIM MIPUPTOM Ha PYCCKOM SI3BIKE YKa3aHbl HAUMCHOBAHHE
JICKQpCTBEHHOTO Tpenaparta (MEXIYHAapOJHOE HEMAaTEHTOBAaHHOE, WM TPYINIUPOBOYHOE, HIIU
XUMHYECKOE, MU TOPTOBOC HAUMEHOBAHKE), HOMEP CEPHH, JaTa BBITyCKa (IS HMMYHOOUOJIOTUISCKUX
JICKApCTBEHHBIX TPENapaToB), CPOK T'OJHOCTH, JO3UPOBKA HIIM KOHIICHTpalusi, 00beM, aKTHBHOCTH B
SIMHUIIAX JCUCTBUS WIH KOJIMYECTBO J103;

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (MOTPEOUTENTHCKOM) YIMAaKOBKE XOpOIIO YUTAEMBIM LIPUPTOM Ha PYCCKOM
A3BbIKE YKa3aHbl HAMMEHOBAaHHUE JIEKApCTBEHHOTO Mpernapara (MeXIyHapoJHOE HENaTeHTOBaHHOE, WIIU
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAMMEHOBAHHWSA), HAWMEHOBAaHHE IPOU3BOJIUTEIS
JIEKapCTBEHHOTO Ipernapara, HOMEep CepHuH, AaTa BIITYCKa (JUIsI UMMYHOOHUOJIOTHYECKUX JEKapCTBEHHBIX
[IpernapaToB), HOMEpP PEruCTPALMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCO0 MPUMEHEHMS,
J03UpOBKa WM KOHLEHTpalus, o0beM, aKTUBHOCTb B €AMHUIAX AECUCTBHUS JMOO KOJIMYECTBO 103 B
yIaKOBKe, JIEKapCcTBEHHAas (opMa, YCIOBUS OTITYCKA, YCIOBHS XpaHEHHUs], IPEeLyNPEAUTEIbHbIE HAAMICH.
(B pen. PenepanbHbix 3akoH0B 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. ®apmaneBTHUYECKHEe CyOCTaHIIMU JTOJDKHBI MOCTYNaTh B OOpallleHHe, €ciad Ha UX MEepBUYHOU
YIaKOBKE XOPOIIIO0 YUTAEMBIM MIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
Cy6CTaHHI/II/I (MC)KILYHapOZ[HOG HCIMMAaTCHTOBAHHOC, WUJIW TPYHNIIMPOBOYHOC, WIIM XUMHUUYCCKOC W TOPTOBOC
HAaUMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOIUTENS (papMaIleBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
HU3TOTOBJICHUSA, KOJIMYCCTBO B YIIAKOBKE W €AWHHNIBI U3MCPEHUA KOJINYECTBA, CPOK I'OJHOCTHU U YCJIIOBHA
XpaHEHHUSI.

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

3. .HCI(apCTBCHHBIC CpeACTBA B KAaUCCTBC CbIBOPOTOK JOJIZKHBI ITIOCTYIIATh B 06paH_ICHI/IC C YKa3zaHUEM
KNUBOTHOI'O, U3 KPOBH, IIJIa3MBI KPOBH, OPTraHOB U TKaHel KOTOPOIro OHHU IOJYUCHBI.

4. Ha BropuuHyo (OTpeOUTEIHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOMYyYEHHBIX U3 KPOBH,
IJ1a3Mbl KPOBH, OPraHOB M TKAHEW YeJlOBEKa, JOJHKHA HAHOCUTHCS Haanuch: "AnTtutena k BUYU-1, BUU-
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2, x Bupycy renatuta C u MOBEpXHOCTHBIA aHTUTE€H BUpyca renatuta B orcyrcrByror".

3. Ha  nepsuunyto YIaKOBKYy  H BTOPUYHYIO (OTpeOUTENBCKYIO) YIIaKOBKY
pannodapmaneBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB JJOKEH HAHOCUTHCS 3HAK PaHalliOHHON OMacCHOCTH.

6. Ha BTopuunyto (HOTpEeOMTEIHCKYIO) YIAKOBKY TOMEONATHUECKUX JIEKAPCTBEHHBIX IMpENapaToB
JOJKHA HAaHOCUTHCI Haamuck: ""['omMmeonaruyeckuii”.

7. Ha BropuuHyl (MOTPEOUTEIIbCKYIO) VITAKOBKY JIGKAPCTBEHHBIX PACTUTENBHBIX IPENapaToB
JIOJKHA HAHOCUTBCS HaauCh: "[Ipoaykius nponuia paauaiimOHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyr ynakoBKy (eciud sl 3TOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTh) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHAKOBKY JIEKAPCTBEHHBIX MIPENapaTroB, MpeIHA3HAYCHHBIX IS
KIIMHUYECKUX MCCIICAOBAHUM, TOJKHA HAHOCUTHCS HAAMKUCh: " JIJIsI KITMHUYECKUX UCCISIOBAHMM ",

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

9. VYmakoBka JICKAPCTBCHHBIX CPCACTB, IMPECAHAZHAYCHHBIX MCKIOYUTCIIBHO IJId OJKCIOpPTa,
MapKUpPYETCA B COOTBETCTBUMU C Tpe6OBaHI/I${MI/I CTpaHbI-UMIIOPTEPA.

10. Ha TpancnopTtHyro Tapy, KOTOpas HE MpeaHa3HaueHa JUIsl MOTpeOuTeneld W B KOTOPYIO
MOMEIIIEHO JIEKApCTBEHHOE CPEICTBO, JOJDKHA HAHOCUTHCS HWHGOpMallMs O HAUMEHOBAaHUH, CEPUH
JICKapCTBCHHOTO CPEJNICTBA, JaTe BBINMYCKAa, KOJWYECTBE BTOPHYHBIX (TOTPEOUTEITHCKUX) YITAKOBOK
JIEKapCTBEHHOTO CPEACTBA, MPOU3BOAMTENE JIEKAPCTBEHHOTO CPEJICTBA C YKa3aHHMEM HAMMEHOBAaHUS U
MECTOHAXOXKIECHHUS TPOU3BOUTEIS JICKAPCTBEHHOTO CPEJICTBA (apec, B TOM YUCIIE CTpaHa U (WJIh) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEJCTBA), & TAKXKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOT'O CPEACTBA U 00
YCIIOBUAX €0 XpaHCHUA U IICPEBO3KU, H€06XO)II/IMBI€ npeaynpeaAuTCIbHBIC HAAIINCU U MAHUITYJIATOPHBIC
3HAKH.

11. Ha nepBuuHyi0 yHnakoBKYy M BTOPHUYHYIO (TOTPEOUTEIBCKYIO) YIAKOBKY JIE€KapCTBEHHBIX
CPEIACTB il BETEPUHAPHOIO MPUMEHEHMS JOJDKHA HAHOCUTBCS Haanuch: "Jlns BeTepuHapHOro
MpUMeHeHUs".

12. Ha BropuuHyto (MOTpPeOUTENHbCKYI0) YHNAKOBKY JEKAapCTBEHHOTO IMpermapaTa HAHOCUTCS
ITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUACKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPE[CTB
U3 POCCUNCKON ®EOEPALIUN
(B pen. denepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratbsa 47. NMopaaok BBO3a NeKapCcTBeHHbIX cpeacTtB B Poccuiickyro ®egepauuio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauumn
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto ®enepaiuio OCyIIECTBISETCS B IMOPSIKE,
yctaHoBiieHHOM [IpaButensctBoM Poccuiickoii @enepanuu, B COOTBETCTBUHM C TaMOKEHHBIM
3aKOHOAATETHCTBOM TaMOKEHHOTO coro3a B pamkax EBpA3DC (manmee - TaMOKEHHBIN cO103) U (HIIN)
3aKoHOJaTenbcTBOM Poccuiickoi denepannivi 0 TaAMOKEHHOM JIEIIE.
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?;iie?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

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

Koncynsrantlntoc: npumeqanue.
Jo 31.12.2023 poccuilckuM TPOU3BOAMTENSIM Pa3pelIeHO B YBEAOMUTEIBHOM MOPSIKE BBO3UTH HE
BHECEHHBIE B peecTp (GapMaleBTUUECKUE CYOCTaHIIMM [UJIsi BETEPUHAPHOTO MPUMECHEHUS JUIS

IIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JiekapcTBeHHbIX cpeacTB (Ilocranosnenue IlpaBurenscrBa PO
ot 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyro ®Denepannio JEKapCTBEHHbIE CPEACTBA JIOKHBI COJIEPIKATHCS B
rocyapCTBEHHOM PEecTpe JICKapCTBEHHBIX CPE/ICTB.
(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Jomyckaercs BBO3 B Poccuiickyro ®enepainuio KOHKPETHOM MapTHM 3aperUCTPUPOBAHHBIX U
(M)  HE3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, IPEIHA3HAUYEHHBIX JJIs  IPOBEIEHUS
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/IfI JICKAPCTBCHHBIX IPEIapaToB, MPOBCACHUA ISKCICPTU3LI JICKAPCTBCHHBIX
CPEACTB Ul OCYLIECTBICHMS TOCYIAapCTBEHHOW PEruCTpally JIEKapCTBEHHBIX MpenapaToB WIM IS
OKa3aHUus MGI[PIIII/IHCKOﬁ IMOMOIIM I10 KM3HCHHBIM IMOKAa3aHUAM KOHKPCTHOTO IMAalMCHTAa Ha OCHOBAHWHN
paspelieHus, BBIAAHHOIO YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTH 110
3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosmiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3adBJICHMS W IPUHATHE pEIIeHUs O BblJaue paspelleHuss Ha BBO3 KOHKPETHOH mapTuu
3apCTUCTPUPOBAHHBIX U (I/IJII/I) HE3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHBIX CPCACTB, IMPCAHA3HAYCHHDBIX JJId
IIPOBE/ICHUS] KJIMHUYECKUX MCCIEeOBAaHUN JIEKAPCTBEHHBIX IPenapaToB, IPOBEIEHUS SKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYUIECTBJIEHUS TOCYJapCTBEHHOM perucTpanuu JIeKapCTBEHHBIX
IIPENapaToB WM JUIsl OKa3aHWs MEOUIMHCKOW IIOMOIIM IO JKU3HEHHBIM ITOKa3aHHUAM KOHKPETHOIO
nanueHTa 0o 00 oTKa3e B BblIaue YKa3aHHOI'O pa3pelIeHMs IPOU3BOJATCS B CPOK, HE IMPEBBIIIAOIINN
nsATH pabouunx qHe. [lnaTa 3a BeIjauy yKa3aHHOTO pa3pelIeHus] He B3UMaeTCs.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynprantllnroc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaer cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaercsi BBO3 B Poccuiickyro ®@enepaiiuio KOHKPETHOM MapTUHU HE3apEruCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEMApaTOB, COJACPKAIIMUX HAPKOTHYECKHUE CPENICTBA MM NCUXOTPOIHBIE BEUIECTBA, B
nopsiike, ycraHoBiieHHOM IIpaBurensctBom Poccuitickoii ®Penepaunu, sl OKa3aHUS MEIMIMHCKOMN
MOMOIIM MO WU3HEHHBIM MOKA3aHUSAM KOHKPETHOrO IMAI[MEHTA WU TPYMIbI MALKMEHTOB B ClIy4ae, €Clid
UMEeTCsl pelIeHHe BpadeOHOW KOMHUCCHUM METUIIMHCKON oOpraHu3anuu o HedPPEKTUBHOCTH WIH
HEBO3MOKHOCTH TMPHUMEHEHHS y KOHKPETHOTO MAalM€HTa WHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHKCJE COAEPXKAIIUX JAPYrue JCUCTBYIOIIME BEIIECTBA, H O HEOOXOJMMOCTH BBO3a
ONPEACICHHOTO HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara ¢ yKa3aHueM €ro MEKIyHapOIHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTO, WM TPYNIHUPOBOYHOIO) HAUMEHOBaHWs, (OPMBI BBHIMYCKA H
konudecTBa. [lepedyenn 3a00eBaHUN W COCTOSIHUM W COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IMPENapaTos,
COJIEPIKALIMX HAPKOTUUECKUE CPEICTBA U IICUXOTPOIHBIE BEIECTBA, B LIENAX OCYIIECTBICHHUS UX BBO3a B
COOTBETCTBHH C TPEOOBAHHMSAMHU HACTOSIIEH YacTH YTBEPXKIAETCS YIOJIHOMOYECHHBIM (eaepaabHbIM
OpPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

(dactp 3.1 BBegeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

3.2. lo 31 nmekabps 2024 roma momyckaroTcs BBO3 Ha Tepputopuio Poccuiickori denepanuu u
obpamenue B Poccmiickori denmepanuy ¢ y4deToM OCOOCHHOCTEH, YCTaHOBJICHHBIX IIpaBHUTEIHCTBOM
Poccuiickoit @epepaunu, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENApaToB s MEAUIIMHCKOIO
IPUMEHEHHS B YIAKOBKaX, MPEJIHA3HAYCHHBIX Ul OOpaIIeHUs] B MHOCTPAHHBIX TOCYapCTBAX, B CIIydae
nepeKTyphl JIEKQpCTBEHHBIX IpEnaparoB WM pHUCKa €€ BO3HUKHOBEHHS B CBA3M C BBEJICHHUEM B
orHowmeHun Poccuiickoit denepanuu OrpaHUYUTENIBHBIX MEP SKOHOMHYECKOIO XapakTepa IIpU YCIOBUU
COOTBETCTBUSI BBO3MMBIX JICKAPCTBEHHBIX IpPENaparoB TpPeOOBaHUSAM, YCTAaHOBIEHHBIM WIPU UX
perucTpanyy, 3a MCKIOYEHHEM TpeOOBaHMM K MEPBUYHON YNAaKOBKE, BTOPUYHOH (IIOTPEOUTEIIHCKOM)
yIaKoBKE, a TakKe MpH HAIMYMM Ha BTOPUYHON (TOTPEOUTENHCKOW) YIAKOBKE JEKAapCTBEHHBIX
MperapaToB, HAXOAALIMXCS B OOpAICHWH, CaMOKJIESAIICHCS J3TUKETKH, COAepKalled HH(OpMAIHio O
JIEKAPCTBEHHOM IIpernapaTe Ha pyCCKOM SI3bIKE.

(actp 3.2 BBepeHa DegepanbHbIM 3aKOHOM OT 26.03.2022 N 64-03; B pen. denepalibHOro 3aK0oHA OT
19.12.2022 N 519-®3)

4. B Poccuiickyro ®Denepanio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOJTBEPKIAECHO  CEPTU(PHUKATOM  IMPOU3ZBOAMTENS  JICKAPCTBEHHBIX  CPEACTB,  YIAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOoBaHMUAM (papMaKoNeHHBIX cTaTeil MO0 B cirydae
UX OTCYTCTBHUSI HOPMAaTUBHON JOKYMEHTALMK WK HOPMAaTUBHOTIO JOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemraercsa BB0o3 B Poccuiickyto denepanuio dpanbcuGumpoBaHHBIX JIEKAPCTBEHHBIX CPENICTB,
HEZ00POKAYECTBCHHBIX JICKAPCTBCHHBIX CPEJICTB, KOHTPA(AKTHBIX JICKAPCTBCHHBIX CPECTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danpcuuuupoBaHHbIE JEKAPCTBEHHBIE CpPEICTBA, HEIOOpPOKAaYeCTBEHHBIC JIEKAPCTBEHHBIE
CpeZAcTBa MOJyIekaT U3BATHIO U MOCIEAYIOIEMY YHUUTOXKEHHUIO UITH BbIBO3Y U3 Poccuiickoit dexnepanun,
KOHTpa(i)aKTHBIG JICKAPCTBCHHLBIC CPECACTBA - U3BATHUIO U MOCICAYIOIIEMY YHHYTOKCHHUIO. YHUYTOXEHNE
wii  BbIBO3 U3 Poccuiickoit ®enepanyn  QambCcUPUUUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HCI[O6pOKaquTB€HHBIX JICKAPCTBCHHBIX CpeacTB, KOHTpa(baKTHBIX JICKAPCTBCHHBIX CpCaACTB
OCYILIECTBISICTCA 3a CYET JIMIa, OCYIIECTBUBLIET0O HX BBO3. [lOpsSOK YHHYTOXKEHUS M3BATHIX
q)aJ'II)CI/I(i)I/IHI/IpOBaHHBIX JICKApCTBCHHBIX CpPCACTB, HeI[O6pOKa'-IeCTBeHHI)IX JICKApPCTBCHHLBIX CPCIACTB,
KOHTpadaKTHBIX JEKapCTBEHHBIX CpeAcTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBistomue BBo3 B Poccuiickyto  ®enepanyio  GanbCUBUIMPOBAHHBIX
JIEKapCTBEHHBIX  CPEJACTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJACTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C TAMOXXEHHBIM 3aKOHOJATEIBCTBOM
TamoskeHHOT0 cor03a U (1K) 3aKoHOoIaTesIbeTBOM Poccuiickoit denepanuy 0 TAMOKEHHOM JIEIE.

(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTisieTcss 0e3 NpuMeHeHHUs
OrpaHUYEHUI, YCTAaHOBJCHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOro coro3a M (WIN)
3aKkoHoarenscTBOM Poccuiickoit denepanum 0 rocyJapCTBEHHOM pEryJIMpPOBaHUU BHEIIHETOPTOBOM
NESATENIBHOCTH.

(B pen. ®enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-D3, ot 22.12.2014 N 429-
D3)

9. BBox B rpaxkiaHCKHil 00OpOT JIEKAPCTBEHHBIX IMpEnapaToB A MEIUIUHCKOTO NMPUMEHEHUs,
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

BBe3eHHBIX B Poccuiickyro denepanuio, OCymecTBISIETCA ¢ COOM0IeHuEM TpeOOBaHUM, YCTAaHOBICHHBIX
cratheit 52.1 nHacrosiero denepaibHOrO 3aKOHA.
(dactpb 9 BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Koncynsrantlntoc: npumedanue.
C 01.09.2023 cr. 47 nononasiercs 4. 10 (@3 ot 02.07.2021 N 317-D3). CMm. Oyayiyro peaakiuio.

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 NleKapCTBEHHbIX CPeACcTB
B Poccumnckyro ®eaepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHnsle cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1) npou3BOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId Lened COOCTBEHHOrO IPOMU3BOJICTBA
JIEKapCTBEHHBIX CPE/CTB;

2) WMHOCTpaHHbIC pa3paOOTYMKH JICKAPCTBEHHBIX CPEACTB W HHOCTPAHHBIC MPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEJICTB WM APYrHe IOpUANYECKHE JIULA 110 IOPYUYEHHUIO pa3paboTUYHKa JIEKapCTBEHHOTIO
CpelICcTBa JUIsl NMPOBEACHUSA KIMHUYECKUX HCCIEHOBAHUM JIEKAPCTBEHHOIO IIpEenapara, OCYLIECTBICHUS
rOCYJapCTBEHHON  perucrpalyMy JIEKapCTBEHHOrO  Ipernapara, BKIIOYEHHA  (apMalleBTUYECKON
CyOCTaHIIMM B IOCYJAapCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX
CPEACTB IIPU HAJIMYUM pa3pellieHUs YIOJIHOMOYEHHOro (eaepanbHOro opraHa MCHOJHUTEIbHON BIacTH
Ha BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OopraHu3aln OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4YHO-HMCCIIEJOBATEIIbCKUE OpraHu3ali, o0pa3oBaTeIbHBIE OPraHU3allid  BBICIIETO
00pa3oBaHMsl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEJCTB Ul pa3pabOTKH, HCCIEAOBAaHUM, KOHTPOJS
0€30MacHOCTH, KauecTBa, 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IMpPH HAIWYUM pa3pelieHus
YIIOJIHOMOYEHHOTO (heiepaIbHOTO OpraHa MCIIOJHUTEIbHON BIIACTH;

(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeIMLIMHCKUE OpraHU3alM, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosIIeN cTaThbU OpraHU3aluu
JJIs1 OKa3aHUus MCI[I/IHI/IHCKOI\/JI IMOMOIIH ITO )KM3HCHHBIM IMOKA3aHUSAM KOHKPETHOI'O MalkCeHTa NPy HATMIUU
paspelIeHnss yIoJIHOMOUYEHHOro (eepaJbHOr0 OpraHa MCIOJHUTENbHOW BIACTH HAa BBO3 KOHKPETHOM
NapTUU JIEKApPCTBEHHOT'O Iperapara, BbIJAHHOTO B YCTAHOBJIEHHOM IOpsIKE B (OpMeE 3IEKTPOHHOTO
JOKYMEHTA, ITOANMCAaHHOTO YCUJICHHON KBATU(DUIIMPOBAHHOM 3JEKTPOHHOM MOIHCHIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantlntoc: npumedanue.
C 01.01.2024 1. 6 ct. 48 yrpaunBaer cuiy (D3 ot 27.12.2019 N 475-D3).

6) rocyaapCTBEHHBIC YHUTAPHBIC MPEANPUSATHS, UMYIIECTBO KOTOPHIX HAXOIUTCS B (efeparbHON
coOctBeHHOCTH, ompenensembie [lpaButrensctBoM Poccuiickoit ®enmepanmy, B YacTH BBO3a B
Poccuitickyro  ®enepanuio  HE3aperMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIPENApPATOB,  COAEPIKALIUX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HApKOTUYECKUE CPEJICTBA WM IICHUXOTPOIHBIE BEIIECTBA, IJISI OKAa3aHUS METUIMHCKOW MOMOIIM 10
KU3HEHHBIM TTOKa3aHUSM KOHKPETHOTO MAlMEHTa WM TPYIIBI MAIMEHTOB B COOTBETCTBHHU C YacThio 3.1
cratbu 47 HacTosero OenepanbHOroO 3aKOHa.

(m. 6 BBenen dexnepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [IoOKyMeHTbl, nNpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccumnckom
Penepaumnm npu BBO3e NeKapcTBEeHHbIX cpeacTB B Poccumnckyro deanepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nexkapcTBeHHbIX cpeAcTB B Poccuiickyro denepanyio B TaMOKEHHBIE OpraHbl
Poccuiickoit @enepauyu Hapsaxy C JOKYMEHTAaMH, IIPEACTABICHUE KOTOPBIX MPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOro coro3a M (WIM) 3aKOHOAATeNbCTBOM Poccuiickoit
Denepanyy 0 TAMOKEHHOM J€JI€, IPEACTABIAIOTCA CIEAYIOIINE JOKYMEHTHIL:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukar npou3BOAUTENS JEKAPCTBEHHOTO CPEICTBA, YJOCTOBEPSIOIIMNA COOTBETCTBHE
BBO3MMOTO JIEKAPCTBEHHOTO CpeAcTBa TpeOOoBaHMSIM (apMakoNmeHHOW cTaTthu JHOO B cCilydae ee
OTCYTCTBHSI HOPMAaTUBHOM TOKyMEHTALUU MJIM HOPMAaTHUBHOT'O IOKYMEHTA,

2) paspemieHre YIOJHOMOYEHHOTO (hefepalbHOrO0 OpraHa HCIOJHHUTENBHOW BIACTH HAa BBO3
KOHKPETHOW MNapTUM JIEKapCTBEHHOI'O CpPEACTBA B CydasX, YCTAHOBJIEHHBIX 4acTbio 3 crtarbu 47
Hacrosero denepaibHOro 3aKoHa.

2. JIOKyMeHTBI, yKa3aHHble B IyHKTax | u 2 uvactu 1 Hacrosmiel craTbu, NPEACTABIAIOTCA B
TaMOXEHHbIe opranbl Poccuiickolt @enepanuu npu NpUOBITHH JEKapCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuro.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTtBeHHbIX npenapatoB B Poccumckyro ®Pepgepauuio ans
JINYHOrO UCMOJSIb30BaHUA U UHbIX HEKOMMEPYECKUX Ueneun, a Takke Anst UCNoNb3oBaHUA
Ha TeppPUTOPUM MEXAYHAPOAHOro MeAULIMHCKOro Krnacrepa
(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE NpemnapaTsl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepaunio 0e3 yudera
TpeOOBaHUH, IPETyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 HacTosmero denepaibHOTO
3aKOHa, €CJIM OHU MpeIHa3HAUYEHbI IS
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nTuYHOrO MCMONIb30BaHUS (U3NYECKMMHU JUIaMu, MpHOBIBIIMMHU B Poccuiickyto dexnepanuio.
IIpu »stom BBO3 B Poccuiickyto Denepanuio JIEKapCTBEHHBIX MPENapaToB, COAEPKAIINX
CWIBHOAEWCTBYIOIIME U (WINM) SJOBUTHIE BELIECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOIIMX BEMIECTB MJIA II€JI€H YroJIOBHOTO 3aKoHoJarenbcTBa Poccuiickoit denepanuu u B
CIIMCOK SIIOBUTBIX BEILIECTB Ui LEJIEW YrOJIOBHOIO 3aKoHojarenbcTBa Pocculickoin dPenepanny,
yrBepxkaeHHble [IpaBurensctBoM Poccniickoit denepanuu, OCyIECTBISAETCA NMPU HATUYMH JTOKYMEHTOB
(3aBEpEHHBIX KONMWH JOKYMEHTOB WMJIM 3aBEPEHHBIX BBINMCOK W3 HUX), MOATBEPXKAAIOLIMX HAa3HAUECHUE
¢buznyecKkoMy JHIly YKa3aHHBIX JIEKAPCTBEHHBIX MIPErnapaToB (3a MCKIIOUYEHUEM JIeKapCTBEHHBIX
[penaparoB, 3aperucTpupoBaHHblx B Poccuiickon @enepanum U oTiyckaeMmblx B Poccuiickon
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

denepanun Oe3 perenTta Ha JeKapcTBeHHbIH npenapat). [loaTBepxkaaromue T0KyMEeHTHI (MX 3aBEpEHHbIC
KOITMH WJIM 3aBCPCHHBIC BBIITMCKU U3 HI/IX) AOJDKHBI COACPIKATH CBCACHUS O HAMMCHOBAHUHN U KOJIMYCCTBEC
HAa3HAYCHHOTO JICKAPCTBEHHOTO INpemapara. B ciydae, ecau NOATBEpXKIAIOIIUE JJOKYMEHTHI (MX
3aBCPCHHLBIC KOIMMHU WJIM 3aBCPCHHBIC BLIIIMCKU U3 HI/IX) COCTaBJICHBI HAa MHOCTpPAHHOM S3BIKC, K HUM
IpuiIaraeTcs HOTapuajabHO 3aBEPEHHBII MEPEeBO/] HA PYCCKHUH S3BIK;

(n. 1 B pea. @enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) uUCHOJb30BaHUS PpabOTHUKAMM  AUIUIOMATHYECKOTO  KOpIlyca WM  IPeICTaBUTEISIMU
MEKIYHAPOAHBIX OpraHu3aluid, aKKpeIuToBaHHbIX B Poccuiickoii denepaunu;

3) JledeHUs NAcCaXMpPOB M WIEHOB SKUIIAXKEH TPaHCHOPTHBIX CPEACTB, IOE3IHBIX Opurax u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, NPUOBIBIINX B Poccuiickyro ®denepanuio;
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YUACTHHUKOB
MEXYHapOAHbIX dKCIIEIULUH;

5) 7nedeHUs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300cajax, LHUpKax, OKeaHapuymax,
nenb(UHApUAX, JIEYEHUS AMKUX JKUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACENSIOLUIMX TEPPUTOPUIO
Poccuiickoit ®denepanuy, HaXOAAIMXCS B COCTOSHUM €CTECTBEHHOM CBOOOABI M NPUHAUIEKAIIUX K
BUaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit @enepaunu u (MiaM) KpacHble KHUTHM CYOBEKTOB
Poccuiickoit denepanuy, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyto denepanuio Ui ydacTus B
CIIOPTUBHBIX U 3PEIUILIHBIX MEPOIPUITHSX;

(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIOTB30BaHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO METUIIMHCKOTO KIacTepa.
(. 6 BBennen denepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B ciayuasx, IpelyCMOTPEHHBIX YacThlO | HACTOSIIEH CTaTbH, JOIYCKAeTCs BBO3 B POCCHICKYIO
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperuCTPUPOBAHHBIX B Poccuiickon denepanuu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBEeHHBIE TIpenaparhl, MpeAHa3HAYEHHBIC /1 TYMAHUTAPHOW MOMOIIHU (CONECUCTBUS) WIH
MOMOIIM TPU YPE3BBIYAMHBIX CHUTyalusix, BBO3sATCA B Poccuiickyto ®Denepanuio B MOpSJIKE,
yctanoBieHHoM [IpaButenbctBom Poccuiickoit @®enepanun. 3ampemaercs BB03 B Poccuiickyto
Qdenepalvio  HE3aPETHUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  NPEeNaparoB,  MpeIHa3HAYEHHBIX  JJIs
TYMaHUTApPHON TOMOIIHU (COIEHCTBHS) WIIA TTIOMOIIU MPU YPE3BBIYANHBIX CUTYaIIHIX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CoTpyAHuuyecTBO cpedepanbHOro opraHa WMCNONHUTENbLHOW BRacTy,
YNOJITHOMOYEHHOro B 00OnacTu TaMOXEHHOro pgena, UM Apyrux YNoJIHOMOYEHHbIX
deaepanbHbIX OpraHOB UCNOSTHUTENLHOW BNacTu

1. VYnomHoMoueHHblE (enepalbHble OpraHbl HCIOJHUTEILHOW BIACTH MPENOCTABISIOT B
pacrnopsbkeHue (enepaqbHOrO OpraHa HUCIHOJHUTENbHOM BJIACTH, YIOJIHOMOYEHHOIO B 00JacTH
TaMOXEHHOTO JleNla, TOCYAAapCTBEHHBIH pPEECTp JEKAPCTBEHHBIX CPEACTB, a Takxke HH(OpMAIHUIO O
BBIAHHBIX pa3pelIeHUsX Ha BBO3 KOHKPETHOW TMapTHM JIEKAPCTBEHHBIX CpPEICTB B ClydYasx,
YCTaHOBJIEHHBIX 4acTblO 3 cTaThy 47 HacTosero deaepanbHOro 3aK0Ha.
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?;iie?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

2. ®enepanbHBIA OpraH HMCIOJHHUTEIBHON BJIACTH, YIOJHOMOYCHHBIH B OOJACTH TaMOXXEHHOTO
nena, THPOPMUPYET yKa3aHHBIC B YaCTH | HACTOSIIEH CTaTbU YIIOJTHOMOYEHHEIE (peiepalibHbIC OpPraHbI
HCTIOJIHUTEJILHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX CcpeAcTB B Poccuiickyro @enepannio U BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit denepanuu mo GopMe U B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBOoM Poccuiickoi denepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKON AeATEeNbHOCTH

1. dapmarneBTUYEeCKasi JCATEIBLHOCTh OCYIIECTBISICTCS OpPraHU3alUsMH ONTOBOW TOPTOBIIH
JEKapCTBEHHBIMU  CPEACTBAMM,  aNTEUHBIMH  OpraHU3alUsSMH, BETEPUHAPHBIMH  ANTEYHBIMU
OpraHH3aIHsIMH, WHAUBUAYAIGHBIMH  TPEANPUHAMATEIISIMHA, UMEIONIUMH  JIMIEH3UI0  Ha
(dbapmaleBTUUECKYIO0 AESITeNbHOCTh, MEIUIIMHCKUMHU OpTraHU3alMsIMH, HWMEIOUIUMH JIMIEH3UI0 Ha
(dapMaIleBTHYECKYIO JCSITCIbHOCTh, W WX O0O0COOJCHHBIMU MMOJApAa3JCICHUIMHA (aMOYIaTOPHSIMH,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMH, LeHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHM3AIMH, U BETEPHUHAPHBIMHU OPraHU3alUsAMHU, UMEIOIIUMU JIMLEH3UIO Ha
(hapMaIreBTHYECKYIO JICITEILHOCTD.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynsrantlIntoc: npumedanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-®3) B yacTu aKKpeIUTAIIUN CIICIIUATMCTOB C BHICIIUM WJIH
CPEIHMM BETEPUHAPHBIM O00pa30BaHUEM, OCYHIECTBISIOMUX (apMaIeBTUUECKYIO JesATEIbHOCTD,
npumensiercs ¢ 01.03.2026. Ceptudukarsl Takum JdiaM BbigaroTcs mo 28.02.2026 u nelCTBYIOT He
ooiee 5 ner.

2. @wusnyecKkue JMIa MOTYT OCYHIECTBIATH (DapMalleBTHUECKYIO JAEATENbHOCTh MpPU HAIWYUU
BBICILIETO HWJIM CpeaHero (apmareBTHUYEeCKOro o0pa3oBaHus U cepTHHUKaTa cHeruanucra Judo
NPOIIEHHON aKKpeIUTAlMU CIENUATUCTa, BBICIIEr0 WM CPEJHEr0 BETepUHAPHOIO OOpa3oBaHUsS U
cepru(duKara crenuagnucra Jubo MPOMIEHHON aKKpeAWTAllM{ CIEeHUAINCTa, a TaKKe BBICIIETO WU
CpeIHEro MEIMIIMHCKOTO o0pa3oBaHMs, cepTH]UKaTa creruaaucta Ju00 MpoiieHHON aKKpeauTaluu
CHelHaluCTa M JONOJHUTEIBHOTO MPO(EeCcCHOHATBLHOrO O0pa30BaHMS B YAaCTH PO3HUYHOM TOProBIIU
JIEKapCTBEHHBIMM TIpenapaTaMyd JUIsi MEIUIUHCKOrO IPHUMEHEHHWs Tpu YCIOBMM HX padoThl B
000CO0JIEHHBIX MOAPA3CICHUSIX METUIIMHCKUX OPraHU3aIlii, yKa3aHHBIX B YaCTH | HACTOSIICH CTaThH.
(uactp 2 B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 149-D3)

KoncynsrantlIntoc: mpumedanue.

JlexapcTBEHHbBIE MpEMapaThl sl MEAUIIMHCKOTO TPUMEHEHUSI, BBEJICHHBIE B IPaXkIaHCKUN 000pPOT 110
29.11.2019, nmognexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealu3aluu, Nepenade, MPUMEHECHHUIO 10
ucTeueHus cpoka ux roguoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKun oOOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
MeAULUHCKOro NPUMeHeHus
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?:Ele‘?:;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

(BBenena denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

1. ITepen BBOJIOM B IpakIaHCKUK 000POT KaKJIOH CEPUHU WIIM KaXKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoil @enepannn JEKapCTBEHHOIO IIpenapara i MEAMIMHCKOTO TPUMEHEHNUS, 32 UCKIIFOYEHUEM
MMMYHOOHMOJIOTUUECKNX JICKAPCTBEHHBIX  IpENnapaToB, IPOM3BOIAUTENb TaKOTO JIEKAPCTBEHHOTO
mperapara MnpeacTaBiseT B GelepalibHbIil OpraH UCTIOTHUTEILHOW BIACTH, OCYIIECTBISIONUN (YHKIHH
10 KOHTPOJIIO W HaA30py B cdepe 3ApaBOOXpaHCHHs, JOKYMEHT IPOU3BOIAUTEINS JICKAPCTBEHHOTO
CpelCcTBa,  MOATBEPXKAAIOMIMM  KAayecTBO  JIGKAPCTBEHHOTO  Mperapara, MW HOATBEPKICHUE
YIOJITHOMOYEHHOTO JIMIIAa TPOM3BOJAUTENSI JICKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOTO
npenapara TpedoBaHUsIM, YCTAHOBIICHHBIM MIPHU €TI0 TOCYIapCTBEHHOU PErHCTpaLlUH.

2. Ilepen BBOJOM B TIpaKAaHCKUN OOOpPOT KaXJ0H CepUM MM KaXKJIOW NapTUU BBO3MMOIO B
Poccuiickyro ®@enepauuio JIEKapCTBEHHOIO Ipenapara Uil MEIWLIHMHCKOTO IIPUMEHEHHMs, 3a
HCKJIFOYEHUEM HMMYHOOHMOJIOIMUYECKUX JIEKAPCTBEHHBIX IPENnapaToB, OpraHU3aLUs, OCYILECTBIISIONIAL
BBO3 JIGKAPCTBEHHOTrO Tmpemnapara B Poccwiickyto ®denepamuro, mpeacraBiser B (eaepalbHbId OpraH
UCIIOJHUTEIBHOW BIIACTH, OCYLIECTBISAIOMMNA (YHKIMH 1O KOHTPOJIIO U Haa3opy B chepe
3paBOOXPAHEHMs, CEPTHU(PHUKAT IPOU3BOAUTENS JIEKAPCTBEHHOIO  CPEACTBA,  YIAOCTOBEPSIOIIUI
COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOTO MpenapaTa TpeOoBaHUsIM (papMaKoneiHON cTaTby, a B cliydyae
OTCYTCTBHS (papMaKoONeWHOW CTaTbu TPEeOOBAHUSM HOPMATUBHOW JOKYMEHTAI[MH, W TOJTBEPXKICHUE
IIPEICTAaBUTENS OpraHU3alyy, OCYLIECTBIIIOIIEH BBO3 JIEKapCTBEHHOIO Ipemnapara B Poccuiickyro
@enepalvi0 W YINOJHOMOYEHHOM HMHOCTPAHHBIM  IIPOM3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOIO JIEKAPCTBEHHOIO IIpenapata TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPU  €ro
roCyZapCTBEHHOM pErucTpaLyy.

3. Ilopsaok mpeacTaBieHUs B COOTBETCTBUU C YacTAMU | M 2 HACTOAILIEH CTaThU JOKYMEHTOB U
CBEJIEHUH O JIEKApCTBEHHBIX TMperaparax, BBOJAUMBIX B TPaXTAHCKUNA 0OOPOT, yCTaHABIMBACTCS
[IpaBurenscTBoM Poccuiickon Penepanuu.

4. B OTHOUIEHMM MEpBbIX TPEX CEpUN WIM MapPTHH JIEKapCTBEHHOrO TMpernapara, BIIEPBbIE
npousBeleHHOro B Poccuiickoii Penepanuu v BOepBble BBO3UMOro B Pocculickyro dexnepanuro, B
(dbenepalibHBIA OpraH UCIOJHUTEIBHON BIIACTH, OCYIICCTBIISIONUN (DYHKIIMU IO KOHTPOJIIO M HA/I30py B
cdepe 3ApaBOOXpaHEHHUS, TOTIOTHUTEIHHO MPEACTABISAETCS MPOTOKOI UCIIBITAHUN O COOTBETCTBUU CEPUU
WM TapTUU JIEKApCTBEHHOTO Mpemnapara i MEIUIHMHCKOrO MPUMEHEHUs IOKa3aTesiiM KadecTBa,
MPEeIyCMOTPEHHBIM HOPMATHBHOM JOKyMEHTAIlluell (Janee - MPOTOKON UCHBITAaHUM), MPOBOIUMBIX
aKKpPEeIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJATENIbcTBOM Poccuiickoit deneparuu 00 akKpeaUTaINK B
HAI[MOHATIPHOW  CHUCTEME  aKKpeauTauuud  (eaepaibHbIMA  TOCYIApCTBEHHBIMH  OIOIKETHBIMU
YUPEXKICHUAMM, IMOABEJOMCTBEHHBIMH dbenepaibHOMY  OpraHy  HMCIOJHUTEIBHOM  BJIACTH,
OCYIIECTBISIONIEMY (PYHKIIMH MO BBIPAOOTKE U pean3aliy rocyAapCTBEHHON MOJUTHKU U HOPMaTUBHO-
MPaBOBOMY PETYJIUPOBAHUIO B cdepe 37ApaBoOXpaHeHHs, U (enepalbHOMY OpraHy HCIOJTHUTEIbHON
BIIACTH, OCYIIECTBISIOMIEMY (PYHKIIMHM MO KOHTPOJIIO W Haa30py B cdepe 3apaBooxpaneHus. [lopsmox
BBIJIaYM yKa3aHHBIMH (eIepATbHBIMA TOCYIAPCTBEHHBIMH OIO/DKETHBIMU YUPEKICHUSIMU JTAHHOTO
IIPOTOKOJIA ¥ Pa3MEP IUIATHI 3a €r0 Bblauy ycraHaBiuBaroTcs [IpaBurenscTBom Poccuiickon Penepannu.

5. Exxeronno He mo3aHee 1 ¢heBpasns MpOU3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB WM OpTaHU3AIlHH,
OCYUIECTBJISIONINE BBO3 JIEKAPCTBEHHBIX NpemnaparoB B Poccuiickyro denepanuio, MpeAcCTaBISIIOT B
(dbenepaibHBIA OpraH UCIIOJTHUTEIBHON BIIACTH, OCYIIECTBISIONINN (DYHKIIMU TI0 KOHTPOJIIO M HA/I30py B
cdepe 3apaBOOXpaHEHUS, TPOTOKOJ MCTIBITAHUHM MOCTYIHUBIIETO B TEUEHUE T0Jla B TPAKIAHCKUN 000pOT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JIEKapCTBEHHOI'0 IIpernapara KOHKPETHOIO MPOM3BOAUTENS (Ha OJHY CEpPHI0 KaXXJA0ro TOProBOIO
HAaMEHOBAHMS C YYETOM JICKQpCTBEHHOH ()OPMBI U JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUM C 3aKoHonaTenbcTBOM Poccuiickoit ®dexepauun 00 akKpeAUTalMM B HAlMOHAIBHOM
CHCTEME aKKPEIUTALUU UCIIBITATeIbHBIMU JIAO0PAaTOPUSAMH (LICHTPaMH).

6. IlpousBoauTenn JIEKAPCTBEHHBIX CPEJICTB MM OpPraHU3alMHM, OCYLIECTBISIONIME BBO3
JIEKapCTBEHHBIX NpenaparoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIMH TOJ 0 IJIAHUPYEMBIX
IIPUOCTAHOBIICHHUS] WM IPEKpaIleHUs IMPOU3BOJACTBA JIEKAPCTBEHHBIX IpernaparoB WJIM HX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (hefepasbHbIi OpraH HCIOJHUTEIBHON BJIACTH,
OCYILIECTBISAIONIMNA (PYHKIIMU IO KOHTPOJIIO U HAA30pYy B chepe 3apaBooXpaHeHus U (peaepanbHblil opran
WCTIOJIHUTEIBHON  BIACTH, OCYIISCTBISIONMMNA  (QYHKIMH TIO JIMICH3UPOBAHHUIO  TPOM3BOJCTBA
JIEKapCTBEHHBIX CPECTB.

7. BBoag B TpakJaHCKUH OOOpPOT KaXKIAOW CEpUU WM KaKJIOM NMapTUU MMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI'O Ipenapara, npousseseHHoro B Poccniickoit denepanun uinm BBo3UMoro B Poccuiickyro
denepanyio, OCYIMIECTBISETCS HAa OCHOBAaHUHM pa3pelleHHs, BBIJAHHOTO (eAepaJbHBIM OpPraHOM
UCIOJHUTEJIBHOW BJAcTH, OCYLIECTBISIOIIMM (YHKLIMH 10 KOHTPONIO M Haa3opy B cdepe
3[IpaBOOXPAaHEHHs, HAa OCHOBAaHUHM BBIJAHHOTO (peaepaNibHBIMH TOCYNAapPCTBEHHBIMU OOJKETHBIMU
YUPEKICHUAMH, YKAa3aHHBIMU B 4acTU 4 HACTOSLIEH CTAaThbH, 3aKIIOYEHHUS O COOTBETCTBUU CEPUU WIIH
apTUU UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO IMpenapara TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IPU €ro
rocyJapcTBeHHOI peructpauuu. [lopsaok BblAauM pa3pelieHus Ha BBOJ B I'PaKJaHCKUH 000pOT cepuu
VI TTAPTUH IMMYHOOHOJIOTHYECKOTO JISKAPCTBEHHOTO TIpenapaTa, a TakKe IOPsII0OK BbIIa4l YKa3aHHOTO
3aKJIIOYEHUs M pa3Mep IulaThl 3a €ro BblAady ycraHasiausaroTca IIpaBurensctBom Poccuiickoi
denepanuu.

8. 3a HempeACTaBICHUE WJIM HECBOEBPEMEHHOE IMPEICTaBICHUE JOKYMEHTOB U CBEICHMIA,
MPEYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, MPOU3BOIUTENH JICKAPCTBCHHBIX CPEACTB H
OpraHu3alyM, OCYLIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyto ®enepannio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Pocculiickoit denepanuu.

9. IlpencraBneHue MOKYMEHTOB M CBEACHUIA, MPEAYCMOTPEHHBIX udacTsmMu 1, 2 u 4 Hacrosmen
CTaThbW, M TMOJY4YEHHE MPEAYCMOTPEHHOIO YACTbK) 7 HACTOALIEH CTaThbU PA3PEIICHHs HA BBOJ
MMMYHOOHOJIOTHUECKOTO JISKapCTBEHHOIO IMIpenapata B TpakIaHCKUA 000poT He TpedyroTcs B
OTHOILIEHUN JICKAPCTBEHHBIX IPENapaToB, MPEIHA3HAYCHHBIX JUIA MPOBEACHUSA KIMHUYECKHUX
HCCIIEIOBAHUM JIEKAPCTBEHHBIX IIPENApPaTOB, IMPOBEACHUS DKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB A
OCYULIECTBJIEHUSI T'OCYIapCTBEHHON PETUCTPAIMU JIEKAPCTBEHHBIX IPENapaToB, a TAKKe€ B OTHOLICHUU
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MPEJHA3HAYEHHBIX I OKa3aHUs MEIULIMHCKOU
IIOMOIIM IO XU3HEHHBIM IOKAa3aHHUSIM KOHKPETHOI'O NAIMEHTa WM TPYIIbI MAllMEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBeTCTBUM € yacTamu 3 U 3.1 crateu 47 nHacrosmero denepanbHOro
3aKOHa.

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

10. IIpu BbIIBIEHUU B Tpa)<JIaHCKOM OOOpOTE CEpUM MWW MApTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBl U CBEICHHUS O KOTOPBIX, NMPEAyCMOTpeHHble dacTsmMu 1, 2 u 4 Hacrosueill craTb, He
MpeACTaBICHBl B (pepepanabHbIii OpraH HCHOJHUTEIBLHON BJIACTH, OCYIIECTBISIONIMN (YHKIIUHA T10
KOHTPOJIIO U HAaA30py B cepe 3apaBOOXpaHEHuUs, MO0 CepUM WM MapTMM MUMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 IpernapaTa, HE MMEIOMIMX pa3pelieHus Ha BBOJ B TIpakJaHCKUH 000pOT,
NPEJYCMOTPEHHOT0 4YacThlO0 7 HACTOsIIEH CcTaTbd, (eepalbHbIi OpraH HCIOJHUTENBbHON BIIAcTH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

OCYLIECTBISAIONIMNA (DYHKIMM 1O KOHTPOJII M HaI30py B cdepe 3ApaBOOXPAaHEHMs, B IOPSJIKE,
ycranoBieHHOM IlIpaBurensctBoM Poccuiickont denepanuu, NPUHUMAET PELICHHE O IIPEKPAlleHUH
IpaXJaHCKOro 000pOTa TaKWX CEpUM WM MapTHM [0 MPEACTaBIECHUS YKa3aHHbIX JOKYMEHTOB U
CBEJCHUH 100 MOTYy4eHHsI YKa3aHHOTO Pa3peIIeHHsL.

Koncynprantllmtoc: mpumeyanue.
C 01.09.2023 poxyment npomosusiercss cr. 52.2 (D@3 or 02.07.2021 N 317-®3). Cm. Oyayuryro
pEIaKIuIo.

CraTtba 53. NMpopaxa, nepenayvya nNeKkapCcTBeHHbIX CPeACTB OpraHM3aumMaMmM ONTOBOWM
TOProBnu fieKapCTBEHHbLIMU cpeaAcTBaMum

1. Opranusanuu onToBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMHU MOT'YT OCYILECTBIIATh MPOJAXKY
JIEKAPCTBEHHBIX CPEICTB WM IIepelaBaTh MX B YCTAaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoi
denepanun mopsake (3a UCKIIOYEHUEM (apMaleBTHYECKOI CyOCTaHIIMU CITUpPTa STHIOBOTO (3TaHOMA):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) ApyrumM opraHu3aiusiM ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMU CPEICTBAMU;

2) NPOU3BOIUTENSAM JICKAPCTBEHHBIX CPECTB AJIA LIeJIel TPOU3BOICTBA JICKAPCTBEHHBIX CPECTB;
3) anTe4HbIM OPTaHU3AIUSAM U BETCPUHAPHBIM alITEYHBIM OPTaHU3AIIUSIM;

4) HAyYHO-UCCIIEIOBATEILCKUM OPTaHU3AIUsAM JIJIs1 HAyYHO-UCCIIEI0BATEIbCKONU PabOTHI;

5) WHAWBUAYAJIBHBIM MPCAIIPUHUMATCIIAM, HUMCIHOIIUM JIMIOCH3WIO HA (bapMaI_[eBTI/I‘{eCKYIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MCIUINHCKYIO ACATCIIBHOCTD,

6) MEAUIIMHCKUM OPTaHU3AlMSIM, B TOM YHCIIE CO3/IaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEIIbCTBOM HWHOCTPAHHOTO TocydapctBa - uieHa OpraHu3alud  SKOHOMHUYECKOTO
COTpYJAHMYECTBA W  Pa3BUTHS  WHOCTPAHHBIM  IOPUIWYECKHM  JIMIAM,  WHAUBUAYaJbHBIM
MpEANPUHUMATEISIM, SBIISIOIMIMMCS YIaCTHUKaMH ITPOeKTa B cooTBeTcTBUH ¢ DenepanbHbiM 3akoHOM "O
MEXIYHAPOAHOM MEIUIMHCKOM KJIACTEPE U BHECEHWU U3MEHEHHI B OTJ/IEJIbHBIE 3aKOHO/IaTEIbHbIE aKThl
Poccuiickoit @enepanuu', 1 BEeTepUHAPHBIM OpraHu3alusIM;
(B pen. @exnepanbHOro 3akoHa ot 26.07.2019 N 240-03)

7) opraHuzaluusM W UHAUBUAYAIBHBIM MPEANPUHUMATENSAM, OCYLIECTBISIIOIIUM pa3BeACHUE,
BbIpAIlUBaHUE U COJEP)KAaHHE >KUBOTHBIX (32 MCKIIOYCHHEM TMpOJaXKH UM (papMaleBTHUECKHX
CyOCTaHIIMI WM UX Tepeaayn).

(m. 7 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-D3)

2. OpraHm3anuy OMNTOBOH TOPTOBIHM JICKAPCTBEHHBIMH CPEJICTBAMH HE BIIPaBE OCYIIECTBISTH
npopaxy (mepegadyy B YCTaHOBJIEHHOM 3aKoHoAarenbcTBOM Poccuiickoit dexepanmu mopsiake)
(hapmareBTHUeCKOi CyOCTaHIIMU CITUPTA STUIIOBOTO (3TaHOJA).

(uactp 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

Cratbs 54. I'IpaBMna OnNTOBOM TOProBIn neKapCcTtBeHHbIMU cpeacTBamMum
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?:Eleﬁ”;gb& 32%'(2%*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

Koncynerantllntoc: mpumeyanue.
C 01.09.2023 B u. 1 cr. 54 BHOCsTcs u3menenus (@3 or 28.04.2023 N 171-D3). Cm. Oyayuryro
PEIaKIuIo.

1. OmnToBast TOPrOBiIS JICKAPCTBEHHBIMH CPEACTBAMH OCYIIECTBIISETCS IPOU3BOIUTEISIMU
JICKApCTBEHHBIX CPEACTB M OpPraHMU3AlMUSMHU OINTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEICTBAMHU TI0
MpaBWJIaM HaJJIeKAIIeH JUCTPUOBIOTOPCKON MPAKTUKU M MIPABUIAM HAJUICKAIICH MPAKTHKU XPAHEHUS U
MEPEBO3KM JIGKAPCTBEHHBIX IPEIApaToB, YTBEPKICHHBIM COOTBETCTBYIONIMMHU YITOJIHOMOYECHHBIMHU
(benepanbHBIMU OPraHAMU UCTIONTHUTEIILHOM BJIACTH.

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

2. OpraHm3anmsi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEJCTBAMH 00si3aHA COOJFOIATH
npeeNbHbIe CPOKH OTIPY3KH 3aTpeOOBaHHBIX allTEYHON OpraHU3aIlUCH JIGKAPCTBEHHBIX MPENapaToB s
MEIWIIMHCKOTO TMPUMEHCHHS W HE BIIPaBE OTKA3bIBATh AalTEYHOW OpraHMW3allH, ¢ KOTOPOH y Hee
3aKIIIOYCH COOTBETCTBYIOUIHMI JIOTOBOP O TOCTaBKaX JICKAPCTBEHHBIX IMPENapaToB Uil MEIUIIMHCKOTO
MIPUMCHCHHS, B TIOCTABKE JICKAPCTBCHHBIX IMPEMAPATOB ISl METUIIMHCKOTO NMPUMEHEHHS MPU HATUIHH
3aTpeOOBAaHHBIX JICKAPCTBEHHBIX MPEMAPATOB JJISI MEIUIIMHCKOTO IPUMEHECHHUSI Y OpTaHU3alliy ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMu. lIpenenbHbIE CPOKM OTIpy3KH 3aTpeOOBaHHBIX aIlTEHYHOMN
OpraHu3aiyell JICKapCTBEHHBIX TpEnapaToB Ui MEIMIIMHCKOTO TPUMEHEHUS B 3aBHCHMOCTU OT
pacTONIOKEHUsST MeCTa OTIPY3KH JIGKAPCTBEHHBIX MPEMapaToB JUISI MEAUIMHCKOTO IMPUMCHCHHS
YCTaHABJIMBAIOTCS YIIOJTHOMOYCHHBIM (heiepalibHbIM OPTaHOM UCTIOJHUTEIIBHOM BIIACTH.

(dactp 2 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3)

CraTtba 55. MNopsagoKk pO3HMYHOM TOProBNY NeKapCTBEHHbIMM NpenapaTtamu

1. Po3HuuHas TOProBisl JIEKAPCTBEHHBIMU IpenaparaMd B KOJWYECTBAX, HEOOXOAMMBIX MJis
BBITIOTHEHUST BpadeOHBbIX ((enbaIepckux) Ha3HAYeHUH WM Ha3HAUYCHUH CIENMaTNCTOB B 001acTd
BETEPUHAPUH,  OCYILECTBISETCS  ANTEUHbIMM  OpPraHMU3alMsIMH, BETEPUHAPHBIMU  ANTEUHBIMU
OpraHu3alMsIMH, WHJIUBUyaIbHBIMU MpeANpPUHUMATEISIMH, HMEIOIIUMHU  JIMLEH3HIO Ha
(bapMalleBTUYECKYIO JAESITENbHOCTh, MEIUIMHCKUMH OpTraHU3allMsIMH, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYI0 JeSATEeIbHOCTb, M HMX 000COOJIEHHBIMU THOJpa3jencHusIMU (aMOynIaTopusMuy,
denpamepckuMu U QENbIIIepCKO-aKyIIepCKUMH  MYHKTaMM, LEHTpaMu (OTHENEeHUsAMH) oOuiei
BpaueOHOM (ceMelHOI) MPaKTUKH), PACIOJIOKEHHBIMUA B CEIIbCKHX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHblE OpPraHMU3alMM, U BETEPUHAPHBIMM OPraHU3alUsSIMU, UMEIOUIUMH JIMIEH3UI0 Ha
(dbapmalleBTUUECKYIO JIeSITeNbHOCTh. PaspemieHa po3HWYHAsT TOPTOBISI TOJBKO JIEKApPCTBEHHBIMH
MpenaparamMmu, 3aperucTpupoBaHHbIMA B Poccuiickoil denepanyy Wi U3TOTOBICHHBIMH aANTEYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aIUsIMu, WHMBU1yaJIbHBIMU
MpeNNpUHUMATENSIMU, HUMEIOIIMMH JIMLIEH3UI0 Ha (apMaleBTUUECKYIO JeATeNbHOCTh. Po3HMuHas
TOProBJsl JIEKAPCTBEHHBIMU TIpemapaTaMyd OCYLIECTBISIETCS [0 MpaBWJIaM HaJJexallel anTeyHou
MIPAKTUKHU, YTBEPKIAEHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

(B pen. deaepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

1.1. Po3HMyHas TOPromisl JEKapCTBEHHBIMU MperaparaMy Ui MEIUIIMHCKOro MpUMEHEeHHs (3a
HCKJIFOYEHUEM JICKapCTBEHHBIX IIPENAapaToB, OTIYCKAEMBIX IO PELENTY Ha JICKAPCTBEHHBIN IIpemnapar,
HapKOTUYECKHUX JIEKAPCTBEHHBIX IPENapaToOB W ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTroB, a TaKkKe
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

CHUPTOCOJEPKAIIMUX JICKAPCTBEHHBIX IpenaparoB ¢ OOBEMHOM [0yl STUJIOBOTO CHUpPTa CBbIE 25
IIPOLIEHTOB) MOXKET OCYIIECTBIATHCA ANTEUYHBIMU OPraHU3alMsIMM  JUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO  TOProBiIIO  JIEKAPCTBEHHBIMH  Ipenaparamud i MEIUWLHMHCKOTO  IPUMEHEHUs
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISTH AalTEYHbIE OpPraHU3allid, MMEIOUINE JHIICH3UI0 Ha
(dapMalleBTUUECKYIO0  JACSITENBHOCT W COOTBETCTBYIOIIEE pazpeuieHue ¢efepaibHOro  opraHa
UCTIOJHUTENIBHOM BJACTH, OCYILECTBISIONIETO (YHKIMM 1O KOHTPOII W Haa3opy B cdepe
3npaBooxpaHeHud. [lopsmok  Belauum  paspelleHHsT Ha OCYIIECTBICHHE PO3HUYHOM  TOPIOBIIU
JIEKapCTBEHHBIMU IIpENapaTaMM JIMCTAaHIIMOHHBIM CIIOCOOOM, TPEOOBaHUS K alT€YHbIM OpraHU3aLUsM,
KOTOPbIE MOTYT OCYLIECTBIISAITh TAaKylK) TOPIOBIIIO, U TMOPSJOK €€ OCYHIECTBJICHUsS, a TakKe IpaBuia
JIOCTAaBKM JIEKApCTBEHHBIX IIPENAapaToB rpaxaaHaM YycraHaBiauBaroTcs IIpaBurensctBoM Poccuiickoit
Oenepaunn. Undopmanusa 06 ortauyeHHBIX (OTHYIICHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX IperapaTax
BHOCUTCA B CHCTEMY MOHHUTOPUHIA [JBWXCHHs JIEKAPCTBEHHBIX IIPENapaToB Uil MEIULUHCKOIO
MIPUMEHEHHUS B OPSAIKE, IPELYCMOTPEHHOM 4YacThi0 7 cTtaThu 67 HacTosuero deaepaabHOTO 3aKOHA.
(uactsb 1.1 BBenena @enepanbubiM 3akoHOM 0T 03.04.2020 N 105-D3)

2. Buzapl anTeyHBIX OpraHu3alMidi W TpaBWia OTIYCKa JIEKaPCTBEHHBIX IIPENapaToB JUIs
MCIUIHUHCKOI0O MNPHUMCHCHUSA allITCUHBIMU OpraHu3aliuiaMi, HWHIAWBUAYAJbHBIMHU MPCANPUHUMATCISIMHU,
MMEIOLIMMHU JIMIEH3UIO Ha PapMaleBTUYECKYIO eI TEIbHOCTD, @ TAKXKE MPAaBUIIA OTITYCKA JIEKaPCTBEHHBIX
npemnaparoB 4JIs1 MECAULIUHCKOTO MPUMEHCHUA MCAWLIUHCKHUMU OpPraHu3alusiMi, UMCIOIIUMU JIMICH3HIO
Ha (hapMaleBTUYECKYIO AEATENBHOCTh, U WX OOOCOOJCHHBIMHU IOJpa3JeleHUsIMH (aMOyIaTOpHIMH,
denpamepckuMu M QEIBANICPCKO-aKyIIEPCKUMHA ~ MTyHKTaMH, LEHTpaMHu (OTIAENCHUsIMH) OOIeit
BpayeOHOI (CEeMEHHOM) MPAaKTUKH), PACHOIOKEHHBIMA B CEJIbCKUX HACEIEHHBIX IMyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTCHHBIC OpraHu3aly, YTBCPKIAAIOTCA YIOJIHOMOYCHHBIM @eﬂepaHLHBIM OopraHom
UCIIOJIHUTEIBHON BJIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBuna oTmycka HApKOTHUECKUX CPEJCTB U MCUXOTPOIHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IMPCIapaToB, JICKAPCTBCHHBIX IIPEIapaTroB, COACPKAIIMX HAPKOTHYCCKUC
CpeAcTBa W TIICUXOTPOIHBIC BEIIECTBA, YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM
WCTIOJTHUTENIEHOW BIIACTH MO0 COTJIACOBAHHWIO C (pelepalbHBIM OpraHOM MCIIOJHUTENFHOW BIIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIE.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlexapcTBeHHBIE Tpenapatrbl IS BETCPUHAPHOTO TPHUMEHEHUS IOJUIeKAT  OTITYCKY
BC€TCPUHAPHBIMH allITCYHBIMK OpTraHHU3alusaIMU, BCTCPHUHAPHBIMU OpraHu3alusaIMU, WHAWBUAYAJIbHBIMU
NPEANPUHUMATENSIMHA, HMEIOIIMMH  JIMIEH3UI0 Ha  (apMaleBTHYECKyI0 JesTedbHOCTh. OTIyck
JICKApCTBCHHBIX IIPCIapaTroB IJjisI BETCPUHAPHOTO HNPUMEHCHUSA OCYHICCTBIACTCA B COOTBETCTBHU C
NpaBWJIaMH  Ha/UIeXKalleld anTeyHOW WPAKTHKH JIEKApCTBEHHBIX IIpPENapaToB IS BETEPUHAPHOTO
MIPUMEHEHHUS], YTBEPKICHHBIMH YIIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOJIHUTEILHOM BIACTH.

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

5. llepeueHb MEAMIIMHCKHX OpraHW3aldi, WMEIOIIUX JHIEH3UI Ha (apMaleBTUYECKYIO
JesTeNbHOCTh, U UX 000COOJEHHBIX MoJpa3/ieneHuil (amOynaropuil, Genpamepckux U (erabaepeKo-
aKylIepCKUX IYHKTOB, LIEHTpOB (oTHeneHuil) oOmied BpaueOHOM  (cemMeilHOW) MpaKTHUKH),
PAacIoNIOKEHHBIX B CEJIBCKUX HACEIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIC OPraHU3aLUH, a
TaKXe MepeYeHb JICKApCTBEHHBIX MPENapaToB, MPOJaka KOTOPHIX MOXET OCYIIECTBIATHCS YKa3aHHBIMU
OpraHu3alsiMM M HMX  O0OCOOJIEHHBIMH  MOJApa3feiCHUSAMH, YCTAHABIMBAIOTCS  OpraHaMH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HCIIOTHUTENIbHON BJIacTH cyOBbekToB Poccuiickoit deneparumn.
(B pen. @enepanbHbix 3aKoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AmnreyHble OpraHu3allid, WHIUBUAYAJIbHBIC MPEANPUHUMATENN, HMEIOLIUE JHICH3UI0 Ha
(hapMaleBTHUECKYIO0  JESATEIBHOCTh, O0S3aHBI O0OeCHeurMBaTh YTBEpXKIEHHBI [IpaBUTENHCTBOM
Poccutickoit ®enepanuu 1 GopMUPYEMBbIi B YCTAHOBJICHHOM MM TOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKOW TTOMOIIIH.

(dactp 6 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuyHble OpraHu3allid, WHIWUBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIUICH3UIO Ha
(bapMaIieBTHYECKYI0 JICATEIIBHOCTh, Hapsay C JIGKAPCTBEHHBIMH IperaparaMd HWMEIT —IpaBo
npuoOperaTh W TPoAaBaTh, B TOM YHCIE JUCTAHIMOHHBIM CIOCOOOM, MEIUIIMHCKUAC W3JIEIHS,
NC3UHPHUIUPYIOIIAE CPEJCTBA, MPEAMEThl M CPEICTBA JIMYHON THUTHEHBI, MOCYIY JUISI METUIIMHCKHX
IEJICH, TPEIMEThI B CPEICTBA, MIPEIHA3HAYCHHBIC IS yX0/1a 32 OOJBHBIMH, HOBOPOXKICHHBIMU U JIETHMH,
HE JOCTHTIIMMHU BO3pacTa TPeX JIET, OYKOBYIO ONTHUKY M CPEACTBa yXOJa 3a HEW, MUHEPAIbHbIC BOJIbI,
MPOJIYKTHl JIEYEOHOTO, AETCKOTO0 W JUCTHYSCKOTO THUTAHHs, OWOJOTUYECKH AaKTHUBHBIC J00aBKH,
nap@roMepHbIe ¥ KOCMETUYECKHUE CPEIICTBA, MEIUIIMHCKAE W CAHUTAPHO-TIPOCBETUTEIBHBIC IEYaTHBIC
W3JIaHus, PeJHa3HAYCHHBIC [Tl POTIaraHabl 3J0POBOr0 00pa3a )KU3HU.

(B pen. ®eaepanbHbiX 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3, ot 03.04.2020 N 105-
®3)

8. llesTenbHOCTh anTeuHbIX opraHu3anuil Boopyxennsix Cun Poccuiickoit @enepanuu, Apyrux
BOICK, BOMHCKUX (POPMUPOBAaHUI M OPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanuu
MPEIyCMOTPEHO MPOXOXKIACHUE BOEHHOW CHyKObl unu (deaepaibHOW TOCYyIapCTBEHHOW CIYXOBbI,
CBSI3aHHOM C MPABOOXPAHUTEIBHOW JEATEIbHOCTBIO, pPErJIaMEHTUpYyeTCs HacTtosmuMm DenepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOIHUTENBHON BIACTH
noyioxkeHussMu. KOHTpOb 3a COOMIOJICHHEM YKa3aHHBIMH alTEYHBIMH OpPTaHU3AIUSAMU TTOJ0KEHUM
HacTosmero denepanbHOrO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMH (eAepalbHBIMU OpraHaMH
HWCIIOTHUTETbHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. ¥Yrparun cuny ¢ 1 suBaps 2021 roxga. - @eaepanbubiit 3akoH ot 03.04.2020 N 105-D3.

Koncynpsrantllntoc: npumedanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuny (D@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. Mopspgok oOcCywecTBNEeHUA PO3HUYHOM TOProBNU JleKapCTBEHHbIMU
npenapartamm Aana MeauMUMHCKOro npumMeHeHus, oOTnyCckaeMbiMM MO peuenty Ha
.I'IeKapCTBeHHbIﬁ npenapat, AUCTAHUNOHHbIM cnocobom

(BBenena denepanbHbiM 3aK0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropozae ¢enepaibHOro 3HAYECHUS
Mockge, B benropoackoit 1 MockoBCKo# o0nacTsx (ajgee B HACTOAIIEH cTaThe - cyObeKkThl Poccuiickoit
®denepanyu) IpeIycMaTpUBaeTCs IPOBEIEHUE SKCIEPUMEHTA 10 OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIH
JIEKapCTBEHHBIMU IIpenapaTaMu JUisi MEAMIMHCKOTO NPUMEHEHHs, OTIYCKAEMBIMU II0 pELENTy Ha
JIEKapCTBEHHBIN Mpernapar, AUCTAaHIMOHHBIM CIIOCOOOM (J1ajiee - SIKCIEPUMEHT).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2. B pamkax sKCIepHMMEHTa €ro Y4acTHHUKH BIIpaBe JHUCTAHIMOHHBIM CIOCOOOM OCYIIECTBISTH
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IpeTapaTaMy JJIsi MEIUITUHCKOTO IPUMEHEHUSI, OTITYCKaeMbIMH
[0 PELENTy Ha JIEKApCTBEHHBIM mpemnapar (B TOM yucie cPOpMUPOBAaHHOMY B (GopMe 3IEKTPOHHOTO
JOKYMEHTa B JHMYHOM KaOWHETe TpakJaHWHAa B (eaepanbHO TrocyqapcTBeHHOW HH(OpMaMOHHON
cuctemMe "EnuHbBI mOpTay TOCYAapCTBEHHBIX M MYHHUIUMNAIBHBIX yciayr (byHKumid)' u (wim) Ha
PETHOHABHBIX MOPTajiaX TOCYAAPCTBEHHBIX M MYHUIIMIAIBHBIX YCIYT) M BKIIOYCHHBIMH B IEPEUCHBb
JIEKapCTBEHHBIX IpenaparoB U (apmMakoTepaneBTUYECKUX TPYIIN JEKAapCTBEHHBIX IpenapaTos,
pa3peleHHbIX K peaan3alii B paMKax dKCIEPUMEHTA, YTBEP KICHHBIA YIOIHOMOYEHHBIM (heiepanbHbIM
OpraHOM HCIIOJIHUTEJIBHOW BJIAcTU (32 HCKIIIOUYEHUEM JIEKAPCTBEHHBIX IPENapaToB, COJEPKaLIUX
HApKOTHYECKUE CPE/ICTBA, MCHUXOTPOITHBIC BEIIECTBA M WX MPEKYpPCOPHI, JIEKAPCTBEHHBIX IPEIapaToB,
COJIep>KalllNX CUJIBHOJCHCTBYIONIME BEIIECTBa, paanodapMalleBTHUECKUX JIEKApPCTBEHHBIX IPErapaTos,
MMMYHOOHMOJIOTUYECKIX JICKAPCTBEHHBIX TIPENapaToB, a TakKe JIEKAPCTBEHHBIX MPENapaToB, IS
KOTOPBIX B COOTBETCTBHHM C WHCTPYKIMEH MO MPUMEHEHHUIO JIEKApCTBEHHOTO Mpernapara yCTaHOBIJICH
TEMIIEPATYPHBIH PEeXUM XpaHeHUs HWxke 15 rpamycoB llenmbcus, cnuprocoepkanux JIeKapCTBCHHBIX
MpernapaToB ¢ 00BEMHON TOJIEH STUIIOBOTO CIIUPTA CBBIIIE 25 MPOLEHTOB U JIEKApPCTBEHHBIX NMPENapaTos,
M3TOTOBJICHHBIX AaNTEYHBIMU OpraHW3alusaMu). Kpurepun BKIIOYCHUS JICKAPCTBEHHBIX IPENApaToB H
(bapmakoTepaneBTHUECKHUX TPYIII JEKaPCTBEHHBIX MPENapaToB B yKa3aHHBIN MEepeueHb yCTaHABIMBAIOTCS
[IpaButensctBoM Poccuiickoir @epepanuu. [lonokeHns HacTOALIEH CTaTbU HE PAaCHPOCTPAHSIOTCS HA
JIEKapCTBEHHBIE MPerapaThl, OTIyCKaeMble OEeCIIaTHO WM CO CKUIKOM rpaxkIaHaM, UMEIOLINM MPaBo Ha
obOecrieueHre JICKAPCTBEHHBIMH TIperaparaMd 3a CYET CPEJICTB  OFO/DKETHBIX  ACCUTHOBAHUU
denepanbHOro Or0KETa U 010 1KETOB cyOBekTOB Poccuiickoit denepanuu.

3. VYyacTHHUKaMH  DJKCIEPUMEHTa  SBISIOTCS  YIOJHOMOYEHHBIH  (emepanbHbIi  opraH
MCTIOJIHUTEJIBHOW BJIACTH, YIIOJHOMOYEHHBIE OpPraHbl MCIIOJHUTEIBHON BIIACTH CyObeKTOB Poccuiickoit
®denepanyy, MEAUIIMHCKUE OPraHU3allMd W aNTeuHble OpraHU3allid, COOTBETCTBYIOLINE TPEOOBAHUAM,
YCTaHOBJIEHHBIM B COOTBETCTBHMH C YacTbIO 4 HACTOAIIEH CTAaThU.

4. TlonoxeHue O MOPsJIKE MPOBEACHUS SKCIIEPUMEHTA, B TOM 4HCIlIe TpeOOBaHUS K MEIULIUHCKUM
OpraHu3alysaM M AaNTeYHbIM OpPraHU3alUsAM, SBISAIOMUMCA Y4YaCTHUKAMHU OKCIIEPUMEHTA, MOPALOK
OCYULIECTBJIEHUSI PO3HUYHON TOPIOBIIX JIEKAPCTBEHHBIMU IMpENapaTaMu Il MEAUIIMHCKOIO IPUMEHEHUS,
OTIYCKaeMBIMU IO PELENTy Ha JIEKapCTBEHHBIN Npernapar, AUCTAaHIIMOHHBIM CIOCOOOM, TpeOOBaHUS K
JOCTABKE TAaKUX JIEKAPCTBEHHBIX IIPENaparoB TIpakJaHaM, IPaBWJIA BbIJA4YM pa3pellCHUs Ha
OCYLIECTBJICHUE PO3ZHUYHON TOPIOBIIU JIEKAPCTBEHHBIMU IIpENapaTaMy I MEAULMHCKOIO IPUMEHEHU,
OTIIyCKa€MBbIMU IO PELENTy Ha JEKapCTBEHHBIN Mpenapar, JAUCTAaHIMOHHBIM CIIOCOOOM, yTBEpXKAAeTCs
ITpaButensctBoM Poccuiickoit ®enepanuu. TpeOoBaHMs K aNnTEeYHBIM OPraHU3ALUAM, SBISIOIIAMCS
YYaCTHUKAMHU OJKCHEPUMEHTa, HE MOTYT OBITh HI)KE TpeOOBAaHUN, YCTAHOBJIEHHBIX K AaNTEYHBIM
OpraHM3alMsIM B COOTBETCTBHH € 4acThiO 1.1 cTathu 55 Hacrosmero denepajbHOro 3aK0Ha.

5. YronmHOMOYEHHBIH (eiepaabHbIil OpraH UCTIOJHUTEILHOMN BIACTH:

1) ocymecTBiasieT METOJUYECKOE COMPOBOXKIEHUE HSKCIIEPHUMEHTa, BKIIOYas METOJNYECKOe
CONPOBOXKICHUE JIEATEIBHOCTH MEAUIIMHCKAX OPraHU3aldid M anTe4YHbIX OPTaHU3alUl, yYaCTBYIOIINX B
HKCHEPUMEHTE, 10 0(POPMIICHHIO, UCIIOIB30BAaHUIO M XPAaHEHHIO PELENTOB Ha JICKapCTBEHHBIHN IMpernapar,
B TOM 4Hclie cOPMUPOBAHHBIX B (POPME 3IEKTPOHHBIX TOKYMEHTOB;

2) npexacrasnser B IlpaBurensctBo Poccuiickoit ®enepanuu npeaBapUTENbHBIM (B IEPUO.
MIPOBEACHUS SKCIEPUMEHTA, HO HE IO3JHEE 4YeM 3a JBa Mecsla O HCTEYEHHs CpOKa IMPOBEICHUS
HKCHEPUMEHTA) U UTOTOBBIH (110 OKOHYAHUU SKCIEPUMEHTA, HO HE T03[JHEE YeM uepes3 JIBa MecsIa 1mocie
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HUCTCUYCHUA CpPOKa ITPOBEACHUA BKCHepI/IMeHTa) AOKJIaabl O pE3yibTaTax IPOBCACHHUA SKCIICPUMCHTA U
MNpCaAJIOKCHUSA O BHCCCHUU W3MEHEHHH B 3aKOHOIATEILCTBO 00 06paH.IeHI/II/I JICKApCTBCHHBIX CPCACTB.

6. YIIOJTHOMOYEHHBIH OpTaH UCIIOTHUTEIBHON BlIacTH cyObekTa Poccuiickoit denepanuu:
1) BIIpaBe yCTaHOBHTH OCOOSHHOCTH MPOBEACHHSI SKCIICPUMEHTA;

2) yTBEepXKIaeT MOPSIOK OTOOpa MEIMIIMHCKUX OpraHW3allMii W alTeYHBIX OpTaHM3aIllud s
ydacTusi B JKCIIEPUMEHTE, a TaKXKe MPOBOJUT TaKOH OTOOpP M YTBEpKIaeT NEpeYeHb MEIUIIMHCKHX
OpraHU3alMi U MEePEUYCHb alTCUHbIX OpraHU3aIfil, COOTBETCTBYIONIUX TPEOOBAHUSAM, YCTAHOBJICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIEH CTaThH, U SBJISIOIIUXCS YYaCTHUKAMU YKCIIEPUMEHTA;

3) ocyuecTBIsSCT MOHUTOPUHI INPOBEJCHMS SKCHEPUMEHTAa W NPEACTABIsET €ro pe3ysbTaTbl B
YIOJTHOMOYEHHBIH (pe/iepalibHbIil OpraH UCIOJIHUTEIbHON BIACTH;

4) obecneunBaeT HH(POPMALMOHHO-TEXHUUYECKOE OOECIeUYeHue TMPOBEICHUs OSKCIepUMEHTa
MOCPEACTBOM UCIOJIB30BaHUS TOCYAAPCTBEHHON MH()OPMAIIMOHHONW CUCTEMBI B Cepe 3apaBOOXPaHCHHUS
cyobekta Poccuiickoit @enepanii ¥ (UIM) MEIUIUHCKAX HHQPOPMAIMOHHBIX CHUCTEM MEIULUHCKUX
OpraHu3alyii, SBIAIOMIMXCS YyYaCTHUKAMHU OSKCIEPUMEHTa, W HX B3aUMOJCHUCTBUS C €IUHOU
rocy/1apcTBeHHON MH(GOPMAIMOHHON CUCTEMOH B cepe 3paBOOXpaHEHUSI.

7. MGI[I/ILII/IHCKI/IC opranu3alvii MW alTCYHbIC OpraHru3alliyd BIpPaBC OTKA3aTbCd OT Y4YaCTHUSA B
OKCHEPUMEHTE, T0JaB B YIOJHOMOYCHHBIH OpraH HCIOJHHUTEIBHON BIacTH cyObekTa Poccuiickoit
denepanuu COOTBETCTBYIOIICE OOpalleHne B TUCbMEHHOU (hopMme.

8. AmnTeyHble OpTraHU3AlNH, SBISIONIMECS yYaCTHUKAMU JKCIEPUMEHTa, 00si3aHbl IpHU TpOAake
JUCTAHIIMOHHBIM CITIOCOOOM JICKAPCTBEHHOTO TIperapaTa Jijisi MEANIIMHCKOTO MPUMEHEHHUS, OTITYCKaeMOTO
M0 PeIenTy Ha JIEKApCTBEHHBIN MpemnapaT, 00eCcreunTh MPHU OCYIIECTBICHUHU TOCTABKU MICHTU(DUKAIIUIO
JUYHOCTH TpakJaHWHA, ITOJYYAOIIEero TaKOW JICKapCTBEHHBIM Tpernapar, B MEISX YCTAHOBICHHS
COOTBETCTBHUSl €ro JMYHOCTHM U IIMIA, yYKa3aHHOTO B pelenTe Ha JIEKapCTBEHHBIN MpemapaTr (ero
3aKOHHOTO TIPEACTaBUTENs), JIMOO JIMIA, YIIOJHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pelente Ha
JIEKapCTBEHHBIN Mpemnapar (ero 3aKOHHBIM MPEACTaBUTENIEM), Ha TIOJyUYeHHE JIEKapCTBEHHOTO MpernapaTa
(mayee B HACTOSIIIEH CTAaThe - MO, YKA3aHHOE B pelenTe (3aKOHHBIN MPEICTABUTENb, YIIOJTHOMOYCHHOE
JUII0).

9. Jlumo, ocymecTBIAOIEe JOCTaBKY JIEKAPCTBEHHOIO Ipenapara Uil MEIUIUHCKOIo
NPUMEHEHMs, OTIYCKAaeMOro IO peLeNnTy Ha JIeKapcTBEHHBIM Mpemapar, 00s3aHO MOTpedoBaTh Yy
IpaKJaHNHA, [TOTYYaroLIero TaKOW JIEKapCTBEHHBIN IIpenapar, NpeAbsBUTh JOKYMEHT, yIOCTOBEPSIIOIINN
€ro JUYHOCTh, /U1 MAECHTHU(PHUKAIMU JIMYHOCTH 3TOTO I'pakJaHHMHA M YCTAHOBJIEHUS COOTBETCTBHUS €ro
JUYHOCTU M JIMIA, YKA3aHHOIO B pelenTe (3aKOHHOIO IpPEICTABUTENs, YINOJHOMOUYEHHOro Jjmna). B
CJIy4ae BBISBJICHMS HECOBIIAJEHUs JIMYHOCTU I'Pa’KJIaHHUHA, IOJYYaOIIEro JEKAPCTBEHHBIN IIpernapar, u
JMIA, YKa3aHHOTO B PELENTe (3aKOHHOI'O MPEICTaBUTENs, YIOJIHOMOYEHHOTO JIMLA), a TaKXKe B Cilydae
OTKa3a  TIpaXJaHWHA, I[IOJYYarolero  JIEKAPCTBEHHBIM  IIpenapar, I[pPeabsSBUTh  JTOKYMEHT,
YIOCTOBEPSIOIUN €ro JIMYHOCTD, JIMIO, OCYILECTBIIONIEE AOCTaBKY JIEKapCTBEHHOIO Ipemnapara Ui
MEIUIUHCKOTO MPUMEHEHHs, OTITYCKaeMOTro IO PElenTy Ha JeKapCTBEHHbIHN Mpenapart, 00s13aHO BEPHYTh
TaKOW JIEKApCTBEHHBIN ITPENapar B alTEUHYIO OPraHU3aLUIO.

10. HOIITBCp)K,Z[CHI/ICM (I)aKTa nepcaaun JICKAPpCTBCHHOI'O IIpfriapara M MCEAUIMHCKOI'O
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

MIPUMEHEHHUS, OTIYCKaeMOro IO pelenTy Ha JIEKapCTBEHHBIN Mpemnapar, JIMIy, YKa3aHHOMY B pelernTe
(3aKOHHOMY MNPEACTABUTENIO, YIIOJIHOMOUEHHOMY JMILY), SIBJISFOTCSI KAacCOBBIM Y€K M IOANMCH JIHIIA,
MOJIYYMBIIEr0 TaKOW JIEKapCTBEHHBIH Mpenapar, Ha JOKYMEHTE O MOJyYEHUU TaKOro JIEKapCTBEHHOIO
npernapara 1mo ¢opme, YTBEpXKIaeMOW YIOJTHOMOUYEHHBIM (elepalbHbBIM OPraHOM HCIIOJHUTEIbHON
Brnactu. llocne mepenaym JexkapcTBEHHOTO Ipemnapara JUIy, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEICTABUTENIO, YIOJIHOMOYEHHOMY JIMILY), 3TOT JOKYMEHT NEpENacTCsl JMILOM, OCYIIECTBUBIIUM
JOCTaBKy TaKOIo JIEKapCTBEHHOIO IpernapaTra, B aNTeUHYI0 OpPraHM3alfI0, OCYIIECTBUBIIYIO OTILYCK
JIEKapCTBEHHOI'0 Ipemnapara. B cinyudae BbIsBIEHUS NpU IepeAauye JUIy, yKa3aHHOMY B peLenTe
(3aKOHHOMY TPEICTaBUTENIO, YIOJHOMOYEHHOMY JIMIly), JIEKapCTBEHHOro Impemnapara (hakToB
MEXaHUUYECKOIO IMOBPEKICHUS €ro WM €ro YNaKOoBKM TaKOH JIEKapCTBEHHBIM Ipernapar JIULOM,
YKa3aHHBIM B pelenTe (3aKOHHBIM MPEJCTaBUTEIEM, YINOJHOMOYEHHBIM JIULIOM), HE MPUHUMAETCS U
BO3BpamaeTcss 0e3 ero OIulaThl JIUILY, OCYIISCTBHBIIEMY JIOCTAaBKY JICKQpCTBEHHOTO Ipernapara u
o0ecrneurBaIleMy ero BO3Bpar B allTEUHYI0 OPraHU3AIHIO.

11. 3a Hapymenus 3akoHonartenbcTBa Poccuiickoit denepannu, COBEpLICHHBIE NIPU MPOBEACHUN
IKCIIEPUMEHTA, €ro YYaCTHUKHM HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu.

12. KoHTponb 3a HCIONHEHHEM TpPeOOBAaHUM, CBS3aHHBIX C TMPOBEACHUEM OSKCIIEPUMEHTA,
ocyImiecTBIsieTcsl (heepaabHbIM OPraHOM HCIOJHUTEIBHON BJIACTH, OCYHICCTBIISIOIMIUM (QYHKIHH TIO
KOHTPOJIIO ¥ Ha/I30py B cpepe 3apaBooXpaHeH s, B MOPsAKe, ycTaHOBIeHHOM DeiepanbHbIM 3aKOHOM OT
31 uronst 2020 roma N 248-D3 "O rocyaapcTBEHHOM KOHTPOJIE (HaA30pe) U MyHHUITUTIATLHOM KOHTPOJIE B
Poccuiickoit ®eneparun’.

Cratbs 56. N3roTtoBneHue n OTNYCK NekKapCTBEeHHbIX npenapartoB

KoncynprantlIntoc: npumeyanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsATCA n3meHeHus (D3 ot 30.12.2021 N 463-D3).

Koncynerantllntoc: mpumeuanue.
C 01.09.2023 B 4. 1 cr. 56 BHOCsTCa m3MeHeHus (P3 ot 05.12.2022 N 502-®3). Cum. Oyayuryro
PEAAKIIHIO.

1. M3roroBineHue JEKapCTBEHHBIX IIPENApaToOB alTEYHbIMM OpraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMU OPTraHM3aLUsAIMH, WHIUBUIYAIbHBIMU MPEANPUHUMATEIIAMH, HMEIOIUMU JHUUEH3UI0 Ha
(bapmalleBTUUECKYIO AESTENbHOCTb, OCYIIECTBIISIETCS MO pelenTaM Ha JEKapCTBEHHBIE IpernapaThl, MO
TpeOOBAaHUAM MEAMIMHCKUX OpPraHU3alMid, BETEPUHAPHBIX OpraHMU3alUi B COOTBETCTBUU C MpPaBUIIAMHU
WU3TOTOBJIEHUS W OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHBIMU  YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENLHON BIIACTH.

KoncynsrantlIntoc: npumedanue.
C 01.09.2023 4. 2 c1. 56 uznaraercs B HOBO# penakuuu (D3 ot 05.12.2022 N 502-D3). Cm. Oynymiyro
PEeAAKIIHIO.

2. HpI/I HU3TOTOBJICHUU JICKAPCTBCHHBIX MPCIApPATOB AlITCYHBIMU OpraHU3alusIMH, BETCPUHAPHBIMU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

anTEeYHbIMM OPraHU3ALUSAMH, WHIMBUAYAJIbHBIMU IMPEANPUHUMATENSIMH, HMEIOIUMH JIMIEH3UI0 Ha
(hapMaleBTHUECKYIO JESATCIIbHOCTh, HCIIOJIB3YIOTCS (papMaleBTUYECKHEe CYOCTAHIIMM, BKIIFOUCHHBIC
COOTBETCTBEHHO B IT'OCYAAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB sl MEJUIIMHCKOTO IPUMEHEHUS U
FOC}’Z[&pCTBGHHLIﬁ peecTp JICKAPCTBCHHLIX CPCACTB AJId BCTCPHUHAPHOI'O0 MPUMCHCHUA B YCTAHOBJICHHOM
nopsiake. He nomyckaercss M3roToBiieHHE alTEUYHbIMH OpPraHU3aLUsIMH, BETEPUHAPHBIMU alTEUHBIMU
opraHnu3anusimu, HHIWBUAYAJIbHBIMHA npeCaAIpPpUHUMATCIISAIMU, UMCIOIIIUMHA JIUICH3UIO Ha
(bapMaleBTUYECKYIO JESATEeIbHOCTh, JEKApPCTBEHHBIX IPENaparoB, 3aperucTpupoBaHHbIX B Poccuiickoii
denepanuu.

Koncynbrantlltoc: mpumeyanue.
C 01.09.2023 B 4. 3 cr. 56 BHOCsTCcS u3MmeHenus (@3 or 05.12.2022 N 502-®3). Cm. Oyayuryro
PEIaKIuIO.

3. MapkupoBKa JIEKApCTBEHHBIX IIPENapaToB, H3TOTOBJIEHHBIX AaNTEUYHBIMU OPraHU3ALUIMU,
BETEpUHAPHBIMU aNTEYHBIMM OpPraHMU3aLUsAMHU, WHIUBUAYAJIbHBIMH IMPEANPUHUMATEIIMH, UMEIOIIUMU
JULEH3UI0 Ha (apMalleBTHUECKYIO0 JEATEIbHOCTh, M O(QOPMIIEHHE TAaKUX IIPENapaTroB JIOJKHBI
COOTBETCTBOBATH MPABUJIaM, YKAa3aHHBIM B 4acTH 1 HACTOSIIEH CTaThU.

KoncynsrantlIntoc: npumedanue.
C 01.09.2023 B 4. 4 cr. 56 BHOcsTCcsS u3MmeHenus (P3 or 05.12.2022 N 502-®3). Cm. Oyayuryro
PEeAAKIIHIO.

4. AnTeuHble OpraHu3alMy, BETEPUHAPHbIE AaNTEYHbIE OpraHu3alud, WHIUBUIYAIIbHbBIE
HpCI[HpI/IHI/IMaTCHI/I, NMCHOIIINEC JIMIICH3UIO HA q)apMaIIeBTI/ILIGCKy}O JCATCIIbHOCTD, HCCYT OTBETCTBCHHOCTH
3a HecoOJIOJIeHHE MPaBWJI W3TOTOBJICHHS U OTIYCKa JICKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C
3akoHo aTenbcTBOM Poccuiickoit denepanmm.

Cratba 57. 3anpeweHue npoaaxu danbCcUPUUNPOBaAHHbLIX JIeKaPCTBEHHbIX
cpenacTs, HeJoOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB, KOHTpadaKTHbIX
neKkapcTBEHHbIX CpeaAcTB

[Iponaxa dhanbcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aMPEeIacTCsl.

CraTtbsa 58. XpaHeHuMe nekapCcTBEeHHbIX CPeACcTB

1. XpaHeHue JEKapCTBEHHBIX CPEJCTB OCYILIECTBISETCS MPOU3BOAUTENIAMH JIEKAPCTBEHHBIX
CpPEACTB, OpraHu3alMsIMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  aNTECYHBIMHU
OpraHu3aLUsIMU, BETEpPUHAPHBIMU arTe4YHbIMU OpraHu3alUsIMU, VHIUBUyaJIbHBIMU
MPEANPUHAMATENISIMHI, UMEIONUMHU JIUIIEH3UIO0 Ha (PapMarieBTUUYECKYIO EATeIbHOCTh MW JIUIEH3UIO Ha
MEIUIMHCKYIO JEATEIBbHOCTh, MEAULUMHCKUMH OpraHU3alUsMH, BETEPUHAPHBIMU OPTaHU3ALUSAMH U
WHBIMH  OpPTaHM3AIMsSIMU, OCYIIECTBISIONIUMU OOpalleHne JIEKapCTBEHHBIX CPEICTB. XpaHCHHE
JICKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO NPUMEHEHHS OpraHu3alusMU U WHIAMBUAYAJIbHBIMHU
NpEINPUHUMATENSIMA B CIIy4asix, €CIM OHH MCIOJB3YIOTCA HCKIIOYUTEIRHO TPU PpPa3BElICHHH,
BBIPAIIUBAHUH, COJCPKAHUH M JICYCHUH >KUBOTHBIX, MOXKET OCYIIECTBIATHCS 0€3 MOMyYeHUS JIUICH3UH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Ha (papMaleBTUYECKYIO 1EATEIbHOCTb.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHeHMs  JICKAPCTBEHHBIX  CPEACTB  YTBEPXKAAIOTCA  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOHUTENIbHON BIACTH.

3. XpaHeHrue HAPKOTHYECKUX JICKAPCTBEHHBIX CPEJICTB, IMCHXOTPOITHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMalieBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIISCTBISETCS B COOTBETCTBUU  C
3akoHoJiaTeNbecTBOM Poccuiickoit deneparum.

Cratba 58.1. lpeaAMeTHO-KONMUYECTBEHHbLIA Y4eT JleKapCTBEHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepedeHpb JeKapCTBEHHBIX CPEACTB JJISl MEIUIIMHCKOTO MPUMEHEHHS, MOJIEKAITNX MTPEIMETHO-
KOJIMYECTBEHHOMY Y4YETy, YTBEP)KIAeTCS YIIOJTHOMOYCHHBIM (efepalbHbIM OPraHOM HCIIOTHUTEILHOM
BJIACTH.

2. TlopsiioKk BKIIFOUEHUS JIGKAPCTBEHHBIX CPEACTB JUISI MEAMIIMHCKOTO TPUMEHEHUS B IIEPEYCHB
JICKAPCTBEHHBIX CPEJCTB JUISI MEAMIIMHCKOTO MPUMEHEHHUS, MMOIJICKAIIUX MPEIMETHO-KOJINICCTBEHHOMY
yYeTy, YCTAaHABJIMBACTCS YIIOJHOMOYCHHBIM (e[epalbHbIM OPraHOM HCIOJHUTEIBLHOM BJIACTH 10
COTJIACOBAaHUIO C (eiepalibHbIM OPraHOM HCIIOJHHUTEIBHON BJIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. [IpenMeTHO-KOIMYECTBEHHBIN Y4eT JIEKApCTBEHHBIX CPEIACTB JII MEIUIUHCKOTO MPUMEHEHUs
BEIyT IPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHM3allMMd ONTOBOWM TOPIOBIH JIEKAPCTBEHHBIMU
CpPEICTBAMH, allTeYHble OPraHW3aliy, WHIMBHUAYaJbHbIE NMPEANPHUHUMATENN, UMEIOIINE JIMIECH3UI0 Ha
(bapMaIieBTUYECKYIO0 AEATENbHOCTh WM JIMIEH3UI0 Ha METUIMHCKYIO NEeSTeIbHOCTh, M MEAULUHCKHUE
OpraHM3allM, OCYIECTBIISAIONINE 00pallleHne JIEKapCTBEHHBIX CPEJCTB JUIsl MEJUIIMHCKOTO MPUMEHEHNUS,
IyTeM PErucTpaluu JIOOBIX CBA3aHHBIX C UX OOpallleHHeM OIepaiuil, Mpu KOTOPbIX HM3MEHSEeTCA HX
KOJIMYECTBO U (WJIM) COCTOSIHME, B CIIEHUANbHBIX )KypHaJlaX y4yeTa omnepalnui, CBI3aHHbIX C 0OpalleHreM
JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IIPUMEHEHUS (Jjajiee - CriellhaibHbIe XKYPHAJIbI).

4. TlpaBuna perucrtpanuu ornepanuil, CBI3aHHBIX C OOpaIleHHEM JIEKapCTBEHHBIX CPEICTB MJIf
MEIULUHCKOIO NPUMEHEHHS, BKIIOUYEHHBIX B IEPEYEHb JICKAPCTBEHHBIX CPEACTB I MEIMUIIMHCKOIO
IIPUMEHEHHUS], TTOJIEKANIUX TPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIIELUAIbHBIX XKypHalax U IpaBuia
BEJCHUS M XPaHEHMs CIELUAIBHBIX >KYypHAJIOB YTBEP)KIAIOTCS YIOJHOMOYEHHBIM (heaepaTbHbIM
OpraHOM MCHOJHUTEIBHOM BIACTH.

5. Kontpons 3a coOmiofeHHEM MpaBWJI PETUCTPAIlMU ONepaluii, CBA3aHHBIX C OOpalieHueM
J'IeKapCTBeHHI)IX Cpe)ICTB JIs1 MEAUIITUHCKOT'O HpI/IMeHeHI/ISI, BKIIFOUCHHBIX B nepequL J'IeKapCTBeHHI)IX
CPEICTB Uil MEIUIMHCKOrO TPUMEHEHHMs, MOJUICKAIIUX MPEeIMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIICOaJIbHBIX >1<ypHaJ1aX, a TakKXeE 3a CO6J'IIO)I€HI/IeM HpaBHJ'I BCIACHUA U XpaHeHI/ISI CIICIIHAJIBHBIX
KYpPHAJIOB BO3JIaraeTcsl Ha YIOJHOMOYEHHbIE (peiepalibHble OpraHbl UCMOIHUTEIBHON BIACTH U OPTaHbI
WCTIOTHUTEIPHOW BIACTH CYOBeKTOB Poccuiickoit denepanuu, OCYIIECTBISIOMNAE JTUIICH3UPOBAHHE
MIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (apMalleBTUYECKOM JEATEIBHOCTH H  METUIIUTHCKOU
JACATCIIBHOCTH, U OCYHIGCTBJ'ISIGTCH B paMKax JIMIICH3UOHHOTI'O KOHTpOJ'ISI.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtba 59. OCHOBaHUA U NOPAAOK YHUUTOXEHUSA NeKapCTBEeHHbIX CPeacTB

1. HenmoOpokauecTBEHHBIE JICKAPCTBEHHBIC CPENCTBa, (aNIbCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa IMOJUIEKAT M3BIATUI0O M3 OOpalleHUus U YHUYTOXKEHUIO B TOPSJKE, YCTaHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM [UIsl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEACTB
ABJIACTCS  PpEIICHHE  BJIAJENbLa  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIIOJTHOMOYEHHOTO (heZiepalibHOTO OpraHa UCTIOJIHUTENFHON BIACTH WM PELICHHUE CYAa.

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

2. KonTtpadakTHbIe JIeKapCTBEHHBIE CPEICTBA MOAJIECKAT UZBATHIO U3 OOPAIICHUS U YHUUITOKEHUIO
o pemieHuto cynaa. [lopsaaok yHudTOXKEeHHs] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cBs3aHHBIE C YHUYTOXKEHHEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEeI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (albCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB,
BO3MEUIAKOTCS X BIAACIbLEM.

4. Bnaneneu JICKApCTBCHHLIX CPCACTB AOJDKCH IIPCIACTABUTL B YHOJ'IHOMOLIeHHHﬁ Q)eﬂepaHLHLII‘/’I
opran HCIIOJIHUTEILHON BIIACTH JOKYMCHT MJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IIOPAAKE €ro KOIIHIO,
IMOATBCPIKAAOIIHEC (I)aKT YHUYTOXKCHUSA JICKAPCTBCHHLIX CPEACTB.

5. CoOTBEeTCTBYIOIIUMH YHOJHOMOYEHHbIN (efepanbHbIi OpraH HWCIHOJHUTENIBHON BJacTu,
NPUHSABIIMHA pelieHre 00 YHUYTOKEHHM JICKApCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOJb 3a HX
YHUYTOKEHHEM.

6. VYHHYTOXEHHE JIEKapCTBEHHBIX CPEACTB IMPOU3BOAUTCA OPTraHMU3ALMIMH, HMEIOIIHUMU
COOTBETCTBYIOILYIO JINIIEH3HIO, HAa CIIEI[UAIIbHO 000PYI0OBaHHBIX IIOIIAIKAX, TOJIUTOHAX U B CIIEUAIbHO
000pYZI0BaHHBIX MOMEILEHHUSIX C COOJI0/IeHHeM TpeOOBaHUN B 00JaCTH OXPaHbl OKPY)KAIOLIEH cpenbl B
COOTBETCTBHUH C 3aKOHOJATENILCTBOM Poccuiickont denepanuu.

7. HapkoTnueckue JIEKapCTBEHHBIE CpPEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
paguodapmaleBTUYECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHHUUYTOXKAIOTCS B COOTBETCTBUU  C
3akoHoJarenbeTBOM Pocceniickoit denepanuu.

nasa 12. TOCYOQAPCTBEHHOE PEINYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbLI A1 MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
ANnsa MeauLMHCKOro NnpMMeHeHus

1. TocymapcTBEHHOE pErylMpOBaHUE LIEH Ha JICKApCTBEHHBIE Ipenaparbl Ui MEIHIIMHCKOTO
MPUMEHEHHSI OCYIIECTBIISIETCS OCPEICTBOM:
(B pen. deaepanbHoro 3akoHa ot 26.03.2020 N 67-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

1) yrBepxkaenus I[IpaBurensctBoM Poccuiickoii denepanuu rnepedyHs KM3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX MpPENapaToB, KOTOPHI (OPMHUPYETCS M HE pEeXe OJHOrO pasza B Tof
[IEPECMaTPUBAETCA B YCTAHOBJIEHHOM MM IIOpSJKE HAa OCHOBE KOMIUIEKCHOM OLEHKH JIEKapCTBEHHBIX
IpernaparoB, BKJIOYAs aHaIM3 CBEACHUH O CPAaBHUTEIBHOW KIMHUYECKOH A(P(HEKTUBHOCTH U
0€30MacCHOCTH  JIEKAPCTBEHHOIO CPEJICTBA, OLEHKY JKOHOMHUYECKUX MOCIEACTBUM IpPUMEHEHUs
JIEKapCTBEHHOI'O CPEACTBAa U M3yYEHHUE JOINOJHUTEIbHBIX IOCIECACTBUI NPUMEHEHUS JIEKAPCTBEHHOI'O
CPENCTBa;

(B pen. enepanbHbIx 3aK0oHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOAMKH pacyera MpeIesIbHbIX OTIYCKHBIX IICH IPOU3BOJMTENCH Ha
JIEKapCTBCHHBIC TMpENaparhl, BKIIOYEHHBIC B IMEPEUCHb JKU3HCHHO HEOOXOAWMBIX U BaKHEUIINX
JICKaQpCTBEHHBIX IPEMapaToB, a TAKKE 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) TrocymapCTBEHHOW pETUCTpallMd TPEICIBbHBIX OTIYCKHBIX IIEH TPOU3BOJUTENCH Ha
JICKQpCTBCHHBIC TMpENapaThl, BKJIIOUEHHBIC B TEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHMX
JICKapCTBCHHBIX MPENapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUWs TOCYNApCTBCHHOTO peecTpa MPEACTIbHBIX OTIMYCKHBIX IIH MPOM3BOIAMTEIICH Ha
JIEKapCTBEHHbIE IPEnaparhl, BKIIOUEHHbIC B IEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKAPCTBEHHBIX IIPENApaTOB;

5) yTBEpKIEHHS METOJMKU YCTAHOBJIEHHMsS OpraHaMHM MCIIOJHUTEIbHONH BJIACTH CYOBEKTOB
Poccuiickoit ®enepanyu OpeeNbHBIX Pa3sMEPOB ONTOBBIX HAA0ABOK M MpPEAETIbHBIX pa3MeEpoB
PO3HMYHBIX HaI0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJAUTEISIMU
JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBbIE IIPENaparbl, BKIIOYEHHBbIE B IEPEUYCHb KU3HEHHO
HEOO0XOAMMBIX U BaXKHEUIINX JIEKapCTBEHHBIX MIPENapaTos;

6) ycTaHOBIJIEHUS MPEICIBbHBIX pa3MEPOB ONTOBBIX HAA0AaBOK M MPEACIbHBIX Pa3MEPOB PO3HUUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC MpeMaparhbl, BKIIOYEHHBIE B TEPEUCHb KXU3HEHHO HEOOXOIUMBIX H
BAKHENIIMX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEpKIEeHMsI TOpsAJKA BBIIAYM TPEANHUCAHUN OpraHamM HCIOJHUTEIBRHON BJIACTH CyOBEKTOB
Poccuiickoit denepanuun 0 NpUBEAECHUN B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon Penepauuu
perieHuit 00 YCTaHOBJIICHHH TIPEACIIBHBIX pPa3MEpPOB OINTOBBIX HAJ0ABOK M TPEAETbHBIX Pa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTEISIMH
JICKapCTBEHHBIX MpEenapaToB, Ha JIEKAPCTBEHHbIC NpenapaThbl, BKIIOUYCHHBIE B IE€PEYEHb KU3HEHHO
HEOOXOMUMBIX M BAXHEWINUX JIEKAPCTBEHHBIX TMpENapaTroB, €CIM OHU TPHUHATHI C HapYIICHHEM
3akoHojarenbeTBa Poccuiickoit @enepanuu, B nopsijake, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit
Oenepanny;

8) HampaBlieHUS YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOJIHUTEIBRHOM BJIACTH OpraHam
UCTIOJHUTENbHOW BiacTu cyowbekToB Poccuiickoit ®@enepanuu mnpeanucaHuié O TPUBEACHUU B
COOTBETCTBME C 3aKOHoAarenbcTBOM Poccumiickoit @Denepanu TNPUHATBIX C  HapyLIEHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu pereHnit 00 yCTaHOBJIEHUH MPEAETbHBIX Pa3MEPOB OMTOBBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

HaI[6aBOK U OpCACIIBHBIX PasMEpPOB PO3HUYHBIX Ha,[[6aBOK K I€HaM Ha JICKapCTBCHHBIC IIpCIIapaThl,
BKJIFOYCHHBIC B IICPCUCHDL JKU3HCHHO HGO6XOI[I/IMLIX U BaXKHEHIINX JICKAPCTBCHHLIX MPCIIapaTOB,

9) ocymectBnenus ¢eaepaibHOro rocy1apcTBEHHOr0 Ha30pa B chepe oOpaliieHus JeKapCTBEHHbIX
CPEICTB M PErMOHAIBHOIO TOCYIApPCTBEHHOI'O KOHTPOJISI 3a NPUMEHEHMEM LIEH Ha JIEKapCTBEHHbIE
IpernapaTbl COOTBETCTBEHHO YIIOJIHOMOYEHHBIMH (efepalbHbIMU OpraHaMHi HCIOJHUTENbHON BIacTU U
OpraHaMy UCTHOJHUTEILHON BIAcTH cyOBeKkTOB Poccuiickoli denepanuu COTIacHO WX KOMIETCHIIMH B
nopsijke, ycranopieHHoM [IpaButensctBoMm Poccuiickoi @enepannu;

(. 9 B pea. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) mnpuMeHeHHs TNPETyCMOTPEHHBIX 3aKOHOJATEILCTBOM Poccuiickori denepanun  Mep
OTBETCTBEHHOCTH 32 HapyLIEHME MOpsiAKa LEHOOOpa3oBaHUsA Ha JIEKAPCTBEHHBIC IIpEaparhl,
BKJIIOUEHHBIE B [I€PEUCHb )KMU3HEHHO HEOOXOUMBIX M BaKHEHIIIHMX JICKAPCTBEHHBIX MPErapaTos.

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

2. B ycnoBusix upe3BblYaiiHON cuTyauuu U (WiIM) IPU BOSHUKHOBEHHMH YTPO3bl PACHPOCTPAHEHHUS
3a00JIeBaHusl, MPEICTABISIONIETO OMACHOCTh Ui OKPYXKAIOIIUX, a TAaKKe B CiIydae, €Clid B TCUYCHHUE
TPUALIATU KaJeHJApHbIX AHeW nocine npuHatus [IpaButensctBom Poccuiickoit denepanuu penieHus o
IIPOBEACHUM MOHUTOPHUHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE IIpenaparsl, HE BKIIOYCHHBIE B IIEPEUYEHb
KHU3HEHHO HEOOXOAMMBIX M BaXKHEMIIMX JIEKAPCTBEHHBIX IIPENapaToB, HAa TEPPUTOPHIX CYOBEKTOB
Pocculickoit @enepanuy BBIABIEH POCT PO3HUYHBIX LIEH HA YKAa3aHHBIE JICKAPCTBEHHBIC IpENapaThl Ha
TpUILATh NPOLIEHTOB U Oosee, [IpaButenscTBo Poccuiickoii denepanun BipaBe yCTaHOBUTD IIPE/IeIbHbIE
OTIIYCKHBIE€ II€HBI IIPOM3BOAMTENICH HA yKa3aHHBIC JICKAPCTBEHHBIE IPENaparhl, IIPEAEIbHBIE Pa3MeEphl
OITOBBIX HAJ0ABOK U IpeJesIbHbIE pa3Mepbl PO3HUYHBIX HA/0aBOK K (DAaKTHUYECKUM OTIIYCKHBIM LI€HaM
IIPOU3BOJUTENIEH HA yKa3aHHBIEC JIEKAPCTBEHHBIE Mpenapatkl. [lepedeHs JIeKapCTBEHHBIX IIpenaparoB, He
BKJIIOYEHHBIX B I€peYeHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX IpenapaTtoB, U
MopsJI0K ero popmupoBanus onpeaenstorcs [IpasurensctBom Poccutickoit denepanun.

(uacTs 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KalleHIAApHBIX JHEH co nHA yrBepxkaeHus llpaBurenscTtBom Poccuiickoit
@denepanyy NepeyHs, YKa3aHHOTO B YacTH 2 HACTOALIEH CTaThbH, HE OMYCKAIOTCS pealn3anus U OTIIYCK
BKJIFOUEHHBIX B HEro JIEKAPCTBEHHBIX IMPENapaToB IO I€HAM, MPEBBIIIAIONIUM MpPEAEIbHbIE OTIIYCKHbIE
LIEHbl NPOM3BOJUTENICH HA yKa3aHHBIE JIEKApPCTBEHHBIE IpENapaTsl, NPEACIbHBIE Pa3MEPbl ONTOBBIX
HaZA0aBOK M TpENeNbHbIE pPa3MEpbl PO3HUUYHBIX HAJ0aBOK K (PAKTHUYECKHM OTIYCKHBIM I[€HaM
NPOU3BO/IUTENEHl Ha YyKa3aHHbIE JIEKAapCTBEHHbIE Ipernaparbl € Y4YeTOM Hajora Ha J00aBJIEHHYIO
CTOMMOCTb.

(uactb 3 BBenena denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

KoncynsrantlIntoc: mpumevanue.
3apeructpupoBannbie a0 07.06.2019 mnpenenbHbIe OTIYCKHBIE II€HBI MOMJEKAT 00sS3aTEIBHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBHH €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHass perucTpauvsa v nepeperucrpauusi npeperibHbIX
OTMYCKHbIX LEeH npou3BoAuTEerien Ha JeKapCTBeHHble npenapaTbl, BK/IOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXO0ANMbIX U BaXXHEMLUUX NleKapCTBEHHbIX NpenapaToB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

1. IlpenenbHas OTIMyCKHas IIeHa MPOU3BOJUTENS Ha JIEKAPCTBEHHBIN IpernapaT, BKIIOUEHHBIH B
MepeueHb KU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JICKAPCTBEHHBIX IMPEMapaToB, IMOIJICKHUT
roCyJIapCTBEHHOM pErucTpanuu B nopsjake, ycraHoBieHHOM [IpaButensctBom Poccuiickoit denepaivu,
Ha OCHOBAaHHMM NPEACTABICHHOTO0 B YINOJHOMOYEHHBIN (efepaibHbIii OpraH WCIHOJIHUTEIBHOW BIIACTH
3asiBJICHUS JiepKaTelisi WIM BIaJeNblla PErUCTPAMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO Iperapara
(YNOJIHOMOYEHHOI'O UM JIULIA).

2. 3aperucTpupoBaHHAs NpeAeNbHAas OTIYCKHAas I[€Ha IPOW3BOJIUTENS Ha JIEKAPCTBEHHBIN
Inpemnapar, BKJIIOUCHHBIH B NEpCUCHb KU3HCHHO HCO6XOI[I/IMLIX M BaXHEHIIMX JICKApCTBCHHBIX
IpenaparoB, MOXET ObITh NEPePEeruCTPUPOBAHA B CTOPOHY YBEIMUYCHHS OJUH Pa3 B KaJCHAApPHOM TOay
Ha OCHOBaHUH MPEJICTABICHHOTO B YIIOJHOMOUYEHHBIH (pe/iepanbHblil OpraH HCIOIHUTENBHOM BIacTu 10 1
OKTSOpSl KaXIOro roja 3asBICHUS JAep)KaTels WIM BiaJelblla PErHCTPAIlMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOI'0 Ipernapara (yrnoJHOMOYEHHOT0 UM JIUIIA).

3. 3apeructpupoBaHHas IpeneibHas OTIYCKHAas LE€HAa IPOU3BOAMUTENSI Ha JIEKAPCTBEHHBIN
mpernapar, BKIIOYEHHBIH B TIEpEUYEHb IKU3HEHHO HEOOXOMUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX
IIPENapaToB, MOKET ObITh MEPEPEruCTPUPOBAHA B CTOPOHY CHM)KEHUSI HA OCHOBAHUU IPEACTABICHHOTO B
YIOJTHOMOYEHHBIN (e/iepalibHbIil OpraH MCIOJIHUTEIbHON BIACTH 3asiBICHUS JepKaTellsd WIKM Bajebla
PEruCTPaIlMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara (yIoJHOMOYEHHOT0 UM JIULA).

4. Jlepkarenb WIM BIAJENEll PErMCTPALlMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOI'O IIpernapara
(YnoiHoMO4YeHHOe MM JUIO) o00sf3aH NpPEACTaBUTh B YIOJHOMOYEHHBIH (enepanbHblii  opran
HCIIOJIHUTEJILHON BJIACTU 3asIBJICHHE O MEPEPEruCTpallii 3aperuCTPUPOBAHHON MPEeIbHOM OTIYCKHOM
LIEHBI TPOU3BOANTEIIS HA JIEKAPCTBEHHBIN IIpenapar, BKIOYEHHBIH B IIepeUYeHb KU3HEHHO HE00XO0IUMBIX
Y BaXXHEMIINX JIEKAPCTBEHHbIX MIPENapaToB, B CTOPOHY CHI)KEHHUS B CIEIYIOIIMX CIIydasx:

1) cHM)KEHUE 1IeHbl B MHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIN MpenapaTr B CTpaHe MPOU3BOANUTENS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IpermapaT 3aperucTpUpoBaH U (WJIM) B KOTOpHIE
IIOCTABJIAETCS IPOU3BOJUTEIIEM;

2) cHWXEHHE IIeH Ha pedepeHTHBIC JIGKAPCTBEHHBIC MpermapaThl B COOTBETCTBHHM C ITYHKTOM |
HacToAllel dYacTh (IJI1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOaHATIOTOBBIX (OMOMOJOOHBIX)
JICKapCTBCHHBIX MPETIapaToB);

3) mpeBbllIeHNE MpeAeTbHONM OTIHYCKHOW IIEHBbI Ha MEpPBbI BOCIPOM3BEIEHHBIN, OMOAaHATIOTOBBIN
(Onomno100HBIM) JEKapCTBEHHBIN MpenapaT MHOCTPAHHOTO IPOM3BOJCTBA HaJ NMPEAEIbHOM OTIYCKHOU
[[EHOW MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHANOTrOBBIN (OMOMOA00HBIN) JIeKapCTBEHHBIN
rpenapar, pacCUiuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTrBep:kJaeHHOH [IpaBurensctBoM Poccuiickoi
denepanny;

4) mpeBblllIEHUE MPEeNIbHON OTIYCKHOW IE€Hbl Ha MEPBbIH BOCIPOU3BEICHHBIN, OMOaHATOTOBBIH
(OmoromoOHBIN) JIeKapCTBEHHBIH NpenapaT NpPOM3BOAUTENSI rocyaapctBa - uwiueHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ TMPEACNbHOM OTIIYCKHOW II€HOM NPOW3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHBIN, OHOaHANOroBbIi (OMOMONOOHBINH) JIEKapCTBEHHBIH NpenapaT MpOU3BOJUTENS
rocynapcrsa - wieHa EBpa3sMHCKOrO JKOHOMHMYECKOTO COI03d, PACCUMTAHHOM B COOTBETCTBHHM C
METOAUKOH, yTBepxkaAcHHOM [IpaButenscrBom Poccuiickon @enepannu.

5. Ilopsaok nepeperucTpanuy 3aperuCTpUuPOBaAHHBIX PENEIBHBIX OTIYCKHBIX LIEH MPOU3BOIUTENEH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Ha JIEKapCTBEHHbIC Mpenaparbl, BKIIOUYEHHBIE B MEPEUYCHb KU3HEHHO HEOOXOMUMBIX MU Ba)KHEHUIIUX
JIEKApCTBEHHBIX IMIPENapaTroB, B Cily4yasx, MNPEIyCMOTPEHHBIX dacTsIMu 2 - 4 HacTosled CTaThH,
yctanaBiuBaetcs [IpaButensctBoMm Poccuiickoit denepanuu.

6. DKOHOMUYECKUH aHaIM3 IpeNeIbHOW OTIYCKHOW LIEHbl IPOU3BOJUTENS Ha JIEKAPCTBEHHBIN
npernapaTr, BKIIOUEHHBIH B IEpeUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IpernapaToB, NpU €€ TOCYJAapCTBEHHONW PpErucTpalud WM TEePeperucTpail  OCYIIECTBIISETCS
dbenepanbHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH, OCYIIECTBISIONIMM (YHKIUU 10 TMPUHATHUIO
HOPMATHUBHBIX IPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJEHHMEM 3aKOHOAATENbCcTBA B  cdepe
roCyAapCTBEHHOTO PETyJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIyTH).

7. Pacyer mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsAX | M 2 HACTOSIIEH CTaTbu, MPH UX
roCylapCTBEHHON PErHCTpalMM WIN NEPEPErucTpalui OCYILECTBISAETCS B COOTBETCTBUHM C METOJIUKOM,
yrBepxkaeHHou [IpasurensctBoM Pocceniickoit denepanuu U yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobnronenue OanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPEMapaToB, BKIIOYEHHBIX B
MEepPEUYCHb KM3HEHHO HEOOXOIUMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB, U MPOU3BOAUTENEH
JIEKapCTBEHHBIX TIPENapaToB, BKIIOUYEHHBIX B IE€PEUYCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKApCTBEHHBIX IIPETapaToB;

2) pakTHUecKyIO OTHYCKHYIO LIEHY Ha JIeKapCTBEeHHBIE npenapathl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MNpenapatoB B Poccuiickyro @enepauuio, a TakKkKe LEHbl HAa aHAJOTHYHBIE
JIEeKapCTBEHHbIE MpenapaThl, Haxosuecs B oopamiennn B Poccuiickoit ®deneparuuy;

3) 3arpaTbl NpPOU3BOAUTENS JIEKAPCTBEHHOI'O IIpernapara Ha IPOM3BOJACTBO M  peaIU3aLHUI0
JIEKapCTBEHHOTO Mperapara;

4) neHy Ha JeKapCTBEHHBIN Ipenapar, ero eHy B CTpaHe MPOU3BOJUTENS U B CTPaHaX, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH U (WIM) B KOTOPBIE IOCTABIISETCS TPOU3BOAUTENIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKaPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEUYECHb
KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX IMPENaparoB, HA KOTOpPbIE MPOU3BOAMTEISIMU
JEKapCTBEHHBIX IIPENApaToB HE 3aperMCTPUPOBAaHA MpEACIbHAs OTIYCKHAass LE€HA, pealn3alus
MIPOU3BOJUTENAMU JICKAPCTBEHHBIX INPENApaToB IO LIEHAM, MPEBBIIAIOIINUM 3apPETUCTPUPOBAHHBIE UIIU
IIEPEPETUCTPUPOBAHHBIEC IIPENIEIBHBIE OTIYCKHBIE [IEHBI Ha JIEKAPCTBEHHBIE MPEMApaThl C y4€TOM Hajlora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYJAPCTBEHHOTO PETYIIMPOBAHUS MIPEIEIbHBIX OTIYCKHBIX IIeH MPOU3BOANTENCH
Ha JIeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIHMX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCHUMOCTH OT HKOHOMUYECKHMX U (WJIM) COLHUAIbHBIX KPUTEPHUEB
(M3MEHEHME YCIIOBUH, OPSAKA U CTOMMOCTH IIPOU3BOCTBA JIEKAPCTBEHHBIX IIPENApaToB, UCIIOIb30BAHHE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYIAapPCTBEHHOIO pPETYJIUPOBAHMS II€H Ha JIEeKapCTBEHHBIE
npernaparsl, B TOM YHCJIE€ Ha OCHOBE MEXaHU3Ma peepeHTHOro 11IeHO00pa30BaHus, U3MEHEHUH MopsiaKa
OKa3aHUsl MEIUIMHCKON TIOMOIIY, HW3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl M HHbIE H3MEHEHUS)
ycra"aBiauBarorcs [IpasurensctBom Poccuiickont @enepanun.
(B pen. ®enepanbHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [locymapcTBeHHbInW peecTp npeAenbHbIX  OTNYCKHbIX  LEeH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

npousBoguTerier Ha nekapcTBeHHble npenapartbl, BKIOYEHHble B NepevyeHb XU3HEHHO
Heo6Xx0AMMbIX U BaXXHEMLLMX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIE TPEICIBHBIC  OTIHYCKHBIC  IICHBI
MIPOU3BOIUTEIICH Ha JIEKAPCTBEHHBIC TpenapaThl, BKIOYCHHBIC B IepeUeHb KU3HEHHO HEOOXOIAMMBIX U
BOXHEHIIUX JICKAPCTBEHHBIX MPENaparoB, MOJJICKAT BKIOYCHHUIO B TOCYAAPCTBEHHBIA pEecTp
MpEeJeNbHBIX OTITYCKHBIX IIEH MPOU3BOJAMUTENCH Ha JICKAPCTBEHHBIC MpErnapaThl, BKIOYCHHBIC B TIEPEUCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB.

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

2. T'ocynapcTBeHHBIH peecTp MPEeIbHBIX OTIYCKHBIX II€H MPOU3BOJUTEICH HA JICKAPCTBEHHBIE
npemnapaTsl, BKIIOYCHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINX JEKapCTBEHHBIX
MPEerapaToB, COJACPKUT B ceOe CISNYIOIIYI0 HH()OPMAIIHIO:

1) HauMeHOBaHUe AepKaTells WIHM BIaAeNblla PETUCTPAMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO
Mpernapara, HAMMEHOBAHUE IPOU3BOJMUTENS JIEKAPCTBEHHOI'O IMpENapara, CBEACHUS O PErucTpauuu
JIepIKaTessl WK BIIAJIeblla PETUCTPAMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara, CBEIeHHs O
perucTpauuu Mporu3BOAUTENS JICKAPCTBEHHOTO Ipenapara il MEIUIMHCKOTO MPUMEHEHUSI B KauyeCTBE
HAJIOTOIIATENbIINKA B  CTpaHe  perucrpanuu (A  POCCHMCKHX  IOPUIMYECKUX — JIAI -
UICHTH(UKAITMOHHBI HOMep Hanoromiatenbiuka (MHH), mis WHOCTpaHHBIX FOPUIUYECKHX JIUI -
CTpaHa pErucTpaluy, HAUMEHOBAHUE PErUCTPUPYIOLIErO OpraHa, PpPETrUCTPAllMOHHBIA HOMEpP, KOJ
HAJIOTOIUIATEIIbIIMKA B CTPAaHE PErucTpaluyl (MHKOPIIOpAIMU) WM €ro aHaJIor), MECTO HaXOXKICHUS
MIPOU3BOJICTBEHHBIX IUIOLIAJ0K, YYaCTBYIOUIUX B IIPOLIECCE MTPOU3BOJCTBA JIEKAPCTBEHHOT'O Mpernapara, ¢
YKa3aHUEM CTaJUu IIpoLecca MPOU3BOJCTBA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipemnapara (MeXAyHapoAHOE€ HEMaTEeHTOBAHHOE, WM
IPYNIUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerucTpalMoOHHOrO yI0CTOBEPEHHs JICSKApCTBEHHOT'O Mpenapara;

4) nexapcTBeHHas opMa C yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOT'O Tperapara U ero KOJW4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YITaKOBKE, a TAK)KEe KOMIUIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHasi MpeJieNbHas OTIYCKHAs IIeHa Ha JIeKapCTBEHHBIH mpenapar B pyOsisx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata U HOMeEp MpPHKa3a YIOJIHOMOYEHHOTO (efepaibHOr0 OpraHa HCIOJTHUTEIHHOW BIIACTH O
rOCYJIapCTBEHHOW PETUCTPALIMM WU MTEPEPErUCTPALIUN TIPEACIBHON OTIYCKHOM IIEHBI Ha JIEKAPCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpeuYeHb JKU3HEHHO HEOOXOAWMBIX M BaXHEHIIUX JE€KapCTBEHHBIX
MpEnaparTos.;

(B pen. deaepanbHbIX 3aK0HOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) nata BCTYIJICHUS B CHIIY MPUKa3a YIOJIHOMOYEHHOIO (eIepaIbHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTU O TOCYJAPCTBEHHOW PEruCTpallMd WM TNEPEePEerucTpalvi MPEeAeTbHOM OTHYCKHOM IIE€HBI
MIPOW3BOIUTENSI Ha JICKAPCTBEHHBIN Mpernapar, BKIIOYCHHBIM B TMEPEUYCHb JKU3HEHHO HEOOXOIUMBIX H
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BO)KHEHIINX JICKApPCTBEHHBIX PETIapaToB;
(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOW KOJ, HAHECCHHBIH HAa BTOPUYHYIO (ITOTPEOUTENIBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara;
(. 7 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHYECKO-XUMUYECKON KIIACCU(PUKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 3[paBooXpaHeHusl.
(. 8 BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi perucrpamnus WM [epeperucTpanusi MpeleiabHbIX OTIIYCKHBIX IIeH Ha
JICKapCTBEHHBIC MpPENapaTrhl, BKIIOYEHHBIE B TEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX IPENapaTroB, BEJACHHE TOCYAapCTBEHHOTO peecTpa MpPEIeNbHBIX OTIYCKHBIX IIeH
MIPOU3BOIUTENICH HA JIEKapCTBEHHBIE IpEnapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOAMMBIX U
BOXKHEHIINX  JIEKAPCTBEHHBIX  IPENapaToB, OCYIIECTBISAIOTCS B  MOPSAAKE, YCTAaHOBIECHHOM
[IpaBurensctBoM Pocculickoit denepanun.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratba 63. YcraHoBneHMe opraHamMm MUCMNOSIHUTENILHOW BNacTM CYOBLEKTOB
Poccunckon ®depepaumm npepenbHbIX pasMepoB ONTOBbIX HagbaBOK M npeaenbHbIX
pa3MepoB PO3HUYHbIX HaAO0aBOK K (paKTUYECKMM OTMYCKHbIM LieHaM, YCTAaHOBJIEHHbIM
npousBoaUTENsMU JeKapCTBEHHbIX MNpenapaTtoB, Ha JeKapCTBEeHHble npenaparhbl,
BKINTIOYEHHbIE B NepeyYeHb XU3HEHHO HeoOXOAMMbIX U BaXXHEMLUUX JeKapCTBEHHbIX
npenaparoB
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit @Penepanuu ycTaHaBIMBAIOT
IpeieIbHbIE Pa3MePbl ONTOBBIX Ha/10aBOK U MpEeNIbHbIE pa3Mepbl POSHUUHBIX Ha/10aBOK K (PaKTUUECKUM
OTITYCKHBIM IIeHaM (0e3 yueTra Hajlora Ha J100aBJIE€HHYIO CTOUMOCTb), YCTaHOBJIEHHBIM ITPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHBIE IIpEnaparbl, BKIKOYEHHBIE B IIEPEYEHb >KMU3HEHHO
HEOOXO/MMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXK/IEHHON B MOPSJIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoit @Penepanuu, METOJUKOW YCTaHOBJIEHHMS OpraHaMu
UCTIOJHUTENIbHON BiacTu cyObekToB Poccuiickoil denepaninu npeaeabHbIX pa3MepoB ONTOBBIX HaJ0ABOK
U TpelebHbIX Pa3MEPOB PO3HUUYHBIX HAA0aBOK K (PaKTUUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IIpeNapaThl, BKIIOUEHHBIE B
NepeyeHb >KM3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX mpenaparoB. [IpoekTsl pemieHuit
OpPraHOB HCIOJHHUTENbHON BiacTH cyObekToB Poccuiickoit ®enepanuu 00 YCTaHOBJIEHUM U (MJIN)
M3MEHEHUH TPeIETbHBIX Pa3MEPOB ONTOBBIX HA/I0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX HAJI0aBOK K
(aKTHYECKUM OTIYCKHBIM II€HAM, YCTaHOBJIEHHBIM MPOU3BOJUTENISIMU JIEKAPCTBEHHBIX MpENapaToB, Ha
JIEKapCTBEHHbIE TIpenaparhl, BKJIIOUYEHHbIE B IMEpPEYeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIEKapCTBEHHBIX MpPENapaToB, MOJUIEkKAT COIIACOBAHUIO C YMOJHOMOUYEHHBIM (elepajIbHbIM OpPraHoM
WCIIOJIHUTEJILHOM BJIACTH, OCYHIECTBIIAIOMNM (YHKIUHU 110 MPUHATHIO HOPMATHBHBIX IIPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOIO pPEryIHpOBaHUs LEH
(TapudoB) Ha ToBaphI (ycIyru), B opsjike, ycranoBieHHOM [IpaBurensctBom Poccuiickoit deneparun.
(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)
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2. OpraHuzanuy ONTOBOW TOPTOBJIHM JIGKAPCTBEHHBIMU CPEICTBAMH, AalTEYHbIC OPTaHU3aIUH,
WH/IMBUYAJIbHBIC TPEANPUHUMATENN, HMEIOIIUE JHIEH3UI0 Ha (apMaleBTUYECKYIO JIESTeIbHOCTD,
MEIUIMHCKUE OpraHW3allii, WMEIOIIME JUIICH3UI0 Ha (PapMaleBTUYECKYIO IeSATeIbHOCTh, W HX
000co0eHHbIe mozpa3aeieHus (amOynaTopun, (enpIepckue u (QeapaAnepcKo-aKyepeKie MyHKTH,
HEeHTphl (OTHeneHus) oOmel BpadeOHON (CeMEWHOM) NPaKTUKH), PACIOJOXKEHHBIE B CEIbCKHX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUYHBIC OPraHU3allH, OCYIIECTBISIIOT PEean3alfio
JICKQpCTBEHHBIX IPENapaToB, BKIIOUCHHBIX B IEPCUCHb J>KU3HEHHO HEOOXOIMMBIX M BaKHEHIIUX
JICKApCTBEHHBIX MpErapaTroB, IO IeHaM, KOTOpbhle (OPMHUPYIOTCS B COOTBETCTBUU C TIOPSIIKOM,
ycraHoBiieHHbIM [IpaButenscTBoM Poccuiickoir @enepanum, 1 ypoBeHb KOTOPBIX (0e3 yuera Hajora Ha
N00aBIEHHYI0 CTOMMOCTB) HE JIOJDKEH TMPEBBIATh CYMMYy (AKTHYECKOW OTIYCKHOW LIEHBI,
YCTaHOBJICHHOM MPOU3BOAMTENIEM JICKAPCTBEHHOTO TpernapaTa, He MPEBBINIAIONICH 3aperucTpupOBaHHON
WIA TIePEPETUCTPUPOBAHHON TpEAETbHON OTMYCKHOW IIEHBI NPOM3BOAMTENS (HA JaTy pealn3anuu
JICKQpCTBEHHOTO TIpenapaTta IMPOU3BOJMTEICM), M pa3Mepa ONTOBOW Haa0aBKu W (WIM) pa3Mepa
PO3HMYHON Ha/J0aBKH, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpelesbHOW ONTOBOW Hal0aBKH U
(un) pa3mepa MpeesIbHOM PO3ZHUYHOM Ha0aBKH, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.
(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HUCHOJHUTEIbHOM BiacTu cyOBbekTOB Poccuiickoit ®enepaunuu pasMmelmaroT B CETH
"NuTepHer" nHOOPMAIMIO O 3apPErHCTPUPOBAHHBIX MPEEIbHBIX OTIYCKHBIX IIEHAX MPOU3BOAMTENCH Ha
JICKapCTBEHHbIE MPENaparhbl, BKIIOUEHHBbIE B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX W BaKHEHIINX
JICKapCTBCHHBIX TIPErapaToB, 00 YCTaHOBIEHHBIX B cyObekTe Poccmiickoit denepanuu npemaenbHbIX
pa3Mepax ONTOBBIX Ha/l0aBOK M (WJIM) MpeAebHbIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBJICHHBIM
MPOU3BOIUTEIISIMU JICKAPCTBEHHBIX IPEnapaToB (aKTHUECKUM OTITYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
Ipenaparhl, BKJIIOYEHHbIE B IEpeUeHb MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX
IIpEnaparoB, a TAKXKE O CyMME 3apEerMCTPUPOBAHHBIX IPEAEIBHBIX OTIYCKHBIX LIEH IPOU3BOJMUTENECH Ha
JIeKapCTBEHHbIE Mpenaparhbl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKApCTBEHHBIX TIPENapaToB, YCTAHOBIEHHBIX B cyOwbekTe Poccuiickoit denepanuu MpeaebHBIX
pa3MepoB ONTOBBIX Ha/10aBOK U MPeJIeNIbHBIX Pa3MEPOB POZHUYHBIX HAJA0aBOK M HAJora Ha J0OABICHHYIO
CTOUMOCTb. VH(opmamus, NpeaycMOTpEeHHash HACTOSIIEH 4YacTbio, JOJDKHA HAaXOJUThCS Takke B
anTe4YHbIX OpPraHU3alMAX B JOCTYIMHOH JJI BCEX 3aMHTEPECOBAHHBIX JHI (hopMe U OOHOBIATHCS 110 Mepe
€e pa3MeUIeHUs OpraHaMu HCIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoii ®enepanuu B CeTH
"NuTepuer".

(uactsb 3 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuity ¢ 1 mapta 2020 roza. - @enepanbubiii 3akoH o1 27.12.2019 N 475-03.

Nnasa 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3OINACHOCTH
NEKAPCTBEHHbIX MPENAPATOB, HAXOOALWMNXCA B OBPALLUEHUA
B POCCUACKOWN ®EOEPALIMA
(B pen. denepanpHoro 3akoHa OT 22.12.2014 N 429-03)

CraTtba 64. PapmakoHagsop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. HeKapCTBCHHLIC Impernaparbl, HAXOAAIMIUCC B O6paI_I_ICHI/II/I B Poccuiickoii (I)enepaum/l, IoAJICKarT
MOHHUTOPHHTY 3(1)(1)6KTI/IBHOCTI/I n 0e30IMacHOCTH B OEIAX BBIABICHHA BO3MOXHBIX HETATUBHBIX
HOCJ'ICI[CTBI/Iﬁ HUX NpUMCHCHUA, HHHHBHHyaﬂBHOﬁ HEMICPCHOCUMOCTH, NPCAYIPECIKACHUSA MCOAULUHCKUX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

pabOTHUKOB, CIEIUAIUCTOB B OOJIACTH BETEPUHAPUH, TMALMEHTOB WM BIIAJCIBIICB JKUBOTHBIX M HX
3aIUTHI OT MPUMEHEHHS TAKHUX JICKAPCTBEHHBIX MPENapaToB.
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2. @dapMakoHaI30p OCYLIECTBISETCS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (herepaibHbIM
OpPraHOM MCIIOJIHUTEIbHOM BJIACTH B YCTAHOBJIEHHOM UM IOpsAKE IyTeM aHajlu3a IMpeJoCTaBIsieMON
CyObeKTaMH OOpamieHHus JIEKapCTBEHHBIX CpPEeACTB WHPOpMAIMM O TOOOYHBIX  JICHCTBHSIX,
HE)KEJIATENNbHbIX PEAKIMAX, CEPhE3HBIX HEXKEJIATENIbHBIX PEAKLUAX, HENPEIBUAECHHBIX HEKEeNaTebHbIX
peaKknusx Npu NPUMEHEHHWH JIeKapCTBEHHBIX MpenaparoB, 00 HMHAMBHUIYalTbHOH HENEPEeHOCHMOCTH,
OTCYTCTBUH 3()(PEKTUBHOCTHU JIEKApCTBEHHBIX IIPENApATOB, a TAKXKe 00 MHBIX (PaKTax M 0OCTOATEILCTBAX,
NPEJCTABISAIONIMX Yrpo3y JKU3HM WM 3J0pPOBBIO UENIOBEKa JHOO >KMBOTHOTO IPH TPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB U BBIABICHHBIX HA BCEX 3Talax OOpallleHus JIEKapCTBEHHBIX MpernapaToB B
Poccuiickoit denepanuu u Apyrux rocyaapcTBax.

3. CyObexTbl oOpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPSAJIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM
denepanbHBIM  OPTaHOM  HWCHOJHHUTENBHOM  BIACTH, OO0SM3aHBI COOOWMATh B  YHOJHOMOYECHHBIH
GbenepanbHbIl OpraH MCHOJHUTENBHOM BJIACTH O MOOOYHBIX JEHCTBUSAX, HEXKENATEIbHBIX PpeaKIUsiX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATCIbHBIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()(HEKTUBHOCTU
JIEKapCTBEHHBIX IPENapaToB, a TaKke 00 MHBIX (aKkTax U OOCTOATENbCTBAX, MPEACTABISIOUIUNX YIPO3Y
KHU3HU WIM 3[0POBBIO YEJIOBEKA JMOO XKMBOTHOI'O NPU NPUMEHEHUM JIEKApCTBEHHBIX IpenapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tamax oOpallleHMs JEKapCTBEHHBbIX mpemnaparoB B Poccuiickoit ®denepanuu u
IPYTHUX TOCYJapCTBax.

4. Jepxatenu WIM BIAACNbIbl PETUCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB,
IOpUJIMYECKHE JINLIA, HA UMSI KOTOPBIX BBIIAHbI pa3pelieHus Ha MPOBEACHUE KIMHUUECKUX UCCIIEOBaHUMN
B Poccuiickoit ®enepanuu, immubO0 YINOTHOMOYEHHBIE WMH JpPYTrU€ HOPUIAYECKHE JIMIa B paMKax
obecrniedeHns 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heJiepalIbHBIM OpPraHOM HCIIOJIHUTENILHOW BJIACTH, O0s3aHBI OCYIIECTBIATH IMPHEM,
y4eT, o0paboTKy, aHalW3 U XpaHEHHE TMOCTYMAIIUX B HX aJpec OT CYObEKTOB OOpalieHus
JIEKApPCTBEHHBIX CPEJICTB M OPraHOB TOCYAAPCTBEHHOM BJIACTH COOOIICHHM O MOOOYHBIX JEUCTBUSIX,
HEXEJaTeNIbHbIX PEaKLUAX, CEPhE3HBIX HEXKENATEIbHbIX U HEMPEABUIACHHBIX HEXKEIATEIbHbIX PEaKIUAX
NPy TPUMEHEHUU JIEKapCTBEHHBIX MpErnapaToB, 00 OCOOEHHOCTSX HMX B3aUMOJACHCTBUSA C IPYTUMU
JIEKapCTBEHHBIMU TpenapaTaMy, WHINBUAYAIbHONH HENEePeHOCHMOCTH, a Takxke 00 HHBIX (pakTax u
00CTOSITEILCTBAX, MPEACTABISIONINX YIPO3y JKW3HU WM 3JI0POBBIO YEJIOBEKA JHOO >KMBOTHOTO WIIH
BIMAIONIMX HAa M3MEHEHHE OTHOUIEHUS OXHUAAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY HNPUMEHEHUS
JIEKapCTBEHHBIX MTPEMapaToB.

5. HpI/I BBISABJICHUU I/IH(I)OpMaI_II/II/I O CCPBLE3HBIX HECKCIIATCIBbHBIX PCAKIUAX W HEMPCABUACHHBIX
HCXKCIATCIbHBIX PCAKOUAX IIpHU IIPUMEHCHUH JICKAPCTBCHHBIX IIpCriapaToB, 00 0COOEHHOCTIX HX
BSaHMOHeﬁCTBHH C ApYrumMu JICKAapCTBCHHBIMHU IIpCIiapaTaMu, HHHHBHI{yaHBHOﬁ HCIICPCHOCUMOCTH, a
Taxke 00 MHBIX (baKTaX n O6CTO$[TGJ'IBCTB8.X, BJIMAKOINUX HAa UBMCHCHHUC OTHOIICHUA O)KI/IJIaeMOfI ITIOJIB3bI K
BO3MOXHOMY PHUCKY TPHUMCHCHUSA JICKAPCTBCHHLIX IIPCMApaToB, JACPKATCINW HIIM  BJIAACIIbIbI
PEruCTpaiuOHHBIX YJIOCTOBepeHI/Iﬁ JICKApPCTBCHHLBIX MPCIapaTroB, IOPUIUYCCKUE JIWIAa, HA UMSA KOTOPBIX
BbBIIAHBI pa3pClICHUA Ha MPOBCACHUC KIMHUYCCKHUX I/ICCHCI[OBaHI/Iﬁ B Poccuiickoi d)e;[epaum/l, 0o
YIOOJIHOMOUYCHHBIE HMH JPYTrU€ HOPUINYCCKHUEC JIUIAa 00s13aHBI OPUHATE MCPBI, HAIIPABJICHHBIC Ha
YCTPAHCHUC HCTaTHUBHBIX HOCJ'IC,Z[CTBI/Iﬁ MMPUMCHCHU A TaKuX JICKApCTBCHHBIX npenaparos,
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IpeNynpeXxaeHue PUUNHEHNs Bpesia )KU3HU WM 3[J0POBBIO YesloBeKa JHO0O0 KUBOTHOIO, 3aLIUTY UX OT
NPUMEHEHHS TaKUX JIEKAPCTBEHHBIX MpPEnapaToB, HA JONOJHUTENbHBIN cOOp MaHHBIX 00 3ddeKkTuBHOCTH
1 0€30I1aCHOCTHU TAKHX JIEKAPCTBEHHBIX IIPENApaTOB.

6. 3a HECOOOIIeHNE WIIN COKPBITHE UH(OPMAIIHH, TPETyCMOTPEHHOM YacThi0 3 HACTOAIICH CTAaThH,
JepKaTeld WIM  BIaJeNblbl PErHCTPALMOHHBIX  YAOCTOBEPEHUH JIEKapCTBEHHBIX IIPENapaToB,
IOpUANYECKHE JINIA, HA UMs KOTOPBIX BbIJaHbl pa3pellieHUsl Ha IPOBEACHUE KIMHUUYECKUX UCCIIEOBAaHUN
B Poccuiickoii ®enepauuu, MO0 YHNOJHOMOYEHHbIE HMMHU JApPYrHe€ HOPUAMYECKHE JIMIA, a TakkKe
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta HMH(OpMAIUs CTajJa M3BECTHA IO POy HMX Npo(ecCHOHATBLHOU
JesITeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOaTeabcTBOM Poccuiickoit denepanuu.

7. Ilpu mosyuyeHUH YIOJIHOMOYEHHBIM (heiepaibHBIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH B PaMKax
OCYLIECTBIICHUSI MM (hapMaKoHa/A30pa J10Ka3aTeIbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOI'O Iperapara
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WM TpPH TOJYyYeHHH HH(POpPMAu O HECOOTBETCTBUH JAaHHBIX 00
3G GEKTUBHOCTH M 0 0€30IaCHOCTU JIEKApCTBEHHOI'O Ipernapara JaHHbIM O JIEKAPCTBEHHOM IIperapare,
COJIEpKaIlMMCsl B MHCTPYKLUU 110 €r0 MPUMEHEHUIO (B TOM UHMCIIE BBISIBIECHHBIX B XOJI€ OCYILIECTBIICHUS
(bapMakoHa 30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMHM HWHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs TAKOI'0 JICKAPCTBEHHOT'O IIperapara.

CraTtbsa 65. lMpuoctaHoBNeHWe NpUMEHEHUsA NieKapCTBEHHOro npenapara
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. HpI/I MMOJIY4YCHHU U I/IH(i)OpMaLII/II/I 0 HECKCIIATCIbHBIX PCAKIHUAX IIPU NPUMCHCHUHU JICKAPCTBCHHOI'O
npernapara, He yKa3aHHbIX B MHCTPYKIMM I10 NPUMEHEHHUIO JIEKAPCTBEHHOrO IIpernapara, Cepbe3HbIX
HEXXENIaTeJIbHBIX peakiusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEHUCTBUS C JAPYTUMHU JIEKApCTBEHHBIMU
npernapaTamMu, KOTOpbIE MOTYT MPEJICTABIATh YIPO3y KHU3HU WU 370POBbIO YeI0BeKa JIM00 KUBOTHOTO, a
TaK’kK€ 0 HECOOTBETCTBUU JaHHBIX 00 3(P(PEKTUBHOCTH U O OE30MAaCHOCTU JIEKAPCTBEHHOI'O Ipemnapara
JAHHBIM O JIEKAPCTBEHHOM IIpernapare, CoAep KaluMCsi B MHCTPYKIIMHM 110 €ro IPUMEHEHHIO, B TOM YHUCIIE
OT YINOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOpPOM OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSMHM MEXIY YIOJHOMOUYEHHBIM (ellepalbHbIM OPraHOM HCHOJHUTEIbHON
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAaHHBIX TOCYAApCTB, YIOJHOMOYEHHBIN (enepalbHbIi
OpraH UCIOJHUTENILHOW BJIACTU PaccMaTpUBAaeT BOIPOC O BO3MOKHOCTH MPUOCTAHOBICHUS OOpalleHHs
TAaKOro JIEKapCTBEHHOTO Ipenapara B IOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (enepalbHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

2. llpy HEWUCIIONIHEHWU WM HEHAJJIeXallleM MWCIIOJIHEHUN JIep)KaTelsiIMU WIH  BiaJlelbllaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENApaToB, IOPUAMYECKUMHU JIMLAMHU, HA MM
KOTOPBIX BBIIAHBI Pa3pEeIICHUSI HA TPOBEACHUE KIMHUYECKUX HccienoBanui B Poccuiickoit denepanmuy,
WJIN YIIOJTHOMOYEHHBIMU UMHU APYTUMH IOPUINYECKUMU JIMIIAMH 00s13aHHOCTEH, YCTAaHOBICHHBIX YacTSIMU
3 u 4 cratbu 64 HacTodero PenepabHOTO 3aKOHA, JIUOO0 B CIydasiX NMPeACTaBICHUS! COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENBHOM BIACTU 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH
pPe3yIbTaTOB KIIMHUYECKOTIO MCCIEN0BAHUS JIEKAPCTBEHHOTO IIpenapara Jyisi MEAULUHCKOrO PUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yJjbTaTaxX MPOBEPKH MEAUIMHCKOW OpPraHM3alli{, MPOBOJMBLIEN yKa3aHHOE
KJINHUYECKOE MCCIIEIOBAHNE C HApYIICHUEM ITPaBUJI HAUJIEXKAIleW KIIMHUYECKON MPAKTUKH, U ITPUBETIO K
MOJTyYEHHIO HEIOCTOBEPHBIX pE3yJbTaTOB, JUOO B Ciy4yae HEBBIOJHEHMS NPEANUCAHHS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/ilepaibHbIM OpraHOM HCIHOJHUTENbHOM BIACTH IO HWTOTaM OCYIIECTBICHHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BBIOOPOYHOI'O KOHTPOJISI KauecTBa JIEKAPCTBEHHOI'O INpernapara, yIoJIHOMOUYEHHBIH (eepalbHbIil opran
WCIIOJTHUTEJIbHOM BJIACTU B YCTAHOBIIEGHHOM UM TIOPSJIKE PacCMaTpUBAET BOMPOC O MPUOCTAHOBICHUH
MIPUMEHEHHUS TAaKOT'0 JIEKAPCTBEHHOTO Mpernapara.

3. YHoiaHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENFHOW BIACTU IMPHU TPEICTABICHUH €My
CBEICHMI O HECOOTBETCTBMM IPOU3BOJAUTEINIS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM  IIPABMI
Ha/IJIeKaIIel TPOU3BOICTBEHHOM NMPAKTHKH U (WIK) O HAPYIICHUN JUIIEH3NOHHBIX TPeOOBAaHHM, KOTOPbIE
ObUIN BBISABJIEHBI B XOJ€ IPOBEIEHUS MHCIEKTUPOBAHUS MPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB HIIU
OCYIIECTBIICHHS JTUIICH3HOHHOTO KOHTPOJIS B cpepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
UM MOTYT IIPUBECTH K IPOM3BOJCTBY JICKAPCTBEHHBIX IPENApaToOB I MEIULIMHCKOIO IPUMEHEHUs,
MPUYMHUBIINX WM CIIOCOOHBIX MPUYMHHUTE BPE[ )KU3HU WM 37J0POBBIO TPAXKJIaH, pACCMaTPUBAET BOIIPOC
O IPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAMIUHCKOIO INPUMEHEHHS B
YCTaHOBJICHHOM MM IOPSIJIKE B CICAYIOIIUX CIydasX:

1) coctaB W (WIM) TEXHOJIOTHS IMPOM3BOJICTBA JIEKAPCTBEHHOI'O Mperapara Il METUIIMHCKOTO
MIPUMEHEHHUs (C ONMHMCAHMEM CTaJWil MPOU3BOACTBA) OTIWYAIOTCS OT 3asBJIICHHBIX B PErHUCTPALIMOHHOM
JIOChE;

2) neKapCTBEHHBIN Mpernapar A MEIUIUHCKOTO MPUMEHEHHUS TPOU3BEIeH Ha TPOU3BOICTBEHHON
IJIOIIAJIKE, HE YKAa3aHHOUM B PErUCTPALMOHHOM JIOChHE;

3) y nOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBUE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara isi MEAULUHCKOrO IPUMEHEHUSA, BBOIHMMOIO B
IpaXIaHCKUI 000pOT, TPeOOBAHUSM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOMN perucTpanuy;

4) TpoM3BOAMTENEM JIEKApPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIOJIHOMOYCHHBIM q)ejlepaﬂI)HI)IM OopraHom HWCIOJIHUTEILHON BJIACTU CPOK HE YCTpaHCHbI HApPYHICHHA
TpeOOBaHUI MpaBUI HAJIekKAIIeH MPOU3BOJICTBEHHOW MPAKTHUKU M (WJIM) JIMIEH3UMOHHBIX TPeOOBaHUM,
KOTOPLIC OBUIH BBIABJIEHBI B X04€ MPOBCACHUA HHCICKTUPOBAHHA IIPOU3IBOJUTCIIA JICKAPCTBCHHBIX
CPEICTB WJIM OCYIIECTBICHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TNPUBECINA WA MOI'YT NMPUBCCTH K MPOU3BOACTBY JICKAPCTBCHHBIX MPCHapaTroB MJId MEAUIHUHCKOTO
MPUMEHEHUS, TPUYNHUBIINX WA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WM 3J0OPOBBIO TPaXkK/IaH.

(dactb 3 BBeneHa denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YonHOMOYEHHbIH (efepaibHbIi OpraH UCTIOJHUTENBHON BIACTH MPH HAIMYMU Y HETO CBEJICHUN
O HECOOTBETCTBUU IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEeOOBaHUSAM MpaBWJI Hajylexalen
IIPOU3BOJICTBEHHON MpakTUKK W (MIM) O HapyIIEHUM JMIEH3UOHHBIX TpeOOBaHMUU, KOTOpbIE ObLIN
BBISIBJIEHBl B XOJI€ IPOBEJCHHUS HWHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYILECTBICHHS JTUIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT NHPUBECTU K MPOU3BOJICTBY JIEKAPCTBEHHBIX MpENapaTroB Ui BETEPUHAPHOTO MpPUMEHEHUS,
NPUYMHUBIINX WJIM CIIOCOOHBIX NPUYMHUTH BpPEZ KU3HU MIIM 3/I0pPOBBIO JKUBOTHBIX, pacCMaTPHUBAET
BOIIPOC O TIPUOCTAHOBJICHUM pealu3allud M TPUMEHEHHs] JIEKapCTBEHHBIX IpernapaToB JUIs
BETEPUHAPHOTO IPUMEHEHMSI B YCTAHOBJIEHHOM UM MOPSJKE B CIEIYIOIIUX CIIydasX:

1) coctaB u (MiM) TEXHOJOTUS MPOU3BOJCTBA JIEKAPCTBEHHOI'O MpernapaTa JUisl BETEpUHAPHOIO
IIPUMEHEHUS (C OMMCAHMEM CTaguil NMPOM3BOJCTBA) OTJIMYAIOTCSA OT 3asBJIEHHBIX B PETUCTPALIMOHHOM
J0ChE;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

2) nekapCTBEHHBIN Mpenapar /Ui BETEPUHAPHOTO MPUMEHEHHsI TPOU3BEICH Ha MPOU3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPXKAAIOIINE
COOTBETCTBHE KauyecTBa JIEKAPCTBEHHOTO Mperapara JUisi BETEPUHAPHOrO MPUMEHEHHs, BBOAUMOTO B
IpaXxaIaHCKHUI 000pOT, TpeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpalmy;

4) mpoU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COIVIACOBAHHBIA C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (hefiepabHbIM OPraHOM HCIOJIHHUTENBHOM BJIACTH CPOK HE YCTPAHEHBI HAPYIICHHUS
TpeOOBaHUI TpPaBUI HAJUICKAIICH TTPOU3BOJICTBEHHONW MPAKTHKU WU (WJIM) JTUIECH3MOHHBIX TPeOOBaHUIHA,
KOTOpbI€ OBbUTM BBISIBJICHBI B XOJIe¢ MPOBEACHHUS HHCIEKTHUPOBAHUS IPOU3ZBOJUTENS JIEKAPCTBEHHBIX
CPEJICTB WJIH OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJISA B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TNPUBEIU WIM MOTYT IPHUBECTH K IMPOU3BOJCTBY JICKAPCTBEHHBIX IPENapaToB AJi BETEPUHAPHOIO
MIPUMEHEHUS, MPUIMHUBIINX WM CIIOCOOHBIX MPUYUHUTH BPE )KU3HU WIIH 3JJ0POBBIO )KUBOTHBIX.

(uactb 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumedanue.
C 01.01.2026 cr. 65 nononusercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

Koncynprantllnroc: npumeyanue.
C 01.09.2023 ct. 65 nononugercs 4. 7 (@3 ot 02.07.2021 N 317-®3). Cm. Oyayiyro pegakiuro.

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHagsopa
(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YrnonHOMOYeHHBIM  QenepanbHbIi  OpraH  WCIOJIHUTENBHOW  BJIACTH,  OCYIIECTBJISIOIIUMA
(dapmakoHaa30p, MO €ro pe3ynbTraraM pa3MellaeT Ha cBoeM oduIManbHOM caiite B cetu "MHTepHeT"
nH(pOpMaLHUIO 0:

1) BBIABICHMHM HOBBIX MOJTBEPXKJIECHHBIX MTaHHBIX O MOOOYHBIX JEHCTBUAX, HEXEIAaTeIbHbIX
peaKkIMaX, CEpPbE3HBIX HEXKENATEIbHBIX PEaKUMsIX, HENPEIBHUICHHBIX HEXKENATEeIbHBIX PEAKUUAX IpU
IIPUMEHEHUH JIEKapCTBEHHOI'O IIPerapara, B TOM YKMCIIE BIMAIOMUX HA OTHOLIEHUE OXKUIAEMOU IOJIB3bI K
BO3MOKHOMY PUCKY ITIPUMEHEHHUs TaHHOT'O JIEKAPCTBEHHOTI'O IIpenapara;

2) IMPUHATBIX PCHICHUAX O BHECCHHUU W3MEHEHHUH B HHCTPYKIHUIO IO MPUMCHCHUIO JICKAPCTBCHHOT' O
npemnapara, 0 NpUOCTAHOBJIICHUU IMPUMCHCHHUA JICKAPCTBCHHOI'O IIpEriapara, 00 UBBATHH U3 06pameHI/1$1
JICKApCTBCHHOTO IIpeliapaTa Uiu o BO300HOBJICHUU MPUMCHCHUA JICKAPCTBCHHOTO ITpCIiapara.

Mnaea 14. UHPOPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPWUHIA OBUXEHUA NEKAPCTBEHHbIX MPEMAPATOB
ansda MEAUUUHCKOIo NPUMEHEHUA
(B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. UHcdbopmauma o nekapCcTBEHHbIX npenapatax. CucrtemMa MOHUTOPMUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB ANA MeAULUHCKOro NPpUMeHeHuUs
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

1. Muadopmanus 0 JEKapCTBEHHBIX IpemapaTax, OTIYCKAaeMBIX IO PElEenTy Ha JIEKapCTBEHHBIN
mpernapar, JOJDKHA COJEPXKAThCs TOJBKO B CIICIUAIM3UPOBAHHBIX M3IAHUX, MpPEAHA3HAYCHHBIX IS
MEAUIMHCKUX, (hapMaIleBTHUECKUX PAOOTHHUKOB, CIICITUAIMCTOB B 001acTH BeTepuHapuu. Mapopmarus o
JICKApCTBEHHBIX Iperaparax sl CIeIUAIMCTOB B 00JIACTH OOpaIleHHs JICKAPCTBEHHBIX CPEICTB MOXKET
COZlepKaTbCsi B MOHOrpadusix, CHpaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(EpEeHIMIX, CHUMIIO3UyMaX, HAyYHBIX COBETaX, a TaKKe B HWHCTPYKUHUSAX TI0 TNPUMEHEHHIO
JIEKapCTBEHHBIX MPENapaToB.

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

2. Nudopmarus o JIEKapCTBEHHBIX MperapaTrax, OTIYCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpemnapaTr, MOXKET COAEpXKaTbCcsd B IMYyONUKALUAX M OOBSIBICHUAX CPEICTB MaccoBOM HH(opMaIu,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEYATHBIX HU3JAHUSIX, MHCTPYKUHUSX MO MPUMEHEHHUIO JIEKApCTBEHHBIX
MpernapaToB, MHBIX U3AAHUSIX CYOBEKTOB 0OpallleHUs JIEKApCTBEHHBIX CPEACTB. PexiaMHble MaTepuaibl O
JIEKApCTBEHHOM TIperapare, OTIyCcKaeMOoM Oe€3 pelenrta Ha JIEKapCTBEHHBIM TMIpernapar, JOJIKHBI
COOTBETCTBOBAaTh MHCTPYKIIMH IO IPUMEHEHHUIO JIEKAPCTBEHHOT' O IIpenapara.

3. Jlomyckaercsi HCIIONIB30BaHHE JIIOOBIX MaT€pUAIbHBIX HOCHUTENEW, IO3BOJSIONIMX XPaHUTb,
nepeaaBaTh U UCIOJb30BaTh HHPOPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna uenel MACHTUPUKAIUU YIAKOBOK JIEKAPCTBEHHBIX MPENaparoB Uil MEAUIIMHCKOTO
IIPUMEHEHHs] NTPOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB B IOPAIKE, yCTaHOBJIEHHOM lIpaBurenscTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX MPENapaToB
U1l METULIMHCKOI'O MIPUMEHEHHUs, AJIs1 KOTOPBIX HE MPelycMOTPEHa BTOPUYHAS YIAKOBKA) U BTOPUYHYIO
(mOTpeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaTroB s MEIULMHCKOTO NMPUMEHEHUS CpelCTBa
UACHTUGUKAIMY, 32 HUCKIIOUEHHEM JIEKapCTBEHHBIX MpEnapaToB s MEAMLUHCKOTO MpPUMEHEHUS,
MIPOU3BOJUMBIX JUIsl NPOBEACHUS KIMHUYECKUX HCCIIEIOBAHHUM, JKCIIOPTA, JEKAPCTBEHHBIX IIPENapaToB
JUIS MEIMIUHCKOTO IPUMEHEHUs, YKa3aHHbIX B 4acTAX 5 M 8 crateu 13 Hacrosmero denepanpHOro
3aKOHa, paguodapMaleBTUUYECKUX JIEKAPCTBEHHBIX MpPENaparoB, MHUSABOK MEIULIMUHCKUX U Ta30B
MEJIULUHCKUX.

(dactb 4 BBeneHa OenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKkTepuCTUKU Cpe/ICTBA UACHTU(DHUKAINH, TTOPSIIOK €ro HaHECEHUs U TPeOOBaHUS K CTPYKType
n ¢dopmary wuHbOpMalUU, KOTOPYIO COAEPKUT CPEICTBO HAECHTU(UKALMUH, ONPEIEINIIOTCS
[IpaBurenscTBoM Poccuiickon Penepanuu.
(dactb 5 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmox co3naHusi, pa3BUTHsS, BBOJA B OSKCIUIyaTallMlo, SKCIUIyaTalldd M BBIBOJA U3
JKCIUTyaTallud CHCTEMbl MOHMTOpPMHIA JBHKEHHUS JIEKAPCTBEHHBIX NPENAapaTroB s MEAUIMHCKOIO
NPUMEHEHHs, TOPSIOK TpeAoCTaBIeHUs WHGPOPMALUU, COJAEpKaIleHcs B CHUCTEME MOHUTOpPHHIa
JBWKEHUS JIEKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO NMPUMEHEHHUs, U TMOPSIOK B3aHMMOJEHCTBUS
yKa3aHHOH  CHUCTeMBl C  HMHBIMH  TOCYIApCTBEHHBIMM  HMH()OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUI U MHAUBUAYAJIbHBIX MIPeANpUHUMATENEH, YKa3aHHbBIX
B yacTsax 7 u 10 Hactosmed cratbu, ycranaBinuBaroTcs [IpaBurensctBom Poccuiickoit deneparyu.
OnepaTopaMy CUCTEMBI MOHHUTOPHHIA JBHKEHHUS JIEKAPCTBEHHBIX IIPENApaToB JUIsl MEIUIUHCKOIO
NPUMEHEHHs SBISIOTCS  (efiepasibHbli  OpraH HCIOJHUTENbHOW BIAacTH M (WIM) OpraHu3anus,
ynosiHoMoueHHbIe [IpaBurenscTBoM Poccuiickoit deneparun.

(uacTh 6 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

7. FOpuanueckue JIMla U UHAUBUAYAIbHbIE MPEIIIPUHUMATENH, OCYIIECTBIISIIOIIME TPOU3BOACTBO,
xpaHeHue, BBO3 B Poccuiickyro ®exaepanuro, OTNYCK, pealM3alMI0, MEpeaady, NPUMEHEHUE U
YHHUTOKEHHUE JIEKapPCTBEHHBIX MPENnapaToB ISl MEIUIIMHCKOTO IPUMEHEHUSs, 00ECIIeUnBalOT B MOPSJIKE U
B COcCTaBe, KOTOpble YycraHOBJieHbl IIpaBurensctBoM Poccuiickoin Penepauuu ¢ yd4eToM BuUAA
OCYILIECTBIISIEMOM UMHU JIEATEIbHOCTH, BHeCEeHHWEe HWH(GOpMalMKd O JIEKAPCTBEHHBIX IIpernapaTax s
MEIUIUHCKOTO TPUMEHEHUSI B CHCTEMY MOHUTOPHHIA JIBJKEHUS JIEKQPCTBEHHBIX IPENapaTroB s
MEIULHUHCKOrO NPUMEHEHMUS.

(uactb 7 BBeneHa DenepanibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE Mpemaparbl JUisi MEIWLHUHCKOTO IPUMEHEHHMs, IpeIHa3HAYEHHbIE I
obecriedeHust JHI, OOJMBHBIX TeMo(UiInel, MYKOBUCIHI030M, THIO(PH3apPHBIM HAaHU3MOM, OOJIE3HBIO
['ome, 37m0KauecTBEHHBIMH HOBOOOpPA30BaHUSAMHU IJUM(OUAHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEW, pacCesTHHbIM CKJIEPO30M, JIUI] [10CJI€ TPAHCILIAHTALIMM OPraHOB U (UJIM) TKaHEH, IPOU3BEICHHbIE
1o 31 mekabps 2019 roga, a Takke MHBIC JIEKAPCTBEHHBIC MpENaparhl JIsi MEIUIIMHCKOTO MPUMEHEHHS,
npousBeneHHbie 10 | wurong 2020 roma, moanexar XpaHEHHIO, IMEPEBO3KE, OTILYCKY, pealu3alui,
nepenave, MPpUMEHEHUIO 0e3 HaHECEHUs CPENCTB MIACHTU(DHUKAIMK 0 HUCTEYEHHUS CPOKa UX TOJHOCTH.
[TpaButenscTBO Poccuiickoii Depepariii BIpaBe YCTAHOBHTH OCOOCHHOCTH BBOJA B TPAXKITAHCKUI
00OpOT JIEKaPCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHs], MPOU3BEACHHBIX B mepuoj ¢ 1
utonst 2020 roma mo 1 oxtsi6pst 2020 roma. B memsx BBoja B Tpa)KIaHCKUN 00OpPOT JIEKapCTBEHHBIE
npenaparbsl Il MEIMLMHCKOTO IPUMEHEHHUs, 32 HWCKIIOYEHUEM JIEKAPCTBEHHBIX IIPENapaTos,
MpeTHA3HAYCHHBIX ISl 00eCreYeHHs JIHI, OOJBHBIX TeMO(HUINEH, MyKOBUCIIHIO30M, THITIO(DHU3aPHBIM
HaHU3MOM, Oone3Hbto ['orie, 3M0Ka4ueCTBEHHBIME HOBOOOPA30BaHUAMHU JTUM(OUTHONU, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCEIHHBIM CKJIEPO30M, JIUI] I10CJIE€ TPAHCILIAHTAI[MM OPraHOB U (MJIM) TKaHEH,
MIPOU3BE/ICHHBIE 3a Tpenenamu Tepputopun Poccuiickoit @enepanuu 1o 1 oxtsaops 2020 roma, Moryt
ObITh BBe3eHbl B Poccuiickyto ®enepanuio a0 1 suBaps 2021 roma B moOpsiiKe, yCTaHOBICEHHOM
[TpaButenscTBOM Poccuiickoit denepannu, 6e3 HaHECEHUS CPENICTB UACHTUDHUKAIIH.

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HHOOPMALMOHHOTO B3aUMOJICUCTBUS CHUCTEMBbl MOHUTOPUHTA  JIBHXKEHUS
JIEKApCTBEHHBIX TPEMapaToB I MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYAapCTBEHHBIMU
MH(OPMALIMOHHBIMU CUCTEMaMH OOecreuynBaeTcs B TOM YHCIE MOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrieunBaroniel MHGHOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBHE HMH(POPMAIIMOHHBIX CHCTEM,
WCIONB3YEMBIX JUISI TMPEJOCTABICHHUS] TOCYIapCTBEHHBIX M MYHUUUIAIBHBIX YCIYI WU HCIOJIHEHUS
roCyAapCTBEHHBIX U MYHUIIUTIATBHBIX (DYHKIINI B 2JIEKTPOHHOU (hopMme.

(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHass uWHpOpMaLMs, COJAEpKaIIasAca B CHUCTEME MOHUTOPHHTA JBHKCHUS
JIEKapCTBEHHBIX IPENapaTroB s MEIUIUHCKOrO MPUMEHEHMs, pa3Mmeliaercs B HH(OpMaIMOHHO-
TeJleKOMMYHUKalnoHHON cetn "MHTepHer" (B TOM umncie B (opMe OTKPBITHIX JAHHBIX) B MOPSIKE,
ycra"oBiieHHOM [IpaBurensctBoM Poccutickoit denepanuu.

(dactp 9 BBeneHa MeaepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IIpon3BoauTENN JIEKAPCTBEHHBIX CPEACTB MOIYYAOT COAEPIKAILYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMULMHCKOIO MPUMEHEHHS HH(POpPMAIHI0 O CEepUsiX U
NapTUSX JEKapCTBEHHBIX MpenapaToB, MPOU3BOJUMBIX UMU M HAXOISIIUXCS B TPaKIAaHCKOM 000pOTE B
Poccutiickoit deneparuu, 6€3B03MeE3THO.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

11. 3a mpoM3BOICTBO MJIM MPOJIAXYy JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TPUMEHEHUS
0e3 HaHECeHHs CPEACTB HJICHTU(UKAIMU, C HAPYIICHHEM YCTAHOBJICHHOTO MOPSJIKA MX HAHECCHHS, a
TaKKe 3a HECBOCBPEMCHHOE BHECCHHME JAHHBIX B CHCTEMY MOHHMTOPHHTA JIBH)KCHHS JICKAPCTBEHHBIX
npenaparoB i MEIUIMHCKOTO TPUMEHEHHS WM BHECEHHE B HEE HEAOCTOBEPHBIX JIAHHBIX
IOpUJIMYECKHUE JIMIA U WHIUBUyaJIbHBIE MPEINPUHAMATENN, YKa3aHHbIE B 4YacTAX 4 W [ HACTOSIICH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENBLCTBOM Poccuiickoit @enepanuu.
(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

12. TIpaBurenbctBo Poccuiickoit @Denepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHHS
CUCTEMbl MOHMTOpPMHIA JBUXEHHUS JIEKAPCTBEHHBIX IPENapaTroB sl MEIULMHCKOIO IPUMEHEHHS,
BKJIIOYAsi CPOKM €€ BHEAPEHUs, B OTHOIICHHWU JIEKAPCTBEHHBIX IPENapaToB il MEAUIMHCKOIO
MPUMEHEHUS, BKIIOYEHHBIX B IIE€PEUEHb >KU3HEHHO HEOOXOIAMMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX
[IpernapaToB, JEKAapCTBEHHBIX I[IpErnapaToB, MpEeIHA3HAYEHHBIX JUIsI OOecleyeHusl JIML, OOJbHBIX
remMouaueii, MyKOBUCIUAO30M, TUMOGU3apHBIM HAHU3MOM, OoJyie3HbIO ['ole, 37T0Ka4eCTBEHHBIMU
HOBOOOPa30BaHUSAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, PAaCCESTHHBIM CKIIEPO30M,
JUI] TIOCNie TPaHCIUIAHTAIlMM OPraHoOB M (WJM) TKaHEH, WHBIX JIEKAPCTBEHHBIX IIpernapaToB s
MEIUIIMHCKOTO IPUMEHEHHUSL.

(uacth 12 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUA, HAJTAT AEMbIE
HA OPTAHU3ALUN, OCYLUECTBIAIOLWIUE OEATENIbBHOCTb
No OBPALLEHWUIO NEKAPCTBEHHbLIX CPEACTB
(BBeneHa @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus, Hanaraembleé NpPU OCYLIECTBIIEHUU [EeATEeNIbHOCTU B
cthepe obpaleHNA nekapCcTBEeHHbIX CPeacTB

1. Opranuzanuu, 3aHUMaroUIvecs pa3pabOTKOH, NPOM3BOJACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX MPENnaparoB A MEAUIIMHCKOIO MPUMEHEHMsI, OpraHu3aluy, o0aJatole npaBaMu Ha
UCI0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O Npenapara sl MEAULUHCKOTO IPUMEHEHMS,
OpraHM3ali ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEICTBAMH, aNTeuHble oOpraHu3auuu (MX
IPEJCTaBUTENIN, UHbIE (U3NYECKHUE U IOPHIMYECKHE JIMIA, OCYLIECTBISIONIME CBOKO AEATEIbHOCTh OT
MMEHHU 3THUX OpraHu3aluil) B OTHOLICHUH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOAMUTEIEH METUIIMHCKUX
OpraHu3aIyiil He BIpaBe:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JCHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HArpa)kICHHI 10
JIOTOBOpaM IIpM  NPOBEACHUM KIMHUYECKMX MCCIEIOBAHUN JIEKApCTBEHHBIX IMPEMAapaToB UL
MEIUIIMHCKOTO TPUMEHEHUS, BO3HArpaXkIe€HUH, CBA3AHHBIX C OCYIIECTBICHHEM MEIULUHCKUM
pabOTHHUKOM IEAaroruueckoi u (WiM) HaydHOW AEATENbHOCTH), B TOM YHCIIE OIJIauMBaTh Pa3BICUCHMUS,
OTIBIX, MIPOE3]T K MECTy OTIbIXa, a TAaK)Ke MPHUBJIEKATh K yYaCTHIO B Pa3BJIEKATEJIbHBIX MEPONPUITHUSX,
IIPOBOJMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3akiaoyaTh COMIAIICHUS O Ha3HAYeHMHM WM PEKOMEHJAllMu MalueHTaM JIeKapCTBEHHBIX
IIPENnapaToB AJI MEIULMHCKOTO MPUMEHEHHUS (32 UCKIIIOUYEHUEM JOTOBOPOB O NMPOBEAECHNUN KIMHUYECKUX
MCCIIETOBaHMM JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHNUS);

3) npeaoCTaBIATh 06pa3u1>1 JICKApPCTBCHHBIX MPLCIapaToB I MECAULIUHCKOTO IIPUMCHCHUA B LCIIAX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

BpyUYeHHUSl TMalueHTaM (32 MCKIYEHHEM CIIy4aeB, CBS3aHHBIX C IMPOBEJCHUEM KIMHUYECKUX
MCCIIe0BAaHUH JIEKAPCTBEHHBIX MTPENapaToB JJIsi MEAUIIUMHCKOTO MPUMEHEHUS);

4) npeoCTaBIATh HEJOCTOBEPHYIO U (WJIK) HEMOIHYI0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX MpernapaTax
JUTSI MEIMITTHCKOTO IPUMEHEHUS;

5) mocemate ux B pabouee BpeMs Ha pabOuMX MecTaX, 3a MCKIIOUYEHHEM CIlyyaeB, CBA3aHHBIX C
IIPOBEICHUEM  KJIIMHUYECKUX HCCIEIOBAaHUM  JIEKAPCTBEHHBIX IpENapaToB Uil  MEIUIMHCKOTO
IPUMEHEHHs, C YyYaCTHEM B INOPSJKE, YCTAHOBIEHHOM PYKOBOAMTEIEM MEIUIMHCKONW OpraHu3aluH, B
COOpaHMsIX MEIUIIMHCKUX paOOTHUKOB M HMHBIX MEPOIPHUATHSAX, HANpPABICHHBIX Ha MOBBIIICHUE HX
Ipo(eCCHOHATBHOIO YPOBHSA WM Ha MpefocTaBieHHe HH(POpMAlUM, CBSI3aHHOM C OCYIIECTBICHUEM
MOHHUTOPHUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENIAapaToB;

6) no0yX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX IpENapaToB JUIsl MEJUIMHCKOIO NPUMEHEHUs Ha
OnaHKax, copepKalx MH(GOPMAILMIO PEKJIAMHOIO XapakTepa, a TAaKkKe Ha PELeNTypHbIX OJaHKax, Ha
KOTOpbIX 3apaHee HarleyaTaHO HaWMEHOBaHWE JIEKapCTBEHHOIO IpenapaTta Ul MEJUIIMHCKOTO
IIPUMEHEHHUSL.

2. Opranu3zanuy, yka3aHHble B a03alie nepBoM yacTH | HacTosued cTaTbH, U UX HPEACTaBUTENHU B
OTHOIIEHUU (hapMaIeBTHYECKIX PAOOTHIUKOB M PYKOBOJUTEIICH aNTeUHBIX OpraHN3aliii He BIIPaBe:

1) Bpy4daThb IIOAApKH, BbIIUIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATH PA3BJICHUCHU,
OTAbIX, IMPOC3aA K MCECTY OTAbIXa, W IIPHUBJICKATb K YYACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHAX,
IIPOBOAMUMBIX 3a CUHCT CBOUX CPCIACTB,

2) TpeaoCTaBIsATh 00pa3ibl JEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIUHCKOTO MPUMEHEHHS IS
BpY4YEHMs HACCIICHUIO;

3) 3aKJII04YaTh COrJIall€HUA O MNPCAIIOKCHHUN HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJist MCAUIIUHCKOTI'O IPUMCEHCHU A,

4) npenocTaBIsSITh HEAOCTOBEPHYIO U (WJIM) HEMOJIHYIO HHPOPMAIUIO O JIEKAPCTBEHHBIX Mperaparax
JUIE  MEOUIMHCKOTO TPUMEHEHUs, B TOM 4YHCIE MMEIOIIMX OJMHAKOBOE MEKIYHApOJHOE
HENaTeHTOBaHHOE HaMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHM3auMm U NMPOBeAEHUI0 Hay4YHbIX MEpPONnpUATUN,
MHbIX MepPONpPUATUNA, HanpaBfieHHbIX Ha MNOBbIWeHUe npotheCcCUOHANBLHOIr0O YpPOBHS
MeAULMHCKUX paboTHMKOB WM Ha npepocTaBneHne MWMHPOpMaLMn, CBA3AaHHOMW C
ocyLecTBNeHneM MOHUTOPUHra 6e3onacHOCTM fieKapCTBEeHHbIX NpenapaToB

1. IIpu mpoBeneHNN HAYYHBIX MEPONPUITHI, MHBIX MEPOIPUSATUN, HAITPABICHHBIX HA MOBBIIICHUE
MpOoPECCHOHAIBHOTO YPOBHS MEIUIIMHCKAX PAOOTHUKOB WJIM Ha TPEIOCTaBICHUE CBSI3aHHOW C
OCYIIIECTBIICHMEM  MOHHUTOpUHTa  O€30MacHOCTH  JIEKAPCTBEHHBIX  TMpenaparoB  uH(opManuu,
OpraHU3yeMbIX OpraHU3aIUsIMU, yKa3aHHBIMH B a03are mepBoM dYacTu 1 crtateu 67.1 Hacrosiero
denepalbHOTO 3aKOHA, WX TMPEACTABUTENSIMU U (MIU) (UHAHCHUPYEMBIX 3a CUET CPEACTB ATHX
OpraHM3aliii ¥ HX TMPEICTABUTENECH, 3alpeliaeTcs MPensITCTBOBaTh YYAaCTHUI0O B  YKa3aHHBIX
MEPOIPUATUAX UHBIX OPraHU3alUi, KOTOPBIE MPOU3BOIAT WJIM PEAIU3YIOT JICKAPCTBEHHBIE IPEIapaThl
JUTST MEIUIIMHCKOTO TPUMEHEHHSI CO CXO0XHMM MEXaHH3MOM (DapMaKoJIIOTHYeCKOro JeHWCTBHS, OO
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

co3gaBaTb AOUCKPUMHUHAUMOHHBIC YCIOBUA [JIA OJHHUX YYaCTHHKOB II0O CpaBHCHHIO C JOPYyruMu
Y4aCTHUKaMH, a UMCHHO!

1) npeocTaBiIATh pa3IMYHOE KOJUYECTBO BPEMEHH AJIS BBHICTYIUIEHUH YYaCTHUKOB, Pa3IMYHbIE IO
pasMepy 3aHHMaeMOH IUIOIAAU MECTa JUIl JAEMOHCTpaluu oOpas3LloB JIEKapCTBEHHBIX MPENapaToB It
MEIULHHCKOIO INPHUMEHEHUS WIA PEKIaMHBIX MAaTepUajoB O JIEKApCTBEHHBIX IIperaparax s
MEJIULMHCKOrO NPUMEHEHMS HA DKCIO3ULUAX, CTEH/IaX, 3a UCKIIOYEHHUEM CIIy4aeB, €CIU TAKUE YCIOBUS
3aKpeIUIeHbl B COMVIALICHUAX 3TUX OpraHM3alui, MX HpeicTaBuTesell 0 (PUHAHCHUPOBAHUU YKa3aHHBIX
MEPOTPUATHIA U 00YCIIOBIIEHBI PA3TMYHBIMU 3aTPaTaMH YYACTHUKOB Ha WX OPTaHU3ALHIO;

2) ycraHaBIMBaTh pa3Mep B3HOCA AJIs YYAaCTHUKOB MEpONpPUSATHH, yKa3aHHbIX B al3ale IepBOM
HACTOSLIECH YaCTH, IPEBBIIIAIONIMI CYMMY 3aTpaT Ha OPTaHU3aLUI0 YKa3aHHBIX MEPOIPUATUI U BEAYIUN
K HE0OOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a0O3aue nepBoM yactu 1 crarbu 67.1 Hactosumero denepanbHOro
3aKOHA, UX IMPEJICTABUTENHN, OCYIIECTBIIAIONIME OpraHu3aluio U (win) (UHAHCUPOBAHHE MEPOIPUITUH,
YKa3aHHBIX B 4aCTH | HACTOSIICH CTaThH, 0053aHBI 00ECIICYNBATH JOCTYI K MH(OPMAILIUY O J1aTe, MECTE U
BPEMEHHU MPOBEICHUS YKa3aHHBIX MEPOIPUATUH, IUIaHAX, NOpOrpaMMax IMPOBEICHHUSI YKa3aHHBIX
MepOHpI/ISITI/Iﬁ 1 TEMax, IIaHUPYCMBIX I PaCCMOTPCHUA, COCTABC UX YYACTHHUKOB ITYTECM pPa3MCIICHUA
COOTBETCTBYIOLIEH MH(OpMaIMK Ha CBOUX OQUIMAIbHBIX caiiTax B cetu "VHTepHET" He mo3JHee IBYX
MECSLEB J0 Havaja MPOBEACHUS YKa3aHHbBIX MEPOIPUSITHIH.

3. Undopmanus o npoBeeHUH MEpOIPHUITUH, YKa3aHHBIX B 4acTU 1 HacTosIued CTaTbd, B CPOK,
YCTQHOBJICHHBIN YacThIO 2 HACTOSAIICH CTaThH, JOJDKHA OBITh HampaBlieHa B (elepanbHbId OpraH
UCIOJHUTEJIBHOW  BIIACTH, OCYLIECTBISAIOMMNA (YHKIMH 1O KOHTPOJIIO M Haa3opy B chepe
3/IpPaBOOXPAHEHMs], JJIs MOCIEAYIOIIEro pa3MeIleHusl ee Ha O(pUIMAIBHOM CaiiTe 3TOro OpraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPE[CTB
N BO3MELLEHUE BPEOA, NTPUMUHEHHOIO 300POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogatenbcTBa Poccunckon
deaepaumm npm odpaLeHnn NeKapCcTBEHHbIX CPeaAcTB

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit ®enepauuu npu oOOpalleHUH JIEKapCTBEHHBIX
CpPEICTB BJEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENIHCTBOM Poccuiickoi
denepanuu.

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

2. 3a Hemnpe/CTaBIEHUE WIM HECBOEBPEMEHHOE MpeicTaBieHue nHGOopMaIy U (WIK) TOKYMEHTOB
aub0 TpeACTaBlIieHWE HENOCTOBEpHbIX HHGpopManuu U (WIKM) JIOKyMEHTOB, TPEAYCMOTPEHHBIX
HactosmuM ~ DenepalbHBIM  3aKOHOM, CYOBEKTHI OOpalleHHs JIEKAPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

(uactp 2 BBeneHa DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
04.06.2018 N 140-d3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

Cratbsa 69. BoameweHne Bpepa, NpMUYMHEHHOro 340POBbLIO rpaxaaH BcneacTeue
NPUMEHeHUA NeKapCcTBEeHHbIX NpenapaToB

1. [IpousBoauTENb JIEKAPCTBEHHOTO Mpenapara 00s3aH BOSMECTHTD BpPE, IPUUNHEHHBIH 370POBBIO
rpakJaH BCJIEJICTBHE IPUMEHEHHs JIEKapCTBEHHOTO Nperapara, eciy J0Ka3aHo, YTo:

1) nexapcTBEHHBIH mpenapar MPUMEHSICS IO Ha3HAYEHWIO B COOTBETCTBMM C HMHCTPYKLHEH II0
MPUMEHEHUIO JIEKAPCTBEHHOIO IpernapaTa W MPUYMHON Bpelda SBUJICS BBOJ B TIpaKAaHCKUIl 00opoT
HEZ00pOKaYECTBEHHOIO JIEKAPCTBEHHOI'O IIperapara;

2) Bpel 3I0pOBbIO MPUYMHEH BCIEJICTBUE HEAOCTOBEpHON uH(pOpMaluu, colepKalieiics B
MHCTPYKLHUHU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara, U3JaHHOW IPOU3BOAUTEIIEM JIEKAPCTBEHHOIO
npernapara.

2. B ciygae, eciu Bpen 30pOBBIO TPaXKAAaH MPUYMHEH BCIIEICTBHE MPUMEHEHHS JICKAPCTBEHHOTO
npernapara, MPUIIEANIEr0 B HErOJHOCTh B pPE3yJIbTaTe HApYIICHUS NPaBUJI XPAHCHUS JICKAPCTBEHHBIX
CpEACTB, MPaBHJI ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMHU IpeTapaTaMu, MPaBUJl OTITYCKa JIGKAPCTBEHHBIX
NpernaparoB, IMPaBHJ M3TOTOBJICHUS W OTIYCKAa JICKAPCTBEHHBIX IPENapaTroB, BO3MEIICHUE Bpea
OCYIIECTBISIETCS COOTBETCTBEHHO OpPTaHHM3alMedl OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHOH OpraHu3aluel, WHIAUBHIYaIbHBIM TPEANPUHUMATEIIEM, HMCIONUMH JIMICH3UIO Ha
(bapMaIeBTHYECKYI0 JESTEIBbHOCTh WM JIMIEH3UI0 Ha MEIWIUHCKYIO JIeSTebHOCTh, MEIUIIMHCKOM
OpraHuszaiycii, UMCIOIEH JIMIEH3UI Ha (apMaleBTUYECKYIO JesATeIbHOCTh (€€ 000COOICHHBIM
nojpasnenenueM (amOynaropueil, GenpamepckuM U QerbAmepcKo-aKyIIepCKUM MTyHKTaMH, IIEHTPOM
(otmeneHnuem) oOImie BpaueOHOM (CEeMEWHOM) MPaKTHUKH), PACIOJIOKEHHBIM B CEIbCKOM HACEJICHHOM
ITyHKTE, B KOTOPOM OTCYTCTBYET alTeyHasi OPraHU3aIlNs), TOMyCTUBIIUMU MPOJIAXKY WIIH OTITYCK TaKOTO
JIEKapCTBEHHOTO IIpernapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3menienue Bpeda, TNPUUYMHEHHOTO 3J0POBBIO TpaXkJaH BCIEJICTBUE IPUMEHEHHS
JIEKapCTBEHHBIX IPENapaToB WM COBEPUICHHS] MPOTUBOMNPABHBIX JEHCTBUN CyOBEeKTaMu OOpalleHUs
JIEKApPCTBEHHBIX CPEJICTB, OCYILECTBIISIETCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMONIOXEHUA

Cratba 70. O npu3HaHMKU YTPaTUBLULUMM CUNY OTAESIbHbIX 3aKOHOAATeNIbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNbHbIX akToB) Poccunckon depepaumm

[Tpu3HaTh yTpaTUBILIUMU CUITY:

1) denepanpubiii 3akoH oT 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(CoOpanue 3axkoHoaTenscTBa Poccuiickoit @enepanun, 1998, N 26, ct. 3006);

2) denepanbHblii 3akoH oT 2 ssHBaps 2000 roga N 5-®3 "O BHeceHUM W3MEHEHUS U JOIOJIHEHUH B
@enepanbubiii 3akoH "O jnekapcTBeHHbIX cpenctBax" (CoOpanme 3akoHOAarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarteio 40 denepanbHoro 3akona ot 10 suBaps 2003 roga N 15-@3 "O BHeceHNH M3MEHEHUH U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

JIOTIOJTHEHUH B HEKOTOpPBIE 3aKOHOJATeNbHbIE akThl Poccuiickoil depepanuu B CBSI3M C IPUHATHEM
@enepanpHoro 3akoHa "O  JIMIEH3UPOBAHMU  OTAENBHBIX BUAOB gesarenbHocTH"  (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHCHUU M
JIOTIOJIHEHUH B HEKOTOpBIE 3aKOHOJAaTebHbIe akThl Poccuiickoit denepanuu, Npu3HAHUUA YTPATUBIIMMHU
CUIIy OTJACIBHBIX 3aKOHOJATENbHBIX aKTOB Poccuiickon @enepanuu, NPENOCTABICHUM OTIEIbHBIX
rapaHTUil COTPyIHUKAM OPraHOB BHYTPEHHUX JI€JI, OPTaHOB 110 KOHTPOJIIO 32 000POTOM HAPKOTUYECKUX
CPEACTB M TICHUXOTPOIHBIX BEIIECTB M YIpPa3JHAEMBIX (efepalbHbIX OPTaHOB HAJOTOBOH MOJHIMU B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHUIO rocynapcTBeHHOro ympanienus" (Cobpanue
3akoHoaTeabcTBa Poccuiickoit ®enepanuu, 2003, N 27, cr. 2700);

5) cratpio 101 denepanbHoro 3akona ot 22 aBrycta 2004 roga N 122-®3 "O BHeCeHUH U3MEHEHU
B 3aKoHozarelbHble aKkThl Poccuiickoi denepanuu M IPU3HAHUM YTPATUBIIMMH CHIIy HEKOTOPBIX
3aKOHOJIaTeNIbHBIX aKTOB Poccuiickoit denepanuu B CBs3U ¢ OpuHATHEM DenepanbHbIX 3akoHOB "O
BHECEHUU HM3MEHEHUIl M JomnonHeHuid B PenepaiibHblil 3akoH "OO 00LIMX NpUHIMIAX OpraHU3alUU
3aKOHOAATENbHBIX (IPEICTABUTENbHBIX) W HCIOJHUTENbHBIX OpPraHOB TOCYJApCTBEHHOM BIAcTH
cyobektoB  Poccuiickoit  ®enepauun" wu  "OO oOmMX OpPUHLMIAX OPraHU3aldd  MECTHOIO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akonoaarenbctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarero 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-D3 "O BBeacHUH B JICHCTBHE
yactu uerBeprodl ['paxnmanckoro koaexca Poccuiickoit ®enepauun" (CoOpaHue 3aKOHOIATENIbCTBA
Poccutickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PefgepanbHOro 3akoHa

1. Hacrosiuit denepanbHblit 3aK0H BeTynaet B cuity ¢ 1 centa6ps 2010 rona.

2. JlekapcTBeHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIE 1O THSA BCTYIUICHHS B CHIJIYy HACTOSIIETO
denepanbHOro 3aKOHA, MOMJIEKAT BKIKOYEHUIO B I'OCYIAPCTBEHHBIE PEECTPHI JEKAPCTBEHHBIX CPEICTB C
BHECCHHEM YKa3aHHBIX B 4actu | crartbu 33 HacTosimero denepalibHOrO 3aKOHA CBEACHHN 00 ATHX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXO0XACHHS BHOBb MPOIEAYPHl TOCYAapCTBEHHOW pErucTpaluu
JIEKapCTBEHHBIX MPEMAPATOB.

3. I'ocynapcTBeHHasi perucTpanus JeKapCcTBEHHBIX MpenapaToB, 32 UCKIIOUYCHHEM JIEKapCTBEHHBIX
npemnaparoB i MCAUIHUHCKOrO INPpUMCHCHHA, MPCACTABJICHHBIX Ha YKAa3aHHYIO PCTUCTpAlMIO OO OHA
BCTYIUIEHUS B CHITy HacTosero denepaibHOro 3aK0Ha, OCYILECTBIISETCSI B COOTBETCTBUU C HACTOSIILIUM
(DejlepaJ'II)HI)IM 3aKOHOM Ha OCHOBAaHHMU ONOKYMCHTOB W JAHHBIX, NPCACTABJICHHBIX A0 JHA BCTYIIJICHUSA B
cuity Hacrosiero denepanbHOro 3aKoHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1.T OCyAapCTBCHHAA PErucCTpanusd JICKApCTBCHHBIX MPCIapaToB JJIsI MCAUIUHCKOT'O ITPUMCHCHUA,
MNpEACTABJICHHBIX Ha TOCYAAPpCTBECHHYIO PCTUCTPAlIMIO OO0 JHA BCTYIUICHHA B CHIIY HACTOAIICTO
qDCI[Cp&J'ILHOI’O 3daKOHa, U TOCYHAapCTBCHHAA PCETUCTpaluA JICKAPCTBCHHBIX MPCIApaToB  IAJId
MCIUIOHUHCKOr0o IPUMCHCHUA, IPCACTABJICHHBIX Ha OJKCICPTHU3Y JICKAPCTBEHHBIX CPCACTB 0 OHA
BCTYIUICHHA B CHUIIY HACTOAIICTO dDe,uepanLHoro 3aKOHa B HCIIIX HUX HOCHC,Z[y}OH_[Cﬁ FOCYI[apCTBeHHOﬁ
peructpaiu, OCYHIECCTBIIAOTCA Ha OCHOBAHMU JOKYMCHTOB MW JAaHHBIX, HNPEACTABJICHHBIX 10 OHA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaenms: 10.07.2023

BCTYIUICHUS B CUJIy Hactosiiero denepalbHOro 3aKOHA, a TaKXKe 3asBICHUS O TOCYAapCTBEHHOM
pEerucTpaly JEKapCTBEHHOIO TMpernapara, MPEeACTaBICHHOTO IMPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
MpernapaToB WM YIIOJTHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosAmmuM denepanbHbIM 3aKOHOM B
YIIOJTHOMOYCHHBIN (efiepabHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHus
YIUJIAThl TOCYAapCTBEHHOW MONUIMHBI, TPEAYCMOTPEHHOM 3aK0HO1aTesIbcTBOM Poccuiickoit dexneparuu o
Hajorax u coopax.

(dactb 3.1 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloarBepXJeHUE TOCYAAPCTBEHHOM PErvCTpallud  JIEKAPCTBEHHBIX MpemapaTroB Ui
MEIUIIMHCKOTO MPUMEHEHHUS, PEACTaBICHHBIX IJIs MOATBEPIKICHUS FOCYIapCTBEHHONW PErUCTpalUU J10
JHS BCTYIUIEHHMS B cuily Hactosiero denepanbHOro 3akoHa, W MOATBEPXKICHUE TOCYAapCTBEHHOM
pEerucTpaluy JIeKapCTBEHHBIX MPENapaToB JUIsl MEIULMHCKOrO MPHUMEHEHHS, IPEACTABICHHBIX Ha
9KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUICHHUS B CHily Hacrtosuiero denepanbHOro 3akoHa B
LEeIsIX TIOCTEAYIOIIer0 TMOATBEPKACHUS HMX TOCYJAapCTBEHHOW pEerucTpanuy, OCYIIECTBISIOTCS Ha
OCHOBAaHMHM JOKYMEHTOB U JIaHHBIX, MPEJICTABICHHBIX JO [HSA BCTYIUICHUS B CHJy HACTOSIIETO
@denepallbHOTO 3aKOHA, a TaKXKE 3asdBICHUS O TMOJITBEPXKICHUU TOCYJAPCTBEHHON pPErucTpaluu
JIEKApCTBEHHOT'0 TIpernapara, MPEeACTaBIECHHOTO MPOU3BOJUTEIEM JIEKAPCTBEHHBIX IpPENapaToB WU
YIIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHMM C HacToAmuM @DenepalbHbBIM 3aKOHOM B
YIOJIHOMOYEHHBIN (peiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yILIaThl TOCYAAPCTBEHHOM MOLUTMHEI, IPETyCMOTPEHHOI 3akoHOAaTenbcTBOM Poccuiickoit deneparuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpunsAtue pemeHUss O BHECEHMM M3MEHEHUHl B JOKYMEHTBI, COJAep)Kalluecs B
PErUCTpPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar Ajas MEeIUILMHCKOIo
MIPUMEHEHUSI U TIpEeACTaBIE€HHBIE /0 JIHSA BCTYIUJIEHUS B CWIy Hacrosimero denepanbHOro 3aKOHa, U
IIPUHATHE PEIICHNS O BHECEHUH U3MEHEHUI B JOKYMEHTBI, COJIEpKAILEECs B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULIUHCKOTO IPUMEHEHHUS U MPECTaBIEHHbIE HA
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHSA BCTYIUIEHHUsS B CHIly HacTosuiero denepaibHOro 3aKkoHa,
OCYILIECTBISIOTCS Ha OCHOBaHUM JOKYMEHTOB U JaHHBIX, MPEACTABIECHHBIX 0 JHS BCTYIUIEHUS B CHILY
Hacrosimero denepaqbHOrO 3aKOHA, a TaKXKe 3asBJIEHUS O BHECEHWHM M3MEHEHUH B JIOKYMEHTHI,
coJiepKallfecs B PEruCTPAllMOHHOM JIOChE Ha 3aperuCTpUpPOBAHHBIM JIEKAPCTBEHHBIN MpemnapaT s
MEIUIMHCKOTO TPUMEHEHUs, IMPEICTaBICHHOIO IPOU3BOAMUTENEM JIEKapCTBEHHBIX IpenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCIIONHUTENbHOU BiaacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHUs
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBI, IPEyCMOTPEHHOM 3aKOHOAaTeNnbCcTBOM Poccuiickon denepanuu o
Hajorax u cobopax.

(dactp 3.3 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMil Ha TNPOBEACHHE KIMHUYECKHX MCCIEIOBAHUN JIEKapCTBEHHBIX
MpenaparoB Uil MEJULMHCKOTO NMPUMEHEHHS 10 3asBICHUSAM, NOJAHHBIM JO0 JIHS BCTYIUIEHHS B CUILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asABICHUSAM, ITOJAHHBIM I10CIIE JHS BCTYILICHUS B CUILY
Hacrosiniero denepanbHOro 3aK0HAa HA OCHOBAHUM JKCIEPTH3, TPOBEACHHBIX 10 JHS BCTYIUICHHS B CHILY
Hacrosiero denepaJbHOrO 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBUM C HacrosmuMm dDenepalbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB W JAHHBIX, IPEJACTABICHHBIX WIH ITOJIYYEHHBIX 0 JHS BCTYIUICHUS
B cuiy Hacrosuero denepanbHOro 3aK0Ha, a TAKK€ Ha OCHOBAHMM KOIIMM IIPEABAPUTEIILHOIO JOTr0BOPA
00s3aT€IbHOTO  CTPAXOBAHUS KU3HHU, 3JIOPOBbS  IALIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

UCCIIEIOBAaHUM JICKAPCTBEHHOI'O Tpernapara A MEAUIHUHCKOrO MPUMEHEHUs, WM KOIHU J0roBOpa
0053aTENIFHOTO ~ CTPAXOBAaHUS  KHU3HHM, 3/J0pOBbSl NAIMEHTOB, YYaCTBYIOUIMX B  KIWHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOTO TMperapara Uil MEAMIMHCKOTO MPUMEHEHHs, JIMOO MpeCTaBIEHHOM
KOIIMH JO0rOBOpa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIFOYCHHOTO B COOTBETCTBUU C THUIIOBBIMH IPAaBUIAMU
00513aTeILHOTO CTPAaxXOBaHMsSI, C YKa3aHHWEM IMpeIesIbHON YHCIEHHOCTH NAllMeHTOB, Y4acTBYIOIIUX B
KJIIMHUYECKOM HCCJIEI0BAaHUU JIEKAPCTBEHHOI'O IIpernapaTa JJii MEIULUHCKOIO IpUMEHEHMs, 0e3
TpeOOBaHUs YIUIAThl FOCYAapCTBEHHOW MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJAaTeNnbCcTBOM 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 BaJIOT€ 10 AHS BCTYIUICHUS B CHJIYy HACTOSIIETO
denepanbHOrO 3aKOHA PEIEIbHbBIE OTITYCKHbIE LIEHbl MHOCTPAHHBIX IPOU3BOAUTEINICH HA JIEKAPCTBEHHbIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEWIIUX JICKAPCTBCHHBIX
IpernapaToB, MOJIeKaT nmepecuery B pyonu no kypey LlentpanbHoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHyio IIpaButenbctBom Poccuiickoit denepanuu, 0€3 MpEeACTABICHHUS 3asBICHUS O
IepecyeTe LeHbl C BHECEHUEM COOTBETCTBYIOIMX M3MEHEHUH B rOCYJIAPCTBEHHBIN PEECTp MPEeaeiabHbIX
OTIYCKHBIX II€H MPOM3BOJUTENCH Ha JICKAPCTBEHHBIE IMpernapaThl, BKIIOUYCHHbIC B MEPEUEHb KM3HEHHO
HEO0OXOIUMBIX M BaKHEUIIIHNX JIEKAPCTBEHHBIX MPENapaToB.

(dactp 3.5 BBeaena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 10 JHS BCTYIUIEHUsT B cuily Hactosmero ®denepanbHoro 3akoHa
MpeAelibHbIE OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJUTENCH Ha JICKAPCTBEHHBIE Iperaparhl,
BKJIIOYCHHBIC B TEpPEYEHb J>KM3HEHHO HEOOXOIMMBIX M BaKHEUIIUX JICKAPCTBEHHBIX IIPENapaToB,
nojuiexar wuHAekcauuu ¢ 1 HosOps 2010 roma wcxonas W3 NPOTHO3HPYEMOTO YpPOBHS HMHMISAINH,
ycranoBieHHOro denepanbHbiM 3aKk0HOM OT 2 nexadpsa 2009 roga N 308-03 "O ¢denepanbHOM Or01KETE
Ha 2010 rox u Ha nnanoBsIil mepuoa 2011 u 2012 ronos" wa 2011 rog.

(dactp 3.6 BBegeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. IMocne 1 maprta 2011 roma He qomMycKarOTCsl MPOU3BOJCTBO U BBO3 B Poccuiickyro deneparuto
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MApKUPOBKOM, KOTOpast ObljIa HAHECEHA J0 JHS BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [1o MCTeYeHMHM yKa3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIC
mpemnapaTsl MOTYT OTIYCKAaThCs, PEAlM30BBIBATHCS, MEpeaaBaThbCsl M MPUMEHSTHCS A0 UCTEUEHUS HUX
CpOKa TOJTHOCTH.

(B pen. PenepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCcTymieHUs B cuity Hactosimero deaepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOUMTENBHO JIOMYCKAeTCs TMPOBEIEHUE OKCIEePTU3bl JIEKApCTBEHHBIX CPEACTB  OAKCIEPTaMHU
BKCHepTHOFO y‘Ipe)K)leHI/Iﬂ o HpOXO)KI[GHI/Ifl nMHn aTTecralnn B HOpr}IKC, YCTaHOBJ'IeHHOM
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

5. Co mHs BCTyIuieHHS B cuily Hacrosimiero deaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOUNTENIBHO OCYILECTBIISETCS MEPEXO] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
MpaBWJIaMH OpPTaHHU3aIMK MPOU3BOICTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
yactu | cratem 45 Hactosmero ®exepalbHOrO 3aKOHa, B TNOJHOM oObeme. Cpoku mepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBIMH
TpeOOBAHMSAMHU MAHHBIX NPABWJI, BKIIOYAs CPOKM ATTECTAllMM YMOJTHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosmero denepanpbHOrO 3aKOHa, ycTaHaBlIMBarOTCA IIpaBuTEnscTBOM
Poccutickoit denepanuu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.07.2023

6. JIuneH3uu Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, BbLIaHHbIE 10 1 sHBaps 2014 rona,
neiictBytor nocie 1 sHBaps 2014 roma n0 ucTedeHMs! CpOKa MX JIEHUCTBUS NPU YCIOBUU COOTBETCTBHUSA
JUIIEH3MaTa TpaBUjaM OpTraHM3alliyd TPOU3BOJICTBA M KOHTPOJISI KAauyecTBa JICKAPCTBEHHBIX CPEJICTB,
YKa3aHHbBIM B yacTu | cratbu 45 Hacrosero denepanbHOro 3aKOHa.

7. ®opMupOBaHHE TOCYIapCTBEHHOIO 3a/JlaHHs Ha IMPOBEIEHUE OJKCIEPTU3bl JEKAapPCTBEHHBIX
cpencTB (eaepaaTbHOMY TOCYAApCTBEHHOMY OIOKETHOMY YUPEKACHHUIO MO TPOBEACHHUIO DKCIECPTHU3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIEUEHHUE BBIMIOJHEHUSI 3TOTO 3a/laHUsl OCYIECTBIISIFOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3akoHOM OT 12 siuBaps 1996 rona N 7-®3 "O HekoMMepUeCcKux
opranu3anusx".

(uactb 7 BBeneHa denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3uneHt
Poccuiickoit @enepanuu
JA.MEJIBEJIEB
MockBa, Kpemib
12 anpens 2010 rona
N 61-D3
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