depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
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[okymeHT npegoctasneH KoHcynbTaHTlnoc

12 anpens 2010 roga N 61-®3

POCCUNCKAS ®EOEPALIUSA
®EOEPANbHbINA 3AKOH
OB OBPALLUEHNU NEKAPCTBEHHbIX CPELCTB

MpuHar
"ocynapcTtseHHoW [ymon
24 mapTta 2010 roga

OpobpeH
CoseTtom Peaepaumm
31 mapTta 2010 roga

Cnncok N3MEHSIIOLLNX JOKYMEHTOB
(B peq. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-93,

o1 11.10.2010 N 271-93, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
o1 25.11.2013 N 317-93, o1 12.03.2014 N 33-®3, 01 22.10.2014 N 313-93,

0T 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
oT1 29.06.2015 N 160-93, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
ot1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,

oT 28.12.2017 N 425-®3 (pen. 28.11.2018), ot 04.06.2018 N 140-93,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-93, o1 06.06.2019 N 134-93)

Mnasa 1. OBLWUE NMNONOXEHUA
Crtatbs 1. MpeameT perynupoBaHus HacTosiwero ®enepanbHOro 3akoHa

1. Hactoawun degepanbHbll 3aKOH perynvpyet OTHOLLEHWS, BO3HMKalOLMe B CBS3W C obpalueHuem -
pa3paboTkon,  AOKIMHUYECKUMW  UCCNEAOBAHUSAMM,  KIMHUYECKUMW  UCCREAOBAHUSIMKU,  3KCMEPTU3OW,
rocyqapCTBeHHOW perucrtpauuen, CcO CTaHgapTM3aumed WM € KOHTpPoOMeMm  KayecTBa, NPOWM3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, MepeBO3KoW, BBO30OM B Poccuickylo Pepgepaumio, BbiBO3oOM u3 Poccuickon
degepaumn, peknamon, OTMYCKOM, peanusauuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHMEM FeKapCTBEHHbIX
cpencTs.

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

2. Hactoawuii ®depepanbHbli 3aKOH yCTaHaBNUBAeT MNPUOPUTET TOCYAAPCTBEHHOMO perynmpoBaHust
6e3onacHocTU, kKayecTBa 1 3OPEKTUBHOCTU NEKAPCTBEHHLIX CPEACTB NPU UX 0BpaLleHnu.
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

CraTtbsa 2. Ccepa npumeHeHMA HacToswero PegepanbHOro 3akoHa

Hactoswun depepanbHbii  3aKOH MNPUMEHSAETCA K  OTHOLLUEHMSIM, BO3HMKAKOLWMM npu  obpaleHun
NlekapCTBEHHLIX CPEACTB Ha Tepputopumn Poccuinckon degepaumm.

CrtaTtbs 3. 3akoHOoAaTeNbLCTBO 06 OOpaLLeHNN NeKapCTBEHHbIX CPeacTB

1. 3akoHogaTenbcTBO 00 o6pau.|,eHM|/| NIeKapCTBEHHbIX CpeacTB COCTOUT M3 HaCTosALlero CDe,u,epaanoro
3akKoHa, Opyrunx (bep,epaanblx 3aKOHOB U UHbIX HOPMAaTUBHbIX NMPaBOBbIX akTOB Poccunckon <De,qepaL|,|/W|.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

1.1. 3akoHopaTenbCcTBO 006 OOpalleHWM nekapCTBEHHbIX CPeACTB B OTHOLUEHMU HOPUAMYECKUX Iny U
WHOUBMAYaAnNbHbIX NpeanpuHUMaTenen, OCYLIECTBNALWMX AeSATEeNbHOCTb Ha TepputopunM MeXAyHapoaHOro
MEeLMLIMHCKOro Kractepa, MpUMEHSIeTCAa C y4eTOM OCOOeHHOCTeNn, ycTaHoBneHHbiXx PenepanbHbiM 3akoHom "O
MEeXAyHapOAHOM MEeOMLIMHCKOM KnacTepe W BHECEHUMM W3MEHEHMN B OTAenNbHble 3aKkoHoAaTelNbHble aKThbl
Poccunckon depepauymn’.

(vacTb 1.1 BBeaeHa PepepanbHbiM 3akoHOM OT 29.06.2015 N 160-03)

2. [ewnctBue HacTtosiwero ®depgepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpaleHne HapKOTUYECKMX
NeKapCTBEHHbIX CPEeACTB U MCUXOTPOMHbIX NEKAapPCTBEHHbIX CPEACTB C Y4EeTOM OCOOEHHOCTEWN, YCTaHOBIEHHbIX
3akoHogaTenscTBoM Poccuickon denepaumm 0 HapKOTUYECKUX CpeacTBax, NMCUMXOTPOMHbIX BellecTBax M o6 mx
npekypcopax.

3. Henctene HacTosLero depnepanbHOro 3aKoHa pacnpocTpaHdaeTcs Ha obpalueHune
pagnocdapMaleBTUYECKUX  JTEKAPCTBEHHbIX cpeacTs C  yyeTom 0CcobOeHHOCTEN, YCTaHOBJIEHHbIX
3akoHogaTtenbcTBoM Poccuinckon degepaumm B obnactm obecnedeHms pagualnoHHon 6e3onacHoCTHU.

4. Ecnn mexayHapogHbiM goroBopoM Poccuinickon ®epepaumm ycTaHOBMEHbI WHble MNpaBuna, YeM Te,
KOTOpble NpeaycMOTpeHbl Hactosiwum degepanbHbIM  3aKOHOM, MPUMEHSIOTCS NpaBuna  MeXayHapoaHOoro
gorosopa.

5. B Poccuickon denepaunm B COOTBETCTBUMN C MEXOYyHapOoAHbIMM gorosopammn Poccuickon degepauum u
(urn) Ha ocHOBe npuHLUMNAa B3aMMHOCTU MPU3HATCA pe3yrnbTaTbl KIMHUYECKUX WUCCIEOOBAHWIA NeKapCTBEHHbIX
npenapaToB ANs MeANLUMHCKOro NPUMEHEHWs, NPOBEAEHHbIX 3a npegenamun tepputopun Poccuiickon degepaumm.

Crtatbsl 4. OCHOBHbIe NMOHATUA, UCNONb3yeMble B HacTosileM PeaepanbHOM 3aKOHe
Ona uenewn HacTosiwero ®eaepanbHOro 3akoOHa UCMONb3YIOTCSA CreayoLLMe OCHOBHbIE NOHATUS:

1) nekapcTBeHHble CpefcTBa - BeLlecTBa WNU MX KOMOWHaUMKW, BCTyNaloLlue B KOHTaKT C OpraHu3mMom
YernoBeka UMW XUBOTHOMO, NMPOHUKAIOLLME B OpraHbl, TKaHW OpraHnuama 4YenoBeKka WK XXMBOTHOTO, NPUMEHsIEMble
Ana NpodUNakTUKM, OMarHOCTUKU (32 WCKMIOYEHMEM BELLECTB UMM UX KOMOWHAUWA, HE KOHTaKTUPYHLIMX C
OpraHM3MOM YerioBeka WM  XKMBOTHOrO), JneyeHus 3aboneBaHus, peabunuTtauuun, ANsi  COXpaHeHus,
npefoTBpaLLeHns Unu npepbiBaHUS 6EPEeMEHHOCTM 1 NOMYyYEHHbIE U3 KPOBU, NMa3mbl KPOBU, U3 OPraHoB, TKaHemn
opraHu3mMa 4eroBeka WM >KMBOTHOFO, pPacTeHW, MUHEPanoB MeTo4aMW CUHTe3a WU C MPUMEHEHMEM
b6uonornyecknx TexHonorni. K nekapcTBeHHbIM CpeacTBaM OTHOCATCH hapMaueBTMYECKMe CyOGCcTaHuMn wu
neKkapcTBEeHHbIe NpenaparTsbl;

2) dapmaueBTMYeckas cybcTaHUMa - feKkapCcTBEHHOe CpeacTBO B BMAE OAHOMO WM HECKOMbKUX
obnagarowmnx ¢apMakosiorM4eckon akTMBHOCTbIO AeNCTBYIOLMX BeELECTB BHE 3aBWCMMOCTM OT MpUPOAbI
NMPOUCXOXOEHWS, KOTOpOe MpedHasHayeHo Ans NPOM3BOACTBA, M3rOTOBMEHMS NeKapCTBEHHbIX NpenapaToB U
onpegensaeT nx apMEKTUBHOCTb;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

3) BCnomoraTtenbHble BewecTtBa - BelwecTtBa HeOopraHM4eckoro unnM opraHun4eckoro npouncxoxneHuda,
ncnonb3dyemble B Mpouecce npon3BoAcCTBa, WU3rOTOBNIEHUA JEKapCTBEHHbIX MpenapatoB And npugaHna um
HeobxoauMbIX (*)I/I3VIKO-XVIMI/I‘-IeCKI/IX CBOWCTB;

4) nexkapcTBeHHble MpenapaTtbl - NeKapCTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHbIX (hOPM, NPUMEHSIEMbIE
ANna nNpounakTukn, AUArHOCTUKK, redeHns 3abonesaHusi, peabunutauumu, ANs COXPaHEHWUs, NpeaoTBpaLLeHUs
nnu npepbiBaHns 6epemMeHHOCTY;

5) NleKapcTBeHHaA cbopma - COCTOAHME JeKapCTBEHHOro npenaparta, COOTBeTCTByHLlee cnocobam ero
BBEeAEHUNA N NPUMEHEHNA U obecneynBatoLlee AOCTUXKEHNE HeobxoanmMoro nevyebHoro 3(b¢)eKTa;

5.1) OoavpoBka - cogepXaHue OOHOIO WM HECKOMbKUX AEWCTBYHOLMX BELWECTB B KOMUYECTBEHHOM
BbIp@XXEHUWM Ha eauHULY 003bl, UMK eauHULy oBbema, UMM eduHULY MacChl B COOTBETCTBUM C NEKapCTBEHHOM
dopMoii NMBO ANA HEKOTOPLIX BMOOB JleKapCTBEHHbIX DOPM KONMMYECTBO BbICBOGOXAAEMOro U3 fekapCcTBEeHHOM
dbopMbl AEVCTBYIOLLErO BELLECTBA 3a eAVHNLY BPEMEHMU;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(n. 5.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyvyeHb KUBHEHHO HEeobXOAMMbIX U BaXHEWLLMX HNeKapCTBEHHbIX MpenapatoB - eXerogHo
yTBepxaaembln NpaButenbctBoM Poccuiickon ®egepaumm nepeyeHb JeKapCTBEHHbLIX MpenapaTtoB  Ans
MEOULMHCKOTO MNpUMEHeHusi, obecnevMBalownx MpUOPUTETHbIE MNOTPEOHOCTU 34paBOOXPAHEHUS B Lensx
npodmMnakTkn n nedeHus 3aboneBaHui, B TOM 4ucre npeobnagalowmx B CTpykType 3aborneBaemoct B
Poccunckon ®egepaumu;

6.1) opdaHHble rnekapCTBeHHble Mpenapatbl - NeKapCTBEHHble npenapaTbl, NpeaHa3HaYeHHble
NCKIMIOYUTENBHO ANS ONArHOCTUKM WM NAaTOreHEeTUYECKOro JieYeHus (NevYeHusl, HanpaBfieHHOrO Ha MeXaHW3M
pa3BuTUSA 3aboneBaHus) pegkux (opdaHHbIX) 3aboneBaHuni;

(n. 6.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) Guonornyeckme nekapcTBeEHHblE MpenapaTbl - NeKapCTBEHHbIE Mpenaparbl, AENCTBYOLLEE BELLECTBO
KOTOPbIX NPOM3BEAEHO MMM BblAENEHO U3 OMOMOrMyeckoro UCToYHMKa U ANsi onpeaeneHnsi CBOMCTB M KadyecTBa
KOTOpbIX Heobxoamma KombuHaumst 6uonormyecknx u  OU3NKO-XxMMudeckmx metogoB. K Guonorndeckum
NeKkapcTBEHHbIM MpernapaTam OTHOCATCS MMMYHODMONOrM4yeckMe nekapcTBEHHble npenaparbl, NEeKapCTBEHHbIE
npenapaTtbl, MNOMYyYEHHbIE N3 KPOBW, Mra3Mbl KPOBWU YENOBEKA U XXMBOTHbIX (3@ WUCKMIOYEHUEM LENbHOW KpOBWM),
BMoTeXHONOrMYeCcKkMe neKkapCcTBEHHbIE NpenapaThbl, reHoTepaneBTUYECKNE NEKapCTBEHHbIE NpenaparTbl;

(n. 6.2 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

7) MMMyHOBMONOrMyeckMe nekapcTBeHHble npenapaTtbl - fleKapCTBeHHble Mnpenaparbl, npeAHa3HavYeHHble
ans opmMupoBaHns akTMBHOrO MMM MNacCMBHOMO MMMyHMTETa N0 AMAarHOCTUKU HanMyus MMMYHUTETa WIu
ONarHoCTVKN cneummnyeckoro nNpuobpeTeHHOro U3MeHeHnss MMMYHOMOMMYECKOro OTBeTa Ha annepruaupyrowme
BewecTBa. K MMMyHOBMONOrMYeCckMM nekapcTBEHHbIM NpenapatamMm OTHOCATCH BaKUWHbI, aHATOKCWHbI, TOKCUHBI,
CbIBOPOTKU, MMMYHOIrMOBYMWHbI U anmneprexs;

(n. 7 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

7.1) OuoTexHonormyeckMe neKkapcTBeHHble npenapaTbl - feKapCTBEHHble npenapaTtbl, MNPOU3BOACTBO
KOTOpbIX OCYLLECTBNAETCA C MWCNOMb30BaHMEM OMOTEXHOMOrMYyecknx npoLeccoB M MeToaoB (B TOM uucne
OHK-pekombuHaHTHON TEXHONOrMM, TEXHONOMMM KOHTPONUPYEMOW 3KCNPECCUM TeHOB, KOAMPYIOLWMX Buonormyecku
aKkTMBHble Benkv B NpokapuoTax M 3ykapuoTax, BKIYas M3MEHEHHbIE KIeTKM MNeKkonuTawLwmx), rmépuagoMHoro
MeToAa U MeToda MOHOKIMOHAarbHbIX aHTUTEN;

(n. 7.1 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKNE fNeKkapCTBEHHbIe npenapaThl - NeKkapCTBEHHbIe npenapatbl, dhapMaueBTmyeckas
CcybGCTaHUMS KOTOPbIX ABMAETCA PEKOMOVMHAHTHOWM HYKIEMHOBOW KUCNOTOW UKW BKItovaeT B cebsi peKoMOUHaHTHYI0
HYKIEVHOBYIO KWUCIIOTY, MO3BOMSIOLLYI0 OCYLLEeCTBMATb perynupoBaHue, penapauuio, 3ameHy, gobasnexHue unu
yAoaneHue reHeTU4Yeckon nocrnegoBaTernbHOCTY;

(n. 7.2 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapkoTMyeckme nekapCcTBEHHble CpeacTBa - JIeKapCTBEHHble npenapaTtbl M hapmaueBTMdecKme
cybcTaHuun, cogepxalime HapKOTMYeCKMe cpeacTBa M BKMOYEHHble B [lepedeHb HapKOTUYECKUX CpPEeAcCTB,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOoANexallmx KoHTporno B Poccuickon ®egepaumm, B COOTBETCTBUN C
3akoHogaTenbcTBoM Poccuiickon depepaumu, mexagyHapoaHbiMu goroBopamu Poccuiickon defepauun, B TOM
yucne EanHon KoHBEHUMEN O HapKOTU4eCKnx cpeacteax 1961 rona;

9) nNCUXOTPOMHbLIE IEKApCTBEHHbIE CpPEeACTBa - JIeKApCTBEHHble npenapatbl U dapMaleBTUYeckme
cybcTaHuuKn, coaepxalime MCUXOTPOMNHbIE BELLECTBA M BKIYEHHble B [lepevyeHb HapKOTMYECKUX CPEACTB,
NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, Noanexawmx KoHTponto B Poccuiickon ®epepaunm, B COOTBETCTBUM C
3akoHogatenbcTBoM Poccunckon ®epepauumun, mexayHapoaHeiMu gorosopamu Poccuiickon defepauun, B TOM
yncne KoHBeHLMeN 0 NCuxoTponHbiX BewecTtsax 1971 roaa;

10) pagnodapmaLeBTMYECKME NTEKAPCTBEHHBIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE COAEPXKaT B
rOTOBOM Afs WCMONb30BaHMA opMe OAWH PagMOHYKNUA WM HECKONbKO PaguoHYKNUMOOB (pagmnOaKkTUMBHBIX
N30TOMoB);

11) pedepeHTHbI NeKapCTBEHHbIV nNpenapat - JIeKapCTBEHHbIN MpenapaT, KOTOpbI  BrepBble
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

3aperucTpupoBaH B Poccuinckon deagepauum, ka4ectBo, 3deKTUBHOCTb N 6€30NacHOCTb KOTOPOro AokasaHbl Ha
OCHOBaHUM pe3ynbTaToB AOKITUHUYECKUX UCCNEeOOBaHUIA fNekapCTBEHHbIX CPeACTB U KMMHUYECKUX UCCenoBaHum
rnekapcTBEHHbIX NpenapaToB, NPOBeAEHHbIX B COOTBETCTBUM C TpeboBaHuAMM yacTen 6 u 7 ctatbn 18 HacTosLwero
depnepanbHOro 3akoHa B OTHOLUEHMW §EKapCTBEHHbIX CPeACTB ANs MEAMUMHCKOro npuMeHeHuss nubo B
cooTBeTCTBMU C TpeboBaHmamMM cTaTbm 12 HacTodwero PenepanbHOro 3akoHa B OTHOLUEHWWN JIEKAapPCTBEHHbIX
cpeacTB AN BeTEpPUHAPHOTO MPUMEHEHUS, U KOTOPbIA WCMOMb3yeTcsl ANS OUEHKU OMO3KBUBANEHTHOCTU WNn
TepaneBTMYECKON 3KBMBANEHTHOCTM, KayecTBa, 3ddeKkTMBHOCTM M 6e30nacHOCTM BOCMPOU3BEOEHHOIO WNn
BuroaHanorosoro (6nonogoOHOro) NekapcTBEHHOroO nNpenapara;

(B peq. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-03)

12) BOCNpOM3BEAEHHbI NEKAPCTBEHHbIA MpenapaTt - NIeKapCTBEHHbIN npenapaT, KOTOpblA UMEET TaKoW Xe
KayeCTBEHHbIN COCTaB M KONMMYECTBEHHbIN COCTaB AENCTBYHOLLUMX BELLECTB B TAKOW Xe NeKapCTBEHHON hopmMe, UTO
N pedepeHTHbIN NeKapCTBEHHbIN npenapaT, U OMO3KBUMBANEHTHOCTb UMM TepaneBTMYEeCKasl 3KBUBANEHTHOCTb
KOTOporo pedepeHTHOMY NleKapCTBEHHOMY MpenapaTty NoATBEPXKAEeHa COOTBETCTBYIOLLUMU NCCNEA0BaHNSMM;

(n. 12 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

12.1) TepaneBTMYecCKas 3KBMBANEHTHOCTb - OOCTWXKEHME KIMHUYECKM COMOCTaBMMOrO TepaneBTUYECKOro
acbdekTa Npu NPUMEHEHUW NeKapCTBEHHbIX NpenapaToB ANs MeAULUMHCKOro MpUMEHEeHUs Ans OAHOW M TOW Xe
rpynnbl BOMbHBLIX MO OOHUM U TEM Ke MOKa3aHWSM K MPUMEHEHUIO;

(n. 12.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.2) 6wnoaHanoroBbin (6nonodobHLIV) nekapcTBeHHbI npenapaT (bwoaHanor) -  Buonornyeckun
neKapcTBEHHbIN npenapar, CXOXWI No napameTpamM KadecTBa, 3ppeKTMBHOCTM 1 6e3onacHOCTM ¢ pedepeHTHbIM
BuonornyecknM nekapcTBEHHbIM MpenapaTtoM B TakoW e neKapcTBeHHOW (opMe U UMELWMN WAEHTUYHbIV
cnocob BBeaeHUs;

(n. 12.2 BBegeH PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3ameHsieMblVi MEeKapCTBEHHbIV MnpenapaTr - feKkapCTBEHHbIW npenapaT C [oKa3aHHON
TepaneBTUYECKON IKBMBANEHTHOCTbIO NN BMO3KBMBANEHTHOCTHIO B OTHOLIEHUM peddepeHTHOro fekapCTBEHHOIo
npenapaTta, MMeLWNA SKBMBANEHTHbIE €My KayeCTBEHHbI COCTaB M KOMMYECTBEHHbIN COCTaB AEWNCTBYIOLLMX
BeLLleCTB, COCTaB BCMOMOraTenbHbIX BELLECTB, flekapCcTBEHHYI0 (hopMy 1 cnocob BBeAeHWS;

(n. 12.3 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

13) NnekapCTBeHHOe pacTutesibHoe Cbipbe - CBeXune WM BbICYyLWEeHHble pacTeHUdA nmbo ux 4actw,
ncnonb3dyemble Ond npom3BoacTBa JNieKapCTBEHHbIX CpeacTB OopraHn3aunamMmm - npon3BoanTenaMmm nekapCTBeHHbIX
cpenoCctB UM U3roToBIEHUA  JIEKApPCTBEHHbIX npenapaTtoB  anTedYHbiIMU  OpraHu3aunamun, BeTepUuHapHbIMU
anTeyHbiMn opraHunsauunsamu, nHamsmngyarnibHbIMn npegnpuHMMaTenamu, nMerwmnmmn JTIMUEH3NI0 Ha
d)apmaueBTquCKyro AEeATENNIbHOCTb;,

14) nekapCTBEHHbI pacTUTenbHbIA MpenapaTt - feKkapCTBEHHbIN npenapaTt, MNpPOU3BEAEHHbI UNn
N3roTOBMEHHbIN U3 OQHOMO BUAA NEKAPCTBEHHOro PacTUTENbHOIO ChipbS UMW HECKOMbKMX BUOOB TaKOro Cbipbs U
peanu3yemblii B pacacoBaHHOM BuAe BO BTOPUYHOM (MOTPEBMTENBCKOW) YNakoBKe;

15) romeonaTMyecKkMn neKapCTBEHHbIV MpenapaT - MeKapCTBEHHbI npenapaT, NpPOV3BEAEHHbIN UMK
N3roTOBMEHHbIV M3 dhapmaueBTU4ecKon cybcTaHuum unn dapmaueBTU4ecKnx cybcTaHuMi B COOTBETCTBUM C
TpeboBaHuAMN O6WMX hapMakonemHbIX cTaTe K roMeonaTtuyeckuM neKkapCTBEeHHbIM npenapatam unu B
COOTBETCTBUM C TpeboBaHMAMN hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NlekapCTBEHHOro npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

16) mexgyHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHMEe IeKapCTBEHHOIO cpeactBa - HavMMEHOBaHWe
OelCcTBylOLLEero BellecTBa papMaueBTUYECKOW CybCcTaHuMKM, pekomeHaoBaHHOe BcemupHow opraHusauuen
3[paBOOXPaHEHNS;

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HauMeHOBaHWE NEKapCTBEHHOrO0 CpeAcTBa - HauMeHOBaHME eKapCTBEHHOro CpeacTsa,
NMPUCBOEHHOE ero paspaboTuvkoM, [JepxaTtenem Wwnu BriagenbLeM PerncTpauMoHHOro  yAOCTOBEpPEHUS
nekapcTBEHHOro npenapara;

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

17.1) rpynnMpoBOYHOE HaUMEHOBaHWE JIEKAPCTBEHHOrO MpenapaTa - HaWMeHOBaHWEe IEeKapCTBEHHOIO
npenapaTa, He UMEeLLEro MeXayHapo4HOro HenaTeHTOBAHHOIO HaMMEHOBaHWS, UM KOMBUHALMN NEKAPCTBEHHbIX
npenapaToB, WUCMOMb3yeMoe B LENsXx OObeauMHEHMs1 MX B rpynny noa eauHbiM HauMeHOBaHWEM UucCxoas W3
0OVHAaKOBOro CocTaBa AEeNCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

18) obwasa papmakonenHasa cTaTbsl - LOKYMEHT, YTBEPXKAEHHbIN YNOTHOMOYEHHbIM doegeparnbHbIM OpraHoM
WCNONHUTENBHON BNAcTU U COAEpXaLlMn nepeyeHb nokasatenen kadectsa v (Unn) MeToO0B KOHTPONSA KayecTBa
KOHKPETHOW NeKapCcTBEHHOW (POpMbl, NEKapCTBEHHOrO pPaCTUTENIbHOrO Cblpbsi, OMMWCAaHUS OMONOrNYECKUX,
OMOXMMMNYECKUX, MUKPOBMOMNOrNYECKNX, (UINKO-XUMUYECKNX, (UUNYECKMX, XUMWUYECKMX W OpYrux MeTonoB
aHanusa nekapcTBEHHOro cpeactBa, a Takke TpeboBaHMS K UCNONb3yeMbliM B LENsxX NpoBefeHUd OaHHOro
aHanusa peakTuBam, TUTPOBaHHbLIM pacTBOpaM, MHAMKaTopam;

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

19) dapmakonenHasi ctaTbsl - [OOKYMEHT, YTBEPXOEHHbIA YMONHOMOYEHHbIM deaepanbHbIM OpraHoM
NCMNONMHUTENbHOW BNacTv M cogepXalum nepeyeHb MokasaTenen KadectBa M MeETOOOB KOHTPONS KayecTBa
NeKapCTBEHHOrO CPeAcTBa;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19.1) craHgapTHble obpa3subl - BewecTsa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMU OCYLLECTBASIETCH KOHTPOrb
KavecTBa uccneayeMblX NeKapCTBEHHbIX CPEACTB C MOMOLLbI (DU3UKO-XMMUYECKNX U BMOMormyeckux MeToaoB B
Luenax nOATBEpPXAEHWs COOTBETCTBMA JleKapCTBEHHbIX CpeacTB TpeboBaHMAM HOpPMATMBHOW AOKyMeHTauuw,
YCTaHOBIEHHbIM NPY OCYLLECTBNEHNUN rOCYAapCTBEHHOW perncTpaunm, 1 KoTopble NPUMEHSATCA AN KanubpoBKu
CTaHAapTHbIX 06pa3L0oB NPOM3BOAUTENS IEKaPCTBEHHbIX CPEACTB, UCMONb3YeMbIX A KOHTPOMS Ka4yecTBa U MHbIX
uernen npy obpaleHnn nekapcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) dpapmakonenHbIn cTaH4apTHBIM obpasel - cTaHAapTHLIN obpasew, NponsBedeHHbIVi B COOTBETCTBUM C
drapMakonemnHom cTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HOpMaTuMBHaA OOKyMeHTauuda - OOKYMEHT, co,qepmau.l,vu?l nepeyvyeHb onpenendemMblX NO pesyribTaTamM
COOTBETCTBYHIOLLNX SIKCNEepPTU3 nokasartenen kayecTea NekapCTBeHHOro cpeactea Ana MmeaguumHCKOro npuMeHeHus,
MEeTOO0B KOHTPOJ1A ero Kavyectsa u yCTaHOBHeHHbIVI ero npounssoguTenem;,

21) HoOpMaTMBHbIA [OKYMEHT - [OKYMEHT, COOEpXallui nepeveHb onpeaensieMbix Mo pesynbTaTamM
COOTBETCTBYIOLUMX 3IKCMEPTU3 MoOKasaTenen kavectBa M (MnNKU) MeTOAOB KOHTPOINsSl KayecTBa IeKapCTBEHHOW
¢hopMbI, onucaHns BMONornyecknx, BUOXMMUYECKUX, MUKPOBUOMNOTNYECKMX, (PU3NKO-XUMUYECKUX, (PU3NHECKUX,
XMMUYECKMX U OPYrMX METOA0B aHanu3a nekapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHeHUs1, TpeboBaHms K
NCMoNb3yeMbIM B LIENSX NPOBEAEHUS AaHHOrO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaM, MHAMKaTopam u
YCTaHOBIEHHbI €ro NPon3BoanUTENEM;

21.1) oOLWMIN TEXHUYECKUA AOKYMEHT - KOMMMEKT AOKYMEHTOB WU MaTepuanoB, COCTOSLLMIA M3 HECKOSbKUX
pas3gernoB - JOKYMeHTauuy agMUHUCTPATUBHOIO XapakTepa, XMMUYECKon, dhapMaLeBTUYecKon 1 BMonornyeckon
OOKyMeHTaumu, ¢apmMakoniormyeckon, TOKCUKOSOTMYECKON [AOKYMEHTaLMKW, KIUMHWYECKOW [AOKYyMEeHTauun U
npeacTaBnsieMbli OQHOBPEMEHHO C 3asiBNIEHMEM O rOCYAapCTBEHHOW perMcTpaumm NekapCcTBEHHOro npenapara
ONs MeOuMUMHCKOrO MpUMeHeHuss B dopmarte, YCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM defepanbHbIM  OpraHom
NCMONHNTENBHON BNAcTW;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) Ka4yeCTBO IeKapCTBEHHOrO CpeacTBa - COOTBETCTBME IEKAapCTBEHHOro cpeactsa  TpebGosaHusaM
bapmakonenHoi cTaTb nM6O B crydyae ee OTCYTCTBUSI HOPMAaTVBHOW AOKYMEHTAUWM WM HOPMAaTMBHOIO
[IOKYMEHTa;

23) 6e3onacHOCTb NekapCTBEHHOro CPEACTBaA - XapakTepucTuka NekapCTBEHHOro CpeacTBa, OCHOBaHHas Ha
CpaBHUTENBHOM aHanuse ero 3pPEKTUBHOCTU U pUCKa NPUYMHEHUST Bpeda 300POBbIO;

24) 3b(hEKTUBHOCTb FIEKAPCTBEHHOrO Npenaparta - XapakTepuCTUKa CTEMEHU MOJIOKUTENBHOrO BIIMSIHUS
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

nekapcTBEHHOro npenapata Ha TedyeHue, NPOOOIKUTENLHOCTL 3aboneBaHMss WNM ero npegoTBpalleHue,
peabunuTaumio, Ha coxpaHeHue, NpeaoTBpaLleHne Unu npepbisaHne 6epeMeHHOCTH;

25) cepusi NeKapCcTBEHHOro CpPeacTBa - KOMWMYECTBO JEeKapCTBEHHOro cpeacTsa, Npou3BedeHHoe B
pe3ynbTaTe O4HOro TEXHONOMMYECKOrO LiMKIa ero Npou3BOAUTENEM;

26) peructpauMoHHOe YOOCTOBEPEHWE NeKapCTBEHHOro npenaparta - AOKYMEHT, MoATBepXaarolwmnini dakt
rocyqapCTBEHHOWN perncTpauuny NekapcTBeHHOro npenapara;

26.1) pepxatenb unuM BRagenel perucTpaumMoHHOro YOOCTOBEPEHWs feKkapCTBEHHOro npenapara -
pa3paboTunk NnekapcTBEHHOro cpeacTea, MPOU3BOAMTENb NEKAPCTBEHHbLIX CPEACTB UMM MHOE puanyeckoe nuuo,
obragatuiee nNpaBoM BNageHUs pPerMcTpauMoHHbIM YOOCTOBEPEHUEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a
KayecTBO, a(pPEKTUBHOCTL M BE30NAaCHOCTb NIEKAPCTBEHHOIO Npenapara;

(n. 26.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

27) perucTpaumoHHbIA HOMep - kKogoBoe 0603HaYeHne, NPUCBOEHHOE NEeKapCTBEHHOMY npenapary npu ero
rocy4apCTBEHHOWN permctpaumy;

28) oOpalueHne neKkapCcTBEHHbIX CPeAcTB - pa3paboTka, AOKIUHMYECKME WCCrefoBaHusl, KIMHUYECKMe
nccnefoBaHWs, 3KCMepTu3a, roCydapCTBEHHAs perucrpauus, CcraHAapTM3aums W KOHTPOMb  Ka4yecTBa,
Npov3BOACTBO, U3rOTOBIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio denepaumio, BbIBO3 U3 Poccuiickon
depepaumu, peknama, oTNyck, peanusauus, nepegada, npuUMeHeHue, YHUHTOXEHE NekapCTBEHHbIX CPeaCTB;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

29) cybbekTbl obpalleHusi rekapCTBEHHbIX CPeAcTB - hM3nveckue nuua, B TOM 4YuCre MHOUBUAYamNbHbIE
npeanpuHUMaTenu, WU PUAMYECKUE NULA, OCYLLECTBRSOLWMNE AEATENbHOCTb MpU OBpalleHUn nekapCTBEHHbIX
cpencTs;

30) paspaboTumk nekapcTBEHHOro CcpeacTBa - OpraHuMsauusi, obragairouwiaa npaBamMm Ha pesynbTathl
OOKIMUHUYECKUX UCCRefoBaHUA  NEeKapCTBEHHOTO CPEACTBa, KIMHUYECKUX WCCrefoBaHWUi  NeKapCTBEHHOro
npenapaTa v (Mnn) Ha TEXHOSOIMI0 MPON3BOACTBA NIEKapCTBEHHOIO CPeACTBa;

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

31) npon3BoACTBO JEeKapCTBEHHbIX CpenCTB - OeATeNIbHOCTb MO NpOou3BOACTBY JIEKAPCTBEHHbLIX CpencTB
opraHun3aumamMmmn - npoms3BoanUTENAMM NeKapCTBeHHbIX CpencTB Ha OOHOM cTagun, HECKOSbKUX UK BCEX CTagusx
TEeXHOJTI0rM4eCckoro npouecca, a Takke no XpaHeHuo n peanndaumm npoms3eeeHHbIX NIeKapCTBEHHbIX CPeACTB;

31.1) npou3BOACTBEHHas nrowagka - TeppuTopmanbHO OOOCOBNEHHBLIN KOMMNEKC NPOU3BOAUTENS
neKapcTBEHHbIX CPeAcTB, NpedHa3HaYeHHbI AN BbINOIHEHWS BCEro npouecca npou3BOACTBA NEKapCTBEHHbIX
CpPeacTB WUIn ero onpeaeneHHon cTaamu;

(n. 31.1 BBegeH ®epepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

32) npou3BoAuTENb TEKAPCTBEHHBIX CPEACTB - OpraHuW3auusl, OCYLLECTBMAOLWAs NPOM3BOACTBO
NekapcTBEHHbIX CPeACTB B COOTBETCTBUM C TpeGoBaHuAMM HacTosAwero GefepanbHOro 3akoHa;

33) capmaueBTUYECKan [OEATENbHOCTb - AEeATENbHOCTb, BKMYawlass B cebs OnTOBY TOProemk
NEeKapCTBEHHbIMU CPEACTBAMW, WX XpaHEHWe, NepeBo3Ky M (MNM) PO3HUYHYIO TOProBMK NEeKapCTBEHHbLIMU
npenapaTtamm, X OTNycK, XpaHeHWe, NepPeBO3Ky, U3roTOBINEHME NIEKAPCTBEHHLIX NPenapaTos.;

34) opraHusaumMsi ONTOBOW TOProBfAW JEKAPCTBEHHbIMW CPEACTBaMU - OpraHumsauusi, OCYLLECTBISHoLLas
OMTOBYIO TOPrOBIIKO JIEKAPCTBEHHBIMM CPeACTBaAMU, UX XPaHEHME, NMEPEBO3KY B COOTBETCTBMM C TpeboBaHUsAMMU
HacTosdwero ®efepansHOro 3akoHa;

35) anTeyHas opraHu3aums - opraHu3auusi, CTPYKTYpHOe noApasfeneHve MeAUUMHCKOW opraHusaumu,
OCYLLECTBMSAIOLLNE PO3HMUYHYHO TOPIOBIHO NEKAPCTBEHHbIMU NpenapaTtamu, XpaHeHue, NepeBo3ky, U3roTOBIEHNE U
OTNYCK JieKapCTBEHHbIX nMnpenapatoB AOnAad MeguunHCKOro rnpumMmeHeHnda B COOTBEeTCTBUU C TpGGOBaHI/IFIMI/I
HacTosiero ®PefepansbHOro 3aKoHa;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

36) BeTepuHapHasi anTeyHasi opraHusauusl - opraHusaumsi, CTPyKTypHoe noApasfeneHne BeTepuHapHO
opraHu3aLmu, OCYLLIECTBNSIOLWLNE PO3HUYHYIO TOPrOBHO NeKapCTBEHHbIMK NpenapaTtaMu, XpaHeHue, N3roToerneHue
MU OTNYCK NEKapCTBEHHbIX NpenapaTtoB AN BETePMHAPHOro MPUMEHEHWUsI B COOTBETCTBUMM C TpeboBaHMSMM
HacToswero ®eaepansHOro 3akoHa;

37) anbcuuuMpoBaHHOE JEKapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPEACTBO, COMPOBOXAaeMoe
NOXKHOW MHcpopMaLmelt 0 ero cocTaBe U (Unn) NPOU3BOANTENE;

38) HenoGpokayecTBEHHOE NEKapCTBEHHOE CPeACTBO - NEeKapCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHusM hapmakonenHon ctatb NMbo B cnyvyae ee OTCYTCTBUSA TpeboBaHUAM HOPMAaTMBHOW OOKYMEHTaLuu
W HOPMAaTMBHOIO JOKYMEHTa;

39) KoHTpadgakTHOe JieKapCTBEHHOE CpefdCTBO - JleKapCTBEHHOE CPeAcTBO, Haxodslieecs B oGopoTe ¢
HapyLLeHWeM rpaxaaHCcKoro 3akoHoA4aTenbCTBa;

40) pOKNMMHMYECKOE uccnegoBaHMe NEKapCTBEHHOro cpeacTBa - Ouonorudeckue, mukpobuonornyeckue,
MMMYHONOMMYecKne,  TOKCUKOMOrMyeckue, apmakoriorndyeckme,  uU3MYeckue, XuMUYeckne U apyrue
nccnegoBaHNa NEeKapCTBEHHOrO CpPeacTBa MyTEM MPUMEHEHUST Hay4YHbIX METOAOB OLEHOK B LIEMSX MOMyYeHus
AokasaTenbcts 6e30nacHoCTH, kavecTBa U 3HEKTUBHOCTU JIEKAPCTBEHHOMO CPEACTBA;

41) KNUHMYEecKoe WccredoBaHVe NeKapCTBEHHOrO MNpenapata - M3y4YeHWe OMarHOCTUYECKUX, NeYeGHbIX,
npodunakTUyecknx, apmMakonormyeckmx CBOMCTB JleKapCTBEHHOrO npenapaTta B MPOLECCe ero NpUMeHeHus y
YyerioBeka, XMBOTHOTO, B TOM YMCe NMPOLIECCOB BCacklBaHWSA, pacrnpefeneHus, U3MEeHeHUs U BbiBEAEHUS, NyTeM
MPUMEHEHNS Hay4YHbIX METOAOB OLEHOK B LEnsx noSlydeHuss [okasaTeflbcTB 6e30onacHocTH, KadyecTea U
3 heKTUBHOCTM FNEeKapCTBEHHOro MpenapaTta, [AaHHbIX O HeXenaTemnbHbIX peakuusix opraHuaMa 4YernoBeka,
KMBOTHOTO Ha TMpUMEHeHNe IeKapCTBEHHOro npenapata M o6 addekTe ero B3auMOAEWCTBUS C  OPYrUMU
nekapcTBEHHbIMY NpenapaTtamu 1 (Unn) NULLEBLIMU NPOAYKTaMK1, KOPMaMu;

42) MHOrOLEHTPOBOE KIIMHWYECKOE WCCMedoBaHWe JIeKapCTBEHHOro npenapata Ans  MeauUMHCKOro
NPUMEHEHMs1 - KNUHUYECKoe WCCreaoBaHMe feKkapCTBEHHOro npenapata Ons MEAMLMHCKOro MpUMeHEeHMs,
npoBoAUMOe pa3paboTYMKOM NEeKapCTBEHHOro npenapata B OBYX W 6Gonee MeguUMHCKUX OpraHusauusx mno
€MHOMY MPOTOKOMY KMMHUYECKOro UCCNeaoBaHUs NekapcTBEeHHOro npenapara;

43) MexayHapoOHOe MHOTOLEHTPOBOE KIMHMYECKOoe WccrefoBaHne ekapCTBeHHOro npenaparta Ans
MEOMULIMHCKOrO MpUMEHEHMs - KIMHWYECKoe WCCredoBaHUe eKapCTBEHHOro npenaparta Ans MeAuLMHCKOro
NpUMeHeHnsl, NpPoBOAUMOE pa3pabOTYMKOM IJIEKApPCTBEHHOrO MNpenapaTa B pasfMyHbIX CTpaHax Mo eduHoMY
MPOTOKOMY KMMHWUYECKOro UCCrneaoBaHus NekapcTBEHHOro npenapara;

44) NoCTperncTpaunoHHoe KrnHn4eckoe wuccrnegoBaHue JnekapCTBeHHOro npenaparta gna mMmeaunumHCKoro
NnpUMEHeHna - KIMHUYEeCKOEe WcCcriegoBaHMe JnekapCcTBeHHOro npenaparta anda MeguuuMHCKOro npuMeHeHud,
npoBoagnmMmoe npoussoauTenieM JiekapCTtBeHHOro npenapara, Fpa)K,El,aHCKVIﬂ 060p0T KOTOPOro ocyLlecTBliaAeTCA
nocne rocyp,apCTBeHHoﬁ perncrtpadun, B UenAax AOONOJIHUTENbHOIo 060pa AaHHbIX O ero 6e3onacHoOCTM WU
Sd)(*)eKTI/IBHOCTVI, pacmnpeHunsa nokasaHun K NPUMEeHEHNIO OaHHOro JieKapCTBEHHOINO npenaparta, a TaKkke
BblABJIEHNA HEXeNnaTellbHbIX peaKLl,VIVI nawuMeHTOB Ha ero AencTeue;

45) nccnepoBaHve GUO3KBUBANEHTHOCTU NIEKAPCTBEHHOIO Mpenapata - BUA KIIMHWYECKOTO MUCCrenoBaHus
NleKapCTBEHHOrO npenapaTa, NPoBeAeHNEe KOTOPOro OCYLLECTBMSIETCS ANsi OnpedesieHnss CKOPOoCTM BCACbIBaHUS U
BbIBEEHNS] OOHOrO WM HECKONbKMX obnagarolimx hapmakoriormiyeckon akTUBHOCTbHO AENCTBYHOLMX BELLECTB,
KOnM4ecTBa JeKapCTBEHHOrO MpenapaTa, OOCTUraroLlero CUCTEMHOIO KpPOBOTOKA, M pes3yrnbTaTbl KOTOPOro
Nno3BoONsAlOT caenaTb BbIBOA O OMO3KBMBANEHTHOCTM BOCMPOM3BEOEHHOrO JlekapCTBEHHOro npenapata B
onpefeneHHbIX NekapcTBEHHOW )OpMe M [03MpOBKE, COOTBETCTBYHOLUMX (POPME M [03MpoBKe pedepeHTHOro
rniekapCTBEHHOro npenapara;

(n. 45 B pea. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) nccnenoBaHue TepaneBTUYECKOW 3KBUBANEHTHOCTU fEeKapCTBEHHbIX NpenapaToB - BUL KIMHUYECKOro
nccrnenoBaHUsl  NEKapCTBEHHbIX MpernapaToB, NpoBedeHMe KOTOPOro  OCYLUECTBRSIETCS AONS  BbISBIEHUS
OOVHAKOBbLIX CBOWCTB NEKapCTBEHHbLIX MpenapaToB OnpeAenieHHON NnekapCTBEHHOW (hopMbl, a Takke Hanuuus
OOMHAaKOBbLIX MNokasaTenen 6GesonacHOCTM W 3(EKTUBHOCTM NEeKapCTBEHHbIX MpenapaToB, OOUHaKOBbIX
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”
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KNUHUYeCcKkux 3¢pdeKkToB Npu X NPUMEHEHWM;

47) npoTOKON KIMMHWYECKOrO WCCreAoBaHMs JlekapCTBEHHOrO npenapata - [OOKYMEHT, B KOTOPOM
onpegensatloTca  Uenu, opMbl OpraHuMsaumMmM M MeTOAONOorMsi NPOBEAEHUS KIIMHUYECKOTO WCCIefoBaHMsS,
cTaTucTuyeckne metoabl 06paboTkn pe3ynbTaToOB TAKOro UCCrefoBaHMSA U Mepbl No obecneveHnto 6e3onacHoCcTH
hmM3nYECKUX NNL, YHACTBYHOLMX B KITMHUYECKOM UCCIIEA0BaHMM NIEKAPCTBEHHOMO Npenapara;

48) 6p0Lu}opa ncenegoBartenda - CBOAHOE M3NOXeHue pe3ynbTaTtoB AOOKIMHUYECKOro wuccneagoBaHusA
NNIeKapCTBEHHOIo cpeactBa U KIMHWYECKOro uccnegoBaHWda JeKapCTBEHHOro npenaparta Ana MeguumHCKOro
NPUMEHEHUA;

49) VHGOPMAUMOHHBLIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B LOCTynHoW chopme
cBefeHusl, kKacalLLmecs NpoOBOAMMOrO KIMMHUYECKOrO UCCeaoBaHns NIeKapCTBEHHOMO npenapara, U B MMCbMEHHOWN
opme p[obpoBOMbHOE cornacve naumeHTa Ha ydacTMe B KINMHMYECKOM UCCNedoBaHUM NeKapCTBEHHOro
npenapaTta nocrne O3HAKOMIIEHUA C OCOBEHHOCTSIMU KIMHUYECKOro WUCCNeaoBaHusl, MMEKLMMN 3HadYeHue Ons
BbIPa)X€HUSA TaKkoro cornacus;

50) noboyHoe AencTBME - peakuusi OpraHmama, BO3HMKLIAsi B CBSA3M C NPUMEHEHUEM FEeKapCTBEHHOro
npenapaTta B [03ax, PEKOMEHAYEMbIX B WHCTPYKLUWM MO €ro MpUMEHEHMWI0, Ans NPOoUMaKTUKK, AWArHOCTUKW,
neveHus 3aboneBaHust unu gns peabunutauuu;

50.1) HexxenaTenbHas peakuus - HenpegHamepeHHas HebnaronpusaTHas peakuusi opraHuama, KoTopas
MOXeT BbITb CBSi3aHa C NPUMEHEHNEM NeKkapCTBEHHOMO Npenapara;
(n. 50.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

51) cepbesHas HexxenaTternbHas peakums - HexenaTenbHas peakums opraHnamMa, CBa3aHHasi ¢ NPpUMeHEeHNeM
neKkapcTBEHHOro npenapara, npueefwas K CMepTW, BPOXAEHHbIM aHOManusiM MNu MopokaMm passButusa nvbo
npeacrtaensowas cobon yrposy xu3Hu, Tpebywowas rocnutanu3auMm wnu npuBedllas K CTOWKOW yTpaTe
TPYAOCNOCOBHOCTU U (MNN) UHBANUOHOCTW;

52) HenpeOBuaeHHas HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHu3ma, KoTopasi cBsidaHa C
NPUMEHEHWEM feKapCTBEHHOro mnpenapata B [03aX, PeKOMeHAYyeMbIX B MPOTOKONE €ro KIMHWYECKoro
nccnegoBaHws, Opolilope wuccrnegoBaTens, WM C NPUMEHEeHWeM feKapCTBEHHOro npenapata B [03aX,
pekoMeHAyeMbIX B MHCTPYKLIMKU MO ero MpUMeHeHWo Ans npounakTuk, AMarHoCTuKK, neveHns 3abonesaHns nnm
MeAMUMHCKOW peabunutaumm nauueHTa, M CYLWHOCTb, TSDKECTb WM MCXO4 KOTOPOW He COOTBETCTBYeT
nHdopmMaumMn O NekapcTBEHHOM Mpenaparte, coAepXallencs B MPOTOKOMNEe ero KMMHWYEeCKOro uccrenoBaHus,
BpoLutope nccnegoBaTtens unv B MHCTPYKLMM NO MPUMEHEHUIO NeKapCTBEHHOMO npenapara;

(n. 52 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

52.1) dapmakoHag3op - BWA [OEATENbHOCTU MO  MOHUTOPWHIY 3ddekTMBHOCTM 1K BesonacHoCcTH
NeKapCTBEHHbIX MpenapaToB, HanpaBrieHHbI Ha BblSBNEHWE, OLEHKY W npefoTBpalleHne HexenaTerbHbIX
nocneacTBuii NPMMEHeHNs NiekapCTBEeHHbIX NpenapaTos;

(n. 52.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHuss puckamm - NOApoOHOE oOnucaHue MeponpuaTuA No  dapMakoHag3opy,
HanpaBlieHHbIX Ha BbISBIEHWE, OUEHKY W MpeaoTBpalleHMe WU  MUHUMU3ALMIO PUCKOB, CBSA3AHHBIX C
rNlekapCTBEHHLIMY NpenapaTamMu, BKI4Yas OLeHKY 3EKTUBHOCTU AaHHbIX MEPONPUATUI;

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

53) peuenT Ha nekapCcTBEHHbIN Npenapart - MeAULNHCKUA AOKYMEHT YCTaHOBMEHHON hOpMbI, coaepxallmi
Ha3HayeHne fnekapCcTBEHHOro npenaparta Anst MeAULUMHCKOro NMPUMEHEHUS, BblAaHHbIA MeOULMHCKUM paboTHUKOM
B LenaX OTrnycka FIeKapCTBEHHOro mpenaparta UIM ero U3roToBIEHUS M OTMycka Ha OGymMaXHOM HocuTene wunm c
cornacusi naumMeHTa WM ero 3aKOHHOro npeAacTaBuTens B (hOpMe SMEKTPOHHOrO LOKYMEHTa, MOAMUCAHHOro C
NCMNONb30BaHWEM YCWUIEHHOW KBanuMUMPOBaHHOW 3NEKTPOHHOM MOANUCU MeOUUMHCKOro paboTHuka, numbo
OOKYMEHT YCTaHOBNEHHOW hopMbl, codepXallimii HasHavyeHne NeKkapCTBEHHOro npenapara Ansg BEeTEepUHapHOro
NPUMEHEHNS!, BblAAHHbLIN BETEPUMHAPHbIM PaboOTHMKOM B LENsiX OTMyCKa NEeKapCTBEHHOro npenapara Wnn ero
N3roTOBMEHUSI U OTNyCKa Ha ByMaXxHOM HOCUTErE;

(n. 53 B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 242-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

54) TpeboBaHMe MeAVLMHCKOW OpraHu3auun, BETEPUHApHOW OpraHu3aumn - OOKYMEHT YCTaHOBIIEHHOM
POpMbI, KOTOPLIN BbINMCAH MEOULMHCKAM UMW BETEPUHAPHBIM PabOTHMKOM, UMEIOLLMM Ha 3TO NpaBo, U COAEPXKUT
B MUCbMEHHON (OpMe yKasaHue anTeyHoW opraHusaumm o6 OTnycke NeKapCTBEHHOro npenaparta unu o ero
n3rotoBneHun n o6 otnycke Ans obecneyeHns nevyebHOro npouecca B MEQULMHCKOW OpraHmM3auun, BeTepMHapHom
opraHusauuu;

55) komnnekcHasi OLEHKa NeKapCTBEHHOro npenapata - OUEHKa 3aperMcTpupoBaHHOIO MeKapCTBEHHOMO
npenapaTta, Bkno4vawwas B ceba aHanni uMHpopMauMn O CPaBHUTENbHOW KIMHUYECKOW 3P(PEKTUBHOCTU U
0©e30nacHOCTU NeKapCTBEHHOro npenapara, OLEHKY 3KOHOMMYECKUX MOCNeACTBUM ero NpUMEHEHUs, U3yvyeHue
OOMONHUTENbHBLIX MNOCNEACTBMA MNMPUMEHEHWUsI TEKApCTBEHHOIO npenapaTa B LensaX MPUHATUS pPEeLUeHUn o
BO3MOXHOCTM BKIOYEHMST JIEKAPCTBEHHOrO npenapata B MepeYvYeHb XM3HEHHO HEeOOXOAMMbBIX U BaXKHEMWLLMX
NeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBbLIE aKTbl W WHblE LOKYMEHTbI, Onpeaensiiolne nopsifok
oKasaHUsi MegULUHCKON NMOMOLLM, UITN UCKITIOMEHUST €r0 U3 YKa3aHHbIX NEePEYHs], aKTOB U [OKYMEHTOB;

(n. 55 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHWUTOpPMHra ABWKEHWS NeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOrO MNPUMEHEeHWs -
degepanbHad  rocygapcTBeHHast MHMOPMaLMOHHAas CUCTEMa MOHUTOPUHIA  OBWKEHUS  NeKapCTBEHHbIX
npenapaToB ANs MEAULMHCKOIO MPUMEHEHUS OT NPOM3BOAUTENS A0 KOHEYHOro notTpebutens ¢ Mcnonb3oBaHNEM B
OTHOLLUEHMWMN NEeKapCTBEHHbIX NpenapaToB Ans MeAMLUHCKOrO MPUMEHEHUSA CPEACTB naeHTudmnkaumn.

(n. 56 BBegeH PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-$3)

Inaea 2. MONTHOMO4YUA ®EOEPAJIbHbIX OPTAHOB I/ICI'IOJ'IHVITEHbI-JOI?I 5
BJNTIACTU, OPTAHOB UCMOJNTHUTEJNIbHOU BITACTU CYBBEKTOB POCCUUCKOU
SEOEPALIAM NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

Ctatba 5. lNonHomounsa ¢pepepanbHbIX OPraHOB WCMOSNIHUTENBHOW BRacTu npu obpaleHun
neKapcTBeHHbIX CpencTB

K nonHomouusam degepanbHbIX OpraHoB UCMOMHUTENBHON BNAcTy Npu obpalleHnn nekapcTBEHHbIX CPeacTB
OTHOCHATCS:

1) npoBegeHne B Poccuiickon denepauum eguHoOn rocyaapCTBEHHOW MONMUTUKM B obnactn obecneyeHus
neKkapcTBEHHbIMU NpenapaTtamu rpaxgaH B Poccuiickon ®epepaunu;
(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHue oblmx capmakonerHbix cTaTten, dapMakonemHbix cTaTel, M3gaHWe rocyLapCTBEHHOW
dapmakoneu, cosgaHue 1 BegeHue peectpa hapmakonemnHblx CTaH4apTHLIX 06pasuos;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLlecTBneHne rocygapCTBEHHOrO KOHTpons (Haa3opa) B chepe obpaLLeHnst NekapCTBEHHbIX CPEACTB;
(B peq. ®PenepansHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA feKapCTBEHHbIX CPeAcTB W apmaueBTUYECKON [eATenbHOCTU B
COOTBETCTBMM C 3aKoHoAaTensCcTBOoM Poccunckon ®enepaunu;

5) opraHu3auus 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB, STMYECKOW 3KCMEepPTU3bl BO3MOXHOCTM NMPOBEAEHMS
KMUHUYECKOTO UCCMNeaoBaHWA NEKapCTBEHHOTO npenapata  Anst MeaMLUMHCKOrO NpUMEHEHMWsl, 3KCNepTu3bl
OOKYMEHTOB, npeacTtaBsieHHbIX Ana onpegeneHna BO3MOXHOCTU pacCcMaTpuBaThb J'IeKapCTBeHHbIVI npenapart gnd
MEANLMHCKOrO MNPUMEHEHUSI NPU FOCYOAPCTBEHHOW perucTpaummM B KadecTBe OpchaHHOrO rekapcTBEHHOro
npenapara;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHu3aumsi npoBedeHVs KOMMMEKCHOW OLEHKM FeKapCTBEHHOrO npenapata B UensxX MPUHATUS
peLleHni O BO3MOXHOCTW BKITHOYEHMS feKapCTBEHHOro npenapata B MNepeyveHb XU3HEHHO HeobXoaWMMbIX W
Ba)KHENMLLNX NEeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBbIe aKTbl U WHble AOKYMEHTbI, onpedensiowue
NOPSIAOK OKa3aHUsi MEAVLIMHCKOW NMOMOLLM UMM UCKMIOYEHNS ero U3 yKa3aHHbIX NepeyHsl, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH degepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

6) Bbla4va paspemeHMVl Ha nposengeHmne KInnHn4eckmnx nccrnegoBaHum JIeKapCTBEHHbIX NMpenapaTtoB, BeaeHne
peecTpa BblAAaHHbIX pa3peLueHvu7| Ha npoBeaeHne KIMHN4YeCKnx ncenegoBaHuin NEeKapCTBEHHbIX NMpenapaToB,;

7) rocymapcTBeHHas peructpauus nekapcTBeHHbIX npenapaToB, BedeHWe rocyaapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPEaCTB;

8) opraHusaumsa n (unu) NnpoBedeHne NHCNEKTMPOBaHNS CyObLEKTOB 0OpaLLeHNst NEKapCTBEHHbBIX CPeACTB Ha
COOTBETCTBME NpaBuiam Hagnexallien nabopaTtopHON NpakTUKW, Npasunam Hagnexallen KNMHUYECKOn NpakTukm,
npaBunamM Haanexatlemn NpakTukn XxpaHeHnst 1 NepeBO3KN NeKapCTBEHHbIX NpenapaTos, NpaBunamM Haanexatiemn
ONCTPUOBLIOTOPCKON NPaKTUKK, MpaBunamM Hagnexallen anTe4yHon NpakTUku;

(n. 8 B pea. PeapepanbHoro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHusauus u (Mnn) NpoBegeHne UHCNEKTUPOBaHUS CyObekToB obpalleHns NeKkapCTBEHHbIX CPEACTB
Ha cooTBeTCTBME TpeboBaHMsIM MNpaBuN Hagsnexawen npou3BOACTBEHHOW MNPAKTMKW, Bbloaya 3aKNiYeHuin o
COOTBETCTBMM MPOM3BOAUTENS NEKApPCTBEHHbIX CPeacTB TpeboBaHWsM NpaBun Hagnexallen npons3BoLCTBEHHOW
NPaKTUKK;
(n. 8.1 BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHWe nopsaka BeOeHUsa N BeAeHUe rocyqapCTBEHHOrO peectpa 3aKmnioYeHUn 0 COOTBETCTBUM
npou3BoauTenst NIEKapCTBEHHbIX CPeACTB TpeOOBaHNAM NpaBuIl Haanexalluen NPoOM3BOACTBEHHON MPAKTUKY;
(n. 8.2 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

9) rocynapCTBEHHas perncTpauusi npefenbHbIX OTMYCKHbIX LEH Mpou3BOAUTENEN Ha rlekapCTBEHHbIe
npenapaTtbl, BKMOYEHHbIE B MEpPeYeHb XXM3HEHHO HEOOXOAMMBIX M BaXKHEWLUMX NeKapCTBEHHLIX MpenapaTos, U
BEe[eHWe TroCyAapCTBEHHOIrO peecTpa npederbHbiX OTMNYCKHbIX LEeH MpouM3BOAMTENEN Ha JeKkapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NEPEYEHb KNU3HEHHO HEOBXOAUMBIX U BaXXHEWNLLNX NEKaPCTBEHHbIX NPenapaTos.;

(B pea. PepepanbHoro 3akoHa oT 06.06.2019 N 134-93)

9.1) cornacoBaHve TNPOEKTOB pPELIEHUA OpraHoB WCMOMHUTENbHOW Bractu cybbektoB Poccuinckon
®epepaumn 06 yctaHoBNeHUM u (MKM) U3MEHEHUWN MpefenbHbIX pa3MepoB ONTOBbIX HaabaBOK M MpedenbHbIX
pasMepoB pPO3HUYHbIX HagbaBoOK K (PAKTUYECKMM OTMYCKHbIM LieHaMm, YCTaHOBMEHHbIM MpPOU3BOAUTENSMU
neKapCTBEHHbIX MpenapaToB, Ha NeKkapCTBEHHbIE NMpenapaTbl, BKIHOYEHHbIE B NepeYeHb XXM3HEHHO Heobxoanmbix
N BaXXHENLLUMX NeKkapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PenepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) ycraHoBreHWe nopsiaka BBO3a fekapCTBEHHbIX cpeacts B Poccuiickyto depepauumio 1 BbliBO3a
rnekapcTBeHHbIX cpeacTs U3 Poccuickon depepaumy;
(n. 10 B pea. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

10.1) Bblgava, yCTaHOBMEHWE Mopsgka BblgauM U POPMbl LOKYMEHTA, KOTOPbIA NOATBEPXKAAET, 4YTO
NPOU3BOACTBO NEKapCTBEHHOTO Npenaparta OCYLLECTBIEHO B COOTBETCTBUM C TpeBOOBaHUSIMU MpaBuil Hagnexailemn
NPOU3BOACTBEHHOW MPaKTUKWN, U MOANEXUT NPEACTaBNEHMIO MO TPeBOBaHUIO YNONTHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOpYIO BBO3UTCH NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

10.2) Bblaaya, ycTaHOBIeHWe nopsiaka BblAayn U opMbl JOKYMEHTA, CoAep)Kallero CBeAeHUst 0 cTagmusax
TEXHOMOIMYECcKoro rnpoLecca MpPOM3BOACTBA NEKapCTBEHHOTO CpPeAcTBa AnA  MEAMLMHCKOro  MpUMeHeHus,
OCYLLECTBMNAEMbIX Ha TeppuTopumn EBPasninckoro SKOHOMUYECKOro CoH3a;

(n. 10.2 BBegeH PeneparnbHbiM 3akoHOM 0T 22.12.2014 N 429-®3, B pen. PeagepanbHoro 3akoHa ot 13.07.2015 N
241-93)

11) cosgaHne COBETOB MO BONPOCaM, CBA3aHHbIM C 06palLeHneM NIEKAPCTBEHHBLIX CPEACTB;
12) aTTectaums n ceptudmkaumsa cneumanucTos;
13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PepepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywecTtBneHune hapmakoHag3opa;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(n. 14 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)
15) yyactne B MexgyHapoaHOM COTPYAHUYECTBE;

16) nony4eHne No 3anpocam yNnosIHOMOYEHHOTO doejeparibHOro opraHa UCMoNIHUTENbHON BNacTu OT OpraHoB
ncnonHuTensHomn Brnactu cybwekToB Poccuiickon depepaumm, a Takke oT CybbekToB obpalleHns nekapcTBEHHbIX
CpeacTB AN MeOVUMHCKOro NpUMEHeHUst MHopMauMu No BOMPOCaM YCTaHOBIMEHUA U MPUMEHEHUS LEeH Ha
nekapcTBeHHbIE NpenapaTbl 1 HaabaBoK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHogaTenscTea Poccunckon ®egepaunu;

18) yTBepXOeHWe npaBuIl Hagnexawen nabopaTOpHOW MpakTUKK, MpaBWUil Hagnexallen KIMHUYECKOW
NpakTUKW, MpaBun Hagnexallen NpoM3BOACTBEHHOW NPaKTMKW, NpaBui Hagnexawlen MpakTUKM XpaHeHus wu
NepeBO3KM MeEeKapCTBEHHbIX MNpenapatoB, MpaBun  Hagnexawien AncTpubblOTOPCKOM MpakTUKWM, NpaBun
Hagnexallen anTeyHoW NpakTUKW, NpaBuIl Haanexallemn npakTukm bapMmakoHag3opa NekapCTBEHHbIX NpenapaTos
ONs MeguLMHCKOro NPUMEHEHMS;

(n. 18 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHne nopsigka OPMMPOBAHMSA PErmMcTpauMoHHOrO AOCbe Ha JleKapCTBEHHbIN nmpenapaT u
TpeboBaHWi K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

20) yTtBepxaeHwe npasBun pauMoHanbHOro BblbOpa HaMMEHOBaHWW NeKapCTBEHHbIX MpenapaTtoB AN
MEANLMHCKOro NMPUMEHEHUS;
(n. 20 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

21) yTBEPXKAEHUE NEPEYHS] HAMMEHOBAHUIN NEKAPCTBEHHBIX hOPM;
(n. 21 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

22) cdopmmupoBaHMe peecTtpa TUMOBbIX WMHCTPYKUMW NO MEOULMHCKOMY MPUMEHEHUI0 B3aMMO3aMeHSeMbIX
neKapCcTBEHHbIX NpenapaTos;
(n. 22 BBegeH ®eneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHUi K MHCTPYKLUM NO MEANLMHCKOMY NPUMEHEHMIO NeKapCTBEHHbIX NpenapaTos U
K MHCTPYKLMKN MO BETEPUHAPHOMY NMPUMEHEHMIO NIeKapCTBEHHbIX NPenapaTos;
(n. 23 BBegeH dPeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

24) pocynebHoe 3aKkpblTMe CaMTOB, COAepXalux MHAOPMAaLMIO O PO3HUYHOW MNpodaXe AMCTaHLMOHHBIM
crnocobom, npeanoxeHne o NpMobpeTeHnn AUCTaAHUMOHHBLIM CMOCOOOM, AOCTaBKe AUCTaAHLMOHHLIM crnocobom un
(vnn) nepepave U3NYECKOMY NULY OUCTAHUMOHHBIM CMOCOOOM NEeKapCTBEHHbLIX MPEenapaToB, HAPKOTUYECKMX
NEeKapCTBEHHbIX NpenapaTtoB W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTtoB, 3a WCKIIOYEHMEM Cry4vaes,
yCTaHoOBMeHHbIX [paBuTtensctBom Poccuiickon ®epepauuun.

(n. 24 BBegeH PepepanbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

KoHcynbTaHTlm0C: npumeyaHue.
C 29.11.2019 ct. 5 pononHsaetca n. 25 (3 ot 28.11.2018 N 449-$3). Cm. OyayLyto pegakuuio.

KoHcynbTaHTlM0C: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTcsi Ha MOSIHOMOYMS, KOTOpble He mnepefaHbl ANs OCYLWECTBIEHWS OpraHam
rocygapCTBEHHOM Briactm cyobektoB P® u opraHam MecTHOro camoyrnpaBreHUss COOTBETCTBYHOLUMMU
denepanbHbiMu 3akoHamu (3 ot 13.07.2015 N 233-93).

Cratba 5.1. MNepepaya ocywecTBIeHUSA MOJIHOMOYMM peaepanbHbIX OPraHOB MCMONHUTENbLHOMN
BnactTM npu oOpalleHnM neKapCTBEeHHbIX CpPeAcCTB OpraHaM WCNOSIHUTENbHOW BIacTu CyOGbLeKkToB
Poccuinckon degepauumn

(sBegeHa depepanbHbiM 3akoHoM OoT 13.07.2015 N 233-$3)

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 11 n3 99

HagexXHas npaBoBas nogaepxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81D4ACCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA486C0A5FEFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA48680853EFE41CA17A46C1C4A6161FC092D93BAA81D2A8CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEED34A670F56EFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDB4B690F5EEFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDB4B690F5FEFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81D4AECACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81D4A0CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4D680D51EFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81DBA9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA486A0855EFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81DBA8CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81DBABCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81DBAACACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA81DBADCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BECDB496F0750EFE41CA17A46C1C4A6161FC092D93BAA81D2ACCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BECD84C680750EFE41CA17A46C1C4A6161FC092D039A28A87F885CB7A2F8A91EB1E24B059AFb2j8O
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A690C54EFE41CA17A46C1C4A6161FC092D93BAA83D7A1CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A690C54EFE41CA17A46C1C4A6161FC092D93BAA83D1A1CACA266AD782EA1124B25EB023F627b3jBO

depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

MonHoMouusa depepanbHbiX OpraHoB UCMNONHUTENBHOM BNacTu npu obpalleHun nekapCTBeHHbIX CPpeacTs,
npeaycMOTpeHHble HacTosAwmM dPefepanbHbiM 3aKOHOM, MOrYT nepedaBaTbhCHa OMS OCYLLECTBNEHUS OpraHam
ncnonHuTenbHon Bnactn cybbektoB Poccuiickon ®epepauumn noctaHosneHusamu [lpasutensctBa Poccuiickon
depepaumun B nopsgke, yctaHoneHHom degepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-93 "O6 06wux
npuvHUMNax opraHu3auumn 3akoHoAaTenNbHbIX (MPeAcTaBUTENbHBLIX) U UCMOSNHUTENBbHBIX OPraHOB rOCy4apCTBEHHOM
BnacTu cyobektoB Poccuickon degepaummn”.

Cratba 6. [lonHOMOUYMA OopraHoB UCNOSIHUTENBLHON BnacTu cy6bekta Poccurckon Pepepauum npu
obGpaleHMn NneKapCTBeHHbIX CpeacTB

K nonHomouvamM oOpraHoB MCMOMHUTENbHOW Bnactm cybbekta Poccunckon depepauum npu obpalieHun
neKkapCcTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka n peanu3aums pervoHanbHbIX MporpaMMm obecnevyeHnss HacerneHuss nekapCTBEHHbIMM
npenapartamu;

2) ycTaHOBfeHWe TnpedenbHbX pasMepoB ONTOBbIX HagGaBoOK M MpederbHbIX pPasMepoB  PO3HWUYHbLIX
Hanb6aBoK K haKTUYECKUM OTMYCKHbLIM LieHaM, YCTaHOBMNEHHbIM NPOVU3BOAMTENSAMM NeKapCTBEHHbIX Npenapartos, Ha
nekapcTBeHHble Mmpenaparbl, BKMIOYEHHblE B NepeyeHb XMU3HEHHO HeoBXOoOWMbIX U BaXKHEMLIMX NeKapCTBEHHbIX
npenaparos;

3) ocyuiecTBneHe permoHanbHOro rocy4apCTBEHHOrO KOHTPOMst 3a MPUMEHEHMEM LIEH Ha NeKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMBIX W BaXHEWLUMX NeKapCTBEHHbIX MNpenapartos,
OopraHmM3auMsMm OMNTOBOW TOProBMNW, anTeYHbIMU OpraHu3auusiMK, WHAMBUAYanbHbIMW NPeAnpUHUMAaTENsIMU,
VUMEIOLLIMMU NULEH3UIO Ha (hapMaLLEBTUYECKYIO AESATENBHOCTD;

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) npuHATMe pelweHns o6 ucnonb3oBaHMM Ha Tepputopun cybbekta Poccunckon depepaumm Hapsagy ¢
peuenTaMM Ha neKkapCcTBeHHble npenapaTtbl, OMOPMMEHHbIMA Ha OymMaxHOM HocuTene, peuenTtoB Ha
nekapcTBeHHble npenapaTbl, ChopMMUpoBaHHbIX B POPME 3NEKTPOHHBIX AOKYMEHTOB.

(n. 4 BBegeH PefeparnbHbiM 3akoHOM OT 29.07.2017 N 242-93)

nasa 3. TOCYOJAPCTBEHHAA ®APMAKOIMNEA
Crartbsa 7. PaspaGoTka u usgaHme rocyaapcTBeHHoOMN papMakoneu, pasMmelleHue AaHHbIX O Hel

1. Tloa rocymapctBeHHOW dhapmakoneen MOHUMAaEeTCs CBo4 oOwux papmakonenHblx cTaten wu
drapmakonemnHblx cTaTemn.

2. PaspaboTka obLimx dapmakonenHblx ctaTen n dapmakonenHblx cTaTei, B TOM 4ucrie gapmMakonenHbixX
cTtaTeli Ha apmakoneriHble CTaHOapTHble o0pasubl, M BKMOYEHME WX B TOCYLApPCTBEHHYI hapmakoneto
OCYLLECTBMSATCSA B MOPsiAKe, YCTAaHOBIIEHHOM YMOSTHOMOYEHHbIM doefeparnibHbiM OpPraHoOM WUCMOSTHUTENBHON
BNacTu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka dapMakonenHom ctatbu Ha pedepeHTHbIN NeKkapCTBEHHbIN npenapaTt 1 BKIOYEHUE ee B
rocyfapCTBEHHYIO (hapMakomnelo B TeYeHe Cpoka AeNCTBUS 3aLUWTbl UCKITHYUTENBHOrO npaBa, YAOCTOBEPEHHOro
naTeHTOM Ha pedepeHTHbIN NekapCTBEHHbIN Npenapar, OCYLLEeCTBATCA C cornacus ero paspaborymka.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocypapcTBeHHasa dhapmMakones usgaeTcsa yrnorHOMOYEHHbIM befeparnbHbIM OpraHoM UCMOSTHUTENLHOM
BMacTu 3a cYeT CpeAcTB pedepancHoOro OomkeTa u NOANEXUT NepensgaHnsam He pexe YeMm oavH pas B NATb NeT,
B nepuo Mexay KOTOpbIMWM M34aloTCs NPUIIOXKEHUS K rocyaapcTBeHHOW dapmakonee, copepxalime obime
dapmakonenHsle ctatbnM U (MNK) apmMakonenHble CTaTbW, YTBEPXKOEHHbIE MOCNe M3faHua WU nepensgaHus
rocyaapcTBeHHon papmakonen.

5. YNOnHOMOYEHHbI cbep,epaanbu?l opraH WCNONHNTENBHON  BRNacTu pasmelwlaetr AdaHHble O
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

rocygapcTtBeHHoW hapmakonee v NPUNOXEHUsIX K HeW Ha cBoeM oduumanbHOM cante B cetn "WHTepHeT" B
YCTaHOBMEHHOM MM MOpPsiaKe.

Mmasa 4. TOCYQAPCTBEHHbIA KOHTPOJb NMPU OBPALLEHUMX
JIEKAPCTBEHHbIX CPECTB

Cratba 8. JlnueHaupoBaHue nNpPOU3BOACTBA JIeKAPCTBEHHbIX CpeaAcTB U hapmaueBTUHECKON
OeATenbHOCTU

1. JlMueHanpoBaHMe NpOU3BOACTBA JIEKAPCTBEHHbIX CPEeACTB U  apmaueBTUYECKOW OesATEerbHOCTU
OCYLLLECTBMSIETCS B COOTBETCTBMU C 3aKoHoAaTenscTBoM Poccunckon degepaumn.

2. ObsasatenbHbIM ycnosuemMm npenocraBsieHnda JNunMUueH3Mn Ha Npou3BOACTBO JIEKapCTBEHHbIX Cpencts
ABNAETCA MNPUNoXeHne K 3adBJIEHU0 COUcKatena JnnueH3nn nepedHa JeKapCTBEeHHbIX q:)OpM n (VIJ'IVI) BMAaoB
d)apMaLl,eBTVI‘-IeCKVIX Cy6CTaHLI,l/Il7I, KOTOpble Npon3BoanTEslb JIEKAPCTBEHHbIX CpeacTB HaMepeH Npon3BoanTb.

3. B cnyyae Heob6XOAMMOCTM paclUMpeHUsi MPOW3BOACTBA JEKAPCTBEHHLIX CPEACTB 3a CYET HOBbIX
rnekapCTBEHHbIX (hopM 1 BMOOB (hapMaLeBTUHECKMX CyBCTaHLMIM NPON3BOANTENb IEKAPCTBEHHbIX CPEACTB AOMKEH
MONy4nTbL HOBYHO NIMLIEH3UIO HA NPOM3BOACTBO SIEKAPCTBEHHbIX CPEACTB.

Cratbs 9. locyaapcTBeHHbIN KOHTpPonb (Haa3op) B ccepe obpalueHnsi nekapcTBeHHbIX CPeAcTB
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

1. FocyaapcTBeHHbI KOHTPOIb (Haa3op) B cdhepe obpalleHns nekapcTBeHHbIX CPeACTB BKMoYaeT B cebsi:

1) TNWUUEH3NOHHbIKW KOHTPONb B cdepe MNpoM3BOACTBA JIeKapCTBEHHbIX cpeacTB M B cdepe
chapmaLeBTUYecKo AeATeNbHOCTY;

2) hegepanbHbIN rocyaapCTBEHHbIV Haa30p B cdepe obpalleHnss nekapCTBeHHbIX CPeacTs;

3) BbIOOPOYHBIV KOHTPOSIb KayecTBa NeKapCTBEHHbLIX CPeaCcTB.
(n. 3 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JIMUEH3NOHHbIW KOHTPONb B cdepe NpPoU3BOACTBA feEKapCTBEHHbIX CpPeacTB M B cdepe
dapmaueBTUYECKOM 0eATenbHOCTH ocyLecTBnseTcs YMOMHOMOYEHHbIMN deaepanbHbIM opraHom
NCMNONMHUTENBHOW BNacTu U opraHamun UCNonHuTenbHOW Bnactn cybbektoB Poccuiickon ®egepauum cornacHo ux
KoMneTeHUun B nopsiake, yctaHoBneHHoMm ®eaepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe
npas OpUANYECKUX INUL, U WHAMBUAYaNbHLIX MpeanpuHUMaTenen npuM OCYLeCTBMEHUN rocygapCTBEHHOro
KOHTponsa (Hagsopa) M MyHMUMNAnbHOrO KOHTpons", C y4eToM OCOOEHHOCTEN oOpraHusaumMm 1 NpoBefeHWs
NpPOBEPOK, yCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUn oTAENbHbIX
BMAOB AesiTenbHOCTL".

3. ®egepanbHbIV rOCYAapCTBEHHbIM HaA30p B cdpepe obpalleHns nekapCTBeHHbIX CpeacTB OCyLLeCcTBNSeTCH
YNONMHOMOYEHHbLIMW (PefiepanbHbIMU OpraHaMmyn UCMOSTHUTENbHOW BnacTu (darnee - opraHbl rocygapCTBEHHOro
Haa3opa) cornacHo Mx KOMMeTeHUMN B Nopsifike, ycTaHoBneHHoMm NpasuTtenscTBom Poccuiickon defepaumu.

4. depeparnbHbIl rocyaapcTBEHHbIN Haa3op B cdepe oOpalleHust rekapCTBEHHbIX CPEeACTB BKOYaeT B
cebs:

1) opraHusaumio 1 NpoBeAeHne NpPoBepPOK cobniogeHns cybbekTamu obpalleHNss NekapCTBEHHbIX CPEACTB
yCTaHOBMEHHbIX HacToAWwMM PefepanbHbiM 3aKOHOM U NMPUHSATBIMU B COOTBETCTBUM C HUM UHBIMW HOPMaTUBHbBIMU
npaBoBbIMM akTamu Poccuiickon ®epepauun TpeboBaHWN K OOKIUHWUYECKMM MWCCREAOBaHUSIM JEKapCTBEHHbIX
CpPeAcTB, KNMHUYECKMM UCCINEeA0BaHNAM NeKapCTBEHHbIX NpenapaToB, XpaHeHWo, NepeBo3ke, BBO3Y B Poccuiickyto
denepaumio, OTMYCKy, peanu3aumy INEeKapCTBEHHbIX CPeacTB, MPUMEHEHUI0 FeKapCTBEHHbIX MNpenaparos,
YHUYTOXEHUIO JNeKapCTBEeHHbIX CpeacTB, a TakKkKe COGJ‘IIO,IJ.eHI/IFI YNOJTIHOMOYEHHbIMX OpraHamMmu MCMOJTHUTENbHOWN
Bnactu cybbekToB Poccunckon degepauum MeTOAMKN YCTaHOBMNEHUS NpederbHbIX pa3MepoB ONTOBbIX HaabaBok
W npedenbHbIX pPa3MepoB pPO3HWYHbIX HagbaBOK K (PAKTUYECKMM OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
npon3ssoguTenaMn JneKapCTBeHHbIX MNpenapaTtoB, Ha JeKapCTBEeHHble npenaparthbl, BKIKO4YEHHble B MepeYeHb
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTtoB (aanee - obasatensHblie TpeboBaHus);

2) opraHusauuto M NpoBEAEHWE MPOBEPOK COOTBETCTBUS FEKAPCTBEHHbIX CPEACTB, HaxoAsAWMUXCsl B
rpaXkgaHckoM 06opoTe, YCTaHOBINEHHbIM TPeboBaHUSM K UX KayecTBY;

2.1) npoBedeHME KOHTPOISbHbIX 3aKynmoK B Uensax nposepku cobnwogeHus cybbektamu obpaleHus
NeKapCTBEHHbIX CPeACTB, OCYLLECTBSIOWNMN PO3HUYHYKO TOProBMNKO FNEKapCTBEHHbIMW nNpenapatamy  Ans
MELMLIMHCKOrOo MPUMEHEHUS, NpaBun OTNYCKa NeKapCTBEHHbIX MpenapaTtoB AMfs MeOULMHCKOrO MPUMEHEHUs U1
(vnn)  3anpeta npogaxu  panbCMPULMPOBAHHBLIX  NEKApCTBEHHbIX  CPEeACTB, HefobpoKayeCTBEHHbIX
NeKkapCTBEHHbIX CPEACTB N KOHTpaaKkTHbIX NEKapCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH PepepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)

3) opraHusauuio 1 npoBeeHe apMakoHaa3opa;

4) npuvMeHeHve B nopsgke, YCTAHOBMEHHOM 3akoHogaTtenbcTBom Poccunckon ®depepaumm, mep no
NMpeceYeHnio BbISBMEHHbIX HapyleHun obssaTenbHbix TpeboBaHUW u (MAM) YCTPaHEHWI0 MOCNEeACTBUA Takux
HapyLleHWn, B TOM YuCrie MPUHATME PEeLUeHUs O HaXOXOEHUWU feKapCTBEHHbIX cpefdcTB B obpalleHuu, Bblaadvy
npegnucaHmn o6 yCTpaHEeHWU BbISIBMIEHHbIX HapyleHWn obsAs3aTenbHbiXx TpeboBaHMM U NpuBeYeHue K
OTBETCTBEHHOCTU MKL,, COBEPLUMBLUMX Takue HapyLUeHus.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

5. ®egepanbHbIn rocygapcTBeHHbIN Haa3op B cdepe obpalleHus nekapCTBEHHbIX CPEACTB OCYLLECTBNSETCH
B nopsake, ycrtaHoBrneHHoMm depepanbHbiM 3akoHOM OT 26 Aekabpsi 2008 roga N 294-93 "O szawwmTte npas
IOPUAMYECKUX NUL, U MHOUBMAYanNbHbLIX NpeanpuHMMaTenen npu OCYLLECTBEHUN rOCYAapCTBEHHOrO KOHTPOMs
(Hag3opa) M MyHMUMNANbLHOrO KOHTpOMs", C y4eTOM OCOBEHHOCTEN, YCTAHOBMEHHbIX HacCTOSLWEN CcTaTbew.
lMpeaBapuTenbHOE corracoBaHWe C OpraHaMu MpPOKypaTypbl CPOKOB MpPOBEOEHUS BHEMNNAHOBOW MPOBEPKM
cyObekToB obpalleHns NnekapCTBEHHbIX CPeACTB, a Takke NpeaBapuTenbHOEe yBeAOMIIEHUE OPUANYECKMX Nu,
NHAMBMAYarbHbIX NpeanpuHumaTtenen o Havane NpoBeaeHNs 3ToW NpoBepku He TpebyeTtca. OpraHbl NPoKypaTypbl
M3BELLalTCad O MNpPOBEAEeHWM BHEMNaHOBOW MpOBepkn CyObekToB obpalleHns neKkapCTBEHHbIX CpeacTB
NMOCPEeACTBOM HanpaBrieHUs COOTBETCTBYIOLUMX JOKYMEHTOB B TeUYeHNe Tpex pabounx AHen ¢ MOMEHTa OKOHYaHMsA
npoBefeHns ykazaHHOW BHEMNIaHoBOW MNPOBEPKU.
(4acTb 5 B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

6. [JomKHOCTHbIE NuLla opraHa rocy4apCTBEHHOro Haa3opa B Nopsake, YCTaHOBNEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®enepaumm, UMEOT NpaBo:

1) nomyyaTb Ha OCHOBaHWM MOTMBMPOBAHHBIX MUCbMEHHbLIX 3arMpocoB OT CyObekToB obpalleHus
NeKapCTBEHHbIX CPeACTB, OpraHoB WCMOMHUTENbHOW Bnactu cybbektoB Poccunckon Pegepaumm n opraHos
MECTHOro camoyrnpasneHust JOKYMeHTbl 1 MHOpMaLmio No Bonpocam obpalleHuns nekapcTBeHHbIX CPeacTB;

2) BecnpenaTCTBEHHO MO NpeabsABreHUn CnyXebHOro ygocToBepeHus U Konuu npukasa (pacrnopsikeHnst)
opraHa rocygapCTBEHHOro Hag3opa O Ha3HaveHWM NpPOoBepKU mnocelaTb UCMOMb3yeMble IPUANYECKUMU NULaMu,
NHAMBMAYanbHbIMW NpeanpuHUMaTEnaMn, SBNSIOWMMUCA CyObekTammn obpalleHns nekapcTBEeHHbIX CPeacTB, Npu
OCYLLECTBMEHNMN CBOEN AeATEeNbHOCTU TeppuTopuM, 34aHUS, MOMELLEHUS U COOPYXeHWs B Lensx npoBedeHus
MEpPONPUATUIA NO KOHTPOSHO;

3) npoBoauTb OTOOP 06pasUoB IEKapCTBEHHbIX CPEACTB, MNpeAHasHayeHHbIX Ana peanu3aumm U
peanuayemblx cyObekTamy oOpalleHUs fekapCTBEHHbIX CpeacTB, ANs MPOBEPKM WX KayecTBa, NpoBeaeHus
nccnegoBaHuiA, UCTbITaHUA B COOTBETCTBMU C NpaBunamn otéopa o6pasLoB, YCTaHOBMNEHHbIMU YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENBHON BRacTy;

3.1) NnpoBOAUTbL KOHTPOSbHbIE 3aKYMKU JIEKAapCTBEHHbIX MpenapaToB ANs MEOUUUHCKOrO MPUMEHEHUS B
Lensax npoBepku cobniogeHus cydbbekramm obpalleHnst NeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOWLMMN PO3HUYHYHO
TOProBIt0 JIEKAPCTBEHHBIMU MpenapaTtaMmy Ang MefuLUMHCKOrO0 MPUMEHEHUS, MpPaBuIl OTMYCKa NeKapCTBEHHbIX
npenapaToB AN MeAMLMHCKOrO NMPpUMEHEHUs 1 (Mnn) 3anpeta npogaxu danscnuumpoBaHHbIX NEKapCTBEHHbIX
CPeAcCTB, He[oOPOKAYECTBEHHbIX NIEKAPCTBEHHBIX CPEACTB N KOHTPaaKTHLIX NEKAaPCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

4) BblgaBaTb cybbekTaMm obpalleHus NnekapCcTBEHHbIX CPeACTB NpeanucaHvs O npekpalleHun HapyLleHun
obsizaTenbHbIX TpeboBaHMI U 06 YCTpaHEeHUN BbISIBNEHHbLIX HapyLLeHU oba3aTenbHbIX TpeboBaHui;

5) HanpaBnsiTb B YMNONHOMOYEHHbIE OpraHbl MaTepuarnbl, CBSi3aHHble C HapylleHUsMu obsa3aTernbHbIX
TpeGoBaHWi, ANs PeLIeHMsl BOMPOCOB O BO30YXKAEHWUWN YrofoBHbIX Aer Mo Npu3Hakam NpecTynsieHni.

7. Bbl60p0'-IHbIl7I KOHTPOJIb Ka4decCTBa Ji€eKapCTBEHHbIX CpenctB OcyuwecTBndeTcd YNOJIHOMOYEHHbIM
cbep,epaanblM OopraHom NCMNONHUTENbLHON BNacTu B YCTaAHOBJIEHHOM UM NopdAaKe N BKIO4YaeT B cebs:

1) obpaboTtky cBegeHu, B o00A3aTenbsHOM MOpsiAke NpefocTaBnsiemMbiX cybbektammu obpalleHns
NeKapCTBEHHbIX CPEeACTB, O CEpUsX, NapTUSAX NEeKapCTBEHHbIX CPeacTB, MOCTYNalwLWmX B rpaxgaHCKun obopoT B
Poccunckon ®egepaumm;

2) oTO0op 06pasLoB feKapCTBEHHbIX CPeACTB Y CyObeKToB OGpallleHusl NeKapCTBEHHbIX CPEACTB B LIeNsX
NpoBeAEHUss UCMbITAHUA Ha WX COOTBETCTBME TPEeBGOBaHMAM HOPMATMBHOM OOKYMEHTALUMM WAN HOPMATUBHbIX
[IOKYMEHTOB;

3) NPUHATUE MO pe3ynbTaTaM MNnpoBeaAeHHbIX ncnblTaHWn peweHuna o JanbHenwem rpaxgaHCKom o6op0Te
COOTBETCTBYHOLLETO JIEeKapCTBEHHOIO CpencTBa;

4) NpUHATME YNONMHOMOYEHHbIM dedeparnbHbIM OPraHoM WCMOMHUTENBHOW BMAcTW pelleHns O nepesoae
NeKapCTBEHHOrO CPeAcTBa Ha MOCEPUNHBLIN BbIBOPOYHBIN KOHTPOMb KayecTBa MekapCTBEHHbIX CPeAcTB B Cry4ae
MOBTOPHOTO BbISIBIIEHNSI HECOOTBETCTBUS KayecTBa NeKapCTBEHHOro CpeAcTBa YCTAHOBMEHHbIM TpeboBaHuAM ©
(npn HeobxogumocTn) O npoBepke cybbekTa 0oOpalleHus NekapCTBEeHHbIX CpeAacTB. Pacxodbl, CBA3aHHble C
npoBedeHneM MNOCEepUMHOro BbIBOPOYHOrO KOHTPOMS KayecTBa JieKapCTBEHHbIX CPeAcTB, OMnfayvBalTCcs
npousBOAUTENEM feKapCTBEHHOro cpefctBa nubo fdepxatenem wnu  BragenbueM  perncTpaurMoHHOro
YOOCTOBEpPEHWS flekapCTBEHHOro npenapara.

(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

naea 5. PASPABOTKA, JOKINMHUYECKUE NCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NPENAPATOB OJ1A BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CPeaACcTB

1. Paapa60TKa JNNIeKapCTBEHHbIX CpeacCTB BKIMHOYaAET B cebs nMouck HOBbIX cbapmakonormqecm AKTUBHbIX
BewecTB, nocrneaywuiee unyvyeHme mnx nekapCTtBeHHbIX CBOWCTB, AOKIIMHUYECKME WCCnenoBaHus, pa3pa60TKy
TEXHOMOrnm npon3soacTBa q)apMaLl,eBTl/l‘-leCKVIX Cy6CTaHLI,l/Il7I, pa3pa60TKy COCTaBOB M TEXHOMOINI npon3BoacTtea
JIeKapCTBEHHbLIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkm NekapCTBEHHbIX CPEACTB OCYLLECTBSETCH 3a CYET:
1) cpencTB chenepanbHOro GIOoKETa;
2) cpeacTB pa3paboTyMKOB NeKapCTBEHHbIX CPEACTB;

3) cpencTB npousBoauTenein NekapCTBEHHbIX CPEACTB MPU BbINOMHEHMN HAy4YHO-UCCefoBaTENbCKUX paboT
Mo 4OroBOpYy Mexay paspaboTUMKoM riekapCTBEHHbIX CPeACTB U NPOU3BOAUTENEM FEKAPCTBEHHbLIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHoaaTenbcTBoM Poccuiickon deaepalimm UCTOYHUKOB.
3. MNpaBa pa3paboTymnka NekapcTBEHHOrO CPEACTBa OXPaHAKTCS rpaX4aHCKMM 3aKOHOAATENbLCTBOM.

Cratba 11. [JoknuMHMYECKOe uCCcreAoBaHME JIeKAPCTBEHHOro cpeacTBa AN  MeAULMHCKOro
npUMeHeHusA

1. [JloknuHUYeckoe nccrnenoBaHne nekapcTBEHHOro CpeacTsa Ans MeAULMHCKOro NPpUMEHEHUst MPOBOAMTCA
nyTeM MPUMEHEHUs Hay4YHbIX METOOOB OLIEHOK B Lenax MonyyYeHus aokasaTenbcTB 6e3onacHoCTu, kavecTsa U
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

3 PEKTUBHOCTUN NEKAPCTBEHHOIO CPeacTBa.

2. [loknMHN4YecKkoe UccrnefoBaHme NIEKAPCTBEHHOIO CcpeacTBa AN MeANLMHCKOro NPMMEHEHNS MPOBOAUTCS B
COOTBETCTBUM C MpaBunaMuM Hagnexawen nabopaToOpHONW MPaKTUKW, YTBEPXKAEHHBIMU  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBHON BRaCTy.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Ona opraHv3auMnm 1 NpOBEAEHMST AOKMMHMYECKOrO MWCCReaoBaHUsl JIekapCTBEHHOIO CpeacTsa Ans
MeaULMHCKOrO NPUMEHEeHNs pa3paboTynkm nekapCTBEHHbIX CcpeacTs MoryT npvBenekatb
Hay4HO-UccrnefoBaTenbCckue opraHu3auum, obpasoBaTeNbHble OpraHu3aLun BbIiCLLIEro obpasoBaHusl, MMmerolime
HeobXoaMMYy0 MaTepuarnbHO-TEXHUYECKYD 6a3y M KBanMUUMPOBAaHHLIX CMEeuuanucToB B COOTBETCTBYOLLEN
obnacTtu nccrnenoBaHus.

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JoKnMHMYecKoe MccrnefoBaHne NeKapcTBEHHOTO CPeAcTBa ANl MeAULMHCKOTrO NMPUMEHEHNS! NMPOBOANTCS
no yTBEPXKAEHHOMY pa3paboTyYMKOM IEeKapCTBEHHOrO CPeAcTBa MnaHy C BedeHWEM MpOToKofa 3Toro
NCCreaoBaHnsl M COCTaBNEHMEM OTYETA, B KOTOPOM CoAepXaTcsl pe3ynbTaTbl 3TOro UCCeoBaHus U 3aknioyeHne
0 BO3MOXHOCTU NPOBEAEHUS KIIMHWYECKOTO MCCMNEedoBaHWs NekapCTBEHHOro npenapaTta Afns MeauuUHCKOro
NPUMEHEHWS.

5. MNpoBeneHne npoBepok cobnoaeHNs nNpaBun Haanexailen nabopaTopHOW NPaKTUKU U NPaBOBbLIX HOPM
MCNOMb30BaHUSI XMBOTHBLIX MNPU NPOBEAEHUM [OOKIMHUYECKUX WCCNeAOoBaHWN eKapCTBEHHbIX CPeAcTB Ans
MEAMLMHCKOrO MNPUMEHEHUs] OCYLLECTBNSAETCS YNONMHOMOYEHHbIM defeparnbHbiM  OpraHoM  MCMOSTHUTENbHOM
BMacTw.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pe3yJ'IbTaTbI OOKINMUHNYECKOro nccrniegosaHna nekapCcTtBeHHoro cpeacrtea aAnd MeamunuHCKoOro npuMmeHeHns
MOoryT ObITb npencrtaBneHbl B yﬂOJ'IHOMO‘-IeHHbIVI cbe,qepaanbM opraH MCMNONHNTENbHON BNacTn B YCTaHOBJ1IEHHOM
nopsAagke B Uendax rocy,qapCTBeHHoﬁ pernctpaunmn nekapCTtBeHHOro npenapara.

CraTtbs 12. [oknuHMYecKoe wuccrnepnoBaHue NNeKapCcTBeHHOro cpeacrtBa U KIIMHU4eckoe
nccrnegoBaHue neKkapCcTtBeHHOro npenaparta anda BeTepuHapHoOro npumMmeHeHuns

1. JoknnHn4eckoe nccrnegoBaHue NleKapCTBEeHHOro cpeactea AnAa BeTepuHapHOro npuMeHeHna npoBognTCcA
nyteMm npMMeHeHua Hay4dHblX MeTOoAOB OLUEHOK B uendax nonydyeHua OoKa3aTeslbCTB ©e3onacHocTK, KayecTBa U
SCD(*)GKTI/IBHOCTI/I lekapCTBeHHOro cpencrtea, B TOM 4YuUCrie onpenerieHna Ccpoka ero BbiBeAeHUA U3 opraHmima
XMBOTHOrO, B Lensax obecnedyeHnss Ge3onacHocTr npoaykumn XMBOTHOIO NPOUCXOXOAEHUA nocrne npuMeHeHud
COOTBETCTBYHOLLEro J1IeKkapCTBEHHOIO npenapara.

2.  [OKNMMHWMYEeCKOe WCCIefoBaHWe  FlieKapCTBEHHOrO CPeacTBa M KMMHWYECKOEe — MccriefoBaHue
NeKkapCTBEHHOro npenapaTta Ansi BeTEPMHAPHOro NpUMEHEHUs1, uccrieaoBaHe GMO3KBMBANEHTHOCTM YKa3aHHOro
NeKkapCTBEHHOrO npenapata MNpOBOAATCA B COOTBETCTBUM C MpaBuramu, YTBEPXOEHHbIMU YNONTHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMONHUTENbHOM BNAacTy.

3. [oknuHuyeckoe UccrnefoBaHMEe  fIeKapCTBEHHONO CPeAcTBa WM KNMHMYECKoe — UccriegoBaHue
neKapcTBEHHOro npenapaTta Ansi BeTepUHapHOro MPUMEHEHUsST MPOBOASTCS MO YTBEPXKAEHHOMY pa3paboTyYMKoMm
NeKapcTBEHHOro cpefacTBa NnaHy ¢ BeAeHUMEM NPOTOKONIOB 3TUX WUCCreAoBaHWMn M COCTaBreHWEeM OTYeTOB, B
KOTOpLIX coaepXaTcs pe3ynbTaThl 3TUX UCCreaoBaHN.

4. Ons opraHMsauMm n nNpoBedeHWs1 OOKMMHUYECKOro WCCMeaoBaHusl NeKkapcTBEHHOro cpeacTtea U
KMMHUYECKOro WCCrneaoBaHUA NeKapCTBEHHOro npenapaTta Ans BeTepUHapHOro MNpUMEHEHUs paspaboTumk
neKapcTBEHHOro cpencTea MoXeT npuBnekaTb opraHusaLuu, nMetoLLme HeobxoaumMyto
maTepuanbHO-TeXHMYeCKylo 6asy U  KBanMUUUPOBAHHBLIX CMeuuanucToB B COOTBETCTBYIOLEN obnactu
nccnegoBaHus.

5. KnuHun4yeckune nccnegoBaHusi JNNIeKapCTBEHHbIX npenapaTtoB ANnA BEeTEPUHAPHOro npuMeHeHna npoBoaATCA
B BETEpUHApPHbIX OpraHn3aunax n B opraHun3aumax, ocywecTBnAaloWmnx pasesegeHne, BblpalluBaHne n cogepxaHme
XXMNBOTHbIX, B Lienax:
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

1) YyCTaHOBJ1EHNA NEePEHOCUMOCTU JIEKAPCTBEHHbLIX NpenapaTtoB 340p0BbIMU XNBOTHbIMU;

2) nogbopa onTuManbHbIX A03MPOBOK NEKAPCTBEHHbIX NMPenapaToB U Kypca fevyeHns Ha KOHKPEeTHOM rpynne
XMBOTHbIX C orpegeneHHbIM 3aboneBaHuemM;

3) yctaHoBneHus Ge3onacHoOCTM M 3(PPEKTUBHOCTN JNEKAPCTBEHHOrO npenapara, npeaHa3HayeHHoro Ansg
neyeHns onpegeneHHbix 3aboneBaHW XMBOTHbIX, MM 3(PEPEKTMBHOCTU NEKapCTBEHHOroO npenaparta Ans
npodunakTukmn 3abonesaHnin 340POBbIX KUBOTHbIX;

4) n3y4yeHnss BO3MOXHOCTEN pacCLLUMPEHUs NOKa3aHUM K NPUMEHEHNIO 3aperMcTpMpoOBaHHOIO NeKapCTBEHHOrO
npenapaTta ¥ BbISIBIEHVS1 paHee HEM3BECTHbLIX MOBOYHbLIX AENCTBUIA.

6. KnuHuyeckoe uccriefoBaHMe INeKapCTBEHHOro npenapaTa AN BeTepuHapHOro  NpUMeHeHUs
OCYLLECTBNAETCA 32 CHET CPEeACTB pa3paboTumka NiekapCTBEHHOIo cpeacTBa.

7. OT4yeTbl © pe3ynbTatax AOOKIMUHUYECKOro uccnenoBaHuA InekapCTBeHHOro cpeactea U KIMMHUYECKOro
nccnenoBaHUa JeKkapCTBEHHOro npenaparta Aand BeTepuHapHOro npuMeHeHuda COCTaBIIAKTCA paSpa60T‘-IVIKOM
JIeKapCTBEHHOIo cpeacrtBa C y4eTom 3aKnYeHnn OpI'aHVI3aLI,VII7|, npuHMMaBLWKMX y4actne B OpraHun3aumm wu
npoBegeHnn aTnx nccnegoBaHun.,

8. KOHTpOJ'Ib 3a nposegeHnemMm OOKINMMHUYEeCKNX nccrnegoBaHum NNeKapCTBEeHHbIX CpeacTB U KIMMHUYEeCKUX
nccnegoBaHmm NleKapCTBEeHHbIX NnpenapaTtoB And BETEPUHAPHOIro npnMeHeHnsa ocylecTBnaeTca yrnoJIHOMO4YEHHbIM
cbep,epaanblM opraHom NCNONHUTENBbHON BRacTu.

Masa 6. OCYLWECTBNEHME rOCYOQAPCTBEHHOW PETUCTPALIUN
JIEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 13. FlocyaapcTBeHHas perucTpauus nekapcTBeHHbIX NpenapaToB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B Poccuickon ®egepaummn gonyckailoTcs nNpoOM3BOACTBO, U3rOTOBMEHME, XpaHeHWe, nepeBo3ka, BBO3 B
Poccuiickyto  depepauunio, BbiBo3 M3 Poccunckon ®epepauuun, peknama, OTNYCK, peanus3auus, nepenaqa,
NPUMEHEHNE, YHUYTOXEHWE JNEKapCTBEHHbIX MpPenapaToB, €CMM OHU 3aperncTpupoBaHbl COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM (heepanbHbIM OpPraHOM UCMNONHUTENbHON BNACcTW.

(vactb 1 B peq. ®egepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocynapCTBEHHOW perncTpaumm nognexar:
1) BCe nekapcTBEHHbIE Npenapartbl, BNepBble nognexaiine Beogy B obpalleHne B Poccuiickon ®epepauuu;

2) nekapcTBEHHbIE NpenapaThbl, 3aperncTpUpoBaHHbIE paHee, HO MPou3BeAeHHbIE B APYrMX NeKkapCTBEHHbIX
dopMax B COOTBETCTBMM C MEPEYHEM HaAMMEHOBAHUIN NEKapCTBEHHbLIX (OPM, B HOBOW [O3UPOBKE Mpwu
[JoKasaTenbCTBe ee KIMHNYECKON 3Ha4YMMOCTU U 3(PPEKTUBHOCTH;

3) HOBble KOMBMHALMM 3apEerMcCTPMPOBaHHbIX paHee fieKapCTBEHHbIX NpenapaTos.

3. TocynapcTBeHHasi perucTpauvsi IekapCTBEHHbIX TMpenapaTtoB OCYLIECTBMSETCA Mo pesynbTatam
3KCMEepTU3bl NeKapCTBEHHbIX CPEACTB, a rocyAapCcTBeHHas pernctpaums opdaHHbIX NekapcTBeHHbIX npenapaTos
OCYLLECTBMNAETCA MO pe3ynbTaTtaM SKCMepTU3bl JOKYMEHTOB, NpPencTaBneHHbIX AMA onpeaeneHns BO3MOXHOCTU
paccmaTtpvBaTb  NleKapCTBEHHbIN  mpenapat Ans  MeOWLUMHCKOTO  MPUMEHEHUs  MpU  OCYLLLEeCTBREHUU
rocydapCTBEHHOW perucTpauummM B KadecTBe OpdpaHHOrO feKkapcTBEHHOro npenapaTta, M No pesynbTaTam
SKCMEepTU3bl NEeKapCTBEHHbIX CPEACTB.

4. TocynapcTBeHHasi perucTpauus eKkapcTBeHHOro npenapaTta OCYLIECTBMAETCA COOTBETCTBYHOLMM
YNONMHOMOY€EHHBLIM dhefeparbHbIM OpraHOM UCMONHUTENbBHOW BNacTW B CPOK, He NPEBbILLAIOLLMIA CTa WeCTUAeCaTH
paboymx OHe co AHS NPUHATUS COOTBETCTBYIOLLErO 3asBEHUs O TOCYAapCTBEHHON perucTpaumm nekapcTBeHHOro
npenapata. B ykasaHHbIi CPOK BKIOYaeTcs Bpemsi, HeobxoauMMoe AOf1A MOBTOPHOrO MpoBeAeHWsl IKCNepTu3bl
feKkapcTBEHHOrO CpefAcTBa B COOTBETCTBMM CO cTaThbei 25 Hactosiwero denepanbHoro 3akoHa. Cpok
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

rocy4apCTBEHHOW perMcTpaummM nekapCTBEHHOIO npenapata MCUYUCIISIETCA CO AHS MPUHSATUS COOTBETCTBYHOLLUM
YMNONHOMOYEHHbIM  (hefiepanbHbiM  OPraHOM  WUCMONMHUTENbHOW  BracTM  COOTBETCTBYHOLLErNO 3asiBNEHMS O
rocy4apCTBEHHOW permcTpaummn nekapCTBeHHOro npenaparta ¢ npunoXeHnem HeoOXO4MMbIX JOKYMEHTOB MO OEHb
BblJa4M PerncTpaLmoHHOrO YyAOCTOBEPEHUSI NeKapCTBEHHOrO npenapaTa. Bpems, HeobxoamMmoe Ans HanpaBneHust
YNOJIHOMOYEHHbIM dhefeparnbHbiM OpPraHOM MCMOMHUTENbHOW BRacTu 3anpoca O npeacTaBleHUn HeobXoaAMMbIX
MaTepuanoB MU NPeACTaBMeHNs 3asiBUTENEM OTBETA Ha AaHHbIN 3anpoc B COOTBETCTBUM CO cTaTbsmu 16, 19 u 23
HacTosilwero defepanbHOro 3akoHa, HE YYMTbIBAETCS MPU MCYMCHEHWM CpOKa FOCYAapCTBEHHOW pervctpauum
neKkapcTBEHHOro npenaparTa.

5. [ocygapCTBEHHOW pernctTpaunmn He nognexar:

1) nekapcTBeHHble Mpenaparbl, M3roTOBMEHHbIE anTeYHbIMW OpraHN3auUMsM1, BETePUHaPHLIMU anTeyHbIMK
opraHusauusiM1, VHOUBMAYaNbHLIMU MPEANPUHMMATENSMMU, KOTOPble UMEOT NMLEH3NI0 Ha (hapMaLeBTUYECKYIO
AesiTENbHOCTb, MO peuenTam Ha JieKapCTBeHHble mnpenapatbl U TpebGoBaHMSM MeOMLMHCKMX OpraHu3auui,
BETEPMHaPHbIX OpraHn3aLuii;

2) nekapcTBEHHble NpenapaTtbl, NPUMOGpPEeTEHHblE M3NYEeCKUMM nuuamMu 3a npegenamu Poccuiickoii
denepaunu 1 npegHasHaveHHble Ans NMYHOTO UCMOMb30oBaHUs;

3) nekapcTBeHHbIE NpenapaTbl, BBO3NMbIe B Poccuiickyto ®enepaunto onst okasaHUst MegULMHCKON NOMOLLN
MO >XKW3HEHHBIM MOKA3aHMSAM KOHKPETHOro MaumeHTa Ha OCHOBaHWMW paspelleHus], BbIGAHHOMO YMONTHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOSNTHUTENbHOM BNAacTK;

4) nekapcTBeHHble cpefcTBa, BBO3WMble B Poccuiickyto ®Pegepaumio Ha OCHOBaHMU  BblOAHHOMO
YNONTHOMOYEHHbIM (pefeparnbHbIM OPraHoOM WUCMOMHUTENBHOW BriacTu paspelleHus U npeaHas3HadYeHHble Ans
NpoBedeHUss KIMHUYECKUX WCCedoBaHW flekapCTBEHHbIX MpenapaToB U (Mnv) NpoBedeHUs  3KCNepTusbl
neKapCTBEHHbIX CPEACTB ANs OCYLEeCTBNEHUs rocyAapCTBEHHOWN perMcTpauum nekapcTBeHHbIX Npenaparos;

5) dhapmauieBTUYECKME CYOCTaHUUW;

6) pagvodhapmMaueBTUYECKME JeKapCTBeHHble npenapaTbl, W3roTOBMEHHblE HEMNOCPEeACTBEHHO B
MEAMUMHCKUX — OpraHu3auusix B MOPsSiAKe, YCTAHOBIIEHHOM  YMOSIHOMOYEHHbIM  dheaepanbHbiM - OpraHoOM
NCMOSNHUTENbHON BNacT;

7) NekapcTBeHHble NpenapaTsl, NPou3BoANMble A 3KcnopTa.
6. He gonyckaeTcs rocygapcTBeHHas permctpauus:

1) JIEKapCTBEHHbIX MNpenapartoB, OTNINMHaLWKUXCA Apyr OT Apyra Kad4eCTBEHHbIM COCTaBOM ﬂ,eVICTByiOLLI,I/IX
BelwecTB, Nnog ogMHakKoBbiM TOProBbiIM HaMMeHOBaHUEM;

2) 04HOro NekapcTBEHHOro npenapaTta, NPeacTaBEHHOrO Ha rocyAapCTBEHHYH PErncTpaumio B OTHOLLIEHUM
O[LHOTO M TOrO Xe AepXaTensa wunu Bragenbla perMcTpaunoHHOro YOOCTOBEPEHUS NIEKapCTBEHHOrO npenapaTa B
BMAE OBYX 1 Bonee NekapCcTBEHHbIX NPenapaToB Nog pasfMyHbIMU TOProBbIMY HAMMEHOBaHUSMM.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 3aNeKTpoHHON hopMe nnm Ha DymaKHOM HocuTerne) cybbekTa obpalleHns NekapCcTBEHHbIX
cpencTe COOTBETCTBYHOLLNM YNOJTHOMOYEHHbIM Gbep,epal'leblM opraHom WCMONHUTENbHON BJ1aCTH,
OCYLLECTBMSOLWUM FOCYSapPCTBEHHYIO PErMCcTpaLmio NIEKapCTBEHHbIX NPenapaToB, B YCTAHOBIEHHOM MM MOpsiAKe
OCYLLECTBMSIETCS HAy4yHOE KOHCYINbTUPOBAHME MO BOMPOCaM, CBSA3aHHbIM C MPOBEAEHUEM OOKIMHUYECKUX
VICCJ'Ie,EI,OBaHI/IVI, KIMNMHUYEeCKnNX I/ICCJ'Ie,CI.OBaHI/IVI NNIeKapCTBEHHbIX npenapartoB, 3KCNepTu3bl Ka4eCcTBa J1IeKapCTBEHHbIX
cpencTs, adhdeKTMBHOCTM M 6e30MacHOCTU, C OCYLLECTBIIEHUEM FOCYAAPCTBEHHOW PErncTpauun NekapcTBEHHbIX
npenapaToB. KOHCYNbTMPOBaHWE OCYLLECTBMAETCH C NpUBreYeHnemM deaeparnbHbiX rocy4apCTBEHHbIX OMKETHBLIX
yupexaeHun, noaBeA0MCTBEHHbIX AaHHOMY heiepanbHOMY OpraHy UCMOMHUTENbHOW BNacTu U HEe Y4acTBYHOLLUUX B
opraHusaumM npoBedeHUs 3KCNepTu3bl KayecTBa IeKapCTBEHHbIX CPeacTB B LEensX OCYLEeCTBMeHUa ux
rocyfapCTBEHHOW perucTpaumm B COOTBETCTBMM CO cTaTben 16 HacTosdwero ®efepansHOro 3akoHa, B Bue oTeeTa
B MUCbMEHHON hOopMe YNONTHOMOYEHHOro drefepanbHOro opraHa MCNONMHUTENbHOW BNacTu Ha 3anpoc. Pasmep
B3MMaeMOoW C 3asiBUTENS NnaTtbl ONpeaenseTca B COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccunckon ®enepauum 0o
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

opraHusaumM npenocTaBneHns rocyaapCTBEHHbIX U MyHuMUMnanbHblX ycnyr. WHgopmaums o6 ocyliecTeBneHum
Hay4YHOro KOHCYNbTUPOBAHUA, B TOM 4uCre CTaTbk, 0030pbl, CNpaBoYHble MaTepuanbsl U uHas MHdopmauusa ob
OCYLLLECTBMEHMM HAY4YHOrO0 KOHCYNbTUPOBAHUSA, pasmellaeTcsd Ha oduumanbHOM canTe YNoSIHOMOYEHHOro
denepanbHOro opraHa WCNoNHUTENbHOW Bnactm B cetn  "MHTepHeT" ¢ cobnogeHuem  orpaHuYeHun,
YCTaHOBIEHHbIX 3aKOHOAATENTbCTBOM O MEPCOHAaNbHbIX AAaHHbLIX, KOMMEPYECKON 1 (MNK) rocyaapCTBEHHOW TalHe.

8. [ocynapcTBeHHas perMctpauns nekapCTBEHHbIX NMPenapaToB, KOTOpble NpeAHa3HayveHbl Anst NPUMEHEeHNs
B YCMNOBUSAX BOEHHbIX ENCTBUIA, Ype3BblYanHbIX CUTYaLMIN, NPOUNAKTUKA U NieYeHns 3aboneBaHnin 1 NopaxxeHui,
NnonyyeHHbIX B pe3ynbTaTe BO3AEWCTBUS HeBbNaronpuATHbIX XUMMUYECKUX, OMONOrMyeckux, paguaunoHHbIX
hakTopoB, N paspaboTaHbl N0 3agaHu0 deaepanbHbIX OPraHoB MCMOMHUTENbHOW BRacTu, YNOMHOMOYEHHbIX B
obnactn o06opoHbI CTpaHbl M 6e30nacHOCTM rocyaapcTBa, OCYLWECTBMASETCS B MNOpsiake, YCTaHOBMIEHHOM
MpaButenscTBoM Poccunckon ®enepavmn.

Cratba 14. MpuHUMNbI 3KCNEPTU3bI JIeKAPCTBEHHbIX CPeaACcTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OKcnepTu3a NekapcTBEHHbIX CPEACTB OCHOBBLIBAETCS Ha MPMHLMNAX 3aKOHHOCTM, COGMoAeHWs npas U
ceobon 4enoBeka M rpaxgaHuHa, MNpaB HPUAMYECKOTO IMUa, HE3aBWCUMOCTU 3KcnepTa, OBBbEKTUBHOCTH,
BCECTOPOHHOCTU W MOJIHOTHI UCCMEAOBAHWI, MPOBOAUMbBIX C UCMONIb30BAHWEM COBPEMEHHLIX JOCTMKEHUIA HaYKn 1
TEXHWKM, OTBETCTBEHHOCTU (hedepanbHOro rocyAapCTBEHHOro GIO4KETHOTO YYpexOaeHUs no MNpoBeaeHuio
3KCNEepPTU3bl NIeKapCTBEHHbIX CPEACTB U 9KCNEepTOB 3a NPoBeAeHMe 1 Ka4eCTBO KCNepTUsbI.

2. 3KCI'I€pTI/I3a NeKapCTBEeHHbIX npenapartoB And MmeaunumHCKOro npuMeHeHuna BKn4vaeT B cebs:

1) 3KCnepTM3y [OOKYMEHTOB, MNpeACTaBMEeHHbIX ANt  OofnpeferneHns BO3MOXHOCTM — paccmaTpuBaTb
nekapcTBEHHbI NnpenapaT Ans MeaAULUHCKOTO NMPUMEHEHNs MPY OCYLLECTBINEHUN rOCYAapCTBEHHON perncTpauum B
kayecTBe opdhaHHOro NekapCcTBEHHOTO Npenapara;

2) aKcnepTM3y MpeanoXeHHbIX METOLOB KOHTPONS KayecTBa IEKApCTBEHHOrNo cpeacTBa M KadecTsa
npeacTaBrieHHbIX 06pas3LoB NeKkapcTBEHHOIO CPefCcTBa C UCMONb30BaHMEM 3TMX METOAOB (Oanee - akcnepTusa
KayecTBa NlekapCTBEHHOro CpeacTBa);

3) 9KCMepTM3y OTHOLIEHMS OXWOaeMoN MNoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JeKapCTBEHHOIo
npenapara.

3. OkcnepTr3a nekapcTBEHHbIX NpenapaToB Ans BETEPUMHAPHOIo NpUMEHEHMWS BKIOYaeT B cebs akcnepTuay
KayecTBa IEKapCTBEHHOIO CPEACTBA W 3KCNEPTU3Y OTHOLIEHUS OXWMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHWs1 NekapcTBEHHOIO Npenapara.

CraTtbsa 15. ¢e,qepanb|-|oe rocygapcrtBeHHoe 6rogxeTHOE yypexgeHue no npoBeaeHUIO 3KCNepTu3lbl
JNIeKapCTBeHHbIX cpeAacTB

OKkcnepTusa NEeKapCTBEHHbIX CPEACTB  MPOBOAMTCA  dedeparibHbiM - FOCYAAPCTBEHHBIM  BHOMKETHLIM
yyYpexaeHMeM COOTBETCTBYIOLLEIO  YMONIHOMOYEHHOro hefepanbHOro opraHa WCMOMHWUTENbHOW — BRacTy,
CO34aHHbIM Ans obecneyeHns UCNONHEeHNs NOMHOMOYUIA 3TOro (heaeparbHOro opraHa no Bbigave paspeLleHnin Ha
NpoBeAEHUE KIIMHUYECKMX UCCNELOBaHMIA NeKapCTBEHHbIX NpenapaTtoB 1 (MNn) No rocyaapCTBEHHONW pernctpauum
nNekapcTBEHHBIX NPenapaToB (Aarnee - 3KCNePTHOE YYPEXAEHUE).

Cratbsa 16. OpraHusaumsa npoBeAeHUs IKCNepTU3bl JIeKapCTBEHHbIX CPeacTB
(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa NeKapCTBEHHbIX CPeACTB NPOBOAMTCS KOMUCCUEN 3KCMEPTOB 3KCMEPTHOMO YUYpeEXOeHMs,
Ha3Ha4YeHHOW ero pykoBOAWTENEM, Ha OCHOBaHWW 3afaHusl Ha MpPOBEAEHME IKCMEepTU3bl JEKAPCTBEHHOMO
CpPeacTBa, BbIAAHHOIO YMOMHOMOYEHHbIM chbeaepanbHbiM OpraHoM MWCNOMHUTENbHOW BRacTu. PykoBoautenb
9KCMEPTHOrO y4ypexaeHuss obecneynBaeT Haafexallee NPOBeAEHMEe 3KCNEPTU3bl NEeKapCTBEHHbIX CPEACTB B
COOTBETCTBUWN C 3ajaHMEM, BblAaHHbIM YMOMHOMOYEHHbIM cheaepanbHbiM OpraHoM WCMOSHWUTENBHOW BriacTu, u
opraHu3yeT MNOATOTOBKY CBOAHOIO 3akruveHust 3ToW KoMuccuMW. B cocTaB 3TOM KOMUCCUM MO peLUeHUto
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

pykoBoAUTENA SKCNEPTHOro y4pexaeHua mMoryTt ObITb BKNIOYEHbLI B Ka4ecTBe 9KCnepToB nuua, He pa60Tarou.w|e B
O0AaHHOM 3KCMEepTHOM ydpexaeHuun, ecnm ux cneuunarnbHble 3HaHUA HeobOxoaumbl ans npoBeaeHnA 3KCNepTu3bl U
Takne 3KCnepTbl OTCYTCTBYHOT B AHHOM 3KCNEPTHOM y4pexaeHUn.

2. OKCnepToM Mo NPOBEAEHWNIO IKCMEPTU3bl NIEKAPCTBEHHbIX CPEACTB SABNSAETCS aTTeCTOBaHHbLIM PabOTHUK
3KCMEPTHOIO yYpeXAeHWs, KOTOpbIA WMMeeT BbiClee MeauuMHCKoe, dapmaleBTMyYeckoe, OGuonormyeckoe,
BETEPUHAPHOE WM XMMUYeckoe oOpas3oBaHWe W MPOBOOMT 3KCMEPTM3Y JEeKapCTBEHHLIX CPEACTB B MNopsiake
NCMNOMHEHNs CBOMX AOMKHOCTHbIX 0653aHHOCTEN (danee - aKcnepr).

3. MNpu npoBegeHMM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB IKCMEPT HEe MOXET HaxoaAuTbCs B Kakom-nnbo
3aBMCMMOCTM OT Nuua, Ha3HaYMBLUEro 3Ty 3KCNepTm3y, pa3paboTyvka MnekapCTBEHHOrO CpeacTBa WU Apyrvx
3aUHTEPECOBaHHbIX B pe3ynbTaTax aKCnepTusbl NnL.

4. MNpwn npoBeAeHUn 3KCMepTM3bl NeKapCTBEHHbIX CPeACTB He AonyckaeTca uctpebosatb y 3asasutens nmbo
WHbIX Iy MaTepuanbl, Heobxogumble Ans npoBedeHMs aKkcnepTusbl. B crnyyae HepgocTaToO4HOCTM
npeacTaBreHHbIX AKCNepTy MaTepuanoB AMfS Aayn 3aKmyYeHUs 3KCnepT CTaBUMT BOMPOC O MpeacTaBreHnn emy
HeobOXOoAMMbIX MaTepuanoB neped PYKOBOAMTENEM JKCMEPTHOro YYpeXAeHwus, KoTopbin obpawaetcs ¢
COOTBETCTBYHOLUMM 3anpoCoM B YNOMHOMOYEHHbIM hedeparibHblil OpraH WUCMONMHUTENbHOW BMacTu, BblAaBLUWUA
3agjaHve Ha MpoBedeHWe 3KCMepTuU3bl NEeKapCTBEHHOro cpefcTtBa. YkasaHHbli  ddedepanbHblil - opraH
NCMONHUTENbHON BNacTy B TeYeHne NATU pabounx AHeW CO OHS NOCTYNMEeHNs 3anpoca PyKoBOAUTENS 3KCMEePTHOro
yypexneHus HanpasnseT 3asBUTENO0 3anpoc O npeacTaBfieHun HeobxoamMbiX maTtepuanoB. [daHHbIA 3anpoc
MOXeT ObITb NnepedaH ynoSIHOMOYEHHOMY NPeACTaBUTENIO 3asBUTENs NMYHO NOA4 PacnuCKy, HampaBrieH No novTe
3aKasHbIM NMUCbMOM UMW NepefaH B 3MeKTPOHHOW hopme No TeneKoMMYHMKALMOHHbIM KaHanam cBasun. B cnyyae
HanpaBneHns OaHHOro 3anpoca Mo noYTe 3akasHblM MUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUU LLIECTU
OHEN ¢ gaTbl HaNpaBneHUs 3aKasHoro NMcbMa.
(4acTb 4 B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. Bagsutenb o6s3aH npeactaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dedepansHOro opraHa
WCNONMHUTENBHON BNAacTU B CPOK, He MpeBbllUaWNA OeBsHOCTA pabounMx OHEW CO OHSA €ero MNoslyuYeHus.
YNONHOMOYEHHbIN (beaepanbHbIl  OpraH WCMOMHUTENbHON BNacTW, BblAaBLWMKA 3agaHWe Ha npoBedeHue
3KCNepTM3bl NEKAPCTBEHHOIO CPEACTBA, B TeYeHMe NATU pabounx OHEN CO AHSA NOCTYMNEHUs OT 3asiBUTENS oTBeTa
Ha [aHHbIA 3anpoc HanpaensdeT TakoW OTBET B 3JKCMEpPTHOe y4ypexaeHue. B cnyvae HenpegcrtaeneHus no
NCTeYeHUn OeBsAHOCTa paboymx OHeW 3asBUTENeM OTBETA Ha AaHHbIA 3anpoc YMOSIHOMOYEHHbIV dhedepanbHbli
OpraH MCMNOMHUTENbHOW BracTyv, BblAABLUMIA 3aJaHWe Ha NMpoBedeHME SKCMepPTU3bl NEKapCTBEHHOIO CpeacTea, B
TeyeHne nATM pabounx [OHEW HanpaBnsieT B 9KCMEPTHOE y4ypexaeHue YyBeOOMIIEHVWE O HenpencTaBreHun
3asBUTENEM OTBETA Ha 3anpoC YKa3aHHOro opraHa. Bpems co OHS HanpaBneHwst 3anpoca 3KCMepTHOro
YUpEXOeHUs B YNOMHOMOYEHHbIW doeaepanbHbIl OpraH UCMOMHUTENbBHOW BRAcTy A0 AHSA NOSYYEHUs] SKCMEPTHBIM
yupexaeHmemM OTBETa Ha 3anpoc Unu yBeJOMITEHUS O HENpPeACTaBNeHMM OTBETa Ha 3anpoC HE YYUTbIBAETCS Mpu
NCYNCNEHUN CPOKa NPOBEAEHNST SKCNEPTU3bI NIEKAPCTBEHHOrO CPeACcTBa.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnn B cocTaBe perncTpaumoHHOrO [OCbe Ha JfeKapCTBEHHbIM npenapaTt Ans MeAULUHCKOro
NPUMEHeHUs codepXnTcsa npedycMoTpeHHas crtaTteen 18, yactbio 1.1 cratem 30 m ctaTben 34 HacTosLWero
PenepanbHOro 3akoHa KOMWS peLLeHust YNOMHOMOYEHHOro heaepanbHOro opraHa WCMOMHUTENbHOW BRactu O
NpoBeAEHUN NHCMEKTUPOBaHNS NPON3BOANTENSA NIEKapCTBEHHbIX CPEACTB, SKCNepTy 40 0POpMIIEHNS pe3ynbTaToB
3KCMNepTM3bl NEeKapCTBEHHOrO CpeAcTBa NPefoCTaBnsaeTcs B NOpsAAKe M Ha YCrOBUSX, KOTOpble NpeaycMOTpeHbI
Yactamu 4 n 4.3 HacToSILLEN CTaTbW, KOMWS 3aKIMKOYEHUST O COOTBETCTBMM NPOM3BOAUTENS NEeKapCTBEHHbIX CPeACcTB
TpeboBaHWAM NpaBun Hagnexallen NPoON3BOACTBEHHON MPAaKTUKWU, BblAAHHOIO YMOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCMOSHUTENBHOW BriacTu.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.3. 3agButenb 00s3aH NPeACTaBUTbL B YNOSIHOMOYEHHbIM dhedepanbHbii opraH UCMOMHUTENBHON BriacTu
KOMUIO 3aKIIOYEHMS O COOTBETCTBMM NMPOU3BOANTENS NEKAPCTBEHHbBIX CPeACTB TpeboBaHMAM NpaBun Hagnexailen
NPOV3BOACTBEHHOW MPAaKTUKU B CPOK, HE MPEBbLILWAKLWMNIA CTa BOCBMUAECATN paboumx OHEW CO AHS MOy4veHus
3anpoca O ee npegocTaBfieHMU. YNOMHOMOYEHHbIN bedepasibHbli OpraH UCMOSHUTENBHOW BNacTu, BblAaBLUWIA
3afjaHMe Ha npoBeAdEeHMEe 3KCMepTU3bl NEKAapPCTBEHHONO CpPeAcTBa, B TeYEHWe nsATM paboumx AHEeW Co AHS
MOCTYNMEHNs1 OT 3asiBUTENS KOMWM 3aKIOYEHWsi O COOTBETCTBMM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEAcTB
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

TpeboBaHMsM NpaBun Hagnexallen npon3BOACTBEHHOW MPAKTUKW, HanpaBnaeT ee B 9KCNepTHoe yypexaeHue. B
cnyvyae HenpeacTaBneHusi 3asiBUTENEM B YKa3aHHbIA CPOK KOMUM 3aKrioveHUs O COOTBETCTBUM MpoM3BOAUTENSs
neKkapcTBEHHbIX cpeacTB TpeboBaHWsM MNpaBun Haanexailen npou3BOACTBEHHOW MNPAKTUKU YMOMHOMOYEHHbIN
hbenepanbHbIN OpraH UCMNONMHUTENBHOW BNACcTW, BblAaBLUMIA 3a4aHue Ha NpoBeaeHne IKCnepTusbl NeKapCTBEHHOro
cpeactBa, B TedeHue nATM paboumx [OHeW HanpaBnseT B 9KCNEpTHOE y4ypexneHue YyBedOMIeHue O
HenpeacTaBreHN 3asBUTENEM KOMWU 3aKMHYEHUS O COOTBETCTBMM MPOM3BOAUTENS JEKAapCTBEHHbIX CPEACTB
TpeboBaHVMAM npaBun Hagnexawewn MNpou3BOACTBEHHOW NpakTUKM. Bpemsa co OHsA HanpaeneHwus 3anpoca
9KCMEPTHOTO yYpEXAEHUSA B YNOMHOMOYEHHbIN dbefepanbHbiii OpraH MCMONHUTENBHOW BNAcTU A0 OHSI NMOMyYeHus
9KCMEPTHbIM YYPEXAEHMEM KOMUU 3aKMOYEHUS O COOTBETCTBMM MPOU3BOAUTENS FNEKAPCTBEHHbIX CPeacTB
TpeboBaHVAM nNpaBun Hagnexalen NPon3BOACTBEHHON NPAKTUKM UM YBEOAOMIIEHMS O €e HenpeacTaBieHUN He
YUMTBIBAETCSA NPY NCHUCNEHNN CPOKa NPOBEAEHMUS SKCMEPTU3bl NEKAaPCTBEHHOrO CPeaCTBa.

(vacTb 4.3 BBeaeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OkcnepT npu nNpoBeAeHWMM MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEPTHOMO Y4YPEXAEHUS 3SKCNepTu3bl
neKkapcTBEHHOro cpeacTBa 0b6s3aH:

1) NnpoBeCTN NOJIHOE nccrnegosaHmne npeacTtaBlieHHbIX eMy 00BbEKTOB, mMmatepuanoB, Aatb 000CHOBaHHOE "
OOBbEKTMBHOE 3aKNiYeHne Mo MNocCTaBfEHHbLIM nepen HuUM BoMnpocaM UM MOTUBUMPOBAHHOE 3aKrk4veHune o
HEBO3MOXHOCTU NpoBeAeHUA MM 3KCNepTu3bl NIeKapCTBEHHOIo cpeacTea, eclim NnocTtaBlieHHble BOMNPOCh! BbIXOOAT
3a npepgenbl cneunanbHbIX 3HaHW JKCnepTa, 0ObeKTbl MccnegoBaHnn K mMaTtepuanbl HenpuroaHbl wnun
HeOoCTaTO4Hbl ONnA npoBeaeHuna nccreaoBaHUi U gadmn 3akrodeHus nmbo COBpeMeHHbIVI YpPOBEHb Pa3BUTUA HAYKN
He No3BOJIAET OTBETUTb Ha NOCTaBJ1I€HHbIE BOMNPOCHI;

2) He pasrnawaTb CBefeHWsi, KOTopble CTann €My MW3BECTHbl B CBSI3W C MPOBEAEHUEM 3SKCNEPTU3b
NEeKapCTBEHHOrO CpeAcTBa, a TakKe CBEAEHMWs, COCTaBMsOLME rOCYAAPCTBEHHYH, KOMMEPYECKYH) WM WHYIO
OXpaHAeMy0 3aKOHOM TawHy;

3) obecneuntb COXpaHHOCTb NPeACTaBMNEHHbIX OOBEKTOB NCCIEAOBAHUA N MaTepuarnos.
6. DkcnepT He Bnpage:

1) npoBOAMTL SKCNEPTU3Y JEKApCTBEHHOrO CcpeacTtBa Mo OOpalleHuo HEenocpeacTBEHHO K Hemy
opraHmsauun unu OUsnYeckmx nuu;

2) CaMOCTOATENIbHO CO6VIpaTb mMaTtepuarnbl Ana nposeneHuna aKkCnepTn3bl NIEKAPCTBEHHOIO CpeaCcTBa,
3) NnpoBOAUTb IKCNEPTUIY J1IEKapCTBEHHOIO CpeacTBa B Ka4eCTBe HEroCcy4apCTBE€HHOIo akcnepTa.

7. B cnyyae HeobGxooumocTW 3KCnepT BrpaBe XoAaTawcTBOBaTb Mepen PYyKOBOAUTENEM 3KCMepTHOro
yypexaeHust o NpUBMEYEHN K NPOBEAEHUIO SKCMEPTU3bI NTEKAPCTBEHHOIO cpeacTBa ApYrMx 3KCNepToB.

8. Kaxnablii akcnepT, BXOASLLMIA B COCTaB KOMUCCUM 3KCTIEPTOB, KOTOPOW NOPYYEHO NpoBeAeHNe IKCNepPTU3bI
NeKapCTBEHHOro CPeACcTBa, HE3aBUCMMO M CaMOCTOSTENbHO NPOBOAWUT UCCNEAOBaHWs, OLEHVMBaeT pesyrnbTaThl,
NONy4YeHHbIE M FIMYHO U OPYrMMU 3KCepTamu, 1 oopMynmpyeT BbIBOAbl OTHOCUTENBHO NOCTaBMNEHHbIX BONPOCOB
B nNpegenax CBoMx cneuunanbHbIX 3HaHWNA.

9. Pe3ynbTaThbl 3KCMEPTW3bl NEKAPCTBEHHOIO CPEACTBA OOPMISIOTCS 3aKMioYeHUEM KOMUCCUM 3KCMEPTOB.
B 3akMoYeHnM KOMWCCUM SKCTMEPTOB YKa3blBAKOTCA MepedYeHb WCCrefoBaHuii, 06beM MpOoBedeHHbIX KaxablM
3KCNepTOM WCCIeAoBaHUii, YCTaHOBMEHHbIE KaXKAbIM U3 HUX (DaKTbl U cAenaHHble B pesynbTate UCCrefoBaHui
BbIBOAbI. JKCMEpT, MHEHWEe KOTOPOro He COBMadaeT C pelueHneM KOMUCCUM SKCTMepTOB, BrpaBe Bbipa3uTb CBOe
MHEHVe B NUCbMEHHOI hopMe, KOTopoe NpuobLLaeTcs K 3aKnio4eHUo KOMUCCUI SKCTepTOoB.

10. OKcrnepTbl, BXOASLIME B COCTAB KOMWUCCUM, NpedynpexnatTcs 06 OTBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHofaTenbcTBoM Poccuiickoit Pefepauny 3a gady 3aknlouyeHusi, cofepXallero HeoBGOCHOBaHHblE WM
hanbcupuuMpoBaHHbIe BbIBOAbI, O YEM OHW AAOT NOAMNMUCKY.

11. Onpep,eneHVle YPOBHA ﬂpO(beCCVIOHaﬂbHOVI noaArotoBKM 3KCNepToB WM aTtTtectauma Ux Ha npaBo
npoesegeHunsa 9KCNepTun3bl NleKapCTBEeHHbIX  CpeacTB OCYLLEeCTBNAKTCA 3KCI'IepTHO-KBaJ'II/IqDI/IKaLWIOHHbIMI/I
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

KOMUCCUAMM B MNOPSiAKE, YCTAHOBMEHHOM COOTBETCTBYHOLLUMM YMNOMHOMOYEHHbIM beaepanbHbiM  OpraHoM
WCNONHUTENBHON BNacTu. YpOBeHb NPodeccMoHanbHOW MNOArOTOBKWM SKCMEPTOB MOAMEXUT NepecMoTpy
YKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OfMH pa3 B NATb feT.

12. MNpaBuna npoBeaeHUs1 IKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCMEPTU3bl OTAENbHbIX
BMOOB JEKApCTBEHHbIX npenapatoB (pedepeHTHbIX NEeKapCTBEHHbLIX MNpenapaToB, BOCMPOM3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, OWOMNOrMYECcKUX FEeKapCTBEHHbIX MpenapaToB, OuoaHanoroBbix (O6MONOAOOHbLIX)
nekapcTBeHHbIX npenapatoB (6uoaHanoros), romMeonaTMYeCKMX MEeKapCTBEHHbIX MpenapaTtoB, NEeKapCTBEHHbIX
pacTUTenbHbIX NpenapaTos, KOMBMHaLMIA NeKapCTBEHHbIX NpenapaTtoB), POPMbl 3aKMOYEHUN KOMUCCUKN IKCMEPTOB
yCTaHaBMMBalTCA COOTBETCTBYIOLUM YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMNHUTENBHOW BNACTW.
(vacTb 12 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

Crtatbs 17. Mogaya u paccMoTpeHUe 3asiBIeHUs1 O rOCyAapCTBEHHOW perncrpaumm nekapcTtBeHHOro
npenapara Ansi BeTepMHapHOro NpMMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ons rocygapCTBEHHOW perncrtpauvMm NnekapCTBEHHOro npenapaTta Ans BeTepMHApHOro npuMeHeHus
pa3paboTumKk Takoro nekapCTBEHHOro npenapaTta Unn ynosIHOMOYEHHOe UM Apyroe topuandeckoe nuuo (ganee B
HacTosilen cTaTbe - 3asBUTENb) NPeAcTaBnsAeT B YNOSIHOMOYEHHbIN deaeparnbHbli OpraH MCNOMHUTENbHOW
BMacTu, OCYLLECTBASIOWMN FOCYAapCTBEHHYIO PEerMcTpauuio NekapcTBEHHbIX npenapaToB Ans BeTEepUHapHOro
NPUMEHEHWS!, B 3NIEKTPOHHON POpPME MM Ha BYMaKHOM HOCUTENe 3asiBeHne O rocygapCTBEHHON perncrpauunu
NeKapCTBEHHOrO npenapata And  BETEepUHApHOro MNPUMEHEHWs, a Takke B Mopsgke, YCTAHOBNEHHOM
COOTBETCTBYHOLUUM YNOMHOMOYEHHbIM heaepanbHbiM OpraHoM UCMOMHUTENbHOW BRacTu, B 3MEKTPOHHON dhopme
unn Ha BymaxHoM HocuTene HeobxoouMmble OOKYMEHTbl, M3 KOTOPbIX (hOPMUPYETCs perncTpauuoHHoe OOCbe Ha
neKapcTBEeHHbIN NpenapaT Afs BeTEPUHapHOro NPUMEHeHNS.

2. B 3asBneHMM O rocydapCTBEHHOW perucTpauuMu neKkapcTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHMs1 yKasblBaloTCS:

1) HavmeHOBaHWe K agpec 3asBuUTens, paspaboTyvka U NPoOu3BOAMTENS feKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOrO NMPUMEHEHUS M aJpec MecTa OCYLLEeCTBMEHMS NPOW3BOACTBA NEKAapCTBEHHOrO npenapara Aans
BETEPMHAPHOIrO NPUMEHEHUS (B Crydyae Hanumumsi HECKOSbKUX Y4aCcTHUKOB npoLecca npov3BoAcTBa Heobxoanmo
yKasaTb KaXaoro u3 Hux);

2) HanMmeHoBaHWE J1eKapCTBEHHOro npenapata Aand BeTepuHapHOro npuMeHeHusa (Mem,quapOp,Hoe
HenaTeHToBaHHOe, U rpynnnMpoBOYHOE, UM XUMUYEeCKoe U TOproeoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb ﬂeVICTByIOLLWIX M BCromMoraTtersibHbIX BelWeCTB, BXOAALWNX B COCTaB JNIEeKapCTBEHHOIo npenaparta
0NA BeTepUHapHOro npuMeHeHusd, ¢ ykasaHnem KoJim4ecTBa KaxXgoro n3 HUX;

4) nekapcTBeHHasi hopma, JO3UPOBKA, CNOCODLI BBEAEHNA U NPUMEHEHUS, CPOK FOAHOCTM NeKapCTBEHHOIO
npenapara Ans BeTEPUHAPHOTO NPUMEHEHNS;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeoBGXOAMMOCTb NMPUMEHEHUSI YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl NIeKapCTBEHHbIX CPeACTB B Lensx
rocyqapCTBEHHOWN perncTpaLuuy NnekapcTBeHHOro npenapara;

7) KoMK JOKYMEHTOB, MOATBEPXKAAIOLUMX YNnaTy rocyaapCTBEHHON NOLUMMHBDI:

a) 3a npoBefeHne 3KCNepTu3bl KaYyecTBa NEKapCTBEHHOro CPeacTBa N SKCNepTM3bl OTHOLLEHUS OXugaemoun
NOJib3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA NeKapCTBEHHOro npenapara and setepuHapHoOro npuMmeHeHusd npu ero
rocyfapCTBEHHOW permcrpaumu,

6) 3a BblAayy perncTpaumMoHHOro YAOCTOBEPEHUS NekapcTBeHHOro npenapara;

8) Hanuuue cornacusi, NPegycMOTPEHHOro YacTblo 7 HacTosAWEN CTaTbW, €Cnu C MOMeHTa perucrpauuu
pedepeHTHOro NekapcTBeHHOro npenapara Ans BeTepuHapHOro NpuMeHeH st NPOLLIIO MEHEe YeM LLIECTb feT.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpauunoHHoe pocbe B ULENsX 3SKCMepTu3bl fekapCTBEHHOro npenapata Ans BeTepUHapHOro
npYMeHeHns opMUPYeTCS U3 CREAYHLWNX JOKYMEHTOB:

1) KkOnMWs MWUEH3MM Ha MpPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblAaHHOW  NPOM3BOAWTENIO
PErMcTPUPYEMOro  NEeKapCTBEHHOrO  npenapata Ans  BETEPUHAPHOro  MPUMEHEHUs, O POCCUMCKMX
npovssoguTenen;

(n. 1 B pea. ®epepaneHoro 3akoHa ot 04.06.2018 N 140-93)

2) KoMuMs NUUEH3MM Ha MNPOM3BOACTBO  JIEKAPCTBEHHbIX CPEACTB, BbIOAHHOW  MPOM3BOAMTENO
hapmaLeBTUYECKON CcyOCTaHUMK, BXOAsLEA B COCTaB PErMCTPUPYEMOrO FEeKapCTBEHHOrO MpenapaTta Ans
BETEPUHAPHOIO NPUMEHEHWS, ANs POCCUINCKMX NPON3BOAMTENEN;

(n. 2 B pea. ®epepaneHoro 3akoHa ot 04.06.2018 N 140-93)

2.1) konua [OOKYMEHTa, BblIAHHOMO YMNOMHOMOYEHHbIM OpraHOM CTpaHbl MPOWM3BOAUTENS ANS KaKaon
NPOU3BOACTBEHHOW MJIOLLAAKN PETMCTPUPYEMOrO NIEKapCTBEHHOrO NpenapaTa ANns BETEPMHAPHOro NPUMEHEHUS 1
NMOATBEPKOAMOLIEr0 COOTBETCTBUME MPOU3BOAUTENSA  JIEKAPCTBEHHOro npenapata TpeboBaHUAM  npaBwn
Hagnexallen Mpou3BOACTBEHHOW MPaKTMKW, W €ro NepeBof Ha PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBIIEHHOM
nopsigke, a Takke KOMUsl 3aKkitoYeHWst O COOTBETCTBMU MPOU3BOAUTENS NEKAapCTBEHHbIX CpeacTB TpeboBaHMAM
npaBun Hagnexalwen npoM3BOLACTBEHHOW NPAKTUKK, BbIAAHHOIO YMNOMHOMOYEHHbIM hbefepanbHbIM OpraHoM
WCMNOMHUTENbHOW BNacTM Anst KaXaowW NpOM3BOACTBEHHOW MMOLWAAKN PErucTpUpyeMoro JekapCcTBEHHOIro
npenapata Ans BETEPUHAPHOrO MPUMEHEHUs, nMBO KOMMA pelleHMs O MNpPOBEAEHUU MHCNEKTUPOBaHMWSA
npou3BoauTens fekapCcTBEHHbIX CPEACTB, MPUHATOrO YNONTHOMOYEHHbIM dhefeparbHbIM OPraHOM UCTMOMHUTENbHOW
BNacTM pAns KaxOon npOM3BOACTBEHHOW MMOWAAKM PEerucTpupyemoro feKkapcTBEeHHOro npenapata  Ans
BETEPVMHAPHOIO MNpUMeHeHus. YKasdaHHble [OOKYMEHTbl MNpeacTaBnsAlTCs B Cryyae, ecnv MpousBoACTBO
nekapCTBEHHOro nNpenaparTa ocyLecTernsieTcsa 3a npegenamun Poccuiickon ®epepauuu;

(n. 2.1 BBegeH depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2.2) Konusa OOKYMEHTA, BblAAHHOIO YNOSIHOMOYEHHbBIM OPraHoOM CTpaHbl NPOM3BOAUTENSA hapMaLeBTUYECKOM
cybcTaHUuuM 1 nNoaTBEPXKAAKLEro COOTBETCTBME NPOU3BOAUTENS (hapmaLeBTUYECKON CyOCTaHUMN, BXOOSLLEN B
COCTaB PErncTpupyemMoro nekapCTBEHHOro npenapaTta Afs BETEPUMHAPHOrO NMpuMMeHeHus, TpeboBaHuAM npaBun
Hagnexallem nNpou3BOLACTBEHHOW MPAKTMKU, U €ro nepeBof Ha PYCCKUA SA3blK, 3aBEpPEHHbIE B YCTAHOBMEHHOM
nopsiake, B Cnydae, ecnv NpouM3BOACTBO hapmaueBTMYECKOM cyOCTaHuMM OCyLlecTBNnseTcd 3a npegenamu
Poccuiickon ®epepauuu;

(n. 2.2 BBegeH PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

3) NPOEKT HOPMATMBHOIO JOKYMEHTA Ha NeKapCTBEHHbIV Npenapar A1 BETEPMHAPHOIO NPUMEHEHUS;

4) [OKYMEHT, cofepXawun cregywowyo uHdopmaumio o0 dapmaueBTUYeckon cybcTaHumMm  unm
hapmaueBTUYECKNX CYOCTaHUMAX, BXOASALMX B COCTaB JIEKAPCTBEHHOrO Mpenaparta Ans BeTepUMHapHOro
NPUMeEHEHNS:

a) HaumeHoBaHue hapmaueBTU4ecKkon cybcTaHLmK, ee CTPYKTypa, obLme CBOMCTBA;

0) HaumeHoOBaHVe 1 agpec NPOM3BOANTENS;

B) TexXHosnorna npom3soactea C onncaHnem cTagmmn npon3BoacTBa U MeETOOO0B KOHTPOJIA Ha BCeX CTaauax
npon3BOACTBa,

r) MHcbopmauus o NpuMecsx;

4) cneumdukaums Ha dhapmaleBTUYECKYIO CyOCTaHLNMIO;

€) onMcaHve MeTOAMK KOHTPOIs KayecTBa;

X) pesynbTaTthl aHanu3a cepui papmaueBTMYeCKon CcybcTaHLmu;

3) nepeyvyeHb CTaHOAPTHbIX 06paSLI,OB mnn BelwecTB, WUCMNOJNIb3yeMblX MNpu OCyWeCTBI1eHUN KOHTPOIA
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

KayecTBa;
1) onucaHne xapakTepUCTUK N CBOWCTB YNaKOBOYHbIX MaTEPUArioB N YKYNOPOYHLIX CPEACTB;
K) AaHHble O CTabubHOCTHY;
1) CPOK roAHOCTM, YCNOBUS XPaAHEHUS;

5) OTHET O pe3ylibTatax AOKIMHUYECKOro uccnenoBaHnd nekapCTtBeHHOro cpeacrtBa nOnAa BeTepuHapHOro
NPUMEHEHUA;

6) oTyeT O pesynbTaTax KIMHWUYECKOro WUCCrefoBaHUs NeKapCTBEHHOro npenaparta Ansl BeTEPUHAPHOro
NPUMEHEHMS Y KaXXA0ro Buaa XXMBOTHbIX, YKasaHHbIX B MHCTPYKLMM N0 BETEPUHAPHOMY NPUMEHEHMIO;

7) NPOEKT MHCTPYKUMM MO BETEpMHApHOMY MPUMEHEHWUIO JIEKaPCTBEHHOTO NpenapaTta, coAepKaller
crieaylolmne cBeeHus:

a) HaMMeHOBaHWe neKapCTBEHHOro mnpenapaTta [Afs BEeTEepUHapHOro npuMeHeHust (MexayHapogHoe
HenaTeHTOBaHHOE, UNW FPYNNMPOBOYHOE, UMM XMMUYECKOE U TOProBOE HauMEHOBaHWS);

6) JleKapcTBeHHaA cbopma C YKa3aHnem HaMMeHOBaHW N KONMYECTBEHHOMO cocTaBa D,eVICTByPOU.lI/IX BellecTB
N Ka4eCTBEHHOIo coCtaBa BCrnomMoraTesibHbIX BELWECTB;

B) onucaHne BHeLWHero Bnaa nekapCTtBeHHOro npenaparta gnda seTepuHapHOro NnpuMeHeHus;

r) chapmakoTepaneBTMyecKkas rpynna fiekapCTBEHHOro npenapaTta Ang BeTEPUHAPHOro MPUMEHEHUS Unm
yKasaHue "romeonaTnyeckuin NekapCTBEHHbIN npenapat”;

A) (papmakogvHamMuka M hapMakoKMHETMKA (3a WCKMoYeHUeM apMakoOKMHETUKM TroMeonaTU4ecKmx
NekapcTBEHHbIX NPenapaToB U PacTUTENbHbIX NIeKapCTBEeHHbIX NpenapaTos) U onucaHne MMMYHOBUONOrMYEeCcKX
CBOWCTB NeKkapCTBEHHOro npenapara;

€) NokasaHusl Ans NPUMeEHEHNS;
) NPOTUBOMNOKa3aHUs A1 NPUMEHEHUS;
3) Mepbl NPEAOCTOPOXHOCTU NPY NPUMEHEHUM;

l/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NPUMEHEHUA y 66peMeHHbIX XNBOTHbIX, Y XXMBOTHbIX B Nepuon
NnaKkTauuu, y noToMCTBa XXUBOTHbIX]

K) PpeXum [o3uMpoBaHusi, cnocob BBEAEHWss U MNPUMEHEHWs, Mpu  HeobxoaMMoCTM Bpemsl npuema
nekapcTBEHHOro npenapata Ans BeTEPUHAPHOTO NPUMEHEHUS!, MPOAOIMKUTENBHOCTbL NEYEHNS;

n) BO3MOXHble MNOGOYHbIE [ENCTBUS, HeXenaTernbHble peakuuM MNpu MNPUMEHEHUWM FNEKAPCTBEHHOIO
npenapara Ans BeTEPUHAPHOTO NPUMEHEHNS;

M) CUMNTOMbI MEePeao3NPOBKM, MEPbI MO OKa3aHMWI0 MOMOLLM NPU NEPefo3NPOBKE;
H) B3aMMOAENCTBME C APYrMMU NeKapCTBEHHbIMU NpenapaTaMu U (Urnu) KopMamu;
0) cbopMbl BbiMycKa riekapCTBEHHOIo NpenapaTa AJ1si BeTePMHapHOro NPUMEHEHUS;

n) ykasaHue (Npy HeobBXoAMMOCTM) OCOGEHHOCTEN [OENCTBUSI NekapCTBEHHOrO npenapaTta  Ans
BETEPWHAPHOIO NPUMEHEHUS NPU NEPBOM NpUeMe UK Npu ero OTMeHe;

p) onucaHue (Nnpy HeobxooMMOCTW) AEWCTBUMI BETEPUHAPHOIO Bpaya (BeTepuHapHoro denbauepa), MHOro
cneumanucTta B obnactu BeTepuHapuu, BnagernbLa >XMBOTHOMO MpuW NPonycke npuema ogHOM MM HECKOSBbKUX 403
NeKapCcTBEHHOTO Npenapara Afis BETEPMHAPHOIO NMPUMEHEHUS;
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C) CPOK IrogHOCTU M YyKa3aHue Ha 3anpet npuMeHeHua JnekapCTBeHHOro rnpenaparta and BeTepuHapHOro
NPpUMEHEeHNA No NCTeYeHUN CPOoKa roaHOCTU;

T) YCNOBUS XpaHEHWS;

y) yKkasaHue Ha HeobGXOoaUMOCTb XpaHEHUS! NeKapCTBEHHOrO npenaparta Ans BeTePMHAPHOro NPUMEHEHUS B
MecTax, He4OCTYNHbIX AN AeTen;

@) ykasaHue (NpM HeobGXoAMMOCTM) chneumanbHbIX Mep NPegOoCTOPOXKHOCTU  MNPU  YHUHTOXEHMUM
HEeMCMNonb30BaHHbIX NEKapCTBEHHbIX NpernapaToB A1 BETEPMHAPHOIO NPUMEHEHNS;

X) CPOKM BO3MOXHOI0 MCNoJib30BaHNA NpOAYKUUN XXNBOTHOIO NPOUNCXOXOEHUA NocClie BBeOEeHUA XUBOTHOMY
J1IeKapCTBEHHOrO npenaparta anda BeTepUHapHOro npuMeHeHuns;

L) yCnoBus OTMNycka;

‘-I) HanMeHOoBaHNA U agpeca Npon3BoACTBEHHbLIX NJ1OWAA0K Npon3BoaAUTENA NEKAPCTBEHHOIO Nnpenaparta and
BETEPUHAPHOIo NPpMMEHEHUA;

LIJ) HanmveHoBaHue, agpec opraHu3auuu, yI'IOJ'IHOMO‘-IeHHOVI aepxarenem nnn BnagenbuemMm
perncTpaumMoHHOro yaoCtoBepeHund nekapCcTtBeHHOro npenapara Ha npuHaTne I'IpeTeH3VIIZ oT I'IOTpeGVITeJ'IFI;

8) NpoeKkTbl MakeToB MEPBUYHON YMNaKOBKA M BTOPUYHOM YMaKOBKW JIeKapCTBEHHOro npenapata Ans
BETEPMHAPHOTO MPUMEHEHWS;

9) cneayowmne cBefeHns o0 NiekapCTBEHHOM npenapare A5 BeTepMHaPHOro NpUMEHEHUS:
a) onucaHue 1 cocTaB fiekapCTBEHHOrO npenapara Ans BETEPUHapPHOro NPUMEHEHNS;

©) onncaHne apmaLreBTU4ECKON paspaboTkuy;

B) onucaHue npouecca Npou3BOACTBa U €ro KOHTPOrS;

r) onucaHne KOHTPOSS KPUTUYECKMX CTaguI NPOM3BOACTBA M MPOMEXYTOYHON NPOAYKLUW;

[) HaMMeHOBaHUA 1 agpeca paspaboTyuvka, AepxaTtens unu snagensua perncTpaunuoHHOro yaoCTOBEPEHNS
NleKkapCTBEHHOro npenaparta, NPOWM3BOACTBEHHbLIX MIOWAA0K MPOM3BOAUTENS NeKapCTBEHHOro npenapara Aans
BETEPUHAPHOIO NPUMEHEHUS;

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

€) hapmaueBTU4ECKass COBMECTUMOCTb;

X) MUKpoBuonormyeckne xapakTepucTukuy;

3) MaTepuanbHbIi 6anaHc 4ns Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTAa;

1) ONucaHne XapakTepuUCTMK U CBONCTB YNAKOBOYHbIX MaTepUarnoB MU YKYNOPOYHbIX CPEACTB;
K) JOKyMeHTarnbHOe NoATBepXAeHne (Banugauus) npoueccos U (Unu) Ux oLeHKa;

n) TpeboBaHMsA K kKa4ecTBY BCMOMOraTernbHbIX BELLECTB (cepTudmkat, cneundukaums Ha BcnoMmoraTenbHble
BellecTBa 1 ux 060CHOBaHwue);

M) aHanuTMYeckne MeToaMKW, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa BCMNOMOraTerbHbIX
BELLeCTB;

H) [OOKyMeHTanbHOe noaTBepxaeHve (Banuaauusl) aHanuTUYecKkux MeTOOMK, WCMOSb3yeMbIX Mpu
OCYLLECTBMNEHMUN KOHTPONS KayecTBa BCMOMOraTenbHbIX BELLECTB;

0) MH(bOpMaLJ,I/IH 00 1Cnofb30BaHMM  BCMOMOraTernbHbIX BELLECTB 4YENOBEYEeCKOro U XKMBOTHOIMO
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NPOUCXOXAEHUS;
n) nHdpopmauusa 06 NCNonNb30BaHUM HOBbIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy feKapCTBEHHOro npenapata 4SS BEeTepMHApHOro NpuMeHeHust (cepTtudpmkar,
crneumdukaLms Ha NekapCTBEHHbIV Npenapart U ux 060CHOBaHwMe);

C) aHannTn4eckne MeToOuKu, UCMNOoJIb3yeMble Mpu OCyLWEeCTBeHUN KOHTPOIA KadecTBa IeKapCTBEHHOro
npenapara ana BetTepnHapHoOro npuMeHeHuA,

T) AOKyMeHTaribHoe noareepxXxneHue (Banmp,au,m) aHalnnTn4ecknx mMeTogukK, UcCnosib3yemMblx npu
OCYLUECTBITIEHNN KOHTPOA Ka4deCTBa JIeKapCTBEHHOroO npenaparta anga BeTepnHapHOro npuMeHeHn4;

y) HOOKYMEHT, NOATBEPXAAOWMIA KayecTBO JiekapCTBEHHOro rfpenaparta Tpex MPOMbILWIEHHbIX Cepuit
(npoTokon aHanu3a unu cepTuduMKaT aHanu3a), odHa Cepust KOTOPOro AOJPKHa coBnadaTb C cepuel obpasua
nekapcTBEHHOro npenaparta, NoAaHHOro Ha PerucTpaLmio;

@) xapakTepucTmka npumecen;

X) nepeyeHb CTaHAaApTHbIX 00pasuoB, MWCNOMb3yeMbIX MPU  OCYLLECTBMEHUA KOHTPONSA KayecTBa
nekapcTBEHHOrO npenaparta Ans BeTEPUHAPHOTo NPUMEHEHMS;

Ll,) AaHHble 0 CTabuNbHOCTH JNIeKapCTBEHHOIO npenaparta anAa BeTepunHapHOro npuMeHeHu4;

10) konusa OOKyMeHTa, coaepXallero MHgopMauuio O Hannuum unm ob oTcyTCcTBUM DaKTOB perncrpauun
neKkapCcTBEHHOro npenapaTa Ans BeTeprHapHOro npumeHeHus 3a npegenavu Poccurickon ®epgepauuu;

11) cornacue B MNWUCbMEHHOW OpPMe, NPEAYCMOTPEHHOE YacTblo 7 HacTosIeh cTaTbW, B criydae
pervcTpaumm BOCNpou3BeAeHHOro fekapCTBEHHOIO Npenapara;
(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) Konusa OOKYMEHTa Ha pPYCCKOM A3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM MopsgKke W MOATBEPKAANLLEro
NMPaBOMOYHOCTb 3asiBIEHNSI O rOCyAapCTBEHHOW peructpauum riekapcTBEHHOro npenapata Ans BeTepuHapHOro
NpUMeHeHUs (0OBEPEHHOCTD).

4. MNpv NpoBeAeHUN YCKOPEHHOWN Mpoueaypbl 9KCnepTu3bl NIEKapCTBEHHOMO Npenaparta Ans BeTepuMHapHOro
NPYMEHEHWs1 B LiENsiX ero rocyaapCTBEHHON perncTpaummn MoXeT NpeAcTaBnsaTbes MHopmaLmsi, NonyyeHHas npu
NPOBEeAEHUN KMMHUYECKUX UCCNENOBAHMUI NEKapCTBEHHOIO NpenapaTta u onybnnkoBaHHas B crneuuann3npoBaHHbIX
nevaTHbIX M34aHusIX, a Takke [OOKYMEHTbl, cofepxaljye pesynbTaThl WUCCrefoBaHWsi OGUO3IKBMBANEHTHOCTU
nekapcTBEHHOro npenaparta Ans BeTEPUHAPHOrO NPUMEHEHUSI.

5. Ha akcnepTunsy pasnunuHbIX NnekapCTBEHHbIX POPM OOHOrO M TOro Xe NekapCTBEHHOro npenapaTta ans
BETEPUHAPHOro MPUMEHEHUS 3afBUTENb MPeACcTaBnseT oTAerbHble 3adBNeHUs U perucTpauMoHHble OOCbe Ha
Kaxayt nekapctBeHHyto dopmy. [pu ycnosBun ogHOBPEMEHHOW NOJAYM Ha IKCNEpPTU3Yy OAHOW JieKapCTBEHHOW
hOpMbl C pPasnMYHbIMU OO3MPOBKOW, KOHLUEHTpauuen, o6bemMoM 3asdBUTENb MpeacTaBnsieT OAHO 3asBreHue wu
peructTpaumoHHoe [oCbe C MPUNOXEHMEM MaKeTOB YNaKOBOK Ha KaXAyr AO3UPOBKY, KaXOyl KOHLEHTpauuio,
Kakgbli 00beM 1 Kakgoe KOnmMyecTBO 03 B YMaKoBKe.

6. 3asBuTenb BNpaBe NPeAcTaBUTb MO COBCTBEHHOW MHMLMATMBE BMECTE C 3asiBNIEHMEM O rocygapCTBEHHON
permctpaumMm nekapcTBEHHOro mnpenapaTta Afs BEeTEPUHAPHOIO MNPUMEHEHUS [OOKYMEHTbl, MOATBepXAaroLme
ynnaTy rocyfapCTBeHHOW MOLWMMHBI U yKa3aHHble B MyHKTe 7 4acTu 2 HacToswen cratbn. B cnyyae wux
HenpeacTaBneHns  COOTBETCTBYIOLUMA  YMOMHOMOYEHHbIM  dedepanbHblii - OpraH  UCMOMHUTENbHOW  BriacTu
npoBepsieT akT ynnaTbl 3asBMTeNemM rocygapCTBEHHON NOLWWNHBLI MOCPEACTBOM UCMOMb30BaHWs uHdopmaumum oo
ynnate rocyaapCTBEHHOW MOLWNWHBLI, codepxallencs B [ocygapcTBEHHOM WHMOPMaUMOHHOW cucteme O
rocyAapCTBEHHbIX U MyHULMNAnbHbIX NraTexax, Ha OCHOBaHUK NpeAcTaBnNeHHbIX 3asgiBUTENneM KOnun AOKYMEHTOB,
noaTBepXxaaloLWwmnx ynnaTty rocygapcTBEHHOW NOLLSNHBI.

7. He 0OonyCkaeTCA MUCNOoJib30BaHMEe B KOMMEPYECKUX Lenax I/IH(bOpMaLI,VII/I 0 pegynbTatax AOKITNMHUYECKNX
nccnegoBaHmm JNIeKapCTBEHHbIX CpPeacTB WU KIMMHUYECKUX nccnegoBaHui JNIeKapCTBEHHbIX nMpenapaTtoB And
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BETEPUHAPHOro NPUMEHEeHUs, NpeacTaBneHHON 3asiBUTenem Ans rocyaAapCTBEHHON perncTpaumm nekapcTBeHHbIX
npenapaToB, 6e3 ero cornacua B TedyeHue LUeCTM NeT C AaTbl rocyaapCTBEHHOW permctpauuun pedepeHTHOro
nekapcTBeHHoOro npenapata B Poccuinckon degepaumn.

Cratbsa 18. Nogaya u paccmoTpeHue 3asiBfieHUS O rOCyAapCTBEHHOW perucrpauum nekapcTBeHHOro
npenaparta Ans MeauUMHCKOro npumMeHeHus
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ins rocygapCTBEHHOW perncTpauvMnm fekapcTBEHHOro mnpenapaTta And MeOWUMHCKOrO MpUMeHeHus
lopuanyeckoe nuuo, AencTBylollee B CODCTBEHHbIX MHTEpecax MW YNOHOMOYEHHOe MpeacTaBnAaTb MHTepechl
OpYroro puanyeckoro nuua u 3asBhsiollee NekapCTBEHHbIN npenapat Ha rocyAapCTBEHHYK peructpaumio
(nanee B HacTosillen cTaTbe - 3asBUTENb), NpeacTaBnsdeT B YNONHOMOYEHHbIV edeparnbHblii - OpraH
NCMNOMHUTENbHOW BIacTW, OCYLLECTBSALWNA rOCyAapCTBEHHYIO PErmMcTpauunio NekapcTBEHHbIX npenapaToB Ans
MEeOMLMHCKOTO NMPUMEHEHUS, B 3NEKTPOHHON hopMe M Ha BymMaxxHOM HOCUTene 3asBrieHVe O rocyfapCTBEHHOMW
permcTpauMm nekapCcTBEHHOro npenapata Ans MeavuMHCKOro NpYMEHEeHWs, a Takke B nopsake, yCTaHOBNEHHOM
YNONTHOMOYEHHbIM beeparnbHbiM OpraHoOM WUCMOMHUTENbHOW BRAAcTW, B 3MNEKTPOHHOW dopMe M Ha BymakHOM
HocuTene Heobxoaumble AOKYMEHTbl, M3 KOTOPbIX (DOPMUPYETCA PerncTpauuoHHOe OO0Cbe Ha JleKapCTBEHHbIV
npenapart 4ns MeauLMHCKOro NMPUMEHEHWS.

(4actb 1 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

2. B 3asBneHun o Focyﬂ,apCTBeHHOIZ pernctpaunn nekapCTtBeHHOro npenaparta ana MeamunHCKOro
NPUMEHEHNA YKa3blBalOTCA:

1) HaumeHOBaHMe, agpec 3asBMTENd WU MPOU3BOAWUTENS fEKapCTBEHHOro npenaparta And MeauLUHCKOro
npuMeHeHusl, cBefeHus 06 KX perucTpaumm B KadecTBe HanoronnaTenbliuka B CTpaHe peructpauvn (ons
POCCUINCKMX OPUANYECKNX NUL - MOEHTUMUKAUMOHHBLIM HOMep Hanoronnatenswmka (MHH), ans mMHocTpaHHbIX
IopUaNYECKUX NUL, - CTpaHa perncrpaumm, HaMMeHOBaHWe perncTpupyloLlero opraHa, PerucTpaumoHHbIn HoMep,
KO HanoronnartenbLluMKa B CTpaHe peructpauum (MHKoprnopaummn) Uiy ero aHanor) n agpec Mecta oCyLLeCTBIEeH s
Npou3BOACTBA JleKapCTBEHHOro npenapata (B Cnydae HanuMuns HECKONbKUX YYaCTHWMKOB Mpouecca ero
npou3BoacTBa HeOOXOAMMO YyKa3aTb KaXAoro yyacTHMKa B COOTBETCTBMM C  OCYLUECTBRSIeMOW CTaguen
Npon3BOACTBA);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-$3)

2) HavMMeHOBaHWe neKapCTBEHHOro mnpenapata Ans MEAMUUHCKOrO NpUMEHEHUsT (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAMMEHOBaHWUS);

3) nepeyeHb p,eﬁcmyrou.mx M BCnomMmoratesibHbIX BeLWeCTB, BXOAALLNX B COCTaB J1IeKapCTBEHHOIo npenapara
ona MmeauumHCKOro npuMeHeHud, ¢ yka3aHmeM KonnyecTBa KaXxaoro U3 HuxX;

4) nekapcTBeHHas copma, 403UPOBKa, CNOCcOoObl BBEAEHNSI Y NPUMEHEHWS, CPOK FTOAHOCTM NIEKapCTBEHHOMO
npenapara Ans MEAVLMHCKOrO NPUMEHEHUS;

5) dapmakoTepaneBTMYECKas rpynna, Ko4 aHaToOMO-TepaneBTUYECKO-XMMUYECKON  Kraccudukauum,
pekoMmeHaoBaHHOW BcemupHon opraHusaumein 3apaBoOXpaHEeHWs, 3asiBNsiemble MokasaHus AOns nNpuMeHeHust
nekapcTBeHHOro npenapara Ans MeauUmMHCKOro NpUMeHeHus;

6) oTcyTcTBME HEOoGXOAMMOCTW NpPeaoCTaBfeHWs oTyeTa O pesynbTaTaxX KIMHMYECKOro uccrefoBaHus,
nuccrenoBaHUst  OGMOSKBMBANEHTHOCTM  FIEKAPCTBEHHOIO  MpenapaTa, paspelleHHoro AN MeAWLMHCKOro
npumeHeHusi B Poccuiickonn Pepepaummn bonee gpaguaTtu neT, C yka3aHMEM HOPMATMBHBLIX MPABOBbLIX aKTOB,
NMOATBEPXKAALLNX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaMMOCTb OpOpMIeHuss paspelleHnss Ha BBO3 B Poccuickyio degepaumnio KOHKPETHOW napTum
3aperncTpupoBaHHbIX W (MNW) HEe3aperMcTpyMpoBaHHbIX NEKapCTBEHHbIX CpeacTB, MpeAHasHayeHHbIX Ans
npoBeAeHUst IKCNepTM3bl NNEKAaPCTBEHHbIX CPEACTB B LieNAX rocyaapCTBEHHON perncrpauuu;

8) HeobGXoOMMOCTb NpOBEAEHMS 3KCNEepTU3bl [OOKYMEHTOB, TpeACTaBleHHbIX AN onpeaeneHust
BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN npenapaTt Ans MeOuLMUHCKOTO MPUMEHEHMUs! MpU OCYLLECTBINEHUN
rocyqapCTBEHHOWN perncTpauuy B kKayecTse opdaHHOro nekapcTBEHHOro npenapara;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

9) HeobGXOAMMOCTb NMPUMEHEHUSI YCKOPEHHOW Mpoueaypbl 3KCMepTU3bl JIEKapCTBEHHbIX CPeACTB B LIENsX
rocyqapCTBEHHOWN perncTpauuny NekapcTBeHHOro npenapara;

10) KONMM JOKYMEHTOB, NOATBEPXKAANOLIMX YyNNaTy rocyaapCTBEHHOW MOLLUMVHBI

a) 3a npoBedeHWe 3KCNEepTU3bl [OKYMEHTOB, MPEeACTaBMEeHHbIX AN onpedeneHuss BO3MOXHOCTM
paccmaTtpvBaTb  NleKapCTBEeHHbIM npenapat Ans  MeOWMUMHCKOTO  MPUMEHEHWs MpW  OCYLLECTBIEeHUM
rocyqapCTBEHHOWN perncTpauuy B kKayecTee opdaHHOro nekapcTBEHHOro npenapara;

6) 3a NpoBedeHNe IKCMepTM3bl KauecTBa NeKapCTBEHHOIO CPeacTBa U 9KCNepTU3bl OTHOLLEHUS OXWUAAEMOii
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs] NEeKapCTBEHHOro npenaparta, paspelleHHOro Ans MeauLMHCKOro
npumeHeHnss B Poccuiickoit depepaumm Gonee paBaguaTu neT, NPU  OCYLWECTBMNEHWM TocydapCTBEHHOM
perncrpaumm nekapcTBeHHOro npenapara;

B) 3a MpoBeaeHMe dKCMNepPTU3bl KaYecTBa NeKapCTBEHHOrO CPEACTBa M 3KCTMEepPTU3bl OTHOLLIEHMS! 0XXnMOaemon
Mosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapara Ans MeAULMHCKOro NpUMEHEHUs Npu ero
rocyqapCTBEHHOMN perncrpauum;

r) 3a npoBeAeHMe IKCNepPTU3bl KavyecTBa NeKapCTBEHHOrO CPeACTBa U 9KCNEPTU3bl OTHOLLUEHWS OXnOaeMown
nonb3bl K BO3MOXHOMY PMUCKY MPUMEHEHUs neKapCTBEHHOro npenaparta Ansg MeguuMHCKOrO MNpUMEHEHWs, B
OTHOLUEHMN KOTOPOro MNpoBeAeHbl MEXAyHapoAHble MHOrOLEHTPOBbIE KINMHMYECKUE WCCNedoBaHus, 4acTb M3
KoTopblX npoBedeHa B Poccuickon ®egepaunn, npyv  OCYLLECTBMEHUM rOCYQAPCTBEHHON perncrpaumun
nekapcTBEHHOro npenapara;

11) Hanuume cormacuss nNpovM3BOOUTENs  NEKapCTBEHHOro npenapata, MNpoOuM3BOACTBO  KOTOPOro
ocyuiecTBnsieTcsa 3a npegenamu Poccuiickon ®Pegepaumm, Ha NpoBeAeHNE MHCNEKTUPOBAHMS NMPOU3BOAUTENS HA
COOTBETCTBME TPeOOBaHUSIM MpaBuIl Hagnexallen NPon3BOACTBEHHON NPaKTUKW;

12) Hanuume cornacusi, NPegyCMOTPEHHOrO YacTblo 18 HacTosLLeln cTaTbu;

13) ykasaHve BMAa neKapCTBEHHOro npenaparta, MNpeACTaBMleHHOro Ha peructpaumio (pedepeHTHbIN
NEeKapCTBEHHbIV MpenapaT, BOCMNPOW3BEAEHHbIA FEKAPCTBEHHbIV MpenapaT, OMoNorMvyecknii nekapCTBEHHbIN
npenapaT, OwuoaHanorosbii (6MoNoAOOHLIN) nekapcTBEHHbIM npenapaT (OuoaHanor), roMeonaTU4eckuii
neKapCTBEHHbIV Npenapar, ekapCTBEHHbIM pacTUTENbHbLIN Npenapar).

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe [ocCbe Ha NEKapCTBEHHbI npenapaT Ans  MEeOUUUHCKOrO  MpUMEHEHUsI
npegocTaenseTcs B oopme 0OLLEr0 TEXHNYECKOTO JOKYMEHTA.
(vacTb 3 B peq. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Paspgen OOKYMeHTauun agMMHNUCTPaTUBHOIO XapaKTepa BKIr4yaeT B cebs:

1) 3asBneHve O TrOCYLApCTBEHHOW perucTpauuyM nekapcTBEHHOro npenapata Ans  MeOULMHCKOro
NPYMEHEHWs1 B 3MEKTPOHHOI hopMe U Ha ByMakHOM HocuTene;

2) KONuio OOKYMEHTa Ha PYCCKOM A3blke, 3aBEpPEeHHOro B YCTaHOBMIEHHOM Nopsgke W MoATBepXaatoLlero
NMPaBOMOYHOCTb 3asBUTENs NMO4aBaTb 3asiBNIEHME O rocygapCTBEHHOM pernmcTpauuu riekapCTBEHHOro npenapara
AN MEAMLWHCKOro NpuMeHeHns (4QOBEPEHHOCTD);

3) KOMUK NnUEeH3nn Ha Npoun3BoACTBO J1IeKapCTBEHHbIX CpenCcTB WUIN KOMUIO 3aKrnk4yeHnsa O COOTBETCTBUU
npou3BoauTenst NeKapCTBEHHbIX cpeacTB TpeboBaHWsAM MpaBun Hagmnexallen npoVM3BOLACTBEHHOW MNPaKTUKW,
BblOAHHbIX YMOJIHOMOYEHHbIM dheepanbHbIM OPraHOM UCMOMHUTENBHOW BNacT! B OTHOLLUEHUW NMPOU3BOACTBEHHOM
nrnowankM perucTpupyemoro IeKapCTBEHHOrO npenaparta, B Cry4yae, ecnv NpOW3BOACTBO JIEKAPCTBEHHOIO
npenapaTta ocywiectensercsa B Poccurickon degepaumy;

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

4) Konuo BbIAAHHOW YMOSIHOMOYEHHbIM OPraHOM CTpPaHbl MPOWM3BOAUTENS JIULEH3MM HA NPOM3BOACTBO
nNekapcTBEHHOrO Mpenaparta v ee NnepeBos Ha PYCCKUI 5A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSIAKE, a Takke
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

KOMUIO 3aKSTOYEHUS O COOTBETCTBUMN NPOM3BOAUTENS NEKAPCTBEHHLIX CPEACTB TpeboBaHMAM NpaBuI Haaexatlemn
NPOV3BOACTBEHHONW MPAaKTUKKX, BblAAHHOIO YNONTHOMOYEHHbIM dbefeparnbHbiM OpraHOM WUCMOMNHUTENBHOW BNacTu B
OTHOLLEHMM MPOM3BOACTBEHHOW NMOLLAAKA PErMcTpupyeMoro nekapCTBEHHOro npenapara, UM KOMuio peLleHus
YMOMHOMOYEHHOro  befepanbHOr0  OpraHa MCMOMHUTENbHOM BRactM O MPOBEAEHUU  UHCNEKTUPOBaHUS
Npou3BOOUTENS JIEKapCTBEHHbIX CPeacTB, B Cryvae, €cnv NPOW3BOACTBO JIeKApCTBEHHOrO Mpenapara
ocyulecTendeTcs 3a npegenamu Poccuiickon ®egepauuu;

(B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

5) NpoeKT WHCTPyKuMM Mo MeOMLMHCKOMY MPUMMEHEHUI0 IeKapCTBEHHOrO npenaparta, cogepkallei
cnepytolime cBefeHus:

a) HanmMeHoBaHue neKapCcTBeHHOro npenapara (Mem,quapo,u,Hoe HenaTeHToBaHHOEe, Uil rpynnmpoBo4HoeE,
nnn xmMmmn4eckoe n Toproeoe HaVIMeHOBaHVIFI);

6) nekapcTBeHHas hopma C ykasaHUeM HauMEHOBAHMI 1 KOIMYECTBEHHOIO COCTaBa AEeNCTBYOLWMNX BELLECTB
N Ka4yeCTBEHHOro cocTaBa BCMOMOraTesnbHbiIX BellecTB (MpuM HeobxoAMMOCTUM KOMMYECTBEHHOIO COCTaBa
BCMOMOraTenbHbIX BELLECTB);

B) ONMcaHne BHELLHEro Braa nekapcTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHeHUs;
r) dounsunko-xuMmyeckue ceoictea (ons pagnodapmMaueBTUYECKMX JIeKapCTBEHHbIX NpenapaToB);

) hapmakoTepaneBTMyeckasl rpynna, Kof fekapCTBEHHOro npenapata ang MeguuuHCKOro NpUMEHEeHns no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudumkauum, pekomeHgoBaHHOW  BcemupHon — opraHusaumen
34paBOOXPaHEHMs, UK yKa3aHue "romeonaTtuyeckuii nekapCcTBeHHbIV Npenapat”;

e) capmakoaMHammnka u apMakokMHeTUKa (3a MWCKMHYeHNeM apMaKOKMHETUKM TOMeonaTUyHeckmnx
neKapCTBEHHbIX NpenapaToB U pacTUTESbHbIX JIEKAPCTBEHHbIX NpenapaToB);

X) MOKa3aHns ANs NPUMEHEHNS;
3) NPOTMBOMNOKa3aHNs ANt NPUMEHEHNS;
1) Mepbl NPELOCTOPOXHOCTU NPU MPUMEHEHUN;

K) yKka3aHWe BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHMS fieKapCTBEHHOrO npenapaTta Ans MeAULMHCKOro
NpUMeHeHWs1 6epeMEHHbIMU JKEeHLLMHAMM, KEHLLMHAMWN B NEPUOL rPyOHOro BCKapMiMBaHWs, AeTbMU, B3POCTbIMY,
UMELLUMUN XpOHMYeCcKue 3aboneBaHus;

n) peXxum [03MpOoBaHUS, Cnocobbl BBEAEHWS W MPUMEHEHWS, Mpu HeobXoAMMOCTW BpemMsi npuema
nekapcTBEHHOrO npenaparta Ans MeauLMHCKOro NpUMeEHEHUs!, NPOAOIMKUTENBHOCTb NEYEHNs, B TOM YUche y AeTen
[0 ¥ nocrne oHoro roaa;

M) BO3MOXHbl€ HeXeJlaTellbHble peaKkuun npn npMMeHeHnn rnekapCTtBeHHOro npenapara and meguumHCKoro
NPUMEHEHNA;

H) CUMNTOMbI Nepefo3VPOBKM, MepbI MO OKa3aHWIo NMOMOLLIM NPU Nepeao3npPOBKeE;
0) B3aMOZENCTBUE C APYrMMIU NIEKAapCTBEHHBLIMU NpenapaTaMmu 1 (Unu) NULLEBLIMU NMPOAYKTaMK;
n) hopMbl BbIMyCKa NEKapCTBEHHOrO npenapara;

p) yKasaHue (Flpl/l HeO6XOﬂ,l/IMOCTVI) ocobeHHocTel AencTBus NIeKapCTBEHHOro npenaparta gna meamumnHCKoro
NpUMEHEeHNA Npu nepBsom npnemMme Uinnm npn ero oTMeHe;

C) onucaHue (Npu HeobXoAMMOCTM) AeNCTBUI Bpada (denbwepa) v (unu) naumeHTa npy nponycke npuema
OLHOW WU HECKOJbKMX 403 NeKapCTBEHHOIO npenapaTta Ans MeguumMHCKOro NPUMEHEHNS;

T) BO3MOXHO€ BJIMAHME J1eKapCTBEHHOro npenapara Aand MeaununHCKoro npumMmeHeHua Ha cnocobHocTb
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[okymeHT npegoctasneH KoHcynbTaHTlnoc

ynpaendaTb TPAHCNOPTHbIMKU CpeaCcTBaMU, MexXaHn3MaMu,

y) CPOK rogHOCTM W yKasaHWe Ha 3anpeT NPUMEHEHUS NeKapCTBEHHOro npenapata Anst MeguuUHCKOro
NMPUMEHEHMS NO UCTEYEHMWN CPOKa FO4HOCTM;

&) ycrnoBusi XxpaHeHwus;

X) ykasaHue Ha HeOOXOAMMOCTb XPaHEHWUs! IekapCTBEHHOro npenaparta Ans MEeAUUMHCKOro NMPUMEHEHUS B
MecTax, HeOCTYNHbIX ANs AeTen;

u) ykasaHue (npu HeobxoAMMOCTM) creumarnbHbiX Mep MPEeAoCTOPOXKHOCTU MPU  YHUUTOXEHUM
HEencnomnb3oBaHHbIX NeKapCTBEHHbIX NpenaparTos Ans MeauLMHCKOro NPUMeEHeEHNS;

4) yCrioBus OTNYCKa;
L) HAMMEHOBaHWA 1 agpeca NPOM3BOACTBEHHbIX MITOLLAA0K MPON3BOAUTENS NIEKAPCTBEHHOIO NpenaparTa;

W) HauMMeHoBaHue, agpec  opraHuW3auuu,  YNONHOMOYEHHOW  JepXkaTerneM Unu  BnagenbLem
PErncTpauUMoHHOIO YOOCTOBEPEHNUS NEeKapCTBEHHOrO npenaparta Ans MeaWUMHCKOro NMPUMEHEHUs Ha MpUHSTUE
npeTeH3uin oT noTpebutens;

6) VHCTPYKLUIO MO MEAMUMHCKOMY NMPUMEHEHMIO MU KPaTKYl0 XapaKTepUCTMKY JIekapCTBEHHOrO npernaparTa,
yTBEPXOEHHbIE B CTpaHe NPOM3BOAUTENS;

7) NpOEeKTbl MakeTOB MEPBUMYHOW YMaKOBKM M BTOPUYHOM YMaKOBKM IEKAPCTBEHHOro npenaparta Ans
MeLULMHCKOro NPUMEHEHUS;

8) MpoeKkT HOpPMaTUBHOW AOKYMEHTauMu UM HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEeHHbIN npenapat ang
MeOMULMHCKOrO NPUMeHEeHNst NMMbo ykasaHue COOTBETCTBYIOLLEN (hapMaKONenHoOn CTaTbMy;

9) [OOKYMEHT, cofepXawunh WuHopMaumo O Hammumm unm 06 OTCYTCTBMM (haKTOB perucrpauuu
NeKapCTBEHHOrO Npenapara Ans MeauuMHCKoro NpuMeHeHns 3a npegenamu Poccuiickon Pepepauny;

10) KONMUM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSAKE M NOATBepXOaloWwmux akT perucrpaumm
nekapcTBEHHOro npenaparta B MHOCTPaHHbIX rocyAapcTBax B Ka4ecTBe OpdaHHOro NekapCTBeHHOro npenapara;

11) nnmaH ynpaeneHus puckamu Ans BGMONOrMyeckMx neKapCTBEHHbIX MpenapaToB Ans MeAULUHCKOro
NPUMEHEHWS;

12) QOKYMEHT O cucTeMe papMaKkoHaa3opa AepxaTtens unu Bnagenbla perucTpaumoHHOro yaoCToBepeHust
nekapcTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXOAMLWMA KayeCTBO FEKApCTBEHHOroO npenaparta TPex MPOMBbILLIIEHHbIX Cepuii
(npoTokon aHanu3a unu cepTuduKaT aHanu3a), OgHa Cepus KOTOpOro [OSPkKHa coBMagaTb C cepuein obpasua
NeKapCcTBEHHOrO Mnpenapata Ans  MEeOUUMHCKOTO MPUMEHEHMWsl, NPeACTAaBMIEHHOIO HA T[OCY4apCTBEHHYIO
perncTpaumio.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pazgen xuMmnyeckon, dhapMaueBTUHECKON 1 BMONOrmyeckon JOKyMEHTauumM BKIOYAET B cebs JOKYMEHTHI,
cogepxawme nHpopmaumo o dbapmMaLeBTUYECKON CyOCTaHLMM N NEKapCTBEHHOM npenapaTe Afs MeguuMHCKOro
NnpnMeHeHud, npouecce ero Nnpon3BoacTBa U MeTodax KOHTPOJ1A KadeCTBa, B TOM Yucne:

1) KOMUIO OOKYMEHTa, coaepkallero creaylollylo MHGopMauuio o gapmaueBTUYeckoin cybctaHumm unm
dhapmMaLeBTUYECKNX CYOCTaHLMSX, BXOAALMX B COCTaB fekapCTBEHHOrO npenapara:

a) HaumeHoBaHue hapmaueBTUdeckon cybcTaHumm, ee CTPyKTypa, obLme CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPOM3BOANTENS;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

B) TEeXHOoJ1orma npom3esoacTtea C onncaHnem cragun npon3BoacTBa U METOAO0B KOHTPOJIA Ha BCEX CTaaunAaAx
npon3BOACTBa,

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

[) onvcaHne KOHTPOISA KPUTUYECKMX CTaguin Npon3BoACTBa U MPOMEXYTOYHON NMPOSYKLNY;
€) JoKyMeHTanbHoe noaTeepxaeHve (Banuaaumsi) NpoLeccoB U (UNn) NX OLLEHKA;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakrepucTtuka npumecen;

1) cneundurkaumnsa Ha hapmaLeBTUYECKYHO cybcTaHUMIo 1 ee 0BOCHOBaHME;

K) aHanMTu4eckne MeTOAMKM, UCMOSb3yeMble NMPU OCYLLECTBIEHUN KOHTPOMS KavecTBa dhapmaLeBTUYECKON
cybcTaHuuu;

n) [OOKyMeHTanbHOe noATBepXAeHWe (Banuaauusl) aHanuMTUYeckux MeTOAMK, WCMOMb3yeMblX MNpu
OCYLLECTBMEHUUN KOHTPONS KayecTBa hapmaLeBTUHECKOW cybcTaHLuu;

M) pe3ynbTaTbl aHanun3a cepuii hapmaLleBTUYECKON cybCcTaHLuK;

H) nepeyeHb CTaHAApPTHbIX 00pasLOB WM BELECTB, WUCMOMNb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPOMS
KayecTBa;

0) onMcaHne XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTeEpUarnoB U YKYMOPOYHbIX CPEACTB;
n) AaHHblE O CTabMNBHOCTM hapMaLEeBTUYECKON CyBCTaHUmK;
p) CPOK rogHOCTMH;

2) DOKYMEHT, coaepXaliuil creaylolue CBedeHUMs O NekapCTBEHHOM npenapate Ans MeguuMHCKOro
NPUMEHEHMS:

a) ornmncaHme n coCcTtaB JiekapCTBEeHHOro npenaparta and MmeamumnHCKoOro npuMeHeHus;

0) onucaHue dapmaueBTnyeckon paspaboTkm (06oCHOBaHWe BbIOOpa COCTaBa, MEPBUYHOM YMAKOBKU U
WHOro);

B) TEeXHoJiorma npom3soacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAx
npon3BoACTBa,

r) onMcaHne KOHTPOS KPUTUYECKMX CTaAuIM npouecca Npon3BoacTBa U MPOMEXYTOYHOW NPoAYKUMK;

A4) HanMeHOBaHWe W agpec MecTa OCyLecTBleHMs NpOM3BOACTBA fleKkapCTBEHHOro npenapaTta Aans
MEANLMHCKOrO MpUMeHeHUs (B Criyyae Hanmmums HECKONbKMX Y4acCTHMKOB npouecca Npou3BoAcTBa HeobXxoanMo
yKasaTb KaXgoro u3 Hux);

e) dhapmaveBTuyeckas CoBMeCTUMOCTb;

) MUKpoBUonormyeckne xapakTepucTuku;

3) MaTepuarnbHbI 6anaHc Ans Npou3BOACTBA CEPUN FOTOBOIO NPOAYKTA;

1) onMcaHne xapakTepUCTUK N CBOWCTB YMaKOBOYHbIX MaTepUarnos 1 yKYNOPOYHbIX CPeaCTB;

K) AOKyMeHTanbHoe noATeepxaeHue (Banuaaums) npoLeccoB NponsBoacTBa U (Unn) NX OLeHKa;

n) TpeboBaHMsA K kKa4ecTBY BCMOMOraTerbHbIX BELLECTB (cepTudmkat, cneundukaums Ha BcnoMmoraTenbHble
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BeLlecTBa u nx obocHoBaHue);

M) aHannTndyeckne MeToauku, Ucnorib3dyemMble Npu OCyLEeCTBIIEHUN KOHTPOSIA KadecTBa BCNOMOraTeslbHbIX
BeLleCTB;

H) AOOKyMeHTalnibHOe noaTrBepXxXaeHne (BaJ'IVI,EI,aU,I/IFl) aHanmnTn4ecknx MeTogukK, UucCnosib3yemblx npu
OCYyLLUECTBITIEHUN KOHTPONIA Ka4eCTBa BCNomMoraTesibHblX BELWECTB;

0) |/|chop|v|au|/|;| 00 uncnonb3oBaHMM  BCMOMOraTemnbHbIX BELLECTB 4YENOBEYECKOr0 W XUBOTHOrO
NPOUCXOXKAEHUA;

I'I) VIH(*)OpMaU,I/IFI 00 1Ccnosb30BaHMM HOBbLIX BCIOMOraTerbHbIX BELLECTB;

p) TpeboBaHuA K KayecTBYy fEeKapCTBEHHOro npenapata Ans MeaMUUHCKOro npuMmeHeHust (cepTudpmkar,
cneunduKaLms Ha NieKapCTBEHHbIN NpenapaT u nx 06ocHoBaHMe);

C) aHanmTn4yeckne MeToauKkun, UCMNOoJib3yeMble€ TMNMpU OCYLLUECTBIIEHUN KOHTPOJA KayecTBa J1€KapCTBEHHOro
npenaparta gna MmeanumHCKOro npuMeHeHuna;

T) [OKyMeHTanbHOe noaTBepxaeHve (Banugauusl) aHanuTUYeCcKMX MEeTOAMK, UCMOoMb3yemblX npu
OCYLLECTBMNEHUUN KOHTPONS Ka4yecTBa fekapCTBEHHOro npenapaTta A5 MeAULIMHCKOTO NPUMEHEHWS;

y) pe3yrnbTaThl aHann30B CEpPUIA NTEKAPCTBEHHOIO NpenapaTa Anst MEAULMHCKOrO NPUMEHEHUS;
&) xapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX O6pa3Ll,OB, ncnosib3dyemblX nNpun  OCYLWECTBNIEHUMN KOHTPOJIA KadecTBa
JIeKapCTBEHHOro npenaparta anda MeguumMHCKOro npuMeHeHu4;,;

L) AaHHble O CTabunbHOCTU NEeKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NPUMEHEHUS.
(4acTb 5 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Paspgen (bapMaKOJ'IOFVI‘-IeCKOVI, TOKCUKOSIOrM4eckom OOKYMEeHTauunnm BKIlO4YaeT B cebss oTyeTbl ©
pe3ynbTatax AOKIMUHUYECKUX nccnegoBaHum NekapCTBeHHOro cpeacrtea AonAa MeauumHCKOro npuMeHeHud, B ToM
vyucne:

1) oTyeT 0 hapmakoAMHAMMYECKUX UCCNEOOBAHMSX;
2) oT4eT 0 hapMaKOKMHETUYECKMX UCCIEeAOBaHMSX;

3) OTYET O TOKCMKOSTOTMYECKMNX UCCITELOBaHMSIX.
(vacTb 6 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnvHW4eckom OOKyMeHTauun BKIo4YaeT B cebs oT4yeTbl O pe3ynbTartax KIMHUYeCKNX
nccnegoBaHmm JNIEKapCTBEHHOrIO npenaparta ana MmeanunHCKoro npuMmeHeHn4, B TOM 4Yncne:

1) oTueTbl 06 NccnegoBaHNAx 6GUOAOCTYNHOCTU U BUOIKBMBANEHTHOCTU, UCCIEAOBAHUSIX, YCTaHABNNBAOLLNX
KOppernsaumio pesyrnbTaTos, NofyyYeHHbIX B YCNOBUAX in Vitro v in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKMX UCCIeNOBaHUSX;
3) oTyeTbl 0 hapmMakoANHAMUYECKMX UCCIEeL0BaHUSX;
4) OTYETbI O KIMMHUYECKNX NccrneaoBaHuax adeKTMBHOCTU N 6e30NacHOCTY;

5) oT4eT 0 NOCTPErMCTPALMOHHOM OMbITE NPUMEHEHUS (NMPU Hanuuum).
(vacTb 7 BBegeHa ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHus k obbemy MHGPOPMaLMK, MPEeSOCTaBMSEMON B COCTAaBE PErumcTpauuoHHOro [O0Cbe, AN
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(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

OTAENbHbIX BWOOB NEKApCTBEHHbIX nNpenapatoB A  MeOUUMHCKOTO  MPUMEHEHUs  yCTaHaBMNMBAKOTCSA
YMOMHOMOYEHHbIM (heaepanbHbIM OpraHOM UCMONHUTENBHON BNACTW.
(vacTb 8 BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9. B OTHOLLEHUUN NEeKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX ANns MeANLMHCKOro npumeHeHnst B Poccuiickon
depnepaummn Gonee gBaguaTM neT (3a UCKNHOYEHNEM BUOMOrMYECKNX NeKapCTBEHHbIX MpenapaToB), OOMyCcKaeTcs
BKITHOYEHME B COCTaB pasgernia hapMaKkonormyeckon, TOKCUKOMNOrMYeCcKon AOKYMEHTaumMm 1 pasgena KmHUYeCcKom
OOKyMeHTaumm BMeCTO oOTyeTa paspaboTtumka O pesynbTaTax COOCTBEHHbIX AOKMMHUYECKUX WCCNeaoBaHUN
NEeKapCTBEHHbIX CPEeACTB M KIUHUYECKMX MWCCneaoBaHWA MeKkapCTBEHHbIX NpenapatoB ANs  MeguLMHCKOro
npuMmeHeHns ob63opa Hay4dHbIXx paboT O pesynbTaTax AOKMUHUYECKUX UCCNEeAOoBaHMN NEKapCTBEHHbIX CPeacTB 1
KNUHUYECKUX UCCNeaoBaHMN [aHHbIX NEeKapCTBEHHbIX MpenapaTtoB, B TOM 4YuUChe BKMYas ONbIT  UX
NOCTPErnCTPaLMOHHOIO NPUMEHEHMS.

(vacTb 9 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

10. Tllpn rocyaapCTBEHHOW perncTpauuMu BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX MpenapaToB  Ans
MEeAMLMHCKOro MPUMEHEHWS AOMNYCKaeTCs BKIOYEHUe B COCTaB pasgena hapMakonormyeckomn, TOKCMKONOrMYeckom
OOKYMeHTaumMm U pasgena  KIMHUYECKOW [OOKYyMeHTauMm BMecTO oOT4yeTa paspabordvka O pesynbraTtax
COBCTBEHHbIX OOKMMHUYECKNX MCCNEedOBaHUMN NeKapCTBEHHbIX CpeAcTB ob3opa HayyHbIX paboT o pesynbTatax
OOKIUHMYECKMX  UCCrefoBaHuin  pedepeHTHOro  NekapcTBEHHOro npenapata W nNpeacTtaBneHve  BMECTO
KMMHUYECKNX NccneoBaHnii B NOTHOM ob6beme, YyCTaHOBNEHHOM pasaenoM KIMHUYECKON AOKYMEeHTaumm, otyeta o
pesynbTatax WuccrnegoBaHUMn OWMOIKBMBANEHTHOCTM BOCMPOM3BEAEHHOrO IeKapCTBEHHOro npenapaTta Ans
MeOMUMHCKOrO npuMeHeHus. He TpebyeTca npeacrtaBneHve oOT4eTa O pe3ynbratax MCCrneaoBaHWn
BG1O3KBMBANEHTHOCTU BOCMPOM3BEOEHHOrO0 NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro MPUMEHEHUs, ecnuv
perncTpupyoTca BOCNpoM3BedeHHble ekapCTBEHHbIe npenapaThl ANA MeauLUMHCKOro NPUMEHEHNS, KOTopble:

1) npegHasHayeHbl ANs  NapeHTepanbHOro  (MOOKOXHOro,  BHYTPUMBILLEYHOTO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMNOOCTHOrO, BHYTPUCYCTABHOIO, BHYTPMKOPOHAPHOI0) BBEAEHUSI U NpeacTaBnsitoT cobon
BOOHbIE PAaCTBOPbI;

2) npeacTasnsAlT cObON pacTBOPLI AN NepopanbHOro NPUMEHEHUS;
3) npousBeaeHbl B OpMe NOPOLLKOB UNu nNMomnnsaToB Ans NpuUroToBNeHnss pacTBOPOB;
4) ABNAOTCS rasamu;

5) ABMSAIOTCA YLIHLIMU UMW FMa3HbIMU NEKapCTBEHHLIMU MpenapaTtaMu, Npou3BeaeHHbIMU B ()OpMe BOAHbIX
pacTBOpOB;

6) NpegHa3HayeHbl 4N MECTHOIO NPUMEHEHNS U NPUrOTOBNEHbI B hOpMe BOAHbIX PacTBOPOB;

7) npenctaBnsAlT cobol BoAHble pPacTBOpbl ANA UCMONb30BaHMA B OpMe MHransduuMin C MOMOLLbHO
Hebynawsepa unu B ka4ecTBe HasasbHbIX CNPeeB, MPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPONCTB.
(vactb 10 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

11. Onsa cny4yaes, ykal3aHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacTodAwen cTatbu, BOCNPOU3BELEHHbIN
NneKapCTBEHHbIN npenapaT Ans MeguUMHCKOro NPUMEHEHUS OOSMKEH coaepaTb TakuMe XXe BCroMoraTeribHble
BELLleCTBa B TaKkMX Xe KonuyecTBax, Kak M pedepeHTHbIW NekapCTBEHHbIM npenapaTt. Ecnu cocTasbl
BCNOMOraTenbHbIX BELLECTB pasnuyaloTcs, 3asaBUTENb [OOJMKEH MpeacTtaBuMTb [OKasaTesnbCTBa TOro, 4TO
ncnonb3yemble B AaHHbIX KOHLEHTpaUWsaX BCMoMoraTtesibHble BELLECTBA He BNUAIOT Ha Ges3onacHocTb M (unn)
3a(ppeKTMBHOCTbL NEeKapCTBEHHOro npenapata Ans MeguLMHCKOro npumeHeHus. B cnydae, ecnu 3asiBuTenb He
MOXET MPeACcTaBUTb Takne gokKasaTernbCTBa M (M) He MMeEeT JOCTyrna K COOTBETCTBYHOLLMM LAHHbIM, OH JOIDKEH
NPOBECTN COOTBETCTBYHOLLME NUCCNefOBaHUSA ANA AoKa3aTenbCTBa OTCYTCTBUSA BIIMSHUS pasHbIX BCNOMOraTesbHbIX
BELLECTB WM BCMOMOraTesibHbIX YCTPOWMCTB Ha 6e3onacHOCTb U (Mnn) 3EEKTUBHOCTL JIEKAPCTBEHHOMO
npenapata Ans MeOuLMHCKOrO MNpUMMEHEeHUs B Mopsake, YCTAHOBIEHHOM YMNOSIHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOSMHUTESTbHON BNacTu.

(vactb 11 BBegeHa dPegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. MMpu rocyoapCTBEHHOM perucTpaumMm KoMGuHaUM paHee 3aperMcTpUpPOBaHHbLIX JEeKapCTBEHHbIX
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

npenapaToB AM8 MeOULMHCKOrO NPUMEHEHUs] JOMNYCKaeTCs BKMIOYEHME B COCTaB pasgena ¢hapMakonornyeckon,
TOKCMKOMNOIMYECKON AOKYMEeHTauun u pasgena KIMHUYEeCKOW [OKYyMeHTalMuM BMeCTo oTyeTa paspabotuvka o
pe3ynbTatax COOCTBEHHbIX AOKMMHUYECKMX MCCNeaoBaHWi NeKapCTBEHHbIX CpeacTB 063opa HayyHbIX paboT o
pe3ynbTatax AOKMMHUYECKUX WCCNeAoBaHUN pedepeHTHbIX NeKapCTBEHHbIX MpenapaTtoB, BXOASWMX B COCTaB
KOMOMHaLMW NeKapCTBEHHbIX MpenapaTos, 1 06 OTCYTCTBMM UX B3aUMOAENCTBUSI B OAHOWN NekapCTBEHHON dhopMe.
(vacTb 12 BBegeHa deaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTu3y pasnunyHbiX NeKapCTBEHHbIX (hOpM OQHOrO M TOrO Xe NeKapCTBEHHOro npenapaTa Ans
MELMLIMHCKOrO MPUMEHEHUS 3asBUTENb MNpeacTaBnseT OTAeNbHble 3asBNEHUs N PerucTpaLMoHHble AOoCbe Ha
Kaxkayto nekapcTBeHHyto ¢opmy. lNpu ycrnoBum ogHOBPEMEHHOW MoJayvvM Ha 3KCNepTM3y OAHOW NeKapCTBEHHOM
dopMbl C pasnUYHbIMKU OO3MPOBKON, KOHLUEHTpauuen, o0bemMoM 3asiBUTENb MNpeacTaBnsieT OAHO 3asiBlieHuWe U
perncTpaumoHHoe [OCbe C MPUMOXEHMEM MakeTOB YNakOBOK Ha KaXAyl LO3MPOBKY, KaXAyl KOHLIEHTpauuio,
Kaxkabli 00beM U Kaxkgoe KONMYecTBO J03 B YNaKOBKeE.

(vacTb 13 BBegeHa deaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

14. Tpn rocyaapcTBeHHOW permcTpaumnm opcaHHOro fiekapcTBEHHOro npenapaTa 3asBuTeNb npeacrasnseT
nHdopmaumio, Heobxoaumyo Ans (OPMUPOBaHMSA pasgena KNMHWYECKOW [OoKymeHTauun, B obbeme,
YCTaHOBMEHHOM YNOMTHOMOYEHHbIM dheaepanbHbIM OpraHOM UCMONHUTENBbHOW BNACTW.

(4actb 14 BBegeHa dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpu pernctpaumm 6MONOrMYECKOro NEKapCTBEHHOrO npenaparta, Nofy4eHHOro U3 KpoBU, NnasMbl KPOBU
YyernoBeka, B COCTaBe PerMcTpaLuyoHHOro [0Cbe Ha NeKapCTBEHHbIN npenapaT Ans MeAVMLMHCKOro MpUMEHEeHUs
[OIKHbI ObITb NpeAcTaBneHbl 4ONOMHUTENBHO:

1) B pasgene [OKyMeHTauuW agMUWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepalimMi MHopmauuo o
cybbekTax obpalleHnss JOHOPCKOM KPOBM M (UNM) €e KOMMOHEHTOB, O TOM, rae Obina ocyllecTBrneHa AoHaLMs
(kpoBM W (MnM) nNas3Mbl KPOBM), a Takke pAaHHble 00 MHMEeKUMOHHbIX 3aboneBaHusAx, nepegarLwmxcs
napeHTepanbHbIM NyTem, MHopMaunst 0 cydobekTax obpalleHus OOHOPCKOW KPOBWU U (UNn) ee KOMMOHEHTOB, B
OTHOLLEHMMN KOTOPbIX OCYLLECTBAETCS KOHTPOb JOHOPCKOW KPOBM U (UNN) €€ KOMMOHEHTOB;

2) B pasgerne Xumu4eckon, dpapMaLeBTUYECKon 1 BMONornyeckon JOKYMeHTaLNm:

a) Kputepum u cnocobbl OTOOpa, TPaHCMOPTUPOBAHMA W XPaHEHUs AOHOPCKOW KpoBW W (Mnu) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCneaoBaHUA OTOBPaHHbBIX AOHOPCKOM KPOBW M (M) Nrasmbl KPOBM U MYFMOB Ha Hanuyvne
BO3OyguTenen uHekunn, BkNoyas MHdopMauuio o6 MCNonb30BaHHbIX METOAMKaxX WUCCNedoBaHUM u B cnyvae
nuccrnegoBaHUss  MNynoB  MMasMbl  KPOBM  pes3ynbTaTbl  AOKYMEHTanbHOro  nogTrBepxaeHus  (Banvpauuu)
NCNONb30BaHHbLIX METOANK;

B) TEXHMYECKME XapaKTEepPUCTMKM yNakoBKM Ans oTbopa JOHOPCKOW KPOBU M (Mnn) nnasmbl KPOBW, BKMAOYas
nHdopmaumio 06 NCNonNb3oBaHHbIX PACTBOPaxX aHTUKOarynsHTOB.
(vacTb 15 BBegeHa dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckne nccnegoBaHua NnekapcTBEHHOro npenapata Ans MeuUMHCKOro NpUMEHEHUs B LENsX ero
rocygapCTBeHHON peructpauny nposoaaTcsa B Poccuiickon ®egepauny B nopsiake, ycTaHOBNEHHOM cTaTbsimu 38 -
44 nactosawero ®egepanbHoro 3akoHa. OT4YET O NPOBEAEHHbIX UCCNEOOBaHMAX BKMOYAEeTCs B COCTaB pasgena
KNUHUYECKON [OKYMEHTauun perncTpaumMoHHOro [[OCbe Ha NeKapCcTBeHHbIM npenapat Ansg MeguuuHCKOro
npumMmeHeHus. [ns nekapcTBeHHbIX NpenapaToB AN MeAUUMHCKOrO MPUMEHEHUs, B OTHOLUEHUW KOTOPbLIX B
pesynbTate SKCNepTu3bl [OOKYMEHTOB, MPEeACTaBMeHHbIX ANA onpefeneHns BO3MOXHOCTM paccMmaTtpuBaThb
neKapcTBEHHbIV npenapaTt AN MeauUMHCKOro NpUMEHEeHNs B KadecTBe opdaHHOro NekapcTBEHHOro npenapara,
Takasi BO3MOXHOCTb MPU3HaHa U B OTHOLLEHMM KOTOPbIX NpoBeAeHbl KNMHUYECKUE UCCneaoBaHuns, BbINOMHEHHbIE
3a npegenamu Poccuiickon ®egepaumm B COOTBETCTBMM C MpaBuiaMu Haanexaiwen nabopaTopHOW NPakTuku u
npasunaMuM Hagnexalien KrMHUYeCcKOM MNpakTUKW, AONYyCKaeTcs BKIIOYEeHWe B COCTaB pasfjena KrvHUYecKomn
OOKYMeHTauunm BMEeCTO OTyeTa O pesynbTaTax KIMHUYECKUX WCCrefoBaHUN NeKkapcTBEeHHOro npenapata Ans
MEeOULMHCKOrO MpUMEHEHWs, MpoBedeHHbiXx B Poccuickon Pepepauumn, otyeta O pesynbTatax KIMHUYECKUX
nccnenoBaHun, BeINMOSTHEHHBIX 3a npegenamu Poccuinckon degepaumm.

(yacTb 16 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

17. 3asBuTenb BMApaBe nNpPeACcTaBUTb MO COOCTBEHHOW WHUUMATMBE BMeECTe C 3asiBEHMEM O
rocyoapCTBEHHOW perucTpaumMm fekapcTBEHHOro npenapata Ans MEeOUUUHCKOrO MPUMEHEHUS [OOKYMEHTHI,
noaTBepxaatoLlme ynnaTty rocygapCTBEHHONM MOLUNUHBI U yKa3aHHble B nyHkTe 10 yacTn 2 HacTosdwlen cratbu. B
cny4ae ux HenpeacTaBneHns COOTBETCTBYOLMIN YNONTHOMOYEHHbIN dheaepanbHbI opraH UCMOMNHUTENBHOW BNAacTu
npoBepsieT akT ynnaTbl FOCYAapCTBEHHOW MOLLUMMHbBI 3asiBUTENIEM NOCPEACTBOM MCMOMb30BaHMsA MHGOopMaumm 06
ynnaTe rocygapCTBEHHOW MOWMMHBI, coaepxawenca B [ocyaapCTBEHHONM WHAOPMAUMOHHON cuctemMe o
rocy4apCTBEHHbIX U MyHMLMNAMbHbBIX MraTexax, Ha OCHOBaHUWN NpeACcTaBMEHHbIX 3asiBUTENEM KOMUA JOKYMEHTOB,
NOATBEPKAALLMX yNnaTy rocygapCTBEHHON NOLMMHbI.

(vacTb 17 BBegeHa deaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

18. He gonyckaeTcsi MCNONb3oBaHWE B KOMMEPYECKMX Liensax MHopmaumm o pesynbTatax OOKITUHUYECKMX
NCCrneaoBaHU  NeKapCTBEHHbIX CPEeACTB W KIUMHWYECKMX WCCRefOoBaHUM NeKapCTBEHHbIX MNpenapaToB Ans
MEeOULMHCKOrO NPUMEHEHUS, NPeACTaBNEeHHON 3asiBUTENEM Ansi roCy4apCTBEHHOW perncrpauumn nekapcTBEHHOro
npenapaTa, 6e3 ero cornacusi B Te4eHWe LIEeCTW NeT C AaTbl rocyAapCTBEHHOW perncrpaumm pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuitickon ®egepaumm.

(vacTb 18 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

19. [Hepxatenb wnuM Bnageney, perncTpaumoHHOrO YAOCTOBEPEHUsI NEKapCTBEHHOrO npenapata Ha
BMOTEXHONMOTMYECKMI UNN OpdPaHHbIN NeKkapCTBEHHbIN npenapaTt 06s3aH NpegocTaBnAaTb HA BO3ME3AHON OCHOBE
06pa3subl pedepeHTHOro NEKapCTBEHHOIO Npenapara 3asBUTeNsaM AN NpoBeaeHUs KIMHUYECKUX UccrnenoBaHui.
CtommocTb obpasua pedepeHTHOro neKkapCTBEHHOro mnpenapaTta, BKMAKYEHHOr0 B MNepeyYeHb  XKU3HEHHO
HEeOOXOAMMbIX W BaXXHEWLUMX FeKapCTBEHHbIX MNpenapaTtoB, He [OfPKHa NpeBbllaTbh 3aperMcTpUpoBaHHYHO
npenenbHyl OTNYCKHYI0 LEeHY Ha pedepeHTHbI NeKapCTBEHHbIM MpenapaT WM LeHY Ha JeKapCTBEHHbIN
npenapaT B CTpaHe NpoV3BOAUTENS.

(4actb 19 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20. 3asBneHve O rocygapCTBEHHOW perncrpauumn BOCMPOWM3BEAEHHOrO NEKAPCTBEHHOrO Mpenapata Ans
MEeOMULMHCKOrO MPUYMEHEHNsT MOXeT ObITb MOA4AHO B YMOMHOMOYEHHbIN beaepanbHbll OpraH MCMONHUTENbLHON
BMacTu, OCYLLECTBNSALWNIA rocygapCTBEHHYIO PErMcTpaumio fieKapCTBEHHbIX NpenapaToB, N0 UCTEYEHUM YeTbipex
net Cc paTtbl rocygapCTBEHHOM pernctpaumm pedepeHTHOro fekapcTBEHHOro npenapata B Poccuiickon
degepaumm.

(vacTb 20 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

21. 3aaBneHne O roCyAapCTBEHHOW perucTpaumm OGuoaHanoroBoro (6MonogobHOro) rnekapcTBEHHOMO
npenapaTta (6uoaHanora) MoxeT ObiTb MOAAHO B YMONMHOMOYEHHbLIN dedepanbHbli OpraH WCMONHUTENBHON
BMacTu, OCYLLECTBMASIOWMIA FOCYAapCTBEHHYIO PErMCTPaLmnio ieKapCTBEHHbIX NpenapaToB, N0 UCTEYEeHUN Tpex neT
C AaTbl roOCyAapCTBEHHOW perncrpaumm pedepeHTHOro ekapCTBEHHOro npenapara B Poccuiickon ®epepaumu.
(yactb 21 BBegeHa dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22. [epxaTeno wnu Briageney perucTpauMoHHOro yOOCTOBEPEHWUs IeKapCTBEHHOro npenapara
npeacTaBnseT B YNOMHOMOYEHHbIN defeparnbHbli OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBAAOLWUA (YHKLMK
Mo KOHTPOIIO M HAA30pY B cepe 30paBoOXpaHeHns, OTHET No pesyrnbTataM hapmMakoHaas3opa oAuH pas B LWECTb
MecsLEeB B TedeHue OBYX NneT rnocne rocygapcTBEeHHOW perucrTpaumm nekapcTBeHHoro npenapata B Poccuinckon
degepaumu, exerogHo B TeHeHMe NOCneayLwwmx Tpex fneT 1 B AanbHenwem oauH pas B NATb NneT.

(vacTb 22 BBegeHa dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

Cratbsa 19. MpuHATME pelleHUA O BblAa4ve 3KCMEPTHOMY YyuYpeXAeHWK 3adaHusi Ha npoBeAeHue
3KcnepTU3bl JIeKapCTBEHHOro CpeacTBa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHue pecatv pabouux OHER CO OHSA MPUHSATUS 3asiBMEHUS O TOCYAapCTBEHHOW perucTpauuu
NeKkapcTBEHHOrO MnpenapaTta COOTBETCTBYHOLLUMIA YNONHOMOYEHHbIA heiepanbHbIii opraH UCNOMHUTENBHOW BNactu
NPOBOAUT NPOBEPKY MOMHOTHI, AOCTOBEPHOCTU W MpPaBWUMbHOCTU OMOPMIIEHUST MPEACTABIEHHbIX [OKYMEHTOB
PErnMcTpaLUMoOHHOIO [OCbe Ha feKapCTBEHHbIA Mnpenapat M MNpUMHUMaeT pelleHMe O Bblgave 3afaHus Ha
npoBeeHue:

1) OKCNepTn3bl OOKYMEHTOB, nMpeacTtaBlieHHbIX And onpefefnieHnda BO3MOXHOCTM  paccMaTpuBaTb
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

J'IeKapCTBeHHbII;I npenapart and MeguunHCKOro npuMeHeHusa npm ocywecrtereHmnm FOCWJ,apCTBeHHOI;I perncrtpauun B
kayecTBe opdhaHHOro NEKapCTBEHHOro npenapara;

2) aKcnepTuU3bl NEKapCTBEHHOrO CPeAcTBa B YacTU SKCMEepPTU3bl KayecTBa MeKkapCTBEHHOro cpeactsa U
3KCMEepPTU3bl OTHOLLEHUS OXMOAEMOM MOoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs nekapcTBEeHHOro npenapara ans
MEANLMNHCKOrO NPUMEHEHUS;

3) aKkcnepTusbl NEKAPCTBEHHOrO CpeacTBa B YacTW SKCMEepTU3bl KadecTBa JEKapCTBEHHOro cpeactea U
9KCMEePTM3bl OTHOLLUEHMS OXUOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs NeKkapCTBEHHOro npenapara ans
MELMLIMHCKOrO MNPUMEHEHUSI B MNOpsSiaKe YCKOPEHHOW Mpoueaypbl 3KCNepTM3bl NEKapCTBEHHbIX Cpeacts B
COOTBETCTBUM CO CcTaTben 26 HacToswero PegepanbHOro 3akoHa;

4) QKCMNepTn3bl JNieKapCTBEHHOIo cpeactBa B OTHOLUEHUU JNeKapCTBEHHOIo npenaparta Ald BeTepuHapHOro
NPpUMEHEHUA.

2. YNonHOMOYeHHbIV dhedeparnbHblil OpraH UCMONMHUTENbLHON BNacTu yBeAOMMSeT B 3MEKTPOHHOW dhopme
nnuM Ha ByMaxkHOM HOcuTene 3asBUTENs M IKCMEPTHOE yupeXaeHne O NMPUHATOM peLleHVM O Bblaave 3agaHui Ha
npoBedeHne 3KCnepTu3, NPeayCMOTPEHHbIX YacTbio 1 HacTosLen ctaTbk, U B Criydae HeobXx0AUMOCTU O Bblaaye
pa3pelueHns Ha BBO3 B Poccuiickyto defepauuio KOHKPETHOW MapTuu, Cepun 3aperucTpupoBaHHbIX U (Mnu)
He3aperncTpMpoBaHHbIX NIEeKaPCTBEHHbIX CPEACTB MM 06 oTkase B MpoBedeHUV NPedyCMOTPEHHbIX 3KCMepTu3 C
yKasaHvWeMm MpuyYnH Takoro otkasa.

3. B cnyyae BbISBMEHUsI OTCYTCTBUS WU HEOOCTOBEPHOCTU MHopMauun, cogepxallencs B
NpeAcTaBreHHbIX 3asBUTENeM AOKYMEHTaX, YMONIHOMOYEHHbIN dhedepanbHbIi OpraH UCMNONTHUTENBHOW Bractu
HanpaBnseT 3asiBUTENt0 3anpoc 06 YTOYHEHMM 3TOM MHGOopMauuu (ganee - 3anpoc  YNONHOMOYEHHOrO
degepanbHOro opraHa WCMNOMHUTENbHOW BMNAacTu), KOTOPbI MOXET ObiTb nepegaH  YNnoSIHOMOYEHHOMY
npeacTaBuTeNio 3asBUTENSA NWYHO MOA PacnucKy, HanpasfieH MO MOYTE 3aka3HbiM MUCbMOM MMM nepefaH B
9MNEKTPOHHOW opMe MO TEeNeKOMMYHMKAUMOHHBIM KaHanam cBA3M. B crnyyae HanpaeneHusa 3amnpoca
YNONTHOMOYEHHOro hefiepanbHOro opraHa MCMONMHUTENBHOW BIAacTU MO MOYTE 3aKa3HbIM MUCbMOM OH CYMTaeTcs
MONy4YeHHbIM MO UCTEYEHWM LLECTM OHEN C AaTbl HAaNpaBeHMs 3aKas3Horo NUcbMa.

4. 3BagButenb o643aH npeactaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dhefepanbHOro opraHa
WCNOSMHUTENBHON BAcTM B CPOK, HE MpeBbllalolWwmi AeBAHOCTA pabounx gHEN CO OHA ero nonydeHus. Cpok,
yKa3aHHbIi B 4YacTu 1 HacTosiwen cTaTbW, NPUOCTaHABMMBAETCA CO [OHS HanpaBrieHWst 3asiBUTEN0 3anpoca
YNONTHOMOYEHHOro hefepanbHOro opraHa MCMOMHUTENBHOW BNacTM A0 AHSA MOMyYeHWst UM COOTBETCTBYHOLLENO
oTBeTa.

5. OcHoBaHMEM Ans OTKa3a B OpraHM3auMu 3KCNepTus, NpeaycMOTPEHHbIX YacTblo 1 HacTosilen cTtaTbi,
fABnNsieTcs npeacTaBneHne HeobxoanmbIX Anst NPoBeaeHNs NPeayCMOTPEHHbIX 3KCNepTU3 LOKYMEHTOB B HEMOMHOM
ob6beMe WNM HenpeacTaBreHUe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha 3anpoc YMNONHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOM BRNAcTW, a Takke nNpeacTaBreHne [OOKYMEHTOB, He coAepKalumx
ncyepnbIBatoLLEro nepeyvyHs HeobXxoauMbIX CBELEHUN.

Cratba 20. 3kcnepTu3a [OKYMEHTOB, MpeAcCTaBfieHHbIX AN onpeaesieHuss BO3MOXHOCTU
paccmaTpuBaTtb JieKapCTBEHHbIM MnpenapaTt AN MeAULMHCKOro MNPUMEHEeHUs Mpu  OCYyLUeCTBIIeHUU
rocyfapCTBeHHOM peructTpauum B KayecTBe op¢paHHOro fiekapCTBEHHOro npenapara

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcrepTv3a [OKYMEHTOB, NpEeACTaBMEeHHbIX AN onpefeneHuss BO3MOXHOCTM  paccMaTpuBaTh
nekapcTBeHHbIV Npenapat ANs MeauUMHCKOro NpUMeHeHUs Npuw OCYLLECTBIEHUN FOCYAapPCTBEHHON pernctTpaumn B
KayecTBe OpPgaHHOrO NeKapCTBEHHOrO npenapaTta, COCTaBfieHWe KOMUCCHEN 3JKCMEPTOB 3aKMoYeHUs o
BO3MOXHOCTU UM HEBO3MOXHOCTM paccMaTpuBaTh NEKapCTBEHHbIM npenapaTt Ans MeauUMHCKOro NpuMeHeHus
NPy OCYLECTBIEHUN FOCYAapCTBEHHOW perucTpaumMm B KadecTBe OpdhaHHOro JeKapCTBEHHOro npenapata U
HanpaBrneHWe [aHHOrO 3aKMYeHUs B YNOMHOMOYEHHbIN dedepanbHbIi OpraH WCMOMHUTENBHON BMacTy
OCYLLECTBMATCA B CPOK, He MpeBbllLalolWnin Tpuauatn pabodunx OHEW CO [OHSA MOMydYeHUss SKCMEpPTHbLIM
yypexaeHMeM 3agaHua YnoriHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbLHON BMAacTU U B 3MEKTPOHHOW
opme nnu Ha ByMaxkHbIX HOCUTENSAX HEOBXOAMMBIX [OKYMEHTOB, yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n 8
yactu 7 ctaTby 18 HacTosLlero ®efepansbHOro 3akoHa.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

2. [JokyMeHTbI, cogepxalinecs B permcTpauuoHHOM OOCbE Ha fiekapCTBEHHbIN npenapaT v NoCTynMBLUNE Ha
OyMaXHbIX HOCUTENAX B SKCNEPTHOE YydpexaeHue [Ans OCYLEeCTBMEHWs WUX 3KCNepTu3bl AN onpeaeneHus
BO3MOXHOCTW paccMmaTtpvBaTb NeKapCTBEHHbIV npenapaT Ang MeAMLMHCKOro NpMMEHEeHUs B kayecTBe opdaHHOro
NeKkapCTBEHHOro npenapara, nognexar BOo3BpaTy B YMNOMHOMOYEHHbIM deneparnbHbli opraH WUCNONHUTENBHON
BMacTu OQHOBPEMEHHO C 3aKIMOYEHNSAMM COOTBETCTBYIOLLMX 3KCMEPTUS.

Ctatba 21. PeweHMe O BO3MOXHOCTU paccMaTpuBaTb JieKapCTBeHHbIA npenapatr npwu
OoCyLLeCTBIIEHMUN rocyfapCTBEHHON perucTpauum B kKayectee opcpaHHOro nneKapcTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He mpeBblWaoWmi NATM paboymx AHEN CO AHA MOMYYEeHUs 3aKMYeHUs, yKasaHHOro B 4actu 1
ctatbn 20 HacToswero deaepanbHOro 3akoHa, YNONMHOMOYEHHbIN befepanbHbli OpraH UCNONHUTENBHON BNacTu
OCYLLECTBMNAET OLEHKY MONyYEeHHOro 3aKmyeHns Ans onpeaerneHns ero COOTBETCTBUSA 3a4aHuI0 Ha nNpoBedeHne
COOTBETCTBYIOLLIEN IKCMEPTU3bI U YBEAOMNAET 3a8BUTENS B AMNEKTPOHHOW hopMe unm Ha GymaxHOM HocuTerne o
pesynbTatax MPOBEAEHHON 3KCNepTU3bl C MPUIOXEHNEM KOMUW IKCMEPTHOrO 3akmoyeHus (C COXpaHeHueMm
KOH(pMAEHUManbHOCTU MHOpMaLUM O COCTaBe 3KCMEPTHOM KOMMUCCKMM) U O BO3MOXHOCTWU UMM HEBO3MOXHOCTM
paccmaTpvBaTb  NEKapCTBEHHbI  MNpenapat And  MEeOULUHCKOrO  MPUMEHEHWA  NpWU  OCYLLECTBMEHUU
rocy4apCTBEHHOWN pernctpaumm B kayectse opaHHOro fIekapcTBEHHOro npenaparTa.

2. Tlpn BbIHECEHMN KOMWUCCUEW IKCMEPTOB 3aKIHOYEHWS O BO3MOXHOCTM paccMmaTpuBaTb EKapCTBEHHbIN
npenapaTt Ang MeaMLMHCKOrO MpUMEHEHUS MPU OCYLLECTBIIEHUN FOCYOApPCTBEHHOW peructpaumMmM B KavecTBe
OpdaHHOro NekapCTBEHHOro nNpenapaTa ynonHOMOYEHHbIW heaepanbHbIvi opraH UCMONTHUTENBHOM BNAacTu B CPOK,
He npeBbliaoLWmi NATM pabounx gHEen Co AHS NONyyYeHUst JAHHOIO 3aKMnioYeHUs, NPUHNMaeT peLleHne O Bbiaadve
3afiaHusa Ha NpoBeAEeHNEe IKCNEPTU3bl KAYECTBA NEKAPCTBEHHOrO CpeacTBa M SKCNEePTU3bl OTHOLLEHNST 0XNOAEMOMN
nonb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMS1 NIEKapCTBEHHOro npenapaTta Ans MeOWUUWHCKOro MpUMEHeHMs B
nopsiike YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl JIEKapCTBEHHOrO CpeacTBa B COOTBETCTBMM CO cTaTtben 26
HacTosilero ®egepanbHOro 3akoHa.

3. B crnyyae npuvHATUA pelleHnss O HEeBO3MOXHOCTWU paccmaTpuBaTtb eKapCTBEHHbIV npenapaTt ans
MeAMLMHCKOro MpUMEHEHUs nNpu rocyfapCTBEHHOW perncrpaumm B KayvecTBe OpdaHHOro IeKapCTBEHHOro
npenapaTta YrNOMHOMOYEHHbIN deaepanbHbIn  OpraH  WCMOMHUTENbHOW BracTM  Mpekpalwiaet npouenypy
rocygapCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara. 3assutenb Bnpase obpaTuTbCs B PerncTpupyoLwmn
opraH C 3asiBlieHWeM O rocyAapCTBEHHOW perncrpauum ykasaHHOro rekapcTBeHHOro rnpenaparta B COOTBETCTBUM
Co cTaTben 18 HacToswero degepanbHOro 3akoHa.

Crtatbs 22. YTpaTtuna cuny ¢ 1 nronsa 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-®3.

Crtatbs 23. dKcnepTu3a KayecTBa NIEKapCTBEHHOro CpeAcTBa U IKCNepTU3a OTHOLUEHUA OXuaaemoun
Nonb3bl K BO3MOXHOMY PUCKY NPMMEHEHUSA NeKapCTBEHHOro npenapara Ans MeAMLMHCKOro NpMMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OKkcnepTusa KadecTBa NEKApCTBEHHOrO CPedcTBa W 9KCMNepTM3a OTHOLLEHUS OXWOAEMOW Monb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMs1 NeKapCcTBEHHOro npenapaTta Ans MeOWLMHCKOTO MPUMEHEHWUs, CoCTaBreHue
KOMWCCUSIMUW SKCNEPTOB 3aKNoYeHWin No pesynbTaTtaM NpoBeOeHHbIX 9KCMNepTU3 U HanpaBreHue aTUX 3aKmnoveHuit
B YNONIHOMOYeHHbIN dhefeparbHblii opraH UCNOMHUTENBHON BRAacTU OCYLLECTBIAIOTCA B CPOK, HE NMpeBblllaoLLni
cTa [JecaATM paboumx AHeln cO [OHA NONYYEeHUs IKCMEPTHbIM Y4YpeXOEeHWeM COOTBETCTBYHOLLEro 3aaaHus
YNONMHOMOYEHHOro heiepanbHOro opraHa UCMOMHUTENbHOW BNacT U HeoBXoAMMbIX JOKYMEHTOB B 3JIEKTPOHHOM
dopmMe Unu Ha GyMaxkHbIX HOCUTENSX.

2. B TeuyeHune OeBsiHOCTA AHEN CO AHSA MOJNyYEHUS peLUeHUs YNONTHOMOYEHHOro dedeparnibHOro opraHa
MCNOMHUTENBHOW BRACTM O MPOBEAEHUN SKCMEePTU3, NPEeayCMOTPEHHbIX YacTbio 1 HaCcTosILen cTaTby, 3asBUTENb
NpeacTaBnaeT B SKCMEPTHOE yypexaeHue Ons NPoBedeHUs SKCMepTUsbl KavecTBa NeKapCTBEHHOro cpeacTsa
obpasLpbl NeKapCTBEHHOro npenapaTta Ons MeOULMHCKOro MpUMeHeHusl, Mpou3BEedeHHOro B COOTBETCTBUM C
Tpe6oBaHNUAMM OMNbITHO-MPOMbILLNIEHHOTO U (MNK) NPOMBILLNIEHHOIO PErfamMeHToB, YTBEPXAEHHbIX pyKoBoAMTeNeM
NPOM3BOAMTENS NEKAPCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBYIOLIMX Crydasx obpasubl hapMaueBTUYeckomn
cybCcTaHUMK, TeCT-LUTaMMa MUKPOOPraHU3MOB, KyrbTypbl KIETOK, 06pasLibl BELWECTB, NPUMEHSIEMbIX ANs KOHTPONS
KayecTBa IleKapCTBEHHOTO CPeACTBa MyTemM CPaBHEHUS C HUMWU MCCIeQyeMoro fekapcTBEeHHOro cpeacTsa, B

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 37 n3 99

HagexXHas npaBoBas nogaepxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA82DBA0CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA82DAADCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA82DAACCACA266AD782EA1124B25EB023F627b3jBO

depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Konu4yecTtBax, HeobxoanmbIx ans BOCnpounsseaeHnA MeToa0B KOHTPOIA Ka4YeCcTBa.

3. Mpwn nonyyeHun obpasLoB NekapCTBEHHOro npenapara u hapmaueBTU4ECKON CyBCTaHLmMM aKCnepTHoe
yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAAOLWMIA NOfyYeHne ykadaHHbIX 00pasuoB, M B CPOK, He
npeBbllWaoWmi Tpex paboynx gHewn, yBeLoOMMSieT B ANIEKTPOHHON hopmMe unu Ha BymakHOM HocuTene o6 aTom
YNOSIHOMOYEHHLIN doeaepanbHbli OpraH UCNOSTHUTENBHOW BNACTMW.

4. YKasaHHble B 4acTax 2 M 3 HacTosllen cTaTbW CpPOK Ansi MpeacTaBneHus 3asBuTenem obpasuos
neKkapcTBEHHOro npenapaTta v dapMaleBTUYeckoin cybCcTaHLMN U CPOK YBEOOMITEHMS SKCNEPTHBLIM YUpEXaeHEM
06 3ToM Ha OymaXHOM HocuTene YMONHOMOYEHHOro dhedepanbHOro opraHa WCMOMHUTENBHOM BRactu He
BKIOMAIOTCS1 B CPOK NMPOBEAEHMS SKCNEPTU3, MPEAYCMOTPEHHBIX YacTblo 1 HACTOsILLEN CTaTby.

5. [lokyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE y4upexaeHwe ONis NpoBeAeHUst 3KCMepTus, npeaycMOTPEHHbIX
yacTblo 1 HacTosWen cTaTbu, nognexaTr BO3BpaTy B YNOMHOMOYEHHbIN dyefepanbHbI opraH UCNONHUTENbHOW
BNacTN OQHOBPEMEHHO C 3aKMOYEHUAMM, NONYYEHHbIMU NO pe3ynbTaTaM COOTBETCTBYIOLLNX SKCNEPTUS.

CratbAa 24. 3KCI'IepTM3a KadyecCcTBa NeKapCTBeHHOro cpeacrtBea M JKcnepTtu3a OTHOLWIeHUA oxungaemomn
NnoJib3bl K BOBMOXHOMY PUCKY NPpUMEeHeHUA NneKkapCTBeHHOro npenapara AnAa BeTepnHapHoOro npumMmeHeHunsA

1. OkcnepTv3a Ka4yecTBa IeKapCTBEHHOrO CpeacTBa WM 3KCMEPTM3a OTHOLLEHUS OXuOaemol Mofb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMS1 NEKApCTBEHHOrO npenaparta Afsi BEeTEPUHAPHOIO MPUMEHEHUs!, COoCTaBrieHne
KOMWUCCUSIMM 3KCNEPTOB 3aKIMOHEHNI NO pe3ynbTaTaM yKasaHHbIX 3KCMepPTM3 U HanpaBrieHWe Takux 3aKroyeHnin B
YMOSTHOMOYEHHbI doefeparnbHbiA OpraH UCNOMHUTENBHON BNACcTN OCYLLECTBNSIOTCS B CPOK, HE MPEBbILLAKLWNA cTa
Aecatn pabounx OHEn Co OHSI NONyYeHUsT SKCMNEPTHLIM yupeXxaeHMeM 3agaHus YnosrIHOMOYEHHOro doeaeparnbHoOro
opraHa UCMNOMIHUTENBHON BNACTU C AOKYMEHTaMW, ykasdaHHbIMK B 4Yactu 3 ctatbn 17 HacTodAwero depepansHoro
3aKoHa.

(B pea. PegepanbHbix 3akoHoB oT 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeuyeHve naTHaguatu paboumx OHEeW CO AHS MOMyYEeHMS PeLUeHUs YNONHOMOYEHHOro deaepansHoro
opraHa MCNOSMHUTENbHOW BiacTM O NPOBEAEHMU YKa3aHHbIX B 4acTu 1 HAcTosen cTaTby 3KCNEepTU3 3asBUTENb
npeacTaBnseT B 9KCMePTHOe y4dpexaeHne OnA npoBefeHMs 3KCMepTU3bl KayecTBa fleKapCTBEHHOro CpeacTsa
0o6pa3ubl NeKkapcTBEHHOro npenaparta Afs BETEPUHapHOro MpUMEHEHMS, MPOM3BEO4EHHOr0 B COOTBETCTBUM C
TpeboBaHUAMN TEXHOMOTMYECKNX PernaMmeHToB, YTBEPXKOEHHbIX PYKOBOAUTENEM MPOU3BOAMUTENS NEKapCTBEHHbIX
CpPeAcTB, a Takke obpasel hapmaLeBTUYECKON CYOCTaHLMN B KONMYecTBax, HE0OXOAMMBIX 45151 BOCNPOU3BEAEHUS
MEeTOAO0B KOHTPOISA KavyecTBa.

3. Mpu nonydyeHun obpasuUoB fNekapCTBEHHOro npenapata u hapmaueBTUYeCcKOW CyBCTaHLMM JKCnepTHoe
yypexgeHue BblaaeT 3asBUTEN0 AOKYMEHT, MOATBEpXOalLMN NonyvyeHne ykasaHHbIX obpasuoB, U B CPOK, He
npeBbiaWmMn  Tpex paboumx pAHen, yBedoMmnsieT B MUCbMeHHOW dopme 06 3TOM  YMNOSTHOMOYEHHbIV
deaepanbHbIi opraH UCNOSTHUTENBHOW BacTu.

4. Cpok gns npefcTaBrieHnst 3asiBUTenem o0pasuoB fekapCTBEHHOrO npenapata u dapMaueBTUYECKON
cybCcTaHUUN 1 CPOK YBEOOMITEHUS SKCNEPTHBIM yypexaeHneMm o6 3TOM B NMUCbMEHHOW hopMe YNONHOMOYEHHOMO
dreepanbHOro opraHa UCMONMHUTENbHOW BNacTH, YkasaHHble B YacTax 2 U 3 HaCToSLEN CTaTby, HE BKITOYAOTCA B
CPOK NMpoBeAeHNs yKasaHHbIX B HacTU 1 HacToSALLEN CTaTbU IKCNEpPTU3.

5. [IOKyMeHTbI, MOCTYNMBLUME B 3KCNEPTHOE yupexaeHne Ang npoBefeHUs yKkasaHHbIX B 4acTu 1 HacTosiLen
cTaTbM 3KCNepTu3, noanexart BO3BpaTy B YNOMHOMOYEHHbIN deaepanbHbIi OopraH WCNOSIHUTENbHOW BRacTu
OHOBPEMEHHO C 3aKMNIYEHNAMM NO pe3ynbTataM YKasdaHHbIX 9KCMepTus.

CtaTtbs 25. [loBTOpHOE NpoBeAeHNe 3KCNepTU3bl NeKapCTBEHHbIX CPeAcTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1.B cny4daax HegoCTaTOYHON OOOCHOBAHHOCTW UITM HEMONHOTbLI 3aKMOHYEHNs KOMUCCUK QKCNepTOB, Hann4n4a
B HEM NMPOTUBOPEYMBLIX AAHHbIX, (baﬂbCI/I(bI/IKaLI,MI/I BbIBOOB 3KCNepTu3bl NIEKapCTBEHHOIO CpeacTBa, COKPbITUA OT
YNOJTHOMOYE€HHOro (bep,epaanoro opraHa MCNONHUTENBbHOW BNAacTU OCHOBAHWU AN oTBoAa 9KCnepTa Bcreacrtane
ero 3amHTepecoBaHHOCTU B pe3ylibTaTtax COOTBeTCTByPOLLI,eVI QKCMEepPTU3bl, HaNMyna pAaHHbIX O MNPAMOM nnbo
KOCBEHHOM BMeLLAaTENbCTBE B MNMpoLeCcc COOTBeTCTByPOLLl,eﬁ 9KCNepTu3bl Nnny, He y4acCcTBYHOLMX B €e npoBeaeHUn,

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 38 n3 99

HagexXHas npaBoBas nogaepxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEEDD4B6F0750EFE41CA17A46C1C4A6161FC092D93BAA81D2ABCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEED249690C5FEFE41CA17A46C1C4A6161FC092D93BAA81D1ABCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA85D3AACACA266AD782EA1124B25EB023F627b3jBO

depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

HO OKa3aBLUMX BIMSIHWE HA MPOLECC M pe3ynbTaTbl €e NPoBeAeHUs, YNONTHOMOYEHHbIM deaepanbHbIM OpraHoM
WCNONHUTENBHON BriaCTM Ha3HaA4YaeTCs NOBTOPHAs 3KCMepTU3a NeKapCTBEHHOro CpeacTtBa M (unm) atuyeckasi
aKcnepTu3a.

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. T[loBTOpHast aKcnepTM3a JEeKapCTBEHHOrO CpeAcTBa MPOBOAMTCA C  Yy4eTOM pes3yrnbTaToB paHee
NpoBeAEeHHOWN 3KCMEPTU3bl B CPOK, YCTAHOBIIEHHbIA YNONIHOMOYEHHbIM dbefeparnbHbIM OPraHoM WCMNOSNHUTENBHOWN
BNacTU 1 He npesbillaoLwmi Tpuguatn pabounx gHen co OHA NONyYEeHUS IKCMEPTHbIM yYpexaeHNeM 3a4aHusa Ha
npoBegeHne NOBTOPHON SKCMEPTU3bl NEKAPCTBEHHOIO CpeacTea.

(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcOBoe obecrneyveHne BLINOMHEHUS 3afaHWs Ha NpPOBeAEHME MOBTOPHOW  3KCNepTU3bl
NeKapCTBEHHOIrO CPEACTBA HE OCYLLLECTBSETCS.
(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtatbAa 26. YckopeHHas npoueaypa 3KCnepTu3sbl IeKapCTBEHHbIX CPeacTB

1. YckopeHHasa npoueaypa 9KCnepTu3bl NEKApCTBEHHbIX CPeACTB B LENAX rocygapCTBEHHOW perncrpaumm
NeKapCTBEHHbIX MpenapaToB NMPUMEHSIETCS B OTHOLLEHUN OpdhaHHbIX NIEKAPCTBEHHbIX MpenapaTtoB, NepBbIX TPex
NeKkapcTBEHHbIX MpenapaTtoB, perucTpypyembix B Poccunckon depepauum B KadeCcTBE BOCMPOU3BELEHHbIX
NeKapCTBEHHbIX NpenapaToB, O4YepeaHOCTb KOTOpbIX oOrnpefensieTca B COOTBETCTBMM C HOMEpPOM M [aTon
BXOOSALMX 3asfBMEHMN O TOCYLapCTBEHHOW perncTpaumm neKapCTBEHHbIX MpenapaTtoB B paMKax O[HOro
MEeXOYHapO4HOrO HEMaTeHTOBAHHOIO HaMMEHOBaHWSA JIEKAPCTBEHHOIO npenapata  Wnu  rpynnmMpoBOYHOrO
HavMEHOBaHWsI NIEKAPCTBEHHOIO npenapara, W NeKapCTBEHHbIX MpenapaToB, NpegHas3HaYeHHbIX UCKITHYUTENBHO
ONsl NPUMEHEHNST HECOBEPLLEHHONETHUMIM rpaXkaaHaMmu.

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-®3)

2. YcKopeHHasl npoueaypa 3KCnepTusbl NeKapCTBEHHbIX CPeACTB B LENsX rocydapCTBEHHOW perucrpauum
NeKapcTBEHHbIX NPernapaToB He NPUMEHSETCA B OTHOLLEHWUN:

1) 6noaHanoroBbix (61onogobHLIX) NeKkapcTBEHHbIX NpenapaTos (bMoaHanoros);
2) pedepeHTHbIX NekapCTBEHHbIX MPenapaToB (3a UCKIYeHneM opdaHHbIX NTEKapCTBEHHbIX NpenapaTos);

3) BOCMNpPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB (3a WCKMIOYEHMEM NEPBbIX TPEX PErMCTPUPYEMbIX B
Poccuiickon ®epepaumm B KayecTBe BOCMPOM3BEAEHHbLIX J1IEKApCTBEHHbIX MpPernapaToB W NeKapCTBEHHbIX
npenaparos, NpeAHa3HaYEeHHbIX UCKIMIYUTENBHO AN NPUMEHEHNS HECOBEPLUEHHONETHUMI rpaXaaHamu);

4) HOBbIX KOMGUHALIMI 3aPErMCTPUPOBAHHBIX paHee NEeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX NpenapaToB, 3aperMCTPUPOBaHHbBIX PaHEe, HO MPOU3BEAEHHbLIX B APYIMX NEKapCTBEHHbIX
dopmax B COOTBETCTBUU C NepevyHeEM HaUMEHOBaHWI NTeKAapPCTBEHHbLIX (DOPM U B HOBOW JO3UPOBKE.
(vacTb 2 B peq. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouedypa  9KCNepTu3bl  NIEKAPCTBEHHBIX CPEACTB  MPOBOAUTCS MO PEeLUeHUto
COOTBETCTBYIOLLIEro YNOMHOMOYEHHOro dhejepanbHOro opraHa UCNONTHUTENBHOW BNAacT Ha OCHOBAHWUMW 3asiBIEHUS
3aaBUTENST B CPOK, HE MpeBbllalWmni BocbMuUaecaTn paboumx gHen. [Npu 3TOM 3KcnepTnsa [OKYMEHTOB,
coAepXaLlmxcsa B permcTpaunuoHHOM OOChbEe Ha NIeKapCTBEHHbIM npenapaT, NPOBOAUTCS B CPOK, HE MpeBbillaoLLniA
aecatn paboumx OHen, aKcnepTM3a KavyecTBa NeKapCTBEHHOro CpeAcTBa M 3KCMepTu3a OTHOLLEHMST OXuOaeMoWn
nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWsI NEKAPCTBEHHOIO npenaparta MpoBOAATCA B CPOK, HE MPEeBbILLAOLWNNA
LecTnaecaTu pabounx gHen.

(vacTb 3 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oOTHOWeHNM opdpaHHbIX JIeKAapCTBEHHbIX MpenapaTtoB MoryT GbiTb NpencTaBneHbl pe3ynbTaThbl
OOKINVHUYECKUX UCCINEedOBaHUiA IEKApCTBEHHbIX CPEACTB U KIMMHUYECKUX WCCINEedoBaHWUli  NEKapCTBEHHBIX
npenapaToB AN MeOULMHCKOrO NPUMEHEHMs, BbIMOMHEHHbIX 3a npedenamu Poccuiickoin dPedepaunn B
COOTBETCTBUM C MpaBuNaMu Hagnexaiei nabopaTopHON NpakTUKX U MNpaBuNamy Haanexailen KIuHUYecKkom
NpakTUKK.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(vacTb 3.1 BBeaeHa depepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npouenypa aKcnepTusbl NeKapCTBEHHbIX CPeacTB MPoBOAUTCHA B Nopsiake, YyCTaHOBMEHHOM
ctatbsmn 17 - 20, 23 n 24 Hactosiwero depgepasnbHOro 3akoHa, U He O3Ha4yaeT CHWXeHUs TpeOOoBaHWA K
©e30nacHOCTH, KayecTBy U 3PEKTUBHOCTU NIEKAPCTBEHHbIX NpenapaToB.

Crtatbsa 27. PewueHue o rocyaapCTBEHHOM perucTpaumm nekapcTBeHHOro npenapara

1. B cpokK, He npeBbILaLWnn AecaTn paboynx AHEN CO AHSA NONyYEeHUs 3aKNYeHUI KOMUCCUM IKCNEPTOB MO
pe3ynbTataM 3KCNepTu3bl Ka4ecTBa NEKapCTBEHHOrO CpeacTBa U 3KCMEPTU3bl OTHOLLEHUS OXuOaeMOon Nonb3bl K
BO3MOXHOMY  pWUCKYy MPUMEHEHMSI  NEKapCTBEHHOro npenaparta, COOTBETCTBYHOLMN  YNONHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENbHOW BNACTU:

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

1) paaMelLaeT Ha cBoeM odhmLManbHOM canTe B ceTu "VIHTepHET" COOTBETCTBYIOLLME 3aKMYEHUA KOMUCCUN
3KCMEepTOB M OCYLLECTBASET UX OLEHKY Arsi onpeferieHns COOTBETCTBUS 3aaHMI0 Ha NPOBEAEHNE 3TUX IKCNEPTU3;
(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2) NpUHMMaeT pelleHne O rocydapCTBEHHOW perncrpauuu fekapcTBEHHOro npenaparta unm ob oTkase B
rocyaapCTBEHHOW permcTpaunm nekapcTBeHHOro npenapara;

3) BHOCUT Npw NPUHATMM PELLEHUS O TOCYLApPCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara AaHHble O
3aperncTpupoBaHHOM feKapCcTBEHHOM Mpenaparte, B TOM Yucne o dapmMaLeBTUYEeCKoN CcybCcTaHLnn, BXOASLWEN B
COCTaB NEeKapCTBEHHOrO npenapara, B rocyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB U BblAaeT 3asBUTENIO
perncTtpaumMoHHoe  yOOCTOBEPEHME  NEKAapCTBEHHOro  npenapaTta, ¢GopMa  KOTOpPOro  yTBepXpaeTcs
YMOMHOMOYEHHbIM  (bedeparnbHbiM  OpPraHoOM  UCMOMHUTENbHOW  BNAcTW,  COrMAacOBaHHble  HOPMATUBHYHO
OOKYMEHTaLM0, HOPMATUBHBIA LOKYMEHT, MHCTPYKLMIO MO MPMMEHEHUIO NEKapCTBEHHOro npenapata U MakeThbl
NepPBUYHON YNaKOBKN U BTOPUYHOW (MOTPEOMTENBCKOW) YNaKoBKN C YKa3aHMEM Ha HUX HOMepa PerncTpaLMoHHOro
YAOCTOBEPEHUS NIEKapCTBEHHOrO Npenaparta u AaTbl ero rocyAapCTBEHHON permctpaumm unu B criydae npuHATUS
pelwleHns 00 OTKa3e B rocygapCTBEHHOMW perMctpaumy NekapCTBEHHOro npenaparta yBeAoMMseT B NMMCbMEHHON
dopme 3asBUTENST 00 3TOM C yKa3aHMEM MPUYMH Takoro oTkasa. 3a Bblgady pPerMcTpauMoHHOrO yAOCTOBEPEHUS
NeKapCcTBEHHOrO npenapaTa B3MMaeTCa rocyapCTBEHHas MoWSiMHa B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickonn ®egepaumm o Hanorax n cbopax.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHoBaHueM nAna oTkasa B TOCYLApCTBEHHOW perncTpaumm nekapCTBEHHOro npenaparta Aangd
MEeOULIMHCKOrO NPUMEHEHMS ABMNSETCH 3aKoYeHNne COOTBETCTBYHOLLENO YNOMHOMOYEHHOIro doeieparnbHOro opraHa
NCMNOMHUTENbHOW BNactm O TOM, 4YTO KayecTBO U (Mnun) 3pdEKTUBHOCTb PErMCTPUPYEMOrO NeKapCTBEHHOMO
npenapata Ans MEeOWUUHCKOTO MPUMEHEHUS He MOATBEPXAEHbI MOMYYEHHbIMU OaHHBIMW UMM 4YTO PUCK
NPUYUHEHNS] Bpeda 300POBbI0 YeroBeKka BCIeACTBME MpuemMa NeKapCTBEHHOro npenaparta Ans MeauLUHCKOro
NpUMeHeHns NpeBbIaeT 3OPEKTUBHOCTb Er0 NPUMEHEHNS.

(vacTb 2 B peq. ®epepansHoro 3akoHa ot 04.06.2018 N 140-93)

3. [loBTOpHOEe npeAcTaBneHVe B  COOTBETCTBYIOLMI  YNOMHOMOYEHHbIM  dedepanbHbIii  opraH
NCNONHUTENBHOW BracTy NeKapCTBEHHOro npenapara, B OTHOLLEHUN KOTOPOro Mofy4yeH oTKas B rocyaapCTBEHHON
permctpaumMm 1M KOTOpbIA BMOCMEACTBUM NOABEPICA M3MEHEHWUI0 B YacTW €ro coctaBa, paccMaTpumBaeTcs Kak
npeacTaBrneHne HOBOrO NEeKapCTBEHHOro npenapata Ha ero rocyfapCTBEHHYIO PerucTpaumio He3aBuCcUMMO OT
COXpaHeHUs ero NePBUYHOro HAMMEHOBaHMUS.

(vacTb 3 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. MNpw npepocTaBrneHnn 3asiBUTENEM B COCTaBe PErMcTpauLmMoHHOrO 4OCbe Ha NeKapCTBEHHbIV npenapat
ONs BETEPMHAPHOIo NPUMEHEHUS] KOMUWU peLLeHUsi YNOoNHOMOYEHHOro dedepanbHOro opraHa UCMONHUTENbHOM
BMacTu O MPOBEAEHUN WHCMEKTUPOBaAHWUS NMPOU3BOAUTENS NEKApPCTBEHHbLIX CPEACTB CPOK NPUHATUS peLlueHust o
roCyAapCTBEHHOW  peructpaumMum  nekapcTBEHHOro  npenapata  Ans BETEPUHAPHOIO  MPUMEHEHMS
NpUOCTaHaBNMBaeTCs CO AHS NOMYYEHUs 3aKMOYEHUI, yKka3aHHbIX B YacTu 1 HacTosLen cTaTbl, 40 AHS NPUHATUS
YNOJIHOMOYEHHbLIM hefepanbHbIM OpraHOM UCMOSTHUTENBHOW BNACTW peLUeHNs o Bbidave unm o6 oTkase B Bbigade
3aKMIOYEHNSI O COOTBETCTBMM MPOU3BOAUTENS NEKaPCTBEHHbIX CPeAcTB TpebGoBaHMsM npaBun Hagnexailen
NPOVM3BOACTBEHHOW NPAKTUKK, HO HE Goree Yem Ha CTO BOoCeMbAecHAT paboyumnx aHEN.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OcHoBaHMeM p[na oOTkasa B [OCYAapCTBEHHOW peructpauuu fekapcTBEHHOro npenapata Ans
BETEPVHAPHOIO NMPYMEHEHNS ABNSETCS 3aKMoYeHUe YNonHOMOYEHHOro defepanbHOro opraHa MCMNOSTHUTENbHON
BMacTM O TOM, 4YTO KayecTBO M (unu) acpdPeKTUBHOCTb PErmcCTpMpyemMoro JekapCTBEHHOro npenaparta Ans
BETEPVMHAPHOIO MPUMEHEHUS He NOoATBEpPXAEHbl MOMYYEHHbIMWM OAHHBIMW WIIM YTO PUCK MPUYMMHEHUS Bpeda
3[0POBbLI0 XKMBOTHOTO BCNEACTBME MNpPMEMa flekapCTBEHHOro npenapata Ans BEeTEPUHApPHOro MpUMEHeHUs
npesbIaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS, O0TKa3 yNONHOMOYEHHOro defepanbHOro opraHa UCNoNMHUTENbHON
BNacTu B Bblgaye 3akrnioyeHUs O COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHMaM npaBun
Hagnexallem npou3BOACTBEHHOW MPaKTUKM AONs  KaXOoW NpOM3BOACTBEHHOW MNOLWAAKM perucTpupyemoro
NeKkapcTBEHHOro npenaparta Ans BEeTEePUHApPHOro NMpUMMEHEHUs B Cnydae, ecrnv nNpou3BOACTBO fEKapCTBEHHOro
npenapaTta Ans BETEPUHAPHOro MpUMMEHEHUs OcyLlecTBnseTca 3a npegenamm Poccuiickon depepauun, mnu
OTCYTCTBME TAKOro 3aKNo4eHMs.

(vacTb 5 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

Cratba 27.1. Mopsgok onpegeneHMs B3aMMO3aMEHSAEMOCTU JleKapCTBEHHbIX npenapartoB AnA
MeOULMUHCKOro NpuMeHeHus
(BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

1. B3anmosaMeHAeMOCTb NeKapCTBEHHbIX MpenapaTtoB ANS MEeAVLUHCKOro MPUMMEHEHUs onpedensercs B
nopsigke, yctaHosneHHoM [NpasutensctBom Poccuickon ®egepauun, Ha OCHOBaHWM CrieayloLMxX napameTpoB:

1) akBMBaneHTHOCTb (Ans GuoaHanorosbix (6brnonogobHbIX) NekapcTBEeHHbIX npenapaToB (buoaHanoros) -
COMOCTaBMMOCTb)  Ka4eCTBEHHbIX W  KOMWMYECTBEHHbIX XapakTepucTuk dapmaueBTuyeckux cybcTaHuun
(ncnomnb3oBaHMe pasnuyHbIX Ccomnen, 3guMpoB, KOMMIEKCOB, W30MEPOB, KpucTannmyeckmx ¢OopM U  Apyrux
NPOU3BOAHbLIX OHOIO U TOrO Xe AENCTBYIOLLEro BellecTBa He ABMAeTCS NPEnAaTCTBUEM AN B3anMO3aMeHAEMOCTH
neKapCcTBEHHbIX MNpenapaToB, €cnv npu MNpoBeAeHUMU UKccneaoBaHus OMO3KBMBANEHTHOCTUM FEeKapCTBEHHOro
npenapaTa unu B criydae HEBO3MOXHOCTU MPOBeAEeHMs 3TOro MUCCNegoBaHMs MNpy MPOBEAEHUWN WUCCregoBaHust
TepaneBTUYECKOW 3KBMBANEHTHOCTU NEeKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMBbIX
pasnuuui  apmakokMHeTukn u  (unu) 6esonacHocTM M 3PEPEKTMBHOCTM MEeKapCTBEHHOrO npenapaTta Ans
MEeOULMHCKOrO NPUMEHEHNS);

2) 9KBMBANEHTHOCTb JIEKAPCTBEHHOW OpMbl (NOA  SKBUBANEHTHLIMWU  JIEKAPCTBEHHLIMKU  hopmamu
MOHMMAIOTCA pa3Hble NeKkapcTBEHHblE POPMbI, UMeKLMe OAuHaKoBbIE cnocob BBeAeHMS U cnocob npuMeHeHUs,
obnagatoLLme conocTaBUMbIMU hapMaKOKMHETUHECKUMUW XapaKTePUCTUKaMK U (hapMaKonorMyeckum gencTBUEM U
obecneymBatoLLMe Takke OOCTKEHNE HEOBXOQUMOro KimHu4eckoro addekta. Pasnuuus nekapcTBeHHbIX hopM
He ABMAOTCA NPenaTCTBMEM [ANs  MX B3aUMO3aMEHSIEMOCTW, €CnM MNpuM  NPOBEAEHWM  UccreaoBaHust
OMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata WM B Crydae HEBO3MOXHOCTW NPOBEAEHUs1  3TOro
nccnegoBaHns Npu NPOBEAEHUW UCCIEA0BaHUS TepaneBTUYECKOW 3KBMBANEHTHOCTM NIEKAPCTBEHHOrO npenapara
[OKasaHO OTCYTCTBUE KIMHWYECKU 3HAYMMbIX pasnuMuuMin  (apMakoOKMHETUKM u (unun) 6esonacHocTn U
9p(heKTUBHOCTM NEKAPCTBEHHOrO NpenapaTta A8 MeQULMHCKOro NPUMEHEHNS);

3) 3KBUBaNeHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELECTB NeKapCTBEHHOrO npenapaTta
ONs MeVLIMHCKOro NPUMEHEHNS (pasnuyns coctaBa BCMOMOraTerbHbIX BELLECTB NlekapCTBEHHOro npenapara Ans
MeAMLMHCKOro NMPUMEHEHUSA He SABMSTCH NPenaTcTBMEM ANA MX B3auMO3aMeHSeMOCTWU, ecnuv nNpu nposefeHun
nccregoBaHnst GMOIKBMBANEHTHOCTU NEKAPCTBEHHOrO npenapaTta Ans MeavLMHCKOro NpMMEHeHUs UM B cryvae
HEBO3MOXHOCTU MpPOBEAEHUs 3TOro  WUCCrnefoBaHUA nNpu  NPOBEAEHUUM UCCrnedoBaHUs  TepaneBTUYEeCKOn
3KBMBANEHTHOCTU NeKapCTBEHHOro npenaparta A5 MeQULUHCKOro NMPUMEHEHMS [oKa3aHo OTCYTCTBUE KITMHUYECKU
3HAYMMBbIX PasnMuni PapMakoKMHETUKM n (Mnun) 6esonacHoOCTU u 3PPEKTUBHOCTM NEKapCTBEHHOIO npenapaTta
ANa MeauLMHCKOro npuMmeHeHus. NMpu 3ToM pasnnyumsa coctaBa BCMOMOraTernbHbIX BELWECTB He JOIMKHbI MPUBOAUTL
K PUCKY BO3HUKHOBEHUSI CEpPbE3HbIX HeXenaTernbHbIX peakunii y oTAEeNbHbIX rpynn nauneHToB UM NOBbILLEHNS
YacTOTbl UX BO3HUKHOBEHMS);

4) NMOEHTUYHOCTb cnocoba BBeAeHUs U NPUMEHEHUA;

5) OTCyTCTBME KITMHUYECKU 3HAYUMbIX pasnmqmﬁ npun npoeeneHnn wumccrnegoBaHuAa OVMO3KBNBANEHTHOCTU
NleKapCTBeHHOro npenapata wnM B CcCliydae HEeBO3MOXHOCTW npoBefeHuA 3TOoro uccnenoBaHuA OTCyTCTBUE
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

KNUHUYECKN 3HAYMMbIX pa3nuynii nokasatenen 6e3onacHoOCTn U 3EKTUBHOCTU NEKApCTBEHHOMO npenapata npu
npoBefeHUN UCCneaoBaHNsl TepaneBTUYECKOW SKBUBANEHTHOCTM. [laHHbI napameTp He npuMeHsieTcs B
OTHOLLIEHMM BOCMNPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB, yka3aHHbix B 4dactn 10 ctatbm 18 HacToswero
depepanbHoro 3akoHa. B oTHoweHunM ©OuoaHanoroBbix (6UONOAOGHBIX) NEKaApCTBEHHbLIX MpenapaToB
(bvoaHanoroB) AaHHble 00 OTCYTCTBUM KIMHWYECKM 3HAYUMbIX pas3nuumn 6esonacHoctv, 3ddEKTUBHOCTU U
WMMYHOTEHHOCTW JIEKapCTBEHHOro npenapata Mo pesynbTaTtaMm npoBedeHUs KIMHUYECKUX MWCCreaoBaHUN
NpegocTaBnalTCA B MOPAAKE, YCTAHOBIEHHOM HACTOSILLEN YacCTbio;

6) cooTBeTCTBME  MpPOU3BOOAUTENS  FIEKAPCTBEHHOrO  CcpedcTBa  TpeboBaHMAM  Haanexallewn
NpOV3BOACTBEHHOW MPaKTUKMK.

2. CpaBHeHVe NapamMeTpoB PErNCTPMpYEMbIX FNIEKAPCTBEHHbIX NpenapaTtoB AN MegMUUHCKOro NPUMEHEHUs
OCYLLECTBMNAETCA KOMWCCUEN 3KCMEPTOB 3KCMEPTHOIO YYPEXAEHWUS NpW NPOBEOAEHMMU 3KCMEPTU3bl  TaKUX
NeKapCTBEHHbIX NpenapatoB B MpoLecCe WX rOCyAapCTBEHHOW perucTpauun. BbiBogbl  3KkcnepToB O
B3aMMO3aMEHSIEMOCTM UM HEB3aMMO3aMEHSIEMOCT  NEKAPCTBEHHbIX MpenapaToB  ANs  MeAULMHCKOro
NPUMEHEHWS, CAENaHHble B pe3yribTaTe 3TOro0 CpaBHEHWs, OOPMIISIIOTCA B BMOE MPUMIOXKEHUS K 3aKIOYEHUIO
3KCnepToB Mo hopMe, YTBEPKAEHHOW YNONHOMOYEHHbIM ddeepanbHbiM OPraHOM UCMONMHUTENBHO BNACTy.

3. MNonoxeHnsa HacTosWen cTaTbM HEe PacnpoOCTPaHAITCA Ha peddepeHTHble NekapcTBEHHble npenaparTol,
neKapcTBEHHble pacTUTerbHble NpenapaTtbl, roMeonaTuveckne neKkapCTBeHHble npenapaTtbl U NeKapCTBEHHbIe
npenapaTtbl, KOTOpble paspeLleHbl Ans MeauuMHCKOro npumeHexms B Poccuinckon ®epgepaummn Gonee asaguaty
neT 1 B OTHOLLEHMUN KOTOPbIX HEBO3MOXHO MPOBEAEHNE UCCrneaoBaHns nx GUOaKBMBANIEHTHOCTY.

Cratbsa 28. PeructpaunmoHHoe yooCcToBepeHMe NeKapcTBEeHHOro npenapara

1. PerncrtpaumoHHoe yaocTtoBepeHMe NeKapCTBEHHOro npenapata C ykasaHMeM fneKapCTBeHHbIX hopMm U1
AO03MPOBOK BblaaeTcss 6eCccpoyHo, 3a WCKMYEHUEM PErMcTpauMoHHOro yOOCTOBEPEHUS  feKapCTBEHHOro
npenapaTa, BblJaBaemMoro CO CPOKOM [AEWCTBMS NATb NET, Ha BMepBble peructpupyemble B Poccuiickon
depepaummn nekapcTBeHHbIE Npenaparhbl.

2. o ncteveHun ykasaHHOro B Yyactu 1 HacTosiLLen cTaTbM CpoKa BblaaeTcst 6eCCpoyHOe perncTpaumoHHoe
yOOCTOBEPEHMe NekapCTBEHHOro npenapara npu ycnosuu NogTBEPXAEHUS ero rocyapCTBEHHOW pernctpaumu.

3. B cnyyae BHeceHus B cooTBeTCTBUM co cTaTbamun 30 u 31 HacToswero degepanbHOro 3akoHa N3MeHeHUn
B copepxaljuecs B pPermcTpauuoHHOM AOCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHLIN NpenapaTt OOKYMEHTHI,
3aTparMBalOLnX CBEOEHUs, OTPaXKEHHble B PErmcTpauuoHHOM YOOCTOBEPEHUM FEKApPCTBEHHOro npenaparta,
YMNONHOMOYEHHbIV  (befepanbHblii  OpraH  UCMOJTHUTENbHOW  BnacT  BblJaeT HOBOE  PEerncrpauuoHHOoe
yAOCTOBEPEHNE NeKapCTBEHHOMO Npenapara, cogepXallee BHECEHHbIE B HEMO N3MEHEHNS.
(vacTb 3 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl UNU NOBPEXAEHUSA PEMMCTPaALMOHHOIO YAOCTOBEPEHUSA NEKAPCTBEHHOrO npenaparta no
3a8BNEHN0 B MNUCbMEHHOW opme JepXaTtens wunu Bragenbua perncTpaumoHHOro  yaoOCTOBEPEHMS
NeKapCTBEHHOro npenapata WMNu YnofHOMOYEHHOrO UMW OpYroro puanveckoro nuua o Bblgade pybnukata
PErncTpaumMoHHOro YOOCTOBEPEHUS JNEeKapCTBEHHOrO mnpenapata  YNoSIHOMOYEHHbIN  dhedepanbHbii - opraH
WCNONHUTENBHON BRAcTM B CPOK, HE MPEBbILLAKWNA OECATM paboynx OHEW CO OHSA MOCTYMNEeHUs 3asiBNeHus,
BblOaeT Aybnukat perncTpauMoHHOro YOOCTOBEPEHMSI NEKapCTBEHHOro npenaparta. 3a Bblgady Aybnukata
pervcTpaumMoHHOro YOOCTOBEPEHUS JIEKAapCTBEHHOrO npenapata B3MMaeTcs rocyAapCTBEHHAsd MownHa B
COOTBETCTBMM C 3aKoHoAaTeNnbCTBOM Poccuickon ®egepaumm o Hanorax u cbopax.

(vacTb 4 BBegeHa depeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Cratbs 29. NoaTBepXXAeHWe rocyaapcTBEHHOW perucTpauumn nekapcTBeHHOro npenaparta
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lNoaTteepxgeHne rocyaapCTBEHHOM perncTtpaunm nekapCTBEHHOro mnpenapata OcCyLWecTBhAseTca npu
Bblgaye ©eCccpoyvHOro pervcTpauMoHHOrO YAOCTOBEPEHUS NEKApPCTBEHHOrO npernapata B Cliyyae, ykasaHHOM B
yacTu 2 ctaTtbu 28 HacTosilero PegepanbHOro 3akoHa, B CPOK, HE NpPeBbILIAOLWMIA LIeCTUAecAaTn paboyumx gHen co
OHS  MonyyYeHUs COOTBETCTBYHOLUMM YNONTHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOMHUTENbHOW BRacTu
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

3a8BNeHNss 0 NOATBEPXKAEHUM FOCYNapCTBEHHOW perncrpaumm nekapcTBeHHoro npenapata. He ocyuectensercs
noaTBEPXXAEHME rOCy4apCTBEHHOW perncTpauumn B OTHOLLEHUN NIEKapCTBEHHOrO npenapaTa, He Haxo4MBLUErocs B
obpaiieHun B Poccurickon degepaunn B TedeHne Tpex u BGonee net, a Takke B OTHOLUEHUM FEKAPCTBEHHOrO
CcpeacTBa, NPOM3BEAEHHOro C HapyleHuem TpeboBaHWs, YCTaHOBMEHHOro yacTtbio 3.7 crtatbk 71 HacTosLlero
depepanbHOro 3akoHa.

2. 3asBneHne O nNOATBEPXOEHMU [OCYOAPCTBEHHOW perucTpauuym fekapCTBEHHOrO  npenapara
NpeacTaBnseTCsl B COOTBETCTBYHOLLNIA YNONHOMOYEHHbIN beieparnbHblii OpraH UCNONHUTENBHON BNacTu He paHee
YeM 3a CTO BOCEMbAECAT JHeW [0 UCTeYEeHWd Cpoka [OEeNCTBUSA PEerucTpaLMoHHOrO  yAOCTOBEPEHMS
nekapcTBEHHOro npenapara.

3. [lMoateBepxaeHne rocyqapCTBEHHOW permcTpauum nekapcTBEHHOro npenapaTta oOCyLecTBnseTcs no
pesynbTatam 3KCMepTu3bl OTHOLUEHWS OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS feKapCTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaTOB MOHUTOPWHIa 3MEKTUBHOCTM M 6e30MacHOCTU NeKapCTBEHHOro
npenapaTta, NPOBOAUMOrO AepXaTtenem Wnu BnagenbLeM PerucTpauvMoHHOro yAOCTOBEPEHWUS feKapCTBEHHOro
npenapata NMbo YNOfIHOMOYEHHbIM VMU OPUANYECKMM MMLOM, @ Takke COOTBETCTBYHLUMM YNONHOMOYEHHbIM
degepanbHbIM OpPraHoM MCMOMHUTENBHOW BNacTy B COOTBETCTBUM C TpeboBaHuAMM cTaTbyn 64 HacTosLero
depepanbHOro 3akoHa.

4. K 3asBneHu0 O NOATBEPXOEHUW TFOCYAApCTBEHHOW perucTpauun nekapcTBEHHOro npenapaTta Ans
MeAULIMHCKOro NPUMEHEHUSI MpUnaratTCs:

1) AOKYMEHTbI, cofepxaline pesynbTaTbl MOHUTOPUHIa 3dEKTUBHOCTM U Ge30MacHOCTU NeKapCTBEHHOIO
npenaparta Ansi MeauLUMHCKOro NMPUMEHEHUs, MPOBEAEHHOTO AepXaTernem Wnu BriafesibLeM perncTpauvoHHOro
YOOCTOBEPEHMs] NEKapCTBEHHOrO npenapata Aflsi MEeAUUMHCKOrO MPUMEHEHUst NGO  YNONMHOMOYEHHLIM UM
IOPUAMYECKUM NMLOM, MO hopMe, YTBEPXKAEHHOW YMONMHOMOYEHHbIM (heaeparibHbIM OpPraHoM WUCMONHUTENbHON
BRacTy;

2) KONusi NULEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB MIIN KOMUSA 3aKMYEeHUs O COOTBETCTBMU
npon3BoauTENS NEeKapCTBEHHbIX CPeAcTB TpeboBaHMSAM NpaBun Hagnexawen npoOu3BOACTBEHHOW MPAKTUKW,
BblAaHHbIX YNOSTHOMOYEHHbIM hefiepanbHbIM OpraHOM UCMOSTHUTENBHOM BNAcTU B OTHOLLEHMM NPON3BOACTBEHHOMN
nnowaaky nekapcTBeHHOro npenapara Ans MeguumMHCKOro NpuMeHEHWs!, rocyaapcTBEHHas perucTpauus KoToporo
noaTBepXKaaeTcsa B crnyyae, ecrnv Nnpov3BOACTBO fleKapCTBEHHOro npenapata Ans MeauuMHCKOro npuMeHeHust
ocyulectnsietcst B Poccuiickon ®epepauuu;

3) konmusa BblIAHHOW YMOMHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOAUTENS JMUEH3UM Ha MNPOM3BOACTBO
neKapcTBEeHHOro npenapaTta Ans MeAULMHCKOro MPUMEHEHUS U ee NepeBo[ Ha PYCCKUA A3bIK, 3aBEpEeHHble B
YCTaHOBMNEHHOM MOPSAAKE, a TakkKe KOMWUs 3akrnioyYeHUst O COOTBETCTBUW MPOU3BOAUTENSA NEKapCTBEHHbLIX CPEACTB
TpeboBaHVAM NpaBuN Hagnexallen Npon3BOACTBEHHON MPAaKTUKWU, BblAAHHOMO YMOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMOSHUTENbHOW BMacTn B OTHOLUEHWUU MPOU3BOACTBEHHOW NIOLLAAKM NeKapCTBEHHOro npenaparta ans
MeAMLMHCKOro MNpUMEHEHUs, rocyAapCTBEHHAs perucrtpaums KOToporo noaTBepXAaeTcs, UMM KOMUSA peLleHus
YMNONMHOMOYEHHOro  doefieparnbHOr0  opraHa MCMOMHUTENbHOW BractM O MNPOBEOeHUW  WHCMNEKTMPOBaHUSA
npousBoauTENA NEeKapCTBeHHbIX CPeAcTB B crydae, ecnu Mpou3BOACTBO fleKapCTBEHHOro npenapara Ans
MeOMULMHCKOrO NPUMEHEHNs OCyLLeCTBSeTCs 3a npegenamun Poccuiickon ®eaepauun.

(vacTb 4 B peg. PepepanbHoro 3akoHa ot 04.06.2018 N 140-03)

4.1. B oTHOWweHUN B1ONoOrM4eckmx nekapcTBeHHbIX NpenapaToB Ans MeANLMHCKOro NPUMEHEHNS 3asBUTEsNb
OOMONHUTENBHO NPeAcTaBnseT pe3ynbTaTbl MeponpUSATUNR, NPeAyCMOTPEHHbIX MNIaHOM YrnpaBneHus pucKamu,
YTBEPXAEHHBIM  YNOMHOMOYEHHbIM dedepanbHbiM  OPraHoOM  WUCMONHUTENbHOW BRacTu Npu  OCYLLECTBREHUU
rocygapCTBEHHOWN pernctpaumm ekapcTBEHHOro npenapara Ans MeavMuMHCKOro NpuMeHeHms.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. K 3asgBrneHnio O NOATBEPXOEHUM rocygapCTBEHHOW perucTpauuu nekapCTBEHHOro npenaparta ansd
BETEPUHAPHOro NPUMEHEeHUs npunararTcs JOKYMEHTbI, coaepXalume pesynbTaTbl MOHUTOPUHIa 3EKTUBHOCTU
1 6e3onacHOCTM NEKApPCTBEHHOrO Npenapara Ans BETEPMHAPHOIO NPUMEHEHWs), MPOBOAMMOrO AepXXaTenem unm
BnagenbLeMm perncTpaumoHHOro yaoCTOBEpPEHUs NekapCTBEHHOro npenapaTta Ans BeTepUHapHOro npuMeHeHus
nmMbo yYNosTHOMOYEHHBIM UM HOPUONYECKMM TMLOM, MO hopMe, YTBEPXKOEHHOW YNONTHOMOYEHHBIM dheaepanbHbiM

OpraHoM WCMOSMHUTENBHOW BacTu, N LOKYMEHTbI, YKa3aHHble B nyHktax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

nyHkTa 4 yactu 3 ctatbn 17 HacTosiwero ®egepansHOro 3akoHa.
(vacTb 4.2 BBepeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.3. C 3asBneHnem O MNOATBEPXOEHUN TOCYLApCTBEHHOW perMcTpauuu nekapCTBEHHOro mnpenapara
3aaBUTENb NPeACcTaBNsAeT KOMUIO [JOKyMeHTa, MNOATBEPXAAlLWero ynnaTty rocyaapCTBEHHOM MOLWMMHBLI 3a
noaTBEPXXAEHME TrOCYAApPCTBEHHON perncTpaumm JnekapcTBEHHOro npenaparta, mMbo MoXeT MpeacTaBuTb
YKa3aHHbIA [JOKYMEHT MO COOCTBEHHOW WHUUMaTMBe. B criyyae HenpeacTaBneHuWs yKasaHHOrO [OKyMeHTa
YMOMHOMOYEHHbIW beepanbHbli OpraH MUCNOMHUTENbHOW BNAcTX MpoBepsieT hakT ynnaTtbl rocyaapCTBEHHON
MOLUMMHbI 3asBUTENEeM MOCPEACTBOM WCMONb30BaHUA MHopMaumMm 0O ynnaTte rocygapCTBEHHOW MOLUMMWHBI,
copepxawenca B [ocynapCTBEHHONW WHAOPMALMOHHOW CUCTEME O T[OCYAAPCTBEHHLIX W MYHMLMNAmNbHbIX
nnartexax, Ha OCHOBaHUM nNpeaCTaBNEeHHOM 3asiBUTENEM KONUW [OKyMEeHTa, noATBepxaatowero ynnaTty
rocyfapCTBEHHOW MOLUSUHBI.

(vacTb 4.3 BBeaeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. B TeyeHue pgecatn pabouvx OHEN CO OHA MPUHATUS 3asBfEHUs O NOATBEPXAEHUW rocyaapCTBEHHON
perncTpaummn nekapcTBEHHOro npenapara u JOKYMEHTOB, CoaepXallumx pe3ynbTaTel MOHUTOPUHIa 3dhEKTUBHOCTH
n 6e30nacHOCTM MNekapCTBEHHOro mpenapaTa, NPOBOAMMOrO AepXaTternem unu Bnagenbuem perucTpaumoHHOro
YAOCTOBEPEHNss  NEeKapCTBEHHOro  npenapata nvMbo  yNnONMHOMOYEHHbIM UMW  IOPUOUYECKUM  NIULIOM,
YNONTHOMOYEHHbIN heaepanbHbI OpraH UCMONTHUTENbHOW BNACTU:

1) NpoBOAMT NPOBEPKY NOMHOTLI CBEAEHUI, COAEPXKALLMXCS B NPEACTaBMEHHbIX 3asBUTENEM AOKYMEHTaX;

2) NnpvHMMaeT pelleHne o NpoBedeHUn unn o6 oTkase B MPOBEAEHNM 3KCMEePTM3bl OTHOLUEHUS OXMAaeMOM
Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOMO npenapaTta Ha OCHOBaHWW pe3yrnbTaToB MOHUTOPUHra
acbdekTnBHOCTM M 6e30nacHOCTU MekapCTBEHHOro npenapara, NPOBOAMMOrO AepXaTteneMm unu Bnagenbuem
pPerncTpaumMoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro npenapata nvbo YMOfHOMOYEHHbIM VMU HOPUANYECKUM
nmuoMm, a Takke degepanbHbIM OpPraHoM MCNOMHUTENBHOW BNAacTv B COOTBETCTBUM C TpeboBaHusMu cTaTbun 64
HacToswero PeaepanbHOro 3akoHa;

3) yBegoMnsieT B 3N1eKTPOHHOW (DOpME MIN MUCbMEHHON hopMe 3asiBUTENS U IKCTIEPTHOE YYpexaeHne o
MPUHSATOM peLLeHun MMbo B criyyae NpUHATUS pelleHnst o6 oTkase B NPOBEAEHUN SKCMEePTU3bl YKa3biBAET NMPUYUHBI
TaKoro oTkasa.

6. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU M (MNM) HEAOCTATOYHOCTM WHAOpMaUMK, coaepXkallencs B
NpeAcTaBleHHbIX 3asiBUTENEM [OKYMEHTax, YNOMHOMOYEHHbI dheaeparnbHbldi OpraH WCMONMHUTENBHON BRactu
HanpaBnsieT 3asBUTEN0 3anpoc 00 YTOYHEHUWM ykasaHHOW WHgopMauuu. 3anpoc  YNoNHOMOYEHHOro
chenepanbHOro opraHa WCMOMHWUTENLHOW BracTM MoOXeT OblTb nepedaH YMONHOMOYEHHOMY NpeAcTaBUTENo
3asBUTENSI IMYHO NOA PACNUCKY, HanpaBrieH Mo MOYTe 3aKa3HbIM MUCbMOM UMW NepefaH B 3MEKTPOHHON dopme
No TENeKOMMYHUKALIMOHHBLIM KaHanam cBsian. B crnyvae HanpaBneHus 3anpoca ynonHoMoYeHHoro deaeparnsHoro
opraHa MCMONMHUTENbHOW BNACTW NO NOYTE 3aka3HbIM MMCbMOM OH CYMTAETCS MOSYYEHHbIM MO UCTEYEHUN LIECTU
OHEeN ¢ faTbl HanpaBneHNs 3aka3Horo Nucbma.

7. 3asButene 00s3aH nNpeAcTaBMTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro defdepanbHOro opraHa
NCMNOMHUTENBHOW BRacT B CPOK, He MpeBbIAWMIA AeBsHOCTa paboumx AHEN co OHA ero nonydeHus. Cpok,
yKa3aHHbI B 4YacTu 5 HacTosiwen ctaTbl, NPUOCTaHABMMBAETCA CO [OHS HanpaBrieHWs 3asiBUTEN0 3anpoca
YNONTHOMOYEHHOrO hefiepansHOro opraHa MCNOMHUTENBHOW BNacTu OO LHSA MOMy4YeHWs UM COOTBETCTBYHOLLENO
OTBETA W HE Y4YUTLIBAETCA MPU WUCYUCIIEHUU CpOKa NOATBEPXOEHMS rOCYOAPCTBEHHOM perncrpauum
neKapCTBEHHOro npenapara.

8. OcHoBaHMeMm ONa OTKasa B MPOBEAEHUW SKCMEPTU3bl OTHOLLEHUS OXUAAEMOW MOMb3bl K BO3MOXHOMY
PVCKY NPUMEHEHNA NIeKapCTBEHHOTo Npenapara siBnseTcs npeacTaBeHne JOKYMEHTOB, CoaepXallux pesynbTarthl
MOHUTOPUHIa 3P EKTUBHOCTIN 1 6E30NaCHOCTU NeKapCTBEHHOro npenapaTta, U (M) B OTHOLLIEHWUN BGMONOrMYecKunx
NekapcTBeHHbIX NpenapaToB pe3ynbTaToB OCYLECTBIEHUS MEPONPUSATUIA B COOTBETCTBUM C NNaHOM YNpaBreHus
pucKamu, YTBEPXKAEHHbIM  YMNONIHOMOYEHHbIM  doedeparnbHbiM — OpraHoM  UCMONHWUTENbHOW  BRactv  Mpu
OCYLLECTBIEHNUN TOCYOAapPCTBEHHONW perucTpauuy NekapcTBEHHOro npenapaTa, B HEMoMHOM oGbeme, OTCYTCTBUE
MHcbopMaumK, NoaTBepXaatoLLeit akT ynnaTbl rocyqapcTBEHHON MOLWSMHbI 33 NOATBEPXKAEHNE rocyaapCTBEHHOM
perucTpaLmmn nekapcTBEHHOro npenaparTa, Nbo HenpeacTaBneHne 3asBUTENEM B YCTAHOBMNEHHbIN CPOK OTBeTa Ha
yKasaHHbIi B 4YacTh 6 HacTosLiel cTaTbW 3amnpoc YMNONHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbLHOWM
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

BNacTun, a Takke OTCYTCTBME B YKAa3aHHbIX JOKYMEHTax I/IHq)OpMaLI,VIVI, KOTOpaaA OO KHa ObITb B HMX OTpaxeHa.

9. OkcnepTv3a OTHOLUEHUS OXMOAeMOoW MoMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHWUs NeKapCTBEHHOro
npenapata B LensX MOATBEPXOEHUS TOCydapCTBEHHOW perucTpaummn NekapcTBEHHOro npenapaTta MpoBOAUTCS
KOMWCCUEN IKCNEPTOB SKCNEPTHOIO YYPEXAeHWsl B CPOK, HE NPeBbILIaloLWwmii copoka pabounx gHe.

10. B cny4yae HegoCTaTOMHOCTU MpPeACTaBSfIEHHbIX 3KCMEPTY MaTepuanoB AMfs Aauln 3akmuYeHus aKcnept
obpallaetca K pyKOBOAUTEMO 3KCMEPTHOMO YYpEeXAeHUs O MpedoCTaBneHun emy HeobXOoAMMbIX MaTepuanos.
PykoBoantenb 3KCNepTHOro ydpexaeHuss obpallaetcsa C COOTBETCTBYHOLIMM 3arnpocoM B  YMNOMHOMOYEHHbIN
deaepanbHbIi OpraH UCNONMHUTENbHOW BNAacTW, BblOaBLUMA 3ajaHMe Ha NpPOBeAEHWEe SKCMepPTU3bl OTHOLLEHUS
OXMaaemMowm nosib3bl K BO3MOXHOMY PUCKY MPMMEHEHMUST NIEKapCTBEHHOrO npenapara Ha OCHOBaHMM OOKYMEHTa,
coAaepxawero pesynbTaTtbl MOHUTOPWUHra 3ddekTUBHOCTM M ©Oe30nacHOCTM JeKkapCTBEHHOro npenapaTa. B
TeyeHne nATn paboumx OHEen co AHS MOCTYMNIIEHUS 3anpoca PYKOBOOAUTENS SKCMEPTHOro YYpeXxaeHUs yYKkasaHHbIN
degepanbHbI opraH UCMONMHUTENBHON BNACTU HaNpaBnsieT 3asiBUTENIO 3anpoc O NpeAcTaBfeHMn HeobXOoaAMMBbIX
MaTepuanoB, KOTOPbIA MOXeT ObiTb NepeadaH yNnorHOMOYEHHOMY NpeaCcTaBUTENIO 3asBUTENS NIMYHO NO4 Pacrmcky,
HanpaBlieH MO MoYTEe 3aKka3HbIM MUCbMOM WKW NepedaH B SfEKTPOHHOW dopMe Mo TeNeKOMMYHMKALNOHHBLIM
KaHanam cBaA3n. B cnydyae HanpaBneHus 3anpoca YrnonHOMOYEHHOro defepanbHOro opraHa UCMNOSTHUTENBHOM
BNacTu MO NOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCH NOMy4YEeHHbIM MO UCTEYEHUN LWIECTU OHEN C AaTbl HanpaBneHus
3aKa3Horo nucbma.

11. 3asaButenb 00s13aH npeactaBuTb OTBET Ha 3anpoc  YNONHOMOYEHHOro dbedepanbHOro opraHa
NCMOSNHWUTENbHON BNAacTn B CPOK, HE NPeBbILLAOWNIA LWeCTUAecATM pabounx gHen co AHA NOMyYeHUs yKasaHHOro
3anpoca. YNnoriHOMOYeHHbIN deaeparnbHbIi OpraH UCNOMHUTENbHOW BNacTu, BblAABLUWA 3ad4aHne Ha npoBeaeHue
3KCMepTW3bl OTHOLUEHNS OXMAAeMOW Nofb3bl K BO3MOXHOMY PUCKY NPUMMEHEHWs NeKapCTBEHHOro npenaparta Ha
OCHOBaHUM [OKyMEHTa, Ccoaepxallero pesynbTatbl MOHMTOPUHra  addekTBHOCTM 1 6e3onacHocTu
neKapCTBEHHOro npenapaTta, B Te4eHne nAaTn paboumx gHEN CO AHSA NOCTYNNEHNs OT 3asBUTENs OTBETa Ha 3anpoc
YNOSTHOMOYEHHOIO PeaepanpHOro opraHa WCMNOMHUTENbHOW BRAAacTU HanpaBnseT 3TOT OTBET B 9JKCNepTHoe
yypexgeHue. B cnydyae HenpegcTtaBneHns N0 UCTEYEHUM LIecTMaecaTn pabounx gHen 3asBuTenem oTeBeTa Ha
yKa3aHHbIA 3anpoc YNOMHOMOYEHHbIN beaepanbHbll OpraH MCMNOMHWUTENbHOW BracTw, BblAaBLUIMW 3afjaHWe Ha
npoBeAeHne 3JKCNepTU3bl OTHOLLEHUS OXWMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro
npenapaTta Ha OCHOBaHWM AOKYMEHTa, codepXallero pesynbTtaTel MOHUTOPUHIa 3EKTUBHOCTN U 6e30nacHOCTH
neKapcTBEHHOro npenapaTta, B Te4yeHue nATM pabounx gHen HanpaBsnsieT B 9KCnepTHOe yupexaeHue yBeaoMreHme
0 HenpeacTaBneHWM 3asiBUTENeM OTBeTa Ha 3anpoc ykasaHHOro opraHa. Bpems co gHA HanpasneHus 3anpoca
9KCMEPTHOTO yYpexaeHns B YNONTHOMOYEHHbIV hefepanbHbll OpraH UCMNOMHUTENbHOW BNacTu A0 AHSA NOnyyYeHus
9KCMEepTHbIM yypexdeHueM OTBeTa Ha 3anpoc WM yBeAOMSIeHWs O HernpeacTaBfeHuW OTBeTa Ha 3anpoc He
YUYNTbIBAETCHA MPU UCUUCIIEHNM CPOKa MPOBEAEHMSA 3KCNEPTU3bl OTHOLLEHMS OXWAAEeMOW MONb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS FeKapCTBEHHOro Mpenapata Ha OCHOBaHUM [JOKYMeHTa, cofepxallero pesynbTaThbl
MOHUTOPWHIa ahPEKTMBHOCTM 1 Be30MacHOCTN NekapCTBEHHOrO npenapaTa.

12. B cpok, He MnpeBbilaloLLniA OecsaTn paboumx OHEW CO OHS MOMyYeHUs 3aknioYeHUsi KOMUCCUM IKCMepPTOB
no pesynbTaTaM 3KCNePTU3bl OTHOLLEHUS OXWAAeMO NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NeKapCTBEHHOMO
npenapaTa, COOTBETCTBYHOLUMIA YNONHOMOYEHHbIV dhefepanbHblil opraH UCNONHUTENBHON BRacTy:

1) ocyLlecTBRAET OLIEHKY STOro 3aKMoYeHusa Ansa ornpeaeneHus ero CooTBETCTBUSA 3aaHUI0 Ha NpoBedeHne
yKa3aHHOW 3KCnepTu3bl;

2) NpyHUMAaET pelLeHne o NOATBEPXKAEHUM roCyAapCTBEHHOW perucTpauum nekapcTBEHHOro npenaparta unm
06 oTka3se B NOATBEPXAEHVUN rOCYAapCTBEHHON perncTpauum nekapcTBeHHOro npenapara;

3) BHOCUT MpU MPUHATAM peLleHUs O MOATBEPXKAEHWM TOCYyAapCTBEHHOW PEerucTpaumu NnekapcTBEHHOro
npenaparta CBedeHVs1 B rOCYOapCTBEHHbI PEecTp MeKapCTBEHHbIX CPEACTB M BbioaeT 3asBuTeno 6eccpodHoe
perncTpaLyoHHOe YOOCTOBEPEHME NeKapCTBEHHOro npenapara.

13. OcHoBaHueMm Anis oTka3a B NOATBEPXKAEHUN rOCy4apCTBEHHON perncTpauum nekapcTBeHHOro npenapara
ABMNSETCH 3aKNioYeHNe COOTBETCTBYIOLLENO YNOMHOMOYEHHOro hefiepansHOro opraHa UCNoSIHUTENBHOW Bractu o
TOM, YTO PUCK MPUYMHEHMSA Bpeda 3[40POBbLI0 YErioBeKa WM XXMBOTHOMO BCMEACTBME NpMEMa NekapCTBEHHOro
npenapaTta npesbiwaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-03)
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14. B nepvop npoBeneHuss npoueaypbl NOATBEPXKAEHUS FOCYAapPCTBEHHOW perMctpaumMm nekapcTBEHHOro
npenapata ero obpauieHme B Poccuiickon degepauumn He npuoctaHaBnNMBaeTCs.

15. [lonyckaeTcst obpallieHne fekapCTBEHHbIX NpenapaToB Ans MeAVMUUHCKOrO NPUMEHEHMST 00 UCTeYeHUs
CpoKa TFOAHOCTM, MPOU3BEAEHHbIX B TEYEHME CTa BOCbMWAECATU KaneHOapHbIX AHEW nocne daTbl NPUHATUS
YNOJIHOMOYEHHbIM  dbefeparnbHbiM ~ OpPraHOM  WUCMOSIHUTENbHOW  BNacTU  pPeLUeHNss O  MoaTBEPXAEHUU
rOCyAapCTBEHHOM  perucTpaummM, B COOTBETCTBMM C  WHoOpMauMen, coaepxawenca B  [OOKYMEHTax
PErncTpaumMoHHOro AOCke Ha NlekapCTBEHHbIV NpenapaT 40 AaTbl NPUHATAS Takoro peLleHus.

Cratbsa 30. BHeceHne M3MeHeHUN B AOKYMEeHTbIl, cogepxawueca B peructpaluoHHOM OOCbe Ha
3apeI'VICTpVIpOBaHHbIﬁ ﬂeKapCTBeHHblﬁ npenapart gnda MeguunHCKOro npuMmeHeHusA

1. B uenax BHeCEHVUS MW3MEHEHWN B [OOKYMEHTbl, coaepxaliMecss B pernctpaumoHHOM [JOoCbe Ha
3apermcTpUpOBaHHbIA FIEKAPCTBEHHBIA NpenapaTt Ansi MeAWUMHCKOro NpUMEHeHWs, gepXaTtenb unv Bnagenew
perncTpaumoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOrO npenapaTta UM ynorIHOMOYEHHOE UM OpYroe topuanyeckoe
nMuo (Janee B HAcToOSWEW cTaTbe - 3asiBUTENb) MNPEeACTaBnseT B YMOMHOMOYEHHbIN heaepanbHbli opraH
NCNONMHUTENBHOWN BACTX 3asiBNIEHNE O BHECEHUN TakUX U3MEHEHUIN No dopMe, YCTAaHOBMEHHOM YNONTHOMOYEHHbBIM
degepanbHbIM OpraHoM MCMOMHUTENbHOW BMAacTu, 1 NpuraraeMble K HeMY U3MEHEHMS B YKa3aHHble JOKYMEHTbI, a
Takke OOKYMEHTbI, MOATBEPXAAoLLME HEOOXOAMMOCTb BHECEHUS TAKUX U3MEHEHUA.

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-d3)

1.1. lpn HeobOXoOUMMOCTM BHECEHMS B [OOKYMEHTbI, coAepXallmeca B pPEerucTpauuoHHOM [OoCbe Ha
3aperMcTpUpoOBaHHbIV NIEKAapCTBEHHbIM MNpenapaT Ans MEeAMUMHCKOrO MPUMEHEHMS, U3MEHEHUN, YKa3aHHbIX B
nyHKTe 3 YacTu 2 HacTosILLEeN cTaTbl 1 TPebyoLWmnX NPOBEAEHNST SKCNEPTU3bl Ka4ecTBa JIEKAapCTBEHHbBIX CPeaCTB,
3asBMTENb AOMNOMHUTENBHO NPEACTaBriseT B YNOMHOMOYEHHbIN dedeparnbHbIil OpraH WCMONHUTENbHOW BRacTu
KONWIO TWLEH3NUM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO 3aKMYeHMs O COOTBETCTBUM
npou3BoauTensi NeKapCTBEHHbIX CpeacTB TpeboBaHWsAM MpaBun Hagmnexallen nNpOoM3BOLACTBEHHOW MNPaKTUKW,
BblAa@HHbIX YMNOSTHOMOYEHHbIM d)eaepanbHbiM OPraHOM WCMOSNHUTENBHOM BNACTU B OTHOLUEHWMM U3MEHEHHOW U
(M) OONONHEHHOW NPOM3BOACTBEHHOW MMOLWAAKN NEeKapCTBEHHOro npenapaTa, B criydae, ecrnv npov3BOACTBO
NeKkapCcTBEHHOro npenapata ocywectsnserca B Poccuiickon  ®degepaumn, nubo  KONW  BblgaHHON
YMOMHOMOYEHHBIM OpPraHOM CTpaHbl NPOU3BOANTENS NULIEH3UN HA NPOU3BOACTBO NEKAPCTBEHHOrO npenapaTa u ee
nepeBop Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSAAKE, a Takke KOMMK 3aKmioYeHUs O COOTBETCTBUM
Npov3BOaUTENS NEeKapCTBEHHbIX CPeAcTB TpeboBaHUAM npaBuil Hagnexallen npou3BOLCTBEHHOW MPaKTUKK,
BbIJAHHOMO YMNOJSIHOMOYEHHbIM dhedeparibHbIM OpraHOM WMCMOMHUTENBbHOW BMAcTU B OTHOLUEHWUM W3MEHEHHOWN U
(M)  [OOMOMHEHHOW MpPOW3BOACTBEHHOW MIOWAAKA JIEKAPCTBEHHOrO npenapata, WM KOMUI0  peLUeHuns
YMNONTHOMOYEHHOIO  doeepanbHOro OpraHa WCMONHWUTENbHOM BAactTM O MPOBEAEHUN  MHCMNEKTUPOBAHMS
nNpou3BoauTENst JEKapCTBEHHbIX CPEACTB B Clydae, €cnu Npou3BOACTBO JIEKApCTBEHHOrO npenapara
ocyllecTBnseTcs 3a npegenamu Poccuiickon ®epepauuu.

(vacTb 1.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.2. Tpn HeobXoOMMOCTU BHECEHWs B AOKYMEHTbl, COAepXalumecd B pPerucTpauMoHHOM [OCbe Ha
3apEerncTpUpOBaHHbIA NEKAPCTBEHHbIN Mpenapat Ang MeAUUMHCKOro MNPUMEHEHUS, U3MEHEHWN, YKa3aHHbIX B
NyHKTe 4 4acTu 2 HaCTOsILLEN CcTaTbu 1 TPeOYOLWNX NPOBEAEHUSA IKCNEPTM3bl KAYECTBA JIEKAPCTBEHHBLIX CPEACTB,
3asBMTENb AOMNOMHUTENBHO NPEACTaBNsEeT B YMNOMHOMOYEHHBIN doeaepanbHblii opraH WCMOMHUTENbHOW BRacTu
KOMUIO JMLEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPeacTB WM KOMWUIO 3aKIYEHUS] O COOTBETCTBUM
npou3BoauTeNs nekapCTBEHHbIX CPeAcTB TpeboBaHUSIM NpaBui Hagnexallen Npou3BOACTBEHHOW MNPaKTUKK,
BblOAHHbIX YMOJIHOMOYEHHbLIM dheepanbHbIM OPraHOM MCMNOMNHUTENBHOM BNAcT B OTHOLLEHWW NPOU3BOACTBEHHON
nnowagkM nekapCTBEHHOro npenaparta, B Cryvae, €ecnv  NpOoM3BOACTBO  JIEKAPCTBEHHOrO Mpenapara
ocyuwlecTtBnsietcss B Poccuinckon ®depepaummn, nubo KOMUKO BbIGAHHOW YMOJIHOMOYEHHBIM OPraHoOM CTpaHbl
Npov3BOaUTENS NULEH3MM Ha NPOWM3BOACTBO JIEKAPCTBEHHOrO Mpernapata M ee NepeBOd Ha PYCCKUA A3blK,
3aBepeHHble B YCTAHOBIIEHHOM MOPSiAKE, a TakKe KOMUK 3aKMioYeHUs O COOTBETCTBMM MNPOU3BOAUTENS
NEeKapCTBEHHbIX CpeacTB TpeboBaHWsIM MNpaBun  Hagnexalwlem npOU3BOLACTBEHHOW MNPAKTUKW, BbIAHHOMO
YMONMHOMOYEHHbIM doefeparibHbIM OpraHOM UCMOJTHUTENBHOM BNACTU B OTHOLLEHUW MPOU3BOACTBEHHON MIOLAnKN
NeKapCTBEHHOrO npenapaTa, UK KOMuio peLleHnst YNOoNTHOMOYEHHOro dedeparnbHOro opraHa WCMOMHUTENBHOW
BNacTM O TNPOBEOEHWM WHCNEKTUPOBAHUSA NPOU3BOAMTENS JIEKAPCTBEHHOIO CPEACTBa B Crnydae, ecnuv
NpPOu3BOACTBO NEKapCTBEHHOTO Npenaparta oCyLLEeCTBAETCS 3a npegenamu Poccuiickon Pepepaumm.

(vacTb 1.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)
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1.3. MpuHATUE pelLeHnst O BHECEHUMN U3MEHEHWUIA UM 00 OTKase BO BHECEHUW U3MEHEHWUA B OOKYMEHTbI,
copepXalwmecss B pPerucTpauMoHHOM [OCbe Ha 3aperMcTpUpoBaHHbIA  JNIEKAPCTBEHHLIM npenapaTt  Aans
MEeOULMHCKOTO MPUMEHEHUs!, B crydae HeobXOoOUMOCTU MpPOBEAEHUS SKCMEPTU3bl KavyecTBa JieKapCTBEHHbIX
cpencTB U (Mnn) aKCnepTM3bl OTHOLLEHNSI OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NTEKapCTBEHHOMO
npenapaTta ANns MegUUMHCKOTO MPUMEHEHMUS OCYLLECTBNSIETCA B CPOK, HE MpPEeBbIWAKWNA AeBsiHOCcTa paboumx
OHEN, a B oOCTanbHbIX CRyyasx B CPOK, He MpeBblAWMA Tpuauatm pabounx AHEeN COo OHS NPUHATUS
YNOSTHOMOYEHHbBIM ¢heaepanbHbIM OPraHOM UCMONHUTENBHON BNAcTW 3asBMEHNS O BHECEHUN TaKUX U3MEHEHWIA.
(vacTb 1.3 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2. 3KcnepTu3a nekapcTBEHHbIX CPeACcTB B YaCTW 3KCMEPTM3bl KaYecTBa NEKapCTBEHHOrO CpeacTsa u (Mnu)
3KCNepTM3bl OTHOLLEHMS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOrO npenapara ans
MEOULMHCKOTO MPUMEHEHMSI MPOBOAUTCA B Crlydae BHECEHWsI M3MEHEHWI B [OKYMEHTbI, coaep’kalimMecs B
pervcTpaumMoHHOM A0Ckbe Ha 3aperMcTpMpoBaHHbIA NEKAaPCTBEHHLIN NpenapaT, B OTHOLLUEHUN:

1) cBeaeHunn, YKa3aHHbIX B UHCTPYKUUN NO MEOANLIMHCKOMY NMPUMEHEHNIO NNEKAPCTBEHHOIro npenapara:

a) nekapcTBeHHas hopma ¢ ykazaHWeM HauMEHOBaHWI 1 KONMYECTBEHHOTO COCTaBa AEMCTBYIOLLMX BELLECTB
N Ka4yeCTBEHHOro cocTaBa BCMOMOraTesnbHbiIX BellecTB (MpM HeobxoAMMOCTU KOMMYECTBEHHOIO COCTaBa
BCMOMOraTebHbIX BELLECTB);

6) dapmakogMHamuka W apMakokMHeTUKa (3a WCKMoYeHneM apMaKoKMHETUKM TOMeonaTUyYeckmnx
NekapcTBEHHbIX NpenapaToB M pacTUTENbHbIX JIEKaPCTBEHHbIX NPenapaToB);

B) NokasaHwus Ansi NPUMEHEHUS;
r) NPOT1BOMNOKa3aHWs Ansi NPUMEHEHUS;
A1) Mepbl NPeJOCTOPOXHOCTU NPU NPUMEHEHUN;

€) ykasaHue BO3MOXHOCTU M OCOBEHHOCTEN NPUMEHEHMsI NeKapCTBEHHOro npenapaTa Ana MeauUUHCKOro
NpUMeHeHns 6epeMeHHbIMU XEeHLLMHAMM, KEHLLMHAMWU B NEPUOA rPYAHOro BCKapMIMBaHWSA, OETbMU, B3POCIbIMY,
MMeIOLLIMMUN XpOHUYecKMe 3aboneBaHus;

)K) pexumm Oo3unpoBaHuA, cnocobbl BBeAeHUS U NPpUMEHEHUA, npu HeobxoaMMocTun BpemMaA npuema
JleKapCTBEHHOro npenaparta, NpoAoIKNUTENIbHOCTb JNie4YeHud, B TOM Yucne y heTen 4o 1 nocrne ogHoro roaa;

3) BO3MOXHble MNOGOYHbIE [OEUCTBUA W HexXenaTtenbHble peakuMn Mpu MNPUMEHEHUU NEeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3VNPOBKU, MEPbI MO OKa3aHWK MOMOLLM MPY NepPefo3NPOBKE;
K) B3auMoAencTBme C APYrMMY NeKapCTBEHHbIMY Npenapatamu U (Unu) nNuLLeBbIMU NPoaYyKTaMu;
n) chopMbl BbiNycka NekapCcTBEHHOTO Npenapara;

M) ykasaHue (Npu HeoBXOoAMMOCTM) OCOGEHHOCTEN OENCTBUS NeKapCTBEHHOro npenaparta fpu NepeoMm
nprvemMe Unu Npu ero oTMeHe;

H) cBeaeHnA O BO3MOXHOM BITUAHUW TNEKapCTBEHHOro npenapata gna MeguuunHCKOro npuMmMeHeHusa Ha
CcnocoBHOCTb ynpaenaATb TPAHCMNOPTHBIMKU CcpeacTBaMn, MeXxaHU3MaMu;

0) CPOK rogHoOCTU MU yKa3aHue Ha 3anpet npuMeHeHua nekapCTBEeHHOro rnpenaparta no UcrtedyeHun cpoka
roOAHOCTH;,

M) YyCNnoBUsi XpaHeHus:;
p) YCIOBUSA OTNYCKa;

2) COCTaBa nekapCTBEHHOIo npenaparta gna MmeanunHCKoro npuMeHeHuns;
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3) N3MEeHEeHNA MecCTa Npon3BoACTBa JIEKapCTBEHHOIro npenaparta gla MmeamumnHCKOro npuMeHeHus;

4) n3aMeHeHMs1 NoKasaTenen kavyecTBa NekapCTBEHHOro npenapara ans MeguumMHCKOro NpUMeEHeHns n (Mnm)
METOOOB KOHTPOJSIS Ka4yecTBa JlIekapCTBEHHOro npenapara Anst MeAULMHCKOrO NPUMEHEHNS;

5) N3MEHEHUA CPOKa rogHOCTN NNekapCTBEHHOIo npenaparta and MeguumHCKOro npuMeHeHu4;

6) cBegeHM 0 HeOBXOAUMOCTM BHECEHMUS UHbBIX U3BMEHEHWUI B MHCTPYKLMIO NO MEAULMHCKOMY NMPUMEHEHMUIO
NeKapCTBEHHOIO MpenapaTa, a TakKke B WHble [OOKYMEHTbl, COAepXalliMecss B PperucTpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIA NeKapCTBEHHbIV npenapat. [Mpu 3TOM pelleHMe O NpoBedEeHMM IKCMepTusbl KayecTBa
NeKapCTBEHHbIX CPEACTB U (MNK) 3KCMEPTU3bl OTHOLLEHMS OXXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NeKapCTBEHHOrO npenaparta Afs MeAWUMHCKOrO MPUMEHEHMSI MPUHMMAETCS B COOTBETCTBMU C YTBEPXOEHHOW
YMOJSTHOMOYEHHbIM hedeparibHbIM OPraHoOM MCMOSTHUTENbHOW BRacTu knaccudmkaumen MameHeHun, BHOCMMbIX B
OOKYMEHTbI, coepXalnecs B permcTpaumMoHHOM A0Chbe Ha 3aperncTpupoBaHHbIv NeKapCTBEHHbIN npenapar.
(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. C 3asBneHneM O BHECEHUM M3MEHEHUN B AOKYMEHTbl, COAepXalmecs B perucTpaumMoHHOM AOCbe Ha
3aperncTpupoBaHHbIV NEeKapCTBEHHbIN MnpenapaTt And MeAUUMHCKOrO MPUMEHEHUs, Hapagy C AOKYMeHTamu,
yKasaHHbIMM B 4acTv 1 HacTosLwen cTaTbW, 3asBuTeNb NPeAcTaBnsAeT KOMUW AOKYMEHTOB, MOATBEPXAaroLmnx
ynnaTty rocyaapCTBEHHOW MOLUMMHbI 38 BHECEHWE B OOKYMEHTbI, coAepXalinecs B pernctpaumMoHHOM AOCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHbLIN npenapaTt Ans MEeAULMHCKOro MNPUMEHEHWs, WU3MEHEeHUIn, TpebyoLwmux
NpoBedeHUs1 IKCNepTM3bl NEKAPCTBEHHbIX CPEACTB B YaCTWM IKCMEePTW3bl KayecTBa fEeKapCTBEHHOro cpeacTtsa u
(Mnn) 3KCNepPTM3bl OTHOLLEHWUST OXUOAEMOM NOSb3bl K BOSMOXXHOMY PUCKY MPUMEHEHMWS NieKapCTBEHHOro npenapara
AN MeOuLUMHCKOro NPUMEHEHWs!, roCyAapCTBEHHOW MOLWNMHBLI 3a BHECEHWEe B AOKYMEHTbI, cogepXawuecs B
perncTpaumMoHHOM AOCbe Ha 3aperMcTpupOBaHHbIA NEeKapCTBEHHbIM npenapaTt Ans MeguuMHCKOrOo NPUMEHEHNS,
N3MEHEeHW’, He TpebyloLmMX NpoBeAeHUs 3KCNepTU3bl NeKapCTBEHHOrO cpeacTsa, nMbo BnpaBe npeactaBuTb MO
COBCTBEHHOW MWHUUMATMBE YKasaHHble [JOKyMeHTbl. B cnyyae ux HenpeacTtaBneHus YNOMHOMOYEHHbIN
denepanbHbI opraH UCMOMHUTENBHOW BNAacTu NpoBepseT dakT ynnaTtbl rocy4apCTBEHHbIX MOLSUH 3asBUTENEM
MOCPEACTBOM  UCMONb30BaHMA UHGOpMaumm 06 ynnaTe rocyAapCTBEHHbIX MOLWMMH, cogepxallencs B
ocynapcTBeHHOM MHOPMAaLMOHHON CUCTEME O FOCYAapCTBEHHbIX U MyHULMMAnNbHbIX Nnatexax, Ha OCHOBaHWW
npeacTaBreHHbIX 3asBUTENeM KOMuii JOKYMEHTOB, NOATBEPXAAOLWMX YNaTy rocyaapCTBEHHOM MOLUMAWHBI.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B TeyeHue pecATM paboumx OHEN CO AHS MOCTYNINEHWUs yKka3aHHOro B 4YacTu 1 HacTosleNn cTaTbu
3asiBNEHUSI U HEOOXOAUMBIX JOKYMEHTOB YNOMHOMOYEHHBIN (hefiepanbHbIi OpraH UCMOMHUTENbHOW BNACTW:

1) npoBOAUT MpPOBEPKY MONMHOTHI M [OCTOBEPHOCTU CBEAEHWW, COAEpXaluMxCsi B NpPeAcTaBrEHHbIX
3asBUTENEM MaTepuanax;

2) NpVYHYMaeT pelleHVe O MPOBEeAEHUM YKasaHHbIX B YacTM 2 HaACTOseN cTaTbWM COOTBETCTBYHOLLMX
3KCMepTU3 NeKapCTBEHHOro CpeacTaa U 06 oTkase B UX NPOBEeASHUN;

3) yBegoMnseT B SMEKTPOHHOW MMM MUCbMEHHOW (hOpMe 3asBUTENS O NMPUHATOM PELUEHMU UK B Criyyae
NPUHATUSA peLleHnsa 06 oTka3e B MPOBEAEHUN COOTBETCTBYHOLLIEN SKCMEPTU3bI C YKa3aHMEM NMPUYMH Takoro oTkasa.
(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbigBNeHUA HeOOCTOBEPHOCTM CBEOEHUN, coOepXalluMXCs B NpeacTaBrfieHHbIX 3asBuUTenem
MaTepuanax, ynonHoMoYeHHbIn befepanbHbli opraH UCNONMHUTENBbHOW BNacTW HanpasnseT 3asBUTENto 3anpoc
06 yTOYHEHUW yKasaHHbIX cBeAeHWN. [JaHHbIN 3anpoc MOXeT ObiTb nepedaH YyNnoNMHOMOYEHHOMY MPEACTaBUTENIO
3a8BUTENS MUYHO MO PacnuCKy, HanpaBrieH No noyTe 3akasHbIM NMUCbMOM UMW nepefaH B 3MeKTPOHHOW dhopme
Nno TenekoMMYHWKaLMOHHbIM KaHanam cBs3W. B cnyyae HanpaBneHuss 4aHHOro 3anpoca Mo noyTte 3akasHbIM
NMMCbBMOM OH CHUTaETCs NOMyYEHHbIM MO UCTEYEHUM LLIECTU OHEN C AaTbl HanpaBneHnst 3akasHoro NUcbma.

(vacTb 4.1 BBegeHa depepanbHbIM 3akOHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o643aH npencTtaBuUTb OTBET Ha 3anpoc  YMNOSIHOMOYEHHOro dedepanbHOro opraHa
WCNOSNTHUTENBHON BIlACTM B CPOK, HE MNPEBLILWAKLWMIA AEBAHOCTA pabouvMx OHEN CO AHS MOSyYeHUs OaHHOro
3anpoca. Cpok, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABINMBAETCS CO OHA HaNpaBneHUs 3asBUTENHO
3anpoca YNoJSIHOMOYEHHOrO doeieparnbHOro opraHa MCMOMHUTENBHOM BRAacTu [0 OHA MOMyYeHWs UM OTBeTa Ha
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

OaHHbIA 3anNpoC M HE Y4YMTbIBAETCA MPU UCYUCNEHUMM CpOKa MPUHATUA PELUEHUS O BHECEHUU W3MEHEHUN B
OOKYMEHTbI, cogepXalnecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpypoBaHHbIN NekapCTBEHHbIV npenapart Ans
MeOULMHCKOTO NPUMEHEHNS.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A5is1 OTKasa B NPOBEAEHUN YKa3aHHbIX B YacCTU 2 HACTOSILEN CTaTbW SKCMEepTU3 SBMseTCs
npeAacTaBrieHne [OOKYMEHTOB, MEPEYUCIieHHbIX B YacTax 1 u 3 HacTosiwen ctaTbW, B HEMNOSIHOM 06beme,
HenpeacTaBneHne 3asiBUTENEeM B YCTAHOBMEHHbIN CPOK OTBETA Ha YKa3aHHbI B 4YacTu 4.1 HacToslen cTtatbu
3anpoc  YNonHOMOYEHHOro defepanbHOro opraHa WCNOMHUTENbHOM BRacTW, a Takke OTCYyTCTBME B
npeacTaBneHHbIX JOKYMEHTax AOCTaTOYHbIX CBEAEHWNI, NOATBEPKAAOLWMX HEOOX0AUMOCTb BHECEHNST U3MEHEHWI,
Unu OTCyTCTBME MHpOpMaLUN, noaTBepXAatoLLEen hakT ynnatel rocyaapCTBEHHbIX MOLWMWH, YKa3aHHbIX B Yactu 3
HaCTOsILLEN CTaTbMW.

(B peq. ®enepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKkasaHHble B 4acTu 2 HACTosLLEl CTaTby 3KCNepTU3bl NPOBOAATCA B NOpAAKe, YCTaHOBMEHHOM CTaTbeM
23 HacTosiwero ®efepanbHOro 3akoHa.

7. B cpok, He npeBbllaoLwmi 4ecatn pabovmx gHen Co AHSA NOMyYeHUs 3aKNioYeHNA KOMUCCUA SKCNepTOB Mo
pesynbTataM YyKasaHHbIX B 4YacTW 2 HacTOsLWeEen CTaTbW IKCNEepTU3, YMNONHOMOYEHHbIN dedeparbHbIii OpraH
NCMONHUTENbLHON BNacTy:

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1) NPUHMMAET peLleHne O BHECEHWUM U3MEHEHWUI B JOKYMEHTbI, COAEpXallMecsa B perucTpaumoHHOM J0Che
Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHLIN NpenapaT Ang MeguLMHCKOro NpUMEHeEHWs, UM 06 oTka3e BO BHECEHUMU
TaKnX N3MEHEHWI;

2) BHOCWT B rOCY0ApPCTBEHHBIA PEECTp NeKapCTBEHHbIX CPEACTB HAa OCHOBAHUWM peLIeHWMs O BHECEHWUU
M3MEHEHWUI B OOKYMEHTbI, COAEpXalUMecs: B perucTpaLMoHHOM [OCbE Ha 3aperucTpypoBaHHbIA NeKapCTBEHHBIN
npenapar Ans MeguLMHCKOro NPUMEHEHNS, He0OX0ANMbIE UBMEHEHUSI U BO3BPALLAET UX 3asiBUTENIO;

3) BblJaeT 3asBUTEN0 HOBOE PErncTpauuoHHOE YOOCTOBEPEHME FeKapCTBEHHOrO Mpenapata B cryyae
N3MEHEHNs1 CBEAEHUN, COAEPKALLUXCS B HEM.
(n. 3 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMEM AN OTKasa BO BHECEHUWM M3MEHEHWIA B AOKYMEHTbI, codepallmecs B perucTpauvoHHOM
[0Cbe Ha 3aperncTpupoBaHHbI JleKapCTBEHHbIM npenapaT AN MEeOUUMHCKOrO TMPUMEHEHWS, SIBNsieTcs
3aKmnioYeHne YNonHOMOYEHHOro doedepanbHOro opraHa WCMOMHWUTENbHOW BRACTM O BO3MOXHOCTU CHUXEHMS!
Bes3onacHoCTU, kayecTsa, apEeKTUBHOCTY NEKAapPCTBEHHOMO CPeACTBa B CryYyae BHECEHUS! TakuX U3MEHEHMWA.

9. JonyckaeTca obpalleHne nekapCTBEHHbIX NpenapaTtoB NS MEAULUMHCKOro NMpUMEHEHUs 0O UCTEeYEeHMs
CpoKa rofHOCTU, NPOM3BEAEHHbIX B TEYEHME CTa BOCBMWAECSATU OHEN nocne faTbl MPUHATUSA YMONTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOSTHUTENBHON BNAcTW PELLEHUS O BHECEHWUN U3MEHEHWI B JOKYMEHTBI, coepXalinecs
B PErMCTPaLMOHHOM JOCbe, B COOTBETCTBUM C MHPOpMaUMEN, cCoaepXKalleNnca B JOKYMEHTaX PerMcTpaumoHHOro
[0Cbe Ha NeKkapCTBEHHbIN Npenapart Ao AaTbl NPUHATUS TaKOro peLleHust.

(vacTb 9 B peq. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crtatbsa 31. BHeceHMe M3MeHEeHUI B [OKYMEHTbl, coAepXalmecs B PerucTpauMoHHOM AoCbe Ha
3aperncTpMpoBaHHbLIN NeKapCTBEHHbIN npenapaTt AnsA BeTepPUHapHOro NpuMeHeHus

1. B uenax BHeCceHWA WU3MEHEHWA B [OKYMEHTbl, codep)awuecd B PerucTpaumoHHOM [JoCbe Ha
3aperncTpuUpOBaHHbIN NIEKAPCTBEHHbLIN NpenapaT Ansi BETEPUHAPHOrO NMPUMEHEHUSs, Aep)XaTenb unu Brnagenew
perncTpaumoHHOro yaoCTOBEPEHMUS NEKapCTBEHHOro npenapaTta MM ynoriHOMOYEHHOE UM ApYyroe topuanyeckoe
nvuo (Oanee B HacTosileW cTaTbe - 3adBUTENb) NpeactaBnseT B YNOMHOMOYEHHbIW dedepanbHbli opraH
WCNONHUTENBHON BracTu 3asiBNEeHNe O BHECEHUWN TaKNX U3MEHEeHUn No chopme, YCTaHOBNEHHOW YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENbHOW BNACTW, N NpunaraeMble K HeMy U3MEHEHUS B yKadaHHble JOKYMEHThI, a
Takke [OOKYMEHTbl, noATBepxaawlmne HeoOXOAMMOCTb BHECEHMSI Takux W3MeHeHui. [lpu HeobxogumocTu
BHECEHUS U3MEHEHWA B [OKYMEHTbI, coAepXaliMeca B pPErncrpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbIN
NEeKapCTBEHHLIN MpenapaT ANnd BeTEepMHApHOro MPUMMEHEHUS, B Cry4yasiX W3MEHeHuss u (Mnv) OOMNOSIHEHMS
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

NpOV3BOACTBEHHOW MIOLWAaAKM FEeKapCTBEHHOrO CpeacTBa, a Takke W3MEHeHus rnokasatenen KkayecTBa
NeKkapcTBEHHOro npenapata Ans BeTEPUHApHOro MpuUMEHeHMs U (MnNn) METOLOB KOHTPONS KayecTsa
NeKkapcTBEHHOro npenapata Ansi BETEPUHAPHOro MNpPUMEHEHMS 3asBUTENb [OOMOMHUTENbHO NpeacTaBnseT B
YMOMHOMOYEHHbIV dheaeparnbHbii OpraH UCNOMHUTENbHOW BNACcTh cnegyoLlime JOKYMEHTbI:

1) Konu4a nmueH3nm Ha npon3BoaCcTBO JieKapCTBEHHbIX CPEeACTB, BblJaHHOM npon3BognTeNio JieKapCTBEHHOIO
npenapara ona setepnHapHoro npuMmeHeHund, and pOCCVIVICKVIX I'IpOVISBOD,VITEJ'IeIZ;

2) KomuMa  NWUEH3MM Ha MpOM3BOACTBO NEKApCTBEHHbIX CPEACTB, BbIJAHHOW  NPOU3BOAMTESHO
hapmavueBTMYECKON CYOCTaHuuK, BXOoAsdWeW B COCTaB fNEKapCTBEHHOro mnpenapata Ang BeTepuHapHoro
NPUMEHEHUS, A1 POCCUACKMX NMPOU3BOANTENEN;

3) Konus [OOKyMEeHTa, BbIAAHHOMO YMONHOMOYEHHLIM OPraHoOM CTpaHbl MNPOWU3BOAWUTENS ANS  KaXaow
NMPOM3BOACTBEHHOW  MNMOLWAAKM  NeKapCTBEHHOro  npenapata Afnsi  BETEPUHApPHOro  NPUMEHEHUs  ©
NoATBEPXKAAIOLEro COOTBETCTBME  MPOWM3BOAUTENS  NEKapCTBEHHOro npenapata TpeboBaHusM  npaBun
Hagnexallen Npou3BOACTBEHHOW NPaKTUKW, M ero NepeBof Ha PYCCKUA A3blK, 3aBEPEHHblE B YCTaHOBIIEHHOM
NopsiAKe, a Takke KOMWs 3akMioYeHust O COOTBETCTBUM NPOU3BOAUTENSI NEKAPCTBEHHbIX CPeACTB TpeboBaHUsIM
npaBun Haanexaiwen npou3BOACTBEHHOW MNPAaKTUKW, BbIAAHHOTO YMOSIHOMOYEHHbIM deaeparnbHbiM  OpraHoM
WCMONHWUTENbHON BRAacTX [Ans  KaxOow NpoM3BOACTBEHHOW NIoOWaAKW NEeKapCTBEHHOro npenapaTta  Ans
BETEPUHAPHOrO MpPUMEHEHWsl, nnbo KOMUSI pelleHUss O MPOBEAEHUN WHCMNEKTUPOBAHWS NPOU3BOAUTENS
NEeKapCTBEHHbIX CPEeACTB, MPUHSITOrO YMONIHOMOYEHHbIM dhedepanbHblM OpraHoM MCMOMHUTENbHOW BRacTu Ans
KaXk[oW NPOM3BOACTBEHHON MMOLWAAKM NleKapCTBEHHOro npenaparta Afsi BETEPUHAPHOro NpUMeHeHWs. YkasaHHble
[OKYMEHTbl NPeacTaBnsloTCsl B Crydyae, ecnu Mpov3BOACTBO EKAPCTBEHHOrO MpenapaTta afs BeTepuHapHoro
NpYMeHeHWs1 ocyLLecTBnseTcs 3a npeaenamu Poccuiickoin epnepauny;

4) Konus OOKYMeHTa, BblAAHHOIO YNOMHOMOYEHHbIM OPraHoOM CTpaHbl NpounsBoauTens dapMmaueBTUYECKon
cybcTaHuum 1 noaTBepXaaLLero CooTBETCTBME NPOU3BOAMTENSA dhapMaLeBTMYeckon cybcTaHuum, BXoasLlen B
COCTaB IeKapCTBEHHOro npenapara And BeTepvHapHOro npuMeHeHusi, TpeboBaHWsSM npaBwun Hagnexallen
NPOWM3BOACTBEHHOW NPAKTUKW, U €ro NepeBoA Ha PYCCKUIM A3blK, 3aBEPEHHbIE B yCTaHOBNEHHOM Nopsiake, B cnyyae,
ecnu Npon3BoACTBO hapmMaLeBTM4eCcKon cybcTaHumm ocyLecTBnseTcs 3a npegenamu Poccuiickon ®epepaumn.
(vactb 1 B peq. ®egepansHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cnyyae nameHeHus n (Unu) AOMOfHEHUA NPOU3BOACTBEHHOMW MNIOLWAAKM NeKapCTBEHHOro cpeacTea
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosLEen cTaTby, MPEACTaBMATCA 3adBMTENEM B OTHOLLIEHWUN U3MEHSIEMON 1
(vnn) pononHseMor NPON3BOACTBEHHOW NIOLLAAKN NeKapCTBEHHOIO cpeacTea. PelueHne o BHECEHUN U3MEHEHUN
B AOKYMEHTbI, COAEepXKaLLMecsi B PErMCTpaumoHHOM AOChE Ha 3aperncTpUpOBaHHbIV NEKapCTBEHHBIN Npenapart Anst
BETEPVHAPHOIO NPUMEHEHWS], UM 06 OTKa3e B UX BHECEHUU NMPUHUMAETCS B Clydyae HeobxoanMOCTU NpoBeAeHNs
3KCMEepTM3bl NIeKApCTBEHHOINO CPEeACTBa B CPOK, He MPEBbILANWUA AeBAHOCTa paboyvmMx OHER, a B OCTallbHbIX
crnyyasix B CpOK, He MpeBbIaoWnA Tpuauati paboumx GHEN CO OHSI MPUHATUS YNONTHOMOYEHHbIM doeeparbHbIM
OpraHoM UCMONHUTESNbHON BNACTW 3as8BfIEHNSA O BHECEHUM TaKUX U3MEHEHUIA.

(vacTb 1.1 BBegeHa dPepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

2. B cnyyae BHeceHWs U3MEHEHWA B [OOKYMEHTbl, cofepXallmecsa B perucTtpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIN MNpenapat ANns BeTEePUHAPHOro MPUMEHEHUs, B OTHOLIEHUW CBeOeHUM,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactu 3 ctaten 17 Hactoswero ®enepansHoOro
3aKoHa, M3MeHeHus1 U (Mnun) OOoNOorHeHUS MPOM3BOACTBEHHOM NIOLLAAKM NEeKapCTBEHHOro CpeacTBa, a Takke B
cny4yae U3MeHeHusi nokasaTernen kayecTBa NnekapCTBEHHOro npenapara Ansi BEeTEPUHAPHOro NpuMeHeHust 1 (unu)
METOAOB KOHTPONA KayecTBa JIeKapCTBEHHOro npenaparta Ans BeTepUMHapHOro MNPUMEHEHUS NpPOBOAMTCS
aKcnepTM3a NeKapCTBEHHOro cpeacTBa Ans BETEPUHAPHOro npuMeHeHus. B crniydyae HeobxoammocT BHeceHUs
WHbIX W3MEHEeHWA B [OOKYMEHTbl, coepXaliMecs B perucTpauuMoHHOM [OCbe Ha 3aperncTpupoBaHHbIV
neKkapCcTBEHHbIN NpenapaTt Afs BeTepuHapHOro MNPUMEHEHUs, 3JKCnepTu3a JleKkapCTBEHHOro cpeacTtea Ans
BETEPUHAPHOro NPUMEHEHNS He MPOBOANTCS.

(B pea. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asBneHnemM o BHECEHUM U3MEHEHMI B [OKYMEHTbl, COAepXKalimMecs B permcTpauMoHHOM AOCbe Ha
3aperncTpUpPoBaHHbIA JNIEKAPCTBEHHbIM NpenapaTt Ans BETEepUMHAPHOro MNPUMEHEHWUs, Hapsay C AOKYMeHTamu,
yKkasaHHbIMM B 4acTu 1 HacTosiwen cTaTbl, MPEeACTaBnsitoTCA [OOKYMEHTbl, NoATBepxAatowme ynnaTy
rOCyAapCTBEHHOM MOLWNWHLI 33 BHECEHWe B [OOKYMEHTbl, COAepXkallMecs B pPerncTpauMoHHOM [ocbe Ha
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

3aperncTpupoBaHHbIN NEKapCTBEHHbIV Mpenapat Ans BETEPUMHAPHOrO MPUMEHEHUS, U3MEHEeHWUn, TpebyroLmnx
npoBefeHUs 3KCNepTU3bl NEeKapCTBEHHOro CpeacTBa [Ansi BETEPMHAPHOrO MPUMEHEHMWS, UNU U3MEHEHWUN, He
TpebyoLmMx NpoBeAeHNsT IKCNEPTU3bl NEKAPCTBEHHOrO CPeACTBa AN BETEPUHAPHOIO NPUMEHEHMS.

(B peq. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He npeBbILAaLWMIA AecaTn pabounx gHEN CO AHS MOCTYMSIEHUS YKa3aHHOro B YacTu 1 HacTosLen
cTaTbM 3asiBfieHUs M HEeOoOXOAMMBbIX [AOKYMEHTOB, YMOSIHOMOYEHHbIV dieaepanbHblii OpraH WCMNOSIHUTENBHOWN
BNacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBELAEHWUW, COAEepXaliuxcsi B MNPeACcTaBrEHHbIX
3asBUTENEM AOKYMEHTAX;

2) NpuHMMaeT pelleHVe O MpOoBEeAEHUN SKCMepTM3bl NeKapCcTBEHHOro CpeacTBa [Ans BeTepuHapHOro
npumMeHeHus unu ob oTkase B ee NPOBEAEHUM;

3) yBegomnsieT B NMCbMEHHOW hOpMe 3asiBUTENS O NPUHATOM PELUEHUN UMK B CryYae MPUHATUS peLLeHns
006 oTKase B NMpOBeOEHUWN IKCNEPTU3bl NIeKapCTBEHHOrO CpeacTBa Ans BETEPUHaAPHOrO NPUMMEHEHNS C yKasaHuem
MPUYUH TaKOro oTKasa.

4.1. B cnyyae BbISIBfieHWS HEOOCTOBEPHOCTW M (MNWN) HeOOCTaTOMHOCTW CBEAEHWN, COAepXaluuxcs B
npeacTaBneHHbIX 3asiBUTENEeM [OKYMeHTax, YNOMHOMOYEHHbIV deaepanbHblil OpraH UCNOMHUTENbHOW BRacTu
HanpaensieT 3asdABuTENo 3anpoc 06 YTOYHEHMM YKasaHHbIX cBegeHun. 3anpoc MoxeT ObiTb nepedaH
YNONTHOMOYEHHOMY NPEeACTaBUTENO 3asBUTENS MOA PacnMCKy, HanpasfeH Mo MoyTe 3aka3HbiM MUCbMOM UMK
nepegaH B 9NEKTPOHHOW hOpMe Mo TeNEeKOMMYHUKALWOHHBIM KaHanam cBasn. B cnyyae HanpaBneHus 3anpoca 06
YTOYHEHUW YKa3aHHbIX CBEOEHWI MO NoYTe 3akasHbIM MUCbMOM OH CYMTAETCH NOSYYEHHbIM MO UCTEYEHUMU LLIECTU
AHeW ¢ faTbl HanpaBneHns 3akasHoro Nucbma.

(4actb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. 3agButenb o6s3aH npencTtaBuUTb OTBET Ha 3anpoc YMNONIHOMOYEHHOro dedepanbHoOro opraHa
WCNONMHUTENBHON BrlacTM B CPOK, HE MNpeBbILAOWMIA AeBAHOCTa pabouvMx OHEen CO AHS MONyYeHus OaHHOro
3anpoca. Cpoku, ykasaHHble B 4actu 1.1 HacTosiller cTaTbl, NPUOCTAHABMMBAKOTCA CO AHS HanpaereHus
3aaBUTENMO 3anpoca YNOfIHOMOYEHHOro dyefeparnbHOro opraHa WCMONMHUTENbHOMW BNacTU A0 AHS MOMy4YeHus
OTBETa Ha AaHHbIN 3anpoc U HE YYMTLIBAKOTCS MPU UCHUCIIEHUM CPOKA NPUHATUS PELUEHNSI O BHECEHUUN U3MEHEHUIA
B AOKYMEHTbI, coAepxallmecs B permcTpaumoHHOM A0Che Ha 3aperncTpupoBaHHbIA NekapcTBEHHbIN npenapart Ans
BETEPUHAPHOIO NPUMEHEHUS.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHveM AN oTkasa B NpoBeAeHWM SKCNepTU3bl NeKapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NpUMeHeHUsa ABNSETCA npeacTaBneHne AOKYMEHTOB, YKasaHHbIX B YacTax 1 1 3 HacTosiwen ctaTbi, B HEMOMHOM
obbemMe wunu OTCYTCTBME B MpPEACTaBMNEeHHbIX [AOKYMEHTax [AOCTaTOYHbIX CBEAEeHWW, MNOATBEpXAatoLnX
HeobX0AMMOCTb BHECEHUS U3MEeHEeHMI, NMMbOo HenpeacTaBneHve 3asiBUTENeM B YCTAHOBIEHHbIN CPOK OTBeTa Ha
yKkasaHHbI B Yactu 4.1 HacToswen cTtaTby 3anpoc YnorIHOMOYEHHOro efdepansHOro opraHa WUCNONHUTENBHON
BMNacTu.

(B peq. ®enepansHoro 3akoHa ot 04.06.2018 N 140-93)

6. DKcnepTu3a NekapcTBEHHOIO cpeacTBa Arsl BEeTEPUHAPHOro NPUMEHEHUs B LIeNSIX BHECEHUS U3MEHEHWI B
OOKYMeHTbI, coaepXallmecss B permctpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbI NeKkapCTBEHHbLIN npenapaT Ans
BETEPUHAPHOIO MPUMEHEHUS, OCYLLECTBMSETCA B nNopagke, YCTAHOBMEHHOM cTaTbel 24 HacCTosLWero
depepanbHOro 3akoHa.

6.1. B cpok, He NpeBbIWaoLWmMi NATM paboynx gHEW CO AHS NONMYYEHUs 3aKMOYEHNST KOMUCCUM 3KCMEPTOB MO
pesynbTataM YyKa3aHHOW B 4acTW 2 HACTOSWEWN CTaTbuM 3KCNEepTU3bl, YMONHOMOYEHHbLIN deaepanbHbl opraH
NCNOSMHUTENbHOW BNAacTu:

1) NpYHUMaeT pelleHne O BHECEHUWN U3MEHEHMUI B JOKYMEHTbI, COAepXKallnecs B PErMcTpaLmoHHOM A0Cbe
Ha 3aperMcTpupoBaHHbLIA NEKAPCTBEHHBLIA MNpenapaTt Ans BeTEepMHApHOro NpuMMEHeHWsi, unu ob oTkase BO
BHECEHUWN TaKUX U3MEHEHMUI;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

2) BHOCWT B FOCYOApPCTBEHHBIN PEECTpP NeKapCTBEHHbIX CPEACTB HA OCHOBAHUWM pPELUEHUS O BHECEHWUU
N3MEHEHWI B JOKYMEHTbI, COAepKallMecs B PermcTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA NEKAPCTBEHHEIN
npenapaT Ans BETEPUHAPHOrO MNPUMEHEHUsI, HeobXooumble W3MEHEeHMSI W BO3BpallaeT 3TW  OOKYMEHTbI
3asBUTENIO.

(4acTb 6.1 BBegeHa depepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

6.2. B cnyyae BHeceHMs W3MEHEHWUA B [OOKYMEHTbl, COAepXaljmecss B PEerucTpauuMoHHOM [OCbe Ha
3aperncTpuUpOBaHHbIN NIEKAPCTBEHHbLIA MNpenapaTt And BeTepUHAPHOro MPUMEHEHUsl, B 4acTW, Kacatollencs
N3MEHeHNs 1 (UNKU) 4ONONHEHNS NPOU3BOACTBEHHOM NMOLLAAKM NeKapCTBEHHOro npenapara, npy npeacraBneHum
3asBUTENEM B COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTodAwen cTaTbM KOMUM peLleHust YNONTHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHUTENbHOM BRacTM O NPOBEAEHMM  UMHCNEKTUPOBAHWSA  MpousBoauTeEnsi
NeKapCTBEHHbIX CPeACTB CPOK, yKasaHHbIn B 4actu 6.1 HacTodwen craTtbu, MPUOCTAHaABNMBAETCA CO [OHS
Mony4YeHnst 3akmioYeHUss KOMUCCUM SKCMEPTOB A0 [AHS MPUHATMS YNONMHOMOYEHHBIM hefeparnibHbiM OpraHoM
WCNONMHUTENBHON BMacTU peleHns O Bblgade wunMm 06 OTKase B Bblgave 3akovyeHUs O COOTBETCTBUM
Npon3BOOUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBu Hagexallen Npon3BoACTBEHHOM MPaKTUKK, HO He
bonee Yem Ha CTO BOCEMbAECAT pabounx gHeN.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

7. OcHoBaHMeM AONs OTKasa BO BHECEHUW U3MEHEHWI B OOKYMEHTbI, codepkaliuecs B pernctpaumMoHHOM
0OCbe Ha 3aperncTpuMpoBaHHbLIN NEKApPCTBEHHLIN MnpenapaT Ans BETEPUHAPHOIro MPUMEHEHUs, B Cny4vasX, He
TpebytoLwmMx npoBeaeHns1 3KCMepPTU3bl JeKAapCTBEHHOrO CpeacTBa, SBMAsEeTCs npeacTaBrieHne [LOKYMEHTOB,
yKasaHHbIXx B 4Yactax 1 M 3 HacTosien ctaTbu, B HENonHoM obbeme WnuM OTCYTCTBME B MNPELCTaBMEHHbIX
JOKYMEHTax CBEAEHWUN, KOTopble OOMMKHbI OblTb B HUX OTpPaXeHbl, NGO HenpeacTaBrneHWe 3asiBUTENEeM B
YCTaHOBMEHHbIA CPOK OTBETa Ha YyKasaHHbli B 4Yactu 4.1 HacTosile cTaTbM 3anpoc YrnomHOMOYEHHOro
denepanbHOro opraHa UCMonHUTENbHOW BNacTu.

(4acTb 7 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHneM Ans oTka3a BO BHECEHUW M3MEHEHMUIN B JOKYMEHTbI, CoAepKalinecs B pernctpaunoHHOM
AOCbe Ha 3aperncTpupoBaHHbLIN NEKapCTBEHHbIN MnpenapaT A BETEePUHAPHOro MNpPUMMEHEHWs, B Chny4asx,
TpebytoLwmx nNpoBeAeHUs 3KCNepTu3bl JIEKAapCTBEHHOrO CPeAcTBa, SBMSETCH 3aKmyeHue  YNOSTHOMOYEHHOro
degepanbHOro opraHa WCMOMNHWUTENBbHONW BAAacTM O BO3MOXHOCTU CHuXeHus 6esonacHOCTW, KavecTBa,
3h(PeKTUBHOCTM NEeKapCTBEHHOro npenapaTa BCNeacTBUe BHECEHUSA U3MEHEHWIN B yKasaHHble JOKYMEHTbI, OTKa3
YNOSIHOMOYEHHOro dheeparnbHOro opraHa WCMOSIHUTENbHOW BMacT B Bblgaye 3akNioYeHus O COOTBETCTBUU
NPOWN3BOAUTENSA NeKapCTBEHHbIX CPeAcTB TpeboBaHWAM MnpaBuri Hagnexallen Npou3BOACTBEHHOW NPaKkTUKM B
criyyae u3MeHeHus M (MnM) OONOMHEHWs MPOW3BOACTBEHHOW NIOLWAAKM feKapCTBEHHOro npenaparta, ecnu
NMPOM3BOACTBO fleKapCTBEHHOrO npenapaTta AnA BeTEepUMHApHOro NpuMMEHeHWs OCYLLeCTBAseTCs 3a npegenamu
Poccuickon ®egepauun, Unm oTCyTCTBME 3TOrO 3aKITHOYEHUS.

(yactb 7.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

8. donyckaeTcsi obpalleHue nekapcTBEHHbIX MpenapaToB AN BETEPUHAPHOTO NMPUMEHEHUsI O UCTEYEHNS
Cpoka rogHOCTU, NPOU3BEAEHHbIX B TEYEHUE CTa BOCBMWAECHATU OHEW Nocne AaTtbl NPUHATUS YNONHOMOYEHHBIM
cheaepanbHbIM OpraHoM UCMOMHUTENBHOW BMACTU PELLEHNS O BHECEHUUN U3MEHEHWI B JOKYMEHTbI, COAepKaLlmecs
B PerncTpauvoHHOM [OCbe Ha NeKapCTBEHHbIA Mpenapar, B COOTBETCTBUM C MHGOPMaLUUEN, codepxalleics B
[OKYMEHTax permcTpaumoHHOro 40oCke Ha NEeKapCTBEHHBIN NpenapaTt A0 AaTbl NPUHATUS Takoro peLleHust.

(4acTb 8 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocygapCcTBEHHOW perucTpauum nekapcTBeHHOro npenapara

PelleHne 06 OTMEHe roCydapCTBEHHOW pPerucTpauun nekapcTBEHHOro npenapara W UCKMIoYeHUu
NeKkapcTBEHHOro npenapata W3 rOCYAapCTBEHHOrO  peecTpa  eKapCTBEHHbIX CPeacTB  MpUHMMAaeTcs
YNONMHOMOYEHHbIM heaeparnbHbIM OpraHoM UCMONHUTENbBHOW BMACTK B Clyyae:

1) NpeAcTaBneHnst COOTBETCTBYHOLLUM YMONIHOMOYEHHbIM ddefeparibHbiM OpraHoOM UCMONHUTESIbHON BracTy
3aKMIOYEH] O pucke unnm o6 yrpose 300POBbIO, XXU3HU YeroBeka WNM KMBOTHOTO MPU  MPUMEHEHUU
NeKapCcTBEHHOro mnpenapaTa, NpeBbIllalWUX ero 3MM@EeKTUBHOCTb, MO pe3ynbTaTaM OCYLLEeCTBMSAEMOro UM
MOHWUTOPUHra Ge30MacHOCTM fIeKapCTBEHHOIo Npenapara;

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 52 n3 99

HagexXHas npaBoBas nogaepxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEEDD4B6F0750EFE41CA17A46C1C4A6161FC092D93BAA81D1A8CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEED34A670F56EFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDD3426B0C56EFE41CA17A46C1C4A6161FC092D93BAA81D5A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDD3426B0C56EFE41CA17A46C1C4A6161FC092D93BAA81D5ABCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEED34A670F56EFE41CA17A46C1C4A6161FC092D93BAA81D2A9CACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDD3426B0C56EFE41CA17A46C1C4A6161FC092D93BAA81D5ADCACA266AD782EA1124B25EB023F627b3jBO
consultantplus://offline/ref=BC567D0C4A12E4A8FE3240DFD1E6495BEDDA4A6E0854EFE41CA17A46C1C4A6161FC092D93BAA84D3ADCACA266AD782EA1124B25EB023F627b3jBO

depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

2) nogayn gepxaTtenem unu BnagenbLemM PerMcTpaLMoHHOrO Y4OCTOBEPEHUS NeKapCTBEHHOrO npenapara
UNU YNONMHOMOYEHHBIM UM OPYrUM IOPUONYECKMM NULIOM 3asiBneHnst 06 OTMeHe rocyaapCTBEHHOW permctpaumm
neKkapCcTBEHHOro npenapaTa;
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HemoaTBeEpXAEHWS TOCYAapCTBEHHOW peructpaumu JieKapCTBEHHOro npenapaTta Nno UCTeYEeHUM cpoka
AeNCcTBMS PErMCTPaLMOHHOO YAOCTOBEPEHNS!, BblAaHHOMO Ha NSATb JIET;

4) HenpefcTaBneHus 3asiBUTENEeM uHdoOpMauuKn, KoTopasi MOXET MnoBneyb 3a cobon HeobGXoaMMoCTb
BHECEHNS] W3MEHEHWA B [LOKYMEHTbI, COAepXaliMecs B pPerncrpauuMoHHOM [OCbe Ha 3apermcTpuvpoBaHHbLIN
nekapCTBEHHbIV Npenapart, B TeYeHne Tpuauat paboumnx gHen co AHS HacTyMNNeHus 3TUX U3MEHEHUN;

5) ocyulecTBneHuss rocydapCTBEHHOW pernctpauuy nekapcTBEHHOro mnpenapata nof  TOProBbIM
HauMeHOBaHVEeM 3aperncTpUpoBaHHOIO paHee NoA 3TUM TOProBblM HAaVMEHOBaHWEM NeKapCTBEHHOro npenaparTa,
OTNNYaoLLErocsi Ka4eCTBEHHbIM COCTABOM AENCTBYIOLLUX BELLECTB;

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) OCyLLUEeCTBNEHMS1 TOCYQAPCTBEHHOM perncrpauum OoAHOro U TOro Ke JlekapCTBEHHOro npenapaTta B
OTHOLUEHMM OJHOIO M TOro Xe AepXkaTens Wnv Brnagenbla perncTpauuoHHOro YOOoCTOBEPEHUSI NEKapCTBEHHOIO
npenapaTa B BUae ABYX U Boree nekapcTBEHHbIX NpenapaToB nog pasfmMyHbIMU TOProBbIMU HaUMEHOBaHUSIMU;

(n. 6 B pea. PepepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

7) BbIHECEHMSI CYOOM peLlUeHUss O HapylleHWu npaB npaBoobnagaTenst OGbLEKTOB WHTEeNsIeKTyarbHoW
COGCTBEHHOCTY NpY 0GpaLLEHNN NEKAPCTBEHHBIX CPEACTB;

8) oTcyTCTBMA NekapCTBEHHOro npenapaTta B obpaweHun B Poccunckon depepaumm B TeYeHUE Tpex U
bonee ner;
(n. 8 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

9) HEBLINOMHEHWST AepXaTeneMm unu BnagenbuemM PermcTpauuoHHOro yaoCTOBEPEHMSI NEeKapCTBEHHOro
npenapata nuboO YMNOMHOMOYEHHBIM WMW OPYITMM  OPUAMYECKMM FULOM MEPONPUATUMI Mno  obecneveHuto
6e3onacHOCTN NeKapCTBEHHbIX MNPenapaTtoB, YCTAHOBMEHHbLIX YMOMHOMOYEHHBIM dedepanibHbiM  OpraHoM
NCMOMHNTENBHON BRacTW B COOTBETCTBMM C YacTamu 3 1 4 cTaTbu 64 HacToswero degepanbHOro 3akoHa, B
paMKax OCYLLEeCTBEHNs1 hapMakoHaa30pa;

(n. 9 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxaTens unu BragenbLa perncTpauuoHHOrO YOOCTOBEPEHWsI NEKapCTBEHHOroO npenapaTa
Mo yMOMHOMOYEHHOrO0 UMMM  OPYroro pUANYECKOro mnuua OT BHECEHUS W3MEHEHWA B MHCTPYKUMIO MO
NPUMEHEHNIO NEKAPCTBEHHOro npenapaTa, KacalLlMXCS HOBbIX MOATBEPXKAEHHbIX AaHHbIX O TOM, YTO pPUCK
NPUYUHEHNsT Bpeda 340POBbK YerioBeKa WIM XXMBOTHOMO BCMeACTBME MpuUemMa JekapCTBEHHOro npenapara
npesblaeT 30EKTUBHOCTL €ro NPUMEHEHNS.

(n. 10 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

CrtaTtbs 33. locyaapcTBEHHbIN peecTp NeKapCTBEHHbIX CPeaAcTB

1. F'ocynapCTBEHHBIN PEEeCcTp NEKAPCTBEHHBIX CPEACTB COAEPXKMUT NepeveHb NeKkapCTBEHHbIX MpenapaTos,
npoLleaLlnx rOCYAapCTBEHHYIO PEerncTpaumio, nepeyeHb apMaueBTUYeCckUX cybcTaHUuiA, BXOASILLUMX B COCTaB
neKapCTBEHHbIX NpenapaToBs, U CNeAyL Y UHOPMaLMIO:

1) B OTHOLLEHWUM NEKAPCTBEHHBIX NpenapaToB:

a) HaMMeHOBaHWe NekapcTBEHHOrO npenaparta (MexayHapoaHOe HenaTeHTOBaHHOE, UMW rpynnUpPOBOYHOE,
nnn xmmn4yeckoe n Toproeoe HammeHosava);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas copMa C ykasaHWeM [O3MPOBKM JIeKapCTBEHHOro npenapata W ero KonuyecTea B
NoTpeGuTEenNbCKON YNakoBKe;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

B) HaMMeHOBaHWe pfepXaTtens wnu BRagenbla pPerncTtpaumoHHOro YOOCTOBEPEHMS FlekapCTBEHHOMO
npenapata W CBeAEHWs O perucTpauuu pgepxatensa wnu Bnagenbla perucTpauMoHHOro yOO0CTOBEPEHUS
NeKkapcTBEHHOro npenapaTta Ans MeOWUMHCKOrO MPUMMEHEHUs B KadecTBe Hanoronnartenblinka B CTpaHe
pernctpaumm (4ns pOCCUNCKUX IOPUANYECKUX MWL - M OEHTUMMKALNOHHBIM HOMep HanoronnatensLimka (MHH), ana
WHOCTPaHHbIX IOPUAMYECKMX §UL - CTpaHa perncrpauun, HauMeHOBaHWe pPerMcTpupylowero opraHa,
pervcTpauMoHHbI HOMEp, KOA, HanoronnartenbLmka B CTpaHe pernctpaumm (MHKopnopawmn) unu ero aHanor);

(nn. "B" B pea. PeaepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaumMeHoBaHME W agpec NPOM3BOAWTENSA JIeKapCTBEHHOrO npenapata M CBEAeHWss O perncrpauuun
npov3BoauTENS NeKapCTBEHHOro npenapara And MeguuuMHCKOro NMpMMEHEHUs B Ka4eCTBe HamnoronnatenbLimka B
CTpaHe peructpauuun (4nsi pOCCUMUCKUX HOPUOANYECKMX UL, - MAEHTUMUKALMOHHBIN HOMEpP HanoronnaTenbLimka
(MHH), Ana MHOCTpaHHbIX KPUAMYECKUX NUL, - CTpaHa perucrpauuun, HaMMeHOBaHWE PEermcTpupyroLlero opraHa,
perncTpaumoHHbIN HOMEp, KOA, HanoronnatenbLiuka B CTpaHe perncrpaumm (MHKopnopauum) unm ero aHanor);

(mn. "r" B peq. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

a) dhapmakoTepaneBTUYeckas rpynna, koA neKapCcTBEHHOro npenaparta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudpmkaumm,  pekomeHgoBaHHoW  BcemwupHown — opraHusaumen
3[paBOOXpPaHEHUS;

(nn. "a" B pen. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-93)
€) NoKasaHus 1 NPOTMBOMOKa3aHNs K NPUMEHEHNIO NEKapCTBEHHOMO npenapara;
X) NoboYHbIe OeVCTBMSA NeKapCTBEHHOro Npenapara;
3) CPOK rOAHOCTMN NEeKapCTBEHHOrO Npenapara;
1) YCNoBUS XpaHeHWs fiekapCTBEHHOTO npenapara;
K) yCroBWsi OTMyCKa NeKapCTBEHHOrO npenapara;

n) Homep hapMakonenHom cTaTbn UM B Cnyvyae ee OTCYTCTBUS HOMEpP HOPMAaTMBHOW AOKYMeHTaumu nmbo
HOPMaTUBHOTO JOKYMEHTA;

M) AaTa rocyJapCTBEHHOW perMcTpaumm fekapCcTBEHHOrO npenaparta v ero perucTpauvoHHbIn HOMep, AaTa
3aMeHbl PErncTpaLmMoHHOro yAOCTOBEPEHUS JeKapCTBEHHOro mnpenapata Ha 6eccpoyHoe perucTpaumoHHoe
yOOCTOBEPEHME NEKApPCTBEHHOro npenaparta, Aata nodayn 3asiBreHust O MOATBEPXAEHUU rocyaapCTBEHHOM
perucTpaumMm IeKapCcTBEHHOro npenaparta, faTa OTMEeHbl TOCYAapCTBEHHOW perncrpauumn JNekapcTBEHHOro
npenapara;

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

H) KayeCTBEHHbI COCTaB W KONIMYECTBEHHbIN COCTaB AEWCTBYIOLUMX BELLECTB U KadeCTBEHHbI COCTaB
BCMOMOraTernbHbIX BELLECTB fIeKapCTBEHHOrO npenapara;
(nn. "H" BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHpopmauus 060 BCeX pa3peLleHHbIX Bugax BTOPUYHOW (MOTpebunTenbCkom) ynakoBKuy;
(nn. "o" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

n) pata TMpuHATMA peleHus O BO3MOXHOCTM paccMaTpuBaTb feKapCTBEHHbI MpenapaTt npu
rocygapCTBEHHOWN pernctpaumm B kayectse opaHHOro nekapcTBEHHOro npenapaTa;
(nn. "n" BBegeH ®epgepanbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

p) Hanm4e nekapCTBEHHOro npenaparta B NepeyHe XU3HEHHO HEOOXOAMMBIX U BaXKHEMNLUMX NEKapCTBEHHbIX
npenaparos;
(nn. "p" BBeaeH deagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

C) Hanuuve B JIEKapCTBEHHOM rMpenapaTte HapKOTMYECKUX CPeacTB, MCUXOTPOMHbLIX BELEeCTB M UX
NpeKkypcopoB, nognexawmux KoHTpont B Poccuickon Pepepaummn, B COOTBETCTBUM C 3aKOHOOATENbLCTBOM
Poccuiickon ®depepauumu, MexayHapoaHbliMm poroBopamu Poccuiickon ®epepauuun, B Tom uucrne EaumHon
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

KOHBEHLMen o HapkoTnyeckux cpeacrteax 1961 roga u KoHBeHumen 0 NcMxoTponHbIX Bewectsax 1971 roaa;
(nn. "c" BBegeH ®enepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

T) UHopMaLnsa O TOM, ABMASETCS N AaHHbIN NEeKapCTBEHHbLIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(mn. "t" BBeaeH PeaeparnbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

y) cCBegeHus O nodaye 3asBlieHUS O BHECEHWW W3MEHEHUA B [OOKYMEHTbl, Ccoaepxawuecs B
perncTpaumoHHOM AOCbe Ha NeKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH ®enepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

) cBegeHMs 0 B3aMO3aMEHSIEMOCTM JIekapCTBEHHOTO Npenapara;
(mn. "&d" BBeaeH PeaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEAEHWS NeKapCTBEHHOro npenapara B rpaxgaHckuin obopoT;
(nn. "x" BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

2) B OTHOLUEHNN hapMaLeBTUHECKUX CYOCTaHLWIA:

a) HaumeHoBaHWe apMaueBTUYecKon cybcTaHuuyM  (MexayHapoOHOe  HenaTeHTOBaHHoe,  Wnu
rPYyNNMpOBOYHOE, NN XMMUYECKOE 1 TOProBOE HAaMMEHOBaHUSI);
(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) HaumeHoBaHWe 1 agpec Npov3BoaAMTENSA hapMaLeBTUYECKON CyOCcTaHUuu;
B) CPOK ro4HOCTM hapMaLeBTUYECKOW cybcTaHumuy;
r) yCroBusl XxpaHeHus papmaLieBTMYeCKon cybcTaHuuuy;

[) HoMep chapMakoneHol cTaTby UMK B Crlydae ee OTCYTCTBUS HOMep HOpPMaTUBHOWM AOKYMEHTauuu nméo
HOPMaTMBHOIO JAOKYMEHTa;

€) Hanuune cbapMaLeBTU4ECKON CYOCTaHL MM B NepeYHe HAPKOTUYECKMX CPeaCTB, NCUXOTPOMNHbLIX BELLECTB U
nX MpPEeKypcopoB, noanexawmx KoHTpomno B Poccuiickon depepaumv, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu, MexayHapoaHbiMu porosopamu Poccuiickon ®epepauuun, B Tom uucre EaunHon
KOHBEHLMEN O HapKoTu4eckux cpeacteax 1961 roga n KoHBeHumen o NncMxoTponHbix BewectBax 1971 roga.

(nn. "e" BBeaeH ®eagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. dapmaueBTUYeckas cybCcTaHuMs, nNpov3BedeHHas ANa peanu3auun, MoxeT ObiTb BKMOYEHa B
roCcyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHMU 3asiBNeHWs paspaboTymka unm npoussoauTens
neKkapcTBEeHHOro cpeAactsa nMbBO YNONMHOMOYEHHOrO MMW KOPUOMYECKOro nuua npu YCNoBMW MNpoOBedeHUs B
OTHOLLEHMN Takon dhapmaueBTU4eCKon cybcTaHuuy 3KCMepTusbl kayecTBa hapMaueBTU4ecKOn cybGcTaHuun B
nopsiake, ycTaHOBNEHHOM cTaTbel 34 HacTtoswero PegepanbHOro 3akoHa. B OoTHOWeEHMM hapmaueBTUYEeCKMX
cybCcTaHuuA, NpPOM3BEAEHHbIX Ans peanu3auuMn, B TOCYAApCTBEHHOM peecTpe JieKapCTBEHHbIX CPeacTs
coaepXxuTcs cneayrolias nHgpopmaumns:

1) HaumeHoBaHWe dapMaueBTUYECKOM  cybcTaHumMM  (MeXOyHapoOHOe  HermaTeHTOBaHHoe,  unu
rPYNNMPOBOYHOE, NN XMMUYECKOE Y TOProBOE HAMMEHOBaHUSI);

2) HamMeHOBaHwe, agpec mnpou3BoauTens dapmaueBTM4ecKon cybGcTaHuuM, a Takke B OTHOLUEHWUU
NeKapCcTBEHHbIX CpeacTB  ANA  MeOUUMHCKOTO MPUMEHEHUs CBedeHus O perncrTpauum npousBoauTens
hapmaLeBTM4EeCKONn CcybCcTaHUMM B KayecTBe HanoronnartenbliMka B CTpaHe peructpauuu (4ns pOCCUMCKMX
IOPUANYECKUX NUL, - MAEHTUUKALNOHHBIN HOMep Hanoronnatenbwuka (MHH), ona MHoCTpaHHbIX HopUaMYEeCcKnX
My - cTpaHa perucTpaumv, HavMEHOBaHWe perncTpupylowero opraHa, perMcTpauMoHHbI HOMeEp, Kopa
HanoronnartenblMKka B CTpaHe peructpauum (MHKkoprnopawmm) unmn ero aHarnor);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpoK rogHoOCTM hapmaLleBTUYECKON CyOCTaHLuu;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

4) ycnoBwus xpaHeHusi papMaLeBTUYecKon cybcTaHumy;

5) Homep bapmakonenHon ctatb NGO B cnydae ee OTCYTCTBMS HOMEP HOPMAaTUBHOW OOKYMEHTauun unm
HOPMaTMBHOIO JOKYMEHTA;

6) Hanvune dapmaLeBTUYECKON CYOCTaHLUN B MEpPeYHe HapKOTUYECKUX CPEACTB, NCUXOTPOMHbIX BELLECTB U
MX NPEKypCcopoB, nognexawux KoHTpono B Poccuickon depepaumu, B COOTBETCTBMU C 3aKOHOAATEMNbCTBOM
Poccuiickon ®depepauumu, mexayHapoaHeiMm porosopamu Poccuiickon ®epepauuun, B Tom uncne EamHon
KOHBEHLMen o HapkoTnyeckux cpeacrteax 1961 roga u KoHBeHumen 0 NcMxoTponHbIxX Bewectsax 1971 roaa;

7) paTa BKMYeHUs hapmaueBTUYECKOW CybCTaHUUN B rocyAapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTs,
AaTta BHECEHUS] UBMEHEHUIN B AOKYMEHTbI hapMaueBTU4eckon cybcTaHumm, garta UCKIioYeHnst hapMaLeBTUYECKoN
cybcTaHuumM 13 rocygapCTBEHHOrO peecTpa fiekapCTBEHHbIX CPeCTB.
(vacTb 2 B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Nopsagok BeaeHus rocynapCTtBeHHOro peectpa JfiekapCTtBeHHbIX cpencTts Ana MeanunHCKoOro npuMmeHeHus
N nopAanoK BedeHUA rocygapCTtBEHHOINo peectpa JieKapCTBEHHbIX CpeacTtB And BeTepuMHapHOro npuMeHeHud
yTBEepXAakTCA COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM cbep,epaanblm OopraHom NCMNONHUTENBbHON BNacTu.

Cratba 34. BknroyeHue B rocyaapCTBEHHbLIN peecTp JIeKapCTBeHHbIX CPeACTB U UCKIHYeHUue u3
rocyfapCTBEeHHOro peecTpa NeKapCTBEHHbIX cpeAcTB dhapMaueBTUYeCKOM cyOGCcTaHLUUU, NPOM3BEeAEeHHOMN
Ans peanusauum
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. nsa BknioveHusa dapmaLeBTnyeckon cybctaHumMm, Npon3BeaeHHON AN peanu3aunn, B rocyaapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeacTB, MPOBOAUTCS AKCNepTu3a ee kavyecTea.
(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OKkcnepTu3a kavecTBa yKa3aHHOM B 4YacTu 1 HacTosilen craTbuM apmaueBTUYECKOM cybcTtaHuum,
COCTaBrieHNMe KOMWUCCUEN 3IKCMepTOB 3akMioYeHUWn no pesynbTataM 3TOW 3JKCnepTusbl U KX HanpasreHue B
YNONTHOMOYEHHbIN beeparibHbli OpraH MCMNOMHUTENbHOM BNacTU OCYLECTBNATCA B CPOK, He MnpeBbllLaoLwmin
wecTngecatn paboumx AHeW CO [HSA MNOJTYYEHWUs] 3KCMEPTHbIM  YYpeXAEeHWEM COOTBETCTBYHOLLEro 3agaHus
YNOSTHOMOYEHHOrO hefieparnibHOro opraHa UCMONHUTENbHON BNACTU N CreAYLWMX JOKYMEHTOB:

1) koNnst NUUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB UIM KOMWUS 3aKMOYEeHUss O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbIX CPeAcTB TpeboBaHMSM NpaBun Hagnexawen npOn3BOACTBEHHOM MPAKTUKW,
BblOAHHbIX YMOMHOMOYEHHbIM begeparnbHbiM OpraHOM MCMOMHUTENBHOW BnacTw, B CryyYae, ecriv npousBoACTBO
neKapCcTBEHHOTrO CpefcTBa ocyllecTensieTcs B Poccuinckon ®enepauuu;

(B peq. ®enepansHoro 3akoHa ot 04.06.2018 N 140-93)

2) konusi OOKYMEHTA, BbIAAHHOIO YMOMHOMOYEHHbIM OPraHOM CTpaHbl NPOU3BOAMTENS NeKapCTBEHHOro
CpPeAcTBa W MNOATBEPXKAAMOLWEro paspelleHne MNpoM3BOACTBA EKapCTBEHHOro CPeACcTBa, W ero nepesof Ha
PYCCKMA A3blK, 3aBEPEHHble B YCTAHOBMEHHOM TOPSiAKE, a TakkKe KOMUS 3akM4YeHUss O COOTBETCTBUU
NPOM3BOAMTENS] NEKapCTBEHHbLIX CPeAcTB TpeboBaHWMsSIM NpaBun Haanexallel Npou3BOACTBEHHOW MNPaKTUKW,
BbIJAHHOTO YMOSTHOMOYEHHbIM hbeiepanbHbIM  OpraHoOM  UCMONHUTENbHON Briacty, nuMbo Konus  pelleHus
YNONMHOMOYEHHOTO  befilepanbHOro  OpraHa  MCMOMHUTENbHOW BRactM O NPOBEAEHWM  UHCNEKTUPOBAHMS
NPOM3BOAMUTENS] NEKapCTBEHHOrO cpefAcTBa. YKasaHHble [JOKYMEHTbl MNPeACTaBnsloTCA B Chyyae, ecnu
MPOM3BOACTBO NEKapCTBEHHOIO CPeACcTBa OCyLLeCTBNseTcs 3a npedenamu Poccuiickon ®epgepaumy;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3) OOKYMEHT, cogepKallmi crnegyowme ceBegeHns o papmaueBTUYECKON CyOCTaHLMK;
a) HaumeHoBaHuWe hapmaueBTUYeCKon cybcTaHLmMK, ee CTPYKTypa, obLime CBOMCTBA;
0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TexXHosnorna npom3soactea C onncaHnem cTagumn npon3BoacTBa U MeTOOO0B KOHTPOJIA Ha BCeX CTaaunax
npon3BOACTBa,
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

r) onucaHue pa3paboTku npolecca NPon3BOACTBa;

[) onMcaHne KOHTPOIS KPUTUHECKMX CTAAUI NpoLiecca NPon3BoACcTBa U MPOMEXKYTOYHOW NPOAYKLMU;
€) OOKyMeHTanbHoe noaTeepxaeHue (Banuaaumsi) NpoLeccoB U (UIn) NX OLEHKA;

) CBOMCTBA M CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) XapaKTepucTrka npumecen;

1) cneumndukaumsa Ha papMaLeBTUYECKYH0 CyOCTaHUMIO 1 ee 0OOCHOBaHNE;

K) aHanuMTU4eckne MeToaMKKN, NCMONb3yeMble MPU OCYLLLECTBIIEHMM KOHTPOMNSA KayecTBa hapmaLeBTUYECKON
cybcTaHuuu;

n) [OoKymeHTanbHOe noATBepXAeHue (Banuaauusl) aHanMTUYecKux MeTOAMK, WCMNOMb3yeMblX npu
OCYLLECTBMNEHUN KOHTPONSA KavyecTBa hapmaLeBTUYECKON CyBCTaHLuK;

M) pe3ynbTaTbl aHannsa cepuii apmaLeBTn4eckon cybctaHumm;

H) nepeyeHb CTaHOAPTHbIX 06pa3LI,OB nnmn BewecTB, WCMNOJIb3yeMbIX TMMPU OCYyWECTBIEHNN KOHTPOJIA
Ka4yecCTBa,

0) OnNMcaHne XxapakTePUCTUK U CBOWCTB YNAaKOBOYHbLIX MaTepMarnoB U YKYNOPOYHbIX CPEACTB;
M) AaHHblE 0 CTabUNBHOCTM hapMaLeBTUYECKOW CYOCTaHLUW;
P) CPOK ro4HOCTH;

4) [OKYMEHT, cofepXalun cBedeHuss O perucrpaumvm Mpou3BOAMUTENSA JeKapCTBEHHbIX CPeacTB AN
MEAMLMHCKOrO MNPUMEHEHWS B KavecTBe HamoronnartesnbliMka B CTpaHe pernctpauun (4ns  pOCCUMNCKMX
IOPUANYECKUX NUL, - MAEHTUMUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ona MHOCTpaHHbIX pUaANYECcKnX
My - cTpaHa peructpaumv, HavMEHOBaHWe PervcTpupylowero opraHa, pPermcTpauuoHHbI HOMep, Ko
HanoronnaTtenbLuka B CTpaHe perncrpauumn (MHKopnopauum) unv ero aHanor).

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. ns npoBedeHWst 3KCMepTU3bl KadecTBa ykasaHHOW B 4yacTuM 1 HacTosilen cTaTbl hapmaleBTUYECKOn
cybcTaHuum 3asBMTENb NPEACTABNSET B YNONIHOMOYEHHbIV doeaeparnbHbli OpraH UCMONTHUTENbHOW BNACTU:

1) 3asgBneHMe O BKMIOYEHUU B TOCYOAPCTBEHHbIA pPEecTp JIeKapCTBEHHbIX CPeacTB  OaHHOW
hapmaLeBTUYECKON CyDCTaHLUMK;

2) Konus [JOKYMeHTa, noATBepxAalowero ynnaty rocyfapCTBEHHOW MOWSMHbLI 3a BKOYEHME B
rOCy#apCTBEHHbIN peecTp flekapCTBEHHbIX CPeAcTB hapmaueBTUYeckon cybCcTaHumu, npousBedeHHOW Ans
peanu3aumu, nuM6o no cobCTBEHHOM WHMUMATMBE YKa3aHHbIA OOKYMEHT. B cnyyae ero HenpegcrtaBneHus
3aaBUTENEM YMOSTHOMOYEHHbIN defeparnbHbid  OpraH  WCMONHUTENbHOW BriacTM nposepseT dakT ynnatbl
rocy4apCTBEHHOW MOWNWHBI 3asBUTENEeM C MCNOMb30BaHMEM KHdopMauun o6 ynnare rocygapCTBEHHON
MOLWKMHLI, codepxalwenca B [ocydapCTBEHHOW WH(OPMaUMOHHOW CUCTEME O T[OCYOapCTBEHHbIX U
MyHULMNanbHbIX NnaTexax, Ha OCHOBaHUW NpeacTaBnNeHHOW 3asiBUTENEM KOMuu OOKYMeHTa, NoATBepXaaroLwero
ynnarty rocyfapcTBeHHOW MOLUNNHBI;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTbI, yKa3aHHbIe B 4acTu 2 HacTOosILLEN CTaTby;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBneHWe O Bblgaye paspeweHns Ha BBO3 B Poccuickyto degepaunio KOHKPETHOM nNapTum
He3aperMcTpupoBaHHOIO NeKapCTBEHHOMO CPEACTBA, NpeAHasHa4YeHHOro Ans NpoBeaeHns yKkasaHHON 3KCnepTussbl.
(n. 4 BBegeH PefeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

4. B TeueHve gecatn paboumx OHEN CO OHSA MPUHATMS 3asiBNEHMS O BKIIOYEHWM yKa3aHHOW B 4dacTtu 1
HacTodWen cTaTtbn bapMaueBTUYECKON CYOCTaHLMM B rOCY4apCTBEHHbIA PEeCcTp NeKapCTBEHHbIX CPeacTB M
OOKYMEHTOB, NepeydncrieHHbIX B YacTn 1 1 NyHKTe 2 YacTu 3 HaCTOosLLEN CTaTbK, YNONHOMOYEHHbIN beaepanbHbIi
opraH UCNONIHUTENBHOW BNacTu:

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpOBOAWT NPOBEPKY NMOJIHOTbI Y JOCTOBEPHOCTU AaHHbIX, COAepXXalunxcsa B NpeAcTaBeHHbIX 3adgBUTenem
OOKYMeHTax;
(B pen. ®PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NPUHUMAET peLUeHne O HanpaBlieHWM B SKCNEPTHOE yupeXaeHune 3afaHns Ha NpoBedeHMe SKCNepTusbl
KayecTBa ykasaHHOW B 4YacTy 1 HacTosiwen cTtaTbl hapmaueBTMYeCcKON cybGcTaHuMm unm ob oTkase B TakoMm
HanpasneHuu;

3) yBegomnsieT B SNEKTPOHHON UMW NUCbMEHHOW (hOpMe 3asiBUTENS O MPUHATOM pELUEHWU UMK B cryyae
OTKa3a C yKa3aHueM NpuYMH Takoro oTkasa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISIBIEHVUS HEOOCTOBEPHOCTM CBEAEHWMN, COAEPXKALLMXCA B MPenCTaBIieHHbIX 3asiBUTENEM
MaTepuanax, ynosHOMOYeHHbIN eaepanbHbli OpraH UCMNOMNHUTENBHON BNAcTW HanpasfsieT 3asBUTENIO 3anpoc
00 YyTOYHEeHUWN yKas3aHHbIX cBedeHWh. [JaHHbIA 3anpoc MoXeT ObITb nepenaH YnofHOMOYEHHOMY NpeacTaBUTENHO
3aABUTENS NTMYHO MO4 PacnucKy, HanpaereH Nno noyTe 3akasHbIM NMUCbMOM UMW NepefaH B 3MeKTPOHHOW dopme
Nno TENeKOMMYHWKaLUMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHusi 4aHHOro 3anpoca Mo noyTe 3akasHbIM
MMCbMOM OH CHUTAETCS NOJTYYEHHBIM MO UCTEYEHUM LLIECTU OHEN C AaTbl HanpaBneHnst 3aKka3Horo Ncbma.

(4actb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Bagsutenb o643aH npeactaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dedepansHOro opraHa
NCMONMHUTENbHOW BnacTM B CPOK, HE NpeBblIAlWUin AeBAHOCTA paboynx OHEW CO OHA MOMNyYeHUs AaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABNMBAETCS CO OHA HanpaBneHUs 3asiBUTENHO
3anpoca YnosIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENBHOW BRAacTu A0 OHA MOMyYeHWs UM OTBeTa Ha
AaHHbIV 3anpocC U HEe YYUTbIBAETCH MPU MCYUCIIEHNN CPOKa IKCNEePTU3bl kayecTa hapmaLeBTUYECKON CyBCcTaHumu,
Hencnonb3yeMon nNpu Npon3BOACTBE NeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM AN OTKasa B HafnpaBfeHWM B 3KCMEPTHOE YYpexAaeHWe 3agaHus Ha npoBedeHue
9KCMepTM3bl KayecTBa ykas3aHHOW B 4acTu 1 HacTosduwen craTbu apmaueBTM4ecKon cybcTaHumm sBnsertcs
HenpeacTasneHve [OOKYMEHTOB, YKasaHHbIX B 4acTW 2 HacTosIlLen cTaTbW, OTCYTCTBME WHOopMauuu,
noaTBepxaatowen akT ynnaTtbl rocyaapCTBEHHOW MOLUMMHbBI 3a BKIOYeHue dapmaueBTUYeCcKOn cybcTaHuuu,
npou3BefeHHON ANA peanu3auuu, B roCyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB, HenpeacTtaBneHve
3afBUTENEM B YCTaAHOBIMEHHbLIN CPOK OTBETa Ha YyKasaHHbll B 4YactTm 4.1 HacToswen craTtbu 3anpoc
YrNONMHOMOYEHHOro defepansHOro opraHa WCMNOMHUTENbHOW BracTy WnuM nNpeacTaBreHne [OKYMEHTOB, He
copepXalmnx ncHepnbiBaloLero nepeyHs Heo6xoauMbIX CBEAEHNN.

(4acTb 5 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHvne naTHaguatu paboumx OHeW CO AHS MOMyYEeHMS PeLueHUs YNONHOMOYEHHOro deaepansHoro
opraHa UCMNOMHUTENBHOWN BacTu O HanpaBfeHUN B 3KCMEPTHOE yYpexaeHne 3afaHns Ha NpoBEeAeHNE 3KCNePTU3bI
KayecTBa yka3aHHOM B 4YacTu 1 HacTosilen ctaTbu hapmaueBTUYeckon cybcTaHUMKM 3aaBUTENb NpeacTaBnsaeT B
3KCMEepTHOE YyYpeXaeHne ONd NpOBEeAeHUs OaHHOW 3JkcnepTu3bl obpasubl papmaueBTMYeckon cybcTtaHuun B
Konm4ecTBe, HEOOXOAMMOM Afisi BOCNPOM3BEAEHUS METOAOB KOHTPONSA KayecTBa. OKCNepTHOe yypexaeHue npwu
nonydeHun ob6pas3uoB yKasaHHOM B 4acTu 1 HacTodAwen craTbn apmMaleBTUYECKOM cyOcTaHuun Bbloaet
3as8BMTEN0 JOKYMEHT, MOATBEPXKAAIOLWLMIA NonydeHne 3Tmx obpasLoB, U B CPOK, HE MPEBbILLAOWMIA Tpex pabounx
OHEN, yBeOOMNSAET B 3MEKTPOHHOW WX MUCbMEHHOW dopMe 06 3TOM YMOMHOMOYEHHbIN dhedeparnbHbIi opraH
NCMNOMHUTENbHOW BNacTn. 3TN CPOKM HE BKIKOYAKOTCH B CPOK NPOBEAEHUSA AaHHOW 3KCMNEePTU3bI.

(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. [JOKyMeHTbI, NOCTYNMBLLME B 3KCNEPTHOE yYpexaeHne AN NpoBeAeHUs 3KCNepTU3bl Ka4ecTBa ykazaHHOM
B 4YacTm 1 HacToswewn cTtaTbu papmaueBTUYeCKOW cybCcTaHuuW, noanexaT BO3BpaTy B YMNOMHOMOYEHHbIN
degepanbHbli OpraH UCMOMNHUTESNBLHOW BNacTM O4HOBPEMEHHO C 3aKMiOYeHUsMU MO pesynbTaTtam npoBegeHHON
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

3KCMepTU3bI.

8. B cpok, He npeBblwaoWwmnn NatTn paboumx AHEn co OHA NOMNyYeHMs 3aKMYeHUss KOMUCCUM SKCMEPTOB MO
pesynbTaTaM 3KCMepTU3bl KadecTBa yka3aHHOW B 4acTu 1 HacTosiwewn ctaTbu chapmaueBTUYECKOW cybcTaHuuw,
YNOSIHOMOYEHHLIN doeaepanbHbli OpraH UCNOSTHUTENBHOM BAACTU:

1) ocyLlecTBNSAET OLLEHKY TaKOro 3aKkrioueHns Ans onpeaeneHnss ero COOTBETCTBMSA 3a4aHno Ha NpoBeaeHne
[AHHOM 3KCNepTu3bl;

2) npvHMMaeT pelleHWe O BKIIOYEeHWM YyKaszaHHOW B 4acTu 1 HacTosilwen cTaTtbi hapMaueBTUHECKON
cybGCTaHUuUM B rocyAapCTBEHHBIN peecTp NnekapcTBEeHHbIX CPeacTB Unmu pelleHne o6 oTkase B TAaKOM BKIOYEHWM;

3) BHOCUT nMpu MPUHATUM pEeLleHNss O BKIIKOYEHMM YKasaHHOM B 4Yactu 1 HacTosilen cTaTbu
hapmaLeBTUYECKON CYOCTaHLUMM B TOCYQAPCTBEHHBLIN pEECTp feKapCTBEHHbIX CPeAcTB NpeayCMOTPEHHYIO
nyHkTOM 2 yactu 1 ctatbm 33 HacToswero dPenepanbHOro 3akoHa MHGOPMaLMIO U yBeooMmnsieT o6 3ToM B
3NEKTPOHHOW UMK NUCbMEHHON dhopMe 3asiBUTENS.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

9. OcHoBaHMEM Ans OoTKasa BO BK/OYEHUM yKaszaHHOW B 4acTu 1 HacTosileln cTaTby dpapmauleBTUHECKON
cybCcTaHUUM B rocyaapCTBEHHbIN PEECTP EeKapCTBEHHbIX CPEACTB SABMSIETCS 3aKiyYeHMe COOTBETCTBYHOLLENO
YMOMHOMOYEHHOro doefepanbHOro opraHa MCMOMHUTENBHOW BiacTM O TOM, YTO KayecTBO (hapmaLeBTUYECKON
cybcTaHUUN He NOATBEPXKAEHO MOMYYEHHBIMU AAHHBIMU.

(vactb 9 BBegeHa PegepanbHbliM 3akoHoM oT 22.10.2014 N 313-®3; B pen. PegepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcs BKAOYEHWE B T[OCYAapCTBEHHbIM PEecTp NEeKapCTBEHHbIX CPEeACTB  OOHOM
dapmaueBTUYeCKON CybCTaHUMM, NPOU3BEAEHHOW QANs peanu3auun W BbiNyCKaemMoW OAHMM UM TeM Xe
npoussoguTenem, B Buae AByx 1 bonee peecTpoBbIX 3anucen.

(vactb 10 BBegeHa dPepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

11. BHeceHue wn3MeHeHMN B [AOKYMEHTbl Ha dapmaueBTUYEeCKylo CcybCcTaHuunio, MNPOU3BEAEHHYHO A5is
peanu3auny 1 BKITHOYEHHYIO B FOCY4APCTBEHHBIN PEECTP NEKAPCTBEHHBLIX CPEACTB, OCYLLECTBNSAETCA B NOPSAKe,
ycTaHoBneHHoM ctatbsimm 30 n 31 HacTosiwero ®efepanbHOro 3akoHa, C ynnaTol rocyaapCTBEHHOW MOLUMMHbI,
npenycMoTpeHHON 3akoHodaTenbcTBom Poccuiickon ®eaepaumm o Hanorax u cbopax.

(vactb 11 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. Oonyckaetcs o6palleHne dgapmMaueBTUHecKMX CyOCTaHUWUWA, NPOWM3BEAEHHbIX ANS peanu3auun, B
TeyeHne CcTa BOCbBMUAECATM [JAHEW [0 U NOocre MPUHATUS  YMOMHOMOYEHHbIM dedeparnbHbiM - OpraHoMm
WCNOSNIHUTENBHON BMNACTU PELUEHUs O BHECEHUM U3MEHEHUA B OOKYMEHTbl Ha hapmMaLeBTMYECKY0 CybCTaHumI,
NPou3BeAeHHYIO ANA peanv3auny U BKITHOYEHHYIO B FOCY4apCTBEHHbIN PEECTp NEKAapPCTBEHHbBIX CPEeACTB.

(vacTb 12 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. PelueHne 06 UCKIIOYEHMN M3 rocyaapCTBEHHOTO peecTpa NeKkapCTBEHHbIX CPEACTB dapMaLeBTUYeCcKoi
cybcTaHuMKM, NPOM3BEAEHHOW [Ans peanusauuy, MNpUHUMAaeTCsl YNONMHOMOYEHHbIM dheaepanbHbiM  OpraHoM
UCNOMHUTENBHOW BRACTU B Cryyae:

1) npeacrtaeiieHna COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM (be,qepaanblm opraHom MCNOSTHNTENBbHOW BNacTu
3aKI4YeHna o pucke wuin 006 yrpo3e XusHu unm 300pOBbH 4elloBeKa nnbo KMBOTHOIO npn mcnonib3oBaHUn
JleKapCTBEHHOIo cpeacTea,

2) nogauyn paspaboTyMKOM eKapCTBEHHOro CpedcTBa MMM NPoM3BOAMTENIEM JEeKapCTBEHHOIO cpencTea
nMBo YNOMHOMOYEHHbIM UMW OPYTYM OPUAMYECKUM NULOM 3asiBNieHns 06 WCKMIoYeHWU M3 rocyqapcTBEHHOro
peecTpa nekapcTBEHHbIX CpeACcTB hapMaLeBTUYeckol cyGeTaHLmum, NpoM3BeAeHHON AN peanusauuu;

3) oTcyTtcTBMA hapMaueBTUYeCKoW cybcTaHuMKu, MNpou3BedeHHOW Ans peanu3auuun, B obpalleHun B
Poccuiickorn degepaumm B TedeHne Tpex 1 bonee ner.
(vactb 13 BBegeHa dPepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Cratba 35. YTpatuna cuny c 1 uions 2015 roga. - ®egepanbHbii 3aKkoH oT 22.12.2014 N 429-P3.

CrtaTtbsa 36. O6GxanoBaHue pelleHUsi 06 OoTKase B Bblaaye pa3peLleHns Ha NnpoBeaeHue KNMHUYeCKoro
uccnefoBaHUA JfeKapcTBEHHOro mnpenapara, peleHuMsi o6 oTkase B rocyfapCTBEHHOW perncrpauuu
JNleKapCTBEHHOro nmnpenapara, 3aKfMi4YeHUA KOMMUCCUM IKCNEepPTOB IKCMEPTHOro YUYpPeXAeHUus wunu
3aKn4YeHNsA coBeTa No 3TUKe

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

PelueHre cooTBETCTBYOLLENO YNOTHOMOYEHHOTO deaeparnbHOro opraHa UCNONHUTENbHOW BnacTn ob oTkase
B Bbldaye paspelleHVs Ha NpPOBEAEHUE KIMHWYECKOro MCCNefoBaHUS NEKapCTBEHHOro npenapara, pelleHve
yKasaHHoOro ceaepanbHOro opraHa WCNOMHUTENbHOM Briactu 06 OTkase B rocydapCTBEHHOW perucrpaumu
NeKkapCcTBEHHOro npenaparta, 3akmyYeHWe KOMWUCCUMM SKCNEPTOB IKCMEPTHOrO YUPEXAEHUS UMM 3akroyveHue
coBeTa No 3TUKe MOXeT ObiTb 0OOXamoBaHO B nopsgke, YCTAaHOBMEHHOM 3akoHO4ATenbCTBOM Poccunckom
depepaumun. 3aknouveHme aKkcnepta, OMOPMIIEHHOE MO UTOraMm 3KCMepTUM3bl B LUensx onpeaeneHus
B3aMMO3aMeHAEMOCTHM 3apermcTPUpOBaHHOIO NEKapCTBEHHOrO npenapara, MoXeT ObiTb 06anoBaHo gepxaTtenem
UnNu BriagenbueM perucTpaLMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta B KOMUCCUIO 3KCMNEepToB
3KCMEPTHOrO y4pexaeHusl. 3aknyeHme KOMUCCUM IKCMEPTOB AKCMEPTHOIO yUpexaeHusi, opopMIIeHHOE No nuToram
nepecMoTpa 06)karoBaHHOIO 3aKIMYEHUs JKCnepTa, MOXEeT ObiTb OCMOPEHO AepxaTeneMm wunu Bnagenbuem
pervcTpaumMoHHOro yA0CTOBEPEHUST IEKAPCTBEHHOMO npenaparta fMbo YyNoNHOMOYEHHBIM UMW NIMLIOM B MOPSIAKE,
YyCTaHOBMNEHHOM 3akoHopaTenscTBoMm Poccuiickon ®epepauun. MNMpu obxanoBaHWM peLIeHUst YNONTHOMOYEHHOMO
denepanbHOro opraHa WCMNOMHUTENbHOW BMAacTW, 3aKIHOYEHUsI KCnepTa MM KOMUCCUM IKCMEPTOB 3KCMEPTHOrO
YUPEXOEHNS, 3aKMOYeHUs coBeTa MO 3TUKe AepxaTenb Wnu Brageney perncTtpauuoHHOro yaooCTOBEPEHMS
neKkapcTBEHHOro npenapaTta nNnbo ynonHOMOYEHHOE MMW NULO BnpaBe MNpeacTaBuUTb pe3ynbTaTbl 3KCNEpPTU3bl
NeKapCTBEHHOrO npenaparta, MPOTOKOSbl MOMYYEHHbIX aKKpeaUTOBaHHbIMU WCMbITaTENbHBIMU nabopaTopusmm
(ueHTpamu) pe3ynbTaToB NCCNEeAOBaAHUN, UCTIBITAHUNA.

Ctatba 37. WHdopmaumsa, cBfizaHHaA C OCYyLIECTBIIEHWEM TrOCyQapCTBEHHOW perncrpauum
reKapCcTBeHHbIX MpenapartoB, MHGOPMaUUA O 3aperMcTPUPOBaHHbLIX JEeKapCTBEeHHbIX MNpenapaTtax u
rleKapCTBeHHbIX NpenapaTtax, UCKIMOYEHHbIX U3 roCyfapCTBEHHOTO peecTpa NleKapCTBEHHbIX CpeacTB

1. CoOTBETCTBYIOLLMI YNOMHOMOYEHHbIM befepanbHbli OpraH WUCMOMHUTENbHOW BRacTu pasmellaeT Ha
cBoeM oduumansHoOM canTte B ceTn "MIHTepHeT" nHopMaLmio, CBA3aHHYI0 C OCYLLEeCTBIIEHNEM rocyaapCTBEHHOW
perMcTpaumm neKapCcTBEHHbIX MpenapaToB, B TOM 4uUCrEe MNPOBEAEHMEM 3KCNepTM3bl FEKapCTBEHHbIX CPeacTB
(Bkntovas pesynbTaTbl €e npoBefeHust), MHpopMaLmio O 3aperMcTPUPOBaHHbIX NEKAPCTBEHHbIX NMpenapartax u
NeKapCTBEHHbIX NpenapaTax, UCKIMHYEHHbIX U3 rOCyJapCTBEHHOIO peecTpa NEeKapCTBEHHbLIX CPEeACTB, HE NO3aHee
yem yepes nAaTb pabounx OHEN CO OHA NONyYEeHUa COOTBETCTBYIOLLMM YMOMHOMOYEHHbIM dheaepasnibHbIM OpraHoMm
WCNONHUTENBHON BNACTU 3asBIEHUS O rOCy4apCTBEHHOM perncTpauumn nekapCTBEHHOro npenapara.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Cpoku 1 NopsiioK pasMeLLeHUs yka3aHHOM B YacTu 1 HacTosLen ctaTbM MHOpPMaL MM yCTaHaBNMBaKTCA
YMOMHOMOYEHHbIM defiepanbHbiM OpraHoM UcnonHuTeneHon Bractu. WHdopmauusa, ykasaHHaa B 4vactn 1
HacTosILLen cTaTbu, SABMNSETCA OTKPbITOM M OOLWeAOoCTyMHOM M NpedoCTaBnsaeTcs 3amHTepecoBaHHbIM fvuam B
COOTBETCTBMU C 3akoHoAaTenscTBOoM Poccuiickon ®eaepauunn.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Maea 7. KMMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOAULUMHCKOIo NPUMEHEHUA, 0OTOBOP
OB UX NMPOBEAEHUW, MPABA NAUMEHTOB, YHACTBYIOLWUX
B 3TUX UCCITEAOBAHUAX

CtratbAa 38. KnuHuuyeckune wuccnegoBaHUsi neKapCTBeHHbIX MpenapaTtoB Ansi MeaULUHCKOro
npUMeHeHust

1. KnuHnyeckune nccnenoBaHns nekapcTBEHHbIX NMpenapaToB Ans MeQULMHCKOTO NPUMEHEHMWS, B TOM Yucne
MeXAyHapoaHble MHOrOLEHTPOBbIE, MHOMOLEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, MPOBOAATCS B OOHOW  MNn
HECKOMbKUX MEOMLIMHCKMX OpraHu3auusix B COOTBETCTBUM C MpaBwUiaMu Haanexallen KIMHUYECKOW MpaKTUKK,
YTBEPXOEHHBIMU  YNOSIHOMOYEHHBIM  (beepanbHbiM  OPraHoOM  UCMOSHUTENBHOW BNAacTW, COOTBETCTBEHHO B
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

cneayroLmnx Lensax:
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) yctaHoBneHve 6e30MacHOCTM NEeKapCTBEHHbIX MpenapaTtoB And 300poBbiX A06poBoOnbUEB U (Unn)
NMepeHoCUMOCTN WX 300pPOBbIMM A0OPOBOMbLAMM, 33 WCKIIOYEHMEM Takux WCCIEAOBaHWUIA NEKapCTBEHHbIX
npenapaToB, NpoM3BeaeHHbIX 3a npegenamm Poccuiickon ®epepauuu;

2) noabop onTMManbHbIX OO3MPOBOK IEKApCTBEHHOrO Mpenapata W Kypca NeyeHus Ons nauueHToB C
onpedeneHHslM  3aboneBaHMeM, ONTUManbHbIX 003 W CXeM  BaKuMHauMM  UMMYHOBUONOrM4eckummu
rniekapcTBEHHbIMM NpenapaTtaMmm 340p0BbIX 40OPOBObLEB;

3) ycraHoBneHve 6e30MacHOCTV NEKapCTBEHHOrO npenapata U ero 3MEKTUBHOCTU AN NauUEHTOB C
onpedernieHHbIM 3aborneBaHveM, NpodunakTuyeckon 3pdeKTUBHOCTM UMMYHOBMOMOrMYECKUX JeKapCTBEHHbIX
npenapaTtos AN 300POoBbIX 4OGPOBONbLLEB;

4) n3yyeHne BO3MOXHOCTU pacLUMPEHUs NokasaHuin Ans MEeAULMHCKOrO NPUMEHEHUsI U BbISIBMIEHUS paHee
Hen3BeCTHbIX NOBOYHbBIX ENCTBUIA 3aperMcTpMpOBaHHbIX NIEKAPCTBEHHLIX NpenapaTos.

2. B oTHoweHMM BOCNPOM3BEOEHHbIX JIEKAPCTBEHHbLIX NpenapaToB AN MeAUUMHCKOro NpPUMEHEHMS
npoBOOATCA uUccnenoBaHust OVMO3KBUBANEHTHOCTM M (MNM) TepaneBTUYECKOM 3SKBUBANEHTHOCTM B MOpsAKe,
YCTaHOBMEHHOM YMOMHOMOYEHHbIM hefeparibHbIM OpraHoOM MCMOMHUTENbHOW BracTy.

3. OpraHmsau,wo npoeeaeHuna KInnHN4YeCckKnx nccrnegoBaHnin NekapCTBeHHOro npenapara and meanumHCKoro
NnpMMEeHEeHnsA BnpaBe OCYLLEeCTBIIATb:

1) pa3pa60le|K JIEKapCTBEHHOrO npenaparta uin ynoJiIHoMo4eHHoe UM JNnnLuo;

2) obpasoBaTenbHble OpraHM3aumMm  BbICLIEro  obpasoBaHus,  OpraHuM3aumyM  JONOSHUTENBHOMO
npocheccroHansHoro o6pasoBaHus;
(n. 2 B pea. PepepansHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccneagoBsaTtesibCkne opraHmsaunn.

4. KnnHunyeckne mccnegoBaHvst NEeKapCTBEHHOrO npenapara Ansi MeOULUMHCKOro NMPUMEHEHUs NpoBOAATCA
Ha OCHOBaHWWM paspelleHnss Ha MNpPOBedEHME KIMHUYECKOrO WCCNeaoBaHWsl JIeKapCTBEHHOro npenapara,
BblJAHHOIO  YMOSIHOMOYEHHbIM  befepanbHbiM ~ OpraHOM  WCMONHUTENbHOW  BRacTu.  YMNONHOMOYEHHbIN
denepanbHbIi  OpraH WCMOMHUTENBHOW BNAcTM BedeT PpeecTp BblAaHHbIX paspelleHnii Ha MpoBedeHue
KNMMHUYECKUX MWCCNedoBaHWMI fekapCTBEHHOrO nNpenaparta, COAEepXalluMi yKasaHue Ha WX Lenb Wnu Lenu, B
YCTaHOBMEHHOM 3TUM OpraHoM Nopsiake.
(B peq. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. YTtpatun cuny c¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6. K opraH1saummn npoBeAeHUst KNMHUYECKMX UCCIe0BaHUIA NiekapCcTBEHHOro NpenapaTta Ans MeauuMHCKOro
NPUMeEHEHMsT pa3paboTUMKOM FEKApPCTBEHHOrO npenapata MOryT MpuBReKaTbCs topuandeckue nuua noboi
OopraHM3aunoHHO-NpPaBoBoi hopMbl NpKU ycroBuM obecrneyeHnst COOTBETCTBUS 3TUX MUCCreaoBaHMIn TpeboBaHUsM
HacTosilwero denepanbHOro 3akoHa.

7. KnnHnyeckne nccnegoBaHus NekapCTBEHHbIX NPenapaToB A1 MEANLMHCKOrO NPUMEHEHUSA NPOBOAATCS B
MEOULMHCKUX OpraHm3aumnsax, akKpeouTOBaHHbIX YMOSIHOMOYEHHbIM beaeparnbHbiM OpraHoOM WUCMOMHUTENBbHOM
BNacTu B nopske, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon degepaumu.

8. [llepeyeHb MeAWMLMHCKUX OpraHusauui, UMeLWMX npaBo MpPOBOAUTL KAMHUYECKME UccneaoBaHus
neKkapCTBEHHbIX nNpenapaToB AN MegULMHCKOrO NMPUMEHEHUs, U peecTp BblAaHHbIX paspeLLeHnii Ha nposeaeHne
KNMUHUYECKUX NCCIeAOBaHN NIEKAPCTBEHHbBIX NpenapaToB OnyOrnmMKOBLIBAIOTCA M pa3MeLLaloTcs YNONTHOMOYEHHbBIM
degepanbHbIM OpraHoM UCMOSTHUTENBHOM BacTU B YCTAHOBIEHHOM MM NMOpPsSiAKE Ha CBOEM odouLmMansHOM cante B
cetn "HTepHeT".
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Crtatbs 39. PeweHne o npoBeaeHMU KNMHUYECKOro UccriefoBaHUsl NleKapCcTBEHHOro npenapara gns
MeAULIMHCKOro NpMMeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuyeckoe uccnegoBaHne JNIeKapCTBEHHOro npenapara gna MmeamunHCKoOro npmMmeHeHmsa npoBoAUTCA
Ha OCHOBaHMWM pa3pelleHnda Ha npoBegeHne KIMHUYeCKOoro wuccriegoBaHnAa JeKapCTBeHHOIo npenaparta,
BblAAHHOIO YMNOJIHOMOY€HHbIM cbep,epaanuM OopraHom MCMNONHUTENbHOW BflaCcTU Mo pe3ynbTataM 3KCNepTU3bl
OOKYMEHTOB, HeobxoauMbIX Anis nonyyeHna paspeweHna Ha nposeaeHne KInMHMYeCKoro wmccnegosaHusA
J1IeKapCTBEHHOro npenaparta un 3TUYECKOWN OKCNEePTU3bI.

2. Ans nonyyeHnda paspelleHnda Ha nposeaeHne KInnHn4eckoro uccrieqoBaHuna nekapcrBeHHOro npenaparta
ana  MeauMunHCKOro npuMmeHeHua 3adBUTENb MNpeactaBideTr B yHOHHOMOHeHHbIVI q)e,qepaanbM opraH
NCMOSHNTENBHON BNACTU:

1) 3adaBl/ieHne O Bblaa4vYe pas3pelleHuna Ha npoBegeHune KIMHUYeCKoro wuccrieaoBaHua JnekapCTBeHHOro
npenapara ana meanunHCKoro npuMeHeHua,;

2) koMM JOKYMEHTOB, NoATBepXAaloWwmnx ynnaty rocygapCTBEHHOW MOLWMHBLI 3a MPOBEAEHWE 3TUYECKON
3KCNepTM3bl, IKCNEPTU3bl JOKYMEHTOB Ha NEeKapCTBEHHbIN Npenapart ANa NonyyYyeHus paspeLleHns Ha npoBeaeHune
KIMMHWYECKOro MCccrnegoBaHus JiekapCTBEHHOro npenapata  Ans  MeAMUMHCKOro NpUMMEHeHWs, 3a Bblgayy
paspelleHnss Ha npoBeAeHVe KIMHWYECKOro WCCneaoBaHUS MeKapCTBEHHOro npenaparta ansg MeguvuMHCKOro
NpUMeEHeHWs, 3a NpoBedeHne 3KCNepTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIN npenapaT A5 NonyyYeHus paspeLleHus
Ha npoBefeHVe MeXAyHapOAHOro MHOMOLEHTPOBOIO KIMHWYECKOro UCCredoBaHUs neKkapCTBEHHOro npenaparta
ANs MEOVLMHCKOrO MPUMEHEHMWs, 3a BblAavy paspelleHus Ha NpoBeAeHVWe MeXAyHapOAHOro MHOrOLEeHTPOBOro
KMMHUYECKOr0 MCCNedoBaHMs NEeKapCTBEHHOro npenapaTta ANns MeauUMHCKOro MpUMMEHeHWs, 3a nposedeHve
3TMYECKOWN 3KCNEepPTU3bl, IKCMEPTMU3bl JOKYMEHTOB Ha NEeKapCTBEHHbIVM MpenapaTt Ans nofnyyYyeHus paspelleHns Ha
npoBedeHne  MOCTPErmcTpauMoHHOrO  KIIMHWYECKOro  MCCNedoBaHMsA  MeKapCTBEHHOro  npenapata  Ans
MEeOMUMHCKOrO MPUYMEHEHWs, 3a Bblgadvy paspelleHns Ha MpOBeAeHWe MNOCTPErMcTPaLMoOHHOIO KITMHNYECKOro
nccrnegoBaHUs NekapcTBEHHOro npenapata Ans MeauLUMHCKOro MPUMEHEHUs, UM no cobCTBEHHON MHUUuaTvBe
yKka3aHHble OOKyMeHTbl. B cnyvae HenpeacTaBneHus 3asiBUTENEM YKa3aHHbIX OOKYMEHTOB YMOSTHOMOYEHHbIN
denepanbHbIi  OpraH MWCMOMHUTENBbHOW BMAacTU npoBepsieT akT ynnatbl rocy4apCTBEHHOW MOLWMUHBLI C
ncrnonb3oBaHMeM uHdopmaumMum o6 ynnate rocyaapCTBEHHOW MOLWMMHBI, cofdepxallenica B [ocyaapcTBeHHOM
NMHAOPMALIMOHHOW CUCTEME O FOCYAAPCTBEHHbIX M MYHWULMNAmNbHbIX NfaTexax, Ha OCHOBaHUWM NpeacTaBeHHbIX
3asBMTENEM KONWUIA OKYMEHTOB;

3) NPOTOKOM KIMHUYECKOIo UCCef0BaHNUs TIEKapCTBEHHOTO Npenapara Ans MeguunHCKOro NPUMEHEHNS;
4) GpoLutopy nccrnegoBaTens;
5) NHOPMaLIMOHHBIN NNCTOK NauneHTa;

6) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenem Mo COOTBETCTBYHLIMM CNEUManbHOCTAM M MX OMbiTe
paboTbl MO NPOBEAEHNIO KIMTMHUYECKUX UCCIea0BaHWi;

7) cBefeHuWsi O MeOWUMHCKMX OpraHu3auusx, B KOTOPbIX npegnonaraetcs MpoBeAeHUe KIMHUYECKOro
NUCCneaoBaHUs JIeKapCTBEHHOro npenapata  Ans MEeOUUMHCKOrO MpUMeHeHus (MOfIHOe U COKpalleHHoe
HanmMeHoBaHWUA, opraHn3aunMoHHO-NpaBoBas (bOpMa, MEeCTO HaxoXaeHusa n MeCTo OCyLleCTBeHNA OeATEelIbHOCTH,
TenedoH, Tenedakc, agpec 3NEeKTPOHHON NOYThI KAXKA0M MEANLIMHCKON OpraHn3aumm);

8) cBedeHMss O npeanonaraeMblX CPOKax MPOBEAEHWS KMWMHUYECKOro WCCrenoBaHua nNekapcTBEHHOro
npenapara Ans MeaLMUHCKOro NpUMEHEHUS;

9) KON aorosopa ob6s13aTenbHOro CTpaxoBaHud, 3aKni4YeHHOro B COOTBETCTBUMN C TUNOBLIMU MpaBuiiamMu
obsi3aTenbHOro CTpaxoBaHu4d, C ykasaHnem npe,u,eanoﬁ YNCNEHHOCTU NauneHToB, y4aCcTByHOLWUX B KITMHNYECKOM
nccnenoBaHM nekapCcTBeHHOro npenapata and MeamunHCKoOro npuMeHeHus;

10) nHcpbopmaLmio 0 cocTaBe NekapCTBEHHOrO npenapaTa 418 MeguuMHCKOro NPUMEHEHMS;
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11) [OOKYMEHT, COCTaBfEHHbI MPOM3BOAUTENEM JIEKAPCTBEHHOrO npenapata AN  MeaUUMHCKOro
NPMMEHEHMS U COAEpXKaLLMIA NoKa3aTenu (XapakTepUCTUKN), a TakKe CBELAEHUsI O NeKapCTBEHHOM npenapaTe 4ns
MEeOULMHCKOrO NPUMEHEHWS], NPOM3BEAEHHOM A5 NPOBEAEHUS KITMHUYECKMX NCCNeaOBaHNI;

12) KonuMlo nNUUEH3MM Ha NPOU3BOACTBO fEKAPCTBEHHbIX CPeacTB B Chnyvae, €Ccnv Npou3BOACTBO
neKapCcTBEHHOTO npenapara ocyuwecTenseTca B Poccunckon Pegepaumm, nnm Konuo 3akmnioveHns 0 COOTBETCTBUU
npou3BoauTenst NIeKapCTBEHHOro npenapara TpeboBaHMAM MNpaBui Hagmnexallen NpoM3BOACTBEHHOW MPaKTUKK,
Bbl4@HHOMO YNONMHOMOYEHHbIM OPraHOM CTpaHbl NPOU3BOAMTENS NEKApPCTBEHHOMO Npenapara.

(B pea. ®PenepansHoro 3akoHa ot 04.06.2018 N 140-3)

3. B cpok, He npeBbllwaOWmMN NATK paboynx OHEeW CO OHS MPUHATMSA yKasaHHOro B nyHkTe 1 4yactm 2
HacTosillen cTaTbW 3asBMeHWss W HeoOXOAUMbIX [OKYMEHTOB, YMOSIHOMOYEHHbIN dedeparnbHbIi  opraH
NCMONHWUTENBLHON BNacTy:

1) npoBOAUT MNPOBEPKY MNOJIHOTbl WU OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npenctaBli€HHbIX
3adaBuTeneM OOKyMeHTax;

2) npvHUMaeT peLleHne O MNPOBEAEHWUM IKCMEePTU3bl [AOKYMEHTOB AN MOMNyYeHUs! paspelleHns Ha
NpoBEeAEHNE KIMHUYECKOTO WCCIELOBaHUS [leKapCTBEHHOro npenapaTta Ans MeaWLMHCKOTO MPUMEHEHUs U
3TUYECKON 3KCNepTU3bl unu ob oTkase B NPOBEAEHUN YKa3aHHbIX 3KCMepPTUS;

3) yBeooMnsieT B 351eKTPOHHOW popMe UK Ha GyMakHOM HocuTerne 3asiBUTENS! O MPUHATOM peLleHun Nnéo
B Cny4ae NpUHATUA pelleHns o6 OTKase Takke C yKasaHWeMm NpuYnH Takoro 0Tkasa;

4) nogroTaBnvBaeT U HanpaensieT B 9KCNEePTHOE yYpexaeHMe M COBEeT Mo 3TuKe 3aJaHue Ha NpoBeaeHue
COOTBETCTBYIOLLMX IKCMEPTM3.

4. B cnyvae BbISIBNEHMA HEMONHOTbI W (MNM) HEOOCTOBEPHOCTW MWHOpMauuW, codepxalencs B
npeacTaBneHHbIX 3asiBUTENeM [OKYMeHTax, YNONHOMOYEHHbIV deaepanbHblil OpraH UCNOMHUTENbHOW BAacTu
HanpasnsieT 3asBUTENIO 3anpoc 06 YyTOMHEHUM ykaszaHHOW uHdopmauummn. JaHHbin 3anpoc MoxeT bbiTb nepegaH
YNOSIHOMOYEHHOMY MpPeACTaBUTENIO 3asBUTENS fIMYHO MOA PachuUCKy, HanpaefeH Nno noyte 3aka3HbiM NMUCbMOM
WM nepefaH B 3NEKTPOHHOW hopme Mo TeneKOMMYHMKALMOHHBIM KaHanam cBssu. B criyyae HanpaBneHwus
AaHHOro 3anpoca no noyvTe 3akasHbIM MUCbMOM OH CUYMTAETCH MOSTyYEHHbIM MO UCTEYEHWUN LIEeCTU OHEN ¢ AaTbl
HanpaBneHuWs 3aka3Horo nucbma. 3asBuTenb 00s3aH nNpeacTaBUTb OTBET Ha 3anpoc  YMONHOMOYEHHOro
denepanbHOro opraHa MCMONHUTENBLHOW BNAcT B CPOK, He NpeBbILLaloLWniA AeBsSHOCTa paboumx gHew co OHSA ero
nonyveHns. Cpok, yKkasaHHbIi B 4acTu 3 HacCTOsLeN CcTaTbW, NPUMOCTaHaBNMBAETCA CO [OHS HanpaBneHus
3as8BUTEN0 3anpoca YNosIHOMOYEHHOro dhedeparnbHOro opraHa MCMOMHUTENbHON BRacTy A0 OHS MOMyYeHUs UM
COOTBETCTBYIOLLEr0 OTBETA U HE YYUTBLIBAETCH NPU NCHUCTIEHNM CPOKa NPUHATUS YNONHOMOYEHHbIM (beaepanbHbIM
OpraHoM UCMOSTHUTENbHOM BNAacTW peLleHns O NPpOBeAEeHUN IKCNepTU3bl AOKYMEHTOB AN NOMyYeHns paspeLleHmns
Ha npoBefeHne KNMHUYECKOro CCeaoBaHNs nekapCTBEHHOro npenapaTta Ans MeguuUMHCKOro NPUMeEHEHUs.

5. OcHoBaHMeM [fisi OoTkasa B MPOBEAEHUM IKCMepTU3bl AOKYMEHTOB [AJ1si MONyYeHUs paspeLleHusi Ha
npoBedeHne KIMHUYECKOTO WCCNEAOBaHUSI NEKAPCTBEHHOrO npenapata Ans MeaMUMHCKOTO MPUMEHEHUs W
3TUYECKOWN 3KCNEPTU3bI SBMNSIETCS NpeAcTaBlieHNne JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 2 HACTOSILLEN CTaTby, B
HenonHoM obbeme, HenpencTaBreHne 3asiBUTENIEM B YCTaHOBIEHHbIA CPOK OTBETa Ha yKal3aHHbI B 4Yactu 4
HacTOsILLEN CTaTbM 3anpoc YNOrHOMOYEHHOro hejepanbHOro opraHa UCMNOSIHUTENBHOWM BnacTy Nnbo oTcyTcTemE B
NMpeAcTaBrieHHbIX [OOKYMEHTax MWCYeprblBaloLero nepevHss HeoOXoguMMon WHgopMauuu unvM MHgopMauuu,
KoTOpasi JOIkHa OblTb OTpakeHa B HMX, a Takke OTCYTCTBME MHopmauuu, NoaTBepkaarowen (akT ynnatbl
rocy4apCTBEHHON MOLLMUHLI 32 NPOBEAEeHNEe 3TUYECKON 3KCMEPTU3bl, IKCNEePTU3bl JOKYMEHTOB Ha JIeKapCTBEHHbI
npenapart Ans nNonyvyeHus paspeLleHnst Ha NPOBEAEHNE KIIMHUYECKOTO UCCNeoBaHWs NekapCTBEHHOMO npenapaTa
AN MeOMUMHCKOrO MpUMEHEHMsl, 3a Bblgayy paspelleHusl Ha MpoBedeHWe KIMHUYECKOro WcCrenoBaHus
neKkapcTBEHHOro rnpenapata Ans MeAUUMHCKOrO MpPUMEHEHMS!, 3a NpOBeAeHWe 3KCNepTu3bl AOKYMEHTOB Ha
NeKapcTBEHHbIN MpenapaTt Ans NoNy4YeHWs paspelleHus Ha MNpoBeAEeHUE MeXOyHapoOHOro MHOMOLEHTPOBOIo
KMMHMYECKOrO MCCReaoBaHus JleKapCTBEHHOro npenapata Ans MeAMUMHCKOro NpUMEHeHWsi, 3a Bblgady
paspeLLeHns Ha NpoBefeHne MeXAyHapOAHOr0 MHOTOLIEHTPOBOMO KIMHUYECKOro UCCrefoBaHus NekapCTBEHHOMO
npenapaTta gns MeauUMHCKOro NPUMEHEHUs], 3a NPOBEAEHNE 3TUYECKON SKCNEPTU3bI, IKCNEPTU3bI JOKYMEHTOB Ha
NeKkapCTBEHHbIN npenapaT Ans NOSlyYeHUst paspelleHnst Ha NpPOoBeAeHMe MOCTPEerncTpaLMoOHHOTO KIMHUYECKOTO
nccrneaoBaHUsl NEeKapCTBEHHOro npenapata Ans MeAVMUMHCKOrO MPUMMEHEHUsl, 3a BblAady paspelleHus Ha
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npoeegeHne nocrtperncTpauynoHHoOro KIMNMHN4YeCKoro nccnegoBaHunAa NeKapCTBEHHOIO npenaparta anda
MeaNLIMHCKOIro NnpuMeHeHuns.

6. lNpoBeneHue akcnepTusbl AOKYMEHTOB ANl NOMYYEHWs paspelleHus Ha NpOoBeAEeHWe KIMHUYECKOro
nccrnegoBaHUsl NeKapCTBEHHOTO npenapata  Ans  MEeOWUMHCKOrO MNPUMEHEHWss U 3TUYECKOW  3KCnepTu3bl,
COCTaBMeHNE KOMMUCCMEWN IKCMEPTOB M COBETOM MO 3TUKE 3aKMOYEHWA O BO3MOXHOCTU WM HEBO3MOXHOCTU
NPOBEAEHUS TaKOro KIIMHWYECKOr0 WCCReoBaHUS W HanpasfieHWe 3TUX 3aKkMioYeHWd B YNMOSIHOMOYEHHbIN
benepanbHbI OpraH UCMOMHUTENbHOW BNACTU OCYLLECTBASAIOTCHA B CPOK, HE Mpesbillaolwmii Tpuguatn paboumx
OHEN CO [OHA MNONYYEeHUS IKCMEPTHbIM YYPEeXAeHWEM 3adaHus  YNONHOMOYEHHOro deadepanbHoro opraHa
NCMNOMHUTENbHOW BRlacTu C NPUINOXEHNEM OOKYMEHTOB, ykadaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacToswen
cTaTbW, U COBETOM MO 3TWUKE 3adaHus YNOSIHOMOYEHHOro deaepanbHoro opraHa MCNOMHWUTENbHOW BRactu ¢
NpUNoXeHNeM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen CTaTbu.

7. B cpok, He npeBbillaoWmMi NaTU pabounx AHen CO OHA NONydeHUst 3aKMYeHU, ykasaHHbIX B Yactu 6
HacTOosILLEN CTaTbW, YNTONTHOMOYEHHbIN dheaepanbHbI OpraH UCMONTHUTENBHON BNAacTu:

1) ocyLiecTBRSIET OLEHKY MOCTYNUBLUMX 3aKMYeHWd Ons onpeferieHnsl X COOTBETCTBUSI 3a4aHMsIM Ha
NnpoBeAeHNE COOTBETCTBYOLLMX SKCNEPTUS;

2) npuHUMaeT pelleHne O Bbidade paspelleHuMs Ha MpOBEAEHWE  KIIMHWMYECKOro UCCneaoBaHus
nekapcTBEHHOro npenapata Ans MeguLMHCKOro NpUMeHeHns unn ob oTkase B Bblgaye yKa3aHHOro paspeLleHuss;

3) BblAaEeT paspelieHne Ha nposegeHmne KIMHUYEeCKOro uccriegoBaHnA JNekKapCTBeHHOro npenaparta and
MeONUMNHCKOIro npnMmeHeHuna mnn pelleHune 00 oTkase B Bblgade YKa3aHHOro paspellueHuna ¢ ykadaHunem npuyumH
OTKa3sa.

8. OcHoBaHveM p[nd oOTka3a B Bbldaye paspelleHuss Ha npoBeAeHWe KIMHWYECKOro WuccneaoBaHus
nekapcTBeHHOro rnpenapata Ana MeOUUMHCKOrO NPUMEHEHUs SABMAETCA Hanuyne 3akmioyYeHWss KOMWUCCUU
3KCMEepTOB UMW 3aKNioYeHus coBeTa MO 3TUKE O HEBO3MOXHOCTU MNPOBEAEHMSA KIMHMYECKOro MccnegoBaHus
nekapcTBeHHOro npenapara And MeAuLMHCKOro MNPUMEHEHUs Mo pesyrnbTaTaMm NPOBEAEHHbIX 3KCMNepTus,
NnpeayCMOTPEHHbIX YacTbio 6 HACTOSLLEN cTaTby.

9. PewweHune 06 oTkase B npoBeaeHWM IKCNepTU3bl JOKYMEHTOB AMs NOoMyYeHns paspelleHns Ha NnpoBeaeHne
KMMHWYECKOro WCCNedoBaHWs NEeKapCTBEHHOro npenapata And  MeAUUMHCKOrO MPUMEHEHUS U 3TUYECKOW
3KCMepTW3bl M B BblAaye paspelleHns Ha NpoBedeHue KNMHUYECKOro UccrnenoBaHUs nekapcTBEHHOro npenaparta
AN MeOMLMHCKOTO NPYMeHeHUst MoXeT ObiTb obXanoBaHo B nopsigke, YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

CraTtbsa 39.1. 3TM4eckas akcnepTusa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. 3Tnyeckas 9KCnepTnsa npoBoaAnUTCA COBETOM MO 3TUKe, CcOo3AdaHHbIM B nNopdake, YCTaHOBIEHHOM
YNOJTHOMOY€HHbIM cbe,u,epaanuM opraHom WCNOJTHUTENBLHOW BNacTu, B LENSAX BblAavn 3akmouveHns 06 aTn4eckon
000CHOBaHHOCTN BO3MOXXHOCTU npoeeaeHna KIMHUYeCKoro wuccnenoBaHua JeKkapCTBEHHOro npenaparta Aand
MeaNLNHCKOIro NnpuMeHeHuns.

2. 3kcneptamu coBeTa MO 3TMKE MOryT ObiTb MpeAcTaBUTENM MeOUUMHCKMX OpraHu3auui, HayuHblX
opraHm3auumi, obpasoBaTerbHbIX OpraHu3auun BbicLero obpa3oBaHus, a Takke npeacTtaBuTeENn OOLLECTBEHHbIX
opraHusaunin, pernurmosHbiX opraHusauum M cpeacts MaccoBoW MHGopmauuu. [laHHble SKCnepTbl He AOMKHbI
HaxoauWTbCs B Kakou-nnmbo 3aBMCMMOCTM OT pa3paboTUMKOB FeKapCTBEHHbIX NpenapatoB W Apyrux nw,
3aMHTEpPEeCOBaHHbIX B pe3yrbTaTax 3TUYEeCKOM SKCNepTu3bl.

3. Onnarta ycnyr akcnepToB COBETA MO 3TUKE OCYLLECTBMSETCA Ha OCHOBaHUW [OroBopa, 3aKMHYeHHOro
mMexay ynoJIHOMOYEHHbIM cpe,qepaanblm OopraHom WUCMNONHUTENIbHON BacTn, KOTOPbIM CO34aH COBET MO 3TUKe, U
9KCMepTOM coBeTa MO 3TMKe, 3a Cc4yeT OMKEeTHbIX aCCUrHOBaHUW, MNPedyCMOTPEHHbIX YMNONHOMOYEHHOMY
hbenepanbHOMy OpraHy MCMOMHUTENbHOW BNACTU, KOTOPLIM CO34aH COBET MO 3TuKe, B defepanbHOM GromxkeTe Ha
COOTBETCTBYIOLWMIA rog Ha obecneyeHne ero OesTenbHOCTW, B pasmepax, YCTaHOBIEHHbIX [1paBUTENbCTBOM
Poccuiickon ®epepauun.
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4. OKcnepTbl COBETA MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickoin
denepaumm.

5. CoctaB coBeTa Mo 3TUKe, MoOnoXeHue o6 3TOM coBeTe, MOPSAOK ero AesTensHOCTU, TpeGoBaHus K
KBanudukauum u onbiTy paboTbl MO 3KCMEPTHOW OLEHKEe Hay4HbIX, MEOMUMHCKUX W ITUYECKUX acreKToB
KMUHUYECKUX WCCIEeAOBaHWA NeKapCTBEHHbIX MpenapaTtoB AN MeAMLUMHCKOTO MPUMEHEHWs, NpeabsiBisieMble K
3KcrepTaM coBeTa Mo 3TUKe, NMOPSAOK OpraHM3aumMn 1 NpoBeAEeHNst STUYECKON 3KCMepTu3bl, dhopma 3aKnioyYeHus
coBeTa Mo 3TUKe yCTaHaBNMBAOTCA YMNONHOMOYEHHbIM dheaepanbHbiM OpraHOM WCMOMHUTENBHONW BRiacTu. Yucno
npeactaBuTenen MeOWUMHCKMX OpraHUsauvii He MOXET MpeBbllliaTb MOMOBMHY OT O6LLEro 4Yucria aKCrnepToB
coBeTa Mo 3TuKe.

6. MIHcbopMaums o cocTaBe coBeTa No aTUKe, NraHax ero paboTbl U TeKyLlen AeaTenbHOCTN pa3MeLLaeTcs
Ha odhmumanbHOM carTe YNoNHOMOYEHHOro hedeparnbHOro opraHa MCNONHUTENbHOW BNacTu B ceTn "MIHTepHeT" B
YCTaHOBMEHHOM MM MOpPSIAKE.

Cratba 40. [lpoBegeHue KIIMHMYECKOrO WUCCNeAoOBaHMUA JeKapCTBEHHOro npenapara Ansd
MeOULMHCKOro NpuMeHeHus

1. PykoBoauTenb MeOMUMHCKOW OpraHusauuu, KoTopas MpoBOAMT  KNMHWYECKOE UCCrnefoBaHue
NeKapCcTBEHHOro npenaparta ans MeAMUMHCKOro MPUMEHEHUs, HasHavaeT uccnegosaTensi, OTBETCTBEHHOMO 3a
npoBeAeHNe Takoro MCCneaoBaHus U umetowero neyvyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NPOBOSUMOMY
KMMHUYECKOMY MCCNeaoBaHWMI0 NEeKapCTBEHHOro npenaparta, Co CTaxem paboTbl MO MporpaMmam KIMHUYECKNX
nccnegoBaHWA NEKapCTBEHHbIX MpenapartoB He MeHee 4Y4emM Tpu roga M No ero NpeanoXeHulo HasHavaet
couccnegosaTenen U3 yncna Bpaden 3Ton MeAULMHCKON OpraHn3aunu.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. WccnepoBaTtenb ocyuiecTBndaeT Bbl60p nauneHToB, KOTOpblie NO MeAUUMHCKUM NOoKa3aHUAaM MOryT ObITb
npuenevyeHbl K Yy4aCcTuio B KIWHUYECKOM WUCCneaoBaHMM TIeKapCTBEHHOro npenaparta Aanda MeguumHCKoro
NpUMEeHeHNnA.

3. Wccnepoeatenb u couccriegoBatenn OOMKHbl OblTb O3HAKOMMEHbLI C pe3ynbTatamMn OOKINHNYECKOro
nccnenoBaHna nekapcTtBeHHOro cpencrtesa, cogepXxawnmMmmca B 6pomrope ncenenoBartend, NpPoOekToM MpoTOKoIa
KIMMMHNYEeCKOro uccnenoBaHnda InekapCTBeHHOro npenaparta and MeguumHCKOro npuMeHeHud, pa3pa6OTaHHblM
pa3pa60Tqvn<0M NekapCTBEeHHOro npenapara UM UHbIM HPpUONYECKUM NULIOM, NpUBJieKaeMbiM K opraHusauunum
npoeegeHna KIMHUYEeCKOro wuccneaoBaHuaA JekapCTBeHHOro npenaparta Aanda MeauuuHCKOro npuMeHeHud, u
Opyrummn matepuanamMmm Takoro nccnenoBaHua.

3.1. PykoBogutenb MeauLMHCKOW OpraHu3auum B CpOK, He MpeBblllaloWwmi Tpex pabounx AHen co AHS
Havyana npoBefeHNs KNMHUYECKOro UCCNEeaOBaHNUSA NeKapCTBEHHOrO npenapara Ans MeQULMHCKOTO NPUMEHEHNS,
coobuiaeT 06 3TOM B YNONMHOMOYEHHbIN heaepanbHbIi opraH UCMOMHUTENBbHOW BRAcTW, BblAaBLUUIA paspeLleHue
Ha npoBeeHue Takoro uccrneaoBaHus, No yCTaHOBNEHHON UM chopme.

(vacTb 3.1 BBegeHa depepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHvsauuu, OCYLLECTBASKOWMNE  OpraHM3aumio  MpPOBEAEHUS  KIMMHUMYECKOrO  UCCredoBaHUs
NeKapCTBEHHOro npenaparta Ans MeOULUHCKOTO NMPUMEHEHUs U yKa3aHHble B YacTu 3 ctatbu 38 HacTosLliero
depnepanbHOro 3akoHa, B criyyae HeoOXOAMMOCTU BHECEHUSI U3BMEHEHMWI B MPOTOKON KIMMHUYECKOro UCCreaoBaHus
NeKapCTBEHHOrO npenapata Ansg MeOULMHCKOrO NpUMEHEeHWst coobwalT 06 3TOM B YMOSTHOMOYEHHbIN
dbeaepanbHbI OpraH UCMOMHUTENbHOW BNacTu, BblAABLUMIA paspelleHne Ha NpoBedeHne Takoro MccreaoBaHus,
Nno yCTaHOBMEHHON UM dhopme.

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma coobLleHNs1 O BHECEHUN U3MEHEHU B NPOTOKON KIIMHUYECKOrO MCCreaoBaHWs nekapCTBEHHOMO
npenapaTa Ans MeguLMHCKOro NpMMEHeHNs OOIMKHA CoAepXaTh crefyoLlne cBeeHus:

1) HanmeHoBaHue, VI/J,eHTM(*)MKaLI,I/IOHHbIﬁ HOMEP N AaTa NpoToKona KIMMHN4YeCKOoro nccrnegoBaHns,;

2) [aTa BHECEHUS] UIBMEHEHUN B NPOTOKOJ KIMMHNYECKOIro nccriegoBaHunA;
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3) HanMeHOoBaHME N MECTO HaxOoXAEHNA 3aABUTENA;

4) HaumeHoBaHWe opraHu3auun, NpMBreYeHHON pa3paboTYMKOM NeKapCcTBEHHOro Npenaparta K opraHusaunm
NPOBEAEHUS KITMHUYECKOrO NCCneaoBaHns (Npyn Hanum4mm);

5) HanmeHoBaHUA N MeCTa HaxoXaeHuda MeauLunHCKUX opraHM3au,m7|, B KOTOPbIX NMpoOBOAUNTCA KIMMHU4YEeCKoe
nccnenosaHue;

6) AaTa BblAayn pa3pelleHna Ha npoBegeHne KInMHn4ecKoro nccrneaoBaHna n HoMep 3Toro paspeLleHnd;

7) N3MEHEHMUS, BHOCMMbIE B NMPOTOKOS KITMHUYECKOrO NCCEeA0BaHUS.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBbIaoLWmin Tpuauatn paboymx gHen co AHA NONyYeHNs yKa3aHHOro B YacTu 4 HacTosLen
cTaTby COOBLLEHMS, YNONMHOMOYEHHbIN heaeparnbHbIi OpraH WCMOMHUTENBHOW BNacTU paccMaTpuBaeT 3TO
cooOLleHne B YCTAHOBMEHHOM MM Mopsigke M MNPUHMMAaeT pelleHne O BHECEHUN W3MEHEHWM B MNPOTOKON
KNMUHUYECKOTO MCCneaoBaHnst NEKapCTBEHHOro npenapara Ansi MeguuMHCKOro NpuMeHeHus unm ob oTkase BO
BHECEHUM TaknX M3MeHEHUN. Mpn paccMOTPEHUN COOBLLEHNST O HEOOXOANMOCTN BHECEHNSI UBMEHEHWIA B MPOTOKOST
KNMUHUYECKOTO MCCrefoBaHNsl NeKapCTBEHHOrO npenapata Ans MeAUMUMHCKOro MPUMMEHEHMS1 B LEeNsiX OLEHKM
0DOOCHOBaHHOCTN MpeanaraemMbiXx WU3MEHEHWN U OonpeferieHns CTeneHu pucka ANs NauueHToB, NMPUHUMAOLLNX
yyactTve B KIMMHUYECKMX UCCNeaoBaHMsAX, YNONHOMOYEHHbIM defeparnbHbiM OpraHOM MCMOMHUTENbHOW BnacTu
MOTyT NPUBMEKaTbCA 3KCNEPThl COBETA MO 3TUKE.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. KnuHnyeckoe mccnegoBaHve nekapCcTBEHHOro npenapata Ans MeOULUHCKOrO NMPUMEHEHUS MOXET ObITb
NMPMOCTAHOBIIEHO WIM MpPEKpPaLLeHo, ecrnv B MNpoLecce ero npoBedeHus OBHapyXeHa OMacHOCTb AMst XU3HW,
3[0pOBbsi NaUMEHTOB. B crnyyae BO3HMKHOBEHWS OMACHOCTWU ANS XW3HW, 300POBbSA MaumMeHTa, y4yacTBYHOLLETO B
KNUHUYECKOM UCCMeAoBaHUN NEKapCTBEHHOrO npenapata Ans MeOULUHCKOro NPUMEHEeHus, uccnegoBaTtenu
0065s13aHbI NPOMHGOpMUpoBaTbL 06 3TOM PYKOBOAMTENS MEAMLMHCKON OpraHM3aumm u opraHusauuio, nonyvmeLLYIO
paspeLleHne ynonHOMOYEHHOro defeparnbHOro opraHa MCMOMHUTENBHON BNAcTU Ha OpraHusaumilo NpoBeaeHust
KNUHUYECKOTO WCCNEeAOBaHUSA NEeKapCTBEHHOro npenaparta. PeleHne O NpUOCTaHOBNEHUN KIMHUYECKOrO
nUccnegoBaHUs NeKapCTBEHHOro npenapata And MeOUUMHCKOrO MNPUMEHEHUs MPUHUMAKT  PYKOBOAUTENb
MELMLMHCKON opraHm3auumn n (Mnu) opraHusauusd, nonyymslLas paspeLleHne ynorHOMOYEeHHOro denepansHoro
opraHa WCMONHUTENbHOM BRAcTU Ha OpraHuM3auuilo NpoBedEeHMS KITMHWYECKOrO WCCMELOBaHUS JIEKAPCTBEHHOIO
npenapata Ans MeAWLMHCKOrO MPUMEHEHUS, peELUeHVMEe O MpeKpalleHMM TakKoro WCCneaoBaHust MpUHMMAaeT
YMNONTHOMOYEHHbIV dhedeparnbHbIi OpraH WCMONMHUTENBHOM BRacTM Ha OCHOBAHWMM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBOAMTENS  MEAWLUMHCKOW  OpraHvM3aummM WnuM  opraHvMsauusi, nonyyuBllas  paspelleHune
YNONTHOMOYEHHOro hefiepanbHOro opraHa MCMOSIHUTENbHOW BNAcTM Ha OpraHM3aunio NpoBefeHUst KIMHUYECKOTO
nccrnegoBaHuUst eKapcTBEHHOTO Npenapara A58 MeAULMHCKOro NPUMEHEHNS.

7. B cpok, He npeBbllawWUNn naTu pabounmx OHEW €O [HA 3aBepLUEeHUs, NPUOCTAHOBIEHUA WU
npekpalleHna KIMHUYEeCKOro uccrnefoBaHUsa JiekapCTBEHHOro npenapata And MeauuMHCKOro MNpUMEHEHUs,
coobuieHne o6 3TOM HampaBnseTcs oOpraHvM3aumsiMM, ykasaHHbIMM B 4actu 3 crtatbum 38 HacTosLiero
depfepanbHOro 3akoHa, B YNofIHOMOYEHHbIN dhefeparnbHbIii OpraH UCNONHUTENBHOW BRacTy MO YCTaHOBMEHHOW UM

dopme.

8. d>opma coobueHunst o 3aBepLeHnn, NpUocTaHoOBIEHN UMK NpPeKpaLleHNN KIMMHNYEeCKOro nccrneaoBaHunsa
JleKapCTBeHHOro npenaparta gna MmeanumnHCKoro npuMeHeHusa AoJfmkKHa coaepXaTtb:

1) MHopMaLUO 0 MEeAUUMHCKOW opraHv3aumMmM Unv MeguuMHCKUX OpraHv3auusix, NpoBOAMBLUMX AaHHOe
nccrnenoBaHue;

2) onucaHve AaHHOro UCCNeaoBaHus;

3) paHHble wuccnepoBatens (pamunus, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaeMasi AOJMKHOCTb,
cneumanbHOCTb, CTaX paboTbl NO MporpaMmMamM  KIMHUYECKUX WCCNefoBaHUA JfiekapCTBEHHbIX MNpenaparos,
nepeyveHb KNMHUYECKUX UCCNESOBaHWIA NIEKAPCTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpMHMMAn yvactue (nepuogsbl
yyacTusi) B Ka4ecTBe nccnegoBaTenst Unu conccrnegoBarens);
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(B peq. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT AaHHOIO MWCCrefoBaHWs (3aBepLueHne, NPUOCTAHOBMEHME WM MpeKpalleHne OaHHOro
NCCNedoBaHUs C yKasaHMEM MX MPUYMH U BINUSIHUS Ha OLEHKY €ro pes3ynbTaToB, OOLLY0 OLEHKY pucka wu
OXMAaeMon Mnonb3bl OT MPUMEHEHMSI UCCMEeAyeMOoro JfeKkapCTBEHHOro npenapaTa, a Takke npeanonaraemble
AanbHenwne OencTems).

8.1. MNpwn BbIABNEHUM hefepanbHbIM OPraHOM MCMNOMHUTENbHOM BRacTW, OCYLIECTBASIOWMM (OYHKUUK MO
KOHTPOIO M HaA30py B cdepe 30paBOOXPaHEHUS, HAPYLLIEHUI NpaBui Haanexallen KnMHUYECKOW NpakTuKK npwm
NpoBeaeHUN KINMHUYECKOTO WCCReNOBaHWSA FeKapCTBEHHOro npenapara, BNUAOWMX Ha MOAHOTY W (Mnu)
OOCTOBEPHOCTb AaHHOTO KIMHUYECKOro MCCeAoBaHuWs, YKasdaHHbIN dhedeparnbHbIi OpraH UCMOMHUTENBHOW BNAacTu
npuocTaHaBNMBaeT NpoBeAeHNe AaHHOMO KMMHUYECKOro UCCIegoBaHUs U BbIHOCUT MEAULMHCKOW OpraHnsaumu, B
KOTOPOW MNpOBOAWUTCS [OAHHOE KIMHUYEeCKoe uccnefoBaHue, npeanucaHne o6 yCTpaHEeHWW BbISIBIEHHbIX
HapyweHuin. Npu HeycTpaHEeHMUM MEeOVUUVHCKON OpraHv3auunen BbISIBMIEHHbIX HApyLEHWA B YCTaHOBIMEHHbIA B
npegnucaHun  CpoK  yKal3aHHbI  dedepanbHbIi OpraH WCMOMHUTENbHOW BRAacTu MPUHMMAaeT pelleHne o
npekpalleHMn npoBeAEHMS KIMHUYECKOrO WCCNedoBaHWUsA JIeKapCTBEHHOrO npenapata W HanpaBnsieT B
degepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW, OCYLWECTBASALWNMA (PyHKUMM MO BbiIpaboTke M peanu3aumm
rocy4apCTBEHHOW NONIMTUKA U HOPMATMBHO-MPaBOBOMY PErynMpoBaHuio B chepe 30paBOOXPaHEHMSs, 3aKroyeHne
O BbISIBNIEHUM MpU MNPOBEAEHUN [AaHHOIO KITMHUYECKOro WCCMeAOBaHWSa HapyleHMn MpaBun  Hagnexailen
KNUHUYECKON MPAKTUKN ONS NPUHATUA pelleHns 00 OTMEHe paspelleHnst Ha OpraHnsaumio NpoBeaeHUa OAaHHOro
KNUHUYECKOTO MCCrefoBaHnst C AaTbl MPUHATUS pEeLleHMst O MPUOCTAHOBMEHWM MNPOBEAEHMS KITMHUYECKOro
nccnenoBaHus NekapCTBEHHOro npenapara.

(yactb 8.1 B pea. ®PenepanbHoro 3akoHa oT 13.07.2015 N 241-$3)

9. YNOnHOMOYEHHbI deaepanbHbIl opraH UCMONHUTENBHOW BRacTu OnyonuMKOBbIBaeT M pasmMellaeT Ha
cBoeM odmuymnansHom cante B cetn "MHTepHeT" coobLueHre o 3aBepLleHn, MPUOCTAHOBNEHWUN UM NPeKpaLLeHnm
KMMHUYECKOrO WCCnefoBaHWs NEKapCTBEHHOro npenapata And  MeAUUMHCKOrO MPUMEHEHUS B CPOK, He
npeBblaoWmi N9TM paboynx AHEN Co AHSA ero Nony4YeHus, B yCTaHOBNEHHOM UM NOpPsKe.

10. YnonHoMoOuYeHHbIN beaepanbHbin OpraH UCMOMHUTENbHOW BiacTu OCYLECTBNSAET BedeHue peecTpa
nuccnegosarTernen, NPoBOAALWNX UM NPOBOAMBLUNX KMMHUYECKUE UCCeaoBaHUsA nekapcTBeHHbIX npenapaToB And
MeAMLMHCKOr0 NPUMEHEHUs, B COOTBETCTBUWU C YTBEPXOEHHbIMU UM npaBuiamu U pasmellaeT ero Ha CBOeM
oduymnansHom canTe B ceTu "VIHTepHeT" B YCTaHOBNEHHOM UM Mopsiake. YKasaHHbIN peecTp COAepXuT
NMHpopmMaumio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLWEeN cTaTbu.

11. OtyeT 0 pe3ynbTatax KIMHUYECKOro uccnenoBaHuUa nekapCTBEeHHOro npenaparta and mMeaunumHCKOro
NPpUMEHEHNA COCTaBIIAEeTCA opransau,MeVl, yKaSQHHOﬂ B yactn 3 ctatbu 38 HacTosLlero dJep,epaanoro 3aKOHa,
Ha OCHOBaHWW 3aKMOYEHUA MEAUNLMHCKMX OpI'aHVI3aLI,l/Il7I, npoBOAUBLLNX 3TO UcCcClregoBaHMe, U npeacrtaBliideTCA B
yI'IOJ'IHOMO‘-IeHHbIﬁ cbep,epaanblﬂ opraH WCMONHNTENbHON BNacTuW, BblOaBLUNIA paspelleHne Ha nposegeHmne 3Toro
nccnenoBaHuA, B CpPOK, He ﬂpeBbILLIaPOIJJ,VIIZ Tpex MecdueB CO OHA ero 3aBeplleHuA, NMPpUOCTaHOBIIEHUA WU
npekpawleHund, B nopdaake, yCtaHOBJ1I€EHHOM YNOJIHOMOYEHHbIM cbep,epaanblM opraHom NCMNONHNTENbHON BRacTu.

12. HapyweHune npaBun Hagnexawlen KNMHUYeCKon NpakTuku, danbcudurkaumsa pesynbTaToB KNMHUYECKOro
nccnenoBaHUsa NeKkapCcTBEHHOIO npenapara Ans MegULMHCKOro NpuMeHeHUst BNeKyT 3a cOO0M OTBETCTBEHHOCTb B
COOTBETCTBMU C 3akoHoAdaTenscTBOM Poccuiickon ®egepaumm.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

13. lpu npoBegeHUM KIMHUYECKOro WCCrnedoBaHUSA nekapCTBEHHOro npenapata Ans MeguuuHCKOro
npuMeHeHns gornyckaeTtcst 3abop y naumeHToB Guonornyeckux marepmanos (06pasibl 6G1MoNornyecknx XnaKocTen,
TKaHen, CEKpPEeTOB U NPOAYKTOB XU3HEeOEATENbHOCTU YernoBeka, (M3nonormyecknx 1 NaTtonormyeckux BbiaeneHumn,
Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHu3MoB, OWOMCWMWHBIA MaTepuan) gns ux usydyeHus B Poccuiickon
depepaumm u (Mnn) 3a npegenamun Poccuiickon ®epepauuu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Tlopsgok BBo3a B Poccuickyito depepaumio U BbiBO3a 3a npefdensl Poccunckon depepauuu
Guonorvdyeckux MaTepuarnoB, MOJNYYEHHbIX MPU MNPOBEAEHUM KIMHWUYECKOTO WCCNEeAoBaHNst NeKapCTBEHHOMO
npenapaTta 4ns MeguLMHCKOro NpMMeHeHus, yctaHaenmnaeTcs MNpaBsuTtenbctBom Poccuickon ®epepauun.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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[okymeHT npegoctasneH KoHcynbTaHTlnoc

CratbAa 41. ﬂOFOBOp O NpoBegeHUn KInnHn4eckoro nmccrnenoBaHuna nekapcrBeHHOro npenapara ans
MeAULUMNHCKOro npyumMmeHeHunsa

1. KnuHnyeckoe nccnegoBaHve NekapcTBEHHOro npenapara Ans MeauUUHCKOro NpYMeHeHUst NpoBoauTCS B
COOTBETCTBUM C [OrOBOPOM O MPOBEAEHUM KIUHUYECKOrO WCCreAoBaHUs NekapCTBEHHOro npenapaTta Aans
MEONLMHCKOrO NPUMEHEHWS, 3aKmoYaeMbiM Mexay opraHusauuvert, nonydmslleid paspelieHne ynonHOMOYEeHHOro
degepanbHOro opraHa WCMOMHUTENBHOW BrAcTM Ha opraHM3auuio NpoBedeHMsl TaKoro WccneaoBaHus, U
MeWULMHCKOW opraHuaalmeil, ocyLLecTBSALLIE NpoBedeHNe Takoro UccneaoBaHus.

2. lD,OI'OBOp O npoBeaeHunn KIMMHU4YEeCKOro mccriegoBaHuA JNnekapCTtBEeHHOro npenapara gnla mMmeanuunHCKoro
NnpUMEeHeHA OO0IMKEeH coaepXaTb:

1) yCrnoBu1s 1 CPOKU NPOBEAEHNSI LAHHOIO NCCreoBaHus;

2) onpeneneHve obwen cTonmocTu nporpaMmmMmbl  AaHHOro wuccnegoBaHnA C  yKa3aHunem CyMMbl,
npe,u,HasHaqarou.l,eMCﬂ Anga BbinnaT uccnepgoBartendam, comccriegoBatenam,

3) onpepeneHve ¢oOpMbl NpPeAcTaBneHus pesynbTaToB AAHHOMO WCCReAoBaHUA B YMOMHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTMW.

Ctatba 42. ®nHaHcoBoOe obecnevyeHue KNMHUYECKOro UuccriegoBaHUA NeKapCTBEHHOro npenapara
ANns MeAULIMHCKOro NpUMMeHeHus

duHaHcoBoe obecneveHne KIMHMYECKOro MccnenoBaHus NleKapCTBeHHOro npenaparta ana meauumHCKoro
NpUMeHeHNA OCyLLLEeCTBNAETCA 3a CHET:

1) cpeacTs pegepanscHoro BrogxkeTa;

2) cpencrte opransau,MVl, NoJTy4MBLUUX pa3pelleHne Ha opraHusauunto nposeaeHna gaHHoOro nccneanoBaHus,
B COOTBETCTBUM C yCIIOBUAMU OOroBopa O ero nposeneHun;

3) MHbIX He 3anpeLLeHHbIX 3akoHodaTenLcTBoM Poccuickon ®egepaumm NCTOYHMKOB.

Ctatba 43. lNpaBa nauneHTOB, y4aCTBYHLMX B KIMMHUYECKOM WUCCIEe[OBaHUN J€KapCTBEHHOro
npenaparta Ansa MeAULMUHCKOro NpuMeHeHus

1. Yyactne naumeHToB B KIMHMYECKOM WCCreaoBaHUK NekapCTBeHHOro npenaparta gnda meguuuHCKoro
NpUMeHeHNAa ABNAeTCA ﬂOGpOBOJ’IbeIM.

2. MauuneHT unu ero 3akoHHbIN NpeacTaBuTenb AOMKeH BbITb MHPOPMMPOBAH B MUCbMEHHOW (hOpME:

1) 0 nekapcTBEHHOM MpenapaTe Ans MeAULMHCKOro NPUMeHeHUs U CYLLHOCTU KITMHUYECKOrO UCCeaoBaHus
3TOro nekapcTBEHHOro NpenapaTa;

2) o 6e3onacHOCTU feKapCTBEHHOro npenapata Ans MeaULMHCKOrO MPUMEHEHUsl, ero oXuagaemon
3 EKTMBHOCTU M CTEMEHM pUCKa ANs NauneHTa;

3) 006 ycnoBudax y4dactuma nadueHta B KIMHUYEeCKOM UuccneaoBaHunM IneKapCTBeHHOro npenapara and
MeONUNHCKOro nNnpuMeHeHus;

4) O uenu nnu uenax n npoaoJnKUTENbHOCTU KINTMHNYECKOro UccrieqoBaHnAa NekapCTBeHHOro npenaparta ana
MeaANLIMHCKOIo NpuMeHeHuns;

5) O OEUCTBUAX NauMeHTa B cnyvyae HenpeasuaeHHbIX 3¢)d)eKTOB BIMMAHNA NeKapCTBEHHOro npenaparta gnsa
MeONUNHCKOro npuMeHeHna Ha COCToAHMEe ero 340p0oBbA,

6) 06 ycrnoBusix 0683aTeNbHOro CTpaxoBaHUs XU3HW, 340POBbs NALNEHTa;
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7) O rapaHTunax KOH(bVID,eHLI,VIaJ'IbHOCTVI y4qyacTtuna nauneHta B KIMHUYECKOM ucchnenoBaHMn nekapcTtBeHHOro
npenapara gna meanunHCKoro npuMeHeHua.

3. [HobpoBonbHoe cornacve nauMeHTa Ha yyacTue B KIMHUYECKOM WCCrneaoBaHWM NEKapCTBEHHOro
npenapaTta AnNst MEAULMHCKOrO MPUMEHEHUSI MOATBEpPXKAaeTcs ero NoAnuCbio UMM NoAMUChI0 ero 3aKOHHOro
npeactaBuUTenNs Ha MHPOPMALIMOHHOM FIUCTKE NauueHTa.

4. TlauMeHT unM ero 3aKOHHbIN npencrtaBuTesllb MMeeT MnpaBO OTKa3aTbCA OT y4aCTuA B KITMHUYECKOM
nccneanoBaHMM nekapcTtBeHHOro npenapara and MeaunuuHCKOro npumMeHeHuna Ha nobon craguun npoBeaeHnA
TaKoro nccrneagoBaHua.

5. MNpoBegeHne KNMHNYECKOrO NCCReAoBaHNS NIEKapCTBEHHOrO npenapara Ansi MeAUUMHCKOro NpUMeHeHNsI
C y4yacTueMm B kayecTBe MauMeHTOB AeTeln OoMNycKaeTcsl TONbKO C cornacusi B MMCbMEHHOM hopMe MX poguTenen,
ycbiHOBMTENEW. [leTM MOryT paccmaTpuBaTbCs B KayeCcTBe MOTEHUMarbHbIX MalLMeHTOB TaKoro UCCrnefoBaHus,
TONbKO €Cnn ero nposegeHne Heobxoanmo AN YKpPenneHus 340poBbs AeTer nn npounakTuku MHPEKLUNOHHbIX
3aboneBaHn B OETCKOM Bo3pacTe nmMbO ecnv uenbio Takoro uUccnefoBaHus sIBNSETCH MNOSNydYeHWe AaHHbIX O
Hannydwen JO3NPOBKE NEKAapCTBEHHOrO npenapara Ans nevyeHus geten. B aTux cnyyasax Takomy mccnegoBaHuio
OOIDKHO  MpeflecTBOBaTb  KIMHUYECKOE WCCMNEeAOBaHWE [EeKapCTBEHHOro npenapata  Ans  MeguuMHCKOro
NPUMEHEHNSA Ha COBEPLUEHHONETHUX rpaxaaHax, 3a UCKMIoYEeHNEM CryvyaeB, eCnu nccrneayemblin NekapCcTBEHHbIN
npenapatT Ans  MeOUUMHCKOTO  MPUMEHEHUs  NpedHasHa4yeH  UCKIHYUTENbHO AN UCMONb30BaHUS
HEeCOBEpPLUEHHONETHUMU FpaXKaaHaMMm.
(B pea. PepepanbHoro 3akoHa oT 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoBegeHne KInHM4eCcKoro nccrnengoBaHnAa nekapcrtBeHHoOro npenapara gnsda meanumnHCcKoro
npnmMmeHeHnda ¢ yd4actmem B KavyecTtee NnalmneHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcs 6e3 noneyeHnss pogurenen;

2) xeHWuH B nepuon GepeMEeHHOCTW, XEHLMH B Nepuop rPyAHOro BCKApMIMBAaHWA, 3a WCKIOYEHUEM
CryyaeB, eCnv NPOBOAMTCH KIUHMYECKOE MCCreaoBaHue NekapCTBEHHOro npenaparta, npefHasHayeHHoro ans
YKa3aHHbIX >KEHLLUMH, MpWU YCnoBuUM HEOOXOAUMOCTM MNOMydYeHUst MHpoOpMauun TONMbKO BO BPEMSI NPOBEAEHMS
COOTBETCTBYHOLLMX KIMUHUYECKUX WUCCMNEAOBAHWA U MPUHATMS BCEX HEOOXOAMMbIX MEpP MO WCKITHOYEHMIO pucKa
HaHeceHus Bpeda XeHLuHe B nepuos 6epeMeHHOCTU, XEHLMHE B NEPUO rpyAHOr0 BCKapMIIMBaHUs, Nnogy unm
pebeHKy;

3) BOEHHOCMYXaLlUuX, 3a UCKIIOYEHUEM Cly4aeB NPOBEAEHUS KIMHUYECKOro UCCNEeaOBaHUS NIeKapCTBEHHOTO
npenapaTa, cneuuanbHO pa3paboTaHHOro AN NPYMEHEHWUs B YCINOBUSAX BOEHHbIX OEWCTBUN, YpesBblYanHbIX
cuTyauun, NpoduNakTMKU M nedveHuss 3aboneBaHU M MOpaXeHWn, MONyYEeHHbIX B pesynbTate BO3O4eNCcTBuA
HebnaronpuATHbLIX XMMUYECKMX, Bronormyecknx, pagnaumoHHbix aktopoB. KnuHuyeckoe vccnegoBaHve Takoro
neKkapcTBEHHOro npernapaTta MOXeT NpoBOAUTLCA C y4YacTMEM B KavyecTBe MauMEeHTOB BOEHHOCNyXalimx, 3a
WCKMIOYEHMEM BOEHHOCHYXaLUMX, MPOXOASALMX BOEHHYyK crnyx0y no npusbiBy, ¢ cobniogeHnem TpebosaHun,
YCTaHOBMEHHbIX HacTosAwmm degepanbHbIM 3aKOHOM B OTHOLLEHUMW TPaXAaHCKMUX N,

4) COTPYAHUKOB NpaBOOXpPaHUTESIbHbIX OPraHOB;

5) nuu, oTGbIBaKOLWMX HakazaHWe B MecTax NulieHus cBoboabl, a Takke NiL, HaxoOsaLWmMXcs nog cTpaxen B
CrEeACTBEHHbIX U30MATOpPaXx.

7. ,ﬂOI'IyCKaeTCFI npoesegeHne KIMHNYeCcKoro nccrieagoBaHmna nekapCTBeHHOro npenaparta gna MmeanumuHCKoro
NpUMeHeHWsl, NpeaHa3Ha4YeHHoro AN fievyeHus nNcuxmyecknx 3aboneBaHuin, ¢ ydacTueM B KavyecTBe NauMeHTOB
oy C  nNcuMxXxm4ecKnmu 3360]'IeBaHVI9|MI/I, NPU3HAHHbIX Hep,eeCI'IOCOGHbIMI/I B nopAagke, YCTaHOBJIEHHOM
3akoHogaTtenbcTBoM Poccuinckon depepaumn. KnuHudeckoe mccnegoBaHvMe NeKkapCTBEHHOMO npenapaTta B 9TOM
cny4dae npoBoaguTCA Npu Hann4ymm cornacua B NMUCbMEHHOM q)opme 3aKOHHbIX I'Ipep,CTaBI/ITeJ'IeVI YKa3aHHbIX nnu,.

Crtatbs 44. O6Gs3aTenbHOe CTpaxoBaHWUe XXU3HU, 300POBbS NaLMeHTa, y4acTBYHOLWEro B KIIMHUYECKOM
MccnegoBaHUMM NeKapCcTBEHHOro Npenapara aons MeguUMHCKOro NnpuMeHeHus
(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)
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1. OpFaHI/I3aLLI/IF|, nony4ymBLlaa paspelweHme Ha opraHmsauunio nposeaeHuna KInnMHUYeCcKoro umccrenoBaHuAa
NNIeKapCTBEHHOro npenaparta gna mMeguumHCKOro npuMeHeHuA, obdA3aHa B KadecTBe CTpaxoBaTena CTpaxoBaTb
PUCK NpUYNHEHUA Bpena XM3HU, 300POBbO MauMeHTa B pe3ynbTaTte npoBefeHUA KIMHUYeCKOoro uccnenoBaHuA
NleKkapCTBeHHOro npenaparta Aand MeauunHCKOro rnpuMeHeHua 3a CcBOM cueT nyTemMm 3akni4veHuna [Oorosopa
obsizaTenbHoOro CTpaxoBaHus.

2. ObbekTOoM 00siI3aTENBHOIO CTpaxoBaHUA ABIAETCA VIMyLU,eCTBeHHbIVI MHTEPEC nauneHTa, CBSI3aHHbIN C
npuynHeHnemMm Bpega ero XusHu wunm 300pOBbk0 B pesynbTate npoBeaeHua KIMHUYEeCKOro wuccnenoBaHuA
JleKapCTBEHHOro npenaparta ana MeguumnHCKOro npuMeHeHu4A.

3. CTtpaxoBbiM criyyaem Mo [OroBopy 00si3aTenbHOro CTpaxoBaHWs SIBMSIETCS CMepPTb NauMeHTa wnu
yXydleHne ero 3[40poBbsi, B TOM 4uCre Brekyliee 3a COOOW YCTaAHOBMEHWE WHBanNUAHOCTW, MPU HanMymm
MPUYMHHO-CNEACTBEHHOW CBS3W MEXAY HaACTYNNeHMEM 3TOro cobbiTMS M yyacTMeM NauMeHTa B KIUMHWUYECKOM
nccnegoBaHMM NeEKApCTBEHHOTO Npenapara.

4, Tpe6OBaHM9| O BOo3MeuWleHnn Bpeda, NpU4YNHEHHOro Xn3Hn min 300pOoBbIH0 NauneHTa, npeabABnAOTCA B
Te4YyeHne CpoKoB WCKOBOW 0aBHOCTU, YCTaHOBJIE€HHbIX rpaXgaHCKMM 3aKOHO4aTEeTbCTBOM.

5. Paamep cTpaxoBoW Bbinnathl N0 JOroBOPY 06513aTENBHOrO CTpaxOBaHUSA COCTaBNSAET:

1) B CJiydae CMepTun nauumeHta nABa MUIIJIMOHa py6nel7| Ha Kaxgoro nauueHTta, y4dacTBOBaBLUEro B
KINMMHNYEeCKOM uUccnengoBaHUn nekapCTtBeHHOro npenapara;

2) npu yxygLeHun 340poBbs NauneHTa:

a) NnoBrieKLWweM 3a cobon yCTaHoBJ1eHne MHBanngHoCTn I rpynnbl, ognH MUIITIMOH NATBLCOT TbhICAY py6nel7| Ha
KaXXgoro nauueHTa, ydactBoBaBLUEero B KIMMHU4YECKOM UccrenoBaHNM NekapCTBEHHOro npenaparta,

0) noBnekweMm 3a cobor ycTaHoBRneHWe uHBanuaHocTw Il rpynnbl, oAMH MUANMOH pybnen Ha Kaxgoro
nauueHTa, y4acTBOBaBLUEro B KITMHUYECKOM UCCNeaoBaHUM fiekapCTBEHHOrO nNpenapara;

B) MOBNeEKWeM 3a cobon ycTaHoBneHve mHBanugHocTtu Il rpynnbl, NATLCOT ThbiCAY pPyOnen Ha Kaxaoro
naumeHTa, y4aCcTBOBaBLUErO B KITMHNYECKOM MCCeaoBaHMN NeKapCTBEHHOro npenapaTa;

r) He NoBrekLwemM 3a cobon yCTaHOBMEHUSA MHBANNOHOCTU, He Bonee Yem TpucTa ThiCAY pybnen Ha Kaxxaoro
naumeHTa, y4acTBOBABLUErO B KIIMHWYECKOM UCCREeNOBaHUN NeKapCTBEHHOMO npenapara, ncxogs M3 HopMaTUBOB,
OTpaxalLnx XapakTep W CTeneHb MOBPEXOEHUS 300POBbs, a Takke (aKTUYECKM MOHECEHHbIX MNauUEHTOM
pacxodoB, Bbl3BaHHbIX MOBPEXAEHUEM 300POBbs, HA MEOULUMHCKYD MOMOLLb, NPUOBpEeTEHNE NEeKapCTBEHHbIX
npenaparTos.

(nn. "r" B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. CpOK goroesopa ob6s13aTenbHOro CTpaxoBaHUda He MOXeT OblTb MeHee, u4em CpPOK npoBegeHund
KIMNMHNYEeCKOro nccrneanoBaHua nekapCTtBeHHOro npenapara.

8. YcnoBusa goroBopa ob6s13aTenbHOro CTpaxoBaHUs, B TOM 4YuCre CTpaxoBble Tapudbl MO 06A3aTensHOMY
CTpaxoBaHWUO, nNepeyYeHb HeO6XO,EI,I/IMbIX OOKYMEHTOB O5nA OcCyLeCTBlieHnA CTanOBOVI BbiNnaTbl, NOpPAAOK
YCTaHOBMEHNsi  CTpaxoBaTefneM  MHOMBUAOYanbHOTO  MAEHTUMUKAUMOHHONO  koga  MauueHTa,  MOPSAOK
MHAOPMUPOBAHNA  CTpaxoBaTenem CTpaxoBLUMKA O TMPUBMIEYEHHbIX K  KIMHUYECKOMY  WUCCNEeLOBaHWIo
neKapcTBEHHOro npenapaTa Ans MeQUUMHCKOro NMpUMEHeHWs nauuveHTax, MOopsiAoK ynnaTbl CTPaxoBOW npemMuu,
NOPSIAOK peanusauny onpegerieHHbix HacToAwmM PegepanbHbiM 3aKOHOM U ApyruMn cheaepanbHbIMY 3akoHaMm
npaB M 0683aHHOCTEN CTOPOH MO AOroBOpYy 00S3aTenbHOro CTPaxoBaHWs, a Takke HOPMaTuBbl, OTpaxaroliue
Xapaktep W CcTeneHb noBpexaeHna 300p0BbdA, YCTaHaBIMBAKOTCA TUMOBbLIMU nNpaBuninamm obszaTenbHoro
CTpaxoBaHu4.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyydyae npuynHeHnUa Bpeda XWU3HU nauueHTa, ydacTBoBaBLUEro B KIMMHUYECKOM uUCcriegoBaHUN
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NekapCTBEHHOrO npenapara, BbirofgonpuobpeTaTensmy no LOroBopy 00si3aTeNbHOro CTpaxoBaHMs SBMSOTCS
rpaxkgaHe, MMetoLLMe NpaBo Ha BO3MELLEHME BPeLa B Crly4ae CMepPTU KOPMUIbLA B COOTBETCTBUM C FPaXKaaHCKUM
3aKoHOOATENbCTBOM, MPW OTCYTCTBMM TaKMX rpaxgaH - poAaWTenu, cynpyr, OeTu YyMmepLuero nauueHTa,
y4acTBOBaBLUEINO B KIMHUYECKOM WCCreoBaHUM NEKapCTBEHHOrO npenaparta, B Cry4yae CMepTu MauueHTa,
y4aCTBOBABLUENO B KIIMHUYECKOM UCCNEAOBaHWM NEKapCTBEHHOIO npenapaTa U He UMEBLLETO CaMOCTOSITENIbHOIO
aoxopa, - rpaxaaHe, Ha WXKANBEHUN KOTOPbIX OH HAXOAWMCS, B OTHOLLEHUM BO3MELLIEHNS pacxoaoB Ha norpebeHne
naumneHTa, y4acTBOBaBLLENO B KIMHNUYECKOM MCCREAOBaHUM NIEKAPCTBEHHOrO NpenapaTa, - n1uo, NoOHecLlee Takue
pacxofpl.

10. CtpaxoBas BbiNfaTa B CYET BO3MELLEHUS Bpeaa, NMPUYMHEHHOTO XXM3HM NauWeHTa, y4acTBOBaBLUEIO B
KNMHUYECKOM WCCNEeAOBaHMM NEKapCTBEHHOIO npenaparta, pacnpefensieTcs Mexay BbirogonpuobpetaTtensmu
NPOMNOPLMOHANbHO UX KONMYECTBY B paBHbIX 4OMSX.

11. lMpn HacTynneHum CTpPaxoBOro crnyvast naumMeHT, Y4acTBOBaBLUMMA B KIWHUYECKOM MCCNeaoBaHuu
NlekapCTBEHHOro npenapaTa, BblrogonpuobpeTatenb BNpaBe MNpPeabsBUTb HEMOCPEACTBEHHO CTPaXOBLUUKY
TpeboBaHMe O BO3MELLEHMM NPUYMHEHHOro Bpeda. CTpaxoBasi BbinnaTa OCYLECTBSIETCS CTPaxOBLUMKOM B
TeyeHne Tpuauatu OHEW CO OHA npeAacTaBreHuMs HeobOXoauMMbIX AOKYMeHTOB. [laumeHT, yyacTBOBaBLUMA B
KNMHUYECKOM UCCReLOBaHUM NeKapCTBEHHOro npenaparta, wunuM Bbirogonpuobpertatens 00683aH  coobWwnTb
CTPaxOBLUMKY AMsi OCYLLECTBIIEHUA CTPaAxXOBOW BbIiMfaTbl UHANBMAYANBHbIN MOAEHTUUKALMOHHBIA KO nauuneHTa,
YCTaHOBMEHHbIN CTpaxoBaTenemMm B COOTBETCTBMM C TUMOBbIMU NpaBunamMmm 06sa3aTenbHOro CTpaxoBaHus.

12. Jo nonHoro onpegeneHus pasmepa noafiexallero BO3MELLEeHNo Bpeaa CTPaxoBLUMK MO 3asiBIIEHUIO
nauveHTa, y4yacTBOBaBLUEro B KIMHWYECKOM WCCMeAOoBaHWM IeKapCTBEHHOrO npenapaTa, WnuM 3asiBNeHuio
BbirogonpuobpeTaTtens BrpaBe OCYLIECTBUTb YacTb CTPaxOBOW BbINMaTbl, COOTBETCTBYIOLLYD aKTU4ECcKu
onpeneneHHon YacTu NPpUYNHEHHOTO Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUM C OOrOBOPOM 00A3aTENbHOrO0 CTpPaxoBaHWs OCyLecTBMseTCH
He3aBMCKMMO OT BbIMfaT, NPUYNUTAIOLLMXCS NO APYrMM BuOaM CTPaxoBaHUs.

14. He ponyckaeTcs ydyacTve nauuMeHTa B NPOBEAEHUM KIMHWUYECKOTrO WUCCRefoBaHUsi NeKkapCTBEHHOMO
npenapaTa npu OTCYTCTBUM AoroBopa 06s3aTenbHOro CTpaxoBaHus.

15. KOHTpOmnb 3a UCMOMHEHWEM OpraHusauuen, MonyyMBlLLIEN paspelleHne Ha OpraHu3aumio npoBefeHus
KMMHUYECKOro UCCnefoBaHUa fekapCTBEHHOro rnpenapaTta Ans MeguumHCKOro MNpUMEHEHUs, YCTaHOBITEHHON
HacTosILLeNn cTaTbeln 06A3aHHOCTN Mo 0bs3aTeNnbHOMY CTPaxXOBaHMIO >XW3HWU, 340POBbSA MauMeHTa, y4acTBYHOLLEro
(yyacTBOBaBLIEro) B KIMHWYECKOM  WUCCMNENOBaHMM  NIEKapCTBEHHOro  npenapaTa,  OCYLeCTBseTcs
YNONHOMOYEHHbIM defeparnbHbIM OpraHoM WUCMOMHUTENBHOW BriacTu, BblAABLUMM paspelleHve Ha npoBefeHue
KIMMHUYECKNX NCcCneaoBaHnii NekapCTBEHHbIX NMpenapaTos AN MeAULMHCKOro NPUMEHEHUS.

naea 8. NTIPOU3BOOCTBO U MAPKUPOBKA NEKAPCTBEHHbBIX CPEACTB
CtaTtbs 45. [lpon3BoACTBO NEeKapCTBEHHbIX CPeacTB

1. Mpon3BoACTBO NEKAPCTBEHHbBIX CPEACTB OOIMKHO COOTBETCTBOBAThL TPEOOBaHWAM MpaBuil Hagnexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXOEHHBIM YMOMHOMOYEHHBIM defepanbHbiM  OpraHoOM  UCMONHUTENbHOM
Bnactu. OcobeHHOCTU nepexoda MNpPOM3BOACTBA OTAENbHbLIX NEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMUM NpaBuil  Haanexalwleh nPOM3BOACTBEHHOM MNPaKTUKW  YCTaHaBnuMBalOTCS
MpaButenbctBomM Poccuiickon ®egepauunun. Bolgada 3akntio4eHnin 0 COOTBETCTBUMN NPON3BOAUTENS NIEKAPCTBEHHbIX
cpenctB TpeboBaHWAM NpaBun Haanexallenh NpOVM3BOACTBEHHOW MPAaKTMKM OCYLLECTBASIETCA MO pes3ynbTatam
WHCNEKTMPOBAHMUA MNpouU3BoaMTENEN NeKapCTBEHHbIX CPeacTB B MNopsiake, YcTaHoBNEeHHOM [lpaBuTenbCcTBOM
Poccuiickon ®epgepaumn. Pasmep nnatbl 3a BblAavy 3aKiO4eHst 0 COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHBIX
CPeAcTB TpeboBaHWSAM MNpaBui Haanexallen npov3BOACTBEHHOM MPaKTUKM ycTaHaBnvBaeTcs [paBuTenbLCTBOM
Poccuickon ®epepaumn. [lopsgok  opraHu3aumMm M NPOBeAEHWS  MHCMEKTMPOBaHWS  Npou3BoauTenen
NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MpaBun Hagnexawen NpPOu3BOACTBEHHOW MPaKTUKU
ycTaHaBnmBaeTcs lNMpaButenscteom Poccunckon ®epepaumn.

(B pea. PegepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. np0M3BO,CI,CTBO JIeKapCTBEHHbIX CpeacTB B Poccuiickonm Cbep,epau,wm ocyulecTBrideTCcAa nponssognTenamMmm
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

NeKapCTBEHHbIX CPEACTB, UMEHLUMM NULEH3MNI0 Ha MPOM3BOACTBO NEKapCTBEHHbLIX cpedcTB. [loaTBepxaeHue
COOTBETCTBMSA MMLUeEH3MaTa npaBuiaM Hagnexalien npou3BOACTBEHHOW MPaKTUKM OCYLLECTBNSAETCA B pamKax
MNMLIEH3MOHHOTO KOHTPOMsi B COOTBETCTBMM C 3akoHodatenbcTBoM Poccuiickon depepauum € ydyeTom
0COBEHHOCTEN, YKa3aHHbIX B YacTh 1 HACTOSILLEN CTaTbW.

(B peq. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBNSETCSA ¢ cobntogeHneM TpeboBaHUn NPOMbILLFIEHHOIO
pernameHTa, KOTOPbIN YTBEPXAAETCA pyKoBoAMTENEeM MNpPOU3BOAMTENS NEKapCTBEHHbIX CPEeACTB U BKMOYaeT B
cebsi nepeyeHb UCMNONb3yeMblx apmaueBTUYECKMX CYOCTaHUMN M BCMOMOraTerbHbIX BELWeCTB C yKazaHueM
KOnmnyecTBa Kaxgoro u3 HuX, AaHHble 06 ncnone3yemMom obopyaoBaHum, onucaHmne TEXHONOrMYecKoro npoiecca u
METOA0B KOHTPOSA Ha BCEX 3Tanax NpoOM3BOACTBA JIeKapCTBEHHbIX CPeacTB.

4. T[lpu npou3BOACTBE IEKAPCTBEHHbIX CPEACTB WCMONb3YyTCA apmaueBTMdeckne cybcTtaHumum,
BK/OYEHHblE B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeAacTB, 3a WCKIYeHvem apmaueBTnyeckux
cybGCTaHUUA, NPOM3BOAMMBIX ONS MNPOBEAEHMS KIMHUYECKMX WccrnegoBaHun v ansa akcrnopTta. K nmpoueccy
Npon3BOACTBaA (hapMaLeBTMYeCcKoW cybcTaHuMM OTHOCATCA ntobble CTagMm TEXHONOrM4yeckoro npouecca,
NO3BONSAIOLWME MOMYYMTb FOTOBLIA NPOAYKT, COOTBETCTBYHOWMIA TpeboBaHuAM dapmMakonenHon cTaTbl, B TOM
yncne pepmeHTauus, SKCTPaKLus, O4NCTKa, BblAeneHne, NnepekpucTannm3auns, BolCylUMBaHue, U3Mmernb4yeHue.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. TlepeyeHb neKkapCTBEHHbIX MpenapaTtoB ANA MEAWLUMHCKOrO MNPUMEHEHWs, B OTHOLUEHWUM KOTOPbIX
yCcTaHaBnuBaioTcs TpeboBaHMA K 00bemy Tapbl, YMNakoBKE M KOMMMEKTHOCTM, MNepeyveHb feKapCTBEeHHbIX
npenapaToB AfA BETEPUHAPHOTO NPYMEHEHUsi, B OTHOLLEHUW KOTOPbIX yCTaHaBnMBaloTcs TpeboBaHua K obbemy
Tapbl, a Takke TpeboBaHus K oObeMy Tapbl, ynakoBKE W KOMMMEKTHOCTM feKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOrO MNPUMEHEeHWs, TpeboBaHuA K OBbemy Tapbl MEeKapCTBEHHbIX MpenapaTtoB AN BeTepPUHapHOro
NPMMEHEeHWs onpeaenstoTcs COOTBETCTBYIOLLUMMM YNONTHOMOYEHHbIMK begepanbHbIMY OpraHaMm UCNIONHUTENBHOW
BMacTu B Nopsiake, ycraHoBrneHHoM [NpaBuTtensctBom Poccuiickon degepaumu.

(vacTb 4.1 B peq. PenepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHusaumm, OCyLeCcTBNSALWME NMPOM3BOACTBO (hapMaLeBTMYECKOW CyOCTaHUMM cnupta STUMOBOTO
(aTaHona) ons nNpov3BOACTBa CNUPTOCOOEPXKALLUX NEKAPCTBEHHbIX NMpenapaToB, 00683aHbl OCYLLECTBNATL YYET U
JeKkrnapvpoBaHue B nopsiake, ycTaHOBNEHHOM cTtatbsMu 8 n 14 ®epgepanbHoro 3akoHa ot 22 Hosi6psa 1995 ropga N
171-®3 "O rocygapCTBEHHOM pPErynvpoBaHMM MNpPOU3BOACTBA M 0OOpOTa 3TUMOBOrO CAMpTa, anKOrofibHOW U
cnupTocoaepxalien npogykumm n o6 orpaHmdyeHun notTpedbneHus (pacnmuTust) ankoronbHOW NPoayKLmn'”.

(yacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-93)

4.3. WHomeupyanbHble npegnpuHAMaTenn U lOpUOUYECKME NUua, OCYLLECTBASKOLWME 3aKynky W
ucnonb3oBaHve dapmaueBTuyeckon cybcTaHuMM chnvpTta 3TUNOBOrO (3TaHona), a Takke MpOU3BOACTBO,
n3roToBreHne u (unu) o6opoT (3a MCKIKYEHMEM PO3HMYHOW NpoAaXxu) CNUPTOCOAEPXKALLUMX JeKapCTBEHHbIX
npenapaToB, 0053aHbl OCYLLECTBNATb UX YYET U OEeKrapupoBaHue B MOpsAdKe, YCTAaHOBMEHHOM cTaTtbamun 8 u 14
depnepanbHoro 3akoHa oT 22 HoAbpsa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHUy Npou3BOACTBA U
obopoTa 3TUMOBOro CMNMpTa, ankoroflbHOW WM cnypTocodepXallen npoaykumm n o6 orpaHuveHun notpebneHus
(pacnuTursa) ankoronbHOM NPoAYKUUN".

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

5. 3anpellaeTca Nnpon3BOACTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMIOYEHHbIX B rOCYAAPCTBEHHbIA PEEecTp MNeKapCTBEHHbIX CpencTs, 3a
MCKIKYeHneM JeKapCTBeHHbIX CpeacTB, NpouM3BOAUMMBbIX ANA npoBeaeHUA KIUMHU4YeCKuX I/ICCJ'Ieﬂ,OBaHVIIZ n aonda
aKcnopTa;

2) hanbCMPULNPOBAHHBIX NEKapCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX CpeacTB 6e3 NMUEeH3UM Ha NPOU3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPEACTB C HapyLUeHWeMm MnpaBuril OpraHuM3auMu MpPoM3BOACTBA WM KOHTPOMS KavecTea
NeKapCTBEHHBIX CPEACTB;
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

5) dpapmaueBTUYeckor cybGCTaHUMM chivMpTa STUMIOBOMO (3TaHoNa) Ha TEXHOMorM4yeckom obopyaoBaHWK,
KOTOpOE He 3apermcTpMpoBaHO MM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C PeaeparnbHbiM 3aKOHOM OT 22 HOSA6pS
1995 rompa N 171-®3 "O rocygapCTBEHHOM perynupoBaHMM Npou3BoAcTBa M 0BopoTa 3TUNOBOrO CNUPTa,
ankoronbHOM W cnupTocoAepXallen npoaykuunm u ob orpaHudeHun notpebneHnsa (pacnutus) ankororibHOu
npoaykumn”.

(n. 5 BBegeH PepeparnbHbiM 3akoHOM OT 29.07.2017 N 278-93)

6. lNpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpagaHCKMM OBOPOT YMOSIHOMOYEHHOE NULO MPOM3BOAUTENS
NeKkapCcTBEHHbIX CPEACTB OCYLLECTBMSeT MNOATBEPXAEeHNEe COOTBETCTBUS NeKapCTBEHHbIX CPeacTB TpeboBaHUsAM,
YCTAHOBMEHHbIM MNPU WX FOCYAAPCTBEHHOW perncTpaumm, K rapaHTupyeT, 4YTO IeKapCTBEHHble CpeacTBa
Npoun3BeaeHbl B COOTBETCTBMM C TpeOOBaHUAMM NpaBuil Hagnexallen npon3BogCcTBEHHON NPaKTUKM.

(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YNOMHOMOYEHHbIM JIMUOM MPOU3BOAUTENS JNEKAPCTBEHHbIX CPeAcTB SABMseTcs ero  paboTHUK,
aTTeCTOBaHHbIN B YCTAHOBNEHHOM YNOIHOMOYEHHbIM defeparbHbiM OPraHOM UCMONHUTENBHON BRAcTy Nopsigke u
MMerLWmnin cTtax paboTbl He MeHee 4YeM NATb feT B obracTy Npou3BOACTBA M (MNM) KOHTPONS KayecTsa
neKapCTBEHHbIX CPeACTB, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO MO OOHOW M3 crneuuanbHocTen u (Mnv) ogHoOMY
13 HanpaBneHUn NoAroToBKkKU: BMonorus, BUOTEXHONOINS, BETEPUHAPUS, KITMHNYECKas MeauumHa, pagnaunoHHas,
XMMuyeckas n buonornyeckas sawmra, dapmauus, dyHAaMeHTanbHas MeguumHa, XMMUYeckas TexXHOMorus,
XUMUS.

(4acTb 7 B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. MNponsBognTenn nekapcTBeHHbIX CpeacTB (3a UCKMNoYeHneM dapmMaueBTudeckon cybcTaHuumn cnupTa
3TMNOBOro (3TaHONa) MOryT OCYLWeCTBAATb MNPOAaXy feKapCTBEHHbIX CPeAcTB WM nepegaBaTb WX B
yCTaHOBMEHHOM 3akoHoAaTenscTBOM Poccuiickon degepaumm nopsgke:

(B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApYrMM NpoM3BOANTENSIM NEKAPCTBEHHBIX CPEACTB A1 NPOM3BOACTBA NIeKapCTBEHHbIX CPEACTB;
2) opraHu3aLusiMm ONTOBOW TOProBnu NekapCcTBEHHbIMU CPEACTBaMY;

3) anTe4vyHbIM opraHusaumam, BeTepPUHaPHbIM anTe4yHbIM opraHn3aumam, mHaneuayarnbHbIM
npegnpuHnmartenamMm, uMewwnum JnuueH3nK Ha q)apmau,eBTquCKyro neAaTernbHoOCTb U - NMUUEeH3nto  Ha
MEONUUNHCKYH 0eATeNIbHOCTb;

4) Hay4HO-MCCneaoBaTENbCKAM OpraHU3aUusM Ans Hay4HO-UCCneaoBaTeNbCKoW paboTel;
5) MeaMLMHCKUM OpraHu3auusiM U BeTeprHapHbIM OpraHm3aLumsm;
6) opraHM3aumsaM, OCyLLECTBMAIOLWNM pa3BeeHne, BbipallMBaHUe N COOEPXKAHMNE XKNBOTHBIX.

9. Mpowussogutenu dapmaleBTUYECKON CyOCTaHUUM cnupTa STUNOBOro (3TaHona) ob6sA3aHbl OCYLLECTBNASATL
peanusaumio  (Nnepegadvyy B YCTAHOBMEHHOM  3akoHogaTenbcTBoM  Poccuiickon  depepauumn  nopsigke)
hapmaueBTMYECKON CYOCTaHUUKM cnvpTa 3TUMOBOro (3TaHona) NpouM3BOAMTENSAM NEKapCTBEHHbIX CPeacTB Ans
NpoM3BOACTBA NNIEKAPCTBEHHbIX CPEACTB B EMKOCTAX 00beMoM He 6onee 1 nuTtpa u (unu) He meHee 1000 nuTpos., a
opraHm3aumaM, yKkazaHHbIM B MyHKTax 2 - 6 4yactu 8 HacTosLen ctatbn, B Tape o6bemom He Gonee 1 nuTpa.
(vacTb 9 BBegeHa defepanbHbIM 3akoHOM oT 29.07.2017 N 278-03)

Crtatbs 46. MapkupoBKa nekapcTBEHHbIX CPeACcTB

1. IlekapcTBeHHblEe NpenapaTbl, 3a UCKIMIOYEHMEM JNeKapCTBEHHbIX NPenapaToB, U3rOTOBMEHHbLIX anTeYHbIMU
opraHusauusMu, BeTepUHapHbIMU anTeYHbIMW  OpraHuM3auusiMu, WHAMBUAYaANbHLIMU  NPeanpUHUMAaTENsMu,
UMELNMN NULIEH3NIO Ha bapMaLEBTUYECKYO AeATeNbHOCTb, JOMKHBI MOCTynaTh B 06palleHue, ecnu:

1) Ha UX NEPBUYHOW YNaKOBKE (3@ MWCKIMOYEHWEM MNEPBUYHON YMAKOBKU NEKAPCTBEHHbLIX PacTUTENbHbIX
npenapatoB) XOpOLIO YMTaeMbIM LPUDPTOM Ha PYCCKOM $3blke YyKa3aHbl HaUMeEHOBaHWE eKapCTBEHHOrO
npenapata (MeXayHapoaHoe HenaTeHTOBaHHOE, WNW  FPYNNMPOBOYHOE, WMU  XMMUYECKOE, WM  TOproBoe
HauMeHOBaHMWE), HOMep cepun, AaTta Bbirycka (4N UMMYHOBUONOrMYECKNX NEKAapCTBEHHLIX NMpenapaToB), CPOK
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

rogHOCTH, 403UPOBKA UMW KOHLEHTpaLUMs, 00beM, aKTUBHOCTb B eAMHULAaX AEACTBUS UNU KONMYECTBO J03;
(B peq. ®PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha nx BTOPUYHON (MOTPEBUTENBCKOW) YNakoBKE XOPOLLO YMTaeMbiM LIPUATOM Ha PYCCKOM A3bIKE yKa3aHbl
HaumeHOBaHVWEe NeKapCTBEHHOro npenapata (MexgyHapodHOoe HenaTeHTOBaHHOe, WM rPYNnMpOBOYHOE, UMK
XMMUYECKOe M TOProBO€ HavVMEHOBaHWs), HaMMeHOBaHWe NPOM3BOAWTENS NEeKapCTBEHHOro npenapara, Homep
cepvu, daTa BblNycka (4NS MMMYHOBMOMOrMYECKUX NEKapCTBEHHbIX MpenapaToB), HOMEpP PerucTpaunoHHOro
YAOCTOBEPEHUsi, CPOK TOAHOCTU, CNocod MpUMEHeHUs, O03MPOBKa WM KOHUEHTpauusi, obbem, akTUBHOCTb B
eouHMuax AenucTBus nMbo KOMMYeCcTBO [03 B YNakoBKe, fekapcTBeHHas ¢opma, YCroBus OTMyCKa, YCroBus
XpaHeHus, npegynpeavTenbHble HaanmcK.

(B peq. ®PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYeckne cybcTaHuMM OOMKHbI NOCTynaTh B oOpalleHne, ecnu Ha uX MNepBUYHOMN YMakoBKe
XOpOLLIO YMTaeMbiM LWPUATOM Ha PYCCKOM $3blKe YyKasdaHbl HaumeHoBaHue hapmaueBTUYecKon cybcTtaHuum
(MexgyHapoOHOe HenaTeHTOBaHHOE, WM TPYNMMPOBOYHOE, WNW XUMWYECKOE W TOProBOE HaMMEHOBaHUS),
HaMMeHOBaHWe npoun3BoauTensa apmaueBTU4eCKon cybcTaHuMM, HOMep cepun W  Jata  U3roTOBMEHUS,
KONMMYeCTBO B YNaKOBKE U eOUHULbI UBMEPEHMS KONNYECTBa, CPOK FOAHOCTU U YCIOBUSI XPaHEHUS.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. neKapCTBeHHble cpeactBa B KaydeCTBe CbIBOPOTOK AOOJDKHbI MOCTynaTb B o6pau.|,eH|/|e C YKasaHunem
XMBOTHOrO, N3 KPOBMW, NJj1a3Mbl KpOBU, OPraHoOB U TKaHemn KOTOPOro OHU MOJTy4EHbI.

4. Ha BTOpWYHYO (NOTPeOUTENbCKYI) YyNakoBKy NeKapCTBEHHbLIX CPEACTB, MOJYYEHHbIX U3 KPOBW, MiasMbl
KpOBW, OPraHoOB U TKaHEN YenoBeka, 4OMKHa HaHOCUTbCA Haanuek: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBEepxXHOCTHLIN aHTUreH BUpyca renatnta B oTtcyTcTByOT".

5. Ha nepBu4Hyl0 ynakoBKY W BTOPMYHYKO (MOTPEOUTENbCKYD) YNakoBKy paguodapmaueBTUYecKmx
neKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTBLCS 3HaK paauaunoHHON ONaCHOCTW.

6. Ha BTOpuYHylo (NOTpebUTENbCKY) YNakoBKY rOMEONaTUYECKMX NEKAapCTBEHHbIX MpenapaTtoB OOJDKHA
HaHoCcUTbCA Hagnucok: "lomMmeonaTnyecknin.

7. Ha BTOpuYHYyO (MOTPEOMTENBCKYI) YMNaKOBKY FNEKApPCTBEHHbLIX PaCTUTENbHBIX MpenapatoB AOJPKHA
HaHocUTbCA Hagnueek: "Mpoaykuunsa npoluna paguauuoHHbI KOHTPOrb".

8. Ha nepBuyHyt0 ynakoBKky (ecnv Ans 3TOro CywecTByeT TexXHU4eckasi BO3MOXHOCTb) U BTOPUYHYHO
(moTpebuTenbCkyo) ynakoBKy NEKapCTBEHHbIX NPenapaToB, NpeAHasHadYeHHbIX AN KNMHUYECKUX UCCrefoBaHum,
JOITKHA HaHOCUTBCA Haanuek: "[ONsa KNMHUYECKUX nccnegoBaHnn”.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka JleKapCTBEHHbIX CpencTB, npeaHa3Ha4YeHHbIX UCKIMIOYUTENbHO AOJ1A 3KCNOopTa, MapKUpyeTCA B
COOTBETCTBUN C TpeGOBaHVIFIMVI CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadyeHa Ans notpebutener M B KOTOPYH MOMELLEHO
rNekapCTBEHHOE CPeACTBO, A0JPKHA HAHOCUTBLCA MHGOPMALMSA O HAMMEHOBaHUK, CEPUN NTEKApPCTBEHHOIO CPEACTRa,
Jarte BbINycKa, KONM4YecTBe BTOPUYHBIX (MOTPeOUTENbCKUX) YNaKOBOK NEKapCTBEHHOIO CPeAcTBa, Npov3BoanTene
NeKapCTBEHHOTO CPeAcTBa C yKa3aHWEM HaUMEHOBAHUS U MECTOHAaxXOXAEHUS MPOU3BOAUTENS NEKapCTBEHHOIO
cpencTea (agpec, B TOM Ynicne cTpaHa 1 (Mnv) Mecto Npou3BOACTBA JIEKAPCTBEHHOIO CpeacTBa), a Takke O CPoKe
roAHOCTU JEeKapCTBEHHOro cpeactBa M 00  ycrnoBWMsIX €ro  XpaHeHuss U NepeBo3ku, Heobxogumble
npegynpeanTenbHble HAANMUCU U MAHUMYNSITOPHbIE 3HAKM.

11. Ha nepBuYHyl0 ynakoBKY W BTOPWUYHYIO (NOTPEOUTENbCKYK) YNakoBKY J€KapCTBEHHbIX CPeACcTB AN
BETEPUHAPHOIro NPUMEHEHNS A0MKHA HaHOCUTLCA HaaNuek: "Ons BeTepnHapHOro NpuMeHeHus".

12. Ha BTOpUYHYO (NOTpebUTENLCKY0) YNaKkoBKY NIEKapCTBEHHOTO Npenaparta HaHOCUTCS LUTPUXOBOW KOA.

. 'masa 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUUCKYIO ®EAEPALIUIO N BbIBO3 NNIEKAPCTBEHHbLIX CPEACTB
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

U3 POCCUNCKOW ®EOEPALIMUA
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. lMNopspok BBO3a NeKapCTBeHHbIX cpeacTtB B Poccuickyio ®depgepaumio M BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccunckon ®egepauun
(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccunckyio Pefepaumio ocylecTBnseTcs B Nopsake, YCTaHOBIEHHOM
MpasuTtensctBom Poccuiickon ®egepaunn, B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOA4ATENbCTBOM TaMOXXEHHOro
coto3a B paMmkax EBpA3DC (ganee - TamoxeHHbI coto3d) 1 (unn) 3akoHogatenscTBom Poccuiickon ®epepauum o
TaMOXEHHOM fene.

(B pea. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto Pepepauunio nekapcTBeHHble CpeacTBa [OOSMKHbl ObiTb  BKMIOYEHbl B
rocyaapCTBEHHbI peecTp NeKkapCTBEHHbLIX CPEACTB.
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

3. HonyckaeTca BB0O3 B Poccunckyto Pefepauunio KOHKPETHOW NapTUM 3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  FIEKAPCTBEHHbIX CPeacTB, MpedHasHadeHHbIX ANng  MPOBEAEHUs  KIMHUYECKMX
NUCCNeaoBaHUN  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEOEHUS 3KCMEepTM3bl  FIEKApPCTBEHHbIX CPeACcTB  Ans
OCYLLLECTBIMEHMSA TOCYAAapPCTBEHHON pPEerucTpauumn nekapCcTBEHHbIX NpenapatoB UnvM AN OKa3aHua MeLMLUMHCKON
MOMOLUM MO JKMU3HEHHbIM TOKA3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHMM paspeLleHus, BblOAHHOro
YMNOJSTHOMOYEHHbIM heeparibHbIM OPraHOM UCMOMNHMTENBHOW BRACTU MO 3asBNEHUSAM NULL, yKa3aHHbIX B cTaTbe 48
HacTosiwero ®PenepanbHOro 3akoHa. PaccmoTpeHWe Takoro 3asiBMEHUS W MPUHATME peLleHnss O Bblaade
paspelleHnNsi Ha BBO3 KOHKPETHOW NapTUKM 3aperncTpupoBaHHbIX U (UNN) HE3APErMCTPUPOBAHHbBIX NIEKAPCTBEHHbIX
cpencTB, MpefHasHaYeHHbIX AN NPOBeAEHUST KIMHMYECKMX WCCreaoBaHUA JeKapCTBEHHbIX Mpenaparos,
NPOBEAEHUS 3KCMEPTU3bl JIEKApPCTBEHHbIX CPEeACTB ANs  OCYLECTBMEHUS TOCYAapCTBEHHOW perncrpaumm
NeKapCTBEHHbIX NpenapaToB UNn Ans OKa3aHUA MEeOULMHCKOW MOMOLLM MO XXM3HEHHbIM MOKa3aHUsIM KOHKPETHOro
naumeHta nubo o6 oTkade B Bblgaye yKa3aHHOro paspelleHus MPou3BOoAATCS B CPOK, HE MPEeBbialoWwmi NSt
pabounx gHen. NnaTa 3a Bblgavy yka3aHHOrO paspeLleHus He B3MMaeTcs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

4. B Poccumckyto ®efepanio MOXHO BBO3UTb JIeKapCTBEHHbIE CPEeACTBA, Ka4eCTBO KOTOPbIX NOATBEPXKOEHO
cepTndUKaToM MPOU3BOANTENSA  NEKAPCTBEHHbIX CPeAcTB, YAOCTOBEPSIOWMUM  COOTBETCTBME  BBO3UMbIX
neKapcTBEHHbIX CpeAcTB TpeboBaHWAM dapmakonenHbIx ctaten nubo B criydae uX OTCYTCTBMS HOPMaTWMBHOW
OOKYMeHTauMm unnm HopmMaTUBHOIO JOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccuiickyto degepaumnio danbCcnULMPOBAHHBIX fEKapCTBEHHbIX CPeacTs,
HegobOpoKa4YeCTBEHHbIX NeKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NeKapCTBEHHbIX CPeacTB.
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcMduruMpoBaHHble feKapCTBEHHble CpeacTBa, HedobpoKayecTBEHHble NeKapCTBEHHble CPeacTBa
noanexaT U3bATUI0 M MOCMeayLWeMY YHUYTOXEHUIO Unn BbiBO3y M3 Poccuiickon ®eaepaunn, KOHTpadaKkTHbIe
nekapcTBeHHble CpefCcTBa - U3BbATUIO N NOCNeayLeMY YHUYTOXEHNIO. YHUUYTOXEHE Unu BbIBO3 U3 Poccuiickon
Pepepaumun danbcnULNPOBaHHBIX NEKapCTBEHHbIX CPeacTB, HeAOOPOKayeCTBEHHbIX NEKAapCTBEHHbIX CPeacTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB OCYLUECTBMSETCH 3a CYeT Nnuua, ocyllecTBuBLLero ux BBo3. [Mopagok
YHUUTOXEHMS U3bATbIX (hanbcnULMPOBaHHbBIX NEKAPCTBEHHbIX CPeaCTB, HeAoOpOKaYeCTBEHHbIX NIeKapCTBEHHbIX
cpencTB, KOHTpaMaKTHLIX NEeKapCTBEHHbLIX CPeAcTB ycTaHaBnmBaeTcs NpasuTenscTBoMm Poccuiickon ®epepaunu.
(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

7. INuua, ocyuwectensawowmne Beo3 B Poccuiickyio ®Pegepauunio hanbcnuUMpoBaHHbIX NeKapCTBEHHbIX
CPeAcTB, HeaoOpOKAYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpadaKkTHbIX JEKApPCTBEHHbIX CPEeAcTB, HEecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a u  (unm)
3akoHogaTenbcTBoM Poccuiickon depepanmm 0 TaMOXEHHOM Aere.

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

8. BbiBO3 nekapcTBEHHbIX cpeactB M3 Poccunickon ®Pepepaumm ocywlecTBnsetTcs 0e3 npuMeHeHus
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

OrpaHUYEHUN,  YCTAHOBIIEHHbIX  TaMOXEHHbIM  3aKOHOO4ATENbCTBOM  TaMOXEHHOro cows3a u  (Mnun)
3akoHogatensctBoMm  Poccunckon ®depepauum 0 rocygapCTBEHHOM — perynupoBaHMU  BHELLHETOProBOn
OeATenbHOCTH.

(B peq. ®PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

KoHcynbTaHTln0C: npumeyaHue.
C 29.11.2019 cT. 47 pononHsietcsi Y. 9 (3 o1 28.11.2018 N 449-03). Cm. Oyayuiyto pegakuymio.

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JieKapCTBeHHbIX cpeacTB B Poccumckyto
depepaumio
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTBa B Poccuinckyto ®efepaumio MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1) NPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB AN ueneil COBCTBEHHOro MPOM3BOACTBA NEKAPCTBEHHbIX
CPEeACTB;

2) VHOCTpaHHble pa3paboTynKky NeKapCTBEHHbIX CPEACTB M MHOCTPAHHbLIE MPOV3BOAMTENN NeKapCTBEHHbIX
CpPeacTB WNWM Apyrve lopuavyeckue nuvua Mo nopyyeHuo paspaboTynka eKkapCTBEHHOro cpeacTea  Ans
NPOBEAEHUS] KIIMHWYECKMX UCCIieAoBaHUiA NeKapCTBEHHOro MnpenapaTta, OCYLIEeCTBIIeHUs rocyaapCTBEHHOM
perncTpaummn rekapCTBEHHOro npenapara, BKIOYeHUsI (hapMaleBTUYECKOW CyOCTaHUMKM B TrocyaapCTBEHHbII
peecTp JeKapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa JeKapCTBEHHbIX CPeACTB MpU Hanuuuu paspelleHust
YNONMHOMOYEHHOTO (heiepanbHOro opraHa MUCMOMHUTENBHON BNacT Ha BBO3 KOHKPETHOM MapTUM NeKapCTBEHHbIX
CPencTs;

3) opraHu3aumm onToOBON TOProBnW NEKapCTBEHHBLIMU CPEACTBAMU;

4) Hay4HO-uccrnegoBaTenbCkMe opraHm3auun, obpasoBaTenbHble OpraHvM3auuu Bbiclero obpasoBaHwus,
npoussoauTeny nekapCTBEHHbIX CpeacTB Ans pa3paboTku, nccnegosaHu, KOHTpons 6es3onacHoCTW, KavyecTsa,
3(PPEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU HanMyuM paspelleHns YnorHOMOYEHHOro deaepanbHOro opraHa
NCMNOMHUTENbHOW BNacTu;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeguuMHCKME opraHm3auuu, UHble ykasdaHHble B MyHKTax 1 - 4 HacToswen cTaTby OopraHusauuun Ans
oKasaHWsi MeMLIMHCKOM NOMOLLM MO XU3HEHHbLIM MOKa3aHUAM KOHKPETHOro nauueHTa rnpu Hannyum paspelueHns
YNoNTHOMOYEHHOro dyejeparbHOro opraHa UCMNOSTHUTENbHOW BNacTU Ha BBO3 KOHKPETHOW NapTUKU NEeKapCTBEHHOMO
npenapaTa, BbIAAHHOTO B YCTaHOBIIEHHOM MopsiAke B hopMe SMEeKTPOHHOro AOKyMeHTa, NOAMUCaHHOro YCUIeHHON
KBanmpuLnMpoBaHHON 3MEKTPOHHOM NOAMUCHIO.

(B pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratbsa 49. [loKkyMeHTbl, NpeAcTaBlisieMble B TaMOXeHHble opraHbl Poccuickon ®epepauuu npwm
BBO3e JieKapCTBeHHbIX cpeacTB B Poccuickyo ®egepauuio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. MNpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyio defepauunio B TaMoXeHHble opraHbl Poccuiickon
depepaumun Hapagy ¢ JOKYMeHTaMu, NpeacTaBrieHne KOTOpbIX NPeAYCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHoro cotw3a U (unu) 3akoHogaTenbcTBoM Poccuiickon depepaumm O TaMOXEHHOM ferne,
npeacTaBnsoTCcs cnegyowme JOKYMEHTHI:

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

1) cepTuduKaT NPOU3BOAUTENSA NEKAPCTBEHHOrO CPeacTBa, YAOCTOBEPALIMA COOTBETCTBME BBO3MMOIO
nekapcTBeHHOro cpeacTea TpebGoBaHMsAM (bapmakonenHoin craTb NGO B cCriydae ee OTCYTCTBUS HOPMaTWUBHOW
[AOKYMEeHTaL MW U1 HOPMaTUBHOIO JOKYMEHTa;

2) pa3pelieHne ynosIHOMO4YeHHOro cbe,qepaanoro opraHa MCNONHUTENbHON BNacTu Ha BBO3 KOHerTHOIZ
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

napTuM NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBMEHHbIX YacTbio 3 cTaTtbk 47 HacTosiwero ®enepanbHOro
3aKoHa.

2. [lokymMeHTbI, yKasaHHble B NyHKTax 1 n 2 yactu 1 HacToswen cTaTtbu, NPeacTaBnsaloTCA B TaMOXEHHbIe
opraHbl Poccunckon ®egepaunm npu npnbbiTMM NekapcTBEHHbIX cpeacTB B Poccuiickyio degepaumio.
(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbix npenapatoB B Poccuiickyio ®Pegepauuio ANA  JNIMYHOIO
MCMONIb30BaHUS M WHbIX HEKOMMEpPYeCKMX Uuenen, a Takke ANl WUCMNOoNb3OBaHUMA Ha TeppuTopuUM
MeXAyHapo4HOro MeAULIMHCKOro Kracrepa
(B peq. ®PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 29.06.2015 N 160-®3)

1. JlekapcTBeHHblE npenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyio depepaunio 6e3 yyeta tpebosaHun,
npegycMOTpeHHbIX Yyactamm 1 - 4 ctatbn 47, ctatbamn 48 n 49 HacTtoswero PefepanbHOro 3akoHa, ecrii OHU
npegHasHaveHbl Ans:

(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1) NMMYHOro MCNonb3oBaHWUs U3MYECKMMU Nuuamu, npubbiBwmMK B Poccuiickyto ®epepaumio. Mpu aTom
BBO3 B Poccuiickylo Pefepaumio nekapCTBEHHbIX MNpenapaToB, COAepXalluMx CUMbHOAEWCTByOLWME U (Unn)
SAOBUTbIE BELLECTBA, BKIHOYEHHbIE COOTBETCTBEHHO B CMUCOK CWUMbHOOENCTBYHOLUMX BeELLECTB AN uenen
YrofioBHOMO 3akoHogartenbcTBa Poccunckon depepaumm n B CNMCOK SAOBUTLIX BELLECTB AN Lenen YyrorioBHOro
3akoHogartenbctBa Poccuiickon ®epepauumun, yTBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLECTBMNAETCHA NPU HanMunmM OOKYMEHTOB (3aBEPEHHbIX KOMWUIA LOKYMEHTOB MW 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEPKAAMLIMX HasHayeHWe (PU3NYEeCKOMy LY YKal3aHHbIX NEKapCTBEHHbIX MpPenapaTtoB (3a WCKMYeHWeM
NeKapCTBEHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX B Poccuiickon ®epepaumm n oTnyckaembix B Poccuickon
depepaummn 6e3 peuenta Ha nekapCTBEHHbIN NpenapaT). NoaTBepxaawme OOKYMEHTbI (MX 3aBEPEHHbIE KOMUU
UNN 3aBEPEHHbIE BLIMUCKN U3 HUX) OOJMKHBI COAepXaTb CBEAEHUS O HAMMEHOBAHWMU U KONIMYECTBE Ha3HAYEHHOro
nekapcTBEHHOro npenaparta. B cnyvae, ecnu noatBepxpawolme [OKYMEHTbl (UX 3aBEPEHHbIE KOMUU UMK
3aBepeHHble BbIMUCKA W3 HUX) COCTaBMNEHbl HA MHOCTPAHHOM 43blke, K HWM npunaraeTca HoTapuanbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;
(n. 1 B pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-$3)

2) mncnonb3oBaHWs paboTHUKaMWM OUMNNIOMATUYECKOro Kopryca unvM npeactaBUTeNnsMn MeXayHapOaHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon ®egepaunm;

3) neyeHMs NacCaxXupoB W UNEHOB 3KMNaXen TPaHCNOPTHbIX CpeAcTB, MOe3fHbiXx Opurag um BoauTenen
TPaHCMOPTHbIX cpeacTs, NpubbiBLINX B Poccunckyo Pepgepaumio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

4) neyeHUs Y4YaCTHWKOB MEXAYHAPOAHbLIX KyNbTYPHbIX, CMAOPTUBHbLIX MEPOMPUSTUIA U Y4aCTHUKOB
MeXayHapoOHbIX aKCNeanLUnI;

5) neyeHus: KOHKPETHBIX XXMBOTHbIX B 300MapkKax, a TakKe XMBOTHbIX, BBO3MMbIX B Poccuiickyio ®egepauuio
ONS y4acTusi B CMOPTUBHbIX U 3penunLHbIX MEPONPUATUAX;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6) ncnonb3oBaHUs Ha TEPPUTOPUN MEXLYHAPOAHOIO MEAULMHCKOTO KracTepa.
(n. 6 BBegeH ®eaepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. B cnyyaax, npedycMOTPEeHHbIX 4acTbio 1 HacTodAwen cTaTbW, AonyckaeTcs BBO3 B POCCUMICKYHO
depnepaumio nekapCcTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®enepauiun.
(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIe nNpenaparbl, NpegHasHavYeHHble Ans ryMaHuTapHoOW nomoLuy (CoOAencTBMS) UM NOMOLLIU
npyM 4pesBblYalHbIX CUTyauusix, BBO3ATCA B Poccuiickyto ®degepaumio B nopsgke, YCTaHOBIIEHHOM
MNpaBnTENsLCTBOM Poccuinckon depepauymm. 3anpewaeTcs BBO3 B Poccunckyto depepaumto
He3aperMcTpUpoBaHHbIX NEeKapCTBEHHbIX MpenapaToB, MpedHasHayeHHbIX Afs  FyMaHuTapHOW  MOMOLM
(copencTeums) UM NOMOLLM MPU Ype3BbIYaMHbIX CUTYaLUsIX.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(B peq. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatba 51. CoTpyaHuyecTBO (hemepasnbHOro opraHa UCNoOSIHUTENBLHOW BNacTu, YNOJIHOMOYEHHOro B
obnactu TamOXEeHHOro pgena, U APYrux YNornHOMOYEHHbIX heaepanbHbIX OpPraHOB WMCMONMHUTENbHON
BnacTu

1. YnonHomoueHHble deaepanbHble opraHbl UCMOMHUTENbHOW BRacTu NPenocTaBnsloT B pacrnopsikeHue
denepanbHOro opraHa WCMOMHUTENbHOW BRacTW, YNONIHOMOYEHHOro B 06nacT  TaMOXEHHOro gena,
rocyapCTBEHHbIN PEecTp NEKapCTBEHHbIX CPEACTB, a Takke WUHGOPMALMIO O BblAaHHbIX pa3peLleHusiX Ha BBO3
KOHKPETHOW MapTuM NeKapCTBEHHbIX CPEeACTB B Cryyasx, YCTAHOBMEHHbIX 4acTbto 3 cTtatb 47 HaCTOsLLEro
degeparnbHOro 3akoHa.

2. ®epepanbHbIl OpraH MWCMOMHUTENBHOW BNACTW, YMNOMHOMOYEHHbIM B 06racTM TamMOXEeHHOro paena,
MHOPMUPYET yKasaHHble B YacTu 1 HacTosilen cTaTby YNONIHOMOYEHHble hedeparnbHble  OpraHbl
NCMNONMHUTENbHOW BNacTu O BBO3€e NIEKapCTBEHHbIX cpeacTB B Poccuickyto Pefepaumio 1 BblBO3E eKapCTBEHHbIX
cpeoctes m3 Poccuiickon dPegepaumm no d¢opMe M B NOpsAKe, KOTOpble YCTaHOBMEHbl [1paBUTEnbCTBOM
Poccuinckon ®egepaumn.

(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

Faea 10. PAPMALEEBTUYECKAA OEATENBbHOCTb
Crartba 52. OcywecTBneHmne gapmaLeBTUHYECKON [EeATENTbHOCTH

1. ®dapmaueBTnyeckass  [OeATENbHOCTb  OCYLLECTBNSIETCH  OpraHusaumsiMm  ONTOBOW  TOProBmnu
NeKkapcTBEHHbIMKU CpeCTBamMu, anTeYHbIMWA OpraHv3auusMu, BeTepUHapHbIMKU anTeYHbIMW  OpraHv3auusaMu,
VHOMBMAYANbHLIMU  NPeAnpUHUMATENSIMU, UMELWUMMA  NULEH3NI0 Ha  dapMaleBTUHECKYHD AesiTENbHOCTb,
MEOULUMHCKUMMW  OpraHv3auusiMmu, WMeKLWyMU NUUEH3N0  Ha apMaueBTUYeCKyld [OesiTENbHOCTb, WU UX
obocobneHHbIMM  NoapasgeneHusmmn - (ambynaTopusMu,  enbawepckuMu M penbaLlepCKo-aKyLLepCKUMm
nyHKTamu, LeHTpamu (oTaeneHusimm) obuien BpavyebGHOWM (CeMENHON) MPaKTUKM), pacnofioKEHHbIMU B CEITbCKMX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, U BeTeprHapHbLIMW OpraHu3auusiMu,
VUMEIOLLMMU NULEH3UIO HA (hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®dusnyeckme nuua MoryT ocyLecTBNATbL hapMaLeBTUYECKYIO AeATeNbHOCTb NPU HaNMyYuKn BbICLLErO UMn
cpegHero dapmaueBTMHeckoro obpasoBaHus W cepTudmkata cneuuanucta, BbICWIErO WKW CpegHero
BeTepuHapHoro obpa3oBaHus U cepTudmKkata crneumanncta, a Takke BbICLIErO WM CPeAHero MeavuMHCKOro
obpa3oBaHud, cepTudmkata cneumanicta U OONOMHUTENbHOTO NpodecCcMoHanbHoro obpa3oBaHMA B 4acTu
PO3HWYHOW TOProBMM fekapCTBEHHbIMU Npenapartamu Npu ycrnosun nx paboTtel B 060cobneHHbIX nogpasaeneHunsax
MEeAMLMHCKNX OpraHn3aunii, ykasaHHbIX B 4acTu 1 HacTosLwen cTaTbm.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlntoc: npumeyaHue.

Ct. 52.1 Bctynaet B cuny ¢ 29.11.2019. JlekapcTBeHHble npenapaTbl AN MeAULUMHCKOro NpUMEHEeHUs,
BBEAEHHblEe B rpaxpgaHckuin obopot o 29.11.2019, nognexaT XpaHeHWo, NepeBo3ke, OTMYCKY, peanusauumu,
nepegaye, NPUMEHEHUIO 0 UCTeYeHUst cpoka ux rogHocTn (O3 oT 28.11.2018 N 449-03).

Ctratba 52.1. BBog B rpaxgaHCKMM OOOPOT nNeKapCTBEeHHbIX MpenapaToB Ansi MegULMHCKOro
npuMeHeHus
(BBegeHa degepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxaaHCKuin 060poT Kaxaon cepumn Unmn Kaxaowm napTum npom3BeaeHHoro B Poccuinckom
depnepauymu nekapcTBeHHOro npenapata  Aansd MeANLNHCKOro NpUMeHeHNs, 3a WCKMIOYEHNEM
UMMYHOBMONOrMYECKNX JNEKAPCTBEHHLIX MNpenapaToB, MPOM3BOAWUTENb TaKOro JieKapCTBEHHOro npenapara
npencrtaensieT B deneparnbHbld OpraH MCMOSNIHUTENbHOW BrACTW, OCYLLECTBASIOWMIA (PYHKUUN NO KOHTPOSIO U
Haa3opy B cdepe 34paBOOXpPaHEHUs, AOKYMEHT MPOU3BOAUTENST NEKAPCTBEHHOIO CPEeACTBa, NoaTBEpPXAatoLimi
KayecTBO JIEKAapCTBEHHOro npenapata, W MOATBEPXAEHUE  YMNONTHOMOYEHHOro IimMua  npousBoguTens
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

JIeKapCTBEHHbLIX CpeacTB COOTBETCTBUA J1E€KAPCTBEHHOro npenapaTta TDGGOBaHVIﬂM, YCTaHOBJIEHHbIM NpU ero
rocyfapCTBEHHOW perncrpaumm.

2. MNepen BBOOOM B rpaxaaHCKuii 060pPOT KaXOoW Cepun Unu Kaxkzaon naptum BBO3MMOro B Poccuickyto
depepaumio  NEeKkapCTBEHHOro  Mpenapata AN MEOUUMHCKOrO  MPUMMEHEHWs,, 33  UCKIIoYeHWeM
UMMYHOBMOMOIrMYECKNX JeKapCTBEHHbIX MpenapaToB, OpraHM3auus, OCYLLECTBMSOLWAs BBO3 JIEKAPCTBEHHOIO
npenapata B Poccunckyto ®degepaunto, npeactaenser B dedepanbHbli OpraH WCMOMAHUTENBbHOW BRacTu,
OCYLLECTBASAOWMNA (PYHKLMM NO KOHTPOMO M Hag3opy B cdepe 34paBOOXpaHeHUs, cepTudukaTt npomssoguTens
NeKapCcTBEHHOr0  CPeACTBa, YAOCTOBEPSIOWMA  COOTBETCTBUME  BBO3UMMOrO  NEeKApCTBEHHOro  npenapaTta
TpeboBaHusaM apmakonenHom cTaTbW, a B Cnyyae OTCYTCTBMSA (papMakonenmHon crtaTen TpeboBaHUAM
HOpPMaTMBHOW AOKYMEHTauuMuM, W NOATBEPXAEHME MpeacTaBUTENd opraHuM3aluu, OCYLIECTBMsSOWEN BBO3
nekapctBeHHoro npenapata B Poccunckyio denepauuio M ynorHOMOYEHHOW WMHOCTPaHHbIM MPOM3BOAUTENEM
neKkapCcTBEHHbIX CPEACTB, COOTBETCTBMSA BBO3MMOrO feKapCTBEHHOro npenapaTta TpeboBaHWsIM, YCTaHOBMEHHbIM
npuW ero rocygapCcTBEHHON perncTpaumm.

3. MNopsagok npeAcTaBneHnst B COOTBETCTBMM C HYacTAMU 1 U 2 HACTOSLLEN CTaTbX AOKYMEHTOB U CBEAEHUN O
nekapCcTBEHHbIX NpenapaTax, BBOAUMbIX B rpaxaaHckuii obopoT, ycTaHaBnuaeTcs NpaButensctBom Poccuickon
depepauymm.

4. B oTHOLWEHUN NepBbIX TPEX CEPUIN MW NapTMI NeKapCTBEHHOro npenapara, BrnepBble NPON3Be4EeHHOrO B
Poccunckon ®depepaumm wunu Bnepsble BBO3MMOro B Poccuiickyto ®depepaumio, B denepanbHbini - opraH
NCMOSNHWUTENbHOW BracTW, OCYLLECTBRSALWMNA (PYyHKUMM MO KOHTPOSM W Haa3opy B cdepe 34paBOOXpaHeHwus,
OOMNOMHUTENBbHO MpeacTaBNAeTCA MPOTOKON MCMNbITAHUA O COOTBETCTBMM CEpUMU UMW NapTUW feKapCTBEHHOro
npenapata And MeOWMUMHCKOTO MPUMEHEHWs MnokasaTensam KadvecTBa, MpegyCMOTPEHHbIM —HOpMaTMBHOW
OOKYMeHTauvMen (ganee - MpoTOKON WCMbITaHWNM), NPOBOAWMMBIX aKKpeOUTOBAHHbIMW B COOTBETCTBMM C
3akoHogaTtenbctBoM Poccuiickon ®epgepauum 06 akkpeauTauMym B HaLMOHANbHOW CUCTEME aKkpeauTauum
dhegepanbHbIMU rocy4apCTBEHHbIMU BIOMKETHBIMU yupexaeHnamMn, NoaBeaoOMCTBEHHbIMM dheaepanbHOMY OpraHy
NCMNOMHUTENbHOW BracTu, ocylecTensaowemy yHKUMM No BelpaboTke 1 peanu3aumm rocyaapCTBEHHOW MNOMNTUKM
W HOPMaTMBHO-MPaABOBOMY pErynvpoBaHMio B cdepe 30paBoOOXpaHeHus, W  dedepanbHOMY — OpraHy
NCMOMHUTENbHOW BRacTui, OCYLLECTBASIWEMY (YHKUUN MO KOHTPOMIO M Haasopy B cdepe 30paBoOOXpaHEHWUs.
Mopsgok BbliAauM ykasaHHbIMKM hbegepanbHbIMU FOCYAAPCTBEHHBIMU  OIOOXKETHBIMU  YUPEXAEHNAMU AAHHOMO
npoToKoMa v pasMep nnatbl 3a ero Bolgadvy ycraHaBsnmeatoTcs MNpasutensctBom Poccuiickon ®egepaumu.

5. ExerogHo He nosgHee 1 deBpansg nNpoOuU3BOAUTENW NEKapCTBEHHbIX CPEACTB WNW  opraHusauuw,
OCyLLeCTBNAIOLWME BBO3 NleKapCTBEHHbIX npenapaToB B Poccuickyo ®egepaunio, NpeacTasnsaioT B hegeparnbHbIn
opraH UCNOSTHUTENbLHOM BacTu, OCYLLECTBNSOWMIA (YHKLUN NO KOHTPOSIO U HAA30pY B cdpepe 34paBooxXpaHeHus,
MPOTOKON MCMbITAHUA MOCTYNMBLUErO B TEeYEHMEe roga B rpaxgaHCKMi 0BOpOoT NnekapCTBEHHOro npenapara
KOHKpETHOro npovssoauTens (Ha OAHY Cepuio Kaxdoro TOProBOro HaMMEHOBaHWA C Y4eTOM feKkapCTBEHHON
hOpMbl U [O3MPOBKM), MPOBOAMMBIX aKKpeOUTOBaHHbIMWM B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccumnckom
®epepaumn 06 akkpeauMTauMM B HaUMOHAmNbHOW CUCTEME akKkpeauTauum wucnbliTatenbHbiMU nabopatopusMu
(ueHTpamm).

6. MNponsBoanTenNn nekapCcTBEHHbLIX CPEACTB WM OpraHusauumn, OCYLLEeCTBNSOLINE BBO3 JIEeKapCTBEHHbIX
npenapaTtoB B Poccuinckyto degepaunio, He MeHee YeM 3a OAWH rof A0 NNaHWpyeMbliX MPUOCTAHOBMEHUSA UMK
npekpaLleHns NPOM3BOACTBA NeKapCTBEHHbIX NpenapaToB unu nx Beo3a B Poccuickyo ®egepauunio yBegoMNsa0oT
06 aToM hegepanbHbI OpraH UCMNOMHUTENBHOW BNAacTW, OCYLLECTBASIOWMIA PYHKLUN MO KOHTPOMI0 U Haa3opy B
chepe s3gpaBooxpaHeHUss U dedepanbHbii OpraH MCMOMIHUTENbHOM BIlacTW, OCYLLECTBNAKWUNA YHKLMM MO
NULEH3MPOBaHUIO NPON3BOACTBA NEKapCTBEHHBLIX CPEACTB.

7. BBog B rpaxpaHckui 0OOpPOT KaXOoOW Cepunm WM KaxOgon napTuM  UMMYHOOMONOrm4eckoro
NleKapCTBEHHOro npenapaTa, npousBefdeHHoro B Poccuiickon ®depepaumm wnm BBO3MMOro B Poccuickyto
depepaumio, OCYLECTBNSAETCS HA OCHOBaHMM paspeLleHmsi, BbIGAaHHOrO dpeaeparnbHbIM OpraHoM UCMOSTHUTENbHOWN
BNacTn, OCYLLECTBNALWMUM QYHKUMM MO KOHTPOM WU HaAa3opy B cdepe 34paBoOOXpaHEHUsi, Ha OCHOBaHWUU
BblJaHHOIO edepanbHbiMM  FOCY4APCTBEHHBIMU  BIOXKETHBIMU  YYPEXOAEHUAMU, YyKa3aHHbIMM B 4actn 4
HaCTOFILIJ.eVI CTaTbW, 3aKM4YeHnA O COOTBETCTBUM Ccepun unu naptmui I/IMMyHO6I/IOJ'IOFI/Il-IeCKOFO JleKapCTBEHHOIo
npenapata TpebOBaHUAM, YCTaAHOBIEHHbIM MNPW €ro rocyaapCcTBEeHHOW peructpaumn. [lopsgok  Bblgaym
paspelleHns Ha BBOL B rpaXOaHCKMM 0OOpOT cepuu wnn naptTum MMMYHOBMOMOTrMYEecKOro JeKapCTBEHHOro
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npenapaTta, a Takke NOpsAOK BblAayu YKa3aHHOrO 3akmyeHnsa n pasmep nnaTtbl 3a ero Bbigavy yCTaHaBnMBaKTCH
MpaButensctBoM Poccunckon ®enepaumn.

8. 3a HenpeactaeneHne WM HECBOEBPEMEHHOE MNpefcTaBfeHne [OOKYMEHTOB W CBEeAeHWN,
NPeaycMOTPEHHbIX YacTaMu 1, 2, 4, 5 1 6 HacTosilen cTaTbW, NMPOU3BOAMUTENU JIeKapCTBEHHbIX CPEACTB U
opraHusauuu, OCYLLECTBSIOLLME BBO3 JleKapCTBEHHbIX npenapatoB B Poccuiickyto dPegepauuio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickorn deaepauun.

9. MNpeacrtaBneHve OOKYMEHTOB M CBEAEHUN, NPeAyCMOTPEHHbIX Yactamn 1, 2 u 4 HacToswen ctatbu, u
nonyyeHve npeaycMOTPEHHOIO YacTbio 7 HACTOsLEeW CTaTbM paspeLleHus Ha BBOL WUMMYHOBMOMNOrMyYeckoro
NIeKapCTBEHHOro npenapaTta B rpaxgaHCkuii 060opoT He TpebyloTcs B OTHOLUEHWMM FeKapCTBEHHLIX NpenapaTtos,
npeaHasHadYeHHbIX AN NPOBEAEHMST KITMHUYECKMX MWCCIegoBaHWUA JeKapCTBEHHbIX NpenapaToB, MNpoBedeHus
3KCMEepTM3bl NEKAPCTBEHHbIX CPEeACTB Afsl OCYLLECTBMIEHUS TOCYAApPCTBEHHOW perncTpaumm NnekapCTBEHHbIX
npenapaToB, a Takke B OTHOLUEHUN HE3APErMCTPUPOBAHHBIX NIEKAapPCTBEHHbIX MpenapaToB, NpegHa3HaYeHHbIX Ans
OoKasaHusi MeAMLMHCKON MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSIM KOHKPETHOrO nauueHTa, BBO3MMbIX B Poccuinckyto
depepaumio B COOTBETCTBUN C YacTblo 3 cTaTbh 47 HacToswero PegepanbHOro 3akoHa.

10. MNpw BbISIBNEHWM B rpaxgaHCkomM 060poTe Cepumn Unu NapTumn fieKapCcTBEHHOro npenapara, AOKYMEHTbI 1
CBeLEeHUs O KOTOPbIX, NPEAYCMOTPEHHbIE YacTamMu 1, 2 1 4 HACToALLEN CTaTbn, HE NpeACcTaBreHbl B doeaeparnbHbIN
opraH UCMOJSTHUTENBHOW BNACTK, OCYLLECTBAAIOLWMIA DYHKLUKN MO KOHTPOSIO 1 Haf30py B cdhepe 3a4paBoOOXpaHEHMS,
nmbo cepun Ny NapTMM MMMYHOBUOMNOrMYECKOrO NIeKapCTBEHHOIO NpenapaTa, He MMEILLMX pa3peLleHns Ha BBOA
B rpakgaHcKui obopoT, NPefyCMOTPEHHOIO YacTblo 7 HacTosiLLen ctaTbu, dbegepanbHbll opraH UCNOMHUTENbHOM
BMacTh, OCYLECTBMAOWMIA (YHKUMM MO KOHTPOMIO M Hags3opy B cdepe 34paBOOXpaHEHUs, B Mopsiake,
ycTaHoBneHHoM [NpaBuTtensctBoM Poccuiickon Pefepaumm, NpUMHUMAET peLLeHne O MPeKpaLLeHnn rpaXKgaHCKoro
obopoTa Takmx cepuu Mnu napTuM OO NPeacTaBreHWs yKa3aHHbIX JOKYMEHTOB W cBedeHuMn nvbo nonyyeHus
YKa3aHHOroO paspeLUeHus.

Crtatba 53. Mpopaxa, nepegava NeKapCTBEHHbIX CPeACTB OpraHM3auusMW OMNTOBOW TOProBIM
nekapcTBeHHbIMU cpeacTBaMu

1. OpransauMM ONTOBOWN TOproesn JnekapCctBeHHbIMW cCcpeacTtBaMM MOryT OCYLLECTBIATb NpoaaXxy
J1IeKapCTBEeHHbIX CpeacTB WUIKM nepedaBaTtb UX B YCTAHOBJIEHHOM 3aKOHOOATEsIbCTBOM Poccunckon <Dep,epau,|/u/|
nopsagke:

1) opyrum opraHn3auusiM ONTOBOMW TOProBMNW NEKapCTBEHHLIMU CPEACTBAMM;

2) npousBoAMTENAM NIEKAPCTBEHHbLIX CPEeACTB AN Lerner Npon3BoACTBA NIEKAPCTBEHHbIX CPeACTB;
3) anTeyHbIM opraHM3aumsam 1 BETEPUHaPHBLIM anTe4HbIM OpraHM3auusm;

4) Hay4yHO-MCCNefoBaTENbCKMM OpraHM3auusiM s Hay4yHo-uccneaoBaTenbckon paboTsl;

5) nHamBmuayanbHbIM NpegnpuHMMaTensM, UMEOLMM NULLEH3UI0 HA hapMaLeBTUYECKY0 AeATeNbHOCTb Unn
NMLEH3NIO Ha MEAULMHCKYIO AEATENbHOCTb;

6) MeaANLIMHCKUM OpraHu3auusiM, BeTEPUHAPHbLIM OpraHn3aumsm;
7) opraHu3aumsiM, OCYLLECTBISOWNM pa3BedeHue, BblpallBaHue U cogepXaHne XUBOTHbIX.

2. OpraHumsauum ONTOBOW TOProBNM JIEKAPCTBEHHLIMU CPEACTBAMU 0053aHbl XpaHWUTb  3aKyMIeHHY0
hapmaueBTUYECKYHO CYDOCTaHUMIO cnupTa 3TUITOBOrO (3TaHomna), OCYLECTBIATL €e peanv3auuio unv nepegadvy B
YyCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccuinckon ®egepauun nopsake opraHmM3auusaMm, ykasaHHbIM B MyHKTax 1 -
7 yactn 1 HacTosLen cTaTbu, B Tape o6bemoM He bGornee 1 nutpa.

(vacTb 2 BBegeHa depepanbHbiM 3akoHOM oT 29.07.2017 N 278-03)

CrtaTtbs 54. [paBuna onToBOM TOProBNU NieKapCTBEHHbLIMU CpeAcTBaMU

OnToBas TOProBJsiA nekapCcTtBeHHbIMU CpeacTBaMM OCYLLUECTBIIAETCA MNpou3BOoOUTENIAMU NMEKAPCTBEHHbIX
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cpeacTB M opraHusauMsiMu OMTOBOW TOProBfM JEKAapCTBEHHbIMM CpeacTBaMyM MO NpaBunam Haanexallewn
ONCTPMOBLIOTOPCKON NPaKTUKA W MpaBuiiamMm Hagnexawlen npakTUKM XPaHEeHUs W MepeBO3KW FeKapCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYHLUMMW  YNOMHOMOYEHHbIMM  doedepanbHbiMKU  opraHamu
NCMNONMHUTENBbHOM BNacTu.

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crtatba 55. [lopssAoK pO3HUYHOM TOProBNU JIeKapCTBEHHLIMU NpenapaTtamMum

1. Po3Hn4Has TOproens nekapcTBEHHbIMW NpenapaTtamMu B KONMYecTBax, HEOOXOAMMbIX AN BbINOMHEHUS
BpayebHbIX (penbAluepckMx) HasHa4YeHWn WnM  HasHaYeHMn cneumanucToB B 0Bnactm BeTepuHapuu,
OCYLLECTBMNAETCH anTeYHbIMW OpraHu3aumnsiMu, BETEPUHapHbIMU anTeyHbIMWU OpraHu3aumamu, MHAMBNAYyansHbIMK
npegnpvHUMaTensMy, UMEWMMUM  MUUEH3NI0  Ha  apMaueBTUYECKYD  OeATenbHOCTb,  MEAWLMHCKUMU
opraHmsaumsamMu, UMeLWMMU MUMUEH3NI0 Ha  dapMaueBTUYECKYl0 AeATenbHOCTb, U UX 060Cco6neHHbIMK
nogpasgeneHnsamn (ambynatopusamu, enbaliepckumm 1 enballepcko-akylWepckuMmM MyHKTaMn, LeHTpamu
(oToeneHuamu) obwen BpayebHON (CeMenHon) NpakTukKn), PacnonoXeHHbIMU B CENbCKMX HaCceneHHbIX NMyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuv, U BeTEepUHapPHbIMU OpraHv3aunsMy, UMeKLMMN FIMLEH3NIO Ha
dapmaLeBTUYECKYO OeATeNnbHOCTb. Pa3pelueHa po3HMYHas TOProBrfs TOMIbKO fleKapCTBEHHbIMM npenapatamu,
3apernctpupoBaHHbiMM B Poccuickon ®depepaumy  MNM U3FOTOBIIEHHBIMWM — anTEYHbIMW  OpraHM3auusaMu,
BETEPUHAPHbLIMY anTeYHbIMW OpraHnsauusamMn, UHAMBMAYANbHBIMU MPeAnpPUHUMATENSAMMW, UMEWUMN FIMLEH3NIO
Ha dapmaLeBTUYECKy0 AeATeNbHOCTb. PO3HMYHAs TOProBns nekapcTBEHHbIMU Npenapatamm OCyLLeCcTBASeTCS No
npaBunaM Hagnexawen anTeyHoW MPaKTUKW, YTBEPXAEHHbIM YMNOMHOMOYEHHbIM deaeparnbHbiM  OpraHoM
NCMNOMHUTENbHOW BNAcTy.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

2. Buagbl anTeuHbix opraHuWsauuin v npasuna OTMyCKa NeKapCTBEHHbIX MpenapatoB ANA MegUUMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHu3auMaMy, MHOMBMAYanNbHbIMU NpeanpuHMMaTensaMi, UMEKLWMMN NNLEH3NI0 Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, a Takke MpaBuna OTNycka NlekapCTBEeHHbIX NpenapaToB AN MeAMUMHCKOro
NPUMEHEHNS MEAULMHCKUMW OpraHn3aunsmMmmn, MMeroLMMN NMLEH3NI0 Ha hapMaLeBTUYECKY0 AeATeNbHOCTb, U X
06ocobneHHbIMM  nogpasgeneHnaMu  (ambynatopuamu,  denbawepckuMm 1 enbawepcKo-aKyLepCcKuMm
nyHKTamMu, LeHTpaMu (oTAeneHusiMm) oblen BpavyebHOW (CeMEWHON) NPaKTUKM), PACMONOXEHHBIMUA B CEJbCKUX
HaceneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, YTBEpPXAalTCH YNONHOMOYEHHbIM
hegepanbHbIM OpraHoM UCMONHUTENbBHON BNAacTy.

(B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaBuna oTnycka HapKOTUYECKNX CPEACTB M NMCUXOTPOMHbIX BELLECTB, 3apErMCTPUPOBAHHbBIX B Ka4yecTBe
NleKapCTBEHHbLIX MpenapaTtoB, JleKapCTBEHHbIX MpenapaToB, CcoAepXallnx HapKoTMYeckne cpeactea MU
NMCUXOTPOMHbIE BELLECTBA, YTBEPXKOATCA YNONHOMOYEHHbIM befeparnbHbIM OpraHoM UCMOSNTHUTENBHOM BNacTu No
cornacoBaHuto ¢ doefeparbHbIM OPraHOM UCMONMHUTENBHOW BNACTH, YNONHOMOYEHHBIM B chepe BHYTPEHHMX Aen.
(B peq. ®enepansHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTbl AN BETEPUHAPHOrO MPUMEHEHUST MOAMEeXaT OTNYCKy BeTepuHapHbIMU
anTeYHbIMU  OpraHusauusiMi, BETEePUHAPHbIMKM  OpraHM3auusMK, WHAMBMAOYANbHBIMU  NpeanpUHMMaTENnsaMu,
MMEIOLLIMMU MULIEH3MIO Ha hapMaLleBTUYECKYI0 AenaTenbHOCTb. [paBuna oTnycka nekapcTBeHHbIX NpenapaToB Afs
BETEPMHAPHOIrO NPUMEHEHUS YTBEPXKAAKTCS YNOMHOMOYEHHBLIM dheaepanbHbIM OpraHoM UCMOMHUTENBHOW BMACTU.

5. NepeveHb MeOULMHCKUX OpraHM3aunii, UMEKLLINX NMUEH3NIO Ha hapMaLEeBTUYECKYO OeATENbHOCTb, U KX
obocobneHHbIX nogpasgeneHvin (ambynatopun, denbawepcknx u denbaepcko-akyLepcknx NyHKTOB, LIEHTPOB
(oTmeneHun) obwen BpadebHOM (CEMENHOWN) NMPaKTUKWM), PACMOSIOXEHHbIX B CEITbCKMX HACENEHHbIX MyHKTaX, B
KOTOpPbIX OTCYTCTBYIOT anTeYHblE OpraHM3auun, a Takke nepedeHb ekapCTBEHHbIX NpenapaToB (3a UCKIIoYEHNEM
HapKOTUYECKNX NeKapCTBEHHbIX NPenapaTtoB M MCUXOTPOMHbIX FIEKApCTBEHHbIX NpenapaToB), Npoaaxa KOTOpbIX
MOXET  OCYLIeCTBMATbCA  YKasaHHbIMW  OpraHmsauusmMu M Mx  0060COONEeHHbIMW  MogpasAeneHusiMu,
yCTaHaBMNMBaKTCA OpraHammn UCMOSNTHUTENBHOM BNacTu cydbekToB Poccunckon ®Pegepaumu.

(B peq. ®PenepansHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble opraHuM3auuMv, UHZMBMAOYaNbHbIE  NPeanpuHMMaTeny, UMelLWMe  FIMUEH3UMI0  Ha
hapmaLeBTMYECKYI0 deAaTenbHOCTb, 00a3aHbl obecneunBaTtb yTBepXKAeHHbINM [lpaButensctBom Poccuiickon
depepaummn 1 opMMpyeMbIi B YCTAHOBMEHHOM WM MOPSIAKE MWHWMAmbHbBIA aCCOPTUMEHT NeKapCTBEHHbIX
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

npenapaTtoB, HEO6X0ANUMbIX OS1S1 OKa3aHUS MeANLMHCKOM MOMOLLN.
(vacTb 6 B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHuzauuu, UMHOMBMAYanbHble  MpeanpuHUMaTENV, UMEKLMe  JNUMLUEH3U  Ha
hapmMaLeBTMYECKYI0 OeATENbHOCTb, Hapsgy C NEeKapCTBEHHbIMM MpenapartaMu uUMmelT npaBo npuobpeTatb U
npogaBaTb MeOUUMHCKME M3Oenus, Oes3vHduuMpylolmne cpeacTtBa, npegmetbl M CpeacTBa JIMYHOW TUMMEHB,
nocyay Ons MeOuWUMHCKMX uenew, npeaMmeTbl M CpeacTBa, NpedHasHayeHHble ansi yxoda 3a 6onbHbIMM,
HOBOPOXAEHHBIMU U AETbMU, HE OOCTUILMMW BO3pacTa Tpex NeT, OYKOBYK ONTUKY M CpeacTBa yxoda 3a Hew,
MUHepanbHble BOAbI, MPOAYKTbI Ne4ebHOoro, 4eTCKoro n AUeTU4eCcKoro NUTaHus, Guonorniyeckn akTuBHble 4O6GaBKMY,
napdgoMepHble 1 KOCMETMYECKNE CPEeACTBa, MEAULMHCKME U CaHUTapHO-NPOCBETUTENbHbIE NeYaTHble U34aHus,
npeaHasHadeHHble Ans nponaraHabl 340p0OBOro obpasa XM3HU.

(B peq. ®PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-®3)

8. [eatenbHoCTb anTeuyHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®epepauun, OpYrux BOWCK,
BOMHCKMX (DOPMMPOBaAHMIA U OpPraHoB, B KOTOPbIX 3akoHogaTenbCTBOM Poccunckon degepaunm npegycmMoTpeHO
NpPOoXoXaeHne BOEHHOW crybbl Mnu doeagepanbHOi rocyaapCTBEHHOM CyX0Obl, CBA3aHHON C NPaBOOXPaHUTENbHOM
OEeATenbHOCTbIO, pernameHTupyetcsa Hactoawmm deaepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYIOLLMMU
denepanbHbIMM OpraHamMn WCNOSMIHUTENBHOM BNacTu nonoxeHnsmn. KoHTponb 3a cobnogeHnem ykasaHHbIMU
anTe4YyHbIMuU opraHusaumnamm MONOXEHUN HacTosILEero denepanbHOro 3aKkoHa ocyllecTBngaeTcs
COOTBETCTBYOLMMU befepanbHbIMU OpraHaMu UCMOMHUTENBHOW BMacTMy.

(8 pea. PepepanbHoro 3akoHa oT 13.07.2015 N 262-$3)

Cratbsa 56. U3roToBneHne 1 oTnycK rieKapCcTBEHHbIX NpenapaToB

1. UNaroToBneHune JNIeKapCTBEHHbIX MnpenapaTtoB anTe4YHbIMX OpraHn3aunamMmun, BeTepuHapHbiIMMN anTe4YHbIMU
opraHunsaunamMmu, wHAMBUAOyanbHbIMW npegnpuHnmatenaMmyu, uwMewnwmMn JnUueH3nK Ha ¢>apmau,eBTw-|eCKy+o
AeATesNIbHOCTb, OCYLUEeCTBIIAETCA NO peuentamMm Ha JieKkapCTBEeHHble npenapartbl, Nno Tpe6OBaHVIFIM MeaNLNHCKNX
opraHmsauMM, BE€TEePUHAPHbIX OpFaHI/IBaLI,VIVI B COOTBETCTBMM C nMNpaBunamMm U3roToBleHNA U OTNyCKa
NleKapCTBeHHbIX MnpenapaTtoB, YyTBepXAEeHHbIMM YNONMTHOMOYEHHbIM q)e,qepaanbuvl opraHom NCMOMHUTENBHOMN
BnacTu.

2. Tlpy wm3roToBnNeHWM nEKapCTBEHHbIX MpenapaToB anTeyHbiMM OpraHuM3auusiMu, BeTepUHapHbLIMM
anTeyHbIMM  OpraHu3aumsMu,  UHOMBUAYANbHLIMW  MPEArnpPUHUMATENAMKY,  UMEWUMWU  FIULEH3UI0  Ha
dapmaLeBTUYECKYID  AeATeNbHOCTb,  MCNOMb3ylTcA  dapMaueBTUyeckne  cybcTaHumK,  BKIOYEHHble
COOTBETCTBEHHO B [OCYAApPCTBEHHbI PEecTp JeKapCTBEHHbIX CPEeACTB ANA MEAULMHCKOro NPUMEHEHUS U
rocy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPEACTB ANA BETEPUHAPHOro NPUMEHEHUS B YCTaHOBITEHHOM MNOpsAAKe.
He ponyckaetca wn3rotoBneHwe anTtedHbIMU OpraHns3aunsiMn, BeTepuHapHbIMU anTevyHbIMU OpraHn3aunsMu,
WHOUBMAYANbHLIMU - NPeAnpuHUMaTenaMy, UMeWMMU  NULEH3NK Ha dapMaueBTUYECKYl0  OeATeNbHOCTb,
neKapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbix B Poccuiickon ®eaepauumn.

3. MapKVIpOBKa NeKapCTBEeHHbIX npenapaTtoB, U3roTOBMTIEHHbIX anTe4YHbIMU OpraHn3auuamun, BeTepuHapHbIMn
anTeyHbiMn opraHunsauunsamu, nHamsmngyarnibHbIMn npegnpuHMMmaTenamu, nMvernwmnmn NTNUEH3NI0 Ha
cbapmau,eBTquCKyro AeATeNIbHOCTb, U O(*)OpMﬂeHVIe TakKmx npenapartoB OOJIKHbl COOTBETCTBOBATb MpaBuiam,
YKa3aHHbIM B 4acCTu 1 HacTosiILWen cTaTbu.

4. AnTeyHble opraHu3auuun, BETEPMHApPHbIE anTeYHble OpraHuM3auuun, MHAMBUAYanbHble NpeanpuHMMaTenu,
UMELLME NULEH3NIO Ha (hapMaLeBTUYECKYI0 OEeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobrnogeHne npasun
N3roTOBIEHNSI U OTNyCKa JIEKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon
degepaumm.

Cratba 57. 3anpeweHue npogaxum danbCcUPUUMPOBaHHbIX JIEKapPCTBEHHbLIX CPEeAcCTB,
He#o06pOoKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPEeACTB, KOHTPadaKTHbIX JIEKapCTBEHHbIX CPeaCcTB

Mpogaxka anbCUPULMPOBAHHBLIX NEKAPCTBEHHbIX CPeacTB, HeAoOGpOKaYeCTBEHHbIX eKapCTBEHHbIX
cpencTs, KOHTpadaKkTHbIX NEKAPCTBEHHbLIX CPpeacTB 3anpeLuaeTcs.

CtaTtbsa 58. XpaHeHUue nekapcTBeHHbIX CpeacTB
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLLECTBMSETCA NpOU3BOAMTENSAMM NeKapCTBEHHbIX CPEACTB,
opraHMsauusiMm ONTOBOW TOProBfM NEKAaPCTBEHHLIMU CPeACTBaAMM, anTEYHbIMK OpraHM3aunsamu, BeTepuUHapHbLIMU
anTeyHbIMX  opraHusauuMsaMu,  UHAMBUAYalNbHbIMU  NpeanpvHMMaTensiMy,  UMELWMMU  NIMUEH3UK  Ha
hapmMaLeBTUYECKYIO [OEATENbHOCTb WM JIMLUEH3MI0 Ha  MEOMUMHCKYI  OEeATenbHOCTb, MeAULMHCKMMU
opraHusaumsiMm, BeTEpPUHAPHLIMW OpraHn3aumsMm M WHbBIMW OpraHu3aunsMn, OCYLLECTBNSALWMMN obpalleHune
NeKapCTBEHHLIX CpeacTB. XpaHeHNe NekapCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NPUMEHEHUS opraHM3aumsmMmm m
MHOUBMAYanNbHLIMU NpeanpUHUMaTENsSMN B Clydasax, eCriv OHU UCMOSb3YOTCA UCKIIOYUTENBHO MPU pasBedeHnn,
BblpalLMBaHUKN, COAEPXKAHWMM W JIEYEHUN XMBOTHBLIX, MOXET OCYLLECTBNATbCA 0e3 nonydeHuss fuLEeH3MM Ha
hapmaLeBTUYECKYHO AeATENBHOCTb.

(B pen. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. I'Ipanma XpaHeHna JneKapCTBEHHbIX CpeacTB YTBepXAakTCA COOTBEeTCTBYHOLMM  YMNOJTHOMOYEHHbIM
cbep,epaanblM OopraHom NCMNONHUTENbHON BRacTu.

3. XpaHeHne HapKOTUYECKUX FEeKapCTBEHHbIX CPEeACTB, MCUMXOTPOMHLIX FNEKAPCTBEHHBLIX CpPeacCTs,
panmoq)apmaueamqecmx NeKapCTBEeHHbIX CpeacCTB OCyWleCTBndeTCcA B COOTBETCTBUM C 3akKOHOOATEesIbCTBOM
Poccuickon ®egepauun.

Ctratba 58.1. lMpeaomMeTHO-KONMUYECTBEHHbIN Yy4YeT JeKapCTBeHHbIX CPeAcTB ANs MeQULMHCKOro
npuMeHeHus
(BBegeHa degepanbHbiM 3akOHOM OT 25.12.2012 N 262-03)

1. I'Iepequb JNIeKapCTBEHHbIX cpencTte ana MeanLUMHCKOro NPpUMEHEHN4, noanexatwimx
npegmMeTHO-KOJTM4YeCTBEHHOMY y4eTy, yTBepXXaaeTcAa YyNnoJIHOMOYEHHbIM cbe,qepaanblM opraHom NCMNONHUTENBHOMN
BacTu.

2. Topsgok BKMOYEHUSI JEKApPCTBEHHbLIX CPEeACTB AN  MEeOULMHCKOrO TMNPUMEHEHUs B MNepeveHb
NEeKapCTBEHHbIX CPeACTB ANA MEOULMHCKOTO MPUMEHEHUs, MoAanexalumx npeamMeTHO-KONMYECTBEHHOMY YYETY,
yCTaHaBMnMBaeTCa YNONTHOMOYEHHbIM hbeaepanbHbIM OPraHOM WCMONHUTENBHOW BRAacTM MO COMNacoBaHUIO C
dheaepanbHbIM OpraHoM UCMOSNTHUTENBHOW BNACTK, YNOMHOMOYEHHbBIM B chepe BHYTPEHHUX Aen.

(B peq. ®epepansHoro 3akoHa ot 03.07.2016 N 305-03)

3. lNpeameTHO-KONMYECTBEHHbIN YyYeT NeKapCTBEHHbIX CPEeACTB AN MeAMUMHCKOro MNpUMEHeHWs BeayT
npou3BoauTeny NekapCTBEHHbIX CPEACTB, OpraHusauMm ONTOBOW TOProBMAM feKapCTBEHHbIMU CpeacTBamu,
anTeyHble OpraHu3auumv, WHAMBWAYyanbHble MNpeanpuHMMaTeny, uUmelwme nUUEH3No Ha dapmaueBTUYECKYHD
OeATenbHOCTb UNWN NULEH3NI0 Ha MEAMLUHCKYIO0 AeATENbHOCTb, U MeQULMHCKUE OpraHvM3auny, OCyLLeCcTBrsoWwme
obpalleHne nekapCTBEHHbIX CPeacTB ANS MeOULMHCKOTO NPUMEHEHUs, NyTeM permctpaumm niobbix CBA3aHHbIX C
nx obpalieHnem onepauui, Mpu KOTOPbIX WU3MEHSETCA WMX KONMMYECTBO U (MnM) COCTOsIHME, B CrneuuarnbHbIX
XypHanax yyeTta onepauuii, CBA3aHHbIX C 06paLleHneM nekapCcTBEeHHbIX CPeACTB AN MeAULMHCKOro NpUMeHeHus
(Danee - cneymanbHble XXypHanbl).

4. TMpaBuna peructpauuy onepauuii, CBsI3aHHbIX C oOOpalleHWem JeKapCTBEHHbIX CpeacTB Ans
MEOULIMHCKOrO MPUMEHEHNs, BKIMIOYEHHbIX B NepedeHb NekapcTBEHHbIX CPEACTB ANA MEAMLMHCKOrO NpUMeEHEeHNs,
noanexalmx npeameTHO-KONMMYECTBEHHOMY Y4eTy, B crieuumarnbHbIX XypHanax U npasuna BeQeHUst U XpaHeHus
crneumarnbHbIX XXYpHaros YTBEPXOalTCA YNONMHOMOYEHHbIM deaeparnbHbIM OPraHoM UCMOMHUTENBHON BNAacTu.

5. KoHTponb 3a cobnogeHnem npaBun permctpauumn onepauun, CBsi3aHHbIX ¢ 00palleHneM nekapCTBEHHbIX
CpeacTB ANs MeAULMHCKOro NPUMEHEHWs], BKIMIOYEHHbIX B NepeYvyeHb NekapCcTBeHHbIX cpeacTs ANns MeaULMHCKOro
NpUMeEHeHWs, Moanexallmx npeaMeTHO-KONMYeCTBEHHOMY Y4YeTy, B CreumanbHbIX XypHanax, a Takke 3a
cobnogeHneM npaBun BEAEHUS UM XPaHEHUs1 CheuManbHbIX >KYPHanoOB BO3NnaraeTcsl Ha YMNONIHOMOYEHHbIEe
bepepanbHble OpraHbl WCMOMHUTENbHOW BNACTU M OpraHbl MCMOMHUTENbHOW BacTu cyObEeKToB Poccumnckon
degepaumu, ocylecTBRAAOWME NULEH3NPOBaHNE MPOM3BOACTBA EKAapCTBEHHbIX CpPeacTB, hapmaueBTU4ecKomn
0eATenbHOCTU N MeAUUNHCKON OeATEeNbHOCTU, U OCYLLLECTBIISIETCH B paMKax JIMLEH3NOHHOIO KOHTPOSS.

Mnaea 11. YHUMTOXEHUE JIEKAPCTBEHHbIX CPELACTB
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Cratbsa 59. OcHOBaHuA n nopAaoK YHUHUTOXEeHUA NNeKapCTBeHHbIX cpeacTB

1. HepobpokayecTBeHHble NeKkapCTBEHHble CpeacTBa, dhanbcuduumMpoBaHHblE NEKapCTBEHHbIE CpeacTBa
noanexat U3bATUI0 N3 00paLleHnss U YHUUTOXEHUIO B Nopsigke, ycTaHoBreHHoM [MpaBuTtensctBoMm Poccumnckon
®epepaumn. OcHOBaHMEM [ONA  YHUUTOXEHWS FeEKapCTBEHHbIX CpeACTB SABNAETCA pelleHve Bnagenbua
NEeKapCTBEHHbIX  CPEACTB, pelleHMe  COOTBETCTBYIOLLEro  YMOMHOMOYEHHOro  hegepanbHOro  opraHa
NCMNOMHUTENbHOW BNAcT UMK peLleHne cyaa.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble neKapCTBEHHble CpeAcTBa noanexar WU3bATUMI0O M3 0DpalleHns U YHUYTOXEHUK Mo
peweHntio cyga. [lopsgok  YHUYMTOXEHMS  KOHTpadhakTHbIX  MeKkapCTBEHHbIX CPeACTB  yCTaHaBnvBaeTCs
MpaButenscTBoM Poccunckon ®enepavmn.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogpl, cBsi3aHHbIe C YHUYTOXEHNEM KOHTpa(baKTHbIX JIeKapCTBEHHbIX CpeacTs, Heﬂ,06pOKa‘-IeCTBeHHbIX
JIeKapCTBEHHbLIX CPeacCTB, d)aJ'IbCI/I(*)VILI,I/IpOBaHHbIX NeKapCTBEHHbIX CpeacTB, BO3MELLATCA UX BllageribLueM.

4. Brnageneyu nekapCTBEHHbIX CPeACTB OOSPKEH NpeacTaBuTb B YNOMHOMOYEHHbLIN (hbeaepanbHbid opraH
NCMNOMHUTENbHOW BNacTu AOKYMEHT UMK 3aBEPEHHYI B YCTAHOBNEHHOM MOPSAKE ero Konvi, nogrsepxgatoLime
aKT YHUUTOXKEHMSA NeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYWOLLMIA YMNONMHOMOYEHHbIN dedepanbHbli opraH WCMNOSTHUTENBHOW BRacTW, MNPUHSABLUMWA
peLueHne 06 YHUYTOXEHUUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBISIET KOHTPOSb 3@ UX YHUYTOXEHNEM.

6. YHNUYTOXEHNE NEKapCTBEHHbIX CPeACTB MPOU3BOAUTCH OpPraHU3aumsMn, MMEKLLMMN COOTBETCTBYHOLLYIO
NMUEH3NI0, Ha cheuvanbHO 000pydoOBaHHbIX Mrowaakax, MofMroHax M B CheuvanbHO 000pYyAOBaHHbIX
nomelleHmax c cobnogeHnem TpeboBaHM B obnactu oxpaHbl OKpyXKatwlwen cpegbl B COOTBETCTBUU C
3akoHogaTenbcTBoM Poccuinckon Pegepauuu.

7. HapkoTuuyeckve  nekapcTBeHHble  CpeAcTBa,  MCUMXOTPOMHblE  FfeKapCTBEHHble  CPeacTBa,
pap,moq)apmauesmqecxme NleKapCTBeHHble cpeacTBa YHUYTOXAKTCA B COOTBETCTBMM C 3aKOHOAATEJ1IbCTBOM
Poccuickon ®egepauun.

naea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI AnA MEAUUUMHCKOIO NPUMEHEHUA

Cratba 60. [ocypapcTBeHHOe perynupoBaHMe LeH Ha JeKapCTBeHHble npenapatbl AN
MegUUMNHCKOro npumMmeHeHus

rOCWJ,apCTBeHHOG perynupoBaHne uUeH Ha nekKapCTBeHHble npenapartbl Onad MeguunHCKOro npuMeHeHuda
OCyLlecTBndeTCcA nocpeCTBOM:

1) yrtBepxgeHus [lpaButenbctBom Poccuinckon ®Pepgepaumm MepeyHs XKU3HEHHO HeOobXoauMMbIX U
Ba)KHEMLINX MeKapCTBEHHbIX NpenapaToB, KOTOPbIA COPMMPOBAH B YCTAHOBMIEHHOM MM MOpsSAKe Ha OCHOBE
KOMMIEKCHOM OLEHKW NeKkapCTBEHHbIX MpenapaToB, BKMOYas aHanu3 CBedEeHU O CPaBHUTENbHOW KIMHUYECKON
3 peKTMBHOCTM 1 6Ee30MacHOCTM NeKapCTBEHHOIO CPEACTBAa, OLEHKY 39KOHOMMWYECKMX MOCNeACTBUMI NPUMEHEHMUS
NeKapCcTBEHHOro CPeAcTBa U U3yyeHne AONOMHUTENbHbIX NOCNeACTBUI NPUMEHEHUSI NEKAPCTBEHHOIO CPeaCTBa;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

2) yTBEpPXOEHUS MEeTOOUKM pacdeTa MpefernbHbIX OTMYCKHbIX LEH MPOU3BOOMTENEN Ha NEeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MepeYeHb XXM3HEHHO HEeOOXOAMMbIX U BaXXHEWMLIMX NeKkapCTBEHHbIX MpenapaToB, a
Takke BHeAPEHUS1 MeXaHM3MOB (hOPMUPOBAHUS CUCTEMbI PePEPEHTHBIX LIEH;

(B peq. ®enepanbHbix 3aKoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocynapCTBEHHOW peructpaumn npefernbHbiX OTMYCKHbIX LieH MNpOM3BOAUTENEN Ha NeKapCTBEHHble
npenapartbl, BKIMOYEHHbIE B NepeyYeHb XU3HEHHO HGOGXOL[VIMI:IX U BaXkKHEWLLIKnX NNIeKapCTBEHHbIX NMpenapaTos;
(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)
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[okymeHT npegoctasneH KoHcynbTaHTlnoc

4) BeAeHNA rocyqapCTtBeHHOro peectpa npeaesibHbliX OTNMYCKHbIX LUEeH ﬂpOVI3BOD,VITeJ'Iel7I Ha NneKapCTBEHHblIE
npenapartbl, BKINO4YEHHbIE B nNepeyYeHb XN3HEeHHO Heo6XoOMMbIX U BaXKHENLLMNX NNeKapCTBEHHbIX NpenapaTos,;

5) yTBEpXOeHMs METOAMKU YCTaHOBMNEHWS OpraHamu WCMNOMHUTENbHOM BnacTu cyGbekToB Poccuiickon
depepaumn npegenbHbIX pa3mMepoB OMNTOBbIX HagbaBOK M NpefdenbHbIX pasMepoB PO3HUYHBLIX HagbaBoOK K
hakTM4ecknMm OTMYCKHbIM LEeHaM, YCTaHOBIEHHbIM MPOV3BOAMTENSIMM FEKAPCTBEHHbIX MpenapaToB, Ha
neKapCcTBEHHbIe Npenaparbl, BKIOYEHHbIE B MEpPeYeHb XU3HEHHO HEOBXOOUMBIX U BaXKHEMLLNX JEeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBneHWs1 MpendenbHblX pa3MepoB ONTOBbIX HaAbGaBOK M MpederbHbIX Pa3mMepoB PO3HUYHBIX
Hap6aBoK K (haKTUHECKUM OTMYCKHbIM LleHaM, YCTaHOBIEHHLIM NPOU3BOAMTENSMU NEKAPCTBEHHbIX NpenapaToBs, Ha
neKapCcTBEHHblE MpenapaTbl, BKIYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAMMbBIX M BaXKHEMLUX NeKapCTBEHHbIX
npenapaTos;

7) yTBEPXAEHWS NopsgKa Bblgavv npeanucaHvuin opraHam MCMoSTHUTENbHON BracTu cyobekToB Poccuiickon
degepaumn 0 npuBedeHMM B COOTBETCTBME C 3akoHogaTenoCcTBom Poccuiickon Pepepaummn peweHun o6
YyCTaHOBMEHUN MpedenbHbIX pasMepoB OMTOBbIX HAA0aBOK WM MpedenbHbIX PasMepoB PO3HWUYHBLIX HaAbaBoOK K
hakTM4ecknM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOU3BOAMTENSAMU FEKapCTBEHHbIX MpenapaToB, Ha
neKapcTBEHHble npenaparbl, BKIOYEHHbIE B NepevYeHb XXM3HEHHO HeobXOoOUMbIX U BaXKHEMLIMX NeKapCTBEHHbIX
npenapaToB, e€Cnv OHW MPUHATbI C HapyleHueM 3akoHogaTtenbctBa Poccuiickon ®epepauun, B nopsiake,
ycTaHoBneHHoMm lNpaButenscteomM Poccuinckon Pegepauunu;

8) HanpaBneHus yNONMHOMOYeHHbIM dedeparnbHblM  OpPraHOM  WCMOMHUTENbHOW BRAacT  opraHam
ncrnonHuTenbHoOW BnacTu cybbekToB Poccuiickon depepaunmy npegnucaHun O NpyMBeAEHUMU B COOTBETCTBME C
3akoHogaTtenbcTBoM Poccunckonn Pegepaumn NpuHATBIX C  HapylweHvem 3akoHogaTtensctBa Poccuiickon
®epepaumn peleHnn 06 yCcTaHOBMNEHUWN MpederibHbIX pasMepoB OMTOBbLIX HAA46aBOK M MpedenibHbIX pa3MepoB
PO3HUYHbIX HaAbaBOK K LleHaM Ha nekapCTBEHHbIE npenaparTbl, BKIOYEHHbIE B NepeYvyeHb XU3HEHHO HEODXOAMMbIX
N BaXXHEWLLUMX NeKapCTBEHHbIX NpenapaTos;

9) ocyulecTBneHusa deaepanbHOro rocyagapcTBEHHOrO Haasopa B cdpepe obpalleHus NeKapCTBEHHbIX
CpeacTB U pervoHanbHOro rocygapCTBEHHOrO0 KOHTPOMS 3a MPUMEHEHMEM LEeH Ha fekapcTBeHHble npenaparbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMW  (befeparbHbIMM  OpraHamMm  UCNOSTHUTENBHOM BracTM W opraHamu
ucnonHuTensHom Bnactn cybbekTtoB Poccuinckon depepauum cornacHo MX KOMMNETEHUMM B NOPSAAKE,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

10) NnpMmeHeHnsa NpeayCMOTPEHHbIX 3akoHogaTenbcTBOM Poccuiickon ®efepaumm mep OTBETCTBEHHOCTM 3a
HapyLueHue nopsaka LeHoobpa3oBaHNs Ha XU3HEHHO HeobXxoaMMble U BaXKHENLLNE fekapCTBEHHblE npenapaThbl.

KoHcynbTaHTlnoc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npegenbHble  OTNYCKHble  LeHbl  noanexar  obs3aTernbHowm
nepepeructpauunn B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 ®3 0T 06.06.2019 N 134-03.

Ctatba 61. lNocymapcTBeHHass perumcTpauusi U nepepeructTpaumsa npeaenbHbIX OTNYCKHbIX LEH
npousBoauTenei Ha rfiekapcTBeHHble Mpenapartbl, BKIKOYEHHble B NepeyeHb XU3HEeHHO HeobXxoAuMbIX U
BaXXHeMLINX NeKapCcTBeHHbIX NpenapaToB

(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. I'Ipe,u,eanaﬂ OTNyCKHaA ueHa npom3soguTena Ha ﬂeKapCTBeHHbIIZ npenapart, BKIMIOYEHHbIV B nepeyeHb
YKN3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX JIEKapCTBEHHbIX NpenapaTtoB, NOANEXUT rocyp,apCTBeHHoﬁ perncrtpauunm B
nopsaagke, yctaHOBJIEHHOM npaBI/ITeJ'IbCTBOM Poccuiickom <Dep,epau,vw|, Ha OCHOBaHUM npenctaBlieEHHOINoO B
yl'lOJ'IHOMO‘-IGHHbIVI (bep,epaanbllZ opraH WCMONHUTENBHON BracTu 3asBneHus aepxartena wnn Bhagenbua
perncTpaunoHHOro yaqoctoBepeHusa nekapCTtBeHHOro npenapara (yI'IOJ'IHOMO‘-IEHHOFO nm nmu,a).

2. 3apeFI/ICTpI/IpOBaHHaFI npegernibHaa OTnyCKHad uUeHa npou3soguTena Ha J'IeKapCTBeHHbIVI npenapar,
BKITOYEHHbBIN B nepeyvyeHb >XW3HEHHO HEeoOXoOMMbIX U BaXXHEWMLLINX JNIeKapCTBEHHbIX MpenapaTtoB, MOXeT ObITb
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nepeperucTpMpoBaHa B CTOPOHY YBEMUWYEHUS OAWMH pa3 B KaneHaapHOM roly Ha OCHOBaHWW NPeACTaBMEHHOro B
YMOMHOMOYEHHbIW (hbeaepanbHbI OpraH UCMNONMHUTENbHOW Bnactm o 1 okTabps kaxgoro roga 3asdBneHus
Jepxatensa vunv BnagenbLla perucTpauuoHHOro yaAOCTOBEPEHUSA MNeKkapCTBEHHOro npenapata (YNnOnHOMOYEHHOro
UM nuua).

3. 3BapervnctpupoBaHHas npegenbHas OTNYCKHAsA LieHa NpOM3BOAWTENS Ha fekapCTBEHHbIM npenapar,
BK/IOYEHHBbIN B MepeyeHb XM3HEHHO HEeOOXOAMMBIX U BaXHEWMWMX feKapCTBEHHbIX npenapatoB, MOXeT ObiTb
nepeperncTpupoBaHa B CTOPOHY CHMKEHWUS HA OCHOBaHWM NPEACTaBMEeHHOro B YNOMHOMOYEHHbIN dhedeparnbHbIn
OopraH WCMONMHWUTENbHON BNAcTW 3asiBNEeHUs AepxaTens wnv Bragenbua perncTpauuoHHOro yaooCTOBEepeHus
nekapcTBEHHOro npenapara (ynosIHOMOYEHHOIo UM nuua).

4. [epxaTenb uWnu Bnageney PerncTpaUMoOHHOIO  YAOCTOBEPEHUs  NIeKapCTBEHHOro rnpenapara
(ynonHomoyeHHOE MM nuLo) 06si3aH MpeAcTaBUTb B YMNOSIHOMOYEHHbIN dhedeparnbHblii OpraH MCMONMHUTENbHON
BrlacTu 3asiBlieHne O nepeperncTpaummn 3apermcTpypoBaHHON NpedesibHOM OTMYCKHOM LieHbl MPOM3BOAUTENS Ha
NeKkapcTBEHHbI npenapar, BKIOYEHHbI B NMepeyYeHb XM3HEHHO HEOGXOAMMBLIX UM BaXKHEMWLUUX JEeKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHIKEHUS B CIieQyoLMX Cryyasx:

1) CHWKEeHWe LeHbl B MHOCTPaHHOW BarntoTe Ha NeKapCTBEHHbIVM npenapaT B CTpaHe npou3BoauTens u (1nm)
B CTpaHax, B KOTOpbIX IEKapCTBEHHbIN npenapaT 3aperucTpupoBaH u (MnM) B KOTOpble MNOCTaBnseTcs
npounsBoAUTENeM;

2) cHWXKeHWe LeH Ha pedepeHTHble fekapCTBeHHble npenapaTtbl B COOTBETCTBMMU C MYHKTOM 1 HacTosLen
YactTu (NS COOTBETCTBYWOLUMX  BOCMPOM3BEAEHHbIX, OGuoaHanorosbix (6ronodobHbIX)  neKapCTBEHHbIX
npenapaTos);

3) npeBbllleHWe npegenbHOM OTMYCKHOW LeHbl Ha MepBbll  BOCMpPOU3BEAEHHbIN, 6BroaHanorosbin
(6onogo6HbIN) NekapCTBEHHbIV MNpenapaT WHOCTPAHHOIO MPOWM3BOACTBA Had NpedernbHON OTMYCKHOW LieHoWn
npou3BoauTenst Ha BTOPOW BOCMNPOM3BEAEHHbIN, BGuoaHanorosbll (O6MONOAOGHLIN) NeKapCTBEHHbLIA Npenapar,
paccyMTaHHOM B COOTBETCTBUN C METOLMKOM, yTBEpXKAeHHOM [NpaBuTtenscTBoM Poccunckon degepaumm;

4) npeBbilleHWe MNpeAenbHOM OTNYCKHOM LEHbl Ha MepBbii  BOCMPOWM3BELEHHbIN, ©OMoaHanoroBbIn
(6ronogo6HbIN) NekapCcTBEHHbIN NpenapaT NpoM3BOAMTENs rocyaapcTea - yneHa EBpasninckoro aKOHOMUYECKOro
COK3a Hag npedenbHOM OTMYCKHOM LEHOW MpoM3BOAWUTENsS Ha BTOPOW BOCMPOM3BEAEHHLIN, GuoaHamnorosbiv
(6ronogo6HbIN) NekapCTBEHHBIN NpenapaT NpoM3BOAMTENSA rocyaapcTBa - yYneHa EBpasumnckoro sKoHOMMUYECKOro
COl03a, paccyMTaHHOM B COOTBETCTBUM C METOAMKON, yTBepxaAeHHoM MNpaBuTensctBom Poccuiickon ®enepaumu.

5. MNopspgok nepeperncTpaunn 3aperncTpupoBaHHbIX NPeAeribHbIX OTMNYCKHbIX LeH MNpou3BOAMTENen Ha
neKapcTBEHHble npenaparbl, BKOYEHHbIE B NepevYeHb XMU3HEHHO HeobXOoOUMbIX U BaXKHEMLIMX NeKapCTBEHHbIX
npenapaTtoB, B cry4asX, MPeAyCMOTPEHHbIX 4Yactamu 2 - 4 HacTodwen craTbk, YycTaHasnvsaeTtcs
MpasuTtenscTtBom Poccuiickon ®eagepaunn.

6. OKOHOMWMYECKMI aHanu3 npegenbHOW OTMYCKHOW LieHbl MpOu3BOAUTENS Ha feKapCTBEHHbIM npenapar,
BK/IOYEHHBIN B MepeyeHb XW3HEHHO HEeOOXOAMMBIX W BaXHEWMWWX feKapCcTBEHHbIX MpenapaToB, npu ee
rocyqapCTBEHHOW  perucrpauum  unum  nepeperncTpauum  ocyllecTsnseTca  deaepanbHbIM - OpraHom
NCMNOSMHUTENBbHOW BNAcTU, OCYLLECTBISIOWMM PYHKLUN MO MPUHATUIO HOPMATUBHbLIX NPAaBOBbLIX AKTOB U KOHTPOIO
3a cobngeHnem 3akoHogaTenbCTBa B cdhepe rocygapCTBEHHOINO PErynupoBaHus UeH (TapudoB) Ha ToBapbl

(ycniyrn).

7. PacyeT npepenbHbIX OTMYCKHbIX LEH, YKasaHHbIX B 4actax 1 n 2 Hacroswen craTtbu, Npu ux
rocyoapCTBEHHOW perucTtpaumMmM unuM nepeperncrpaumm OCyLlecTBNAeTCd B COOTBETCTBMM C  METOAUKOWN,
yTBepxaeHHon MNMpaButensctBoM Poccunckon ®efepaumm 1 yunuTbiBaloLLen B TOM YnCrne:

1) cobniofeHne HGanaHca MHTepecoB NOTpebuTenein nekapcTBEHHbLIX NpenapaToB, BKIMHOYEHHbLIX B NepeYveHb
XM3HEHHO HeOOXOAMMbIX W BaXHEMWMX JEeKapCTBEHHbLIX MpenapatoB, WM MNPOU3BOAMTENEN NeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NEPEYEHb XXM3HEHHO HEOBXOAUMBIX N BaXKHENLLNX NeKapCTBEHHbIX NPenaparos.;

2) dakTnyeckylo OTMYCKHYHK LieHy Ha JfiekapcTBeHHble npenapaTtbl B Poccuiickon depgepaunu, LeHy BBO3a
nekapcTBeHHbIX npenapaTtoB B Poccuickyto depepaumio, a Takke LEHbl Ha aHanorMyHble fekapcTBeHHble
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npenapartbl, Haxoaswmecs B obpalieHun B Poccunckon degepaumnm;

3) 3aTpaTbl Npou3BOAMTENS NEKAapCTBEHHOrO Npenaparta Ha NPOu3BOACTBO U peanu3auunio NekapcTBEHHOro
npenapara;

4) UeHy Ha NeKapCTBEHHbIVi MpenapaTt, ero LeHy B CTpaHe MpOW3BOAUTENS U B CTpaHaxX, B KOTOPbIX
NeKapCcTBEHHbIN NpenapaT 3aperucTpMpoBaH v (Unu) B KOTOPbIE NOCTaBMNAETCS NPOU3BOAUTENEM.

8. He ponyckatoTcst peanusaums 1 oTNycK NEeKapCTBEHHBLIX NPenapaToB, BKITOYEHHbIX B NepeYeHb XXM3HEHHO
HEOOXOAMMbBIX W BaXXHEMWLWMX NEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MNPOM3BOAUTENSIMU FNEKAPCTBEHHbIX
npenapaToB He 3aperucTpMpoBaHa npefenbHas OTNyCcKHas LeHa, peann3auusi Npom3BoaAUTENSIMU NEKapPCTBEHHbIX
npenapaToB Mo LeHaM, MpeBbIAWMM 3aperncTpupoBaHHble UMW  MepeperucTpupoBaHHble  npeaenbHble
OTMYCKHbIE LieHbI HA JlIekapCTBEHHbIE NpenapaTbl C y4eTOM Hanora Ha Jo6aBrneHHy CTOMMOCTb.

9. OcobeHHOCTN rOCyoapCTBEHHOINO perynupoBaHns npeferibHbiX OTMYCKHbIX LieH NPOU3BOAMTENEN Ha
neKkapcTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXHENLINX NEeKapCTBEHHbIX
npenapaToB, B 3aBUCMMOCTMN OT SKOHOMMYECKMX U (MIN) coumanbHbIX KpUTEPUEB (M3MEHEHNE YCIOBUIA, MOPsiAKa U
CTOMMOCTM MpPOU3BOACTBA JIEKAPCTBEHHbLIX NpenapaToB, WUCMOMb30BaHWE HOBbIX (hopm, MeTodoB M Crnocobos
rocy4apCTBEHHOIO PEerynmpoBaHns LEH Ha NekapCTBEHHble MpenapaTtbl, B TOM YUCIe Ha OCHOBE MexaHu3Mma
pedepeHTHOro LeHoo6pa3oBaHus, N3MEHEHNI NMOpsiAka OKa3aHWs MEeOULMHCKOW MOMOLUW, U MHbIE U3MEHEHUS)
ycTaHasnumeatotca NpaButenbctBom Poccuiickon ®egepaunn.

Ctatba 62. locymapcCTBeHHbIM peecTp nNpeAenbHbIX OTNYCKHbIX LeH MNpousBoguTenen Ha
nekapcTBeHHble npenapaTbl, BKMIOYEHHble B MNepeYeHb XU3HEHHO HeoGXOAMMbLIX W BaXHeWLWUX
neKkapcTBeHHbIX NpenapaToB

1. 3apernctpupoBaHHble UnNu NepeperncTpupoBaHHbie NpeaernbHble OTNYCKHbIE LeHbl MpovM3BoauTenen Ha
NlekapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXKHEMLINX NEeKapCTBEHHbIX
npenapaToB, NOASEXaT BKITHOYEHMIO B rOCyJapCTBEHHbIN peecTp NpeaernbHbIX OTMYCKHbIX LIEH NPON3BOAMUTENEN Ha
rNlekapCTBEHHbIE MpenapaTbl, BKIIKOYEHHbIE B MepeyveHb XU3HEHHO HEeOOXOAMMbIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaTtos.

(B peq. ®enepansHoro 3akoHa ot 06.06.2019 N 134-03)

2. l'ocynapcTBeHHbIN peecTp NpeaernbHbIX OTNYCKHbIX LieH NpoM3BoguTenel Ha nekapcTBeHHbIe npenapaThbl,
BKITIOYEHHbIE B MepeyeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX NeKapCTBEHHbIX MpenapaToB, COAepPXuUT B cebe
cneayroLLyo UHopmauumio:

1) HauvmeHoBaHWe pJdepxaTens WnuM Bnagenbla PerucTpauMoHHOro YAOCTOBEPEHUS] NEeKapCTBEHHOMO
npenapaTa, HauMeHoBaHWe NPOU3BOAUTENS NEeKapCTBEHHOro npenaparta, CBeAEeHUs O peructpauun aepxatens
unu Briagenbua perucTpaumMoHHOro YAOCTOBEPEHUSA FeKapCTBEHHOro npenaparta, CBefeHus O perncrpauuu
npovsBoauTENsa NekapCTBEHHOro rnpenapara Ans MeguuMHCKOro NMpMMEHEHUsA B Ka4YecTBe HaroronnaTtensLimka B
CTpaHe perucTpaummn (4N POCCUNCKMX IOPUAMYECKUX NUL - MOEHTUMWKAUMOHHBIM HOMEp HanoronnatenbLlimka
(MHH), ANa MHOCTpaHHbIX IPUANYECKUX MWL, - CTpaHa perucTpaumv, HaumeHoBaHVWe PEerncTpypyloLLero opraHa,
perncTpauMoHHbI HOMEpP, KOA HanoronnatenbliMka B CTpaHe peructpauuy (MHKoprnopauun) unv ero aHaror),
MECTO HaxoXOeHWs NPOW3BOACTBEHHbLIX MMOLWAA0K, y4acTBYHOLWMX B NpoLecce Npou3BOACTBa JlEKapCTBEHHOro
npenapaTa, C ykasaHueM cTaguu npowecca npon3BoacTsa;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaumeHOBaHWe nekapcTBEHHOrO npenaparta (MexayHapoaHOe HenaTeHTOBaHHOE, UMW rpynnUpPOBOYHOE,
nnn xmmn4yeckoe n Toproeoe HaI/IMeHOBaHI/IH);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaLroHHOro YAOCTOBEPEHS NIeKapCTBEHHOrO Npenapara;
4) nekapcTBeHHasi popMa C ykasaHMeM [03VMPOBKM NEeKapCTBEHHOro npenapata U ero KonuMyectsa BO

BTOPWYHOM (MOTPEOMTENBCKOWN) YNaKoBKe, a TaKkKe KOMMIEKTHOCTb;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

5) 3apernctprpoBaHHas npeaesibHas oTnyckHasi LeHa B pyonsix;

6) Jata u HOMep npukasa YMNONIHOMOYEHHOro heaepanbHOro opraHa WCMNOMHUTENbHOW BRactn o
rOCyAapCTBEHHOW perncTpaumMm WnuM nepeperucTpauum npeaenbHo OTMYCKHOM LieHbl Ha JlekapCTBEHHbIN
npenapat, BKIMOYEHHbI B NepeveHb KU3HEHHO HEOOXOAMMbIX Y BaXXHENLLMX NEKAPCTBEHHBLIX NPENapaTos;

(B peq. PenepanbHbix 3aKoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) nata BCTYNeHUst B CUIy Npukasa yNnonHOMOYEHHOro doeiepasnibHOro opraHa UCMONHUTENBHON BRacTu O
rocy4apCTBEHHOW peructpaumMmM unu nepepeructpaumm npeaenbHOW OTMYCKHOW LIEHbl MPOM3BOAUTENST Ha
NEeKapCTBEHHbIV Mpenapar, BKIIOYEHHbLIN B MepeyvYeHb >XU3HEHHO HEeOOXOAMMbIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBegeH PepepanbHbiM 3akoHOM oT 06.06.2019 N 134-93)

7) WTPUXOBOW KOA, HAHECEHHbI HA BTOPUYHYIO (MOTPEOUTENBCKYHO) YNaKoBKY NleKapCTBEHHOMO Npenapara;
(n. 7 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) «kog nekapCTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxXpaHeHus.
(n. 8 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

3. TocypoapcTBeHHas pervctpauusi Unv nepeperncTpaums npefenbHbIX OTMYCKHbIX LEH Ha feKapCTBEHHblEe
npenapaTtbl, BKMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXHEWLLMX FeKapCTBEHHbIX MpenapaTos,
BeEHNE TOCYdapCTBEHHOrO peecTpa npefenbHbiX OTNYCKHbIX LEeH MPOU3BOAMTENEN Ha IeKapCTBEHHbIE
npenapaTtbl, BKMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOMMBIX U BaXHEWLLMX FeKapCTBEHHbIX MpenapaTos,
OCYLLECTBMSOTCS B NopsiAke, ycTaHoBNeHHOM [MpaButenscteom Poccunckon ®enepaumn.

(B pea. PepepanbHoro 3akoHa oT 06.06.2019 N 134-93)

Crtatbsa 63. YcTaHOBNEHWe opraHaMyu UCMNOJNIHUTENbLHON BnacTu cy6bektoB Poccuickon depepauunmn
npegenbHbIX pa3MepoB ONTOBbLIX HaA6aBOK WM MnpeAesibHbIX pPa3MepoB PO3HUMYHbIX HaAbGaBoOK K
haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENSIMM JleKapCTBEHHbIX NpenapaToB, Ha
nekapcTBeHHble NpenapaTbl ANA MeAULMHCKOro npuMeHeHus

1. OpraHbl ncnonHuTenbHOW Bractu cybbektoB Poccunckon depepauny ycTaHaBnuBaKT nNpederibHble
pas3Mepbl ONTOBbIX HaAbaBOK M NpeaenbHble pa3Mepbl PO3HUYHbIX HaAbaBoOK K (pakTMYECKMM OTMYCKHbIM LeHaMm,
YCTaHOBMEHHbIM NPOM3BOAMTENSAMU NIEKapCTBEHHbIX NPenapaToB, Ha fekapCTBeHHbIe npenapaTbl, BKIIOYEHHbIE B
nepeyveHb XN3HEHHO HEOBXOAMMBIX N BaXKHEWLUMX NeKapCTBEHHbIX NpenapaToB, B COOTBETCTBUUN C YTBEPKAEHHON
B nopsigke, yctaHosrneHHom [lpaButenbctBom Poccuiickon Pegepaumn, MeTOAMKOW YCTaHOBMEHMS OpraHamu
ncrnonHuTenbHon Bnactn cybbekTtoB Poccuickon Pegepaumn npedernbHbIX pa3MepoB OMNTOBbIX HagbaBoK
npedenbHbIX Pa3MepoB  PO3HUYHbIX HaA0aBoK K  hakTMYeckMM  OTMYCKHbIM  LeHaMm, YCTaHOBMEHHbIM
NPON3BOAUTENAMM NEeKapCTBEHHbIX MpenapaToB, Ha feKapCTBeHHble npenapaTbl, BKMIOYEHHble B MNepeyeHb
XKM3HEHHO HEeOOXOAUMbBbIX W  BaXKHEMLMX NeKapCTBEHHbIX npenapaTtoB. [lpoekTbl pelleHWn  OopraHoB
ncnonHuTensHon Bnactu cydbektoB Poccunckon ®enepauun 06 yCTaHOBNEHUU U (UNN) U3MEHEHUW NPELENbHbIX
pa3MepoB ONTOBbLIX HAA6aBOK M MpedenbHbIX Pa3MepoB PO3HUYHbIX HAAbaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM NPOM3BOAUTENSAMU FIEKapCTBEHHbIX NPEnapaToB, Ha fekapCTBEHHbIE npenaparbl, BKIOYEHHbIE B
nepeyvyeHb XU3HEHHO HEeOOXOAMMbIX U BaXKHEWLWMX feKapCTBEHHbIX MpenapaToB, nognexar CornacoBaHuio C
degepanbHbIM OpraHoM UCMOMHMTENBHOW BNAacTW, YNOMHOMOYEHHBIM OCYLLECTBNATL NPaBoBOE perynupoBaHve B
cdepe rocygapCTBEHHOrO perynupoBaHus LieH (TapudoB) Ha ToBapbl (ycryrv), B MOpPsiAKke, YCTAHOBIIEHHOM
MpasutenbctBoM Poccuiickon ®epepaunn.

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusauumm onToBOM TOProBfx M (UnM) anTeyHble opraHnsauun, HOMBUAYyanbHbIe NpeanpuHuMaTenmu,
nMelowmne nUUEH3NI0 Ha dapmaLeBTUYeCcKyl0 [OeATeNbHOCTb, OCYLECTBMAIT peanu3auunilo  NekapCTBEeHHbIX
npenapaToB, BKMIOYEHHbIX B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEWLIMX NeKapCTBEHHbIX MpenapaTos, Mo
LeHaMm, YpoBEeHb KOTOPbIX HE MpeBbIlaeT CyMMY (PakTU4eCKOoN OTNYCKHOW LieHbl, yCTaHOBNEHHOW NPON3BOAUTENEM
nekapcTBEHHbIX MpenapaToB U He MpeBbllatoLLe 3aperMcTpupoBaHHON UK NepeperncTpupoBaHHON npeaensHon
OTMYCKHOW LieHbl Npon3BoauTens (Ha AaTy peanu3aumun nekapCTBEHHOro npenaparta npov3soaunTenem), u pasmep
ontoBon HagbaBkM u (unu) pasvep PO3HWYHOM HaabaBkM, He MpeBbillalle COOTBETCTBEHHO pasMepa
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

npeaensHoOn onToBow Haabaeku u (MnNn) pasmepa NpeaensHON PO3HUYHOM HaabaBKK, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauuun.
(B pea. ®enepansHoro 3akoHa ot 06.06.2019 N 134-03)

3. OpraHbl ncnonHuTenbHoW Bnactn cybbektoB Poccuiickon depepaumm pasmeltaot B cetn "UHTepHeTt"
unn onybnMKoBbIBaOT MHOPMALMIO O 3aperMcTpMpoBaHHOW MpeaenibHOM OTMYCKHOW LieHe Ha JeKapCTBEHHbIE
npenapaTbl, BKIHOYEHHbIE B NEpPeYeHb XU3HEHHO HEODOXOAMMBIX U BaXXHEMWLUMX NEKapCTBEHHbIX nMpenapaTos, 06
YCTaHOBMEHHbIX B cyObekTe Poccuickon depepaumm pasmepe npegensHonm ontoBon Haabasku u (unu) pasmvepe
npeaensHoOn poO3HWYHOW HagbaBKM K YCTAHOBMEHHbIM  NPOW3BOAMTENSAMM  FEKApCTBEHHbLIX MpenapaToB
(PaKTMYECKMM OTMYCKHbIM LleHaM Ha neKkapCcTBEHHble MpenapaTbl, BKIMIOYEHHblE B MNepeyYeHb XU3HEHHO
HeobXoOMMbIX U BaXXHEMWLUNX NeKapCTBEHHbIX NpenapaToB, U 06 ykaszaHHOW B YacTu 2 HACTOsLLEen CTaTbu CyMMe.
WHdopmaLms, npeaycMOTpeHHas HaCTOosILLEN YacTblo, JOIPKHA pas3MeLLaTbCs TakkKe B anTeYHbIX opraHm3auusx B
OOCTYNHOW ANs CBeAeHUs1 BCEX 3aMHTepecoBaHHbIX Nyl bopMe 1 0BHOBNATLCSA NO Mepe ee onybnmnkoBaHus.

4. T[lpyvHATble C HapyweHueM 3akoHodaTenbctBa Poccuiickon ®Pepepaumm  pelleHus opraHos
ncnonHuTensbHon Briactu cybwekta Poccuiickon ®epepauum o6 ycTaHOBNEHUM MpefenbHbIX pa3MepoB OMTOBbIX
HaabaBoK M npefenbHbIX PasMepoB PO3HUYHBLIX HaAbaBOK K 3aperncTpuMpoBaHHbIM MNpPedeSibHbIM OTMYCKHbIM
LeHaM Ha nekapCTBEHHble Mpenapartbl, BKMAOYEHHbIE B MEpeyvYeHb XU3HEHHO HEODXOOAUMBIX WU BaXKHEMLUMX
nekapcTBEHHbIX NpenapaTos, noanexaT oTMeHe B cyaebHom nopsiake.

Maea 13. MOHUTOPUHI 9O DPEKTUBHOCTU U BE3OMNACHOCTHU
NIEKAPCTBEHHbIX MPENAPATOB, HAXOOALLNUXCA B OBPALLEHNN
B POCCUMNCKOW ®EOEPALIUN
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. PapmakoHaasop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapaTbl, Haxogdwmecda B obpaweHun B Poccuickon ®epepauun, nopnexart
MOHUTOPUHIY 3(PEKTUBHOCTU N 6e30NacHOCTM B LensX BbIIBNIEHWS BO3MOXHbIX HEraTMBHbIX NOCNEACTBUMN UX
NPUMEHEHWs1, MHONBMAYANbHON HEeNepeHOCUMOCTH, NpeaynpexaeHns MeauuUHCKMX paboTHMKOB, BETEPUHAPHbIX
cneumnanucToB, NauMeHTOB WNW BnagenbLeB >XUBOTHBIX M UX 3aWuUTbl OT NMPUMEHEHWUS Takux NeKapCTBEHHbIX
npenapaTos.

2. dapmMakoHaJ30p OCYLLECTBMAETCS COOTBETCTBYIOLMM YMNONHOMOYEHHbIM hedeparnbHbiM  OpraHoM
WCNOMHUTENBHOW BMAcTU B YCTAHOBIIEHHOM WM Mopsgke MyTeM aHanu3a npefocTaBrsieMoll cyGbekTamu
obpallleHnss nekapCTBEHHbIX CPeAcTB MHOpMauun o MoBOYHbIX [OEWCTBUSIX, HEeXenaTenbHbIX peakuusx,
Cepbe3HblX HexenaTtenbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTernbHbIX peakuusix npu  NpUMeHeHUn
neKkapcTBEHHbIX  npenapaTtoB, 00 WHAMBMAYyanbHOW  HENEpeHOCUMOCTM,  OTCYTCTBUM  3(PEEKTUBHOCTM
neKapCTBEHHbIX MpenapaTos, a Takke 06 MHbIX hakTax n obcToATeNbCTBaX, NPEACTABNALWMX YIPO3Y XU3HU U
300pOBbI0 YenoBeka NMOO KMBOTHOTO MpPU MPUMEHEHUM NEKapCTBEHHbIX MPEnapaToB M BbISIBMEHHbIX Ha BCEX
aTanax obpalleHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®epepauny n apyrux rocynapcraax.

3. CyObekTbl 00palleHuss neKkapCcTBEHHbIX CPeAcTB B Mopsiake, YCTAHOBIEHHOM  YNOSHOMOYEHHbIM
degepanbHbIM OpraHoM UCNOMHUTENBHOW BnacTu, 0683aHbl coobLiaTh B YNONTHOMOYEHHbIN dhedepanbHbli opraH
NCMOMHUTENbHOW BMAcTM O MNOBOYHbIX OEWCTBUSAX, HEeXenaTeNbHbIX peakuusix, CepbesHbiX HexXenaTerbHbIX
peakumsix, HenpeaBUOEHHbIX HeXenaTemnbHbIX peakuusx Mpu MNpUMEHEHWW NeKapCTBEHHbIX MpenapaTtoB, 00
WHAVMBUOYaNbHOW HEMEPEHOCMMOCTU, OTCYTCTBMN 3(PDEKTUBHOCTY NEKAPCTBEHHLIX NPenapaTtoB, a Takke 06 MHbIX
hakTax n obcTosTenbCcTBax, NPEACTaBNSALWNX Yrpo3y XU3HU WM 300POBbH YenoBeka Nnbo >KMBOTHOMO Mpu
MPMMEHEHMN FeKapCTBEHHbIX MpenapaToB UM BbISBMEHHbIX Ha Bcex 3dTanax obpalweHus nekapcTBEHHbIX
npenapaToB B Poccuiickon deageparmm u Apyrnx rocygapcraax.

4. [epxatenu wnu Bnagenblbl PErMCTPALMOHHBLIX YAOCTOBEPEHWI NEeKapCTBEHHbLIX Mpenaparos,
lopuanyeckue nuua, Ha MMsS KOTOpbIX BbidaHbl paspelleHusi Ha NPOBEeAEHMEe KIMHUYECKUX WUCCnefoBaHui B
Poccuiickon depepauun, nubo yNonNHOMOYEHHbIE UMW ApYrue pUAMYEcKMe nuua B pamkax obecneyeHus
6e30MacHOCTM NeKkapCTBEHHbIX NpenapaTtoB B NOpsiAke, YCTAaHOBIEHHOM COOTBETCTBYHLLUM YMONHOMOYEHHbIM
denepanbHbIM OpraHoM WUCMOMHUTENBHOW BNacTu, 06si3aHbl OCYLLECTBMATbL Npuem, y4eT, obpaboTky, aHanus u
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

XpaHeHne nocCTynawLWmx B WX agpec OT cybbektoB obpalleHus nekapCTBEHHbIX CpPeacTB M OpraHoB
rocyoapCTBEHHOW Bnactu coobweHnin o nobouYHbIX [OENCTBUSIX, HeXenaTemnbHbIX peakuusax, CepbesHbIX
HexenaTenbHbIX U HenpeaBUAEHHbIX HeXenaTenbHbIX peakumsax npy NpUMEeHEeHUN nekapCTBEHHbIX MpenapaTos,
06 o0coBeHHOCTAX WX B3aMMOAEWCTBMS C APYrMMU  NEKapCTBEHHbIMW npenapaTtamu, WHAUBUAOYanbHON
HenepeHoCMMOCTH, a Takke 06 MHbIX hakTax n obcToaTeNbCTBaX, NPeACTaBNAALWMX YTPO3Y XU3HU U 300POBbIO
yernoBeka NMBO XKMBOTHOTO MMM BAMSIIOLLMX HA MU3MEHEHME OTHOLLEHWUS] OXUOAEMON MOJMb3bl K BO3MOXHOMY PUCKY
NMPMMEHEHS NIeKapCTBEHHbIX NpenapaTos.

5. Mpu BbiSBNEeHUM UWHDOPMaLUM O CepbesHbiX HeXenaTenbHbIX peakuusx W  HenpeaBuaeHHbIX
HexenaTenbHbIX peakumax npu NpUMEHeHUN NeKapcTBEHHbIX npenapaTos, 06 0COBEHHOCTAX UX B3aUMOAeNCTBUS
C ApPYrMMU rekapCTBeHHbIMM Npenapatamu, UHAMBMAOYarnbHOW HenepeHOCMMOCTU, a Takke 00 WHbIX dakTax u
06CTOATENLCTBAX, BNMSIOLMX HA M3MEHEHME OTHOLLEHUS 0XMUaaeMol Momb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs!
nekapcTBEHHbIX MpenapaTtoB, AepXaTenu WUnu Bnafenblbl PEervcTPauUMOHHbLIX YAOCTOBEPEHUI NeKapCTBEHHbIX
npenapaTtoB, lOpUAOMYECKME INULE, HAa WUMS KOTOPbIX BbldaHbl paspelleHuss Ha npoBeAeHue KIUHUYECKUX
nccnegosaHuii B Poccuiickoin denepauunmn, nnubo ynonHOMOYEHHbIe UMK OpYyrue opuandeckue nuua obasaHsbl
NPUHATL Mepbl, HanpaBleHHble Ha yCTpaHeHWe HeraTUBHbLIX MOCMNEeACTBUI MPUMEHEHUS TaKUX NeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHue NpUYNHeHUs Bpeda XU3HU UN 300POBbI0 YernoBeka NGO XMBOTHOTO, 3aLUUTY UX
OT MPUMEHEHMUS! TaKMX NEeKapCTBEHHbIX MpenapaTtoB, Ha AOMNOMHUTENbHbIN COOp AaHHbIX 06 aPMEKTUBHOCTU ©
6e30MacHOCTM TakuX NeKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLleHMe unn CokpbiTUE WHOPMaUWUM, MNPEeayCMOTPEHHOW 4YacTbio 3 HacTosAWweWn cratby,
aepxaTenu unv Brnagenblbl PErMCTPaLMOHHbBIX YOOCTOBEPEHMWI NeKapCTBEHHbIX NpenapaToB, puandyeckne nuua,
Ha UMS KOTOPbIX BbldaHbl pa3pellueHnst Ha NpoBedeHNe KIMHUYECKUX uccregoBanui B Poccuiickon ®egepaunn,
nmMbo yNnonHOMOYEHHbIE UMUK APYrne topuanyeckue nuua, a Takke AOMKHOCTHbIE Nua, KOTOPbIM 3Ta MHdopMauus
cTana M3BecTHa Mo poay WX npodyeccuoHanbHOW OesTENbHOCTM, HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®egepaunn.

7. Tpn nomyyeHnn YNONMHOMOYEHHbIM defeparnbHbiM OpPraHoM WCMOMHUTENbHOW BriacTM B pamkax
OCYLLEeCTBMEHNA UM dapmakoHaas3opa [JokasaTenbCTB O HECOOTBETCTBMM IEeKapCTBEHHOro npenapara
YCTaHOBMEHHbIM TPeboBaHMAM UM NpU NOMyYeHUN MHOPMaLMN O HECOOTBETCTBUU AaHHbIX 06 ahHEKTMBHOCTU
M o 0Ge3onacHOCTM feKapCTBEHHOro npenapaTta AaHHbIM O feKapCTBEHHOM npenaparte, cogepXawumcs B
WHCTPYKLUMW MO €ero npuMeHeHuio (B TOM 4uCre BbISBMEHHbIX B XOA4e OcCyllecTBreHns dapmakoHaasopa
KOHTPOSbHO-HAA30pHBIMW ~ OpraHaMu  MHOCTPaHHbIX rocydapcTB), YMNOMHOMOYEHHbIN dedepanbHbIi  opraH
NCMONHWUTENbHON BNacTy B YCTAHOBIIEHHOM UM MOPSAKE paccmaTpuBaeT BONPOC O NPUOCTAHOBIEHUN MPUMEHEHUS
TaKoro fiekapcTBEHHOro npenapaTa.

CraTtbs 65. MpMocTaHoBNeHue NpMMeHeHUs NeKapCcTBEHHOro nNpenapara
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. lpu nonyyeHun wuHAOPMALUN O HEXenaTenbHbIX peakunsix npu MNPUMEHEHUUN TNEKAPCTBEHHOrO
npenapata, He VyKasaHHbIX B WHCTPYKUMM MO MNPUMEHEHUO NEeKapCTBEHHOro npenapaTta, CepbesHbIX
HexenaTenbHbIX peakumsax, 06 0COBEHHOCTSIX ero B3aMMOAENCTBMS C APYTMMU NEeKapCTBEHHbIMUM MpernapaTtamu,
KOTOpble MOryT MNPeACTaBnsATb Yrpo3dy >KWU3HW WNW 300pOBbH  4YerioBeka 5nMbO XMBOTHOTO, a Takke O
HEeCOOTBETCTBMM [AaHHbIX 00 3pdeKTMBHOCTM U O 6e30nacHOCTW NEeKapCTBEHHOro npenaparta AaHHbIM O
nekapcTBEHHOM MpenapaTte, COAepXallMMCA B WHCTPYKUMWM MO ero npuMEHeHuto, B TOM u4ucne oOT
YMONTHOMOYEHHbIX OpraHOB MHOCTPaHHbLIX rocyapcTB, OOMeH KOTOPOW OCYLLECTBMASETCA B COOTBETCTBUMU C
cornaleHnsMmn Mexay yrnorHOMOYEeHHbIM beepanbHbIM OpraHoOM UCMOMHUTENbHOW BNACTU U YNONHOMOYEHHbIMN
opraHamu MHOCTPaHHbIX rOCy4apCTB, YMOMHOMOYEHHbIN dedeparnbHblii  OpraH  MCMOMHUTENbHOW  BRAacTU
paccmaTpvMBaeT BOMPOC O BO3MOXHOCTW MPUOCTaAHOBIEHWs obpalleHusi Takoro NekapCTBEHHOro npenapaTta B
nopsgke, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM heaepanbHbiM OpraHOM UCMOMHUTENbHON BRacTu.

2. Tlpy HEUCNOMHEHUN UNW HEeHaanexawleM WUCMOofHeHUW AepxaTensmMu wnu  Bragenbuamu
PErMCTpaUMOHHbIX YOOCTOBEPEHMUI FEKAPCTBEHHLIX MpenapaToB, HOPUANYECKUMWU NULAMM, Ha MMSI KOTOPbIX
BbldaHbl paspelleHns Ha npoBedeHWe KIMHUYeckMx wuccnegoBaHuii B Poccuiickon  depepauun, wunu
YNOSTHOMOYEHHBLIMU UMW APYrMMU OPUANYECKMMU NULaMU 065S53aHHOCTEN, YCTaHOBMEHHbIX YacTaMu 3 1 4 cTaTbu
64 HacTtosiwero denepanbHOro 3akoHa, NMOoO B criydasix npeAcTaBrieHns COOTBETCTBYOWMUM YNONTHOMOYEHHbIM
dhenepanbHbIM OpraHoM MCMONHUTENBHOW BRAcTU 3akMioYeHUst O HE4OCTOBEPHOCTU Pe3yrbTaToB KIMHUYECKOrO
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

nccrneoBaHUsl NeKapCcTBEHHOMO npenapara Ans MeguuUMHCKOro NpUMEHEHUs!, KOTOPOe OCHOBAHO Ha pesynbTaTax
NPOBEPKN MEOULMHCKOW OpraHu3aumv, NpoBOAMBLUEN YKa3aHHOE KIIMHWYECKOE WCCrefoBaHWe C HapylleHUeM
npaBui Hagnexawlen KIMHUYECKON MPakTUKW, U MPUBENO K MOSMYyYEHUI0 HeOOCTOBEPHbIX pe3ynbTaTtoB, nnbo B
Crny4yae HeBbINOMHEHUS MpeanucaHusi, BblAAaHHOMO YMONHOMOYEHHbLIM dedepanbHbIM OPraHOM WMCMOMHUTENbHOM
BMacTM MO WTOraM OCYLIECTBMEHUS BbIOOPOYHOrO KOHTPOSS KadecTBa FEKApCTBEHHOro npenaparta,
YNOSTHOMOYEHHbIN dheeparbHbIili OpraH UCMOSIHUTENBHOW BNAacTu B YCTAHOBEHHOM MM MOpsSiAKE paccmaTpuBaeT
BOMPOC O NPMOCTaHOBIEHMUN NPUMEHEHUSI TAKOrO NIeKapCTBEHHOIO Npenapara.

3. YNONHOMOYEHHbIN doeaeparnbHbli OpraH UCNOMIHUTENBHOW BRacTy Npy NpeacTtaBieHnn emy CBeAeHUn o
HECOOTBETCTBUM  MPOU3BOAUTENS  NEKapCTBEHHbIX  cpeactB  TpeboBaHuaM npaeBun  Hagnexailemn
NPOV3BOACTBEHHOM NPAKTUKU 1 (MNKN) O HApYLUEHUW NULIEH3MOHHBIX TpeboBaHUN, KOTOpble ObINK BbiSBMNEHbI B XO4E
NpoBeaeHUs MHCMEKTUPOBAHUSA MPOU3BOAUTENST NEKAPCTBEHHbIX CPEACTB WU OCYLLECTBNEHUS NULEH3UOHHOro
KOHTpOns B cdepe Npou3BOACTBA NEKAPCTBEHHbIX CPeacTB M NPUBENU UMM MOFYT MPUMBECTU K MPOM3BOACTBY
NeKapCTBEHHbIX MpenapaToB ANs MEAMLMHCKOrO NMPUMEHEHWS, MPUYUHUBLUMX WU CMOCOOHBLIX MPUYUHUTL Bpesn
XW3HU UNW 300POBLI0 TPaXdaH, paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIIEHUM MPUMEHEHUSA NEeKapCTBEHHbIX
npenapaToB A8 MEANLMHCKOrO NPYMEHEHWS B YCTAHOBMEHHOM MM MOPSAKE B CNEAYOLWNX Criydasx:

1) cocTaB ¥ (MNK) TEXHONOIMMA NPOM3BOACTBA NEKAPCTBEHHOrO Npenaparta Ans MeAWULUHCKOro NpUMeHeHus!
(c onvcaHvem cTaguii NPOU3BOACTBA) OTNNYAOTCH OT 3as8BMNEHHbIX B PEFMCTPaLMOHHOM [0ChE;

2) nekapCTBEHHbI npenapaT And MegWUMHCKOrO MPUMEHEHUS Mpou3BedeH Ha MpOM3BOACTBEHHOW
nnowlagke, He yKkasaHHOW B PerMcTpaLMoHHOM AOChE;

3) y npousBoauTENs NeKapcTBEHHbIX CPEACTB OTCYTCTBYHOT [OKYMEHTbI, MOATBEPXAAoLWME COOTBETCTBUE
KayecTBa NeKapCTBEHHOro npenapata Anst MeAULMHCKOrO MpUMEHEHWs, BBOAMMOIO B rpaxaaHCcKMn 06oporT,
TpeboBaHWAM, yCTAaHOBMNEHHBLIM MPW €ro rocyaapCTBEHHON perncTpaumu;

4) npousBoauTENEM feKapCTBEHHbIX CPEACTB B COMMacOBaHHbI C COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM
denepanbHbiM  OpraHOM WCMOSIHUTENbHOW BNAcTW CPOK He YCTpaHeHbl HapyweHus TpeGoBaHMM npaBwuisn
Haanexallen Npon3BOACTBEHHON MPAKTUKN U (MN) NIMLEH3NOHHBIX TpeboBaHUN, KOTopble ObiNy BbiSBNEHbI B Xo4e
NpOBEeAEHUS WHCMNEKTUPOBAHUSA NPOU3BOAUTENS JEKAapCTBEHHbIX CPEeACTB MU OCYLLECTBMEHUSA MMLEH3MOHHOro
KOHTpons B cdpepe Npou3BOACTBa MEKapCTBEHHbIX CPEACTB M MPUBENM WM MOTYT NPUBECTU K NPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro NMPUMEHEHUS, NMPUHYUHMBLLUX MM CMOCOBHBLIX NPUYUHUTL Bpes
XU3HWU 1K 300POBbLI0 rpaxaaH.

(vactb 3 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

4. YNonHoMo4eHHbIN denepanbHbIn opraH UCMOMHUTENBHOW BracTu NPU HanuyuuM y Hero cBedeHun o
HeCoOTBETCTBUMM  NPOM3BOAWTENS  NEKapCTBEHHbIX  CPpeAcTB  TpeboBaHMAM npasun  Haanexatlen
NPOWM3BOACTBEHHOW NPAKTUKM M (MNKN) O HapyLLEHUN NMLEH3NOHHBLIX TpeboBaHWUi, KoTopble ObiNv BbISIBIEHbI B XO4e
npoBefeHNs MHCMEKTUPOBaAHUSA MPOU3BOAUTENS IEKAapCTBEHHbIX CPeACTB WKW OCYLLECTBNEHUS JMLEH3NOHHOro
KOHTpOns B cdyepe Mpou3BOACTBA JEKAPCTBEHHbIX CPeAcTB U NPUBENU UM MOryT MPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOro MPUMEHEHUS, NMPUYUHMBLUMX UAW CMOCOBHBLIX MPUYMHUTL Bpes
XW3HW UMW 300POBbBI0 XUBOTHBLIX, paccMaTpvsaeT BOMNPOC O MPUOCTAHOBMNEHUW peanu3auum u MNpUMeEHeHus
nekapcTBEHHbIX MpenapatoB AMs BeTEepUHapHOro NpUMEHeHWst B YCTaHOBIIEHHOM WM Mopsake B CrnefyroLmnx
cny4vasx:

1) cocTaB U (MnK) TeXHONOMMS NPOU3BOACTBA NEKAPCTBEHHOrO NpenapaTa Ans BeTepUHapHOro NpUMeHeHUs
(c onucaHnem cTaguii NPOU3BOACTBA) OTNINYAIOTCS OT 3asIBMIEHHbLIX B PErMCTPALMOHHOM AOChE;

2) nekapcCTBEHHbIA MpenapaT Ans BeTepMHApPHOro MNPUMEHEHUs MPOU3BEAEH Ha MNpPOM3BOACTBEHHOW
nnowiaake, He ykasaHHOW B perMcTpauMoHHOM AOCHE;

3) y npousBoaUTENs NEeKapCTBEHHbIX CPEACTB OTCYTCTBYHOT [OKYMEHTbI, MoATBepXaaloliMe CoOTBETCTBUE
KayecTBa JIeKapCTBEHHOro npenapaTta Ansl BETEPUHAPHOTO MPVMMEHEHUsi, BBOOAVMOrO B rpaXdaHCKui oGoporT,
TpeboBaHWsAM, YCTaHOBIEHHbIM MPY €ro FoCYAapCTBEHHOWM pernctTpauuu;

4) npousBoAMTENEM NeKapCTBEHHbIX CPEACTB B COMMACOBaHHbIA C COOTBETCTBYHOLUMM YMONHOMOYEHHbBIM
henepanbHbIM  OPraHOM UCMOSHUTENBHOW BRACTM CPOK HE YCTpaHeHbl HapylweHust TpeboBaHW npaBun
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Hagnexallen NpomM3BOACTBEHHOMN NPAKTUKU U (M) NULLEH3NOHHBIX TpeboBaHU, KOTOpbIe ObiNK BbISBMEHbI B X04€e
NpoBeaeHUs MHCMEKTUPOBAHUA MPOU3BOAUTENST NEKAPCTBEHHbIX CPEACTB WU OCYLLECTBNEHUS NULEH3UOHHOro
KOHTpOns B cdepe NpPou3BOACTBA IEKApCTBEHHbLIX CPeaCTB W NPUBENM UMM MOryT MPUBECTU K NPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB Afsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLUMX UM CMOCOBOHBLIX MPUYMHUTL Bpes
XWU3HWU 1K 300POBbBH0 XKUBOTHBIX.

(vacTb 4 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

Cratbsa 66. UHcopmauma o pesynbTaTax ¢papmakoHagsopa
(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YnonHoMo4YeHHbIN dheaepanbHbI opraH MCNOMHUTENbHOW BRAacTW, OCYLLECTBNALWMIA dapMakoHaasop,
Haxogsawmxcsa B obpawteHnn B Poccuiickon depepaumm, no pesynbtatam papmakoHaasopa pasMmeLLaeT Ha CBOeM
oduymnansHom cante B cetn "VIHTepHeT" MHpOpMaUMio O NPUHATBIX PELUEHUSIX O BHECEHUN WU3MEHEHUsS B
WHCTPYKLUMIO MO NPUMEHEHMIO NEKapCTBEHHOro npenapaTta, O NPUOCTaHOBNEHUN MPUMEHEHUS NeKapCTBEHHOro
npenapata, 06 wn3bLATUM M3 O0OpalleHUst NeKapCTBEHHOro npenapata MnuM O BO30OHOBNEHWW MPUMEHEHUS
nekapcTBEHHOro npenapara.

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Masa 14. UH®OPMALMUA O NEKAPCTBEHHbLIX MPEMNAPATAX. CAICTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEQUUUHCKOIo NPUMEHEHUA
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Crtatbs 67. WHcdopmaums o nekapcTBeHHbIX npenapatax. CucTtema MOHMTOPUHra A[BUXEHUS
nekapcTBeHHbIX NpenapaToB ANSA MeAULIMHCKOro NpMMeHeHUs
(B pea. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

1. ViHcbopMaumst 0 nekapCcTBEHHbIX Mpenapartax, OTnyckaemblX Mo peuenTy Ha NekapCTBEHHbIA Npenapart,
JOIKHA copdepXaTbCsl TONMbKO B CMeuvanva3vpoBaHHbIX MW34aHUSX, MpeAHasHauyeHHbIX AN MeOVLMUHCKMX,
(hapmMaLeBTUYECKNX, BETEPUHaPHbIX PaGOTHMKOB. MHopMaLmMsi 0 NekapcTBEHHbIX Npenapartax Ans crneuuannucToB
B 06MnacTy obpalleHUsi NekapCTBEHHbIX CPeACTB MOXET CoAepKaTbCsi B MOHOrpadusix, CnpaBoYHMKaX, Hay4YHbIX
cTaTbsX, B JOKNaAax Ha KOHrpeccax, KOHEPEHLMSX, CUMMNO3MyMaXx, HaydHbIX COBETax, a Takke B MHCTPYKUUAX MO
NPUMEHEHWI0 NeKapCTBEHHbIX NpernapaToB.

2. NHdopmauus o nekapCTBEHHbIX NpenapaTax, oTnyckaemblx 6e3 peLenTa Ha nekapcTBEHHbIV npenapar,
MOXEeT cofepXaTbCsi B MyOnukauusix 1 obbsaBNeHMsAX CPeAcTB MacCcoBOW MHAOpMaLMK, CNeunanm3npoBaHHbIX U
obLWMX NeyvaTHbIX W3OAHUAX, WHCTPYKUMSX MO MNPUMEHEHWMI0 NEKapCTBEHHbIX NPenapaToB, WHbIX W34aHUsIX
CyObekToB OOpalleHus NeKapcTBEHHbIX cpefAcTB. PeknamHble MaTtepuanbl O NeKkapcTBEHHOM rpenapare,
oTnyckaeMoM 6e3 peLienTa Ha NekapcTBEHHbIV NpenapaT, A0MKHbI COOTBETCTBOBATbL MHCTPYKLUM NO NPUMEHEHUIO
nekapcTBEHHOrO npenapara.

3. [lonyckaeTcsa vucnonb3oBaHune NoGbix MaTepuanbHbIX HOCUTENEN, NO3BONAIOWMNX XPaHUTb, NepeaaBatb U
ncrnonb3oBaTh MHMOPMALMIO O NeKapCTBEHHbIX NpenapaTtax 6e3 ee NckaxkeHus.

KoHcynbTaHTlM0C: npumeyaHue.
Y. 4 cT. 67 BCcTynaet B cuny ¢ 1 aHBapsa 2020 ropa.

4. Ona uenen naeHTMdMKaLMM YNaKOBOK JEKAapCTBEHHbLIX NpenapatoB Anst MEAWUUHCKOrO MpUMEHEHUS
Npou3BoaUTENM NEKapCTBEHHbIX CPeACTB B NOpsiAKke, ycTaHoBreHHOM [MpaButenbctBom Poccuiickon depepaunn,
HAHOCAT Ha MEPBUYHYIO YMaKoBKYy (B OTHOLLUEHUW NIEKAapCTBEHHbIX NpenapaToB Anst MEOULMHCKOrO MPUMEHEHUS,
ONs KOTOpbIX He MpedycMOTpeHa BTOPUYHAS YMakoBKa) W BTOPUYHYH  (MOTPEOMTENbCKYH)  YMakoBKY
NEeKapCTBEHHbIX MpenapaToB A1 MEOULUHCKOrOo MNPUMEHEHMS cpeacTBa uaeHTuduvkauumn, 3a WCKIOYEHUEM
NEeKapCTBEHHbLIX MpenapaTtoB ANs MEOULUHCKOrO MPUMEHEHMUS, NMPOU3BOAMMBIX AN NPOBEAEHUS KITMHUYECKUX
nccneaoBaHUmM, 3KCNOPTA, JIEKAPCTBEHHbIX NpenapaToB AMsl MeAULMHCKOIO NPUMEHEHUS, YKa3aHHbIX B YacTaX 5 1
8 ctaTtbu 13 HacToswero degepanbHOro 3akoHa, pagnodapmMaLeBTUYECKMX NIEKAPCTBEHHbIX MpenapaToB U NUSIBOK
MEeOULMHCKUX.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

(4acTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pen. 28.11.2018))

5. XapakTepucTukM cpefctBa wuaeHTUMKauMK, NOpPSAOK ero HaHeceHusi U TpeboBaHUS K CTPYKType W
cdopmaTty uHopmaumn, KOTOPYH COOEPXWUT CPeacTBO uaeHTUdUKauumn, onpegenstorcs [lpaBMTenbCTBOM
Poccunckon ®egepaumn.

(vacTb 5 BBegeHa degeparnbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. lNMopsigok co3gaHwst, pasBuTWUsl, BBOAA B IKCMIyaTauuio, 3KCniyaTaumv M BbiBO4A W3 3SKCnyatauuu
CUCTEMbl MOHMUTOPUHIa [OABWXKEHUS IeKapCTBEHHbIX MpenapaTtoB ANd MeAUUMHCKOrO MNPUMEHEHWs, MOpPSAoK
npenocTaBneHns nHopmaumm, cogepxallencss B CUCTEME MOHUTOPWHIa ABWXKEHUS NeKkapCTBEHHbIX npenapaToB
ONs MeAVLMHCKOTO NMPUMEHEHWS, U NOPSOOK B3aMMOLAENCTBUSA YKa3aHHOW CUCTEMbI C UHBIMU FOCY4apCTBEHHbBIMU
MHOPMALIMOHHBIMM  CUCTEMAMW U MH(POPMALMOHHBIMW CUCTEMaMM IOPUAMYECKUX IUL, U MHOUBUAYamNbHbIX
npegnpvHuMaTenen, ykasaHHblXx B 4Yactax 7 u 10 HacToswen cratbW, ycTaHaBnmsatkoTcs [lpaButenscTBOM
Poccuickon ®epepaumn. OnepaTopaMu CUCTEMbl MOHWUTOPWHIa ABWXKEHWS MEeKapCTBEHHbIX MpenapaToB Ans
MEOULMHCKOrO MPUMEHEHUSA SABNAOTCA defeparnbHbIi OpraH WCMOMHUTENBHOW BRact M (Mnv) opraHusauus,
ynoniHoMo4eHHble NpaButensctBoM Poccuinckon degepauun.

(4acTb 6 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlmoc: npumeyaHue.
Y. 7 c1. 67 BCcTynaet B cuny ¢ 1 auBapsa 2020 roga.

7. Opugunyeckne nvua u wuvHAMBUAYanbHble MPeanpUHUMAaTenu, OCYLLEeCTBRALWmMe npous3BoacTBO,
XpaHeHve, BB03 B Poccuiickylo depepaumio, OTMyCK, peanu3auuio, nepegadvy, NPUMEHEHUWE U YHUUYTOXEHWe
neKapCcTBEHHbIX MpenapaToB ANA MeAMUMHCKOro npumeHeHus, obecneunBaloT B Nopsigke U B CcOcTaBe, KOTopble
ycTaHoBneHbl lNpaButensctBom Poccuickon Pegepaumm ¢ y4eTom BuAa OCYLLECTBNSAEMON VMU OeATENbHOCTMH,
BHECeHne MHdopMaLMmM O NekapCcTBEHHbIX NMpenapaTax Ang MeOMLMHCKOrO NPUMEHEHUS B CUCTEMY MOHWUTOPUHIa
OBWKEHWS NekapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOIO NPUMEHEHNS.

(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlmoc: npumeyaHue.
C 29.11.2019 ct. 67 gononHgaetca Y. 7.1 (®3 o1 28.11.2018 N 449-d3). Cm. GygyLyio pegakumio.

8. OpraHunsauus UHEHOOPMALMOHHOIO B3aMMOAEWNCTBUS CUCTEMbl MOHUTOPMHIA ABWXEHUSA FeKapCTBEHHbIX
npenapaToB AMS MEOULMHCKOTO NPUMEHEHUS C WHbIMW TFOCYAapCTBEHHBLIMU MH(OPMaLMNOHHBIMU CUCTEMaMU
obecneynBaeTcs B TOM yucne NocpeacTBOM NHMPACTPYKTYPHI, obecneuuBatoLen
NHOOPMALIMOHHO-TEXHOIMOMMYECKOE  B3aMMOAENCTBUE  MH(POPMALMOHHBLIX  CUCTEM,  UCNONb3yeMbIX  AnS
npefocTaBneHns rocyAapCTBEHHbIX U MYHULMNANbHLIX YCNYr U UCMOMHEHUS roCyAapCTBEHHbBIX U MyHULMNAbHBLIX
OYHKLNIA B SNEKTPOHHOW hopMe.

(vacTb 8 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. O6wenocTynHaa MWHgoOpMauus, cooepxalasaca B CUCTEME MOHUTOPUHra ABMXEHUS NeKapCTBEHHbIX
npenapaToB ANs MEOUUMHCKOrO MpUMEHEHUS, pas3MeLlaeTcs B MH(OPMaLNOHHO-TENEKOMMYHUKALMOHHOW CeTH
"UHTepHeT" (B TOM 4Yncne B oopMe OTKPbITbIX AaHHbIX) B Nopsiake, ycTaHoBrneHHoM [paButensctBoM Poccuiickon
degepaumm.

(vacTb 9 BBegeHa depepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

10. NpounsBoanTEnn NeKapCTBEHHbLIX CPEACTB MOMy4YatoT COAEPXKALLYHCS B CUCTEME MOHUTOPUHIa OBWKEHUS
NeKapCTBEHHLIX NpenapaToB ANnst MEAULMHCKOrO MPUMEHEHUS MHAOPMALMIO O CEPUSX U MapTUAX NIEKAPCTBEHHbIX
npenapaTtoB, MNPOM3BOAMMBLIX MMM W HaxoAsWMXca B rpaxgaHckom obopoTte B Poccuiickon Pepepaumu,
6e3Bo3mMe3gHoO.

(vacTb 10 BBegeHa deaepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTlM0C: npumeyaHue.
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Y. 11 cT. 67 BCcTynaet B cuny ¢ 01.01.2020.

11. 3a nNpou3BOACTBO MMM MPOAaXy NEKApCTBEHHbLIX MpenapaToB AN MeOUUMHCKOro npuMeHeHust 6es
HaHeCeHNsi CPeACTB MAEHTUMUKALUUW, C HapyLIEHMEM YCTAHOBIIEHHOro MNOpsiAka WX HaHeceHusl, a Takke 3a
HEeCBOEBPEMEHHOE BHECEHWE [aHHbIX B CUCTEMY MOHWUTOPWUHIA [OBWXKEHWsI NEeKapCTBEHHbIX MpenapaTtoB ANns
MeOULMHCKOrO NPUMEHEHUSI U BHECEHNE B HEE HEAOCTOBEPHbIX AaHHbIX opUandeckne nuua u MHaMBMAyarnbsHble
npegnpvHUMaTenu, ykasaHHble B YacTsaxX 4 M 7 HaACTOsILLEN CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuickon depepaumn.

(vacTb 11 BBegeHa deaeparnbHbiM 3akoHOM OT 28.12.2017 N 425-03)

12. TpaButenbctBo Poccuiickon Pepepaumm BrpaBe YCTAHOBUTb OCOOEHHOCTU BHEAPEHUS CUCTEMBbI
MOHWUTOPWMHIa ABWXEHUS NEKapCTBEHHbIX MpenapaTtoB AfS MeAUUUHCKOrO MNPUMEHEHMUs, BKIIOYasi CPOKM ee
BHEOPEHMWs!, B OTHOLIEHMWN NEKapCTBEHHbIX NpenapaTos AN MeAULMHCKOro NPUMEHEHWS, BKIIOYEHHbIX B NepeYeHb
XKM3HEHHO HEObOXOAMMbIX W  BaXHEWLWMWX JeKapCTBEHHbIX MpenapaToB, JeKapCTBEHHbIX MpenapaTos,
npegHasHavYeHHbIX Ans obecneyeHus nuu, 60MbHBIX remodunmen, MykoBucUMA030M, rMnounsapHsbiM HaHN3MOM,
bonesHblo [owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHWAMM NMMAOUOHOW, KPOBETBOPHOW W POOCTBEHHbLIX UM
TKaHen, pacCesiHHbIM CKMepo30oM, f1L, Nocrne TpaHCnnaHTauuu OpraHoB W (MNn) TKaHeW, WHbIX NeKapCTBEHHbIX
npenapaToB AN MeANLMHCKOrO NPUMEHEHWS.

(4acTb 12 BBegeHa dPepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

nasa 14.1. OTPAHUYEHUA, HAINTATAEMbIE
HA OPrAHU3ALNN, OCYLWLECTBNAIOWWE DEATENbHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBegeHa dPepepanbHbIM 3akoHOM 0T 25.11.2013 N 317-93)

Ctatba 67.1. OrpaHu4YeHus, Hanaraemblie NMpU OCYLUECTBIIEHUN AeATeNnbHOCTU B cdepe obpalueHus
neKkapcTBeHHbIX CpeacTB

1. OpranHusauun, 3aHumarwLmecss paspaboTkowW, MPoOU3BOACTBOM U (MNU) peanusaumen NeKkapCTBEHHbIX
npenapaToB ANs MEOULMHCKOrO MPUMEHEHUS, opraHM3auumn, obnagaroLime npaBamm Ha UCNosib30BaHUE TOProBoro
HaVMEHOBaHWsI NEKApCTBEHHOrO npenapara Ans MeauLMHCKOro NPUMEHEHUs!, opraHn3auum ONTOBOW TOProBIU
NeKapCcTBEHHbIMW CpeacTBaMu, anTeyHble opraHv3aumy (MX nNpeacTaBuTeNn, UHble U3NYECKME U opUaNYECKUe
n1ua, OCYLLEeCTBNSOLWMNE CBOK [OEATENbHOCTb OT WUMEHM 3TUX OpraHu3auui) B OTHOLIEHUN MEAULIMHCKUX
pabOTHWNKOB M PyKOBOAUTENEN MEOULMHCKUX OpraHn3auun He Brnpase:

1) BpyyaTb NOA4ApPKM, BbiNnayMBaTbh AEHEXHble CPeACTBa (3a UCKITIOYEHNEM BO3HArpaXkaeHu no oroBopam
npy NpoBeAEeHWUU KITMHUYECKUX WCCMeAOBaHUM IeKapCTBEHHbIX MpenapaToB Ans MeAULMHCKOrO NpUMEHEHUs,
BO3HarpaxgeHun, CBA3aHHbIX C OCYLLEeCTBIEHNEM MeAULUMHCKUM paboTHWKOM mnegarormyeckon u (Mnu) HayyHoun
OeATenbHOCTM), B TOM YMChe onfavvMBaTb pasBneveHns, oTablX, Npoess K MecTy OTAbixa, a Takke npusBnekaTb K
y4yacTuio B pa3BriekaTesibHbIX MeponpuATUsAX, NPOBOAMMBIX 3a CHET CBOUX CPEACTB;

2) 3akntoyaTb COrnalleHusl O HasHa4YeHUN UM pekoMeHaaLUMN NauueHTaM NekapcTBEHHbIX NpenapaTos Ans
MEAMLMHCKOrO TMNPUMEHEHNS1 (32 WCKMIOYEHWEeM [OrOBOPOB O MPOBEAEHUMU KIMHUYECKUX  MCCrenoBaHui
nNeKapCTBEHHbIX NpenapaToB A8 MeAULIMHCKOTO NPUMEHEHNS);

3) npegoctaenATb o6pasubl feKkapCTBEHHbIX MpenapaToB AMs MEeOUUMHCKOTO MPUMEHEHUS B LEnsx
BPYYEHMS MaumMeHTam (3a WCKIIOMEHMEM CryyaeB, CBSI3aHHbIX C MPOBEOEHMEM KIMHUYECKMX WUCCnenoBaHWUi
NeKapCTBEHHbIX NpenapaToB A MeaULMHCKOro NPUMEeHEHNs);

4) npepocTaBnATb HEOOCTOBEPHY M (MNW) HEMONHYH WHMOPMaUMIO O NeKapCTBEHHbIX mnpenapaTtax Ans
MeOULMHCKOTO NPUMEHEHUS;

5) nocewartb uMx B paboyee BpeMs Ha paboyMx MecTax, 3a WCKIMIYEHMEM CMy4aeB, CBSI3AHHLIX C
NpoBeAEHMEM KIMUHUYECKUX WCCIEOBaHUA NeKapCTBEHHbIX MpenapaTtoB Ans MeOWLUHCKOTO MNpUMEHEHUs!, ¢
yyacTMeMm B nopsiake, YCTAHOBMEHHOM PYKOBOAWUTENEM MEAWLIMHCKOW OpraHv3aumun, B COOpaHUsiXx MeauLMHCKAUX
pabOTHUKOB U MHbIX MEPOMNPUSITUSIX, HaMpPaBMNEHHbIX Ha MOBbLILIEHWE WX NPOGECCUOHANBHOMO YPOBHSA UMK Ha
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

npegocTaBneHne MHOpMaLMKN, CBSA3AHHOW C OCYLLIECTBNEHNEM MOHMTOPMHra Ge3onacHOCTM NeKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCbIBAHUIO NEKapCTBEHHbIX NpenapaToB Ans MeaUUMHCKOrO MpYMeHeHUsl Ha GrnaHkax,
codepxalux MHopMaLMIo pekriaMHOro XapakTepa, a Takke Ha peuenTypHbix GnaHkax, Ha KOTOpbiX 3apaHee
HaneyaTaHO HaVMeHOBaHMWe NeKapCTBEHHOIO Npenapara Anst MeaUUUHCKOTo NpUMeHEeHMsI.

2. Opranmsaumn, ykasaHHble B ab3ale nepBoM 4acTu 1 HacTosiwen craTtbM, U WX NpeacTaBuTeENU B
OTHOLLEHMM hapmaLeBTUYECKUX PaBOTHUKOB 1 pyKOBOAMTENEN anTeYHbIX OpraHM3aunin He Bnpase:

1) Bpy4aTb Nogapku, BbinNnavymMBaTtb AEHEXHble CpeAcTBa, B TOM 4YuCrie OnflaynBaTb pa3BfieveHusi, OTablX,
npoesqd K MecTy OTAblXa, M MPUBMEKaTb K y4acTUO B pasBrieKaTeNbHbIX MEeponpUSaTUSIX, MPOBOAUMbLIX 33 CYeT
CBOWX CPEACTB;

2) npepocTaBnaTb 06pas3ubl NEKAPCTBEHHbLIX NpenapaToB Ans MEeAMLUMHCKOrO NPUMEHEHWUst NS BpyYeHus
HaceneHuio;

3) 3aKrn4aTb corfnaweHuna O npearnoXeHnn HaceneHuto onpeperieHHbIX NeKapCTBEeHHbIX npenapaTtoB And
MeaNLNHCKOIro NnpuMeHeHuns;

4) npepocTaBnATb HEOOCTOBEPHYO M (MNWN) HEMONHYIO WHMOPMAaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEOUUMHCKOTO MPUMEHEHWs,, B TOM 4WCMEe MMEKLWMX OOUHAKOBOE MexXAyHapoOHOe HenaTeHTOBaHHoe
HaumeHoBaHwe.

Cratba 67.2. TpeGoBaHusi K oOpraHvM3auMm W TMPOBeAEHUI0 HayYHbIX MEpPONpPUATUNA, WHbIX
MeponpusiTUM, HanpaBfieHHbIX Ha MOBbIWEHUe NPodeCcCCUOoOHaNbLHOro ypoBHA MeAULMHCKMX PaboTHUKOB
WM Ha npepocTaBneHMe WH(popmauuu, CBS3aHHOM C OCYLIeCTBIIEHMEM MOHMUTOpPUHra 6e3onacHocTu
JflekapCcTBeHHbIX NpenapaToB

1. Tpyv npoBegeHWM Hay4yHbIX MEPONPUSATUA, WHBIX MEPOMPUATUI, HanpPaBfeHHbIX Ha MOBblIEHne
NpodeCccnoHanbHOro YpOBHS MEOULMHCKMX PabOTHUKOB UMM Ha NpegocTaBieHne CBA3AaHHOW C OCYLLECTBIIEHMEM
MOHWUTOPMHra ©6e30MacHOCTU feKapCTBEHHbIX MNpenapaTtoB WHMOPMauuW, OpraHM3yeMblX OpraHu3auusMu,
yka3aHHbIMY B ab3aue nepsom vactu 1 ctatbmn 67.1 HacTosiwero degepansHOro 3akoHa, UX NpeacTaBUTENAMA 1
(vnun) pmHaHcMpyeMbIX 3a cHeT cpecTB ATUX OpraHu3auuin U Ux NpeacTaBuTenen, sanpeLaeTcs NpensaTcTBoBaTb
Yy4acTUIO B yKa3aHHbIX MEPONPUATUAX UHBLIX OpraHn3auuin, KoTopble NPOU3BOAAT UMK peanuayloT NekapCTBEeHHbIe
npenapatbl AnS MeAMLMHCKOrO MPUMEHEHUA CO CXOXMM MeXaHW3MOM (hapMaKonorm4eckoro Aencreusi, nubo
cosgaBaTb OUCKPUMUHALUMOHHbLIE YCMOBUA AN OAHUX YYaCTHWKOB MO CPaBHEHWIO C APYrUMW ydacTHUKaMu, a
NMEHHO:

1) NpefocTaBnsATb pas3nMyHOEe KONMYECTBO BPEMEHU ANS BbICTYNNEHMI YYaCTHUKOB, pasfnyHble No pasmepy
3aHMMaeMon nrowaan Mecta Ans OeMOHCTpauun o6pasLoB fekapCTBEHHbIX MpenapaTtoB Ans MeauLMHCKOro
NMPMMEHEHMST UNN PeKNaMHbIX MaTepuarioB O feKapCTBEHHbIX MpenapaTax Ans MeaMUMHCKOrO MPUMEHEHUsT Ha
9KCMO3UUMSX, CTEHAAX, 3a WUCKMYEHWEeM CrlyvyaeB, €CnU Takue YCNOBUS 3aKpernsieHbl B COrnalleHUsiX 3TUx
opraHusauuin, ux npeactaButenen o UHaAHCUPOBAHWM YKa3aHHLIX MEPONPUSTUA U 0BYCroBMEHbI PasfNYHbIMU
3aTpaTtamu y4acTHUKOB Ha UX OpraH13aLuio;

2) yctaHaBnuMBaTb pasmep B3HOCA Af1s1 y4aCTHUKOB MEPONPUATUIA, ykasaHHbIX B ab3alie nepBoM HacTosiLLen
4YacTu, NpPeBbILLAKLLMIA CYMMY 3aTpaT Ha OpraHn3aunto ykazaHHbIX MEepPONpUsATUIA U Be4yLUMIA K HEOBOCHOBAHHOMY
OrpaHNYEHUIO YNCHa UX YHaCTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepsom yactu 1 ctateun 67.1 HacTosilero ®enepanbHOro 3akoHa, ux
npeacTaBuMTENM, OCYLLLECTBRSIOLWME OpraHu3aunio 1 (unu) omHaHCcMpoBaHMe MeponpusaTUK, yKkasaHHbIX B Yactu 1
HacTosiLLen cTaTbK, 00A3aHbl obecneymBaTtb AOCTYN K MHOpMauuu O gaTte, MECTe M BPEMEHW MpPOBeOeHWUs
yKasaHHbIX MeponpuaTUA, NnaHax, nporpaMMmax npoBedeHUsl yKasaHHbIX MeponpuaTUA U TeMax, NraHupyemMblx
Ons pacCMOTpeHUs, CoCTaBe WX Y4aCTHMKOB MyTeM pasMelleHUsi COOTBETCTBYKLWEN WMHpopmaumMm Ha CBOUX
otmumansHblx cantax B cetn "MHTepHeT" He no3gHee ABYX MecsdueB A0 Havana npoBefeHus YKasaHHbIX
MepOonpuUsaTUN.
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3. WHdopmauma o npoBedeHunm MeponpUSTUNA, YKasaHHbIX B 4acTh 1 HacTosilwen cTaTbM, B CPOK,
YCTAHOBMEHHbIN 4acTbld 2 HacTosWen cTaTbW, [JoSkHa ObiTb HanpaBneHa B defepanbHbid  OpraH
WCNONHUTENBHON BNACTU, OCYLLECTBAAIOWMA (OYHKLMN MO KOHTPOMNIO U Haa3opy B cdpepe 34paBoOXpaHeHus, Ans
nocneayoLwero pasmeLleHms ee Ha ouumanbHOM canTe 3Toro opraHa B cetu "UHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLULEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUWUE BPEOA, MPUYUHEHHOIO 30O0OPOBbLIO NrPAXOAH
BCJNEACTBUE NPUMEHEHUA NNEKAPCTBEHHbIX MPENAPATOB

Ctatbsa 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHopaaTenbcTBa Poccuiickonn depepauuy npwu
oGpalleHum NieKapCTBEeHHbIX CPeACTB

1. HapyweHne 3akoHopaTensctBa Poccuickon ®epepaumm npy obpalleHun neKkapCTBEHHbIX CPEACTB
BreyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHoAaTensctBom Poccuiickon ®egepaumm.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBreHne WM HECBOEBPEMEHHOe MnpeacTaBneHne nHdopmaumnm 1 (unv) 4OKyMeHToB nnbo
npeacTaBrieHne HeaoCTOBEPHbIX MHMopMauum u  (Mnu)  OOKYMEHTOB, MNpPegyCMOTPEHHbIX  HacTOALMM
®egepanbHbiM 3aKOHOM, Cy6bekTbl 0bpaLleHns nekapCTBEHHbIX CPeacTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3akoHogaTtenscTBom Poccuinckon ®egepauun.

(vacTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PeaepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Cratba 69. Bo3meweHue Bpega, NMPUYMHEHHOro 340POBbLK0 TpaxpaH BCneACTBUME MNPUMEHeHUs
NleKapCTBEeHHbIX NpenapaToB

1. np0I/I3BO}1I/ITeJ'Ib JNIeKapCTBEHHOrIO npenaparta 00s13aH BO3MECTUTb Bpen, I'IpVI‘-IVIHeHHbIIZ 340pOBblO rpaxnaH
BCcneancrTtemne npuMeHeHua nekapCTtBeHHOro npenaparta, ecrim JoKka3aHo, 4YTo:

1) NekapcTBEHHbI NpenapaT NPUMEHSITNICS MO0 Ha3HAYEHWIO B COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHMIO
nekapcTBEHHOro npenapaTta W NpUYMHOW Bpeaa SIBUNCA BBOL B rpaxaaHckuid oGopoT HegoGpoKkayecTBEHHOro
feKkapcTBEHHOro npenapara;

2) Bpeq 340pOBbI0 MPUYMHEH BCIeACTBUE HeOOCTOBEPHON MHGOPMaLUM, coagepKalleincss B UHCTPYKUMA Mo
NPUMEHEHWIO NeKapcTBEHHOro Npenapara, U3faHHo Npou3BoOAUTENEM NekapcTBEHHOro npenapara.

2. B cnyyae, ecnu Bpea 300pPOBbI0 TPaxdaH MNPWYMHEH BCNEACTBUME MPUMEHEHMS 1eKapCTBEHHOro
npenaparta, npuvweawero B HErogHOCTb B pe3ynbTaTe HapyLleHUs MpaBuil XPaHEHUS NEeKapCTBEHHbIX CPEACTB,
npaBun ONTOBOW TOProBNM fieKapCTBEHHbIMM Npenapartamu, NpaBui OTNYCKa NekapCTBEHHbIX Npenapartos, npaBui
M3roTOBMEHNS W OTMyCKa NeKapCTBEHHbIX MpenapaToB, BO3MeLlleHVWe Bpeda OCYLUEeCTBMAETCS COOTBETCTBEHHO
opraHusauven OnNTOBOW TOPrOBMW fieKapCTBEHHbIMW CpPeAcTBaMu, anTeyHoOW opraHusauuven, MHAMBMOYasrbHbIM
npeanpuHumarteneM, MWMEeLWUMM FUUEH3NI0 Ha dapMaueBTUYECKYyl0 OeATenbHOCTb WAWM  JIULEH3WI0  Ha
MEANLMHCKYI0 [AeATeNbHOCTb, MEeOMLUMHCKOW OpraHusauven, UMelolen nUUEeH3nio Ha dapmaueBTUYECKyo
AesaTenbHoOCTb (ee 060cobneHHbIM noapasgeneHvem (ambynaTtopuen, denbaLepckum "
dhenbalwepcKo-akyLlepCkKMM  MyHKTaMu, LEeHTpoM (oTgeneHvem) obuleri BpadyebHOM (CeMenHOn) NpakTuKu),
pacnonoXeHHbIM B CENIbCKOM HACeNleHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anteyHasi opraHusaums),
AONYCTUBLUMMY NPOJaXKy MUK OTMYCK TAaKOro fiekapCTBEHHOTo npenapara.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelleHve Bpeda, NpUYMHEHHOrO 340POBbIO TPaXAaH BCNEACTBUE MNPUMEHEHWUs FeKapCTBEHHbIX
npenapaToB WNW COBEPLUEHUS NPOTUBOMPaBHbLIX AEWCTBUIA CyObekTamu obpalleHus nekapcTBEHHbIX CPeacTs,
OCYLLIECTBMAETCA B COOTBETCTBUN C 3aKoHoAaTenscTBoM Poccuiickon depepavun.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJIOXKEHUA

Cratba 70. O NPpU3HaHMn yTpaTUBWMMU CcuUny OTAelNbHbIX 3aKOHOoAaTellbHbIX AKTOB (HOHO)l(eHVIﬁ
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3aKoHopaaTenbHbIX akToB) Poccuickon Pegepauum

Mpr3HaTb yTpaTUBLUMMU CUIY:

1) ®epepanbHbii 3akoH OT 22 umoHa 1998 roga N 86-®3 "O nekapctBeHHbIx cpeactBax" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, cT. 3006);

2) depepanbHbii 3akoH oT 2 siHBaps 2000 roga N 5-03 "O BHeCEHMM WM3MEHEHUSI U OOMNOSIHEHWUM B
depepanbHbii 3akoH "O nekapctBeHHbIX cpeacteax” (CobpaHme 3akoHopaTtenbctBa Poccunckon depepaumu,
2000, N 2, cT1. 126);

3) cratbio 40 PepepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-®3 "O BHeceHWM WU3MEHEHUI W
OOMOSIHEHMI B HEKOTOpbIE 3akoHodaTeNbHble akTbl Poccuickon ®egepaunm B CBs3N € NpuHsaTuem PegepanbHoOro
3akoHa "O nuueHsnpoBaHMM OTAeNbHbIX BUMAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2003, N 2, cT. 167);

4) crtateto 31 ®epepanbHoro 3akoHa oT 30 wmoHa 2003 roga N 86-d3 "O BHeceHUM U3MEHEHUA U
OOMOMHEHMI B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon denepauuun, NpU3HaAHUKU yTpaTUBLUMMUK CUNY
OTAENbHbIX 3aKoHoAaTenbHbIX akToB Poccuiickon depepaumv, nNpedoCTaBreHWM OTAENbHBIX  rapaHTui
COTPYAHWKAM OpraHOB BHYTPEHHUX [€Ef, OpraHoB MO KOHTPOSM0 3a 0OOpPOTOM HAPKOTUYECKUX CPeacTB U
MCUXOTPOMHbIX BELLECTB W ynNpasgHsemblX deaepanbHbiX OpraHoB HanoroBol MonuvuMM B CBA3KM  C
OCYLLLECTBMNEHNEM MeEpP MO COBEPLLEHCTBOBAHUIO rocyAapCcTBEHHOro ynpaeneHus" (CobpaHune 3akoHoaaTenbCcTBa
Poccuiickon ®egepauun, 2003, N 27, cT. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeCEHMM U3MEHEHWI B
3aKkoHofartenbHble akTbl Poccuiickon Pegepaumm v NpusHaHUM yTpaTUBLUMMWU CUMY HEKOTOPbIX 3aKOHOAaTENbHbIX
aktoB Poccuitickon ®depepaumm B cBs3M C MpuHATMEM PepepanbHbiX 3aKoHOB "O BHECEHUM W3MEHEHUA W
aononHeHmn B ®egepanbHbi 3akoH "O6 0OLWKUX NpYHLMNAax opraHnu3aumm 3akoHodaTenbHbIX (MpeacTaBUTENbHbIX)
N MCMOSHUTENbHBLIX OPraHOB rocydapcTBeHHOW Bnactu cybbektoB Poccuiickon Pepepaumm” n "O6 oOwmx
NpMHUMNax opraHM3aunm MecTHOro camoynpaeneHus B Poccuickon ®egepaunmn” (CobpaHue 3akoHoaaTenbCcTBa
Poccuiickon ®egepauuu, 2004, N 35, ct. 3607);

6) ctatbio 28 denepanbHoro 3akoHa ot 18 aekabps 2006 roga N 231-03 "O BBeaeHMM B JeNCTBME YacTu
yeTBepTon [paxpgaHckoro kopgekca Poccuiickon ®Pepepaummn” (CobpaHve 3akoHogaTenscTBa Poccuickon
®epepauuu, 2006, N 52, cT. 5497).

Crtatbs 71. BetynneHue B cuny HacToswwero denepanbHOro 3akoHa

1. Hactosawmn ®egepanbHbi 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 ropa.

2. lekapcTBeHHblE CpeACcTBa, 3aperMcTpMpoBaHHble 00 AHS BCTYNNEHUS B cuny HacTosuero ®eaepanbHoro
3aKOHa, noAanexar BKIIOYEHUIO B FOCYAAPCTBEHHbIE PEECTPbI NEKapCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B
yactn 1 cTtaten 33 HacToswero deaepanbHOro 3akoHa CBeAeHU 06 3TUX NeKapCTBEHHbIX cpeAacTBax 6e3
NPOXOXAEHWS BHOBb NpoLedypbl roCy4apCTBEHHOW perncTpaummn nekapcTBEHHbIX NpenapaTos.

3. locymapcTBeHHasi perncrpauus neKapCTBEHHbIX MpenapaTtoB, 3a WCKIOYEHWEM JTEKapCTBEHHbIX
npenapaToB ANA MEeOULMHCKOrO MPMMEHEHUS, MPEeACTABMEHHbIX HA YKa3aHHYK PErMcTpaumio 4o OHSA BCTYMNMEHUS B
cuny HacTodwero ®enepanbHOro 3akoHa, OCYLLIECTBSIETCS B COOTBETCTBUM C HAcTosAwmM PenepanbHbIM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB WM AaHHbIX, MPEeACTaBIEHHbIX OO OHSA BCTYMNNEHUs B cuny Hactoswero degepanbHoro
3aKoHa.

(B peq. ®PenepansHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHasi perucTpauus IeKkapCTBEeHHbIX NpenapaTtoB AN MEeAVMLMHCKOro MpUMEeHeHus,
NpeacTaBneHHbIX Ha rocyoapCTBEHHYID PEerncTpauuio 00 AHS BCTYNNEHUs B cuny HacTosulero deaepanbHoro
3aKoHa, W roCcydapCTBEHHasi PerucTpauus nekapCcTBEHHbIX npenapaToB AN MeOULMHCKOTO MPUMEHEHWs,
NpeacTaBrneHHbIX Ha 3KCNepTU3y NekapcTBEHHbLIX CPEACTB A0 AHA BCTYMNeHUs B cuny HacTosiwero deaepansHoOro
3aKoHa B LIensiX X rnocrneayoLlen rocyqapcTBeHHON perucTpanmm, oCyLIeCTBNSATCA Ha OCHOBAHUM JOKYMEHTOB U
[AaHHbIX, NPeACTaBneHHbIX A0 OHA BCTYMNMNeHWs B cuny HacToslero defepanbHOro 3akoHa, a Takke 3asBrneHust o
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rocyaapCTBEHHOW permcrpaummn nekapcTBeHHOro npenapara, NpeacTaBneHHoro Npon3BoanTeNnemM nekapcTBeHHbIX
npenapaToB MMM YMOMHOMOYEHHbIM MM NULOM B COOTBETCTBUM C Hactoswum PepepanbHbiM 3aKOHOM B
YMOMHOMOYEHHbIV beiepanbHbIi OpraH ucnonHuTenbHom Bnactn ao 1 mapta 2011 roga, 6e3 TpeboBaHma ynnathbl
rocy4apCTBEHHOW MOLWNWHbI, MPedyCMOTPEHHOW 3akoHoaaTtenscTBoM Poccuiickon ®epepauum o Hanorax w
cbopax.

(vactb 3.1 B peq. PegepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.2. lMopTBepxaeHWe rocyaapCTBEHHOW pervcTpauuyM nekapcTBEHHbIX NpenapaTtoB Afs MeOULUHCKOro
NpUMeEHeHNs, NpeacTaBnNeHHbIX NS NOATBEPKAEHUS roCyAapCTBEHHON perncTpauum 0o OHA BCTYNNEHUSA B cuny
HacTodwero ®deagepanbHOro 3akoHa, W NOATBEPXAEHWE roCyAapCTBEHHOW peructpauun fnekapcTBEHHbIX
npenapaToB ANs MEAWLMHCKOro NpUMEHeHWs!, NPeaCTaBeHHbIX Ha 3KCMEePTU3y NeKapCcTBEHHbIX CPeacTB A0 AHS
BCTyNneHna B cuny Hactoswero ®deaepanbHOro 3akoHa B Lenax nocrneaylowero noaTBEPXKAEHUS KX
rocyfapCTBEHHOW perncTpaumm, OCyLLEeCTBNAITCA Ha OCHOBaHUN JOKYMEHTOB M AaHHbIX, NPeACTaBMNEHHbIX A0 AHS
BCTYNNeHns1 B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asBreHNst O MOATBEPKAEHNN roCyaapCTBEHHON
pervcTpaumm fnekapcTBEHHOro npenapaTa, NpeacTaBNeHHOro NPOM3BOAUTENEM NEKapCTBEHHbLIX NpenapaTtoB Unm
YMNONTHOMOYEHHbIM MM JULOM B COOTBETCTBMM C HacToAwum PepepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
degepanbHbIN opraH ucnonHUTenNbHoM Briact Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocyaapCTBEHHOM
NOLUNMHbI, TPegyCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon defepaunm o Hanorax u cbopax.

(yactb 3.2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.3. MNMpuHATME pelleHns 0 BHECEHUM U3MEHEHWI B OKYMEHTbI, COAepXalinmecs B permcTpaumoHHOM JOCbe
Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIM Npenapart Ans MeUUMHCKOro NPUMEHEHNs U NpeacTaBneHHble OO AHSA
BCTYNMeHnss B cuny Hactosiwero ®defepancHOro 3akoHa, W MPUHATUE pELUeHUss O BHECEHUW WU3MEHEHUN B
OOKYMEHTBI, cofepxXalleecs B perucTpauMoHHOM JOoCbe Ha 3aperncTpypoBaHHbIN NeKapCTBEHHbLIN npenapar Ans
MEeOMLMHCKOrO NPUMEHEHUA U NPeACTaBfieHHbIe Ha SKCNepTU3y NeKapCTBEHHbIX CPedcTB A0 AHSA BCTYNNEeHUs B
cuny Hactosiwero ®defeparnbHOro 3akoHa, OCYLIECTBNSAIOTCA Ha OCHOBaHWW [OOKYMEHTOB W [daHHbIX,
npeacTaBneHHbIX 40 AHA BCTYNMNEHUs B cuny Hactosiwero deaepanbHoro 3akoHa, a Takke 3asBreHus O BHECEHUM
N3MEHEHN B OJOKYMEHTbI, coAepXalunecs B pPermcTpaumMoHHOM [OCbe Ha 3apervcTpUpoOBaHHbIV NEKapCTBEHHbIN
npenapaT Ans MeanLUMHCKOro NPUMEHEHUs, MPeACcTaBNeHHOro NPON3BoANTENEM NIEKapCTBEHHbLIX NMpenapaToB Unm
YNONTHOMOYEHHbIM MM IULUOM B COOTBETCTBMM C HacTodwum PepepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
dhegepanbHbIV opraH ncnonHuTensHow Bractn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl FOCyaapCTBEHHON
noLNuHbI, NPegycCMOTPEHHON 3akoHogaTenscTBOM Poccuickon Pegepaumm o Hanorax n coopax.
(vacTb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHnii Ha NpoBedeHuEe KIMMHUYECKUX UCCNefoBaHUN NekapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOrO NPUMEHEHUS NO 3asiBNEHUSAM, NOAHHLIM [0 OHSI BCTYMNMeHUs B cuny HacTtoswero ®PenepanbHoro
3aKoHa, a Takke No 3asBNEHNsIM, MOAaHHbIM NOCIe AHA BCTYNNEHUs B cuny HacTodawero ®eaepanbHOro 3akoHa Ha
OCHOBaHUM 3KCNEepTU3, MNPOBEOEHHbIX OO0 [AHS BCTYNfeHuss B cuny Hactosiwero ®degepanbHOro 3akoHa,
OCYLLIECTBMSIETCS B COOTBETCTBMM C HacTtoswum PenepanbHbiM 3aKOHOM Ha OCHOBAHUM JOKYMEHTOB U LaHHbIX,
NpeAcTaBreHHbIX UK MOMYYEHHbIX A0 OHA BCTYNNEHUs B cuny Hactosiwero degepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUU npeaBapuTENbHOrO AoroBopa 006s3aTenbHOro CTpaxoBaHWS XWM3HW, 300POBbS MALMEHTOB,
Y4YaCTBYHOLIUX B KMMHUYECKOM MCCIefoBaHUM NEKApCTBEHHOMO npenapaTta Ansg Me4ULMHCKOro NPUMEHEHUs, unm
konun pgoroBopa 00A3aTENbHOrO CTPAxXOBaHUSA KM3HW, 340POBbS NAUMEHTOB, YYacTBYHOLWMX B KIUHUYECKOM
nccrnegoBaHUM NIEKApPCTBEHHOINO npenapaTta Ans MeOUUUHCKOTO MpuMeHeHus, nNnubo npeacTaBrneHHOW Komvu
gorosopa 0653aTenbHOr0 CTPaxoBaHWUS, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMW MpaBuiaMm obs3aTensHoro
CTpaxoBaHusi, C yKasaHWeM npeaenbHOW YUCIIEHHOCTM NMaUMEHTOB, YYaCTBYHOLWMX B KITMHUYECKOM UCCeaoBaHUA
NeKapCcTBEHHOrO npenapaTta Ans MeOULMHCKOro npumeHeHus, 6e3 TpeboBaHWsi ynnaTtbl rocygapCTBEHHON
MOLUIMHbI, MPeAYCMOTPEHHOW 3akoHoAaTensCcTBOM Poccunckon ®enepaumm o Hanorax u cbopax.

(vacTb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTtpmpoBaHHble B MHOCTPaHHOW BanioTe A0 AHS BCTYMMEHWUs B cury HacToswero ®egepanbHoro
3aKoHa npefernbHble OTNYCKHblE LEeHbl WHOCTPaHHbLIX MNPOU3BOAMTENENW Ha JeKapCTBEHHblEe npenaparhbl,
BKIIOYEHHbIE B MepeyeHb XXMU3HEHHO HEeOoOXOOUMbIX M BaXKHEWLWWX NeKkapCTBEHHbIX NpenapaTtoB, noanexart
nepecyety B pybnu no kypcy LUeHTpanbHoro 6aHka Poccuiickon ®Pefepaumm Ha AaTy, YCTaAHOBMEHHYHO
MpaButenbctBom Poccuiickon ®Penepaunm, 6e3 npeactaBneHUs 3asiBieHWs O MepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLUNX W3MEHEHWA B rOoCydapCTBEHHbLI peecTp npefernbHbliX OTNYCKHbIX LeH npoussBoauTenen Ha
neKapCTBEHHbIe Npenaparbl, BKIOYEHHbIE B MEPEYeHb XU3HEHHO HEOBXOAMMBbIX M BaXKHEWLIUX JNeKapCTBEHHbIX
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depepanbHbii 3akoH oT 12.04.2010 N 61-93
(pea. ot 06.06.2019)
"O6 obpalleHun nekapcTBeHHbIX cpeacTs”

[okymeHT npegoctasneH KoHcynbTaHTlnoc

npenapaTtos.
(vacTb 3.5 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. BapeructpupoBaHHble A0 OHSA BCTYNNeHuWss B cuny Hactosuwero depepanbHOro 3akoHa npenenbHble
OTMYCKHblE LIEHbl POCCUMCKMX MNPOM3BOAUTENEN Ha JEKapCTBEHHble Npenapatbl, BKIYEHHbIE B MNepeveHb
XXN3HEHHO HeOobXOOMMBIX M BaXKHEWLLMX NEeKapCTBEHHLIX NMpenapaTtoB, noanexart mHaekcaumm ¢ 1 Hosbps 2010
roga UCxXoast U3 MPOrHO3NPYEMOrO YPOBHSI MHANAUUKM, yCcTaHOBMEHHoro dedeparnbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O denepanbHom Grogxkete Ha 2010 rog n Ha nnaHoBbi nepuog 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He ponyckarTcs NpouM3BoACTBO U BBO3 B Poccunckyio depepaumio
NeKapCTBEHHbIX NMPenapaToB B yrnakoBKax C MapKMpPOBKOW, KOTOpas Obina HaHeceHa A0 OHsSI BCTYMSEHWS B CUITY
HacTosilero PenepanbHOro 3akoHa. o UCTEYEHUN yKa3aHHOrO CpPOKa AaHHbIe NEKapCTBEHHbIE npenapaTtbl MOryT
OTNycKaTbCs, peann3oBbIiBaTbLCH, NEPefaBaTbCs U NMPUMEHATLCS 40 UCTEYEHUS X CpOoKa FO4HOCTW.

(B pea. PepepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHsa BCTynneHns B cuny Hactoswero ®egepansHoro 3akoHa u no 30 anpens 2011 roga BKNIOYMTENBHO
JonyckaeTcsl npoBefdeHMe 3KCMepTU3bl NEKapCTBEHHbIX CPeacTB 3JKCnepTaMy IKCMEPTHOro yuypexaeHus Ao
MPOXOXAEHVWS MMW aTTecTauum B MOpsAaKe, YCTAHOBMEHHOM  YNOMIHOMOYEHHbIM dedeparibHbIM  OpraHoM
NCMONHWUTENbHON BNacTu.

5. Co pHs BcTynneHust B cuny Hactosuwero PepepanbHoro 3akoHa M no 31 pgekabps 2013 ropa
BKITIOUUTENBHO OCYLLECTBMSETCS NEpPexos K NponM3BOACTBY NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C MpaBunamu
opraHusaumm nNpPou3BOACTBA U KOHTPOIS KayecTBa NeKkapCTBEHHbIX CPEACTB, YkadaHHbIMM B 4actm 1 ctatbu 45
HacTodawero degeparnbHOro 3akoHa, B NofHOM obbeme. Cpokn nepexoaa NPOU3BOACTBA NIEKAPCTBEHHbBIX CPEACTB
K MX MPOU3BOACTBY B COOTBETCTBMM C KOHKPETHBbIMWU TPeOOBaHMSAMW AaHHbLIX NPaBWM, BKIOYas CPOKU aTTecTauuu
YMOSTHOMOYEHHbBIX UL, YKasaHHbIX B 4actax 6 wu 7 cratb 45 HacToswero ®PenepanbHOro 3akoHa,
ycTaHasnumeatotca lNpasutenbctBomM Poccuinckon ®egepaunu.

6. JlnueHsnm Ha Npon3BOACTBO feKapCTBEHHbLIX CpeacTB, BblgaHHble 00 1 sHBaps 2014 ropa, OeNCTBYIOT
nocne 1 aHBaps 2014 roga 4O UCTEYEHUS CpoKa UX OENCTBUSA NpU YCIOBMM COOTBETCTBUS NMLEH3naTta npasunam
opraHusaumm Npov3BOACTBA M KOHTPONSA KayecTBa IIeKApCTBEHHbIX CPEACTB, yKaszaHHbIM B 4vactu 1 ctateun 45
HacTodwero PenepanbHOro 3akoHa.

7. PopmupoBaHMe roCcydapCTBEHHOrO 3adaHus Ha MpoBeAeHue 3JKCNepTu3bl NEeKapCTBEHHbIX CPeacTB
denepanbHOMy rocygapCTBEHHOMY OKOIKETHOMY YYpPEXOEHMIO MO NPOBEOEHMIO 3IKCMEPTU3bl JIEKAPCTBEHHbIX
cpencTB U (pmHaHcoBoe obecneyeHme BbIMONIHEHMS 3TOr0 3a[aHNsi OCYLLECTBISATCA B NOpsSAKe, YCTAHOBIEHHOM
depepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepUecKknx opraHmsaumsx”.

(4acTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ngeHT
Poccuiickon ®eaepaunn
O.MEOBEJEB
Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-03
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