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Fnasa 1. OBLLME NMONOXKEHUA
Cratbs 1. MpeameT peryimpoBaHus Hactoswero deaepanbHOro 3akoHa

1. Hactoawmii ®depepanbHbli 3aKOH pPeryamMpyetr OTHOLUEHWS, BO3HMKalWMe B CBA3N C
obpalweHnem - pa3paboTKOW, AOKAMHUYECKUMMU UCCNEL0BAHUAMM, KAUHUYECKUMU UCCNEeL0BAHUAMM,
SKCMNepTU30M, rOCYyAapCTBEHHON perucTpaumen, co CTaHAapTU3aLMen M C KOHTPONeM KauvecTBa,
Npou3BOACTBOM, M3rOTOB/IEHWMEM, XpPaHEHWEM, NepeBO3KOM, BBO30OM B Poccuitickyio ®degepaumio,
BbIBO30M M3 Poccuiickol Pepepauunn, peknamoi, oTnycKkom, peannsaumei, nepegadenn, NpuMeHeHMeM,
YHUUYTOXKEHNEM NNEKAPCTBEHHbIX CPEACTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2. Hactoswmin ®degepanbHblit  3aKOH  YCTaHaBAMBaeT  MNPUOPUTET  TOCYAAPCTBEHHOrO
perynmpoBaHna 6e30MacHOCTM, KadyecTBa W 3GGEKTUBHOCTM JIEKAPCTBEHHbIX CPeacTB MNpU  UX
obpaleHnu.

(B pen. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratbsa 2. Cdepa npumeHeHunn HacToAwero PeaepanbHOro 3akoHa

Hactoawmint ®egepanbHblil 3aKOH NPUMEHAETCA K OTHOLLIEHUAM, BO3HUKaOLWMM npun obpalieHnn
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccninickon Peaepaumu.

CraTbs 3. 3aKOHOAaTeNbCTBO 06 06paLLEeHNM TEKAPCTBEHHbIX CPEACTB
1. 3akoHogaTenbcTBO 06 06palleHUM IeKApPCTBEHHbIX CPeACcTB COCTOUT U3 HaCTOSALLEro

denepanbHOro 3akoHa, ApPYrMx denepanbHbiX 3aKOHOB W WMHbIX HOPMAaTUBHbLIX MPaBOBbIX aKTOB
Poccuitckoin Pepgepaumn.



1.1. 3aKoHoAaTeNbCTBO 06 06palleHUN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUW HOPUANYECKUX NL,
M MHAMBUAYyaNbHbIX MpeAnpUHUMATENEN, OCYLECTBAAILINX [eATeNbHOCTb Ha  TeppuTopuu
MENKAYHAPOAHOr0 MeAMLMHCKOrO KnacTepa, NPUMEHSeTca C y4eTOM OCOBeHHOCTel, YCTaHOBAEHHbIX
depnepanbHbiM 3aKkoHOM "O MeXayHapoAHOM MeAMLMHCKOM KnacTepe U BHECEeHUW U3MEHEHUN B
OTAeNbHble 3aKOHOoAaTe ibHble aKTbl Poccuiickoin ®eaepauymn”.

(4acTtb 1.1 BBeAeHa PeaepanbHbiM 3aKoHOM OT 29.06.2015 N 160-3)

2. [eunctene Hactosiwero dezepanbHOro 3akKoHa pacnpocTpaHAeTca Ha  obpalleHue
HAaPKOTMUYECKNX JIEKapCTBEHHbIX CPEACTB WM MCUXOTPOMHbLIX /J1EKAPCTBEHHbLIX CPEeACTB C  Yy4eTom
ocobeHHOCTEN, YCTAaHOB/IEHHbIX 3aKoHoAaTenbCTBOM Poccuiickon ®depepaumm O HAPKOTUUECKUX
cpeacTBax, NCUXOTPOMHbIX BELLLeCTBaxX M 06 Mx NpeKypcopax.

3. [OenctBne HactosAwero ®PeaepanbHOro 3aKoHa pacnpocTpaHaeTcs Ha obpalieHue
paanodapmaleBTUYECKMX IEKAPCTBEHHbIX CPeacTB € y4eTom ocobeHHOCTeN, YCTaHOB/EHHbIX
3aKoHoaaTenbcTBOM Poccuiickon ®eaepauymm B 0bnactu obecneyeHmn paanalMoHHON 6e30nacHoOCTY.

4. Echv mexayHapoaHbim gorosopom Poccuinckoit Peaepaumnn ycTaHOBAEHbI UHblE NPaBuUAa, YeM
Te, KOTOpble MpeAycMOTpeHbl HacToAwmMmM degepanbHbIM  33aKOHOM, NPUMEHSIOTCS MpaBuaa
MeAYyHapoAHOro 40roBopa.

5. B Poccuiickon deaepaumm B COOTBETCTBMM C MeXAYHapOAHbIMU aoroBopamu Poccuitckoit
depepaumn M (MNM) Ha OCHOBE MPUHUMNG B3AaMMHOCTM MPU3HAKOTCA pe3y/bTaTbl KAMHUYECKUX
NCCNefOBaHUI NIeKapCTBEHHbIX MNpPenapaTtoB ANA MeAMUMHCKOrO NPUMEHEeHWs, NPOoBeAEeHHbIX 3a
npegenamun Tepputopmn Poccuiickon deaepaumiu.

CratbA 4. OCHOBHbIE NOHATHUSA, ncnosblyemble B HaCToALLLEM CDe,u,epaanOM 3adKOHe

Ona uenen Hactosawero PegepanbHOro 3aKoHa UCNONb3YHOTCA CeAYoLMEe OCHOBHbIE MOHATUA:

1) nekapcTBeHHble CpeacTBa - BellecTBa WAM WX KOMBMHaLMW, BCTynalollMe B KOHTaKT C
OpPraHM3MOM 4YesIOBEKA WKW KUBOTHOFO, MPOHUKAlOWME B OpraHbl, TKAHM OpraHM3ma 4YesioBeKa WUAn
KMBOTHOTO, NpPUMeHsieMble AN NPOOUNAKTUKM, AMArHOCTUKU (338 WUCKAOYEHMEM BELLECTB UAN UX
KOMBMHaUMIA, HE KOHTAKTUPYIOLLMX C OPraHM3MOM Ye/loBeKa UAWN KUBOTHOTO), neveHuna 3aboneBaHus,
peabunuTtaunm, onA coxpaHeHus, NpeaoTBpPaLLeHMa AN NpepbiBaHUsA BepeMeHHOCTM U NoJIyYeHHble 13
KPOBM, NAasmMbl KPOBW, M3 OPraHOB, TKaHeM oOpraHM3ma YenoBeKa WU KUBOTHOrO, pPacCTeHWUN,
MWHEepasoB MeTogaMmn CMHTE3a UM C NPUMEHEHUEM BUONOTNMYECKMX TeXHONOMNIM. K NeKapCTBEHHbIM
cpeacTBam oTHocATCA GapMaLeBTUYECKMNE CYyOCTaHLMM M IeKapCTBEHHbIE NpPenapaThbl;

2) dapmaueBTUYECKan cybcTaHUMS - IeKapCTBEHHOE CPeAcTBO B BUAE OAHOIMO MAM HECKOJIbKUX
obnagarowmx papmaKkonormyeckoit akTUBHOCTbIO AEMCTBYOLMX BELLECTB BHE 3aBUCMMOCTM OT NPUpPOabl
NPOUCXOXAEHNA, KOTOPOe MNpegHa3HAYeHO [Aas8 NPOU3BOACTBA, W3rOTOB/IEHWUA NE€KAPCTBEHHbIX
npenapaTtos 1 onpegenseTt ux appeKTUBHOCTD;

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

3) BcnomoraTenbHble BeWecTBa - BELWecTBa HEOpPraHMYecKoro WM  OpraHUYeckoro
NPOUCXOXAEHNA, WUCMOJIb3yemMble B Mpouecce MpPoOM3BOACTBA, W3rOTOB/IEHUA  N€KAPCTBEHHbIX
npenapaTos 414 NpUAAHUA UM HEOBXOANMBIX GU3UKO-XUMUYECKUX CBOWCTB;

4) nexkapcTBeHHble MpenapaTbl - JIeKAPCTBEHHble CPeAcTBa B BUAE JIEKAPCTBEHHbIX GOPM,
npumeHnaemble Ana nNpodUNAKTUKKM, AUArHOCTUKMK, nedeHusa 3abonesaHuna, peadbuautaumm, AnA
COXpPaHeHus, NpeaoTBpaLLEHNA UK NPepPbIBaHUA BepeMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOAHUE JIeKapPCTBEHHOrO npenaparta, COOTBETCTBylollee cnocobam
ero BBeAeHUs U NpMMeHeHns 1 obecrneunBatolLLee 40CTUKeHNE HeobXxoaAnMoro nevebHoro apdeKTa;

5.1) po3MpoBKa - coAepraHMe OAHOr0 WAM  HECKONbKUX [EeNCTBYIOWMX BellecTs B
KOJINYECTBEHHOM BbIPAXKEHUM HA eAuHUUY A03bl, UAM eAUHMULY OoObema, MAU eauHULY Maccbl B
COOTBETCTBMU C NeKapCcTBEHHON dopmoi 1Mbo ANA HEKOTOPbLIX BUAOB /IEKAaPCTBEHHbIX GOPM KONMYECTBO
BbICBOOOKA3aEMOr0 U3 /IeKapCTBEHHOM GOPMbI AEMCTBYHOLLErO BELLECTBA 33 €ANHULY BPEMEHU;

(n. 5.1 BBegeH ®epepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb KU3HEHHO HEeOobXOAMMbIX U BarKHEMLIMX JIEKAPCTBEHHbIX NPEenapaToB - exerogHo
yTBepraaemblii MpaButensctBom Poccuiickon Pegepaumm nepeyeHb NEKAPCTBEHHbIX NPenapaTos A
MeAULMHCKOTO MNpuUMeHeHusi, obecneymBalowmx MPUOPUTETHbIE NOTPEOHOCTU 34pPaBOOXPaHEHUA B



uensax npoduNakTMKM K nevyeHua 3aboneBaHuil, B TOM uucne npeobnagalowmnx B CTPYKType
3aboneBaemocTtu B Poccuinckon Pegepaunm;

6.1) opdaHHble fieKapCTBEHHble MpenapaTbl - JIEKAapCTBEHHbIE MpenapaTtbl, NpeaHa3HayeHHble
WCKNIOYUTENIbHO ANA ANArHOCTUKM WM MaTOreHETUYECKOro nedyeHus (NnedveHusn, HanpaB/ieHHOTO Ha
MexaHM3M pa3BuTuA 3abonesaHunna) peaknx (opdpaHHbIX) 3abonesaHni;

(n. 6.1 BBeaeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.2) buonorMyeckme NeKapcTBeHHble MpenapaTtbl - JIeKapCTBEHHbIe Mpenapatsbl, AencTeylollee
BELLLECTBO KOTOPbIX NPOU3BEAEHO MAW BbIAENEHO U3 BMONIOrMYECKOTO UCTOYHUKA M ANA onpeaeneHuns
CBOWMCTB WM KayecTBa KOTOPbIX Heobxoauma KombuHauma O6MONOrMYEcKUX WM GU3UKO-XMMUYECKUX
metonoB. K 6MONOrMYecKMM NIeKapCTBEHHbIM MNpenapatam OTHOCATCA UMMMyHObBMONOrMyeckmne
JIeKapCTBeHHbIe MpenapaTtbl, JeKapCTBEHHblE MpenapaTbl, MOJlyYEeHHble W3 KPOBW, NAa3Mbl KPOBMU
YeNoBEKA M KMBOTHbIX (33 MCKAIOYEHMEM UENbHOW KPOBW), BMOTEXHONOIMYECKME NIEeKApPCTBEHHbIE
npenapatbl, reHoTepaneBTUYECKNE NEKAPCTBEHHbIE NpenaparThbl;

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

7)  uMmyHOBMONOrMYECKME  NIeKApCTBEHHblIE NpenapaTbl - JIEKAPCTBEHHble MpenapaTbl,
npeaHasHavyeHHble gaa GOPMUPOBAHUA AKTUBHOTO MM NACCMBHOMO MMMyHUTETa MO0 AMArHOCTUKM
HanuMuMAa  UMMyHUTETAa  WUAM  AMATHOCTMKKM  cneuuduyeckoro  NpPUOBPETEHHOro  M3MEHEHUA
MMMYHONOTMYECKOFO  OTBETAa Ha  anneprusupylowme BelwectBa. K ummyHobuonornyeckmm
JIeKapCTBEHHbIM  MpenapaTtam  OTHOCATCA  BaKUWHbI,  @HATOKCUMHbI, TOKCWHbI,  CbIBOPOTKM,
UMMYHOTN06YANHBI M aNNepreHbl;

(n. 7 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) OuoTexHoNorMYyeckue JIeKapCTBEHHble MpenapaTbl - JIEKAPCTBEHHble Mpenaparbl,
NPOn3BOACTBO KOTOPbIX OCYLLECTBAAETCA C WCNONAb30BaHMEM OMOTEXHONOIMMYECKMX MPOLECCOB U
MeTooB (B Tom umcne [HK-peKoMOUHAHTHOM TEXHONOMMK, TEXHOIOTUN KOHTPOIMPYEMOW SKCMpPeccum
reHoB, KoOAMpylOWMX OuonorMyeckn akTMeHble 6enknm B NPOKAPMOTAX M 3yKapuoTax, BKJKOYaA
N3MEHEHHbIE KNETKM MNEKOMNUTAOWMX), TMOPUAOMHOIO METO4a U MeTOZa MOHOK/IOHAbHbIX aHTUTES;
(n. 7.1 BBeaeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME JIEKApCTBEHHble MNpenapaTbl - JIEKAPCTBEHHble MpenapaTbl,
dapmaueBTMUeCcKan cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOMHAHTHOM HYK/JEMHOBOM KUCAOTOW WAU
BKAtOYaeT B ceba peKoOMOMHAHTHYID HYKNEMHOBYHD KUCAOTY, MO3BONAKOLWY OCYLLECTBAATb
perynnmpoBaHue, penapaunto, 3ameHy, 0b6aBneHne UNK yaaNeHNe reHETUYECKO NoCcNeA0BaTeNIbHOCTH;
(n. 7.2 BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKME NIEKapPCTBEHHbIE CPeACTBa - IEKAPCTBEHHbIE NpenapaTtbl U papmaLeBTUYECKME
cybCTaHUMK, cofepiKaline HAPKOTMYECKME CpeacTBa M BKAOYEHHble B [lepevyeHb HAPKOTUYECKMX
CpeacTs, MNCUXOTPOMHbIX BELWECTB WM WX MPEKYpPCOpPOB, MNOAMENalUMX KOHTpoA B PoccuicKoi
depepaunn, B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickolt depepalmu, MeKAYHapOAHbIMU
aorosopamu Poccuitickonn depepaumm, B TOm ymcine EAMHON KOHBEHUMEN O HAPKOTUYECKUX CpencTBax
1961 ropaga;

9) ncuxoTponHble NEeKAPCTBEHHbIE CPeACTBa - NEKAPCTBEHHbIE NpenapaTbl U dpapmaLeBTUYECKME
cybCTaHUMK, coaeprKalime NCUXOTPOMHbIE BELeCTBA W BKAOYEHHble B [lepevyeHb HAPKOTUUYECKMUX
CcpeacTs, MNCUXOTPOMHbLIX BELWECTB M WX MNPEKYPCOPOB, MNOAJENKALWMX KOHTpoAo B Poccuiickoi
depepaunn, B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon Pegepauunun, mexayHapoaHbIMMU
porosopamu Poccuiickoit ®@epepaumn, B Tom uymcae KoHBeHUMEN O MCUXOTPOMHbIX BewecTBax 1971
roga;

10) pagmModapmaueBTUYECKME NIeKAapCTBEHHbIE CPEeACTBA - /IEKAPCTBEHHbIE CPeacTBa, KOTopble
cofeprKaT B roTOBOM ANA UCMO/b30BaHUA GOpME OANH PAANOHYKANA UAN HECKOIbKO PagUOHYKANAOB
(paanoaKTUBHbIX U30TOMOB);

11) pedepeHTHbI NIeKapCTBEHHbIM NpenapaTt - JIEKapCTBEHHbIN MNpenapaT, KoTopblii Bhnepsble
3apeructpupoBaH B Poccuitickon Pegepaummn, KadectBo, 3GPeKTUBHOCTb M HE30MacCHOCTb KOTOPOro
[OKa3aHbl Ha OCHOBAHMM PE3Y/bTATOB AOKAMHUYECKUX WCCAefOBaHUMA NEKApPCTBEHHbIX CPeACTB U
KAMHUYECKUX UCCNEeL0BaHUI  IEKAPCTBEHHbIX MpenapaToB, MNPOBEAEHHbIX B COOTBETCTBUM C
TpeboBaHMAMM YacTen 6 wn 7 cTaTbn 18 Hactoswero ®PeaepanbHOrO 3aKOHAa B OTHOLIEHWUM
NIEeKAPCTBEHHbIX CPEeACTB ANA MEeOMLMHCKOro NPUMEHeHWAa Anbo B COOTBETCTBMM C TpeboBaHUAMM
ctatb 12 HactoAwero dPeagepasbHOr0 3aKOHA B OTHOLWEHMW NEKAPCTBEHHBbIX CPeacTB  AnA



BETEPUHAPHOIO MPUMEHEHMA, M KOTOPbIA MUCMOAb3YEeTCA A/A OUEHKM OMO3KBUBANEHTHOCTU WM
TepaneBTUYECKON 3KBMBANEHTHOCTU, KayecTBa, 3PPEKTUBHOCTM U HE30nNacHOCTM BOCNPOU3BEAEHHOIO
nnu buoaHanorosoro (6Monoao6HOro) NnekapcTBeHHOro Npenapara;

(B pen. PepepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, o1 13.07.2015 N 241-93)

12) Bocnpoun3BeneHHbI NEeKAaPCTBEHHbIM NpenapaT - IeKaPCTBEHHbIM NpenapaT, KoTopbli nmeeT
TAKOM Ke Ka4yeCTBEHHbI COCTaB M KOJIMYECTBEHHbIN COCTAaB AEMCTBYIOWMX BELLECTB B TaKOM Ke
NeKkapcTBeHHOM popme, YTO U pedepeHTHbIN JIeKAapCTBEHHbIN NpenapaT, U BUO3KBUBANEHTHOCTb UK
TepaneBTUYeCKas  3KBMBAJIEHTHOCTb  KOTOpPOro  pedepeHTHOMY  JIEKapCTBEHHOMY  npenapary
noATBepXKAeHa COOTBETCTBYOWMUMMN UCCNeA0BaHMAMMY;

(n. 12 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTMYECKAA 3IKBMBANIEHTHOCTb - [OOCTMXKEHWE  KAMHUYECKM COMOCTaBMMOrO
TepaneBTUYeckoro s¢¢deKkTa npu MNPUMEHEHUM JIEKAPCTBEHHbIX MpPenapaTtos Aa8 MegULMHCKOro
NPUMEeHeHUA ANA OLHOM U TOM XKe rpynnbl 60/bHbLIX MO OAHUM U TEM Ke NMOKa3aHMAM K MPUMEHEHUIO;
(n. 12.1 BBegeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

12.2) 6uoaHanoroBbii (6MonogobHbIA) NekapcTBEHHbIM npenapaT (buoaHanor) - 6UonorMyeckni
NIeKapPCTBEHHbIN MpenapaT, CXOXMK Mo MnapameTpam KadvectBa, 3PpPeKTMBHOCTM M He3onacHocTU ¢
pedepeHTHbIM BMONOTMYECKMM NIEKAPCTBEHHBIM MPENAPATOM B TAKOW Ke JIeKapCTBEHHOW dopme U
UMELWMN NAEHTUYHbIN cnocob BBeAEeHUS;

(n. 12.2 BBegeH dPenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

12.3) B3aMmo3aMeHAEeMbIi NEKAaPCTBEHHbIA NPenapaT - JIeKapCTBEHHbIV NpenapaT ¢ AOKAa3aHHOM
TepaneBTUYECKON 3SKBUBANIEHTHOCTbIO MAM OMOIKBMBANEHTHOCTbIO B OTHOLWEHUU pedepeHTHOro
JIeKapCTBEHHOIO npenapaTa, MMeoLWMiA SKBMBAZIEHTHbIE €My KaYeCTBEHHbIN COCTAB M KOMYECTBEHHbIN
COCTaB AENCTBYIOWMX BELWECTB, COCTaB BCMOMOraTe/IbHbIX BELLECTB, JIeKapCcTBEHHYO Gopmy M cnocob
BBELEHMUS;

(n. 12.3 BBeaeH desepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-d3)

13) nekapcTBeHHOE PACTUTENIbHOE Cbipbe - CBEXKME WAWN BbiCYLEHHble pacTeHus ANBO UX YacTu,
ucnonb3yemble A8 MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OPraHM3aumMsaMM - MPOM3BOAUTENAMM
JIeKapPCTBEHHbIX CPeACTB WM M3rOTOB/IEHUA JIEKAPCTBEHHbIX NPENAPATOB anTeYHbIMU OpPraHU3aLMAMM,
BETEPUHAPHbIMM anTeYHbIMWU OPraHM3aLUUAMU, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLMMM
JIMLLEH3MI0 Ha GapMaLLEBTUYECKYHO AeATeIbHOCTb;

14) nekapCTBEHHbIN PaCcTUTENbHbIN NPenapaT - IeKAPCTBEHHbIN Npenapat, NPou3BeAeHHbIN Uan
N3roTOBAEHHbIN U3 O4HOTO BMUAA IEKAPCTBEHHOIO PACTUTENLHOTO CbipbA AWM HECKONbKMUX BUA0B TaKOro
Cbipbsi U peanmsyemblii B pacpacoBaHHOM BMUAE BO BTOPMUYHOIM (NOTPebuTebCKOM) YNaKoBKE;

15) romeonaTMYeCcKNn NeKapCTBEHHbIN NpenapaT - JIeKapCTBEHHbIA NpenapaTt, Npou3BeAeHHbIV
WAWU U3rOTOB/IEHHbIN M3 ¢dapMaLeBTUYECKON cybcTaHuMM uan dapmaueBTUYeCKMX CcybcTaHuMin B
cooTBeTCcTBMM C TpeboBaHMAMM 0bBWMX GapMaKoNelHbIX CTaTeh K FOMEeOoNaTUYECKMM NIeKaPCTBEHHbIM
npenapatam WM B COOTBETCTBUM C TPebOBaHUAMM dapmaKkonen CTpaHbl NPOM3BOAUTENA TaKOro
NIeKapCTBEHHOIO Npenapara;

(n. 15 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

16) MexayHapoAHOe HenaTeHTOBaHHOE HAMMEHOBAHWME  NIeKAPCTBEHHOIMO  Cpeactsa -
HaMMeHOBaHMe [OeWNCTBYIOLWEro BelwecTBa ¢GapmaLeBTUYEeCKON CcybCTaHUMKM, pPEeKOMEeHO0BaHHOE
BcemupHOM opraHusaumeit 34paBoOXpaHEHNS;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

17) TOproBoe HaMMeHOBaHWE /EKAPCTBEHHOIO CPEeACTBA - HAaMMEHOBAHWE JIeKapCTBEHHOro
cpeacTsa, NPUCBOEHHOE ero paspaboTyMKoM, AepraTeNem WM BAAL4ENbLeM PerncTpaumoHHOro
YyA0CTOBEPEHMA NEKAPCTBEHHOMO Npenapara;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HAaMMEHOBAHWE JIeKAapCTBEHHOTO Mnpenapata - HaMMeHOBaHWe
JIeKapCTBEHHOIO NpenapaTa, He MMELWEero MexayHapoaHOro HenaTeHTOBaHHOIO HaMMEHOBAHWSA, UK
KOMBWHaLMM NeKapCTBEHHbIX MNpenapaToB, MCMO/b3yeMoe B Lensx obbeauMHeHWs Ux B rpynny nog,
€aVHbIM HAMMEHOBaHWEM NCXOAA U3 OAMHAKOBOMO COCTaBa AEMCTBYHOLLMX BELLECTB;

(n. 17.1 BBegeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

18) obwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbI YNOJHOMOYEHHbIM peaepanbHbIM

OpPraHoOM WCMNOJIHUTENbHOM BAACTU U COAEPKALMI NepevyeHb NoKasaTenein Kayectsa u (Mam) metoaos



KOHTPONS KayecTBa KOHKPETHOM /NieKapCTBEHHOM ¢(OpPMbl, /IEKAPCTBEHHOIO PACTUTE/NIbHOTO CbIpPbS,
onucaHMa BUOOrMYECKUX, BUOXMMUYECKUX, MUKPOBNONOTUYECKUX, PUSUKO-XUMUYECKUX, DU3UYECKUX,
XMUMUYECKMX W OPYrUX MeToO0B aHa/nuM3a JIeKapCTBEHHOrO CpPeacTBa, a TakKe TpebosaHua K
MCNONb3yeMbiM B LEAX NPOBeAEHWA [aHHOTO aHa/M3a pPeakTMBaM, TUTPOBAHHbLIM PacTBOpPaM,
WMHAMKaTopaMm;

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

19) dapmaKkoneiiHas CcTaTba - AOKYMEHT, YTBEPXKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCMOJIHUTENIbHOW BNACTM M COAEpXKalM nepedyeHb MNOKasaTeneil KayecTBa M METOAOB
KOHTPO/S KaYecTBa JIeKapCTBEHHOIO CPeACTBa;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-03)

19.1) cTtaHpapTHble 0b6pasLbl - BeLWecTBa, NOCPEACTBOM CPABHEHMA C KOTOPbIMW OCYLLECTBAAETCA
KOHTPONb KauyecTBa MCCAeAYyeMbIX JIEKAapPCTBEHHbIX CPEACTB C MOMOLLBIO  GU3NKO-XMMUYECKUX U
6MONOTMYECKNX METOAOB B LLeNIAX NOATBEPKAEHUA COOTBETCTBUA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
HOPMATUBHOM AOKYMEHTALMM, YCTAHOBNEHHbIM NPWU OCYLLECTBIEHUMN FOCYAAPCTBEHHOW pPerncTpaumu, u
KOTOpble MPUMEHSAIOTCA A1A KaAnbpoBKM CTaHAAPTHbIX 06pa3LoB NPOU3BOAMTENS JIEKAPCTBEHHbIX
CpPeacTs, MCNOb3yeMbIX ANA KOHTPOAA KAYecTBa M WMHbIX Leneit npu o6palleHuMM NeKapCTBEHHbIX
cpeacTs;

(n. 19.1 BBegeH dDepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

19.2) dapmakonenHbl CTaHOAPTHbIM obpaseL, - CTaHAapTHbIM obpaseu, NPoOU3BEeAEHHbI B
COOTBETCTBMM C papMaKonenHon cTaTbei;

(n. 19.2 BBeaeH desepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-d3)

20) HOpMaTMBHasA [AOKYMEHTAUMA - [OOKYMEHT, COZEepXKaluMi nepevyeHb onpegensemblx Mo
pe3ynbTaTam COOTBETCTBYIOLMX IKCMEpPTU3 rMoKasaTenell KayecTBa J1IeKapCTBEHHOroO cpeactsa Ag/s
MeZNUMHCKOTO NPUMEHEHNA, METOL,0B KOHTPOIS €ro KayecTBa M YCTaHOB/IEHHbIN ero NpoussoguTenem;

21) HOPMATUBHbLIN OOKYMEHT - [OOKYMEHT, CogeprKalui nepevyeHb onpeaensiembix o
pe3ynbTaTam COOTBETCTBYIOLLMX SKCMEPTU3 MOKasaTesel KayecTBa M (M) MeTo0B KOHTPOIA KavecTBa
NIeKapCTBEHHOM POpMbl, ONMcaHUA BUONOTMYECKMX, BUOXMMNYECKUX, MUKPOBMONOrMYeckux, GusmnKko-
XUMUYECKUX, DU3MYECKMX, XMMMYECKMX M APYrMx MeTOAOB aHa/nM3a JIEKAapCTBEHHbIX CPeacTB ans
BETEPUHAPHOIO NMPUMeEHEHUs, TpeboBaHMA K UCMOJIb3yeMbiM B LieAX NpoBeAeHUs AaHHOro aHasu3a
peakTMBaMm, TUTPOBAHHbIM PAaCTBOPaAM, MHAMKATOPAM U YCTAHOB/IEHHbIN €ro NPon3BoAUTENEM;

21.1) obWwmiA TEXHUUYECKNN OOKYMEHT - KOMMJIEKT OOKYMEHTOB M MaTepuanos, COCTOAWMNA U3
HECKONIbKUX  pa3fenoB -  AOKYMEHTaUMW  aAMUHUCTPATMBHOIO  XapaKTepa,  XWUMWYECKOW,
dapmaLeBTMYECKON W OUONOMMYECKON [OOKYMEeHTauuu, ¢apmaKoormyeckom, TOKCUMKONOTrMYEeCKom
OOKYMEHTaLMKM, KAMHUYECKOW AOKYMEHTAUMM U NpPeacTaBAfseMbll OAHOBPEMEHHO C 3asfB/fEHMEM O
rocyapCTBEHHON perncTpaummM NeKapcTBEHHOro npenapata Aas MeOULUMHCKOro MNPUMEHEHUs B
¢dopmaTe, yCTaHOBAEHHOM YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTEIbHON BAacTK;

(n. 21.1 BBegeH dDenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

22) KayecTBO /IeKAPCTBEHHOIO CPeACTBa - COOTBETCTBME NIEKAPCTBEHHOIO CPeacTBa TpeboBaHNAM
dbapmakoneliHol cTaTb B0 B CyYae ee OTCYTCTBMA HOPMATUBHOMN AOKYMEHTAUMU UAN HOPMATUBHOTO
OOKYMEHTa;

23) 6e30nacHOCTb JIEKAPCTBEHHOrO CPEACTBA - XapaKTepWUCTUKA JeKapCTBEHHOro CpeacTsa,
OCHOBAHHas Ha CPaBHUTENbHOM aHann3e ero 3pPeKTUBHOCTM M PUCKA NPUYMHEHUS BPeaa 340P0OBbIO;

24) 3pPeKTUBHOCTb /IEKAPCTBEHHOrO MNpenapaTta - XapaKTepPUCTUKA CTEMEHU MOJI0KUTENbHOro
BAMAHMA NEKapCTBEHHOro MpenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3aboneBaHuMA WAM  ero
npefoTBpalieHme, peabuauTauMilo, Ha  COXpaHeHWe, nNpeaoTBPalleHWe UAWM  MpepbiBaHMeE
b6epemeHHOCTH;

25) cepua neKapCTBEHHOro CPeACTBa - KOJMYECTBO JIEKAPCTBEHHOIO CpeacTBa, NPOU3BeAEHHOE B
pe3ynbTaTe 0AHOr0 TEXHOJ/IOrMYECKOTO LIMK/Ia ero NponsBoamTenem;

26)  perucTpaumMoHHOe  yAOCTOBEPEHWEe  NIeKapCTBEHHOro  npenapata -  OOKYMEHT,
noATBepXAatoWwmnii GaKkT rocysapCcTBEHHOM PerucTpaLmnmn NeKapcTBeHHOro NpenapaTa;

26.1) pepkatenb UaAn Bnagenel, permcTpaumoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEeKapCTBEHHOTO CPeAcTBa, MNPOU3BOAUTENb NEKAPCTBEHHbIX CPEACTB MAM  UHOE
topugmyeckoe anuo, obnagarollee NPaBomM BAALEHUA PEFUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KayecTso, 3pPeKTMBHOCTb U 6e30MacHOCTb IEKAPCTBEHHOIO NpenaparTa;



(n. 26.1 BBeaeH desepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-d3)

27) PerucTpaumoHHbIi HOMep - KoaoBoe 0603HayYeHWe, MNPUCBOEHHOE JIeKapCTBEHHOMY
npenapary Npu ero rocyAapCcTBeHHON perncTpaumy;
28) obpaleHne feKapCTBEHHbIX CPeacTB - pa3paboTKa, AOKAMHMYECKME UCCNeaoBaHus,

KAMHUYECKNE UCCNeaoBaHuA, SKCNepTM3a, rocyaapcTBeHHas perncrTpauma, ctaHaapTM3auma n KOHTPO/b
KayecTsa, MPOM3BO/CTBO, U3rOTOB/IEHME, XpaHeHNe, NepeBo3Ka, BBO3 B Poccuiickyo ®eaepaunio, BbiBo3
n3 Poccuiickoit depepalmm, peknama, OTMYCK, peanusauua, nepegaya, NpUMeEHeHWe, YHUUYTOXeHue
JIeKapCTBEHHbIX CPeacTs;

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

29) cybbeKTbl 0b6palleHUA J/IeKapCTBEHHbIX CPeacTs - ¢u3MyeckMe AMLa, B TOM 4uucne
UHAMBUAYaANbHbIE MpeanpUHUMaTENU, U PUANYECKUEe NNLA, OCYLLEeCTBAAOLWMNE AeATeNbHOCTb Mpu
0bpalleHnn NeKapCcTBEHHbIX CPeaCTB;

30) pa3paboTuMK NeKapCcTBEHHOro cpeAcTBa - oOpraHusaums, obnagatowas npaBamu Ha
pe3ynbTaTbl AOKAMHUYECKUX UCCNefoBaHWN NeKapCTBEHHOIO CpeacTBa, KAMHUYECKUX UcCaedoBaHUM
NleKapcTBeHHOro npenapara U (MAKn) Ha TeXHONOTUIO MPOM3BOACTBA JIeKapPCTBEHHOTO CPecTBa;

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

31) Npou3BOACTBO /JIEKAPCTBEHHbIX CPeAcTB - AeATe/NbHOCTb N0 NPOW3BOACTBY /JI€KAPCTBEHHbIX
CcpeacTs opraHM3auMAMK - NPOU3BOAUTENAMU NEKAPCTBEHHbIX CPeACTB Ha OAHOW CTaAuW, HECKOJIbKUX
WAWN BCeX CTagusaX TEXHO/IOTMYECKOro NPOoLLecca, a Tak¥Ke No XpaHeHWo U peannsauumn npomsBeaeHHbIX
NleKapCTBEHHbIX CPeacTs;

31.1) npous3BOACTBEHHasA MaollagKka - TeppuTopuanbHO  060COBNEHHbIN  KOMMIEKC
NPoOu3BOAUTENA NEKAPCTBEHHbIX CPeACTB, NpeAHa3sHauyeHHbIM A1 BbINOJAHEHMA BCEro npoLecca
NPOu3BOACTBA NEKAPCTBEHHbIX CPEACTB UM ero onpeaeneHHoM cTaanm;

(n. 31.1 BBeaeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

32) npousBoauTENb /IEKAPCTBEHHbIX CPEACTB - OpraHM3alumaA, OCYLLecTBAAIOLWLAA MPOM3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUU C TpeboBaHUAMM HacTosalero GeaepanbHOro 3aKoHa;

33) ¢papmaleBTUYECKan AEATENbHOCTb - AeATe/IbHOCTb, BKAOYaoLWan B ceba onToBy TOProsao
IeKapCTBEHHbIMU  CPEACTBAMM, WX XpaHeHWe, MepeBo3Ky U (MAM)  PO3HUYHYIO  TOPros/to
JIeKapCTBEHHbIMM MpenapaTaMu, MX OTNYCK, XpaHeHWe, MepeBO3Ky, WU3roTOB/AEeHME JfIeKapCTBEHHbIX
npenaparos;

34) opraHW3auus ONTOBOM TOProBAW  NEKAPCTBEHHbIMM  CPeACTBaMM -  OpraHM3saums,
OCYLLEeCTB/AOWAA ONTOBYD TOProBAID /IeKaPCTBEHHbIMU CpeAcTBaMU, MX XpaHeHWe, NepeBO3Ky B
COOTBETCTBMM C TpeboBaHUAMUK HacToAwero PeaepanbHOro 3aKoHa;

35) anTeyHas opraHusauMAa - oOpraHusauusa, CTPYKTypHOe noAapasgeneHve MeanUUHCKON
opraHM3auun, OCYLLECTBAAIOLWME PO3HUYHYIO TOPrOB/AO NEKAapCTBEHHbIMM NpenapaTaMu, XpaHeHue,
nepeBo3Ky, WU3roToB/JEHME W OTNYCK JIeKapCTBEHHbIX NpenapaToB A8 MeAULMHCKOro NpUMeHeHua B
COOTBETCTBMU C TpeboBaHUAMMK HacToAwero PeaepanbHOro 3aKoHa;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anTeyHas oOpraHM3auMs - oOpraHu3auma, CTPYKTYpHOe noapasgeneHue
BETePUHaAPHOI OpraHn3aLum, OCYLLECTBAAIOLLME PO3HUUYHYIO TOProB/IIO IeKapCTBEHHbIMM NpenapaTamuy,
XpaHeHue, N3roToB/JIEHME W OTNYCK JIEKapCTBEHHbIX NpenapaTtoB A/1A BETEPUHaPHOro MPUMEHEHUA B
COOTBETCTBMM C TpeboBaHMAMUK HacToAlero PeaepanbHOro 3aKoHa;

37) danbcuduuMpoBaHHOE  NIeKapCTBEHHOE  CPeAcTBO - JIeKAapCTBEHHOE  CPeAacCTBo,
COMNPOBOXAaeMoe NI0XKHOW MHPOopMaLmelt o ero coctase 1 (M) NnponssoanTene;
38) HepobpoKayecTBEHHOE JIEKapCTBEHHOE CPeAcTBO - JIeKapCTBEHHOe CPeacTBo, He

cooTBeTCcTBYtolWee TpeboBaHMAM dapmakoneiHom ctaTbn AMbo B cayyae ee OTCyTCTBMA TpeboBaHMAM
HOPMATUBHOM AOKYMEHTALMM UAN HOPMATUBHOTO [OKYMEHTA;

39) KoHTpadaKTHOE JIeKapCTBEHHOE CPeACTBO - JIEKAapCTBEHHOE CpPeAacTBO, Haxoasleecs B
060poTe C HapyLIeHNEM IrPaXKAAHCKOro 3aKOHOAAaTeNbCTBa;

40) [OKAMHWYECKOE  MUCCNefoBaHME  NIEKApPCTBEHHOrNO  cpeactBa - buonoruyeckwue,
MWKPOBUONOrMYECKME, NMMYHOIOTMYECKME, TOKCUMKONOIMYECKNE, dapMaKonornyeckne, dusnyeckue,
XMMUYECKME U ApYrve UCCNef0BaHUA NEKAPCTBEHHOIO CPeACTBA NYTEM NPUMEHEHMUA HayYHbIX METOLOB
OLLEHOK B LLeN1sAX NMOMYyYeHUA [OKA3aTeNbCTB 6€30MacHOCTH, KavecTBa U 3G GEKTUBHOCTU IEKAPCTBEHHOTO
cpeacTsa;



41) KAMHMYECKOe WcCnefoBaHWE JIeKAPCTBEHHOrO npenapaTta - WM3yYeHue AMarHOCTUYECKMX,
NeyebHbIX, NPoPUNAKTUYECKMX, GAPMAKOIOTMYECKMX CBOMCTB SIEKAPCTBEHHOrO npenapaTta B npoLecce
€ro MpPMMEHEeHMUs Yy Ye/loOBeKa, KMBOTHOrO, B TOM 4YMc/ie MPOLLeCCOB BCACbiBaHMA, pacnpeneneHus,
M3MEHEHMUA W BbIBEAEHMA, NMyTeM MNPUMEHEHWS Hay4yHbIX METOAOB OLLEHOK B LeNsX Moay4yeHus
OOKas3aTenbcTB 6e30MacHOCTU, KayectBa U 3GPEKTUBHOCTM JIEKAPCTBEHHOrO Mnpenaparta, AaHHbIX O
HekenaTesbHbIX PeakuMsax OpraHM3Ma YesIoBeKa, MBOTHOTO Ha MPUMEHEHWEe JNIeKapCTBEHHOrO
npenapata 1 o6 addeKkTe ero B3aMMOAENCTBUA C APYITMMMU NIEKAPCTBEHHbIMUM Npenapatamu 1 (uam)
NULLEBbIMM NPOAYKTaMM, KOPMaMMU;

42) MHOrOLEHTPOBOE  K/IMHMYECKOE WCCAedoBaHME  JIEKAapCTBEHHOro  npenapaTta  Aas
MEANUMHCKOTO MPUMEHEHUA - K/IMHMYECKOe UCC/ief0BaHWe JIeKapCTBEHHOro npenapata  gas
MeANUNHCKOTO NPUMEHEHMSA, NPOBOAUMOE Pa3paboTYMKOM SIeKapCTBEHHOTO NpenapaTta B AByx U bonee
MeANUNHCKMX OpPraHM3aumsax No eaMHOMY MPOTOKOY KAMHUYECKOTo MCCAefoBaHMA IEKAaPCTBEHHOMO
npenapara;

43) mexayHapoAHOEe MHOIOLEHTPOBOE KAMHUYECKOE UCCAe0BaHME NEKAPCTBEHHOrO npenapara
ANA MeAMLMHCKOrO MPUMEHEHMA - KAWHWYECKOe WCCef0oBaHWE JNIeKApCTBEHHOrO npenapata And
MeANUNHCKOTO NPUMEHEHMA, NPOBOAUMOE Pa3paboOTYMKOM SIEKAapPCTBEHHOMO MpenapaTta B Pas/IMyHbIX
CTpaHax No eANHOMY NPOTOKOY KAMHUYECKOTO UCCAeA0BaHMA NEKAaPCTBEHHOTO NpenapaTa;

44) noCTPErncTpaumoHHOEe KAMHUYECKOE WCCNefoBaHME JIEKAapCTBEHHOrO npenapaTa A4
MEANUMHCKOTO MPUMEHEHMA - KNMHUYECKOE WUCCNef0BaHME JIEKAPCTBEHHOrO npenapata g
MeANUMHCKOTO  MPUMEHEHMA, NPOBOAMMOE  MNPOU3BOAMTENEM  JIEKAPCTBEHHOrO  MpPenapara,
rpaxgaHCcKMii 0bopOT KOTOPOro OCYLLEeCTBASETCA MOCNAe roCyAapCTBEHHOM perucrpauuun, B Uensax
aonosHuTenbHoro cbopa AaHHbIX 0 ero 6e3onacHOCTM M 3PpPEKTUBHOCTU, PACLUMPEHUS MOKA3aHUN K
NPUMEHEHUIO OAHHOTO JIeKAPCTBEHHOrO MPENnapaTta, a TaK¥Ke BbIAB/IEHUS HeXKenaTeslbHbIX peakuumi
NaLMeHTOB Ha ero AencTaue;

45) wuccnepoBaHMe OWMO3KBMBANIEHTHOCTM JIEKAPCTBEHHOTO Mpenapata - BUA K/JAMHUYECKOro
nccnenoBaHUA IeKapCTBEHHOIO NpenapaTa, NpoBeAeHMe KOTOPOro OCYLLEeCTBAAETCA AN onpeaeneHus
CKOPOCTM BCACbiBAHWA W BbIBEAEHMSA OAHOrO WM HECKOJbKMX obnagatowmx ¢apmakonornyeckomn
aKTUBHOCTbIO OENCTBYIOWMX BELWLECTB, KO/AMYEeCcTBa JIEKAapCTBEHHOro npenapaTta, AOCTUraloWero
CUCTEMHOr0 KPOBOTOKa, W pe3y/ibTaTbl KOTOPOro No3BOAAIOT cAenaTb BbiBOg O 6MO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO Mpenapata B ONpeAeneHHbIX JIeKapcTBeHHON ¢opme U
[03MPOBKE, COOTBETCTBYIOLWMX POpMe U A03UPOBKe pedepeHTHOro IeKapCTBEHHOIO NpenaparTa;

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

46) uvccnepoBaHMe TepaneBTUYECKOM SKBWMBAIEHTHOCTM JNIEKAPCTBEHHbIX MpenapaToB - BUA,
KIMHUYECKOTO UCCAe0BaHMA NEKAPCTBEHHbIX NPenapaTos, NPOBeAEHME KOTOPOTo OCYLLECTBAAETCA ANA
BbIAB/IEHNA OANHAKOBbIX CBOMCTB IEKAPCTBEHHbIX NPENAPATOB ONpeseeHHON NeKapCTBEHHOM Gopmbl,
a TaKXe HaNMuMa OAMHAKOBbIX MOKasaTenei 6e3omacHOCTM M 3PPEKTUBHOCTU NEKAPCTBEHHbIX
npenapaToB, 0ANHAKOBbIX KAMHUYECKUX 3GDEKTOB NPU UX NPUMEHEHUU;

47) NpOTOKON KAMHWYECKOTO UCCe0BaHNA SIEKAPCTBEHHOMO NpenapaTa - JOKYMEHT, B KOTOPOM
onpeaenstoTca uenm, GopmMbl OpraHM3aLnn 1 MeToaoN0rMA NPOBeAEHUA KAMHUYECKOTO UCCAef0BaHMA,
CTaTUCTMYECKMe meToabl 06paboTKM pe3ynbTaToB TAKOrO MCCAeLOBaHMA M Mepbl MO obecneyeHuto
6€30MacHOCTM  U3NYECKUX /UL, YYACTBYHOLWMX B KAMHMYECKOM MCC/eL0BaHUU JIeKapCTBEHHONO
npenapara;

48) 6powtopa uccnepoBaTenss - CBOAHOE  W3/MOXEHWME Pe3ynbTaToB  AOK/JAMHUYECKOro
nccnenoBaHNA NeKAapPCTBEHHOTO CPeACTBa M KAMHMYECKOrOo UCCNef0BaHUA eKapCTBEHHOMO npenapara
A8 MEeANUMHCKOTO NPUMEHEHMUS;

49) MHPOPMALMOHHbDIM IMCTOK NaLMEHTA - IOKYMEHT, B KOTOPOM COZlepXKaTca B A0CTynHol dopme
CBeZleHUs, Kacalolmecs NpoBOANMMOrO KAMHUYECKOTrO MUCCAeL0BaHUA IeKapCTBEHHOrO npenapaTa, U B
nMcbMeHHoM ¢opme A06POBOALHOE COracve MaLMeHTa Ha yvyacTue B KAMHUYECKOM UCCedoBaHMM
JIeKapCTBEHHOrO Mpenaparta nocsie O03HAaKOMJIEHUS C OCOBEHHOCTAMM KAMHWUYECKOTrO MCCNenoBaHus,
UMELLMMM 3HAYEHUE AN BbIPAKEHMA TaKOTO COrnacus;

50) nobouyHoe peNcTBMe - peakuua oOpraHM3ma, BO3HMKLWAA B CBA3M C MNPUMEHEHUEM
NIeKApCTBEHHOrO MNpenapata B 033X, PEKOMEHAYEMbIX B WMHCTPYKUUM MO €ro MpUMEHEHWo, AnA
NPodUNAKTUKK, ANATHOCTUKK, NedeHusa 3abonesaHma UAn ana peabunutaumu;



50.1) HexenaTenbHas peakums - HenpeaHamepeHHas HebnaronpusaTHas peakuus OpraHM3Mma,
KOTOpas MOKeT bbITb CBA3aHA C MPUMEHEHUEM IEKAPCTBEHHOTO NPenapara;

(n. 50.1 BBeaeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

51) cepbe3Has HexenaTeNbHasA peakuusa - HexKesnaTeslbHaA peaKkums OpraHuMsma, CBAsaHHas C
NPUMeHeHWEM /IeKAapPCTBEHHOrO MpenapaTa, NpuBeawas K CMepTU, BPOMKAEHHbIM AHOMAIMAM WM
NMopoKam passBuTUA AMBO npeacTaBaAlowWwan cobol yrposy »KU3HK, Tpebyowan rocnuTannsaumm wUam
npuBeaLwasn K CTOMKOM yTpaTe TpyA0CnoCOOHOCTU U (MIM) MHBAaNNAHOCTMH;

52) HenpeaBuAaeHHas HexXenaTeNbHan pPeakuusa - HexKenaTesNbHaa peakuus opraHvMama, Kotopas
CBfA3aHa C MPUMMEHEHMEM JIeKapCTBEHHOro MpenapaTa B 033X, PEKOMEHAYEMbIX B MPOTOKOAE €ero
K/IMHUYECKOro uccnefoBaHusa, bpolwtope uccnepoBatens, WAWM C MPUMEHEHUMEM JN1IeKapCTBEHHOTO
npenapata B [03aX, PEKOMEHAYEMbIX B WHCTPYKLMM MO €ro NpUMEHEHUD Aasa MPOOUNAKTUKMY,
ANArHOCTUKM, NeveHuns 3aboneBaHma MAN MeSULMHCKON peabuamTaumm naumMeHTa, U CyLLHOCTb, TAXKECTb
WAN UCXO[, KOTOPOW He COOTBETCTBYeT MHOOPMaLMM O eKapCTBEHHOM MpenapaTte, coaep:Kalleiica B
NPOTOKO/IE €ro KAMHUYECKOro MWCCiefoBaHUA, Opolwope uccnenoBaTena WAM B MHCTPYKLMM MO
NPUMEHEHMIO NEKAPCTBEHHOMO NpenapaTa;

(n. 52 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHaa3op - BUA, AEeATENbHOCTM MO MOHUTOPUHTY 3bdEKTUBHOCTM M BesonacHOCTU
NIEeKApPCTBEHHbIX MpPenapaToB, HAMPaB/JIEHHbIM HA  BbIABAEHME, OUEHKY M NpeAoTBpaLleHue
HerKenaTeNbHbIX NOCNeACTBUIA NPUMEHEHWA NEKAPCTBEHHbIX NPENAPaTOB;

(n. 52.1 BBegeH dPesepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

52.2) nnaH ynpaBieHUs pUCKamKU - NoapobHoe onucaHuve meponpuAaTuiA no dapmakoHaasopy,
HanpaB/IEHHbIX Ha BbIIB/IEHNE, OLEHKY M NpefoTBpalleHne UM MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbBIMM NpenapaTamm, BKAOYan OLEHKY 3GPEKTUBHOCTU AaHHbIX MepPOonpUATUIA;

(n. 52.2 BBeaeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

53) peuenT Ha IeKapCTBEHHbIN NpenapaT - MMCbMEeHHOe Ha3Ha4YeHWe IeKapCTBEHHOrO npenapaTa
Nno ycTaHoBAEHHOW ¢dopMme, BblAaHHOE MEeAUUMHCKMM UAN BETEPUHAPHBIM PAaBOTHUKOM, UMEIOLLMM Ha
3TO NpPaBo, B L,eNAX OTNYCKA JIeKapCTBEHHOro NpenapaTta UAK ero U3roToBJIEHMA U OTMNYCKa;

54) TpeboBaHWe MeAMUMHCKOW OpraHusauuu, BeTepPUHAPHOM OpraHM3aumMmM - LOKYMEHT
YCTaHOB/IEHHON (OPMbI, KOTOPbIA BbIMUCAaH MeAULMHCKUM WAN  BETEPUHAPHLIM  PAabOTHUKOM,
MMEILWMM Ha 3TO MPaBO, U COAEPKUT B NMUCbMEHHOM OpMe yKasaHWe anTeyHon opraHusaumm ob
OTNYCKe /NIeKapCTBEHHOro npenapata MAWM O ero M3rotoBfeHUMM u o6 oTnycke ana obecneyeHus
NneyebHOro npouecca B MegULMHCKOM OpraHn3aLmMm, BETEPUHAPHON OpraHM3aumu;

55) Komn/ieKcHasa OLEHKa J/IeKapCTBEHHOro Mpenapata - OUEHKa 3aperncTpmpoBaHHOro
NIeKapCTBEHHOIO NpPenapara, BKAYatowas B ceba aHanns nHGopmaLmm 0 CPaBHUTENbHOM KNAMHUYECKON
a3 deKTMBHOCTU M Be30NacHOCTU IEKAPCTBEHHOIO NPenapaTa, OLEeHKY SKOHOMUYECKUX NOCNeACTBUIA ero
NPUMEHEHUA, U3yYeHUe AONOAHUTENbHbBIX NOCNAEACTBUI MPUMEHEHUA NEeKAPCTBEHHOrO Mpenaparta B
LUenax MPUHATUA pPeleHnin O BO3MOMKHOCTM BK/OYEHUA JIEKAPCTBEHHOrO nNpenapata B NepeyveHb
YKU3HEHHO HEOBXOAMMbIX U BAXKHEMLLIMX IEKAPCTBEHHbIX NPENapaToB, HOPMATUBHbIE MPABOBbIE aKTbl U
WHble AOKYMEHTbI, onpeaensaowme NnopaaoK OKasaHUA MEANLUMHCKON NOMOLLM, NN UCKOYEHUA €ro U3
YKa3aHHbIX NepeYHs, aKTOB N LOKYMEHTOB.

(n. 55 BBeaeH deaepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-d3)

Fnasa 2. MONTHOMO4YUA GEAEPANbHbIX OPFTAHOB UCMONHUTE/IbHOMN
BNACTWU, OPFTAHOB UCMONHUTE/IbHOMW BNACTU CYBBEKTOB POCCUMCKOMN
®EAEPALIUM NPU OBPALLIEEHMU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [lonHomouns deaepasnbHblX OPraHoOB WMCMNOAHWUTENbHOW BAAcTM npu obpaleHun
NeKapcTBEHHbIX CpeacTB

K nonHomoumam deaepanbHblX OPraHoB WCMNONHUTENbHOW BnactM npu  obpauweHun
NleKapCTBEHHbIX CPeACTB OTHOCATCA:

1) nposegeHune B Poccuiickoit Pepepaunmn eguHOW rocypapCTBEHHOMW MOMMTUKKM B 06nactu
obecneyeHns NeKapcTBeHHbIMK NpenapaTaMu rpaxaaH B Poccuiickoli ®eaepaumnu;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)



2) vyTtBepXaeHuMe obuwux dapmaKonelnHbix cTaTtel, dapmaKonelhHblX cTaTel, u3aaHue
rocyaapcTBeHHon dapmakoneu, co3gaHve W BeAeHWe peectpa  ¢papmMaKonemHblX CTaHOAPTHbIX
06pa3uos;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-03)

3) ocywiecTBneHWe rocysapCTBEHHOrO KOHTpons (Hagsopa) B chepe obpaleHnn NeKapCcTBEHHbIX
cpeacTs;

(B pen. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

4) nMueH3npoBaHWe NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB M GapMaLLEBTUYECKON AeATeNbHOCTH
B COOTBETCTBUM C 3aKOHOA4ATeNbCTBOM Poccuiickoit depepaumm;

5) opraHusauma sKcnepTusbl JIEKAPCTBEHHbIX CPEACTB, 3TMYECKOW 3SKCNepTU3bl BO3MOMHOCTU
NpoBeAEeHMA  K/IMHUYECKOTO UCCNefOBaHMA  JIEKAPCTBEHHOrO npenapata  Aas  MeAMLUMHCKOro
NPUMEHEHMA, SKCNepTU3bl AOKYMEHTOB, MNpPEACTaBAEHHbIX A0 OnpefeneHns  BO3MOMKHOCTU
paccmMaTpuBaTb JIEKAPCTBEHHbIN NpenapaT Aaa MeAWUMHCKOTO MPUMEHEHMA MNPWU TrocyaapCTBEHHOM
perucTpauum B Kadyectse opdaHHOro EeKapCTBEHHOrO NPenapara;

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

5.1) opraHusauua nNpoBeAeHMA KOMMNEKCHOW OUEHKW /IeKAapCTBEHHOrO MpenapaTa B Lensx
NPUHATUA PELUEHN O BO3MOXKHOCTU BK/IOYEHWA NIEKAPCTBEHHOrO Mpenapata B NepevyeHb XU3HEHHO
HEeOBXOAMMbIX U BaXHEMWLMX NEKAPCTBEHHbIX MpenapaToB, HOPMATMBHbIE MPaBOBble aKTbl U WHbIE
OOKYMEHTbI, onpefenatolme nopaAoK OKasaHWUA MEAMLMHCKOW MOMOLLM WMAM UCKIOYEHUA ero U3
YKa3aHHbIX NepPeYHs, aKTOB N LOKYMEHTOB;

(n. 5.1 BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) Bblgaya paspeweHuMin Ha MpoBeAeHMEe KAWHUYECKUX UCCNeL0BaHUI  NIeKapCTBEHHbIX
npenapaTos, BeAeHWE pPeecTpa BblAaHHbIX paspelleHnin Ha NpoBefeHMEe KAMHUYECKUX UCCaenoBaHuii
JIeKapCTBEHHbIX MpenapaTos;

7) rocypapcCTBeHHasa perncTpaums NeKapCTBEHHbIX NpPenapaToB, BeAeHWe rocynapCTBEHHOrO
peecTpa IeKapCTBEHHbIX CPeaCTB;

8) opraHusauma u (Man) npoeeaeHMe UHCMEKTUPOBAHUA CYOBbEKTOB OOpPALLEHMA NEKAPCTBEHHbIX
CcpeacTB Ha COOTBETCTBME NMpaBUIaM HagnerKalen nabopaTopHOM MPAKTUKK, NpaBUaAaM HagnexKallen
KIMHNUYECKON MPaKTUKKU, NPaBWUIaM Hag/exawen NPakTUKU XPaHEeHWsA M MepeBO3KU JIeKapCTBEHHbIX
npenapaTtos, NpaBuAaM Haganexalen AMcTpMbbIOTOPCKOM NPaAKTMKKU, NpaBMIam Hagnexallen anTeyHom
NPaKTUKK;

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

8.1) opraHusauma un (uamn) nposeaeHNe MHCNEKTUPOBAHUA CyObEKTOB 0OpaLLEeHNA 1EKAPCTBEHHbIX
CpeacT8 Ha COOTBETCTBME TPebOBaAHMAM MPaBUA Hag/Aexalleh NPOU3BOACTBEHHON MPAKTUKM, BblAaya
3aK/OYEHUIA O COOTBETCTBMM MPOMU3BOAUTENA JNIEKAPCTBEHHbIX CpeacTs TpeboBaHMAM npasun
HaZneXallen Npom3BOACTBEHHOW NPAKTUKMK;

(n. 8.1 BBegeH ®eapepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) yctaHOB/MEeHWEe MOpAAKA BeAEHMA WM BeAeHMEe rOCYAapCTBEHHOIO peectpa 3aK/Il4YeHuit o
COOTBETCTBMM  NPOU3BOAMTENA NIEKAPCTBEHHbIX cpeacTB  TpeboBaHMAM NpaBWA  Hagaexalein
NPOW3BOACTBEHHOMN MNPAKTUKK;

(n. 8.2 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocypapcTBeHHass pernctpauusa  YCTaHOBJIEHHbIX  NPOW3BOAUTENSMMU  JIEKAPCTBEHHbIX
npenapaToB NpeaenbHbIX OTMYCKHbIX LEeH Ha *KM3HEHHO HeobXxoaMMble U BaKHelLMe IeKapPCTBEHHbIe
npenapaTtbl U BeAeHWE roCyAapCTBEHHOrO peecTpa npefesibHblIX OTMYCKHbIX LUEeH Npou3BoguTesneil Ha
JIeKapCTBEHHblE MpenapaTbl, BK/AOYEHHble B MepevyeHb MU3HEHHO HeobXOAMMbBIX W  BaKHEMLIUX
JIeKapCTBEHHbIX MpenapaTos;

9.1) cornacoBaHne NPOEKTOB PeLUeHNt OpraHOB UCMNONHUTEIbHOM BNacTn cybbeKkToB Poccuninckol
depepaunn 06 ycTaHOBAEHUM U (MAKN) M3MEHEHMM NpefesibHbIX Pa3smMepoB ONTOBbIX HaA0aBOK U
npefesbHbIX PasMepoB PO3HUYHbIX HaAOaBOK K (PaKTUYECKMM OTMYCKHbIM LEHAM, YCTAHOB/IEHHbIM
NPOU3BOAUTENAMM NIEKAPCTBEHHbIX MPENapaToB, Ha JIeKapCTBEHHble MNpenapaTtbl, BK/OYEHHblE B
nepeyeHb *KM3HEHHO HEOBXOAMMBIX M BarKHEMNLLMX IEKAPCTBEHHbIX NPENapaTos;

(n. 9.1 BBegeH PeapepanbHbiM 3akoHOM oT 13.07.2015 N 241-93)

10) ycTaHOBNEHME NopsfKa BBO3a SIEKAapPCTBEHHbIX cpeacTs B Poccuiickyto PeaepaLmio 1 BbiBO3a

NeKapcTBeEHHbIX cpeacTs u3 Poccuiickon ®epepaunu;



(n. 10 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bbigaya, ycTaHOBAEHWE MOpAAKa BblAauu U GopMbl AOKYMEHTa, KOTOPbIA NOATBEpPXAaeT,
YTO NPOM3BOACTBO /IEKAPCTBEHHOIO NpenapaTa OCYLLEeCTB/IEHO B COOTBETCTBMU C TpeboBaHMAMM NpaBun
Hagnexalle npPoOu3BOACTBEHHOM MPAKTUKU, W NOANENXUT MpPeacTaBAeHU0 no  TpeboBaHWIo
YNONHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO BBO3UTCA JIEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBeaeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

10.2) Bblaaya, ycTaHOB/IeHME NOPAAKa BbliAaun U Gopmbl JOKYMEHTa, COAEPKaLlLero CBeAeHuns o
cTagmax TexXHONOrM4Yeckoro npouecca Npou3BOACTBA JIEKAPCTBEHHOINO CPeAacTBa ANA MeAMLMHCKOro
NPUMEHEHWS, OCYLLECTBAAEMbIX HA TePPUTOPUN EBPA3NINCKOro SIKOHOMUYECKOTO COH33;

(n. 10.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3, B pea. PenepanbHOro 3akoHa oT
13.07.2015 N 241-93)

11) co3paHMe coBETOB N0 BOMNPOCaM, CBA3aHHbIM C 06paLleHNneM NeKapCTBEHHbIX CPeacTs;

12) atTectauma u cepTuduKayma cneymanmnctos;

13) ytpatun cuny ¢ 1 ceHtabpna 2013 roga. - PegepanbHbiii 3akoH oT 02.07.2013 N 185-93;

14) ocywecTeneHme papmaKkoHa[30pa;

(n. 14 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTne B mexayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHne no 3anpocam ynoaHoMo4yeHHoro ¢enepanbHOro opraHa UCNOAHUTEIbHON BNACTU
OT OpraHOB MCMOJIHUTENIbHOM BnactTu cybbekToB Poccuiickont depepaumu, a TakxKe OT cybbekTos
obpallleHnsa NeKapCTBEHHbIX CPeacTB A8 MeAMLMHCKOro npumeHeHua uHOopmauuu no Bomnpocam
YCTAaHOBNEHMA N NPUMEHEHMA LEeH Ha JIeKapCTBEHHbIE NpenapaTtbl M HaA0aBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapyllueHuMe 3aKoHoaaTenbcTBa Poccuiickon
depgepauny;

18) vyTBepKAeHMe npaBuA Haasexalein nabopaTOpHON MNpPaKTUKK, MpaBuA  Haasexallen
KIMHWUYECKOM MpPaKTUKKU, NPaBMA Hag/erkalein npovM3BOACTBEHHOM MPAKTUKM, NPaBUA Hagnexallen
MPaKTUKN  XPaHEHUs U NepeBO3KM  NEeKapCTBEeHHbIX NpenapatoB, MpPaBWUA  Hagnexallen
ANCTPUOBIOTOPCKOM MNPAKTUKM, NpPaBMA Hag/eKalled anTeyHoM MPaKTUKKM, MpPaBUA  Hagnexalemn
NpakTUKN papmaKoHaA30pa IEKaPCTBEHHbIX NPenapaToB 419 MeAULUNHCKOTo NPUMEHEeHMUs;

(n. 18 BBepeH deaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19) ycTaHoBneHMe nopaaka GOPMUPOBAHUA PErUCTPALMOHHOIO A0Cbe Ha /IeKapCTBEHHbIN
npenapar n TpeboBaHUI K 4OKYMEHTaM B ero COCcTaBe;

(n. 19 BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) yTBepKAEHME NMpPaBW/ PaLMOHaNbHOro BbibOpa HaMMEHOBaHMI IEKAapCTBEHHbIX NpenapaToB
ONA MeANLMHCKOrO NPUMeEHeHUS;

(n. 20 BBegeH PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEpPKAEHNE NEepeyYHs HAMMEHOBAHWUIM IeKapCTBEHHbIX GopMm;
(n. 21 BBegeH PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) <¢opmupoBaHME peecTpa TUMOBbIX WHCTPYKUMM MO  MEeAULMHCKOMY NPUMEHEHUIO
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX NPENapaTos;

(n. 22 BBegeH PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

23) yTBepKAeHWe TpeboBaHUN K MHCTPYKLUUN MO MEAULMHCKOMY NPUMEHEHUIO JIEKAaPCTBEHHbIX
npenapaToB U1 K MHCTPYKLUM NO BETEPUHAPHOMY NPUMEHEHMIO IEKAPCTBEHHbIX NPenapaTos;
(n. 23 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

24) pocyaebHoe 3aKkpbiTUE CaWTOB, codep)Kawux MHPopmauMilo O pPO3HMUYHOM Mpoaarke
AVCTAHUMOHHbIM Ccnocobom, npeasiokeHne o npuobpeTeHMn AUCTaHUMOHHbIM CMOCcObOM, AOCTaBKe
AUCTaHUMOHHbIM crnocobom u (Man) nepepave GpuUsMYecKOMY ULy AUCTAHUMOHHBIM CNocobom
NIEKAPCTBEHHbIX MNpPEenapaTtoB, HAPKOTUYECKUX NIeKAapCTBEHHbIX MPenapatoB M MNCUXOTPOMHbIX
JNIEKAPCTBEHHbIX NPenapaToB, 338 UCKAKYEHUEM C/ly4aeB, YCTaHOBAEHHbIX [paButenbcTtBom Poccuiickoi
depgepaunn.

(n. 24 BBepgeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NnpyMeyaHme.



MonoskeHna ctaTbl 5.1 pacnpocTpaHATCA Ha noaHomouuAa  deaepanbHbX  OpraHoB
NCMONHUTENbHOW BAACTK, KOTOPble He nepefaHbl ANA OCYLLECTBJEHMA OpraHam rocyAapCTBeHHOoM
BnactTn cybbekToB Poccuiickoii Pegepaumm MU opraHam MEeCTHOro CaMoynpaBAeHUs COOTBETCTBY MMM
denepanbHbIMKU 3aKOHAMM.

Cratba 5.1. MNepepaya ocywecTBieHMa NOJIHOMOYMA deaepanbHbIX OPraHOB MUCNOJIHUTENbHOM
BNACTU Npu o0bOpaLLeHUN NEeKAPCTBEHHbIX CPeACTB OpraHam MCNOAHUTENbHOM BAacTM cybbeKkToB
Poccuiickoin Pepepaunm

(sBepeHa depepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomouuns deaepanbHbiX OPraHOB UCMONHUTENLHOW BAACTU NPU 06pPaLLEHUN IeKAPCTBEHHbIX
CPeAcTB, NpeaycMOTPeHHble HacTosAwmm dPeaepanbHbiIM  3aKOHOM, MOTyT nepefasaTbca  Aas
OCYLLECTB/IEHNA  OpraHam  WCMOJHWUTENbHOM  BnactTM  cybbektoB  Poccuiickonn  dPepepauun
nocraHoBneHuAmM MpasButenbcTBa Poccuiickolt depepaunn B nopagKe, ycTtaHoBneHHOM PeaepanbHbiM
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-$3 "0O6 06X NPUHUMNAEX OpraHM3aLuMM 3aKOHOLATENbHbIX
(npeactaBUTENbHBIX) U UCNONHUTENbHLIX OPraHOB FOCYAAPCTBEHHOM BAacTM cybbekToB Poccuitckolt
depepaunn’.

CraTtbs 6. MoNHOMOYMA OPraHOB UCMOJHUTENLHOW BNacTU cybbekTa Poccuitickoli depepaumm npu
06palleHNN NeKapCTBEHHbIX CPeacTB

K nonHomouusm oOpraHoB MWCMONHUTENIbHON Bnactu cybbekTa Poccuiickoint degepauum npu
06paLeHNnN NeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTtka M peanmsaums  perMoHanbHbiXx Mporpamm  obecrieyeHMa  HacesneHus
JIeKapCTBEHHbBIMM NpenapaTamu;

2) ycTaHoBNeHWe npefenbHbIX Pa3sMepoB OMTOBbIX HagbaBOK M MpedesibHbiX Pasmepos
PO3HWYHbIX HaA0aBOK K (AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAaHOB/JIEHHbIM MPOM3BOAUTENAMM
JIeKAapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble NPenapaTtbl, BKAIOYEHHbIE B MepeyeHb KU3HEHHO
HEeobX0AMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENAPATOB;

3) ocyuwecTBneHMe pPernoHanbHOro roCyAapCTBEHHONO KOHTPOAA 33 NPUMEHEHWEM LEH Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNepevyeHb MW3HEHHO HEeOoBXOAMMbBIX W  BaXKHEMLIMX
NIeKAPCTBEHHbIX MNpPEenapaToB, OpPraHW3auMAMM ONTOBOM TOPrOBAW, anNTEYHbIMU OPraHU3aLMAMM,
WHOMBUAYANbHBIMW  MPeanpUHUMATENAMN,  UMEIOWMMN  AUULEH3UIO  Ha  dapmaLLeBTUYECKYHO
[eATeNbHOCTb.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
Cratba 7. Pa3paboTKa 1 U3gaHue rocyaapcteeHHon Gapmakonem, pasmelleHne AaHHbIX O Helt

1. NMopa rocyaapcTBeHHOW dapmaKkoneein NoHMMaeTca cBog obuwmx dapmakonenHbIx cTaTten u
dapmakonenHbIx ctTaTe.

2. PaspaboTka obwux d¢apmaKonenHbix cTateit M dapmakoneinHblx cTaTeil, B TOM uucae
dapmakonenHbix cTaTem Ha apmaKkonenHble CTaHAApTHble o06pasupl, W  BK/AOYEHME WX B
rocyapcTBeHHyto ¢dapmaKonero OCyWecTBASITCA B MNOpPAAKe, YCTaHOB/IEHHOM YMOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTMU.

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

3. PaspaboTka papmaKkonenHom cTaTbn Ha pedepeHTHbIN NeKapCTBEHHbIM NpenapaT 1 BKAOYEHUE
€e B rocyapcTBeHHy0 GapMaKonel B TEYEHWE CPOKA AEUCTBUA 3aLUUTbl UCKAOUYUTENbHOTO MpPaBa,
YA0CTOBEPEHHOIO MAaTEHTOM Ha pedepeHTHbIM NeKapCTBEHHbIM NPenapaT, OCYLLECTBAAKOTCA C Ccoriacua
ero paspaboTumka.

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

4. TocypapctBeHHaa dapmakonea M34aeTcA  YNONHOMOYEHHbIM  denepasnbHbiM  OpraHOM

WCNONHUTENbHOM BAAcTU 3a cveT cpeacTB denepanbHOro broaxKeTa U NOANEKMUT NepensfaHuam He



pexke YeM OAMH pa3 B NATb JIET, B NEPUOL MEKAY KOTOPbIMU U343I0TCA MPUNOKEHMA K TOCY4aPCTBEHHOM
dapmaKonee, cogepxKalme obume dapmakoneliHble ctateM U (MAK) dapmaKoneinHble CTaTby,
YTBEPXKAEHHbIE NOC/e U34aHUSA UK Nepen3gaHna rocyapcTBeHHON dapmakoneu.

5. YNonHOMOYeHHbI denepanbHbii OpraH WMCNOAHUTENIbHON BNACTM pa3mellaeT AaHHble O
rocyaapcTBeHHOM dapmakonee M MNPUNOKEHMAX K Hel Ha cBoemM oduuManbHOM caiTe B CeTU
"MHTepHeT" B yCTAaHOB/NIEHHOM MM MOPSiAKeE.

Mnaea 4. TOCYAAPCTBEHHbIA KOHTPO/1b MPU OGPALLEEHUU
JNNIEKAPCTBEHHbIX CPEACTB

Cratbs 8. JlMUEH3MpOBaHME MNPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB M $apMaLeBTUYECKOM
AeATeNbHOCTH

1. IMueH3snpoBaHNe NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U papMaLLeBTUYECKON AeATeNbHOCTH
OCYLLECTB/IAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit depepaumm.

2. ObAzaTenbHbIM ycnoBMEM MNPEAOCTaBAEHMSA JIMUEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHBbIX
CPeACTB ABNAETCA MPUIOMKEHUE K 3afB/IEHNIO COUCKATENA JIMLLEH3MM NepeYHs JIeKapCTBEHHbIX GopmM U
(nnn) BupgoB dapmaueBTMUECKUX CyBCTAHUMI, KOTOpble MPOM3BOAUTE/b JIEKAPCTBEHHbIX CPEeACTB
HaMepeH NPOU3BOAUTD.

3. B ciyyae Heo6X0AMMOCTM pacluMpeHns NPOU3BOLCTBA IEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NeKkapcTBeHHbIX ¢opm M BMAOB dapmaLeBTMUEeCcKUX cybcTaHUMiA MPOU3BOAMUTENb /IeKAPCTBEHHbIX
CPeACTB A0/IKEH NOMYYMUTb HOBYHO IMLLEH3UIO Ha NPOU3BOACTBO /IEKAaPCTBEHHbIX CPEACTB.

CraTtba 9. locyaapcTBeHHbI KOHTPO/b (Haa30p) B chepe obpaLLeHUA NeKapCTBEHHbIX CPeaCTB
(8 pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. TlocyaapcTBeHHbI KOHTPOJIb (Haa30p) B chepe obpalleHUs NeKapCTBEHHbIX CPeACTB BKAOYaeT
B cebs:

1) NNUEH3MOHHLIN KOHTPO/b B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeacTB U B chepe
dapmaueBTUHECKON AeATeNbHOCTH;

2) bepepanbHbIi rocyaapcTBeHHbIV Hag3op B chepe obpaLLeHNsA NekapCTBEHHbIX CPeacTs;

3) BbIBOPOYHbIN KOHTPO/Ib Ka4yecTBa JIEKaPCTBEHHbIX CPEACTB.

(n. 3 BBeaeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. JIMUEH3MOHHbIN KOHTpPONb B chepe NPOM3BOACTBA NEKAPCTBEHHbIX cpeacTs M B cdepe
dapmaLLeBTMUYECKON AeATeNIbHOCTU OCYLLECTBAAETCA YNOJHOMOYEHHbIMU deaepanbHbiM  OpraHoM
WCNOJIHUTENIbHON BNACcTU M OpraHamMy WUCMNOJIHUTENbHOM BAacTM cybbekToB Poccuiickon deaepauuu
COrNacHO MX KOMNEeTeHUMM B nopsagKe, ycTaHoBAeHHOM deaepasibHbiM 3aKOHOM OT 26 aekabps 2008
roga N 294-®3 "O 3awmte nNpaB HPUANYECKUX JIML, U UHAMBMAYANbHbIX MNpeanpuHUMaTenein npu
OCYLLECTB/IEHUN TOCYAAPCTBEHHOIO KOHTPOAA (HaA30pa) U MYHMUMMANbHOrO KOHTpoAa", € yyeTom
ocobeHHOCTEeN OpraHusauMm M NPoBeAeHMA MPOBEPOK, YCTaHOBNAEHHbIX PeaepasbHbIM 3aKOHOM OT 4
man 2011 roga N 99-®3 "O nnueH3MpoBaHMM OTAE/bHbIX BUAOB AeATeIbHOCTM" .

3. ®epepanbHbIM FocyAapCTBEHHbIN Hag3op B chepe o0bOpalleHMA JIeKAPCTBEHHbIX CPeacTB
OCYLLECTB/IAETCA YNOJAHOMOYEHHbIMU deaepasbHbiMM OpraHaMn MCMNONHUTENbHOM BnacTn (pganee -
opraHbl rOCyAapCTBEHHOrO Haz30pa) COrnacHO WX KOMMETEHUMM B MNOpsAKe, YCTaHOBJAEHHOM
Mpasutenscteom Poccuiickoin ®eaepaumn.

4. depepanbHblit rocyAapCTBEHHbIM Haa3op B cdepe obpalieHMa NeKapCTBEHHbIX CpPeacTs
BK/ItOYaeT B cebn:

1) opraHusaumio 1 NposBeaeHUe NPOBEPOK cobN0AEHMA CybbeKTaMu 0bpallleHMUA NeKapCTBEHHbIX
CPeACTB YCTAHOB/EHHbIX HacToswmm PeaepanbHbiM 3aKOHOM UM MPUHATBIMM B COOTBETCTBMU C HUM
WHbIMW HOPMATUBHbIMM MPaBOBbIMU akTaMu Poccuiickolt Pegepaumm TpeboBaHUN K AOKANHUYECKUM
NCCNesoBaHMAM NIEKAPCTBEHHbIX CPeACTB, KAMHUYECKMM UCCNeA0BaHMAM JIEKAPCTBEHHbIX NPENapaTos,
XpaHeHWto, nepeBo3Ke, BBO3y B Poccuitckyto Pepepaunio, OTMNYCKY, peanmsaLmm NeKapCTBEHHbIX
CpeacTB, NPMMEHEHUIO NIEKAPCTBEHHbIX MPENapaToB, YHUUTOXKEHMIO JIEKAPCTBEHHDbIX CPEACTB, a TaKXKe
cobnogeHns  yNnoJIHOMOYEHHbIMM  OpraHamuM  WUCMOJIHUTENIbHOW BNacTM cybbeKkToB Poccuiickoi



depepaunmnm MeTOAMKM YCTAHOBJIEHUA MpeaenbHbIX Pa3smMepoB OMNTOBbIX HagbaBOK U MNpeaenbHbIX
pa3sMepoB  PO3HWUYHbIX HaAOaBOK K  GAKTUYECKMM  OTMYCKHbIM  LLeHAM, YCTAHOBJIEHHbIM
NPOU3BOAUTENAMW JIEKAPCTBEHHbIX MPENapaToB, Ha JIeKapCTBEHHble MNpPenapaTtbl, BK/OYEHHblE B
nepeyeHb }KU3HEHHO HEOBXOAMMbIX M BayKHEMLLIMX NEKAPCTBEHHbIX NpenapaTos (ganee - obasaTesbHble
TpeboBaHUs);

2) opraHusaLmio U NpoBeaeHMe NPOBEPOK COOTBETCTBUA IEKAPCTBEHHbIX CPEACTB, HAXOOALMXCA B
rpaxgaHckom obopoTe, YyCTaHOBAEHHbIM TPEOOBAHMAM K UX KayecTsy;

3) opraHusaumio u nposeaeHne GapmakoHaa3opa;

4) npumeHeHMe B NopsaKe, YCTaHOBNEHHOM 3aKoHogaTenbcTBOM Poccuiickolt depgepauun, mep
Mo MpPeceyYeHUto BbIABNEHHbIX HapylweHWii obss3aTenbHbiXx TpeboBaHMIA W (MNM)  yCTPAHEHUIO
NoCcNeAcTBUA TaKUX HapyLIeHWIM, B TOM 4YUC/e MPUHATME PEeLIeHWA O HAXOMXKAEHUU NEeKapCTBEHHbIX
cpeacts B obpalleHuu, Bblaavy npegnucaHmii 06 ycTpaHeHMM BbIABAEHHbIX HapyLeHWn 06a3aTeNbHbIX
TpeboBaHUIM U NPUBAEYEHNE K OTBETCTBEHHOCTM UL, COBEPLUMBLLIMX TAaKME HAPYLUEHUA.

(4acTb 4 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-$3)

5. ®epepanbHblii rocyAapCTBEHHbIM HaA30p B coepe obOpalieHWA NeKapCTBEHHbIX CPeacTs
OCyLLEeCcTBAAETCA B NopsAaKe, ycTaHoBAeHHOM PesepanbHbiM 3aKOHOM OT 26 aeKabps 2008 roga N 294-
®3 "O 3awuTe NpaB LPUANYECKUX NUL, U UHAMBUAYANbHbLIX NPeAnpUHUMATENEN NPU OCYLLECTBAEHUM
rocygapcTBEHHOrO KOHTposA (HaZa3opa) M MYHUUMNAAbHOrO KOHTpons", c yyeTom 0cobeHHOoCTeMN,
YCTaHOB/MIEHHbIX HAcToAlel cTaTbeit. [MpeaBapuTeNbHOE COrnacoBaHWeE C OpraHaMu MPOKypaTypbl
CPOKOB NPOBEAEHMA BHENNAHOBOM NPOBEPKUN CyObEKTOB 0OpaLLEeHUs NEKAPCTBEHHbIX CPEACTB, a TaKXKe
npeaBapuTeibHOE YBEAOMIEHUE HOPUANYECKUX UL, MHAMBUAYANbHbLIX NPeanpuHUMATENel O Havane
npoBeaeHWs 3TON NpoBepku He TpebyeTca. OpraHbl NPOKYypaTypbl M3BELAOTCS O MNPOBEAEHUM
BHEM/IaHOBOM MPOBEPKM CyOBEKTOB OOpalLeHUs IeKapCTBEHHbIX CPeacTB NMocpenCcTBOM HamnpaBieHus
COOTBETCTBYIOLMNX AOKYMEHTOB B TeyeHMe Tpex pabouymx AHell ¢ MOMEHTa OKOHYaHUA NpoBeaAeHus
YKa3aHHOM BHENNaHOBOM NPOBEPKMU.

(4actb 5 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. [O/MKHOCTHble /iMUa OpraHa roCyAapCTBEHHOrO Hag3opa B MOpsAAKe, YCTaHOBAEHHOM
3aKoHoAaTenbCTBOM Poccuitickoit degepaumm, MMeroT Npaso:

1) nonyyaTb Ha OCHOBAHWW MOTMBMPOBAHHbLIX MUCbMEHHbIX 3aMpPOCOB OT Cy6bEKTOB 06paLLEHMSA
JIeKapPCTBEHHbIX CPEeACTB, OPraHOB MCNOJHWUTENbHOW BAacT cybbekToB Poccuiickolt deaepaumm u
OpraHOB MECTHOTO CaMOYMNpPaBNeHUA [OKYMEHTbl M  MHbOpMauMilo No Bomnpocam obpallieHus
NIeKapPCTBEHHbIX CPEACTB;

2) becnpenATCTBEHHO MO NPeAbABNEHUM CAYyXKeBHOro yAOCTOBEPEHWMA W KOMUM NpUKasa
(pacnopsrkeHWs) opraHa rocysapCcTBEHHOrO HaA30pa O Ha3HaYeHUN MPOBEPKM NOCELLATb UCNOIb3yeMble
IOPULMYECKUMMN  INLAMM, WHAMBUAYANBbHBIMW NPEANPUHUMATENAMM, ABAAOWMMUCA CYOBEKTAMM
06paLeHna NeKapcTBEHHbIX CPEACTB, MPU OCYLLECTBNEHUN CBOEN AEeATENbHOCTU TEPPUTOPUM, 343HUA,
NOMELLEHUA N COOPYIKEHMUA B LLeNAX NPOBEAEHNA MEPONPUATUIA MO KOHTPOAIO;

3) npoBoauTb O0THOP 06PaA3LOB NEKAPCTBEHHbIX CPEACTB, NPeAHA3HAYEHHbIX ANA peanm3aumm u
peanusyemblx CybbeKkTamu OOpaLLeHMA NIEKAPCTBEHHbIX CPeAcTB, A8 MPOBEPKM UX KayecTsa,
npoBeAeHMA WUCCNef0BAaHWM, WCMbITAaHWA B COOTBETCTBMM C NpaBWaamuM oTbopa 06pa3Los,
YCTaHOB/IEHHbIMW YMOJTHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENIbHOW BNACTY;

4) BblgaBaTb CybbeKkTam O0OpPaLLEHMA JIEKAPCTBEHHbIX CPeACTB MpeanucaHuMa O MpeKpaLLeHum
HapylweHuit obsa3aTeNbHbIX TpeboBaHU M 06 yCTPaHEHUU BbIABAEHHbIX HapylleHUn o06a3aTenbHbIX
TpeboBaHuiA;

5) HanpaBnATb B YMNO/NHOMOYEHHblE OpraHbl MaTepuasbl, CBA3aHHble C HapyLUEHUSMMU
06A3aTeNIbHbIX TPebOBaHWUM, ANA peleHMa BOMPOCOB O BO3OYKAEHWUM YroNOBHbIX A€/ Mo Npu3HaKam
npecTynaeHun.

7. BbI6OPOYHbI KOHTPO/Ib KAYecTBa SIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA YNOJTHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOIHUTENLHOM BNACTM B YCTAHOB/IEHHOM MM NMOPSZAKE U BKKOYAET B cebs:

1) 0bpaboTKy cBeaeHUN, B 06aA3aTeIbHOM MOpPsAKe NPenocTaBAseMbIX CybbekTamu obpalleHus
NIeKAPCTBEHHbIX CPEACTB, O CepuAX, MNAPTUAX SIEKAPCTBEHHbIX CPEACTB, MOCTYMNalOLWMX B FParKaAaHCKUI
obopoT B Poccuinckoit depepaumm;



2) ot6bop 06pasLOB NEKAPCTBEHHbIX CPEACTB Y CYObeKTOB 06palleHNs NeKapCTBEHHbIX CpeacTB B
Lensx npoBefAeHna MCMbITaHU Ha UX COOTBEeTCTBME TpeboBaHUSAM HOPMATUBHOM AOKYMEHTauuu uam
HOPMATUBHbIX AOKYMEHTOB;

3) npuHATUE NO pe3ynbTaTaM MPOBEAEHHbIX UCMbITaHUI pelleHnA O AaNbHeNLEeM rpa*KaaHCKoOM
060pOoTE COOTBETCTBYIOLLETO /IEKAPCTBEHHOIO CPEACTBa;

4) npuHATME YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOAHUTENbLHOW BAACTU pPeLleHns o
nepesBoe NeKapCTBEHHOro cpeacTBa Ha NOCEePUIMHDBIN BbIBOPOYHbLIN KOHTPO/Ib KayecTBa 1IeKapCTBEHHbIX
CPeACcTB B C/ayyae MOBTOPHOrO BbIAB/AEHUS HECOOTBETCTBMS KayecTBa JIEKAPCTBEHHOMO cpeacTsa
YCTaHOB/NIEHHbIM TpeboBaHMam K (NpM HeobxoAMMOCTM) O npoBepke cybbekTa obpalleHusn
NIeKapCTBEHHbIX CcpeacTB. Pacxoapl, cBA3aHHbIE C NPOBeAEeHMEM NOCEPUMNHOIO BbIBOPOYHOIO KOHTPOAA
KauyecTBa NIeKapCTBEHHbIX CPeaCcTB, OMAaYMBaOTCA NPOM3BOAMTENEM JIEKApPCTBEHHOMO CpeacTsa nbo
AepXKaTtenem nnu BlageNbLuem permcTpalMoHHOrO yA0CTOBEPEHUA IEKAPCTBEHHOMO NpenapaTa.

(yacTtb 7 BBegeHa PegepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

Fnasa 5. PASPABOTKA, AOKTUHNYECKUE UCCNTIEAOBAHNA
NEKAPCTBEHHbIX CPEACTB, A TAKHKE KNTUHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

CraTbs 10. Pa3paboTka nekapCTBEHHbIX CpeacTB

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAloYaeT B ceba MOMCK HOBbIX $apMaKoaornyecku
aKTUBHbIX BELWECTB, MOCAeaylollee M3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOK/JAMHUYECKUe
nccnenoBaHuA, paspaboTKy TexHoNorMn npomssoacTsa papmaueBTUHECKUX cybcTaHuMi, pa3paboTky
COCTaBOB W TEXHOIOTMI NPON3BOACTBA JIEKAPCTBEHHbIX MpPenapaTos..

2. ®uHaHcoBOe obecneyeHne pa3paboTKKM TIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 33 CYET:

1) cpeacTts denepanbHoro broaxera;

2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeactB  npousBoguTenell  IEKAPCTBEHHbIX  CPEeACTB  MPM  BbIMOJHEHUU  HAy4YHO-
nccnenoBaTeNlbCKMX  PaboT Mo  AOroBopy MeKay pa3paboTyMKOM  /IeKAPCTBEHHbIX CPEeAcTB U
NpPou3BOAUTENIEM IEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLyeHHbIX 3aKoOHoAaTeNbCTBOM Poccuiickon depepalmm UCTOYHUKOB.

3. MpaBa  pa3paboTuMKa  NIEKAPCTBEHHOFO  CPEACTBA  OXPAHAKTCA  IPaXKAaHCKUMM
33aKOHOAATENbCTBOM.

Cratba 11. [oOKnnHMYeckoe wuccaenoBaHue NEeKapCTBeHHOro cpeacrea Aaa4 MeauumMHCKOro
npumeHeHunAa

1. JoKnMHMYECKoe UCCefoBaHWE NIEKAPCTBEHHOMO CPeAcTBa A1 MeAMLMHCKOro NpUMeEHEHMUs
npoBOANTCA NyTeM MNPUMEHEHMA Hay4yHbIX METOAOB OLEHOK B LENAX NoayvyeHMa [OO0Ka3aTenbCTB
6e30nacHOCTH, KayecTBa U 3dEKTUBHOCTU JIEKAPCTBEHHOTO CPeAaCTBa.

2. JOKNMHNYECKOoe UCCNefoBaHUEe NeKapCTBEHHOro cpeacTBa ANA MeAULMHCKOro NpumeHeHus
NpPoBOAUTCA B COOTBETCTBUM C NpaBMAamMK Haasexallei nabopaTopHON MPAKTUKKU, YTBEPKAEHHbIMU
YNONHOMOYEHHbIM deaepanbHbIM OpPraHoOM UCNONHUTENbHOW BNACTU.

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

3. [ina opraHu3auum n NpoBeAeHNs AOKJAMHUYECKOTro UCC/IeA0BaHNA IeKapCTBEHHOMO CpeacTBa
AN MeAULMHCKOTO NMpUMeHeHMsA pa3paboTuMKK IeKapCTBEHHbIX CPeACTB MOTyT MPUBAEKATb Hay4HO-
nccneoBaTtelbCKMe opraHM3saumm, obpasoBaTtefibHble opraHnsaLmMn Bbiclero obpasoBaHns, MMetoLme
HeobXoAMMYI0O  MaTepuanbHO-TEXHMYECKYD 6a3y M KBaAUOUUMPOBAHHbLIX  CNEunasucTtos B
COOTBETCTBYIOLLEN 061aCTM UCCea0BaHMA.

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

4. [loKNMHMYECKOoe nccnenoBaHWe /IeKapCTBEHHOMO CpeacTBa AN MeAUMUMHCKOro MpUMeHeHus
npoBOANTCA MO YTBEPXKAEHHOMY pPa3spabOTYMKOM NEKAapCTBEHHOro CPeacTBa MnaaHy C BeAeHUEm
NPOTOKO/Ma 3TOr0 MUCCNeA0BaHMA M COCTAaBAEHMEM OTYETa, B KOTOPOM COALEep)KaTcAa pesy/bTaTbl 3TOro



McCnegoBaHUA M 3aK/OYEHME O BO3MOXHOCTM  MPOBEAEHUS  KAMHMYECKOro  MCCNefoBaHUs
JIeKapCTBEHHOrO Npenapara 418 MeguLMHCKOTro NPUMEHEHUS.

5. lMpoBeaeHne npoBepoK cobatodeHMA NpaBua Hagnexalei nabopaTopHOM NPaAKTUKU WU
NPaBOBbIX HOPM WCMNO/Ib30BAaHUA XMBOTHbLIX MNPU MNPOBEAEHUN OOKAMHUYECKUX UCCAedO0BaHMUIM
JIeKAPCTBEHHbIX CPeACTB AN MEeAUUMHCKOTO MNPUMEHEHUA OCYLLECTBAAETCA YNOJHOMOYEHHbIM
depnepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTMU.

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

6. Pe3ynbTaTbl AOKAMHUYECKOrO UCCNEAO0BAHUA NEKAPCTBEHHOIO CPeacTBa AN MegMLMHCKOro
NPUMEHEHNA MOTYT ObITb NpeAcTaB/eHbl B YNOJHOMOYEHHbI deaepasibHblit OpraH UCMNOJHUTENbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENAX rOCYy4apCTBEHHON perncTpaLmm 1eKapcTBeHHOro npenapara.

Cratba 12. [OKAMHMYeCKoe wuccneposaHue NEeKapCTBEHHOrNo cpeacrea U KAMHUYECKOE
ncecnengoBaHMe NeEKApPCTBEHHOINO NpenapaTta 414 BETEPUHAPHOTO NpUMEHEHUA

1. JlOKNMHUYEeCKoe uccnefoBaHWe SIeKapCTBEHHOro CPeacTBa A1 BETEPUHAPHOTO NMPUMEHEHUS
NPOBOAMTCA MyTEM MPUMEHEHUS HAy4YHbIX METOAO0B OLEHOK B LENAX MOJly4eHMs [AO0Ka3aTeNbCTB
6e30MacHOCTH, KauecTBa 1 3GPEKTUBHOCTM JIEKAPCTBEHHOIO CPeACTBa, B TOM YMCe OnpesenieHns CPoKa
€ro BblBEEHWNA U3 OpPraHM3ma KMBOTHOTO, B Lienisix obecneyeHns 6e30nacHOCTM NPOAYKLUN }KUBOTHOTO
NPOMUCXOXKAEHMA NOCAE NPUMEHEHMA COOTBETCTBYIOLWErO IEKAPCTBEHHOIO Npenapara.

2. [JOK/AMHMYECKoe uccefoBaHME JIEKAPCTBEHHOro CpeacTBa WM KJAMHWMYECKOe wuccienoBaHue
NleKapcTBEHHOro npenapaTta ANA BeTEePUHAPHOro MpPUMEHeHMs, ucciegoBaHMe BGUMO3KBUMBANEHTHOCTM
YKa3aHHOro NeKapCTBEHHOro npenaparta NPoBOAATCA B COOTBETCTBMM C MpPaBMAaMM, YTBEPKAEHHbIMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENIbHOM BAACTU.

3. [oKAMHMYecKoe wucciefoBaHME NEKapCTBEHHOrO CPeAcTBa M KAMHMYECKoe WccaefoBaHue
NleKapcTBEHHOro npenapata A/1Aa BeTepPUHAPHOrO MPUMEHEHUA MNPOBOAATCA NO YTBEPKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpeacTBa MaaHy C BedeHWeM MPOTOKO/IOB 3TUX MCCAeAOBaHUA U
CoCTaBAEHMEM OTUYETOB, B KOTOPbIX COAEPKATCA pe3yabTaTbl 3TUX UCCAeA0BaHUIN.

4. na opraHM3aumMm 1 NPoBeAEeHUA AOKINHNYECKOrO UCCe0BaHUA NEKAapPCTBEHHOMO CPeacTea M
KAMHMYECKOro WCCAeAoBaHMA /IeKApCTBEHHOro npenapata  AAA  BETEPUMHAPHOrO  MPUMEHEHUA
pa3paboTunK NeKapCTBEHHOTO CPEeACTBa MOXKET MNpMB/eKaTb OpraHusauun, Mmerowme Heobxoammyto
MaTepuaNbHO-TEXHUYECKYIO 6a3y M KBaNMULMPOBAHHbLIX CNeuuaancToB B COOTBETCTBYOWEN obnactu
uccaeoBaHusA.

5. KnuHuyeckne vccnegoBaHUA NEeKapCTBEHHbIX MPenapaToB AJ/1a BETEPUHAPHOTO NPUMEHEHUs
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3auMaX M B OPraHM3aumax, OCYLLECTBASIOLWMX pa3BefeHue,
BbIPALLMBAHME U COAEPKAHNE KUBOTHBIX, B LLENAX:

1) ycTaHOBNEHMA NEPEHOCUMOCTU IEKAPCTBEHHbIX MPENAPaTOB 340P0BbIMU }KUBOTHLIMMU;

2) nopbopa ONTMMAaNbHbIX AO03MPOBOK NEKAPCTBEHHbLIX MPErnapaToB M Kypca JiedyeHus Ha
KOHKPETHOM rpyrnmne *KMBOTHbIX C onpegeneHHbIM 3aboseBaHneM;

3) yctaHoBneHuss  6e3onacHoCcTM U 3PEKTMBHOCTM  JIeKApCTBEHHOrO  Mpenapara,
npegHasHayeHHOro A/A JleYeHus onpeaesieHHbIX 33a60NneBaHWUiA KUBOTHbIX, WUAKN 3PEKTUBHOCTU
NleKapcTBEeHHOro npenapaTa ANsA NpoduNakTMKK 3a601eBaHNn 340P0BbIX UBOTHbIX;

4) M3y4yeHUA BO3MOKHOCTEM pPaCLIMPEHMA MOKa3aHUM K MPUMEHEHMIO 3aperncTpMpoBaHHOMoO
NleKapCcTBEHHOTO NpenapaTa 1 BbifBIEHNA paHee HEeU3BECTHbIX MOBOUYHbIX AeNCTBUIA.

6. KnMHMueckoe uccnenoBaHWe NeKapCTBEHHOrO npenaparta AAA BeTepuHapHOro NpUMeHeHun
OCYLLLECTBAAETCA 3a CYET CpeAcTB pa3paboTumKa NeKapCcTBEHHOrO CpeacTsaa.

7. OtyeTbl O pesynbTaTax AOKAMHUYECKOrO WCCAEA0BaHUA JIeKapCTBEHHOro CcpeacTsa M
KAMHMYECKOro WCCAeAoBaHMA  IeKAapCTBEHHOro npenapata  AAA  BETEPUMHAPHOrO  MPUMEHEHMUA
COCTaBNAOTCA pPa3paboTUMKOM NEKapCTBEHHOrO CPeAcTBAa C YYETOM 3aK/IYEHWn opraHu3auumi,
NPMHMMABLLMX Y4acT1e B OpraHn3aumm U NpoBeaeHUN 3TUX NCCAeA0BaHMA.

8. KOHTpo/nb 33 npoBefeHUEM AOKIMHUYECKUMX WCCNeLOBaHWIA NEeKapCTBEHHbIX CPeacTs M
KAMHWYECKUX  UCCNEeAO0BaHUIM  /IeKapCTBEHHbIX MNpernapaToB  Aaa BETEPUHAPHOro  MNPUMEHEHUs
OCYLLECTB/IAETCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MUCTIOTHUTE/IbHOM BAACTH.

nasa 6. OCYLLECTBNIEHUE TOCYAAPCTBEHHOM PETUCTPALUN



JNEKAPCTBEHHbIX NMPEMNAPATOB

CraTtba 13. TocyaapcTBeHHasA perncTpaumn NekapcTBeHHbIX NpenapaTtos
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuitckoit Pepepaummn gonyckaroTca Npon3BoACTBO, U3rOTOB/IEHUE, XPaHEHUE, NepPeBO3Ka,
BBO3 B Poccuitckyto Peaepauymto, BbIBO3 M3 Poccuiickoit Pepepaumn, peknama, oTnyck, peanmsaums,
nepegayva, NPUMEHEHME, YHUUTOXKEHUE JIEKAaPCTBEHHbIX MPEenapaTtoB, €CAM OHM 3aPErncTpupoBaHbl
COOTBETCTBYIOLMM YNOSHOMOYEHHbIM desepanbHbIM OPraHOM UCMOAHUTENBHON BNACTU.

(4actb 1 B pea. PeaepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. FocyAapCTBEHHOM perncTpaunmn nogaear:

1) Bce nekapcTBeHHble MpenapaTtbl, BNepsble noanexalwume BBogy B obpalwieHue B Poccuiickon
depepaunu;

2) neKkapcTBeHHble NpenapaTbl, 3aperncTpMpoOBaHHbIE paHee, HO MNPOU3BEAEHHble B APYrux
NIeKapcTBeHHbIX popmMax B COOTBETCTBUMU C NepeyHeM HaUMEHOBAHWUI ieKapcTBEHHbIX ¢opm, B HOBOWM
O03UPOBKE NpPU A0Ka3aTeIbCTBE ee KAMHUYECKOM 3HaUMMOCTU U 3PPEKTUBHOCTY;

3) HoBble KOMBUHALWM 3aPErUCTPUPOBAHHbIX PaHEEe SIEKAaPCTBEHHbIX NPenapaTos.

3. FocypapcTBeHHAsA perncTpauma NeKapCTBEHHbIX NPenapaToB OCYLLECTBAAETCA NO pe3y/ibTaTam
3KCMepPTU3bl NEKAPCTBEHHbIX CPeacTB, a rocyAapcTBeHHas pernctpaumns opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLLECTBAAETCA MO pe3y/bTaTaM 3KCNepTU3bl AOKYMEHTOB, MpPeACTaBAEHHbIX AN
onpeaeneHMa BO3MOMKHOCTM  paccMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Ana  MeAUUMHCKOro
NPMMEHEHUS MPU  OCYLLECTBAIEHWM T[OCYAAPCTBEHHOM perncrpaumMm B KadectBe oOpdaHHOro
JIeKapCTBEHHOrO Nnpenapara, U No pe3y/ibTaTaM 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB.

4, focypapcTBeHHan peructpaums NIeKapCTBEHHOIO npenaparta ocyulecteaneTca
COOTBETCTBYIOLWMM YNOSHOMOYEHHbIM deaepasibHbiIM OPraHOM WCMNOJIHUTE/IbHOM BNAcTU B CPOK, He
npesbIWaoWnii cTa wectnaecatn pabounmx AHen co AHA NPUHATUA COOTBETCTBYHOWEro 3asB/AEHMA O
rocyAapCTBEHHOM perucTpauum NeKapcTBeHHOro npenaparta. B yKasaHHbIA CPOK BK/AKOYAETCs BpPems,
HeobxoaMmoe AnA NOBTOPHOrO NPOBeAEHUS IKCNEPTU3bI IEKAPCTBEHHOIO CPeaCcTBa B COOTBETCTBMU CO
cTaTbelt 25 Hactoawero ®PeaepanbHoro 3akoHa. CpoK rocyaAapcTBEHHOM perncTpaummn 1eKkapcTBeHHOro
npenapata MCUYUCNAETCS CO AHA MPUHATMA COOTBETCTBYHOLMM YNOJHOMOYEHHbIM deaepanbHbIm
OpraHOM WCMNOJIHUTENbHOW BNACTU COOTBETCTBYIOLWLETO 3asiBEHUS O FOCYAapCTBEHHOM perucrpauumm
NIeKapCTBEHHOrO npenapaTa C MNPUIOXKEHNEM HeobXoAMMbIX [OOKYMEHTOB MO AeHb Bblgauu
pPernmcTpauMoHHOro yAOCTOBEPEHUs JiIeKapCTBEHHOro npenapaTta. Bpema, Heobxoanmoe pgns
HanpaB/eHMA YMNOJIHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHATENbHOM BNAcTM 3anpoca o
npeacTaBAeHUM HEOBXOANMMBIX MaTEPUANOB U NPeaCcTaBAeHUSA 3asBUTENEM OTBETA HA AaHHbIN 3anpoc B
COOTBETCTBMMU CO cTaTbaAMM 16, 19 m 23 HactoAwero dPenepanbHOro 3akoHa, He y4UTbIBAETCA MpwU
NCYMCNIEHMM CPOKA rOCYAapCTBEHHOM perncTpaumnm 1ekapcTBeHHOro npenaparTa.

5. focyaapCcTBEHHOM perncrTpauum He noasiexKar:

1) neKkapcTBeHHble npenapaTbl, U3roTOB/JEHHbIE aNTEYHbIMM OpPraHM3aLMAMU, BETEePUHAPHbLIMMK
anNTEYHbIMWM OPraHM3aLMAMU, UHANBNAYANbHBIMU NPeAnPUHUMATENAMM, KOTOPbIE MMEIOT INLEH3UIO HA
dapmaueBTUUECKYIO AeATesIbHOCTb, MO pPeuenTam Ha JIeKapCTBEHHble npenapaTtbl M TpeboBaHUAM
MeAMNLMHCKMX OpraHM3aLUnii, BEeTepUHAPHbIX OpraHM3aumii;

2) nNneKkapcCTBeHHble npenapaTbl, NpUobpeTeHHble GU3MYECKUMW NMUaMKM 33  npeaenamu
Poccuiickoit Pepepaunn 1 npegHasHauyeHHble 418 TMYHOTO UCMNOIb30BaHUS;

3) neKapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickyio ®Pepepaumio ANA  OKasaHus
MEeANLUMHCKOM MOMOLUM MO KM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBAHUM
paspelleHmnsn, BblAaHHOMO YNo/JIHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTEIbHOM BNACTU;

4) nexkapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyo deaepauuto Ha OCHOBaHUWU BblAAHHOTO
ynonHoMoueHHbIM deaepasibHbiM OpraHOM UCMOIHUTENIbHON BAACTU paspeLleHna U npeagHa3HavyeHHble
ONs NPoBeAeHUs KAMHUYECKMX WCCNenoBaHWUM NeKapCTBEHHbIX NpenapaTtoB U (Mau) nposBeaeHus
3KCMEePTU3bl  NIEKAPCTBEHHbIX CPEACTB A/ OCYLLeCTB/IEHUS  FOCYyAapCTBEHHOM  perucrpauuu
NIeKapPCTBEHHbIX NPenapaTos;

5) bapmaueBTHUYeCcKMe cybcTaHumMK;



6) pagnodapmaLeBTUYECKME NIEKAPCTBEHHbIE MpenapaTbl, U3roTOBJAEHHbIE HEMOCPEACTBEHHO B
MeANUMHCKUX OpraHM3aumax B nopsgKe, YCTaHOBEHHOM YMONHOMOYEHHbIM deaepanbHbiM OpraHOM
NCNOJIHUTENbHOM BNaCTK;

7) neKkapcTBeHHble NpenapaTtbl, MPON3BOAMMbIE A1 SKCMOPTA.

6. He ponycKkaeTca rocyaapcTBeHHas permcrpaums:

1) nekapcCTBEHHbIX MpenapaToB, OT/JMYAlOWMXCA APYr OT ApYyra KavyecTBEHHbIM COCTAaBOM
OEVCTBYIOLLMX BELLECTB, Mo OAMHAKOBbIM TOProBbiIM HAMMEHOBAHMEM;

2) oAHOro /IeKapCTBEHHOro npenapaTta, BbiMyCKAEMOro npoM3BOAUTENEM NOZ Pa3/MYHbIMU
TOProBbIMM HAaMMEHOBAHUAMM U MPEACTaBAEHHOIO Ha roCyAapCTBEHHYIO PErMcTpaumnio B BUAE ABYX U
60/1ee NeKapCTBEHHbIX NPEenapaTos.

7. Mo 3anpocy (B 3neKTpoHHOW dopme MAM Ha BymarKHOM HocuTene) cybbekTa obpalieHus
NIEeKApPCTBEHHbIX  CPeAcTB  COOTBETCTBYIOWMM  YNOJNHOMOYEHHbIM  deaepanbHbIM  OpraHom
WCNONHUTENbHOM  BAAcTW, OCYLLECTBAAIOWMM  FOCYAAPCTBEHHYID  PErucTpaumio  JeKapCcTBEHHbIX
npenapaTtos, B YCTAaHOBAEHHOM WM MOpPAAKE OCYLLECTBAAETCA HAayyHOE KOHCY/bTMPOBAHWE MO
BONpPOCaM, CBA3AHHbIM C MPOBEAEHMEM LOKAMHUYECKMX UCCAEAO0BAHUN, KAMHUYECKUX UCCAefOoBaHWI
NIeKApPCTBEHHbIX MpenapaToB, 3KCNepTU3bl KayecTBa JIeKAPCTBEHHbIX Cpeacts, 3PpPeKTUBHOCTM WU
6€30MNacHOCTM, C OCYLLEeCTB/IEHWEM TOCYAAPCTBEHHON pPerncTpaumMmM NeKapcTBEHHbIX MPenapaTos.
KOHCYyNbTMpPOBaHME OCYLLECTBASETCA C MpuBAeYeHUem deaepanbHbIX FOCYAaPCTBEHHbIX GHOAKETHbIX
yuYperKaeHui, noaBefoMCTBEHHbIX AaHHOMY denepasbHOMY OpraHy WMCMOAHUTENbHOW BNAcTM U He
YYaCTBYIOLWMX B OPraHM3aLuMv NPOBEAEHUs 3IKCMEepPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB B LEAX
OCYLLECTB/IEHUS UX TOCYAAPCTBEHHOM PerucTpaumm B COOTBETCTBUMM CO CTaTbel 16 HacTosAwero
denepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOM dopme ynosHOMOYeHHOro deaepanbHOro opraHa
WCNOMIHUTENbHOM BNACcTM Ha 3anpoc. Pasmep B3MmaeMol C 3asBUTeNA NaaTbl onpeaenserca B
COOTBETCTBMM C 3aKoHogaTenbCcTtBom Poccuiickoli depepaunm o6 opraHM3auMm npenocTaBaeHUs
roCyZapCTBEHHbIX W MyHMUMNAnbHbIX  ycayr. WHpopmaums 06  OCyWwecTBAEHMM  Hay4yHOro
KOHCY/NIbTUPOBAHUA, B TOM YMCae CTaTbM, 0630pbl, CNpaBoOYHble MaTepuanbl U UHaA MHbOpMauusa 06
OCYLLECTB/IEHWM  HAYYHOTO  KOHCYNbTUMPOBAHMA,  pasmew,aercds Ha  oduumanbHom  caiTte
ynonHomoueHHoro ¢eaepanbHOro opraHa MCNOAHUTENBHOM BAAcTU B ceTu "MHTepHeT" ¢ cobatogeHnem
OrpaHMYeHU, YCTAaHOBAEHHbIX 3aKOHOAATE/IbCTBOM O NEPCOHA/bHbIX AAHHbIX, KOMMEPYECKON U (1K)
rocyaapcTBeHHOM TalHe.

8. TocypapcTBeHHAA perncTpauma NeKapCTBEHHbIX MpenapaTos, KOTopble MnpefHasHavyeHbl AaA
NPUMEHEHMA B YCNOBUAX BOEHHbIX AENCTBUINA, Ype3BblYaMHbIX CUTyauMi, NPOPUAAKTUKU U NeveHus
3aboneBaHWii U NopaxeHui, NONYYEHHbIX B pe3ynbTaTe BO34ENCTBUA HEGNAronpUATHBIX XMMUYECKUX,
OGMONOTMYECKNX, PaLMALMOHHBIX (AKTOPOB, M pa3paboTaHbl MO 3agaHuio denepanbHbIX OPraHoB
NCNONHUTENbHOM BNACTU, YNOJAHOMOYEHHbIX B 06/1aCTM 060POHbI CTPaHbl M 6He30NacHOCTM rocyAapcTBa,
OCYLLECTBAAETCA B NOPALKE, yCTaHOBAEHHOM MpaBuTenscTBom Poccuiickon depepaumm.

Cratba 14. MNprHLUMUNBbI SKCNepTU3bl NeKapCTBEHHbIX CPeaCTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTU3a NIeKapCTBEHHbIX CPEACTB OCHOBbIBAETCA HA NPUHUMMAX 3aKOHHOCTU, cobatoaeHns
npae M cBo60A4 YenoBeKa W rpaxAaHWHa, MpaB PUAMYECKOro MLA, HEe3aBMCMMOCTM 3KcnepTa,
06bEKTUBHOCTN, BCECTOPOHHOCTM W MOAHOTbI WCCAEAO0BaHWA, NPOBOAMMbBIX C MCMOJIb30BaHMEM
COBPEMEHHbIX AOCTUMEHUI HayKM WM TEeXHWUKM, OTBETCTBEHHOCTU ¢eaepanbHOro rocyaapCTBeHHOro
BIO4KETHOTO YUYpeXAeHUA MO MNPOBEeAEHUI0 3KCNepPTU3bl /IeKApPCTBEHHbIX CPeAcTB M 3KCNepToB 3a
npoBeAeHMe 1 KayecTBO IKCMepPTMU3bl.

2. DKCMepTU3a NeKaPCTBEHHbIX NpenapaTos AN MeANLMHCKOro NPUMEHEHNA BKAoYaeT B ceba:

1) 3KCNepTM3y AOKYMEHTOB, MPeACTaBAeHHbIX ANA OnpefeseHns BO3MOMKHOCTM paccmaTpuBaTtb
NeKapcTBeHHbIM npenapaTr AAa MeAMUMHCKOrO NPUMEHEHUA MPU OCYLLECTBAEHMM FOCYAapCTBEHHOM
pernctpauum B Kayectee opdaHHOro NEKAPCTBEHHOTO Npenapara;

2) 3KCNepTM3y NPeasioKEeHHbIX METOLOB KOHTPO/IA KaYecTBa JIEKAaPCTBEHHOO CPeACcTBa M KayecTBa
npeacTaBNeHHbIX 06pasLLOB JIEKAPCTBEHHOIO CPeACTBAa C MCMO/Ib30BaHWEM 3TUX MeTohoB (fanee -
3KCMepTM3a KauecTBa JIeKapCTBEHHOTO CPeACTBa);



3) 3KCMepTM3y OTHOLIEHWA OXMWAAEeMOM MNOMb3bl K BO3MOMHOMY PWUCKY NPUMEHEHUA
NleKapcTBEHHOro npenapara.

3. DKCnepTn3a SIeKapCTBEHHbIX Npenapatos AN BeTepMHAPHOro NpMMEHEeHUA BKAoYaeT B cebn
3KCMepPTM3y KayecTBa /IeKAapCTBEHHOrO CPeACTBa WM 3KCMEPTU3Yy OTHOLIEHUA OXKMAAeMOW MOoAb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA NEKaPCTBEHHOrO Npenapara.

Cratba 15. ®degepanbHoe rocygapcTBeHHoe 6loaXeTHOe ydypexkaeHue Mo  MpoBedeHUIo
3KCMepTM3bl 1IEKAPCTBEHHbIX CPeacTB

JKCnepTM3a NeKapCTBEHHbIX CPeACTB NpoBoAMTCA deaepanbHbiM rocyAapCTBEHHbIM BHOAMKETHbIM
yUYpeKAeHMemM COOTBETCTBYHOLLErO YNoJHOMOYEHHOro $eaepanbHOro opraHa UCNOJIHUTENIbHOM BACTH,
CO3J4aHHbIM ans obecrneyeHus WCMOJHEHUA MOJHOMOYMIA 3Toro denepasbHOrO OpraHa Mo Bblgaye
paspeleHnit Ha NpoBeAeHWE KAUHUYECKUX MUCCeO0BaHUI NEeKapCTBEHHbIX MPenapaTtos M (uau) no
rocyf,apCTBEHHOW PErncTpaLmmn 1eKapcTBEHHbIX MPenapaTos (Aanee - IKCNepTHOe yupeKaeHue).

CraTba 16. OpraHusaumsa NpoBeaeHNA IKCNepTU3bl 1eKapPCTBEHHbIX CPeacTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JKcnepTv3a /NIeKAPCTBEHHbIX CPEeACTB MNPOBOAMTCA KOMWCCMEN 3KCMepTOB 3SKCMEPTHOro
yuYperKaeHUs, Ha3HAaYeHHOM ero pyKoBoguTenem, Ha OCHOBaHMM 3afaHUA HA NPoBeAEeHWe SKCNepTUsbl
JIeKapCTBEHHOIO CPeAcTBa, BblAAHHOIO YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONHUTENbHOM
BNACTU. PyKOBOANTE/b SKCNEPTHOTO yUpeXaeHUs obecneynsaeT Hag/exallee NpoBeaeHue SKCnepTuUsbl
JIeKAapPCTBEHHbIX CPeACTB B COOTBETCTBUM C 3afaHWMEM, BblAAHHbIM YNOJHOMOYEHHbIM denepasibHbIM
OpPraHoOM MCMNONHUTENIbHOW BAACTU, U OPraHU3yeT NoAroTOBKY CBOLHOMO 3aK/NOYeHUs 3To Komuccuun. B
COCTaB 3TOM KOMMUCCUM MO PELIEHUIO PYKOBOAUTENA SKCNEPTHOTO YUYPEKAEHUSA MOTYT ObITb BKIOYEHDI B
KayecTBe 3KCNepToB ML, He paboTatolme B 4aHHOM 3KCMEPTHOM YUYPEXKAEHUN, €CIN UX CneunanbHble
3HaHMA HeobXoaMMbl AN NPOBEAEHMA 3KCNepTU3bl M TaKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMEePTHOM yuYpeXKaeHuu.

2. DKCNepToOM MO MNPOBEAEHMIO 3KCMEPTU3bl IEKAPCTBEHHbIX CPEACTB ABAAETCA aTTeCTOBaHHbIN
PabOTHMK 3KCMEPTHOrO YyYpexKAeHWs, KOTopbli MMeeT Bbicllee MeAMUMHCKoe, $hapmaLeBTUYECKOE,
6uonornyeckoe, BeETEPMHAPHOE UAN XMMUYECKoe 06pa3oBaHME U MPOBOAUT SKCNEPTU3Y NEKAPCTBEHHbIX
CpeacTs B NopALKe UCNOJHEHUA CBOMX AOIKHOCTHbIX 06A3aHHOCTeN (fanee - sKkcnepT).

3. Mpu npoBeaeHNN SKCNEePTU3bI JIEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOXKET HaXOA4MUTbCA B KAKOM-
n1Mb0o 3aBUCMMOCTM OT NIMLA, HAa3HAYMBLUErO 3TY 3KCMEpPTU3y, pa3paboTumKa NeKapcTBEHHOIO CpeacTBa
AN APYFUX 3aMHTEPECOBaHHbIX B pe3y/ibTaTax 3KCNePTU3bl AuL,

4. Mpu nNpoBeLEeHUM 3SKCNepTU3bl IEKAPCTBEHHbIX CPEeACTB He Aonyckaetca uctpebosaTb y
3aABuTeNs AMBO MHbIX AWUL, MaTepuanbl, HeobxoAWmble ANA MNPOBEAEHMA 3Kcneptusbl. B cayyae
HeAOCTaTOMHOCTM MPeACTAaBAEHHbIX 3KCMNEepTy MaTepuanoB A1A [aYW 3aKAOYEHMA 3KCMepT CTaBuT
BONPOC O MpeACTaBAeHUM eMy HeobXOoAMMbIX MaTepuanosB nepes PyKoOBOAUTENEM 3KCMEPTHOrO
yuperKaeHUs, KoTopblii 06paLLaeTcs ¢ COOTBETCTBYHOLLMM 3aMPOCOM B YNOJHOMOYEHHbIN deaepaibHbIi
opraH WCNOMHUTENIbHOW B/IAacTM, BbIAABLIMI 33aJaHWe HA NpoBeAeHWe 3KCNepTu3bl JIEKAPCTBEHHOIO
cpeAcTBa. YKasaHHbI desepanbHblil OpraH UCMOMIHUTEIbHOM BAACTU B TeYeHWe NATU pabounx gHemn co
OHA NOCTYMN/IeHMA 3anpoca PyKOBOAUTENA SKCNEPTHOMO YUYPeXAeHU HanpaBaseT 3aaBUTE/IO 3anpoc O
npeacTaBAeHUN HEOBXOAMMbIX MaTepnanos. [aHHbI 3aNpPoc MOXKeT ObITb NepesaH yrnoJHOMOYEHHOMY
NpPeAcTaBUTENIO 3as8BUTENA JIMYHO MOA, PAChMCKy, HanpaBieH Mo MNoYTe 3aKasHbIM MUCbMOM WM
nepegaH B 3/1EKTPOHHOW dopMe Mo TeNIeKOMMYHMKALMOHHbIM KaHanam cBA3u. B cayyae HanpaBneHus
AAHHOTO 3anpoca No noYyTe 3aKasHbIM MUCbMOM OH CYUTAETCS NOAYYEHHbBIM NO UCTEYEHUM LLECTU AHEN C
OaTbl HanpaB/eHUA 3aKa3HOTo NMUCbMa.

(4acTb 4 B pea. PeaepanbHOro 3akoHa or 25.11.2013 N 317-93)

4.1. 3aasutenb 0b6Aa3aH NpeacTaBUTL OTBET Ha 3aMpoCc YNOJHOMOYEHHOro dpesepanbHOro opraHa
WCMNONHUTENbHOM BNACTU B CPOK, HE NpPEBbLIWAOLWMIA AeBAHOCTA Paboyumx AHEWN CO AHA ero NoayvyeHus.
YNONHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENbHOM BAACTK, BblAABLUMIA 334aHME HA NPOBeAEHME
3KCNepTU3bl JIEKApPCTBEHHOTO CPeAcTBa, B TeyeHWe NATU paboymx AHEeW cOo AHA NOCTynaeHuA OT
3aABUTeNA OTBETA Ha [aHHbIMA 3anpoc HanpaBAseT TaKoM OTBET B IKCMEPTHOe ydpexaeHue. B cayyae



HenpeaCcTaBAEHUA MO UCTEYEHUW AeBAHOCTa pabouymx AHel 3asBUTeNeM OTBETa Ha AaHHbIA 3anpoc
YNONHOMOMYEHHbIM deaepasibHbIi OpraH UCNONHUTENbHOM BNACTW, BblAaBLUNIA 3aA4aHNe Ha NpoBeaeHue
3KCMNepTU3bl JIEKAPCTBEHHOIO CPe/ACTBa, B TeyeHWe NATM pabouymx AHel HanpaBAaeT B 3KCNepTHoe
yupexaeHue yBeloM/IeHMe O HenpeacTaBNeHUM 3aABUTENEM OTBETa Ha 3anpoC YKasaHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anpoca 3KCMEePTHOro y4ypexKaeHua B YNOJIHOMOYEHHbIN deaepanbHbIi
opraH UCNONHUTENIbHOW BAACTU A0 AHA NOJyYeHMA SKCNEPTHbIM yUypeKaeHMem OTBeTa Ha 3anpoc Uau
yBeIOMNEHUS O HenpeacTaBNeHUM OTBETa Ha 3anpoc He YUYUTbIBaeTCA NPU UCYUC/IEHUU CPOKa
npoBeZleHMA 3KCNepTU3bl IEKapPCTBEHHOIO CPeacTBa.

(4acTb 4.1 BBeaeHa PeaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-3)

5. DKcnepT nNpu NpoBeAeHUM MNOPYYEHHON eMy PYKOBOAUTENEM 3KCMEePTHOro yuperkaeHus
3KCMNepTU3bl NEKAPCTBEHHOrO cpeacTBa 06s3aH:

1) npoBecTM nonHoe wWccAefOBaHWE MNpPeACTaBAEHHbIX emMy OOBbEKTOB, MaTepuanos, AaTb
obocHOBaHHOE W OOBLEKTUBHOE 3aK/loYeHMe Mo MOCTaB/eHHbIM nNepes, HUM BOMpocamM WU
MOTMBMPOBAHHOE 3aK/IOYEHME O HEBO3MOXKHOCTM MPOBEAEHUS MM 3SKCNEepTU3bl NEeKapCTBEHHOro
cpeacTBa, ec/iv NoCTaB/eHHbIE BONPOCHI BbIXOAAT 3@ Npeaenbl CneunanbHbIX 3HaHUM 3KcnepTa, 06beKTbI
nccnefoBaHUM U MmaTepuasnbl HENPUIOAHbI UAM HEeAO0CTaTOUYHbI AN NPOBEAEHUA UCCNe0BaHUA U Aaun
3aKNH0YEHMA INBO COBPEMEHHbLIN YPOBEHb Pa3BUTUA HAayKU He MO3BOASET OTBETUTb HA MOCTaB/IEHHbIE
BOMpPOCHI;

2) He pasrnawaTb CBeAEHMUA, KOTopble CTain eMy U3BECTHbI B CBA3WU C NPOBEAEHMEM SKCNEPTU3bI
JIeKapCTBEHHOIO CPeACTBa, a TaKKe CBeAeHMs, COCTaBAAOLWME rOCyAapPCTBEHHYIO, KOMMEPUYECKYIO UK
WHYIO OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecneunTb COXPaHHOCTb NPeAcTaB/eHHbIX 06bEKTOB UCCeA0BaHUN U MaTEPUANIOB.

6. DKCnepT He BNpase:

1) npoBOAMTbL 3KCNEPTU3Y NEKAPCTBEHHOrO CpeacTBa No 06palleHUI0 HEMOCPeACTBEHHO K HeMy
opraHusauui nam puUsnyYecKkmx nuu;

2) camocToAaTenbHo cobupaTb MaTepuanbl AN NPOBEAEHMA 3IKCNEpPTU3bl IEKAPCTBEHHOTO
cpeacTBa;

3) NpoBOAUTL 3KCNEPTU3Y NIEKAPCTBEHHOTO CPe/CTBA B KaUecTBe Herocy1apCTBEHHOro 3KCnepTa.

7. B cnyyae HeobxoAMMOCTM 3KCNepT BMpaBe XOo4aTalcTBOBaTb MNepes pyKoBoauTenem
3KCMEPTHOrO Yy4YpexKaeHUs O NPUBMEYEHUN K MPOBEAEHUID IKCNEepTMU3bl JIEKAapPCTBEHHOIO cpeacTsa
OPYrvX aKCnepToB..

8. Kaxkapl aKcnepT, BXOAALLMIM B COCTaB KOMUCCUM IKCNEPTOB, KOTOPOW MOpPYyYeHO NpoBeaeHUEe
3KCMEepPTU3bl NEKAPCTBEHHOro CPeacTBa, HEe3aBMCMMO W CaMOCTOATE/NIbHO MNPOBOAMUT MCCNen0BaHMUA,
OLLEHMBAET pe3ynbTaTbl, NMOJyYEHHbIE MM JIMYHO M APYTMMW 3KcnepTamu, u Gopmynmnpyet BbiBOAbI
OTHOCUTENbHO NOCTaB/IEHHbIX BONPOCOB B NpeAenax CBOMX CreunasibHbIX 3HaHWUN.

9. Pe3ynbTaTbl 3KCNEPTM3bl JIEKAPCTBEHHOro cpeacTBa O0QOPMAAIOTCA 3aK/OYEHMEM KOMMUCCUM
3KCMepToB. B 3aK/OYEHUM KOMMCCMM 3IKCMNEPTOB YKa3blBAlOTCA MepeyYeHb MccnenoBaHuin, obbem
NPOBEAEHHbIX KaXKAblM 3KCNEPTOM WCCAeAO0BaHWUN, YCTAHOBNEHHbIE KaXKAblM W3 HUX aKTbl U
CAEeNaHHble B pe3y/bTaTe MCCAenoBaHMMA BbiBOAbl. JKCNEPT, MHEHWe KOTOpPOoro He coBnagaer c
pelweHnemM KOMMCCMM 3IKCMNepToB, BNpaBe BbipasuTb CBOE MHEHWe B NMUCbMeEHHOW ¢dopme, KoTopoe
NpuobLLaeTca K 3aKAH0YEHMI0 KOMUCCUN SKCNEPTOB.

10. DKcnepTbl, BXOAflLlME B COCTAaB KOMMUCCUM, NpeaynpexaarTca 06 OTBETCTBEHHOCTM B
COOTBETCTBMM C 3aKoHOAaTenbCcTBOM Poccuiickoit depepauumn 3a aady 3akNOYEHUs, COAEpXKallero
Heob0oCHOBaHHble UK GaNbCUPULIMPOBAHHbBIE BbIBOAbI, O YEM OHUM AAKOT NOAMMUCKY.

11. OnpeaeneHune ypoBHA NpodeccMoHanbHON NOArOTOBKU 3KCNEPTOB U aTTecTaums UX Ha NpaBo
NpoBefleHUA 3KCNEepPTM3bl IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAKTCA 3KCNEPTHO-KBAaANPUKALMOHHbIMU
KOMUCCUSIMM B MNOPSAAKE, YCTAaHOBAEHHOM COOTBETCTBYIOWMM YNOAHOMOUYEHHbIM deaepanbHbIM
OpraHOM WCMNONHUTENbHOW BAacTU. YpoBeHb MpodeccMoHanbHOW MOArOTOBKM 3KCMEPTOB MNOAJIENKUT
NnepecmoTpy YKasaHHbIMMU KOMUCCUSIMU HE pexe Yem OAMH pas B NATb /eT.

12. MpaBuna npoBefeHUA 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB MU OCOBEHHOCTM 3KCMNEepTU3bl
OTAEe/IbHbIX BWAOB  JIEKAPCTBEHHbIX MpenapaToB (pedepeHTHbIX NEeKAPCTBEHHbIX NpenapaTtos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNpenapaTtoB, OWONOINMYECKMX NEeKapPCTBEHHbIX MNpPenapaTos,
6uoaHanoroBbix (6MOMNOAOOHbLIX) NEKAPCTBEHHbIX NpenapaTtoB (6MoaHanoros), romeonaTUYecKUx
JIeKapCTBEHHbIX MPENapaToB, 1IEeKaPCTBEHHbIX PAaCTUTE/IbHbIX NPENapaToB, KOMOWHALMIN NEeKAPCTBEHHbIX



npenapatos), GOPMbl 3aK/AOYEHUI KOMMUCCUM 3IKCNEPTOB YCTaHaABAMBAKOTCA COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENIbHOM BAACTWU.
(4actb 12 B pea. GenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. NMogaya 1 paccMOTpeHUe 3aaBNeHMA O FOCYyAapCTBEHHOM pPerncTpaumm NeKapcTBeHHOro
npenapara 418 BeTepnHapHOro NpUMeHeHus
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [nAa rocynapCTBEHHOW pernctpauum eKapCTBEHHOro mnpenapata A48 BeTePUMHApHOro
NpMMeHeHUA pa3paboTyMK TaKOro J/IeKapCTBEHHOro npenapata WAM YNo/SHOMOYEHHOe MM Apyroe
lopuanyecKkoe AMLUO (Janee B HACTOsILLEN cTaTbe - 3afBUTE/Nb) MpeacTaBAseT B YNOAHOMOYEHHbIV
depepanbHbIi OpraH WCNOIHUTENbHOW BAACTM, OCYLLECTBAIOWMIN rOCyLapCTBEHHYIO perMcrTpaumio
NeKapCTBEHHbIX MNpenapaToB A/ BETePUHAPHOTO MNPUMEHEHWUA, B 3/IEKTPOHHOW ¢opme UM Ha
H6yMarKHOM HoCuTesle 3asBJeHMEe O TOCYAAPCTBEHHOW PerncTpaumnm SIeKapcTBEHHOro npenapata gns
BETEPUHAPHOrO  MPUMEHEeHUsi, a TaKXKe B MOpAAKe, YCTAHOB/JIEHHOM  COOTBETCTBYHOLLMM
YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM MCMOJIHUTENIbHOM BAACTW, B 3/IEKTPOHHON dopme MW Ha
6yMarKHOM HocuTene HeobxoAMMble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PerncTpaumMoHHoe Aocbe
Ha IeKapCTBEHHbIV Npenapar 411 BETePMHAPHOTO NPUMEHEHWS.

2. B 3aAB/IeHUN O rOCYLapCTBEHHOM PerncTpaLmnm J1eKapcTBEHHOro Npenapara 4/11 BeTepUHapHOro
NPMMEHEHWA YKa3blBatOTCS:

1) HaMmeHoBaHWe M agpec 3asBWUTens, paspaboTuMka W NPOM3BOAUTENSA JIEKAPCTBEHHOro
npenapata Ana BeTEepPUHAPHOroO MPUMEHEHMA W agpec MecTa OCYLLeCTBAeHMSA MNPOM3BOACTBA
NleKapcTBEHHOro npenapata A/1Aa BeTePMHAPHOTO MNPUMEHEHMA (B CAyyae HaAUYMA  HECKOJSIbKUX
YUYaCTHUKOB NpoLecca NPoM3BOACTBa HEOBXOANMMO YKa3aTb KaXK40ro 13 HMX);

2) HaMmeHOBaHWe  NIeKapCTBEHHOro  nNpenapata ANA  BETEPUMHAPHOrO  MPUMEHEHMUA
(mexagyHapogHoe HenaTeHTOBaHHOE, WAM  TPYMNNUPOBOYHOE, WAM XMMUYECKoe W Toprosoe
HaMMeHOBaHuA);

3) nepeyeHb AEWUCTBYIOWMNX U BCNOMOraTe/IbHbIX BELWECTB, BXOAALLMX B COCTAB JIEKaPCTBEHHOro
npenapara 41a BeTepUHaPHOro NPUMEHEHUA, C YKa3aHMEM KOIMUYECTBA KaXKAoro U3 HUX;

4) neKkapcTBeHHas ¢opma, A03MPOBKA, cnocobbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBEHHOTO NpenapaTa ANs BeTePUHAPHOro MPUMeHeHMS;

5) papmaKkoTepaneBTUYecKas rpynna;

6) He0bX04MMOCTb MPUMEHEHUSA YCKOPEHHOMN NPOLLeAYPbl SKCNEPTM3bl IEKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOM perncTpaLmMm IeKapcTBeHHOro npenapara;

7) KOMWKM AOKYMEHTOB, NOATBEPKAAIOLMX YNAATY FOCYAaPCTBEHHOMN NOW/IMHbI:

a) 33 nNpoBeAeHWe 3KCMepPTU3bl KayecTBa JIEKAPCTBEHHOrO CPeacTBA M 3KCMEepTU3bl OTHOLIEHUA
0XMOAEeMON MONb3bl K BO3MOXKHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOTO Mpenapata Aas
BETEPUHAPHOrO NPMMEHEHMWA NPW Ero rocyAapcTBEHHON perncTpaunm;

6) 3a Bbl4AYY PETUCTPALMOHHOIO YAOCTOBEPEHUA IEKAPCTBEHHOTO NpenapaTa;

8) Hanuume cornacua, NPeayCMOTPEHHOrO 4YacTblo 7 HAcToAWEW CTaTbM, €CM C MOMEHTa
pernctpaunmn pedepeHTHOro /NIeKapcTBEHHOro npenapata A1a BEeTepMHaAPHOrO MPUMEHEHUA MNPOLAO
MeHee Yem LecTb feT.

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncTpaumoHHoOe A0Cbe B LeNsxX 3KCNepTusbl IeKapCTBEHHOro npenaparta 414 BeTepuHapHoro
npMmeHeHuUa GopMUPYeTCA U3 CeayoWmnX AOKYMEHTOB:

1) Konua [OKYMeHTa Ha pPYCCKOM A3blKE, BbIAAHHOrO KOMMETEHTHbIM OPraHoOM CTpaHbl
npousBoauTeNna [ANA KaXAon MpoOu3BOACTBEHHOM MAOWAAKMA PErMcTPUPYEMOro /IeKapcTBEHHOro
npenapata AN BETEPUHAPHOro NpMMeHeHusa (B TOM umucne Ansa npoussoautens dapmaueBTUYecKoi
cybcTaHuMK), 3aBEepPeHHOro B YCTAHOBJAEHHOM nNopAdKe W NOATBEP)KAAIOWEro COOTBETCTBME
NPOM3BOAUTENSA PErUCTPUPYEMOro JIEKAPCTBEHHOrO Mpenapata A8 BEeTEePUHAPHOro MNpUMeEHEeHUs
TpeboBaHMAM MpaBWA Hag/exalweihn NPOU3BOACTBEHHOW NPaKTUKM, /MO0 KOMUA JINLEH3UM Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB A4/18 BETEPMHAPHOTO MNPUMEHEHUA AAA  POCCUMIACKUX
npoussogutenem;
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2) KOMWs 3aK/OYEeHUs O COOTBETCTBUM NPOM3BOAMUTENA JIEKAPCTBEHHOrO npenapata  Aans
BETEPUHAPHOIO MPUMEHeHUs TpeboBaHMAM NpPaBMA HaA/exKallell Npou3BOACTBEHHOW MPAKTUKMY,
Bbl4@HHOTO YMNOJIHOMOYEHHbIM (eaepasibHbiIM OPraHOM MUCMONIHUTENIbHOW BAACTU  ANSA  KaxKAOoM
NPOW3BOACTBEHHON M/OWAAKN PErUCTPUPYEMOro JIEKapCTBEHHOro MpenapaTa Aas BeTepuUHapHOro
npumeHeHuns (B TomM u4ucne ans npoussoauTens dapmaleBTMUYecKon cybcTaHuuu), nMbo Konwus
JIMLLEH3UWN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHUSA 1A POCCUNCKUX
npoussoautenei;

3) nNpoeKT HOPMATUBHOINO [OOKYMEHTA Ha JIEKAapCTBEHHbIA npenapaT AnA BeTepUHAPHOro
NPUMeHeHuUs;

4) pOKYMEHT, coeprKalmn cneayollyo MHGopmauutio o dpapmaLeBTUYECKON CybCTaHUMM MAan
bapmaLeBTUYECKUX CYOCTAHLMAX, BXOAALLMX B COCTaB JIEKAapPCTBEHHOTO Npenaparta AnsA BeTepUHapHOro
NpUMeHeHuA:

a) HaMmeHoBaHMe dapmaLEeBTUYECKOM CybCTaHL MM, ee CTPYKTypa, obLmne CBOMCTBa;

6) HanmeHoBaHWe 1 agpec NPoM3BOAUTENS;

B) TEXHONOMNA NPOU3BOACTBA C ONMUCAHMEM CTAANIN NPOM3BOACTBA MU METOA0B KOHTPOAA Ha BCeX
CTagMAX NPOU3BOACTBA;

r) tHbopmauus o npumecsx;

) cneundurkauma Ha dapmaueBTUYECKYHO CyBCTaHLMIo;

€) onncaHne MeToaMK KOHTPO/IA KayecTsa;

) pe3ynbTaTbl aHaAU3a cepuin papmaL,eBTMUECKOMN cybcTaHuuuy;

3) nepeyeHb CTaHAAPTHbIX 06PA3LLOB UM BELLECTB, MCMONb3YEMbIX MPU OCYLLECTBAEHUN KOHTPONSA
KayecTBa;

1) onucaHue XapakTepUCcTUK 1 CBOMCTB YNaKOBOYHbIX MaTePMaoB M YKYNOPOUHbIX CPeACTB;

K) flaHHble 0 cTabuabHOCTY;

/1) CPOK rOAHOCTU, YCNOBUA XPaHEHUS;

5) oTyeT O pe3synbTaTax [AOKJAMHUYECKOTO WCCAeLOBaHUA JIEKAPCTBEHHOMO cpeacTea  And
BETEPUHAPHOIo NPUMEHEHMUS;

6) oT4yeT O pe3ynbTaTax KAMHUYECKOTO MWCCAeL0BaHMA NEKapCTBEHHOrO npenapaTa  And
BETEPUHAPHOIO MPUMEHEHMUA Y KaXKA0ro BMAA HKMUBOTHbIX, YKa3aHHbIX B MHCTPYKLUKU MO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) nNPOEKT WHCTPYKUMM MO BETEPUMHAPHOMY MPUMEHEHUIO NIEKAapCTBEHHOTO MpenapaTa,
coaeprKallen cneayrolime cBeAeHUA:

a) HaMMeHOBaHME  /IeKApPCTBEHHOro  MpenapaTa A48  BETEPUHAPHOIro  MPUMEHeHuA
(meXkayHapoaHOe  HEMaTeHTOBAHHOE, WAM  FPYNNUPOBOYHOE, WM  XMMWYECKOE U  TOProBoe
HanMeHoBaHwUA);

6) nekapcTBeHHas ¢opmMa C YKasaHMEeM HaMMEHOBAHWM W  KOJIMYECTBEHHONO COCTaBa
OEVCTBYIOLLMX BELLECTB M KaYeCTBEHHOrO COCTAaBa BCMOMOTrATe/IbHbIX BELLLECTB;

B) ONMCaHMe BHELWHEro BUAa 1eKapCTBEHHOIO NpenapaTa 4/19 BETEPMHAPHOIo NPpUMEHeHUs;

r) ¢apmakoTepaneBTMYECKan Trpynna JeKapCTBEHHOro npenapaTa ANA  BeTePUHAPHOro
NPUMEHEHWA UM YKa3aHWe "romeonaTnyeckmMin 1eKapcTBeHHbIN npenapaT”;

a)  dapmakogmMHammKka M GapMaKOKMHETMKa (33  ucKAlodeHMeM  papMaKOKUHETUKU
romeonaTMyeckMx JIEKapCTBEHHbIX MPEenapaTtoB W PacTUTE/IbHbIX JIEKAPCTBEHHbIX MPenapaTos) WM
onvcaHMe MMMYHOBNONOMMYECKMX CBOMCTB IEKAaPCTBEHHOTO NPenapara;

€) NoKasaHua 4nsa NpUMeHeHus;

*K) NPOTMBOMNOKa3aHUA gNs NPUMEHEHUS;

3) Mepbl NPeAOCTOPOKHOCTU NPU NPUMEHEHWN;

1) yKasaHMe BO3MOMKHOCTU U 0COBEHHOCTEN NPUMEHEHUA Y BEepeMEHHbIX }KMBOTHbIX, Y ¥KUBOTHbIX
B NepMoA NaKTaumm, y NOTOMCTBA KUBOTHbIX;

K) pemm A03MpoBaHuUA, cnocob BBEAEHUA U MPUMEHEHUSA, NPU HEODXOAMMOCTM BpeMA Npuema
NIeKapCTBEHHOIO NpenapaTa 419 BETEPUHAPHOTO NPUMEHEHMA, MPOAOIKNTENBHOCTD 1IeYEHUSA;



) BO3MOXHble NOBOYHble OENCTBMA, HEMKenaTesibHble Peakuun npu  NpUMeHeHun
JIeKapCTBEHHOIO Npenapara 4/ BeTePMHAPHOro NPUMEHeHUs;

M) CUMNTOMbI Nepeso3nPOBKM, Mepbl MO OKA3aHMI0 MOMOLLM NPU Nepeo3nNpPOBKE;

H) B3aMMOAEeNCTBME C APYIMMM NEKAPCTBEHHbIMM NpenapaTamu 1 (Mim) Kopmamu;

0) GopMbI BbINyCKa NEKAPCTBEHHOTO NpenapaTta 419 BeTePUHAPHOTo NPUMEHEHUS;

n) ykasaHue (npu HeobxoaumMocTn) ocobeHHOCTel AeNCTBMA NeKapCTBEHHOro npenapaTa A4ns
BETEPUHAPHOIo NPUMEHEHUS NPU NEPBOM NPUEME U MPU ET0 OTMEHE;

p) onucaHuMe (Npu HeobXoAMMOCTN) [AEACTBUA BeTepMHapHOro Bpaya (BeTepuHapHOro
denbpluepa), MHOro crneumanucta B obnacTn BeTepuMHapwWKM, BNagenbla XUMBOTHOFO MpPM MPOMNycKe
npuema ogHOM UM HECKONIbKUX 03 IEKAaPCTBEHHOIO NpenapaTa 419 BeTEPUHAPHOro NPUMEHeHUs;

C) CPOK rOAHOCTM W YKa3aHWe Ha 3anpeT NPUMEHEHWA NEeKapCTBEHHOro npenapata And
BETEPUHAPHOIO NPUMEHEHUA NO UCTEYEHNWN CPOKA FOLHOCTH;

T) yCNOBMA XpaHeHUs;

y) yKasaHuMe Ha HeobXOAMMOCTb XPaHEeHMA NEeKAapPCTBEHHOrO MpenapaTta AnAa BeTepUMHaApPHOro
NPUMEHeHMA B MecTax, HeAOCTYyNHbIX ANA AeTel;

¢) yKasaHue (Npu HeobxogMMOCTU) cneumanbHbIX Mep NPefOoCTOPOXNKHOCTU MPU YHUUTOKEHUU
HEMCNOo/Ib30BaHHbIX 1IEKAPCTBEHHbIX NPENAPATOB A5 BETEPUHAPHOIO NPUMEHEHMS;

X) CPOKM BO3MOXKHOIO MCMNOb30BAHWUA MPOAYKLMUN }KUBOTHOTO MPOUCXONKAEHUA NOCAE BBEAEHUA
YKMBOTHOMY /IEKapPCTBEHHOrO NPenapaTta A1sA BETEPUHAPHOTO NPUMEHEHUS;

L) ycnoBusa oTnycka;

4) HaMMeHOBaHWA U agpeca NPOU3BOACTBEHHbIX M/OLWAAOK MPOM3BOAUTENSA JIEKAPCTBEHHONO
npenapara A5 BeTepPMHapPHOro NPpUMeHeHUs;

W) HaMmeHOBaHWE, agpec OpraHM3auMu, YNOJHOMOYEHHOWN JaepKaTenem WAW BAageNbLeM
PErucTPaLMoOHHOrO YAOCTOBEPEHUSA NIeKAapCTBEHHOrO npernapata Ha NPUHATME MNpPEeTeH3ul oT
notpebutens;

8) NpoeKTbl MaKeToB MEPBUYHON YNAKOBKM M BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOrO npenapaTta
ON19 BETEPMHAPHOI0o NPUMEHEHUS;

9) cnepyowme cBefeHNA O IEKAPCTBEHHOM MNpenapare 419 BEeTePUHAPHOTO NPUMEHEHUS:

a) onuMcaHme 1 coCTaB IEKAPCTBEHHOIO NpenapaTa A4/11 BETEPMHAPHOIO NPUMEHEHUS;

6) onncaHue papmaLeBTUUYECKOM pa3paboTKu;

B) onucaHue npoLecca NPoOn3BOACTBA U €70 KOHTPOAS;

r) onncaHne KOHTPOAA KPUTUYECKUX CTaANA NPOU3BOACTBA U MPOMEKYTOUYHOM NPOAYKLUM;

A) HavmeHoBaHMA M agpeca pa3paboTuMKa, AepKaTena WAW BAaLEeNbLa PerucTpaumoHHOro
YyOOCTOBEPEHUA  /IEKAPCTBEHHOrO NpenapaTa, MPOM3BOACTBEHHbIX NIOWAAOK  MNpou3BoauTens
NIeKapCTBEHHOIO NpenapaTa 419 BETEPUHAPHOrO NPUMEHEHWSA;

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

e) papmaueBTMYECKAn COBMECTUMOCTb;

) MUKpOBMONOrMYEeCcKME XapaKTEPUCTUKY;

3) MaTepuanbHbIi 6anaHc gns NPOM3BOACTBA CEPUM TOTOBOFO NPOAYKTA;

N) onNucaHne XapakTepPUCTUK 1 CBOMCTB YNAaKOBOYHbIX MaTEPMAIOB M YKYNOPOUHbIX CPEACTB;

K) AOKYMeHTanbHOoe NoATBepKAeHWe (Bannaaumns) NnpoLeccos 1 (Man) nx oueHKa;

N) TpeboBaHMA K KauyecTBy BCMOMOraTesibHbIX BewecTs (cepTudukaT, cneundouKkauma Ha
BCMOMOraTe/ibHble BeLLecTBa U X 060CHOBaHME);

M) aHanUTUYECKME METOAMKM, WCNOoJib3yeMble MpPU  OCYLLECTB/IEHUMM KOHTPOSIA KayecTBa
BCMOMOTaTe/IbHbIX BELLLECTB;

H) OOKYMEHTanbHOEe NoATBepKAeHUe (Bannaaums) aHaNUTUYECKUX METOAMK, UCMOb3yeMbIX Npu
OCYLLLECTB/IEHWUM KOHTPO/1A KayecTBa BCMNOMOraTe/IbHbIX BELLECTB;

0) UHbopMaums 06 MCNob30BaHMM BCMOMOTATE/IbHbIX BELLECTB Y€/10BEYECKOTO U KMBOTHOIO
NPOUCXOXKAEHUS;

n) nHpopmauma o6 MCNoNb30BaHMM HOBbIX BCMOMOFATE/IbHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy NEKAPCTBEHHOrO Mpenapata AlA BETEPMHAPHOrO MNPUMEHEHMUA
(cepTnduKart, cneundurKaLma Ha 1eKapCTBEHHbIM NpenapaTt u nx obocHoBaHMe);

C) aHaNWTUYeCcKMe MeTOAMKM, UCNOAb3yeMble MpPU  OCYLLECTBAEHUM KOHTPONA KayecTBa
NIeKapCTBEHHOIO NpenapaTa 419 BETEPUHAPHOrO NPUMEHEHWSA;



T) LJOKYMEHTa/IbHOE MoATBEpPXKAeHWE (Bannaaums) aHaIMTUYECKMX METOAMK, UCMOb3YeMbIX Npu
OCYLLLECTB/IEHNU KOHTPO/IA KayecTBa IEKapCTBEHHOTO NpenapaTa 4/19 BEeTEPUHAPHOIo NPUMEHEHMS;

Y) OOKYMEHT, MOATBEP)KAAMLWMA KAayecTBO JI€KapCTBEHHOrO npenapaTta Tpex MPOMbILIEHHbIX
cepuin (NPOTOKOA aHanM3a UM cepTUOUKAT aHanM3a), ogHA Cepus KOTOPOro AOJIXKHA COoBMagaTtb C
cepwveli obpasua eKkapcTBEHHOro Npenaparta, NoAaHHOIO Ha perncTpauuio;

) XxapaKTepucTnka npumecei;

X) nepeyeHb CTaHAAPTHbLIX 06Pa3L0B, MCMNO/Ib3yEMbIX MPU OCYLLECTBAEHMUM KOHTPO/A KayecTsa
JIeKapCTBEHHOIO Npenapara 419 BeTepPMHAPHOro NPUMeEHeHUs;

L) AaHHble 0 CTabMNbHOCTM IeKAapPCTBEHHOTO NpenapaTta Ans BeTePUHAPHOTo NPUMEHEHUS;

10) Konua OOKYMeHTa, cogeprKawero MHGOPMALMIO O HanMumMm uam ob oTcyTcTBUM (AKTOB
perucTpauumn NeKapcTBEHHOro npenapaTa A58 BETEPUHAPHOIo NPUMeEHeHMA 3a npegenamu Poccuiickoli
depepaunu;

11) cornacme B nMcbmMeHHON GopMe, NPeayCMOTPEHHOE YacTbto 7 HACTOALLEW CTaTbW, B CAyvae
perucTpauumn BocnpomsseseHHOro 1eKapcTBEHHOMO Npenapara;

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [AOKyMeHTa Ha PYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAaHOBAEHHOM MopAgKe U
NoATBEPKAAOWErO NPABOMOYHOCTb 33ABNEHWA O TFOCYAAPCTBEHHOM PEruMcTpaumm NeKapCcTBEHHOrO
npenapaTta g1s BETEPUHAPHOIO NPUMEHEHNA (A0BEPEHHOCTD).

4. MNpu npoBeAeHUM YCKOPEHHON MNpoueaypbl 3KCNEpPTU3bl SIEKAPCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUA B LENAX €ro rocyAapCTBEHHOM pernctpaumm MoXKeT NpeacTaBAATbCA
MHbOPMaLMSA, NOSIYYEHHAsA NPU NPOBEAEHUM KNMHUYECKUX UCCNeL0BaHMUI NeKapCTBEHHOTo npenapara u
onybAMKOBaHHaA B CNeumMasn3npoBaHHbIX MEYaTHbIX U34aHMAX, A TaKXKe [AOKYMEHTbl, cogeprkalime
pe3ynbTaTbl UCCNef0BaHUA OMOIKBMBANIEHTHOCTM JIEKAPCTBEHHOIO Npenapata A1a BeTepuHapHOro
NPUMeHeHus.

5. Ha 3KcnepTusy pas/nyHbIX /IEKAPCTBEHHbIX GOPM OAHOMO WM TOrO e NEeKapCTBEHHOrO
npenapata g/1sa BETEPMHAPHOrO MPUMEHEHMA 3aABUTENb NPEeACTaBAAET OTAe/IbHble 3aABAEHUA U
PEervcTpaLmnoHHbIe A0CbE Ha KaXKAyo NeKapcTBeHHYo popmy. Mpu ycaoBUM 04HOBPEMEHHOM NOAaYM Ha
3KCNepTn3y OoAHON NeKapcTBEHHOMW GOPMbl C Pa3/IMYHbIMU A03MPOBKOM, KOHLUEHTpauunen, obbvemom
3anBUTeNb NPEACTaBAAeT OAHO 3asABAEHWE U PEerucTPaumoHHOEe [0Cbe C MPUIOKEHMEM MAKETOB
YMaKOBOK Ha KaXKAYHo A03UPOBKY, KaXKAyto KOHLEHTPALLMIO, KaXKabli 06beM M Kaka0oe KONNMYecTBo 403 B
ynaKoBKe.

6. 3asABMTenb BMpaBe MNPeACTaBUTb MO COOCTBEHHOM WHULMATUMBE BMeECTe C 3asB/IEHMEM O
rocyapCTBEHHON perncTpauMmM NeKapcTBEHHOro mnpenapata AAA BETEPUHAPHOrO MPUMEHEHMA
OOKYMEHTbI, NOATBEPXKAAOWME YyNAATY rOCyAapCTBEHHOW MOLWWIMHBI U YKa3aHHble B MyHKTe 7 4actu 2
HacToALWen cTaTbU. B cayvae ux HenpeacTaBAeHUA COOTBETCTBYIOWMIA YNONHOMOYEHHbIN deaepanbHbli
OopraH WCNONHMTENbHOM BNAcTM npoBepAeT ¢GaKT ynnaTbl 3aABUTENEM FOCYAAPCTBEHHON MOLWMHbI
nocpeacTBOM UCNO/Ib30BaHUA MHbOPMaLMKM 06 yniate rocyAapcTBEHHOW MOLW/IMHbBI, COAeprKalLenca B
locyaapcTBeHHOM MHGOPMALMOHHON CUCTEME O TOCYAAPCTBEHHbLIX M MYHULMMAAbHbLIX NAATexax, Ha
OCHOBAHWW  MPeACTaBNEHHbIX  3afABUTENIEM  KOMWIM  JOKYMEHTOB, NOATBEPKAAIOWMX  ynnaTy
rocyapCTBEHHOMN NOLWAUHbI.

7. He ponyckaetca MCNonb3oBaHME B KOMMEPYECKUX ULensx WHPopmauum o pesynbTaTax
OOK/IMHNYECKUX UCCNeA0BaHMIA NEKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCNEeA0BAHNIN IEKAPCTBEHHbIX
npenapaToB A/ BETEPUHAPHOro MPUMEHEHUs, NPencTaB/AeHHON 3anaBUTeNeM A/1A FoCyAapCTBEHHOM
perucTpaunmn ieKapcTBeHHbIX npenapatoB, 6e3 ero corfacMa B TeYeHWe LWecTM JeT ¢ AaThl
rocyapcTBEHHOM perncrpaumm pepepeHTHOro NekapcTBEHHOro npenapaTta B Poccuiickonnt egepaumn.

Cratba 18. Mogaya 1 paccMOTpeHUe 3aaBAeHMA O FOCYAapPCTBEHHOMN pPerncTpaumm NeKapcTBeHHOro
npenaparta 41a MeAULMHCKOrO NPMMeEHEeHMs
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [Ona FOCV,D,apCTBeHHOVI perncTtpaumnun  nNeKapCrtBeHHOro npenapara 4aa MeaununHCKoro
npumeHeHunAa rpungndeckoe auugo, AGD’ICTBYIOLLI,EE B COOCTBEHHbIX MHTEpPECAX UM YyNnOZIHOMOYEHHOE
npeacrtaBnATb UHTEPECbl APYroro puaAnYeCcKoro anmua n 3aasnaroulee I'IEKapCTBEHHbIﬁ npenapart Ha
rocygapCTBeEHHYO perncrpayunto (,u,anee B HaCTO‘iILLI,e171 CTatbe - 3aFIBMTEJ'Ib), npeancraBnAaAeTr B



YNONHOMOYEHHbIN deaepanbHblil OpraH UCMONHUTEIbHOM BAACTU, OCYLLECTBAKOLWMIA rOCy4apCTBEHHYO
PEerucTpauLmio IeKapCTBEHHbIX NPenapaToB 418 MeAMLMHCKOrO NPUMEHEHUA, B 31EKTPOHHON dopme K
Ha ByMa)KHOM HocuTene 3asBleHME O roCyAapPCTBEHHOMN perncTpalmm NeKapcTBeHHOro npenaparta gas
MeANUMHCKOTO NMPUMEHEHMA, a TaKXKe B NopsAgKe, YCTAaHOBEHHOM YNOJHOMOYEHHbIM desepanbHbiM
OpraHoOM MCMNO/IHUTENIbHON BNACTU, B 3/IEKTPOHHOM dopme M Ha BymarKHOM HocuTesie Heobxoaumble
OOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PErMcTPaLMOHHOE O0Cbe HAa JIeKapCTBEHHbIM npenapaTt gns
MeZNUMHCKOTo NPUMEHEeHHUs.

(4actb 1 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aABNeHNN 0 rocyapCTBEHHOW perncTpaLmm NeKkapcTBEHHOIO npenaparta ans MeauunmHCKoro
NPUMEeHeHMA YKa3blBatOTCA:

1) HammeHoBaHWEe W aapec 3aABUTENs WU MNPOU3BOAMUTENA NEKAPCTBEHHOrO npenapaTa AnA
MeANUNHCKOTO MPUMEHEHUA M aApec MecTa OCYLLEeCTB/AEHUA ero Npou3BOACTBa (B Cayvae Haauuma
HECKONIbKMX YYaCTHMKOB Mpouecca MpPOM3BOACTBA HEOOXOAMMO YKasaTb KaKAoro y4yacTHUMKa B
COOTBETCTBMM C OCYLLECTBASEMOM CTaAnel NPON3BOACTBA);

2) HauMMeHOBaHWe  J/IeKApCTBEHHOrO  npenapata AAA  MeAWUUMHCKOrO  MpUMEHeHMUA
(meXkayHapoaHOe  HEeMaTeHTOBAHHOE, WAM  FPYNNUPOBOYHOE, WM  XMMWYECKOE U  TOProBoe
HanMeHoBaHwusA);

3) nepeyeHb AENCTBYIOWMX M BCMOMOraTe/IbHbIX BELLECTB, BXOAALLMX B COCTAB JIEKAPCTBEHHOIO
npenapaTta Ana MeaULMHCKOrO NPUMEHEHMA, C YKasaHMeM KOIMYECTBA KaXKA0ro U3 HUX;

4) nekapcTBeHHaa ¢opma, AO3MPOBKa, CNOCOObl BBEAEHWA U MPUMEHEHMUA, CPOK TOLHOCTM
JIeKapCTBEHHOrO Npenapara 418 MeguLUMHCKOTro NPUMEHEHUS;

5) dbapmakoTepaneBTMYecKas rpynna, Kog, aHaTOMO-TepaneBTUYECKO-XMMUYECKON
KnaccuduKaumm, pPeKoMeHZOoBaHHOM BcemupHOlM opraHuM3aument 34paBOOXPAHEHUs, 3asBAsemble
noKasaHuaA 419 NPUMEHEHUs NeKapCTBEHHOro NpenapaTta A8 MeguLUMHCKOro NpUMeHeHUs;

6) oTcyTcTBME HeobXoAMMOCTM MpPefoCTaBleHMA OTyeTa O pesy/bTaTax  KAMHWUYECKOro
nuccnenoBaHUa, UCCAefoBaHMA BUOIKBMBANEHTHOCTM JIEKAPCTBEHHOrO Npenapara, paspelleHHoro aas
MeAMUMHCKOro npumeHeHua B Poccuiickoli depepaumm 6osee paBaguatv neT, € yKasaHuem
HOPMATUBHbIX MPABOBbIX AKTOB, MOATBEPKAAOLMX AAHHbIM CPOK NPUMEHEHMUS;

7) HeobxogMmocTb 0dOpPMIEHUA paspeLleHns Ha BBO3 B Pocculickyto denepalmio KOHKPETHOM
NapTMM  3apPEerucTpMpoBaHHbIX M (MIKM)  HE3aPerucTpMpoBaHHbLIX  JIEKAPCTBEHHbLIX  CPeacTs,
npefHasHaYeHHbIX AN NPOBEAEHMA SKCMEepPTM3bl EKAPCTBEHHbIX CPEACTB B LEeNAX rocyapCTBeHHOM
perucTpauuu;

8) HeobxoAMMOCTb NPOBEAEHMNA IKCNEPTU3bl AOKYMEHTOB, NPEACTABAEHHbIX ANA OnNpeaeneHus
BO3MOHOCTM PacCMaTPUBATb JIEKAPCTBEHHbIA Npenapat Aas MeAMLMHCKOrO MNPUMEHEHUA Mpu
OCYLLEeCTBNEHUN FOCYAAPCTBEHHOM PErncTpaumn B Kayectse opdaHHOro JIeKapCTBEHHOTO NPenapara;

9) Heob6Xx04MMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl SKCNEPTMU3bl JIEKAPCTBEHHbIX CPeACTB B
LeNAx rocy4apCTBEHHOM PErncTpaLmMmn NeKkapcTBEHHOIO NpenapaTa;

10) KONMK JOKYMEHTOB, NOATBEPKAAMOLLMX YNAATY rOCYAapPCTBEHHOMN NOLWWANHbI:

a) 3a NpoBeAeHUE 3KCNEPTU3bl JOKYMEHTOB, NPeACTaBAEHHbIX ANA OnpeneieHNAs BO3MOXHOCTU
paccmMaTpuBaTb JIEKAPCTBEHHbIN MpenapaT 4as MeAMLMHCKOTO MPUMEHEHUA MPU OCYLLEeCTBAEHUM
rocy4apCTBEHHOM pPerucTpaLmm B Kadectse opdaHHOro IeKapCTBEHHOIO Npenapara;

6) 3a npoBeaeHWE 3KCMepTU3bl KAauecTBa NIEKAPCTBEHHOIO CPeACcTBa M 3KCMEPTM3bl OTHOLLEHWUSA
0XXMAAEMOIN NO/b3bl K BO3MOXKHOMY PUCKY NMPUMEHEHMA NEeKapCTBEHHOrO Npenaparta, pa3peLleHHoro
ANa MeaUUMHCKOTro npumeHeHusa B Poccuiickoit Gepepaumm bonee agaauatv feT, Npu OCyLLEeCTBIEHUN
rocy4apCTBEHHOM PerucTpaLmMm 1eKkapcTBEHHOro NpenaparTa;

B) 3@ NpoOBeAeHMEe 3KCNEepPTM3bl KayecTBa JIEKAPCTBEHHOrO CPEACTBA M 3KCMepTU3bl OTHOLIEHMS
OXMWAAEMON MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOro mnpenapaTta Ans
MeZANUNHCKOTO NPUMEHEHMA MPU ero rocy4apCcTBEHHOM perncrTpaumm;

r) 3a npoBefeHMEe 3KCMEepPTM3bl KayecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCNepTusbl OTHOLWIEHMS
0XMAAEeMON MNoAb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JIeKAapCTBEHHOro npenapata Ans
MeANUNHCKOTO NPUMEHEHUS, B OTHOLUEHUW KOTOPOro NPOBeAEHbl MEXKAYHApPOAHbIE MHOMOLEHTPOBbIE
KIMHUYECKME WCCNeaoBaHMA, YacTb M3 KOTOpbIX npoBefdeHa B Poccuiickon ®degepaumu, npu
OCYLLECTB/IEHUM FOCYAAPCTBEHHON PerncTpaLmMm 1eKapcTBEHHOTO Npenapara;



11) Hanuume cornacua NPOM3BOAUTENA JNIEKAPCTBEHHOro npenapaTa, NPOWM3BOACTBO KOTOPOro
ocyllecTBafeTcA 3a npegenamum Poccuitickon ®depepaumn, Ha NpoBefeHUE WHCMEeKTUPOBaHMSA
Npon3BOAUTENA Ha COOTBETCTBME TPEOOBaHUAM NPABUA HAaA/eXKaLLel NPON3BOACTBEHHOM NPAKTUKY;

12) Hanuume cornacus, NpeayCMOTPEHHOrO YacTbio 18 HacToAlel CTaTby;

13) ykasaHMe BWMAA NEKAPCTBEHHOro npenaparta, MPeAcTaBAEHHOT0 Ha  perncrpaumio
(pedepeHTHbIA  NeKapCTBEHHbIA  NpenapaTt, BOCMPOU3BEAEHHbIN  NeKapCTBEHHbIM  npenapar,
6M01I0rMUYECKUIN NeKapCTBEHHbIN Npenapat, 6MoaHanorosbin (6MonoA06HbIN) eKapcTBEHHbIM Npenapat
(bnoaHanor), romeonaTMUYECKNt NEKapPCTBEHHbIM Npenapart, IeKapCTBEHHbIM pacTUTEbHbIN Npenapar).
(4acTtb 2 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauMoHHOe [0Cbe Ha JIeKApCTBEHHbIM npenapaTt 41a MeAMUMHCKOro NpUMeHeHus
npeaoctagnsetcs B popme 06LLEro TEXHUYECKOTO AOKYMEHTA.

(4acTb 3 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-93)

4. Paszpen AOKYMeHTaUMM agMUHUCTPATUBHOIO XapaKTepa BKAOYaeT B ceba:

1) 3asBNEeHNE O rocyAapCTBEHHOW PErMcTpaLmnm NeKapcTBEHHOrO npenapaTa 418 MeAWUULMHCKOro
NPUMEHEHMA B SNEKTPOHHOMN Ppopme U Ha ByMarKHOM HOCUTENE;

2) KOMMIO [AOKYMEHTa Ha pPYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAHOBNEHHOM MOpsAKe U
NoATBEPKAAOWErO NPAaBOMOYHOCTb 3aABUTENA NOLABATL 3aAB/IEHNE O FOCYAapPCTBEHHOW perncTpaymm
NIeKapCTBEHHOrO NpenapaTta 418 MegMLUMHCKOro NPUMEHEHUA (J0BEPEHHOCTDL);

3) KONWI NULEH3MWM HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMWIO 3aKIOYEeHMA O
COOTBETCTBMM  NPOU3BOAMTENA NIEKAPCTBEHHbIX cpeacTB  TpeboBaHMAM NpaBWA  Hagaexalein
NPOW3BOACTBEHHOM NPaAKTUKK, BblAaHHbIE YNONHOMOYEHHbIM pesepasibHbiM OPraHoOM UCMOTHUTENbHOM
BNACTW, B CAy4yae, ec/iM NPOW3BOACTBO JIEKAPCTBEHHOrO Npenapata ocyliecTeaseTca B Poccuiickol
depepaunu;

4) Konuilo BblAAHHOW YMNO/NHOMOYEHHbIM OPraHOM CTpPaHbl MPOU3BOAMUTENA /INLEH3UM Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee nepeBoJ Ha PYCCKUNA A3bIK, 3aBEpeHHble B
YCTAHOB/IEHHOM MOpsAAKe, U KOMWIO 3aK/JOYEHUA O COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBWA  Hagne)kalwen  MNpPOM3BOACTBEHHOM  MPAKTUKM,  Bbl4AHHOIO
YNOJIHOMOYEHHbIM desepanbHbIM OPraHOM MCMONHUTENIbHOW BNAcTM, B C/lyyae, ec/iiv MpPOM3BOACTBO
JIeKapCTBEHHOIO NpenapaTa ocyLWwecTBAseTca 3a npegenamm Poccuiickont degepauymy;

5) NpOEeKT WHCTPYKUMM MO MeAULMUHCKOMY MNPUMEHEHUIO JIEKapCTBEHHOro npenapara,
coaeprKallen cneayrolime cBeeHUA:

a) HauMMeHOBaHMe JNIeKAapCTBEHHOrO npenapaTta (MmerkayHapogHoe HenaTeHTOBaHHOE, WM
rPynnMpoOBOYHOE, NN XMMWYECKOE N TOPFrOBOE HaMMEHOBAHMA);

6) nekapcTBeHHas ¢opma C YKasaHMEM HAMMEHOBAHWM W  KO/JIMYECTBEHHONO COCTaBa
OEeNCTBYIOLMX BELECTB M KA4YeCTBEHHOIO COCTaBa BCMOMOraTe/IbHbIX BeLecTs (MpyM HeobxoamMmocTu
KOJIMYECTBEHHOTO COCTaBa BCMOMOTraTeIbHbIX BELLECTB);

B) ONMCaHMe BHELWHEro BUAA NEKAPCTBEHHOTO NpenapaTa A1A MeAULNHCKOTO NPUMEHEHUSA;

r) dM3MKo-xMmmMyeckmne cBoMNCTBa (41A pagmodapmaLleBTUYECKUX IEKAPCTBEHHbIX NPEenapaTos);

A) dapmaKkoTepaneBTUYeCKasa rpynna, Kog, /IeKapCTBEHHOrO npenapata Ans MeAWMUMHCKOro
NPUMEHEHMA MO  aHAaTOMO-TePaneBTUYECKO-XMMUYECKON  KnaccMduKaumm, pPeKoMeHAO0BaHHOM
BcemupHOM opraHMsaumein 34paBOOXPaHEHUs, WAW YyKa3aHue "romeonaTtMyeckMin neKapCTBEHHbIN
npenapat";

e) dapmakogMHamMKa M GapMaKOKMHETMKa (3@  MUCKAtodeHnem  GapMaKOKUHETUKM
romeonaTMyecKmx SIeKapCTBEHHbIX MPenapaToB U PacTUTE/bHbIX IEKAPCTBEHHbIX NPEenapaTos);

»K) NOKasaHuA gaa NpUMeHeHUs;

3) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUS;

1) Mepbl NPEAOCTOPOKHOCTU NPU NPUMEHEHNN;

K) YyKasaHWe BO3MOXHOCTM M OCOBEHHOCTEN MPUMEHEHMS J/IeKapCTBEHHOro npenapaTta Ans
MEANUMHCKOTO NPUMEHEHUs OepeMeHHbIMU  KEeHLMHAMW, KEeHWWMHaMW B Mepuog rpyaHoro
BCKapPM/IMBAHWA, AETbMU, B3POC/IbIMU, MMEIOLLLMMMU XPOHUYECKMe 3aboneBaHus;

1) peXum [031MPOBaHUA, CNOCOObl BBEAEHMA N MPUMEHEHMUSA, NPU HEOBXOAMMOCTU BPEMA NPUEMA
NIeKapCTBEHHOrO npenapata Aaa MeAMULMHCKOTO MPUMEHEHMUA, MPOAO/IKUTENBHOCTL JIeYEHUA, B TOM
yucne y aeten A0 M Nocae ogHOro roaa;



M) BO3MOMKHble HerKefaTesibHble pPeakumn npu NpuMeHeHWW NeKapCTBEHHOro npenapaTta gns
MeZNUNHCKOTO NPUMEHEHNS;

H) CUMNTOMbI NepPeao3NPOBKU, MepPbI MO OKa3aHWIO MOMOLLM NPW Nepeso3MPOBKE;

0) B3aMMOLENCTBME C APYTMMU IEKAPCTBEHHBIMM NpenapaTamu 1 (MaM) NULLEBLIMMU NPOAYKTaAMU;

n) popmbl BbiNyCKa JIEKAapPCTBEHHOTO Npenapara;

p) yKasaHue (npu HeobxoaumocTn) ocobeHHOCTel AeNCTBMA NeKapCTBEHHOro npenapaTa 4ns
MeZANUNHCKOTO NPUMEHEHMA MPU NEPBOM NPUEME UN NMPU Er0 OTMEHE;

c) onucaHue (Npu HeobxoammocTn) AencTBuin Bpada (denbawepa) u (Man) naymeHTa npu
NPonycKke npuema OZHOM WAM HECKOJIbKMX [03 JIeKapCTBEHHOro npenapaTa Ana MegULMHCKOro
NpUMeHeHus;

T) BO3MOXHOE B/AWAHWE NEKAPCTBEHHOrO Mpenapata AAa MeAMLMHCKOro MNPUMEHEHUs Ha
CNOCOBHOCTb YNPABAATb TPAHCMOPTHBIMW CPEACTBAMM, MEXAaHU3MAMMU;

Y) CPOK rogHOCTM M YyKasaHMe Ha 3anpeT MPUMEHEHMUA JIeKapCTBEHHOro npenapata A
MeANUNHCKOTO NPUMEHEHMA MO UCTEYEHUM CPOKA FOAHOCTY;

) ycnoBus xpaHeHus;

X) YKasaHuve Ha HeobXoAMMOCTb XPaHEHWA /IeKAPCTBEHHOro npenapaTa 4as MeAWMUMHCKOro
NPUMEeHeHMA B MecTax, HeAOCTyNHbIX ANA AeTel;

U) yKasaHue (Npyn HeobxoaMMOCTU) crneumanbHbiX Mep NPEeAOCTOPOXKHOCTU MPU YHUUTOXKEHUU
HEMCNoNb30BAHHbIX 1IEKAPCTBEHHbIX NPENAPATOB AN MEAULMHCKOrO NPUMEHEHUSA;

4) ycnoBuma oTNycKa;

W) HaMMeHOBaHWA W ajpeca MNPOM3BOACTBEHHbIX M/IOWALOK MPOU3BOAUTENSA JIEKAPCTBEHHOMO
npenapara;

W) HauMMeHOBaHWe, aapec OpraHM3auuMu, YNOJHOMOYEHHOWN JaepyKaTenem WAW BNAAENbLEM
PEervcTPaLnoHHOro ya0CTOBEPEHMA NIEKAPCTBEHHOIO Mnpenaparta 4ad MeguLMHCKOro NPUMEHEHUA Ha
NPUHATUE NPEeTeH3nI OT NoTpebuTens;

6) MHCTPYKLMIO MO MEeAULIMHCKOMY NMPUMEHEHMUIO UAN KPATKYIO XapaKTepPUCTUKY IEeKapCTBEHHOIO
npenapara, yTBepXKAeHHble B CTPAHe NPoM3BOANUTENS;

7) NPOEKTbl MaKeToB MEPBUYHON YNAKOBKM M BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOrO npenapaTta
A8 MeNUMHCKOTO NPUMEHEHMUS;

8) NpPOeKT HOPMATUBHOW LOKYMEHTALMW WAN HOPMATMBHOIO AOKYMEHTA Ha JIeKapCTBEHHbIN
npenapar 4na MeauLMHCKOro NnpuMmeHeHus 1nbo yKasaHue cooTBeTCTBYOLLEN GpapmaKoneiHoM cTaTby;

9) [OKYMEHT, cogeprKawmii UHGOPMALMIO O HAaNNYMKU UK 06 OTCYyTCTBUM HAKTOB perncTpauun
NIeKapCTBEHHOrO NpenapaTa 418 MegMLUMHCKOro NpMMeHeHUA 3a npeaenamn Poccuiickon epepaunu;

10) KonNWW [OKYMEHTOB, 33aBEPEHHbIX B YCTAHOBJEHHOM TMOPAAKE M MNOATBEPrKAAOWMX daKT
perucTpauumn NeKapcTBEHHOro npenapaTa B MHOCTPAHHbIX FOCYAapcTBax B KayectBe op¢aHHOro
NIeKapCTBEHHOrO Npenapara;

11) nnaH ynpaBneHWA pUCKaMM ANA OMONOrMYECKMX NEKApPCTBEHHbIX MpenapatoB AnA
MeANUNHCKOTO NPUMEHEHWSA;

12) pOKyMeHT O cucTteme ¢apMaKoHag30pa AeprKaTensa WauM BAagenbla PerucTpaumoHHOro
yA0CTOBEPEHMUA NEKAPCTBEHHOMO NpenapaTa;

13) AOKYMEHT, NoATBEPKAAIOWMIA KayecTBO JIEKAPCTBEHHOTO MpenapaTta TPeX MPOMbIWAEHHbIX
cepuin (NPOTOKOA aHanM3a UM cepTUOUKAT aHanM3a), o4HA Cepus KOTOPOro AOJIXKHA COBMazaTtb C
cepvelt obpasua IeKapCcTBEHHOrO NpenapaTta 418 MeaUUMHCKOro NPUMEHEHUsA, NpeacTaBAeHHOro Ha
rocy4apCTBEHHYHO PErMcTpaLmio.

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

5. Pasgen xumu4yeckoi, papmaueBTMHEcKON U BUONOrMYECKON AOKYMEHTaUMM BKAOYaeT B cebn
OOKYMEHTbI, cogeprKawue WHbopmaumnio o ¢dapmaLeBTUYEeCKOM CcybCcTaHUMM U IeKapCTBEHHOM
npenapate Aaa MeAMLUMHCKOrO NPUMEHEHWs, MNpoLecce ero NpousBOACTBA U METOAaxX KOHTpoAs
KayecTBa, B TOM YMC/E:

1) Konul [AOKYMEeHTa, coAepiKalero cneaywwyo WHPopmaunio o dapmaLeBTUYecKomn
cybCcTaHUMM nnm papmaLeBTUHECKUX CyBCTaHLMAX, BXOAALWMX B COCTAB IEKAPCTBEHHOTO Npenapara:

a) HaumeHoBaHMe dapmaLEeBTUYECKOM cybCTaHLUMM, ee CTPYKTypa, obLmne CBOMCTBa;

6) HaumeHoBaHWe 1 agpec NPoM3BOAUTENS;



B) TEXHONOINA NPOWU3BOACTBA C ONUCAaHMEM CTaAMIM NPOM3BOACTBA M METOA0B KOHTPO/S Ha BCex
CTagmsax NPoOU3BOACTBa;

r) onncaHune paspaboTKM NpoLecca NPon3BoACTBa;

A) onncaHue KOHTPONSA KPUTUYECKUX CTaANA NPON3BOACTBA M MPOMEKYTOUHOM NPOAYKLMM;

€) AOKYyMeHTaibHoe NoATBepXKAeHMe (BanmMaaums) NpoLLeccos U (Mn) NX OLLEHK];

»K) CBOICTBA 1 CTPYKTYypa AENCTBYIOLLMNX BELLECTB;

3) XapaKTepucTUKa Npumecein;

n) cneundurkauma Ha bapmaLeBTUYECKyto cybcTaHLUMIO N ee 0B6OCHOBaAHME;

K) aHaNuTUYecKMe MEeTOAMKM, MWCMOMb3yeMble MPU  OCYLLECTBAEHUM KOHTPO/IA KayecTsa
dapmaueBTMUECcKoM cybcTaHLUu;

N) AOKYMEeHTaNbHOe NOATBEPKAEHWE (BanngaLma) aHaUTUYECKUX METOAMK, UCNOb3yeMbIX Npu
OCYLLECTB/IEHUMN KOHTPOA KavecTBa papmaLLeBTUYECKON CyOCTaHLMN;

M) pe3ynbTaTbl aHann3a cepuin papmaL,eBTMYECKON cybcTaHUmu;

H) NepeyveHb CTaHAAPTHbIX 06PA3LLOB UK BELLECTB, UCMOIb3YEMbIX MPU OCYLLECTBAEHUN KOHTPONA
KayecTBa;

0) ONMUCcaHMe XapaKTEPUCTUK U CBOMCTB YNAKOBOYHbIX MAaTEPUANOB U YKYNOPOUHbIX CPEACTB;

n) AaHHble o cTabunbHOCTN dapMaLLeBTUYECKOM cybcTaHLUu;

p) CPOK rogHoCTK;

2) [OKYMEHT, cofepxalumii chefylowme CBeAEHMA O JIeKapCTBEHHOM nNpenapate  Ana
MeANUNHCKOTO NPUMEHEHUA:

a) onuMcaHme 1 CoCTaB IEKAPCTBEHHOIO NpenapaTa Aas MegULUHCKOTO NPUMEHEHUS;

6) onucaHune dapmaLeBTMYEeCKON pa3paboTkn (obocHoBaHMe BbIBOpa cocTaBa, NEepPBUUYHOM
YNaKoBKW U MHOTO);

B) TEXHONOINA NPOU3BOACTBA C ONUCAaHMEM CTaAMIM NPOM3BOACTBA M METOA0B KOHTPOS Ha BCex
CTagmsax NPoOun3BOACTBa;

r) onMcaHWe KOHTPOAA KPUTUYECKUX CTaaui npouecca MNpouM3BOACTBA M MPOMENKYTOUYHOM
NpPoAyKLMK;

) HaMeHoBaHWe M aapec MecTa OCYLLECTBNEHMSA NPOM3BOACTBA IEKAPCTBEHHOIO Npenaparta Ans
MeZANUMHCKOTO MPUMEHEHUA (B C/lyyae HaAMuMA HECKOJIbKMUX YYaCTHMKOB Npolecca Npou3BOACTBa
HeobX04MMO YKa3aTb Kaxgoro U3 Hux);

e) papmaLneBTMYECKANA COBMECTUMOCT;

) MUKpOBMONOrMYecKme XapaKTePUCTUKY;

3) MaTepuanbHbIi 6anaHc gns NPOM3BOACTBA CEPUM TOTOBOFO NPOAYKTA;

N) onucaHne XapakTepPUCTUK 1 CBOMCTB YNAKOBOYHbIX MaTEPMANOB M YKYNOPOUHbIX CPEACTB;

K) LLOKYMEHTa/IbHOEe NoATBepKAeHMe (BannaaLuma) npoLLeccoB Npon3BoACTBa U (MN) X OLEHKa];

Nn) TpeboBaHMA K KauyecTBY BCMOMOraTenbHbIX BelwecT8 (cepTudukaT, cneumoukauma Ha
BCMOMOraTe/ibHble BELLeCTBa U X 060CHOBaHME);

M) aHanUTUYECKME METOAMKM, WCNOoSib3yeMble MpPU  OCYLLECTBIEHWMM KOHTPOAA KavecTBa
BCMOMOraTe/IbHbIX BELLLECTB;

H) LOKYMEHTaNbHOE NOATBEPKAEHME (BaNMAAUMA) aHANUTUYECKMX METOAMK, UCMNONb3yEMbIX Npu
OCYLLLECTB/IEHNUM KOHTPO/1A KayecTBa BCMNOMOraTe/IbHbIX BELLECTB;

0) UHbopmaums 06 MCNob30BaHMM BCMOMOrATE/IbHbIX BELLECTB Y€/10BEYECKOTO U KMBOTHOIO
NPOUCXOXKAEHUS;

n) nHpopmaums 06 MCNoNb30BaHMM HOBbIX BCMOMOraTe/IbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy /IEKAPCTBEHHOro mnpenapata A48 MeAWUMHCKOro NpUMEHEeHMUs
(cepTnduKart, cneundurKaLma Ha NeKapCTBEHHbIN NpenapaTt U ux obocHoBaHue);

C) aHaNuUTUYeCcKMe MeTOAMKM, MUCNOAb3yemMble MpPU  OCYLECTBNAEHUM KOHTPOAS KayecTBa
JIeKapCTBEHHOrO Npenapara 418 MeguLUMHCKOTro NPUMEHEHUS;

T) LJOKYMEHTa/IbHOE NoATBEpPXKAeHWE (Banngaums) aHaIMTUYECKMX METOAMK, UCMOb3YeMbIX Npu
OCYLLLECTB/IEHUMN KOHTPOA KayecTBa NEKAaPCTBEHHOTO NpenapaTa 411 MeAULNHCKOTo NPUMEHEHMUSA;

Y) pe3ynbTaTbl aHAIM30B CEPUIA JIEKAPCTBEHHOTO NpenapaTta ANA MeAULMHCKOro NPUMEHEHUS;

) XxapaKTepucTnka npumecei;

X) nepeyeHb CTAaHAAPTHbIX 06pPa3L0B, MCMNO/b3yEMbIX MPU OCYLLECTBAEHUM KOHTPOAA KayecTsa
NIeKapCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMEHEHUS;



L) AaHHble 0 CTabMNbHOCTM IeKapPCTBEHHOTO NpenapaTta Aas MeauLMHCKOro NPpUMEHEHNA.
(4actb 5 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pazgen dbapmaKonormyeckom, TOKCMKONOTMYECKOM AOKYMEHTALMN BKAOYAET B cebsA oTyeTbl O
pe3ynbTaTax [AOKAMHUYECKMX WCCNELOBAHWI  JIEKAapCTBEHHOIO CPeacTBa A8  MeAULMHCKOTo
NPUMeEHEHMA, B TOM YUCNE:

1) oTyeT 0 papmakoAMHAMUYECKUX UCCNEef0BAHUAX;

2) oTyeT 0 GapPMaAKOKMHETUYECKUX UCCIeA0BaHUSAX;

3) OTYeT 0 TOKCUKOIOTMYECKMX UCCAea0BaAHUAX.

(4acTb 6 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pazgen KAMHWMYECKON AOKYMEHTAUMW BKAtOYaeT B cebsa OTYeTbl O pe3ynbTaTax KAMHUYECKMX
nccnenoBaHNM NeKapCTBEHHOTO NpenapaTa A1A MeAULNHCKOTO NPUMEHEHMA, B TOM YUCAE:

1) otueTbl 06 wuccnepoBaHUAX 6MOZOCTYMHOCTM UM OBUOIKBMBANEHTHOCTHU, WCCNEA0BAHMAX,
YCTaHaB/MBAIOLLMX KOPPEALMIO Pe3yNAbTaToOB, MOJIyYEHHbIX B YCI0BMAX in Vitro 1 in vivo;

2) otyeTbl 0 papMaKOKMHETUYECKMX NCCAeA0BAHMUAX;

3) oTyeTbl 0 papMaKkoOAMHAMUYECKUX UCCAEAOBAHUAX;

4) oTYeTbl O KAMHUYECKUX UCCAefoBaHMAX 3GPEKTUBHOCTU M Be3onacHoCTY;

5) oTueT o nocTperncTpaLMoOHHOM OnbITe NPUMEHEHMA (NPWU HaAUUYUNK).

(yactb 7 BBegeHa PegepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHUA K 06beMy MHPOPMALMK, NPEAOCTABAAEMON B COCTAaBE PErUCTPALMOHHOIO AOCHE,
ONA OTAEe/bHbIX BUA0B JIEKAPCTBEHHbIX MPenapaTos A1A MeANLMHCKOrO MPUMEHEHMA YCTaHaBNBAlOTCA
YNOAHOMOYEHHbIM defepanbHbIM OpraHOM UCNOAHUTENLHOW BAACTU.

(4acTb 8 BBeaeHa PenepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-03)

9. B oTHOWEHMN NEeKapCTBEHHbIX NPenapaTos, paspeLlleHHbIX A1 MeAULNHCKOrO NPUMEHEHUA B
Poccuiickolt depepaunn 6onee ABaAuUaTM NeT (33 MCKAIOYEHMEM OMONOrMYECKMX JIEKAaPCTBEHHbIX
npenapaTtoB), AONYCKAeTCA BK/OYEHMEe B COCTaB pasgena GapmMaKoorMyeckolr, TOKCUMKOMOTMYECKoM
OOKYMEHTaLMWN 1 pasfena KAMHUYECKON AOKYMEHTauMM BMECTO OTYeTa pa3paboTyMKa O pesynbraTax
COBCTBEHHbIX AOKAMHUYECKUX UCCNEe0BaHUA NEKAPCTBEHHbIX CPEACTB U KAMHMYECKUX UCCnenoBaHui
NIEKapCTBEHHbIX MPEnapaTos A8 MeAULMHCKOTO npumeHeHns o63opa HayyHblx paboT o pesynbraTax
OOK/NIMHNYECKUX MUCCNen0BaHMM NEKAPCTBEHHbLIX CPEeACTB U KAMHUYECKUX WCCAeLO0BAHWUIN AaHHbIX
JIeKapCTBEHHbIX NPEMNAPATOB, B TOM YMCAE BKAKOYAA OMNbIT UX MOCTPErMCTPALNMOHHOIO NPUMEHEHNS.
(yactb 9 BBegeHa PepepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

10. Mpu rocyaapCTBEHHOM PerucTpaummn BOCMPOM3BEAEHHbIX /IEKAPCTBEHHbIX NpenapaToB ANA
MeANUMHCKOTO MNPUMEHEHWUs [OMYyCKAeTCA BK/AKOYEHME B COCTaB pasgena  $papMaKoIOrmyecKown,
TOKCUKO/IOTMYECKOW [AOKYMEHTAUMW W pasfena  KAMHUYECKON [AOKYMEHTauuuM BMeCTO OTveTa
pa3paboTuMKka O pe3ynbTaTax COOCTBEHHbLIX AOKANMHUYECKUX WCCNeL0BaHUIN NEKAPCTBEHHbIX CPeacTB
0630pa Hay4HbIX PaboT 0 pesynbTaTax AOKANHUYECKUX UCCNef0BaHUI pedepeHTHOro eKapcTBEHHOMO
npenapaTta W NpeacTaBJeHMe BMECTO KAMHUYECKUX UCCNeA0BaAHMIA B NOSHOM 06bemMe, YyCTaHOBAEHHOM
pa3feniom KAMHMYECKON AOKYMEHTALMW, OTYeTa O pe3y/bTaTax MCCnefoBaHWit GMO3KBMBANEHTHOCTM
BOCMPOM3BEAEHHOIO /IEKAPCTBEHHOrO npenapaTta 418 MeAUUMHCKOro npumeHeHus. He Tpebyetcs
npeAcTaBNeHWEe OTYETA O pe3y/bTaTax WccaefoBaHU 6GUO3KBMBANEHTHOCTM BOCNPOU3BEAEHHOIO
NIeKapCTBEHHOrO  Mpenapata ANA  MeAMUMHCKOrO  MPUMEHEHWA,  eCin  PerucTpupyroTca
BOCMpPOM3BEAEHHbIE IEKAPCTBEHHbIE NPeENapaThl 414 MeAULNHCKOro NPUMEHEHMA, KOTOpbIE:

1) npegHasHauyeHbl AN NapeHTepasbHOro (NOAKOXHOro, BHYTPUMbIWEYHOTO, BHYTPUBEHHOTO,
BHYTPWUIIA3HOrO,  BHYTPUMONOCTHOIO,  BHYTPUCYCTABHOrO, BHYTPMKOPOHAPHOro) BBEAEHUA U
npeactasnaoT coboit BogHble pacTBOpPbI;

2) npeacTaBnatoT cobon pacTBOpPbI /15 NEPOPaNbHOro NPUMEHEHUS;

3) nponsBeaeHbl B Gopme NOPOLLIKOB UM MMOPUAN3ATOB A/15 NPUFOTOB/IEHMSA PACTBOPOB;

4) ABNAOTCA rasamu;

5) ABnAlOTCA YWHLBIMW WAM TNa3HbIMU JIEKAPCTBEHHBIMW MNpenapaTtamu, MPoM3BeAeHHbIMU B
¢$bopme BOAHbIX PacTBOPOB;

6) NpefHa3HaYeHbl A1 MECTHOTO NPUMEHEHUA N NPUTOTOBIEHbI B GOPME BOAHbIX PAaCTBOPOB;

7) npenctaBnAT co60i BOAHbIE PAaCTBOPbI AN UCMOAb30BaHNA B POpMeE MHraNALMIA C NOMOLLBIO
Hebynansepa uan B Ka4ecTBe Ha3a/bHbIX CMPEEB, MPUMEHSAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTtb 10 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)



11. Ona cny4yaes, YyKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yvactm 10 HactoAwen cTaTby,
BOCMPOW3BEAEHHbIN NEKAPCTBEHHbIN NpenapaT ANs MeAULMHCKOrO NPUMEHEHUA AO/KEH COAeprKaTb
TaKMe e BCNOMOraTe/ibHble BELeCTBA B TaKMX YKe KOJIMYECTBAX, KaK U pedepeHTHbIN IeKapCTBEHHbIN
npenapat. Ecan cocTtaBbl BCMOMOraTe/ibHbIX BELLECTB Pa3/IMYaloTCA, 3afBUTE/Ib O/IKEH MPeacTaBUTb
[0Ka3aTesbCTBa TOrO, YTO MCMO/b3yEMble B AaHHbIX KOHUEHTPALMAX BCNOMOraTe/ibHble BELLeCTBa He
BAMAIOT Ha 6e3onacHocTb U (Man) 3dPEeKTUBHOCTb SIEKAPCTBEHHOrO npenapaTta 418 MeAULMHCKOro
npumeHeHusa. B cnyyae, ecnu 3asaBuTeNb HE MOXKET MPeACTaBMTb TaKMe [OKasaTenbcTBa U (Mau) He
MMeeT [0CTyna K COOTBETCTBYHOLLMM AAHHbIM, OH LO/IKEH NPOBECTU COOTBETCTBYIOLLME UCC/Ief0BaHUSA
ONA [00Ka3aTenbCTBa OTCYTCTBUA BAWMAHUA PasHbIX BCMOMOTaTe/bHbIX BELLECTB MM BCMOMOraTe/bHbIX
yCTpoMcTB Ha 6e3onacHocTb u (Man) 3ddEeKTUBHOCTL SIeKapCTBEHHOrO npenapaTta gas MeguuMHCKOro
NPUMeHeHMA B NOPAAKE, YCTaHOBAEHHOM YNOJHOMOYEHHbIM denepasbHbIM OPraHOM UCNOHUTENbHOM
BNACTU.

(yacTtb 11 BBEegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12. Mpu rocyaapCTBEHHOM  perncrTpaumm  KoMObUHauMi  paHee  3aperncTpupoBaHHbIX
NIeKapPCTBEHHbIX MPEnapaToB ANA MEAUUMHCKOTO NPUMEHEHMA [AOMYCKAeTCA BK/AOYEHME B COCTaB
pasgena $papMaKoNOrMYecKon, TOKCMKONOTMYECKON AOKYMEHTaUuMM W pasgena  KAMHUYECKOM
OOKYMeHTauMM BMeCTO oTyeTa pas3paboTyMka o pesynbTaTax COOCTBEHHbIX  AOKAMHUYECKUX
nccneoBaHUM IeKAPCTBEHHbIX CPeacTB 0630pa HayyHbIX paboT o pesynbTaTax [AOKAMHUYECKMX
nccnenoBaHUn  pedepeHTHbIX NIeKAPCTBEHHbIX MPENapaToB, BXOAALWMX B COCTaB  KOMOWHaLMK
NIeKapCTBEHHbIX NpenapaTos, M 06 OTCYTCTBMM UX B3aMMOLENCTBUA B OAHOW NEKAPCTBEHHOMN popme.
(4actb 12 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

13. Ha 3KcnepTM3y pPasAUYHbIX /IeKapCTBEHHbIX (GOPM OOHOTO W TOro e JIeKapCTBEHHOro
npenapata Ans MeAWUUMHCKOro NPUMEHEHUA 3asaBuUTeNb NPeacTaBAfeT OTAe/bHble 3asfBAEHUA U
PEerucTpaumnoHHbIe A0CbE Ha KaXKayo NeKapcTBeHHYo popmy. Mpu ycaoBUM 04HOBPEMEHHOM NOAaYM Ha
3KCNepTn3y OAHON NeKapcTBEHHOMW GOPMbl C Pa3/IMYHbIMU A03MPOBKOM, KOHUEHTpauuern, obbemom
3anBUTeNb NPEeACTaBAAeT OAHO 3asABAEHWE U PErncTPaumoHHOEe [0Cbe C MPUIOKEHMEM MAKETOB
YNaKOBOK Ha KaXKAYIo A03MPOBKY, KaXKAyto KOHLEHTPALLMIO, KaXK bl 06beM U Kayka0oe KONNYecTBo 403 B
yNaKoBKe.

(4acTb 13 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

14. MNpu rocypapcTBEHHOW perucTpaumm opdaHHOrO JEKAapPCTBEHHOrO Mpenaparta 3asaBuTesb
npeacTaBnsfer  WHbOpMaumio, Heobxogumyro  ana  GopmMUMpPOBaHUA  pasgena  KAMHUYECKOM
OOKYyMeHTauuM, B  0Obeme, YCTAHOBAIEHHOM  YMOJHOMOYEHHbIM  denepasbHbIM  OpPraHom
NCNONHUTENbHOM BNACTU.

(yacTtb 14 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

15. MNpu pernctpaymm BUONOTMYECKOTO /IEKAPCTBEHHONO MpenapaTa, MOJYyYEHHOrO M3 KPOBW,
NAasmbl KPOBM YeNlOBEKA, B COCTABE PErmcTpaLMOHHONO AOCbe Ha JIEKAapCTBEHHbIM npenapaTt Ans
MeANUNHCKOTO NPUMEHEHMA AOMKHbI BbITb NPeaACcTaBAEHbl AONONHUTENBHO:

1) B paspgene [AOKYMEHTAUMM agMWHUCTPATMBHOIO XapakTepa [AOKYMEHT, CoZepKalumii
nHbopmaumto o cybbeKkTax obpalleHna AOHOPCKON KPOBU U (MN) ee KOMMNOHEHTOB, O TOM, rae bbina
ocywiecTs/iieHa AoHauma (KpoBu w (Mamn) nnasmel KPOBM), a TaK¥e AaHHble 00 WHOEKUMOHHbIX
3aboneBaHuAX, NepefaloLmMxcs napeHTepanbHbiM MyTem, MHPopmaumMa O cybbeKTax obpalueHus
OOHOPCKOWM KPOBU U (MNM) ee KOMMOHEHTOB, B OTHOLIEHWW KOTOPbIX OCYLLECTBASETCA KOHTPO/b
[OHOPCKOW KPOBM U (M/1M) ee KOMMNOHEHTOB;

2) B pa3aene xXuMniyeckoi, papmaLeBTYecKor n BUONOrMYEecKo JOKYMEHTALUK:

a) Kputepuun 1 cnocobbl 0TOOPa, TPAHCNOPTUPOBAHUA U XPaHEHUA JOHOPCKOW KpoBU U (unn) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCIef0BaHNI OTOBPAHHbIX LOHOPCKOM KPOBU U (MAK) Naasmbl KPOBK U NMy0B Ha
Hannume Bo3byauTenein wuHdekunn, BKAYaa WHPopMaumio 06 WCNONb3OBAHHbLIX METOAMKaX
nccnegoBaHW M B C/lydae MCCNefoBaHUA MY/NOB NAasMbl KPOBM pe3y/bTaTbl AOKYMEHTA/IbHOro
noATBEPXAEHUA (BanAaLMM) NCNONb30BAHHbBIX METOAMK;

B) TEXHUYECKME XapPaKTEPUCTUKM YNAKOBKM ANA 0TOOpa AOHOPCKOW KPOBU U (MIM) NAa3Mbl KPOBH,
BK/ItOYas MHPOPMaLLMIO 06 MCNOIb30BAHHbIX PAaCTBOPAX aHTUKOAryAAHTOB.

(yacTb 15 BBEAeHA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)



16. KnmHMyeckne nccnenoBaHMA NeKapcTBEHHONO npenapaTa gaa MegULMHCKOTO MPUMEHEHMUA B
Lenax ero rocyfapCTBEHHOM peructpauym nposogaTca B Poccuiickon dPepepaunmn B MNOpALKe,
yCTaHOBNAEHHOM cTaTbamn 38 - 44 Hactosawero PepepanbHoro 3akoHa. OT4eT O NpPoOBeAEHHbIX
NccnefoBaHUAX BKAKOYAETCA B COCTAB Pa3fena KAMHUYECKOM AOKYMEHTALMN PErnCTPALLMOHHOIO AOCHE
Ha NIeKapCTBEHHbIV NpenapaT A8 MeAUUMHCKOro npumeHeHus. [1na nekapcTBEeHHbIX NpenapaToB A
MEOMLMHCKOTO MPUMEHEHUA, B OTHOLIEHWW KOTOPbIX B pe3y/bTaTe 3KCNepTUsbl LOKYMEHTOB,
NpeacTaBNeHHbIX AN onpeneneHns BO3MOMKHOCTM pacCMaTpuBaTb JIEKApPCTBEHHbIA npenapaT AnA
MEeOMNLIMHCKOTO NPUMEHEHUA B KavecTBe OpdaHHOro IEKAapPCTBEHHOMO MpenapaTta, Takas BO3MOMKHOCTb
NPU3HaHa WM B OTHOLWIEHWW KOTOPbIX NPOBEAEHbl KAWHUYECKME WCCNef0BaHWA, BbIMOJIHEHHbIE 3a
npeaenamu Poccuiickot degepaumm B COOTBETCTBUM C MNpaBUAamMM Hagnexauien nabopaTopHoi
NPaKTUKM M MNpaBUAaMW HaZNeXKallen KAMHUMYECKOM NPAKTUKM, [AOMYCKAeTCA BK/OYEHME B COCTaB
pasgena KAMHUYECKOM AOKYMEHTALMM BMECTO OTYETA O pe3y/bTaTaX KAMHUYECKMX MCCaefoBaHMiA
NIeKApCTBEHHOrO npenapata 408 MeAMUMHCKOTO MNPUMEHEHMA, MpoBeAeHHbIXx B Poccuickoi
depepaunn, otyeTa O pesynbTaTax KAMHUYECKMX MWCCAEeA0BaHWMI, BbIMNOMIHEHHbIX 33 Npegenamu
Poccuitckoit Pepepaumn.

(4acTb 16 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

17. 3asBuTenb BMpaBe MNpPeACTaBUTb MO COOCTBEHHOM WHWUMATMBE BMeECTe C 3asABNEHMEM O
rocyapCTBEHHON pPerucTpaunmn NeKapCcTBEHHOrO npenapata  Ana  MeAUUMHCKOTO  MPUMEHEHMA
OOKYMEHTbI, MOATBEPKAAIOLME YNAATY rOCYAapPCTBEHHOMN MOLW/IMHBI U YKa3aHHble B NyHKTe 10 yactm 2
HacToALWEeN cTaTbU. B cayyvae ux HenpeacTaBAeHUA COOTBETCTBYIOWMIA YNONHOMOYEHHbIN deaepanbHbli
OpraH WCMNOMHUTENbHOW BAacTM NpoBepAeT $aKT ynaaTbl rOCYSapPCTBEHHOM MNOLW/MHbLI 3aABUTENEM
nocpeacTBOM MCMNO/b30BaHUA MHPopMmaumm 06 ynaate rocygapcTBEHHOWM MOLWWMHbBI, COAEPrKaLLelca B
lfocypapcTBeHHOM MHGOPMALMOHHOW CUCTEME O TOCYAAPCTBEHHbLIX M MYHULUMMAAbHbIX NAAaTeXax, Ha
OCHOBAaHWW  MNpPEeACTaBAEHHbIX  3aABUTE/IEM  KOMWIA  OOKYMEHTOB, MNOATBEPXKAAKOWMX  ynaaTty
rocyAapcTBEHHOM MOLUANHBI.

(4actb 17 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

18. He ponyckaeTcA WMCNOAb30BaHME B KOMMEPYECKMX Lenax WHGopmauunm o pesyabraTax
OOKNMHNYECKUX UCCNeA0BAHUIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNEA0BAHUI NEKAPCTBEHHbIX
npenapaTtoB ANA MeAMUMHCKOrO NMPUMEHEHWA, NpencTaB/feHHOW 3aaBUTeNeM ANA FOCYAapPCTBEHHOM
perncTpauumn NeKapcTBeHHOro npenapata, 6e3 ero cornacMa B TevyeHMe LWeCTM NeT ¢ Aatol
rocyapcTBEHHOMN perncrpaumm pepepeHTHOro NekapcTBEHHOro NpenapaTa B Poccuiickon ®epepaunu.
(yacTtb 18 BBEAEHA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

19. flepkaTenb unu Bnagenew, permcTpaLMoHHOro yaoCTOBEePEeHMA IeKapCTBEHHOTO Npenapara Ha
6MOTEXHONOTNYECKMIA WA opdaHHbIA  NIeKapCTBEHHbIM npenapat o6a3aH  nNpefocTaBAATb  Ha
BO3Me34HOI ocHOBe 06pasubl pedepeHTHOro NeKapCTBEHHOMO NpenapaTa 3aABUTeNsAM 414 NPOoBeAeHUA
KAUHUYECKUX uccnegosaHnin. CToMmocTb o06pasua pedepeHTHOro NeKapCTBEHHOIO Mpenapara,
BK/IIOYEHHOTO B MepeyeHb KM3HEHHO HEObXOAMMBIX M BaxKHEWMLIMX NEKAPCTBEHHbIX NPenapaTos, He
OO/KHA  MpPEeBbIWATb  3aperncTpMpPOBaHHY0 MpPefefibHY  OTNYCKHYI LeHy Ha pedepeHTHbIN
NIeKapPCTBEHHbIN NpenapaT UK LeHY HA JIeKapCTBEHHbIM NpenapaT B CTpaHe Npou3BoauTens.

(yacTtb 19 BBEgeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

20. 3asBneHNe O rocygapCcTBEHHOW perMcTpaLmm BoOCNponsBeaeHHOro 1eKapCTBEHHOTO NpenapaTa
ONA MeAMUMHCKOTO MPUMEHEHUA MoXKeT ObiTb MoAaHO B YMOJIHOMOYEHHbIM denepanbHbli OpraH
WUCNONHUTENBHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYAAPCTBEHHYID  PErucTpauuio  IEKapCTBEHHbIX
npenapaToB, MO MWCTEYEHUWU YeTblpex fAeT C AaTbl FOCYAapPCTBEHHOW perucrpaumm pedepeHTHOro
NleKapcTBeHHOro npenapaTta B Poccuiickoit ®epepaumm.

(4acTb 20 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

21. 3asBneHMe O TrOCY[apCTBEHHON perucTpaumMm 6uoaHanorosoro (6monoao6bHoOro)
JleKapcTBeHHOro npenapata (6uMoaHasnora) moxKeT 6biTb MOAAHO B YNOJIHOMOYEHHbIW deaepanbHbIn
OpraH MCNONAHWUTENIbHOM BAIACTM, OCYLLECTBAAIOLWNIA FOCYAAPCTBEHHYO PErMCTPaLMI0 SIeKapCTBEHHDIX
npenapaTtos, MO WCTEYEHUM Tpex JNeT C A[aTbl FOCYAAPCTBEHHOM pernctpauum pedepeHTHOro
NeKapcTBeHHOro npenapata B Poccuiickoit depepaumm.

(yacTtb 21 BBEAEHaA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

22. [epkaTenb wav Bnagenel, perucTpauMoOHHOrO yAOCTOBEPEHUA JIEKAapCTBEHHOrO npernaparta

npeAcTaBAsAeT B YNOJHOMOYEHHbIA deaepanbHblii OpraH MCNOJHUTENbHON BAACTU, OCYLLLECTBAAIOLLMIA



bYHKLMM MO KOHTPO/IIO U Hag3opy B chepe 34paBOOXpaHEHNsA, OTYET No pesynbTaTam papmakoHaa3opa
OAMH pa3s B LWeCTb MecALEeB B TeYeHMe ABYX /IeT NOCAe roCyAapCTBEHHOM PerncTpauumn AeKapcTBeHHoro
npenapata B Poccuiickoit deaepalmm, eKeroaHo B TeyeHne nocsienyowmx Tpex AeT U B aNbHelwem
OAMH pas3 B NATb NeT.

(4acTb 22 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

Cratba 19. MMpuHATUE pelleHns O Bblgaye 3KCMEePTHOMY YUPEXKAEHUI0 3a4aHuA Ha npoBedeHue
3KCMepTM3bl IEKaPCTBEHHOIO CPeacTBa
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHune gecati paboumnx gHen co AHA NPUHATUA 3aABJEHMA O rOCYAAaPCTBEHHOMN perncrTpaumm
NIeKApCTBEHHOrO  NpenapaTta  COOTBETCTBYIOWMIA  YNOJHOMOYEHHbIM  deaepanbHbli  opraH
NCNONHUTENbHOM BAACTM NPOBOAUT NPOBEPKY MOJIHOTbI, LOCTOBEPHOCTM U NPABUABHOCTU 0DOPMIEHUA
npeACcTaBNEHHbIX AOKYMEHTOB PErMCTPaLMOHHONO A0Cbe Ha JIeKAPCTBEHHbIM Npenapat U NpuHUMaeT
pelleHuMe 0 Bblaaye 3a4aHMA Ha NpoBeaeHUe:

1) saKcnepTU3bl AOKYMEHTOB, NPeACTaBNEHHbIX A4 OnpeAeneHna BO3MOXKHOCTU pacCMaTpuBaTb
NIeKApPCTBEHHBIN Npenapat Ana MeAMLMHCKOrO MPUMEHEHUA NPU OCYLLECTBIEHUM FOCYAAPCTBEHHOWM
perucTpauum B Kadyectse opdaHHOro eKapCTBEHHOrO NPenapara;

2) 3KcnepTUsbl NEKapCTBEHHOTO CPeACcTBa B YACTW IKCMEPTM3bl KayecTBa JIEKAPCTBEHHOIO
CpeacTBa M 3KCNepTM3bl OTHOLEHWA OXMAAEMON MNOAb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMUA
JIeKapCTBEHHOrO Npenapara 418 MeguLUMHCKOro NPUMEHEHUS;

3) 3KcnepTu3bl JIEKAPCTBEHHOINO CPEACTBA B YaCTU IKCMEPTU3bl KayecTBa J1€KAPCTBEHHOIO
cpeacTBa M 3KCMepTU3bl OTHOLIEHWA OXMAAEMOM MOAb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMSA
JIeKapCTBEHHOrO npenapaTta ANf MegMLUMHCKOrO NMPUMEHEHUs B MOPAAKe YCKOPEHHOW npoueaypbl
3KCnepTU3bl IEKAaPCTBEHHbIX CPeACTB B COOTBETCTBUM CO cTaTbel 26 HacTosAwero ®eaepanbHOro 3aKoHa;

4) 3KCNepTM3bl JIEKAPCTBEHHOrO CPeAcTBa B OTHOLIEHMM JIeKAapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMUS.

2. YNONHOMOYEHHbIN deaepanbHblit opraH UCNONHUTENbHOM BAACTU YBEAOMASET B 3/1EKTPOHHOM
dopme nanM Ha BymarkKHOM HocuTene 3asBUTENS U IKCMEPTHOE YYpeXKAeHUEe O NMPUHATOM pelleHun o
Bblgaye 3a4aHWA Ha MpoOBeAEeHME 3KCMepTu3, MpeayCMOTPEHHbIX YacTbio 1 HacToslel cTaTbM, U B
cny4yae HeobXooMMOCTM O Bblgaye paspelleHMs Ha BBO3 B Poccuiickyto Pepepaumio KOHKpETHOW
napTuu, CEPUM 3aPErUCTPUPOBAHHDLIX U (MKN) HE3APErnCTPUPOBAHHDBIX 1EKAPCTBEHHbIX CPEACTB AN 06
OTKa3e B NPOBEAEHUN NPEAYCMOTPEHHbIX IKCNEPTM3 C YKA3aHUEM MPUYUYMH TaKOro 0TKa3a.

3. B cnyyae BbIIBEHUA OTCYTCTBUA WAW HEAOCTOBEPHOCTM MHbOPMaLMK, coLepKalleinca B
NpeACTaBNEHHbIX 3aABUTENEM AOKYMEHTaX, YNOJHOMOYEHHbIW deaepanbHblii OpraH UCNOAHUTENbHOM
BNAaCTM HanpaBAAeT 3aABUTE/N0 3anpoc 006 YTOYHEHWW 3ToW WHPopmaumm (panee - 3anpoc
YNONIHOMOYEHHOIrO defepasbHOro opraHa UCMONHUTENbHOM BNACTW), KOTOPbIA MOXKeT 6biTb nepeaaH
YNO/JIHOMOYEHHOMY NPEACTAaBUTENIO 3aABUTENA IMYHO MOA PACMMUCKY, HAaNpaB/ieH NO NOYTe 3aKa3HbIM
NMMCbMOM MU NepesaH B 3/1EKTPOHHON GOpMe MO TENEKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
HanpaB/iieHMA 3anpoca YNOJHOMOYEHHOTO deepasibHOro OpraHa MCMONHUTENbHOM BAACTM MO NouTe
3aKa3HbIM MUCbMOM OH CYMTAETCS MOJYYEHHbIM MO UCTEYEHWUW LECTU AHEW C [aTbl HanpaBAeHMSA
3aKasHoro nucbma.

4. 3anBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3aMnpoc YNoJHOMOYEHHOro deaepanbHOro opraHa
MCMNOJIHUTENbHOM BNACTM B CPOK, HE MpPeBbIWALWMA AeBAHOCTA Paboyumx AHEN CO AHA ero noay4yeHus.
CpoK, yKasaHHbIN B YacTu 1 HacToAWeNn cTaTby, NPUOCTAHAB/IMBAETCA CO AHA HaMNpaBAeHUA 3as8BUTENIO
3anpoca ynoaHOMoYeHHoro ¢denepasbHOro opraHa WMCMOJHUTENbHON BNACTU A0 AHA MOAYYEHUA UM
COOTBETCTBYIOLLLErO OTBETA.

5. OcHoBaHMEM A/A OTKAas3a B OpraHM3auumn 3KCNepTMs, NpeayCcMOTPEHHbIX YacTbio 1 HacToAweNn
CTaTbW, fABAAETCA MpeacTaB/eHMe HeobxoaumbiX AAs NPOBeAeHUA NPesyCMOTPEHHbIX 3KCMepTus
OOKYMEHTOB B HENOJIHOM 06beMe AN HenpeacTaBAeHNe 3aABUTENIEM B YCTAHOB/IEHHbI CPOK OTBETa Ha
3anpocC YNO/HOMOYEHHOrO pefepasbHOro opraHa MCNONHUTENbHOM BNACTW, a TaKXe npeactaBieHue
OOKYMEHTOB, HE COAEPKALLMX NCHEPNbIBAOLLENO NepeyHa HeObX0AMMbIX CBEAEHWN.



Cratba 20. DKcnepTMsa [OOKYMEHTOB, MNPeACTaBAEHHbIX AnA OnpeaeneHua BO3MOMXKHOCTU
paccMmaTpuBaTh JIEKApPCTBEHHbIM npenapaT 444 MeAMUMHCKOrO MNPMMEHEHUA MpPU  OCYLLECTBEHUU
rocyAapCTBeHHOM PerncTpauumn B Kayectse opdpaHHOro NekapcTBEHHOro npenapara

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. dKcnepTU3a AOKYMEHTOB, NpPEeACTaB/IeHHbIX AN OonpeAeseHns BO3MOXHOCTM paccMaTpuBaTh
NIEKAPCTBEHHbIN npenapat Ana MeAMUMHCKOro MPUMEHEHUA MPU OCYLLEeCTBAEHUM FOCYAapCTBEHHOM
perncrpauum B Kadectse oppaHHOro SIeKapCTBEHHOrO NpenapaTa, COCTaBAeHMe KOMUCCUEN IKCNepToB
3aK/IIOYEHMA O BO3MOMKHOCTM WMAN HEBO3MOKHOCTM pPacCMaTpMBaATb JIEKApPCTBEHHbIM npenapat Aand
MEeAUNLMHCKOrO MNPUMEHEeHMA NpPU  OCYLLECTBNEHUN T[OCYAaPCTBEHHOM peructpauum B KayecTse
opdaHHOro NeKapcTBEHHOro npenapata M HanpaB/ieHWe AaHHOro 3aK/YeHUs B YNOJIHOMOYEHHbIN
denepanbHbIi OpraH MCNOAHUTE/IbHOM BAACTM OCYLLECTB/AIOTCA B CPOK, HE NMpeBblluatolwmnii TpuaLaTm
pabounmx pgHelt €O AHA MOJIyYeHUSA 3SKCMEPTHbIM YyUperKAeHWeM 3af4aHuA  YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOIHUTENIbHOM BNACTU U B 3/IEKTPOHHOM dopme MM Ha ByMarKHbIX HOCUTeNAx
HEeobX0AMMbIX OOKYMEHTOB, YKasaHHbIX B NyHKTax 1, 2, 5, 6, 10 yactu 4 n B 4yactm 7 ctatbu 18
HacToAwero ®eaepasibHOro 3aKOHa.

2. [loKyMeHTbl, coaeprKalimeca B PEerucTpaLMoOHHOM [0Cbe Ha JIeKapCTBEHHbIA npenapaT U
NOCTYNMBLUME Ha BYMarKHbIX HOCUTENAX B SKCMEPTHOE yUupeKaeHne ANA OCYLEeCTBAEHMA UX SKCMEePTU3bl
AN onpeaeneHuMa BO3MOMHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIM MpenapaT Aaa MegULMHCKOro
NpUMeHeHMs B KayecTBe Op¢aHHOIO NEeKapCTBEHHOro mnpenapata, nNoAjeKaT BO3BpaTy B
YNONHOMOMYEHHbIN deaepanbHbii opraH MCNOJAHUTENBHOW BAACTU OAHOBPEMEHHO C 3aK/HOYEHMAMM
COOTBETCTBYIOLLNX IKCMEPTU3.

Cratba 21. PeweHMe O BO3MOXKHOCTM PacCMaTpMBaTb JIEKAPCTBEHHbIM npenapat npu
OCYLLECTB/IEHNN FOCYAaPCTBEHHOW PerncTpaLmmn B KadecTse opdaHHOro IeKapcTBEHHOro Npenaparta
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He npeBbllWaloWwmii NATM paboumx AHEe Co AHA NOAYYEHUA 3aKN0UYEHMUSA, YKa3aHHOro B
yactm 1 crtatbm 20 HactoAwero PeaepanbHOro 3aKoHa, YNOJAHOMOYEHHbIM ¢eaepanbHbii OpraH
NCMONHUTENbHON BNACTU OCYLLECTBAAET OLEHKY MNOMYYEHHOTO 3aK/AOYeHUA ANA onpedeneHus ero
COOTBETCTBMS 33JaHWMI0O Ha NPOBEAEHWE COOTBETCTBYIOLLEM IKCMEPTU3bl U YBELOMSET 3aABUTENSA B
3/IEKTPOHHON QOopMe MAM Ha OyMa)KHOM HocCuTesle O pesy/ibTaTax MPOBEAEHHOW 3KCnepTusbl C
NPUNONKEHNEM KOMUM IKCNIEPTHOTO 3aK/I0YEHUSA (C COXpPaHEHNEM KOHOUAEHLMANBbHOCTU MHGOPMALLUM O
COCTaBe 3KCMNEepPTHOM KOMMCCMM) M O BO3MOMKHOCTM WAM  HEBO3MOXKHOCTM  pPaccMaTpuBaTb
NleKapcTBEHHbIM npenapaT 418 MeAMUMHCKOTO NMPUMEHEHUS MPU OCYLLECTBAEHUMU TOCYAAPCTBEHHOM
pernctpauum B Kayectee opdaHHOIo NEKAPCTBEHHOrO Npenapara.

2. Mpw BbIHECEHWM KOMMUCCMEMN 3SKCMEPTOB 3aK/MIOYEHWS O BO3MOMKHOCTM PacCMaTpUBaTb
NleKapcTBEHHbIM npenapaT 418 MeAMUMHCKOTO NMPUMEHEHUS MPU OCYLLECTBAEHUMU TOCYAAPCTBEHHOM
pernctpauum B KayectBe Op¢aHHOrO JIeKapCTBEHHOrO MpenapaTta YrnoJIHOMOYEHHbIN denepanbHbIii
OopraH MCMONHWUTENbLHOW B/IAaCTU B CPOK, He MpeBbIWaloWMIA NATM pabounx AgHel co AHA NosyyeHus
AAHHOrO 3aK/YeHnn, NPUHUMAET pelleHne O Bblgaye 3afaHnA Ha NPoBeAeHMEe IKCNepPTM3bl KayecTea
NeKapCcTBEHHOTO CPEeACTBa W 3KCNEepPTM3bl OTHOLWEHWA OXMAAEMON MNO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHMA NIeKapCTBEHHOro npenapaTta AN MeAMUMHCKOro MPUMEHEHUA B MOPAAKE YCKOPEHHOW
npoueaypbl 3KCNepTM3bl /IeKApCTBEHHOrO CPeacTBa B COOTBETCTBMM CO CTaTbeld 26 HacToALWLero
denepanbHOro 3akoHa.

3. B c/lyyae NpUHATUA peLleHna O HEBO3MOMKHOCTM PacCMaTpPMBaTb €KaPCTBEHHbIM Npenapat ann
MeAMLMHCKOrO MPUMEHEHM MNpPW  TOCYAapCTBEHHOW  perMcTpauMuM B Kadectse opdaHHOro
NleKapCcTBEHHOrO npenapata YNoAHOMOYEHHbIN deaepanbHblii  OpraH MCMOAHUTENbHON BNACTM
npekpawaer npoueaypy rocyAapCTBEHHOM perucrTpauuu AeKapCcTBEHHOro npenapaTta. 3asABuTeNb
BNpaBe 06pPaTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3asfB/IEHWEM O TOCYAApPCTBEHHOW perncrpauunm
YKa3aHHOro N1eKapCTBEHHOrO Mpenaparta B COOTBETCTBUM CO CTaTbell 18 Hactoawero depepanbHoro
3aKOHa.

CraTba 22. YTpaTtuna cuny ¢ 1 niona 2015 roaa. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-$3.



CraTtba 23. JKCnepTM3a KayecTBa 1eKapCTBEHHOMO CPEeACTBA M IKCNEPTM3a OTHOLEHNA OXUAAEMON
NoNb3bl K BO3MOXHOMY PWCKY MNPUMEHEHUA JIEKapCTBEHHOro npenapata Anf  MeAMUMHCKOro
npMMeHeHuA

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 9KcnepTn3a KayecTBa JIEKAPCTBEHHOrO CPEeACTBA U IKCNEPTM3a OTHOLIEHMA OXKNAAEMON MONb3bl
K BO3MOXHOMY PUCKY NMPUMEHEHWS NEeKapCTBEHHOro npenapata Aasa MeAULMHCKOro MpUMEHEHMUS,
COCTaB/IEHME KOMUCCUSAMM IKCMEPTOB 3aK/OYEHWM MO pe3y/ibTaTaM MPOBEAEHHbIX 3KCNepTus u
HanpaBAeHMe 3TUX 3aKAOYEHUI B YNONHOMOYEHHbIV deaepanbHbiii opraH UCNOAHUTENIbHON BAACTU
OCYLLECTBAAIOTCA B CPOK, HE MPEBbILIAOWMNI CTa AecATU paboumnx AHel co AHA NOAYyYEeHUA SKCNEPTHbLIM
yuperKaeHMeM COOTBETCTBYIOLLENO 334aHMA YNOJTHOMOYEHHOMO deaepanbHOro opraHa UCNONHUTEIbHOM
BNACTU U HEOBXOAMMbIX JOKYMEHTOB B 3/1EKTPOHHOMN Ppopme UAN Ha ByMarKHbIX HOCUTENAX.

2. B TeueHWe AeBAHOCTA OHEW CO AHA NONYYEHUA PELUEHUA YNOJHOMOYEHHOro denepanbHOro
opraHa MCNOMHUTENbHOW BAIAaCTU O NPOBEAEHUN SKCNEepTU3, NPeayCMOTPEHHbIX YacTbto 1 HacToswei
CTaTbM, 3aABUTENb NPEACTABAAET B IKCMEPTHOE yypexkaeHWe ANA NPOBEAEHMA SKCMEePTU3bl KayecTsa
NIeKapCTBEHHOrO cpeacTBa 0b6pasubl SIEKAPCTBEHHOrO MpenapaTa ANA MeAMLMHCKOrO NpUMEHEHMS,
NpPOu3BEeAEHHOIO B COOTBETCTBUM C TPeHOBAHMAMM OMbITHO-MPOMBILLIEHHOTO U (M) NPOMBILIEHHOIO
PernameHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB, a TaKXKe B
COOTBETCTBYHOLLMX CAyYanax 06pa3Lbl papmaueBTMYecKoin cybCcTaHLmMm, TECT-LUITaAMMA MUKPOOPraHU3MOB,
KyNbTYpbl KNETOK, 06pasLbl BELLECTB, NPUMEHAEMbIX 41 KOHTPOSA KayecTBa IEKapCTBEHHOIO CpeaCcTBa
nyTem CPaBHEHMA C HUMMU UCCIeQYEMOro 1EKAaPCTBEHHOTO CPeACTBa, B KOAMYECTBAX, HEOOX0ANUMBbIX ANs
BOCMPOM3BEAEHMA METOA0B KOHTPO/IA KayecTsa.

3. Mpn nonyyeHuMn 06pasLOB JIEKAPCTBEHHOrO npenapata U dapmaLeBTUYecKon cybcTaHumm
3KCMepTHOe yypexkaeHWe BblhaeT 3asBUTEN0 AOKYMEHT, MOATBEPKAAIOWMIA MONyYeHUe YKasaHHbIX
06pasuoB, 1 B CPOK, He NpeBblllatoWwmii Tpex paboumx gHel, yBeaoMAAET B 3/1IEKTPOHHOMN popme UK Ha
6ymaxKHOM HocuTesie 06 3TOM YNOJHOMOYEHHbIN deaepanbHbIi OpraH UCNONHUTEIbHON BACTW.

4. YKa3aHHble B 4acTaAX 2 U 3 HACTOALLEM CTaTbM CPOK 419 NpeacTaBieHus 3asBuTeieM ob6pasLos
JIeKapCTBEHHOro npenapaTta M $papmMaueBTUYECKON CybCTaHUMM M CPOK YBEAOMIEHUA 3SKCNEpPTHbIM
yyperkaeHmem o6 3TomM Ha OymaxKHOM HocuTene YnoJHOMOYEeHHOro d¢eaepanbHOro opraHa
WCNONHUTENbHOM BNACTU HE BKAKOYAOTCA B CPOK MPOBEAEHMUA IKCNEPTU3, NPEAYCMOTPEHHbIX YacTbio 1
HaCTOALLEN CTATbMU.

5. [OKYMeHTbl, NOCTYyNUBLUME B I3KCMEPTHOE YyuperKAeHMe [ANA NPOBEeAEHUA 3IKCMepTuUs,
NpeAyCMOTPEHHbIX YacTbto 1 HacToAwel cTaTbW, MoANexaT BO3BpaTy B  YMNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMOAHUTENBHON BAACTU OAHOBPEMEHHO C 3aKAOYEHUAMMU, MOJAYYEHHBIMU MO
pe3ynbTaTam COOTBETCTBYHOLMX IKCNEPTU3.

CraTtba 24. 3KCI'IepTM3a KavyecCTBa /1IeKapCTBEHHOIO CpeacTsa U a3KCNepT3a OTHOWEHUA O)KM,CI,BEMOﬁ
NnoNb3bl K BO3MOXHOMY pPUCKY TMNPUMEHEHUA JNEKAPCTBEHHOIO npenaparta 44 BETEPUHAPHOro
npumeHeHunAa

1. IKcnepTn3a KayecTBa JIEKAPCTBEHHOrO CPEeACTBA U IKCNEPTM3a OTHOLIEHMA OXKNAAEMON MONb3bl
K BO3MOXHOMY PWCKY MPUMEHEHWSA NEeKAapCTBEHHOro npenapaTta 418 BeTepPUHAPHOro MPUMEHEHMS,
COCTaB/IEHME KOMMUCCUSIMM 3IKCMEPTOB 3aK/OYEHMI NO pe3y/nbTaTamM  YKasaHHbIX 3KCneptus u
HanpaBAeHMEe TaKUX 3aKJAYEHU B YNONHOMOYEHHbIN dpenepanbHbii OpraH UCNOAHUTENbHON BAACTU
OCYLLLECTB/IAIOTCA B CPOK, HE MPEBbILIAOWUI CTa AecATU pabounx AHel co AHA NoAyYeHUa SKCNepPTHbIM
yyperKaeHMem 3afaHus  ynosHOMOYeHHoro ¢denepasbHOro opraHa WCNOAHUTENbHOM BAacTM C
OOKYMeHTaMM, YKa3aHHbIMM B YacTu 3 cTaTbk 17 HacToawero denepanbHOro 3akoHa.

(B pen. PepepanbHbIX 3aKkoHOB 0T 22.10.2014 N 313-d3, o1 13.07.2015 N 241-93)

2. B TeyeHue nAaTHaguaTM pabounx AHeW CO AHA NOAYYEHUA PELUEHWUA YNOJHOMOYEHHOrO
benepanbHOro opraHa UCNOAHUTENbHOM BAIACTU O NPOBEAEHUM YKA3aHHbIX B YacTu 1 HacTosLLel CcTaTbu
3KCNnepTU3 3aABUTENb NPELCTAaBASAET B SKCNEPTHOE yUpeXKAeHMEe AN NPOBEeAEeHUs SKCNepTU3bl KauyecTsa
NIeKapCTBEHHOrO CcpeacTBa 06pa3Lbl NIEKAPCTBEHHOrO Npenapata A/A BETEPUMHAPHOrO MPUMEHEHMUS,
NPOW3BEAEHHOIO B COOTBETCTBUM C TPebOBaHMAMM TEXHONOrMYECKUX PEFAMEHTOB, YTBEPHAEHHbIX



pyKoBOAMUTENIEM NPOU3BOAMUTENS NIEKAPCTBEHHbIX CPeacTB, a TakKe obpasel, dapmaleBTUYECKOM
CybCTaHUMKM B KOSIMYECTBAX, HEO6XOAMMbIX 419 BOCMPOU3BEAEHNA METOL0B KOHTPOSA KayecTBa.

3. Mpn nonyyeHuMn 06pasLOB JIEKAPCTBEHHOrO npenapata U dapmaLeBTUYecKon cybcTaHuum
3KCMepTHoe yypexKaeHWe BblhaeT 3asBUTEN0 AOKYMEHT, NMOATBEPKAAIOWMIA MONyYeHUe YKasaHHbIX
06pasuoB, M B CPOK, He NpeBblllaloWwmii Tpex pabounx AHeRn, yBeaomMasieT B NMCbMeHHON dopme o6
3TOM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOAHUTENBHOM BNACTU.

4. Cpok A4ns npeacrtaBneHusa 3asBuTenieM 00pasLOB  /JIEKAapCTBEHHOro npenapata M
dbapmaueBTUYECKON CybCTaHUMM U CPOK YBEAOMIEHUA SKCNEpPTHbIM y4ypexgeHuem o6 3Tom B
NUCbMeHHOM popme ynosHOMoYeHHOoro deaepasbHOro opraHa UCMNOJIHUTENbHOW BAACTU, YKa3aHHble B
yacTax 2 U 3 HaCTOALLEN CTAaTbM, HE BK/KOYAIOTCA B CPOK MPOBEAEHMA YKa3aHHbIX B YacTu 1 HacToAwen
CTaTbM 3KCNEPTH3.

5. lOKyMeHTbI, NOCTYNMBLUME B SKCNEPTHOE yYpeaeHMe 1A NPOBeAeHUA YKa3aHHbIX B YacTu 1
HacToAWEN CTaTbW SKCNEPTU3, MOANeKaT BO3BpPaTy B YMNOJHOMOYEHHbIA deaepanbHblit oOpraH
NCNONHUTENbHOM BNACTU OAHOBPEMEHHO C 3aK/IH0YEHUAMM NO Pe3y/IbTaTaM YKa3aHHbIX SKCNepPTUs.

CtaTba 25. MoBTOpHOE NpoBeeHMe 3KCNepTU3bl 1IeKapCTBEHHbIX CpeacTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx HeoCTaTOYHOMW 06OCHOBAHHOCTM UM HEMOAHOTbI 3aKNH0YEHUA KOMUCCUM SKCNEPTOB,
HaAUuMA B HeM MPOTUBOPEUMBLIX AaHHbIX, PpanbCUPUKALMN BbIBOAOB IKCNEPTU3bl IEKAPCTBEHHOIO
CpeAcTBa, COKPbLITUA OT YNOJHOMOYEHHOrO ¢peaepasbHOro opraHa UCNOIHUTEIbHOW BACTU OCHOBAHWUIA
ANA  OTBOAA 3KCMepTa BC/AEACTBME ero 3aMHTepecoBaHHOCTM B pesy/ibTaTaXx COOTBETCTBYIOLLEN
3KCMepTU3bl, HaNMUMA [AaHHbIX O MNPAMOM /AMBO KOCBEHHOM BMeLIaTeNbCTBE B  MpoLecc
COOTBETCTBYIOLLLEN SKCMEPTU3bI /1ML, HE Y4yacTBYIOLIMX B ee NPoBeAeHUN, HO OKas3aBLUMX BAUAHME Ha
npoLecc n pesynbtaTbl ee NpoBeaeHUs, YNOoJHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTENbHOM
BNACTM Ha3Ha4yaeTCsa MOBTOPHAA IKCNepTU3a IeKapCTBEHHOrO CPpeacTBa 1 (Mn) STUYecKas aKcnepTm3a.
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. MNoBTOpHaA 3KcnepTU3a NeKapCcTBEHHOro CpeacTsa MPOBOAMTCA C YYETOM pesy/bTaToB paHee
NpoBeAEHHOW 3KCMEePTU3bl B CPOK, YCTaHOBAEHHbIN YMNOAHOMOYEHHbIM deaepanbHbIM OpraHom
NCMONHUTENbHOM BAACTU N He NPEBbILWaoLWMIA TPUALATU paboumnx AHeN co AHA NOAYYEHMA IKCMEPTHbIM
yuypexKaeHmem 3aaHna Ha NpoBedeHne NOBTOPHOM 3KCNePTU3bl IeKapCTBEHHOIO CpeacTBa.

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

3. duHaHcoBoe obecneyeHWe BbINONHEHUS 3afaHUA Ha NpoBeAeHWe NOBTOPHOW 3KCNEepTU3bI
NIeKapCTBEHHOro CpeAcTBa He oCcyLecTBAseTCA.

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

CraTbs 26. YCKOpeHHasn npoueaypa 3KCnepTUsbl N1EKAPCTBEHHbIX CPEACTB

1. YckopeHHas npoueaypa 3KCNEpTU3bl IeKapCTBEHHbIX CPeACTB B LEeNAAX rocyaapcTBeHHOM
perucTpauumn leKapcTBeHHbIX MNpenapaToB NPUMEHNETC B OTHOLWEHUU opdaHHbIX NeKapCTBEHHbIX
npenapaTtos, NepBbiX TPEX JIeKapCTBEHHbIX MPenapartos, perucTpupyembix B Poccunitickon ®Peaepauumn 8
KayecTBe BOCMpPOU3BEAEeHHbIX JIeKapCTBEHHbIX MPenapaTtoB, ovyepeAHOCTb KOTOPbIX onpeaenseTcA B
COOTBETCTBMM C HOMEPOM W [aToi BXOAAWMX 3aABAEHUA O rOCYAAapPCTBEHHON perncrpauuu
JIeKapCTBEHHbIX MPenapaTtoB B pamKax OAHOTO MeMAyHapoAHOro HenaTeHTOBaHHOrO HaMMeHOoBaHWA
JIeKapCTBEHHOro npenapata MAWM TPYMNNMPOBOYHOTO HaMMEHOBaHUA JfIeKapCTBEHHOro npenapara, U
NIeKapCTBEHHbIX npenaparos, npeaHasHavyeHHbIX NCKAIOUYUTENIBHO ana npuMmeHeHua
HEeCoBepLUEHHONETHUMM rPpasKaaHamMm.

(B pen. PepepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, o1 13.07.2015 N 241-93)

2. YcKopeHHas npoueaypa 3KCNepTUsbl JIeKapCTBEHHbIX CPeACTB B LEAAX rocyaapcTseHHoM
perucTpauumn NeKapcTBeHHbIX NpenapaToB He NPUMeEHAETCA B OTHOLEHUK:

1) 6uoaHanorosbix (6MONOA0OHbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NeKapCTBEHHbIX MNpenapaToB (3a MCKAOYeHUeM OopdaHHbIX JIeKapCTBEHHbIX
npenapartos);



3) BOCMpOM3BEAEHHbIX JIEKAPCTBEHHbIX NPenapaTtoB (33 WUCKAOYEHWEM MepBbiX Tpex
pernctpupyemolx B Poccuitickoii Pepepaumm B KayecTBe BOCMPOU3BEAEHHbIX J1IEKAPCTBEHHbIX
NnpenapaTtoB W JIEKAapPCTBEHHbIX MPENnapaToB, MNpeAHA3HAYEeHHbIX WCKAOUYUTENBHO ANA NPUMEHEHUA
HEeCOBEpPLUEHHONIETHUMMU rPpaXKaaHamm);

4) HOBbIX KOMBUHALMIA 3aPErMCTPUPOBAHHBIX PAHEEe NEKAPCTBEHHbIX NPENapaTos;

5) nekapcTBEHHbIX NpPenapaToB, 3apPernmcTPUPOBAHHbLIX pPaHee, HO MPOU3BEAEHHbIX B OPYIrUX
NleKapcTBeHHbIX popMax B COOTBETCTBUU C NEPEYHEM HAaUMEHOBAHWUI NeKapCTBEHHbIX GOPM M B HOBOW
[03UPOBKe.

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

3. YcKOpeHHasa npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbIX CPeACTB MPOBOAUTCA MO PELIEHUID
COOTBETCTBYIOLLErO YNOJHOMOYEHHOIO dpefepasibHOro OpraHa UCMONHUTEIbHON BNACTU Ha OCHOBAHUU
3aABNEHMA 33ABMTENA B CPOK, HE MPEBbIWAOLWNIN BOCbMUAECATU pabounx gHen. Mpu 3Tom aKcnepTM3a
OOKYMEHTOB, COAEPMKALLMXCA B PErMCTPALLUOHHOM [0Cbe Ha JIEKAPCTBEHHbIN NpenapaT, NPoBoAMTCA B
CPOK, He MpeBblWAOWMIA AecATU pabounx AHEeW, 3KCNepTM3a KayecTBa JIeKapCTBEHHOrO CpeacTBa U
3KCnepTu3a OTHOLWEHMA OXWAAEMOW MNOJb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMA NEeKapCTBEHHOMO
npenapaTta NPoBOAATCA B CPOK, HE MPEBbIAOLWNIA WecTUAeCATN pabounx aHei.

(4acTb 3 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-93)

3.1. B oTHOWeHNKN opdaHHbIX IEKAPCTBEHHbIX MPENapaToB MOryT ObITb NPeACTaBAEHbl pe3ybTaTbl
OOKIMHUYECKUX UCCNeA0BaHMIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX MCCNEA0BAHNIA IEKAPCTBEHHDbIX
npenapaTos A1 MeAULMHCKOro NPMMEHEHWA, BbIMOAHEHHbIX 33 Npeaenamn Poccuiickoit Pepepaunn B
COOTBETCTBMM C MpaBUAaMU Hag/erkawelr nabopaToOpHON MPaAKTUKM M NpaBUAAMU  HagaexKallen
KNAMHUYECKON NPaKTUKK.

(4acTb 3.1 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

4. YcKopeHHaa npoueaypa 3KCNepTusbl JIEKApPCTBEHHbIX CPeACTB MNPOBOAUTCA B NOpAAKe,
yCTaHOBNAEHHOM cTaTbamm 17 - 20, 23 mn 24 Hactoawero denepanbHOro 3aKOHA, WM He O3HayaeT
CHUXKeHUA TpeboBaHUi K 6e3onacHoOCTH, KavyecTBy U 3PPEKTUBHOCTU IEKAPCTBEHHbIX NpPenapaTos.

Cratba 27. PelueHne o rocygapCTBeHHOM perncTpaumnmn 1eKapcTBeHHoro npenapara

1. B cpoK, He npeBblWaoWwmnii gecatn paboumx gHel co AHA MOAYYEHMS 3aKNUYEHUIA KOMUCCUM
3KCMePTOB MO pesy/abTaTaM 3KCMNepTM3bl KauyecTBa JIEKAaPCTBEHHOMO CPeACTBa M 3KCMEepTU3bl OTHOLWEHUA
0XMOAEeMOM  NOMb3bl K  BO3MOMKHOMY PWUCKY MNPUMEHEHWUA  NEKAPCTBEHHOrO  Mpenapara,
COOTBETCTBYIOLWMI YNOJTHOMOYEHHbIM degepanbHbli OpraH UCMONHUTEIbHOM BNACTU:

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

1) pasmeLaeT Ha cBoeM opULManbHOM caiiTe B ceTu "MIHTepHeT" cooTBETCTBYIOLWME 3aKNHUYEHMUA
KOMMCCUM 3IKCNEPTOB M OCYLLECTBAAET WX OLEHKY ANSA OnpeaefieHns COOTBETCTBMA 3a4aHWI0 Ha
npoBeAeHue 3TUX IKCNepTHs;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NPUHUMAET pelleHWe O rocyAapPCTBEHHOMN perncrpauMu JeKapcTBeHHOro npenaparta uau ob
OTKase B rocyapCTBEHHON perucTpaLmm 1eKapcTBEHHOTO NpenapaTa;

3) BHOCUT NpU NPUHATUN PELLEHNA O rOCYAaPCTBEHHON PErucTpauumn AeKapcTBeHHoro npenapara
JaHHble O 3aperucTpMpoBaHHOM JieKapCcTBEHHOM MpenapaTte, B TOM 4ucie o dapmaleBTUYECKOM
cybcTaHUMKM, BXOAAWEM B COCTaB /IeKApCTBEHHOro npenaparta, B rOCYAapCTBEHHbIM peecTp
NeKapcTBEHHbIX CPEACTB M BblAaeT 3anABMTEN0 PernmcTpaumoHHOEe YAO0CTOBEpEeHWe NeKapCTBEHHOro
npenapata, ¢opma KOTOPOro yTBEPXAAeTca  YMNOJAHOMOYEHHbIM  degepanbHbiIM  OpraHom
NCMONHUTENbHOW BAACTWU, COrNacoBaHHble HOPMATMBHYIO AOKYMEHTaLMIO, HOPMATUBHbIN AOKYMEHT,
WHCTPYKLMIO MO NPUMEHEHMUIO IEKaPCTBEHHOro NpenapaTa U MaKeTbl NePBUYHOM YNAaKOBKU M BTOPUYHOW
(noTpebuTenbcKoi) YMaKOBKM C yKasaHMEM Ha HWX HOMepa pPerncTpaumMoHHOro YAOCTOBEpPeHun
NleKapcTBEHHOro npenapaTta M AaTbl €ro rocyAapCTBEHHOW perncTpaumm WaM B Caydae MNPUHATUA
peweHna o6 OTKase B rocyAapCTBEHHOM PEerucTpauumn JeKapCTBEHHOro npenapaTta yBegoMAseT B
NUCbMEHHON ¢opme 3aaBuTENs 06 3TOM C yKasaHMEM MpPUYMH TaKoro OTKasa. 3a Bblgauy
PEerncTpaunoHHOro yA0CTOBEPEHWA IEKAPCTBEHHOrO NpenapaTta B3MMaeTCs rocy4apcTBeHHan NowMHa
B COOTBETCTBMM C 3aKOHOZAATeNbCTBOM Poccuitickoli degepaumm o Hanorax u cbopax.

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



2. OcHoBaHMeM pAnA OTKa3a B rOCyAapCTBEHHOW perucTpauum JIeKapCTBEHHOro npenapara
ABNAETCA pelleHMe COOTBETCTBYHOLWEro Yrno/JIHOMOYEHHOro deaepanbHOro opraHa MCNOJHUTENbHOM
B/1aCTU O TOM, UYTO Ka4yecTBO U (Mnn) ahpHEeKTUBHOCTb PErucTpMpyemoro AekapCcTBeHHOro npenapara He
NoATBEPXKAEHbI NMONYYEHHBIMW AAHHBIMU MM YTO PUCK NPUUYMHEHMA Bpeda 340POBbH YeN0BeEKa UM
KMBOTHOFO BC/AeACTBME TMpUEemMa NeKapCTBEHHOro npenapata npesBbiwaetr 3¢EeKTUBHOCTb ero
NPUMEHEHMUA.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

3. loBTOpHOE npeAcTaBieHMEe B COOTBETCTBYHOLWMA YNOJAHOMOYEHHbIN deaepanbHbii opraH
WUCMOIHUTENIbHOM BAACTU JIEKAPCTBEHHOrO npenapaTta, B OTHOLWEHMW KOTOPOro MojlydeH OTKas B
rocyAapCTBEHHOM perucTpauum u KOTopblid BNOCAeACTBMU NOABEPICA U3MEHEHUIO B YaCTU ero CocTaBa,
paccMaTpUBaETCA Kak NpeacTaB/ieHne HOBOrO JIEKAPCTBEHHOrO Mpenapata Ha ero rocyAapCTBEHHYH
perncTpaumio He3aBUCUMO OT COXPaHEHUSA ero NepPBUYHOTO HAMMEHOBAHUA.

(4acTb 3 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-93)

Cratba 27.1. MopAapoK onpegeneHns B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX MpPenapaTtos AnA
MeaMUMHCKOTro NpMMeHeHUsA
(eBepeHa ®epepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. B3aMMoO3aMeHAeMOCTb JNEKApPCTBEHHbIX MNPEnapaTtoB A8 MeAMUMHCKOro NpUMEHEHMUA
onpeaensaeTca B NopaaKe, yctaHoBneHHoOM [paButenbctBom Poccuiickoit depepalmm, Ha OCHOBAHUMU
cneayroLWwmx napameTpos:

1) akBMBaneHTHocTb (ana 6uoaHanoroBbix (6MOMNOAOOHbLIX) /NIEKAPCTBEHHbIX MNpPEnapaTos
(bnoaHanoros) -  CONOCTaBMMOCTb)  KAYeCTBEHHbIX W KOJIMYECTBEHHbIX  XapPaKTepPUCTUK
dapmaueBTMUYeCKUX cybcTaHUNI (MCNob30BaHWE Pa3NNYHbIX coJield, 3GMPOB, KOMMIEKCOB, N30OMEPOB,
Kpuctannumyecknx ¢Gopm M apyrux NpousBOAHbIX OOHOTO U TOrO e AEeNCTBYIOLWEro BeLecTBa He
ABNAETCA NPenATCcTBUEM A1 B3aMMO3AaMEHAEMOCTM JIEKAapPCTBEHHbIX MpenapaToB, ecan npu
npoBeAeHUU UcCNeaoBaHMa OMOSKBMBANEHTHOCTM JIEKAPCTBEHHOrO Mpenapata WAM B Caydae
HEBO3MOYHOCTU MPOBEAEHUSA 3TOr0 MCCAeL0BaHUA NPU NPOBEAEHMM UCCeA0BaHUA TepaneBTUYECKOoM
SKBUBAJIEHTHOCTM NIEKAPCTBEHHOIO NpenapaTta A0Ka3aHO OTCYTCTBUE KAMHMYECKM 3HAUYMMbIX PasnMyunii
bGaPMaAKOKMHETUKM U (M) 6e3onacHOCTM U 3GDEKTUBHOCTM JIEKApCTBEHHOro npenapaTta  Ans
MeANLNHCKOTO NPUMEHEHUA);

2) 3KBMBaNEHTHOCTb IeKAPCTBEHHOW GOPMbI (NOA, SKBMBANEHTHBIMW IEKAPCTBEHHBIMU GOpMamu
NMOHUMAIOTCA PasHble SeKapcTBeHHble GOpPMbl, MMetoLWMe OAMHAKOBble CMOCOb BBeAEHWMA U Cnocob
npumeHeHua, obnagatoume CONocTaBUMbIMU  GAPMAKOKMHETUYECKMMU  XapPaKTEPUCTUKAMU U
bapmaKkosormyeckum  genctemem M obecneumBatlowmMe  TaKKe  AOCTUXKEHWe  HeobxoauMmoro
KAUHUYecKoro addeKrta. Pasnmuma nekapcTBeHHbIX GOPM He ABAAIOTCA NPEenATCTBMEM A/A  UX
B3aMMO3aMEHAEMOCTU, eCN NpU NPOBEeLEHUU UCCNef0BaHUA BMOSKBUBANEHTHOCTU NEKAPCTBEHHOIO
npenapata MAM B C/Ay4ae HEBO3MOXKHOCTM MPOBEAEHMA 3STOr0 MCCAeLOBaHUA NPU MNPOBeAEHUM
nccneoBaHUA TepaneBTUYECKON SKBUBANEHTHOCTM SIEKAPCTBEHHOrO MpenapaTta A0Ka3aHo OTcyTcTeue
KAMHUYECKM 3HAUYMMbIX pPasanymii  GapMaKoOKMHETUKM U (unaun) 6esonacHocT™ UM 3¢ EEKTUBHOCTU
JIeKapCTBEHHOrO Npenapara 418 MeguLMHCKOTro NPUMEHEHUS);

3) 3KBMBaANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB /IEKaPCTBEHHOIO
npenapata Ans MeAMUMHCKOrO MNpuUMeHeHus (pas/inims  cocTaBa BCMOMOTaTe/bHbIX BELLEecTB
JIeKapCTBEHHOrO npenapata gas MeAMUMHCKOrO MPUMEHEHMA He ABAAKTCA NPensTcTBMEM ANA WX
B3aMMO3aMEHAEMOCTU, eCN NPU NPOBEeLEHUMU UCCNef0BaHUSA OMO3KBMBANEHTHOCTU NIEKAPCTBEHHOIO
npenapata gas MegULMHCKOTO MPUMEHEHUS WM B C/ly4ae HEBO3MOXKHOCTM MPOBEAEHMA 3TOrO
nccnegoBaHNA Npu NpPoBeAeHUU UCCNef0BaHUA TepaneBTUYECKON 3KBMBAZIEHTHOCTU JIEKAPCTBEHHOIO
npenaparta Ana MeAMUMHCKOrO NPUMEHEHMA [O0KA3aHO OTCYTCTBME KAMHMYECKM 3HAUYMMbIX Pasanyumii
$GaAPMaAKOKMHETUKM U (Man) 6e3onacHOCTM U 3GDEKTUBHOCTU /JIEKAapCTBEHHOro npenapaTta  Ans
MeANUMHCKOTO npumeHeHuA. MNpu 3ToOM pasnnumMa coCTaBa BCMOMOraTe/ibHbIX BELLECTB HE A0/KHbI
NPUBOAMTL K PWUCKY BO3HMKHOBEHMA CEPbLE3HbIX HE)KeNaTeNbHblX pPeakuMi Yy OTAEeNbHbIX rpynn
NaLMeHTOB WM NOBbILLIEHWUA YAaCTOTbl UX BO3HUKHOBEHWA);

4) naeHTUYHOCTb cnocoba BBeAEHUA U NPUMEHEHMUS;



5) oTcyTcTBME  KAMHMYECKM  3HAYMMbIX  PasAnuMii  MNpuM  NpPoBeAEeHUU  UcCnenoBaHuA
6103KBMBANIEHTHOCTM NIEKAPCTBEHHONO MpenapaTa WAM B C/ly4ae HEBO3MOXKHOCTM MPOBEAEHMA 3TOro
NUCCNefOBaHUA OTCYTCTBME KAMHUYECKM 3HAYMMBbIX PasvyMiA NoKasaTenei 6He3omacHOCTM U
3pPEeKTUBHOCTM NleKapCTBEHHOrO Mpenapata nNpuM NPOBEAEHUMM WCCNEAOBAHUA TepaneBTUYECKOM
S9KBMBANEHTHOCTU. [laHHbIA MapameTp He nNPUMEHAETCA B OTHOLWEHWMM BOCMPOM3BEAEHHbIX
NIeKapCTBEHHbIX NMPenapaToB, yKa3aHHbIX B YacTh 10 ctatbm 18 HactoAawero degepanbHOro 3akoHa. B
OTHOLLEeHMN BbroaHanorosbix (6LMONOA06HbIX) IeKapCTBEHHbIX NpenapaTtos (buoaHanoros) AaHHble 06
OTCYTCTBMU KAMHMYECKU 3HAUYMMbIX pa3nmunii 6esonacHoctn, 3GPEKTUBHOCTM M MMMYHOTrEHHOCTU
NIeKapCTBEHHOrO  Mpenapata MO pe3ynbTaTaM  MNPOBEAEHUA  KAWHUYECKUX  UCCAefOoBaHWM
NpeaoCcTaBAATCA B NOPAAKE, YCTAHOBAEHHOM HaCTOALLEN YacTblo;

6) cooTBeTCTBME NpPOU3BOAMTENS JIEKAPCTBEHHONO CpeacTBa TpeboBaHWMAM Haanexkallen
NPOW3BOACTBEHHOMN MPAKTUKW.

2. CpaBHeHVe NapaMeTpoB PErnmcTpUMpyeMbIX NEKAPCTBEHHbIX MPenapaToB ANA MeLULMHCKOro
NPUMEHEHMA OCYLLECTBAAETCA KOMWUCCUMEN SKCMEPTOB IKCMEPTHOMO Y4YpexaeHua npu NpoBeAeHUM
3KCnepTU3bl TaKMX SIEKAPCTBEHHbIX NPENAapaToB B NPOLECCe UX FOCYAaPCTBEHHONM pernctpaumm. Boisoabl
9KCMepTOB O B3aMMO33aMEHAEMOCTU MWW HeB3aMMO3aMEHAEMOCTM JIEKAapPCTBEHHbIX NpenapaTtoB AN
MeANUMHCKOTO MPUMEHEHUs, CAEeNaHHble B pe3yabTaTe 3TOr0 CpPaBHEHWUs, opopmAasatoTcA B BUAE
NPUIOXKEHNA K 3aKIOYEHMNIO IKCNEPTOB NO GopMe, YyTBEPHKAEHHON YNOAHOMOYEHHbIM denepanbHbIM
OpraHoOM UCNOAHUTENBHOW BNACTW.

3. MonoxeHna HacToAWEeN CTaTbM He PaCNPOCTPAHATCA Ha pedepeHTHble JIeKapCTBEHHbIE
npenapaTbl, N1EKAPCTBEHHbIE PACTUTE/IbHbIE NPenapaTbl, FOMeonaTUYecKue IeKapCTBEHHbIE NpenapaTbl
N NleKapCTBEHHbIE MpenapaTbl, KOTOpble paspelleHbl ANA MeAULMHCKOro npumeHeHua B Poccuitckolt
depepaunn bonee ABaALATM NET U B OTHOLIEHUM KOTOPbIX HEBO3MOXHO NPOBeAEeHME UCCAeA0BAHUA UX
6103KBMBANIEHTHOCTH.

CraTbsa 28. PeructpalMoHHoe y40CTOBEPEHNE 1IeKapCTBEHHOTO NpenapaTa

1. PernctpaumMoHHoOe yaoCTOBEPEHME JIEKAPCTBEHHOIO NpenapaTta C yKasaHWEM JIeKapCTBEHHbIX
dopm U [03MPOBOK BblaaeTca 6eccpoyvyHO, 3a UCKAOYEHMEM PErncTpaLMoHHOrO YAOCTOBEPEHUA
NIeKapCTBEHHOrO npenapaTa, BblAAaBAaeMOro CO CPOKOM AeWCTBMA NATb J1eT, Ha BnepBble
pernctpupyemole B Poccnitickolt Pepepaummn neKapcTBeHHbIe NpenapaTsbl.

2. Mo wucTeyeHUM YyKasaHHOro B YacTM 1 HacToswel cTaTbM CpOKa BblgaeTca beccpoyHoe
perncTpaunoHHoe yAO0CTOBEPEHME JIEKAPCTBEHHOrO MpenapaTta MpW YCNOBUMM NOATBEPXKAEHUA €ro
rocyapcTBeHHOM perucTpaymm.

3. B cnyyae BHeceHus B cooTBeTcTBMM cO cTaTbamn 30 n 31 HactoAwero ®PenepanbHOro 3aKoHa
M3MEHEHMN B cCoAepXKaljmecs B PEerucTpaLMoHHOM [OCbe Ha 3aperMcTpMpoBaHHbIN NEeKAaPCTBEHHbIM
npenapaTt AOKYMEHTbI, 3aTPAruBatoLWmnX CBEAEHUA, OTPAYKEHHbIE B PErUCTPALMOHHOM YyA0CTOBEPEHUMU
JIeKapCTBEHHOro npenapaTa, YNoAHOMOYEHHbIN denepasnbHblii OpraH UCNOJHUTENbHOW BAACTU BblgaeT
HOBOE PErvcTpauMoHHOE YyA0CTOBEPEHMNE IEKAPCTBEHHOIO NpenapaTa, CoAeprKallee BHECEHHbIE B HErO
N3MeHeHuA.

(4acTtb 3 BBeaeHa PenepanbHbim 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpatbl MAM MOBPEXAEHUA PErncTpaulMoHHOIO YAOCTOBEPEHUA JIEKAPCTBEHHOIO
npenapata MO 3aABAEHMIO B NUCbMeHHOW dopme aeprkaTena WAM Bnagenbla PerucTpauuoHHOro
YAOCTOBEPEHUA JIEKAPCTBEHHOMO NpenapaTa UaM YNnoJIHOMOYEHHOTO MMU APYroro pMAMYEeCcKOro Amua
0 Bblgaye  AybaAMKaTa  pPerucTpauyoHHOro  yAOCTOBEpPEeHMA  /IeKapCTBEHHOro  npenapara
YNONHOMOYEHHbIN dpeaepanbHbii opraH UCNOJIHUTENbHOM BAAcTU B CPOK, HE MpPEBbIWAOWMIA AEeCATH
pabounx AHen co AHS MOCTYN/AEHWUA 3aAB/IeHUs, BblaaeT Ay6/IMKAT PeruMcTpauMoHHOro yaoCcToBepeHns
JIeKapCTBEHHOrO npenapara. 3a Bblaady Ayb6amMKaTa permcTpaumMoHHOro ya0CTOBEPEHUA IEKAPCTBEHHOIO
npenapaTta B3MMaeTca rocyAapCcTBEHHaa MOLWAMHA B COOTBETCTBUM C 3aKOoHoAaTenbCcTBOM Poccuiickol
depepaunn o Hanorax u cbopax.

(yacTb 4 BBegeHa PenepanbHbim 3aKOHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NnprMeyaHme.



B cooTtBeTcTBUM ¢ PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3 ¢ 1 aHBapa 2017 roga cTaTbA
29 6yaeT U3noxKeHa B HOBOM peaaKuum.

Cratbsa 29. NoaTBeprKaeHWe rocyaapcTBeHHOM perncTpaumnmn 1eKapcTBeHHoro npenapara

1. NoaTBEpPXKAEHUE TOCYAAPCTBEHHOW perncTpaLum 1eKapcTBEHHOro npenaparta oCyLLecTBAAeTcs
npu Bblaavye HECCPOYHOro PErvcTPaLMoOHHOrO YAOCTOBEPEHUSA NIEKAPCTBEHHOIO Mpenaparta B ciydae,
YKa3aHHOM B 4acTuM 2 cTaTbM 28 HacTosAwero denepanbHOro 3akoHa, B CPOK, He MpeBblllaloWwmii
AeBsHOCTa paboumx AHeW CO AHS NOMYYeHUA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM denepasbHbIm
OpPraHOM MWCNONHUTENBbHOW BNACTU 3aABJEHMA O MOATBEPNKAEHUM TOCYAAPCTBEHHOM perucrTpaumm
NIeKapCTBEHHOIO NpenapaTta A1a MeAULUHCKOTO NPpUMeHeHUA, 0GOPMIEHHOTO B COOTBETCTBMM C YACTbtO
2 ctatbMu 18 HacToAwero ®enepanbHOro 3aKoHa, MBO 3aABNEHUA O NOATBEPKAEHUN TOCYAAPCTBEHHOM
perucTpauumn JIeKapcTBEHHOro npenapata ANA BeTEePUHAPHOrO MNpUMeEHeHUsA, OGOPMIEHHOTO B
COOTBETCTBMM C YacTblo 2 cTaTbM 17 HacToswero ®efepasbHOro 3aKoHa.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. NopaTBeprKAeHMe roCyAapCTBEHHOW perncTpaLmm 1eKapcTBEHHOMO npenapaTa OCyLLecTBAAeTCA
No pesynbTaTaM 3KCMepTMU3bl OTHOLEHMA OXUAAEMOM MOAb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA
NIeKapCTBEHHOrO NpenapaTa, a TaKKe 3KCMepTM3bl KayecTBa JIEKAaPCTBEHHOrO CPeaCcTBa, NPOBOAMMON B
C/ly4yae BHECEHUA U3MEHEHWU B HOPMATUBHYIO AOKYMEHTALMIO MM HOPMATUBHbIN JOKYMEHT.

(4acTb 2 B pea. PeaepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3. K 3aABNeHMIO O NOATBEPKAEHUN TOCYAAPCTBEHHOM perncTpalmm IeKapcTBEHHOro npenaparta
AN MeAULMHCKOrO NPUMEHEHUS NPUNAratoTca AOKYMEHT, NOATBEPKAAOWMNI ynaaTy rocyAapcTBEHHOM
MOW/MHbI 33 MOATBEPXKAEHUE TOCYAAPCTBEHHOW pernctpauuuM NeKapcTBEHHOro npenapaTta  Anas
MEANUMHCKOTO MNPUMEHEHUs, OOKYMEHT, COAeprKalmii pe3yabTaTbl MOHUTOPUHIa 6e30MacHOCTM
JIeKapCTBEHHOrO npenapaTa Ans MeaULMHCKOro NpumMeHeHus, NpoBoOgMMOro 3asasuTtenem, no Gopme,
YCTaHOB/IEHHON COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM dpeaepasibHbiM OPraHOM WUCMOJAHUTENIbHOM
BNACTU, AOKYMEHT, MepeBeeHHbIN Ha PYCCKMIA A3bIK, NOATBEPKAAIOWMIA COOTBETCTBME NPOU3BOAMTENS
JIeKapCTBEHHOrO npenaparta ga1s MegMLUMHCKOro MNpUMeHeHMa TpeboBaHMAM NpaBW HagfexKallen
NPOW3BOACTBEHHON MPAKTUKKU, BbIAAHHbIA  KOMNETEHTHbIM OPraHOM  CTpPaHbl MPOWU3BOAMUTENA
NIeKAapCTBEHHOrO npenapata Anf MEeAMUMHCKOTO MPUMEHEHUA M 3aBEPEHHbI B YCTAHOBJEHHOM
nopagKe, [AOOKYMEHT, nNepeBefeHHbli Ha PYCCKMIA  A3bIK, MOATBEPXKAAOWMA  COOTBETCTBME
npoussoauTens dapmaLeBTMYECKON cybcTaHumm TpeboBaHMAM npasun HaanexKallen
NPOW3BOACTBEHHON MPAKTUKKU, BbIAAHHbIA  KOMNETEHTHbIM OPraHOM  CTPaHbl MPOWU3BOAMTENA
dbapmaueBTMyeckon cybCTaHLUMKM, 3aBepeHHblit B  YCTAaHOBAEHHOM MOPAAKE W CcOAep)Kalumii
HaMmeHoBaHMe dapmaLLeBTUYECKOW cybCcTaHLMM (MeXayHApOoAHOe HeNaTeEHTOBAHHOE UAN XMMMUYECKOE
W TOProBoe HaMMeHOBaHMWA), HAMMEHOBAHME U aapec NpoussoamTens GpapmaLeBTUYecKon cybcTaHLmum,
CPOK rogHocTM dpapmaLeBTUYECKON cybCcTaHU MM,

(4acTb 3 B pea. PegepanbHoro 3akoHa ot 29.12.2015 N 389-93)

3.1. K 3asABNeHNI0 0 NOATBEPKAEHUMN TOCYAAPCTBEHHOW PErncTpaLmMm IeKapcTBEHHOrO npenapaTta
019 BETEPUHAPHOTO NPUMEHEHUA NPUIAratoTCa AOKYMEHT, MOATBEPKAAOLWMMN YNNATY rocy4apCTBEHHOM
MOW/MHLI 33 MOATBEPXKAEHUE TOCYAAPCTBEHHOW pernctpauMyM JeKapcTBEHHOro npenapaTta  Agns
BETEPUHAPHOIO NPUMEHEHUA, AOKYMEHT, COAeprKaliMi pe3ynbTaTbl MOHMTOPMHIA 6e30MacHOCTM
JIeKapCTBEHHOrO NpenapaTa, NPoBOAUMOro 3ansuTenem, no Gopme, yCTaHOBIEHHON COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU, @ TaKKe JOKYMEHTbI, YKa3aHHble B
nyHkTe 1 n nognyHktax "a", "6", "k", "n" nyHkTta 4 yacti 3 ctatbk 17 HacToswero ®eaepanbHOro 3akoHa.
(4acTb 3.1 BBeaeHa ®eaepanbHbiM 3aKkoHOM oT 13.07.2015 N 241-03)

3.2. HopmaTtuBHasa [OKYMEHTAUMS WM HOPMATUBHbLIA [OKYMEHT, MPOEKT MHCTPYKUUKM no
NPUMEHEHUI0 N1IeKAPCTBEHHOIO npenapaTta, MNPOEKTbl MAaKeTOB MNEPBUYHON YNaKOBKM WM BTOPUYHOM
(noTpebuTenbcKoi) ynakoBKM  IEKAPCTBEHHOrO Mpenapata NpWAaraloTca K 3aABNEHUIO O
NoATBEPXKAEHUN TOCYAAPCTBEHHOM PErncTpaLmMm IeKapCcTBEHHOrO npenapaTta BHOBb TO/bKO B C/y4ae,
€C/IM B HUX BHOCATCA U3MEHEHMUS.

(yacTb 3.2 BBegeHa PegepanbHbiMm 3akoHOM oT 13.07.2015 N 241-93)



4. B TeyeHue pecATM pabounx AHEN CO AHA MNPUHATMA 3aABJEHUMA O MNOATBEPXKAEHUU
rocyAapCTBEHHOM  pPerncrpaumm JIeKapCTBEHHOro npenapata WM HeobxoAMMbIX  AOKYMEHTOB
COOTBETCTBYIOLMNIA YIOJHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTEIbHON BAACTU:

1) npoBOAMT NPOBEPKY NOAHOTbI M AOCTOBEPHOCTU CBEAIEHWNN, COAEPIKALUUXCA B NPeACcTaB/eHHbIX
3aABUTENIEM MaTepuanax;

2) NpUHUMaAET pelleHne O NposBeaeHUM UAn ob oTKase B NPOBEAEHUN SKCMEPTU3bl OTHOLIEHUS
O)WAAEeMOM MOo/b3bl K BO3MOMHOMY PWUCKY MPUMEHEHMA JIeKapCTBEHHOro MnpenapaTta, a TaKXke
3KCNepTU3bl KayecTBa JIEKApCTBEHHOro cpeacTBa, MPOBOAMMON B C/lyd4ae BHECEHMA WU3MEHEeHUN B
HOPMATUBHYO AOKYMEHTALMIO UAN HOPMATUBHbIN AOKYMEHT;

(n. 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnneT B NUCbMeHHOM dopme 3aaBUTENSt O MPUHSATOM PEeLUEHUU UM B Caydae MPUHATUS
peleHns 06 oTKase B NPOBEAEHNMN SKCNEPTM3bI C YKa3aHMEM MPUUYMH TAaKOro OTKasa.

4.1. B cnyyae BbIIBNEHUS HEAOCTOBEPHOCTU CBEAEHUM, COAEpPMKaLUMXCS B NpPencTaB/eHHbIX
3anBUTE/IeM MaTepuanax, ynoJHOMOYEHHbI deaepanbHbii OpraH UCNOAHUTENbHOW BAACTU HanpasaseT
3aABUTE/NII0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeAeHWi. [JaHHbI 3anpoc MOXKeT OblTb nepenaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA IMYHO MNOZ PACMMUCKY, HANpPaBaeH MO NoYTe 3aKa3HbiM
NMUCbMOM WM NepesaH B 3/IEKTPOHHOM dopme No TeIEKOMMYHMKALMOHHbIM KaHanam cBsasn. B cayyae
HanpaBAEeHMA AAHHOrO 3aMpoca Mo NoYTe 3aKa3HbIM MMCbMOM OH CYMTAETCA NOJIYYEHHbIM NO UCTEYEHUMU
LIecTM AHel ¢ AaTbl HAaNPaB/AEHMA 3aKa3HOro NMcbMma.

(yacTb 4.1 BBegeHa ®egepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

4.2. 3aaBuTenib 06A3aH NpeacTaBUTb OTBET Ha 3anpoc ynosiHOMo4YeHHoro deaepasibHOro opraHa
WCMOJIHUTENIbHOM BNAcTM B CPOK, HE MNpeBblllaloWnii AeBAHOCTa paboumx AHEN co AHA MNoaydYeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4acTM 4 HacToswer cTaTbM, NPUOCTaHABAMBAETCA CO AHA
HanpaBAeHMA 3as8BMTENIO 3aMnpoca YyNnoJIHOMOYeHHOro deaepasibHOro opraHa UCNOJIHUTENbHOM BNACTH
A0 AHA NOJIyYeHUs MM OTBeTa Ha AaHHbIA 3anpoc M He Y4yUTbIBAaeTcA MNPU WUCYUCIEHUM CPOKa
NoATBEPXKAEHUS TOCYAAaPCTBEHHOM pPerncTpaummn NeKapcTBEHHOro npenapara.

(4acTb 4.2 BBeaeHa ®eaepanbHbiM 3aKOHOM oT 25.11.2013 N 317-3)

5. OcHoBaHMeM A/ia OTKasa B NPOBEAEHWM 3IKCMEPTM3bl OTHOLIEHUS OXMAAEMOW MNO/b3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUs /NeKapCTBEHHOro npenapata U (MAKM) 3KCNepTUsbl KayecTsa
JIeKapCTBEHHOIO CPeACcTBa ABAAETCA NpeAcTaBNeHMe AOKYMEHTOB, YKa3aHHbIX B YacTax 1 1 3 HacToswwen
CTaTbW, B HENO/NHOM 0b6beme, HenpeacTaB/eHMe 3afABUTE/IeM B YCTaHOB/IEHHbIA CPOK OTBETa Ha
YKasaHHbIt B 4YacTm 4.1 HacToAwen cTaTbM 3anpoc YNoJHOMOYEHHOro denepanbHOro opraHa
WCNOJIHUTENIbHON BNACTW, a TaKKe OTCYTCTBME B NpeACTaB/NEHHbIX AOKYMEHTaX WcyYepnbiBatowmx
CBEAEHUIN, KOTOPblE A0MKHbI ObITb OTPaXKEHbI B HUX.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 25.11.2013 N 317-93)

6. JKcnepTM3a OTHOLWIEHMA OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY NpPUMEHEHUS
JNIeKapCTBEHHOro npenapata M (MAM) 3KCNepTU3a KayecTBa JIEKAPCTBEHHOrO CpPeacTBa B Lensax
NnoATBEePXKAEHMA TOCYyAapCTBEHHOM perncrTpauum IeKapCTBEHHOro npenapaTa MNpoBOAATCA  Ha
OCHOBAHWUWN AOKYMEHTOB, YKa3aHHbIX B YaCTW 3 HACTOALLEN CTaTbM, B NOPSAAKE, YCTAHOB/IEHHOM YacTAMM
5 - 8 ctatbu 23 u cTaTben 24 HacTonAwero PenepanbHOro 3aKoHa.

(4acTb 6 B pea. PeaepanbHOro 3akoHa ot 29.11.2010 N 313-93)

7. B nepvoa npoBeaeHWs npoueaypbl MNOATBEPXKAEHMA TFOCYAapCTBEHHON perncrpaumm
JIEKAPCTBEHHOrO npenapaTta ero rpa*kAaHCKMin 0bopoT ocylLecTBaseTca Ha Tepputopumn Poccuiickoi
depgepaunun.

8. OcHoBaHMeM ANnA O0TKasa B MNOATBEPMKAEHMWM rOCYAaPCTBEHHOW PerncTpaumm NeKapCcTBEHHOO
npenapata ABAAETCA pPelleHMe COOTBETCTBYIOWEro YNOAHOMOYEHHOro d¢eaepanbHOro opraHa
WCNONIHUTENIbHOW BNACTU O TOM, UYTO Ka4yecTBo U (1nn) adhdeKTUBHOCTb 1eKapCTBEHHOrO NpenapaTa He
NoATBEPXKAEHbI NMONYYEHHbIMW AAHHBIMU MM YTO PUCK NPUUYMHEHMA Bpeda 340POBbH0 YeNoBeKa UM
KMBOTHOFO BC/AEACTBME MpUEemMa NeKapCTBEHHOro npenapata npesBbiwaeTr 3¢EeKTUBHOCTb €ro
NPUMEHEHMUA.

(yacTb 8 BBegeHa PepepanbHbim 3aKoHOM OT 22.10.2014 N 313-93)

KoHcynbTaHTlAOC: NnprMeyaHme.



Lepxatenm wunm Bnagenvlbl PErncTpaLmMoHHbIX YAOCTOBEPEHWUIM JIEKAPCTBEHHbIX NpenapaTos
MOryT nogaTb 3aAB/eHUA 06 onpeaeneHMn B3aMMO3aMEHAEMOCTU JIEKAapPCTBEHHbIX NpenapaTtoB AN
MeAULMHCKOrO NPUMEHeHUs B nopajke, yctaHoBnaeHHom cTaTbeit 30 (B pea. ot 22.12.2014), no 31
nekabpna 2016 roaa (PepepanbHblit 3aKoH 0T 22.12.2014 N 429-93).

Cratba 30. BHeceHne U3MEHEHUIN B AOKYMEHTbI, COAep’KallMeca B PerucrpaLmoHHOM AoCbe Ha
3aperncTpupoBaHHbIi IeKaPCTBEHHbIN NpenapaT 414 MeANLUHCKOro NPUMeEHeHNA

KoHcynbTaHTlAOC: NnprMeYaHme.
B cooTtBeTcTBMU ¢ PepgepanbHbiM 3aKoHOM OT 22.12.2014 N 429-®3 ¢ 1 AHBapA 2017 roaa Yactb 1
cTtaTbm 30 6yaeT U3noxKeHa B HOBOW pefaKLum.

1. B uenax BHECEHUS M3MEHEHUIN B AOKYMEHTbI, COAEpKaLLMeca B PErMcTpaLMoOHHOM A0Cbe Ha
3aperucTpupoBaHHbI  JIEKAPCTBEHHbIM NpenapaT A48 MEeAMUMHCKOTO MPUMEHEHMUs, 3asBUTENb
npeacTaBnseT B YNOAHOMOYEHHbIW ¢deaepanbHbii OpraH MCNOAHUTENIbHOM BAAcTU 3aAB/lEHUE O
BHECEHUU TaKUX M3MEHeHMI no dopme, YCTaHOBAEHHOM YNOAHOMOYEHHbIM deaepasnbHbiM OpraHoOM
MCMNONHUTENbHOW BNACTU, M MPUIONKEHHbIE K HEMY M3MEHEHMS B YKasaHHble AOKYMEHTbl, a TaKKe
AOKYMEHTbI, NoATBEp:KAaoWMe HeobXoAMMOCTb BHECEHUA TaKUX U3MEHEeHWUN. MNpUHATME pelleHus o
BHECEHUU TaKUX U3MEHEHWIA UM 06 OTKa3e B MX BHECEHMU OCYLLECTBAAETCA B CPOK, HE MPEBbILLAIOLLNIA
AeBAHocTa paboumMx AHe CO  AHA  NPUHATMA  YNOJIHOMOYEHHbIM  dedepanbHbiM  OpraHom
NCMNONHUTENbHOWN BNACTM 3aAB/IEHUA O BHECEHUW TaKUX USMEHEHWIA.

2. DKCNepTU3a NeKapCTBEHHbIX CPeACTB B YaCTU IKCNEPTM3bl KaUecTBa JIeKapCTBEHHOro cpeacTea U
(nnK) aKCNepTU3bl OTHOLLEHMSA OXKMAAEMOM NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA IeKapCTBEHHOMO
npenaparta Ana MeguuUUHCKOro NpuMeHeHMs NPOBOANTCA B C/lyYae BHECEHUA U3MEHEHWNI B AOKYMEHTbI,
cogepxalimeca B PerucTpauyoHHOM A0Cbe Ha 3aperMcTPMpPOBaHHbIN IeKapCTBEHHbIM npenapat, B
OTHOLLEHWW:

1) cBefeHW, YKasaHHbIX B MHCTPYKLUMM MO MEAUUMHCKOMY MNPUMEHEHMUIO NEeKapCTBEHHOMO
npenapara:

a) NeKkapcTBeHHasA ¢opma C yKasaHMem HauMeHOBaHWIA U KOIMYECTBEHHOO COCTaBa AEMCTBYHOLLMX
BELLECTB M KayeCTBEHHOIO COCTaBa BCMOMOraTe/IbHbIX BELECTB (MpU HEOH6XOAMMOCTU KOIMYEeCTBEHHOTO
COCTaBa BCMOMOTaTe/IbHbIX BELLECTB);

6) <¢dapmakogMHammKka UM dapMaKOKMHETMKa (33  ucKatoyeHMem  GpapMaKOKMHETUKU
romeonaTMYeCcKnx IeKaPCTBEHHbIX MPENapaToB U PacTUTE/IbHbIX IEKAPCTBEHHbIX MPENapaTos);

B) NOKa3aHUA 4N NPUMEHEHWS;

r) NPOTMBONOKAa3aHUA ANA NPUMEHEHNS;

[) Mmepbl NPeAO0CTOPOXKHOCTU NPU NPUMEHEHNN;

€) yKasaHuMe BO3MOMKHOCTM W 0COBEHHOCTel MPUMEHEHMs NEeKapCTBEHHOro npenapaTta Ana
MeAMLMHCKOrO MPUMEHEHUA 6GepeMEHHbIMA  KEHLWMHAMWN, JKEeHWMHaMW B Mepuod rpyaHoro
BCKapMAUBAHWA, AETbMM, B3POC/IbIMUN, UMEIOLLMMU XPOHUYECKMe 3aboneBaHus;

) pexxnm 4o3mposaHus, cnocobbl BBeAeHUA U MTPUMEHEHMSA, MPU HE0HX0AMMOCTM BpEMA Npuema
NleKapcTBEHHOro npenapara, NPOAO/KUTENbHOCTb JIeYEHNA, B TOM YMC/ie Yy AeTeil A0 M Nocae 04HOro
roaa;

3) BO3MOXHble MNo6oYHble AEeNCTBMA W  HexenaTebHble peakuMuM Mpu  NpUMEHeHUU
NeKapcTBeHHOTo Npenapara;

1) CMMNTOMbI NEPeLO3NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPW NePeao3MpPOBKE;

K) B3aumogencTeme ¢ 4pyrmmm IeKapcTBEHHbIMU Npenapatamu 1 (Mam) NULWEBLIMU NPOAYKTaMMU;

N) bopmbl BbIMYCKa JIeKapcTBEHHOTO Npenapara;

M) yKasaHue (npu HeobxoaumocTu) ocobeHHOCTel AeNCTBUS NEeKapCTBEHHOro npenaparta npu
nepBoM Npreme U NPu ero OTMEHE;

H) CBeAEHMS O BO3MOXHOM B/JMAHUKM JIEKAPCTBEHHOrO Mpenapata A4ada MeauUMHCKOro
NPMMEHEHMA Ha CNOCOBHOCTb YNPaBAATL TPAHCNOPTHLIMM CPeACTBAMMU, MEXaHU3MaMU;

0) CPOK rogHOCTU M yKasaHWe Ha 3anpeT NPUMeHeHUs NeKapCTBEHHOMO Npenaparta no UCTeYeHun
CPOKa rogHocTy;



n) yCnoBua XxpaHeHus;

p) ycnoBus oTnycKa;

2) cocTaBa neKkapcTBEHHOro nNpenapara A4 MeaULUHCKOro NPUMEHEHUS;

3) wM3MeHeHMA MecTa MPOU3BOACTBA JIeKAPCTBEHHOro npenapata AN  MeAMLMHCKOro
NpPUMEHEHUS;

4) un3MeHeHMA MoKasaTeslel KayecTBa /IEKAPCTBEHHOro npenapata Ana MeAuLMHCKOro
npumMeHeHns U (MAK) METOoA0B KOHTPOASA KadyecTBa JIeKapCTBEHHOro npenapata Ana MeAMLMHCKOro
NpPUMEHEHUS;

5) M3mMeHeHus cpoKa roIHOCTU IeKapPCTBEHHOrO NpenapaTa AN MeAULMHCKOTO NPUMEHEHUS;

6) cBeaeHUN 0 HEOBXOAMMOCTU BHECEHMA UHbIX U3MEHEHUIA B MHCTPYKLMIO MO MeAULMHCKOMY
NMPMMEHEHWNIO J/IEKAPCTBEHHOrO MpenapaTa, a TaKXe B WHble [AOKYMEeHTbl, CoAeprkaliuecsa B
pPerncTpauMoHHOM [0Cbe Ha 3aperMcTpMpPOBaHHbIN IeKapCTBEHHbIM npenapat. Mpu 3TomM peleHne o
NPoOBeAEHUN 3SKCMEPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeAcTB W (MAM) 3SKCNepTusbl OTHOLWIEHWS
OXMOAEMOMN MOMb3bl K BO3MOMHOMY PUCKY MNPUMEHEHMA JIeKApPCTBEHHOrO npenapata Ans
MEAULMHCKOTO MPUMEHEHUA MNPUHMMAETCA B COOTBETCTBUM C YTBEPXKAEHHOW YNOJHOMOYEHHbIM
depepanbHbiIM  OpPraHOM WUCMNONAHUTENIbHOM BAAcTM  KnaccudMKaumMeln W3MEHEeHWUI, BHOCUMbIX B
OOKYMEHTbI, CogeprKallimeca B PErucTpalMoOHHOM [0Cbe Ha 3aperncTpupoBaHHbIA NEeKAPCTBEHHbIN
npenapar.

(4acTb 2 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-93)

3. C 3aABNE€HMEM O BHECEHUW U3IMEHEHUN B AOKYMEHTbI, COAEepKaluneca B PerucrpaLMoHHOM
[0Cbe Ha 3apPerncTpMpPoBaHHbIA IEKAPCTBEHHbIN NpenapaT Aas MeaMUMHCKOro NpMMEHEHUsA, Hapaay C
AOKYMEHTaMM, YKa3aHHbIMM B YacTu 1 HacToALLel CTaTbn, 3aABUTENb NPEACTaBAAET KOMUU AOKYMEHTOB,
NoATBep)KAAoWMX YNAaTy rocyAapCTBEHHOM MOLWAWHBLI 32 BHECEHWE B AOKYMEHTbI, coAepralimecs B
pPerucTpaumMoHHOM [0Cbe Ha 3apPerncTpMpoBaHHbLIN JIEKApPCTBEHHbIA NpenapaTt Ana MeaULMHCKOro
NPUMEHEHWNA, U3MEHEHUN, TpebylLWmnx NpoBeaeHMA IKCMEPTU3bl JIEKAPCTBEHHbIX CPeACTB B 4acTu
3KCMNepTU3bl KayecTBa 1eKapCTBEHHOIO CpeacTBa U (MAKN) SKCNepPTU3bl OTHOLLEHUA OXKMAAEMOM NOb3bl K
BO3MOXHOMY PWUCKY MNPUMEHEHMA NeKapCTBEeHHOro npenapata A/ MeAUMUMHCKOro MNpPUMEHEHMUS,
rocyAapCTBEHHOM NOLW/NHBI 32 BHECEHME B AOKYMEHTbl, COAEPKALUMECA B PErMCTPaLMOHHOM A0Cbe Ha
3aperucTpUpPOBaHHbIA SIEKAPCTBEHHbIM MNpenapaTt Ana MeAMUMHCKOTo NMPUMEHEHUA, U3MEHEHUN, He
Tpebywmnx NpoBeAeHUA 3KCMepTU3bl JIeKAapCTBEHHOro cpeacTsa, AnMbo BnpaBe NpeacTaBUTb MO
CcOBCTBEHHOM MHUUMATUBE YKasaHHble AOKYMEHTbl. B ciyyae ux HenpeacTaB/ieHMA YNOJHOMOYEHHbIN
denepanbHbIit OpraH WUCNONAHMTENbHOM BAacTM npoBepseT (aKT ynnaaTtbl rocyfapCTBEHHbIX MNOLWJIMH
3anABUTE/IeM MNOCPEACTBOM WUCNONb30BaHMA WHPopMaumm o6 ynnate rocyaapCTBEHHbIX MOLWIWH,
copeprkalLeiicsa B NlocygapcTBeHHOM MHPOPMALIMOHHOM CUCTEME O FOCYAAPCTBEHHbIX M MYHULUMMNAABbHbIX
nnaTerkax, Ha OCHOBAHWM NMpPeACTaB/EHHbIX 3asBUTENIEM KOMWUI AOKYMEHTOB, NOATBEPKAAIOLWNX yrnaTy
rocyapcTBeHHOM MOLWANHBI.

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

4. B TeyeHue gecAaty paboumx gHen co AHA NOCTYNIEeHNs YKa3saHHOro B YacTu 1 HacTosLWen cTaTbm
3aAB/IEHMA U HEoBXOAMMbIX AOKYMEHTOB YMOJIHOMOYEHHbIV ¢eaepanbHbIit OpraH WUCNOAHUTENbHOM
B/laCcTun:

1) npoBOAMT NPOBEPKY NOAHOTbI M AOCTOBEPHOCTU CBEAIEHWNN, COAEPIKALUUXCA B NPeACcTaBleHHbIX
3aABMTENIEM MaTepuanax;

2) NpUHMMAaET peLleHMe 0 NPoBeAeHUM YKa3aHHbIX B YacTM 2 HacTOsALLEeN CTaTbM COOTBETCTBYOLLUX
3KCNEepTU3 IeKapCTBEHHOIO cpeacTBa UaM 06 OTKase B UX NPOBEAEHUM;

3) yBeAOMAIAET B 3/IEKTPOHHOM UAN NUCbMEHHOW dopme 3aaBUTENN O NPUHATOM PeLleHUn Uau B
c/y4ae MNpUHATMA pelueHns ob OoTKase B MNPOBeAEeHMU COOTBETCTBYHOLLEM 3KCNepTM3bl C YKaszaHMem
NPUYMH TaKoro oTKasa.

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

4.1. B cnyyae BbIfABNEHMA HeAOCTOBEPHOCTM CBEAEHUN, COAEPKaLUMXCA B NpeacTaB/ieHHbIX
3anaBUTE/IeM MaTepuanax, ynoJHOMOYEHHbI deaepanbHbii OpraH UCNOAHUTENbHOM BAACTU HanpasaseT
3anABUTE/NII0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [JaHHbI 3anpoc MOXKeT OblTb nepenaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA JIMYHO MNOZ PACMMUCKY, HANpPaBAeH MO NoYTe 3aKa3HbiM
NMUCbMOM MM NepesaH B 3/IEKTPOHHOW dopme No TeIEKOMMYHMKALMOHHbIM KaHanam cBsasn. B cayyae



HanpaBAeHMA AAaHHOIO 3anpoca Mo NoYTe 3aKasHbIM MMCbMOM OH CYMTAETCA NOJIYYEeHHbIM NO UCTEYEHUMU
LeCTn agHel ¢ gaTbl HanpaBAeHMA 3aKa3HOro NUCbMa.
(4acTb 4.1 BBeaeHa ®eaepanbHbiM 3aKoOHOM oT 25.11.2013 N 317-3)

4.2. 3aaBuTenib 06A3aH NpeacTaBUTb OTBET Ha 3anpoc ynosiHOMo4YeHHoro deaepasibHOro opraHa
WCMOJIHUTENIbHOM BNAcTM B CPOK, HE MNpeBblllaloWmnii AeBAHOCTa paboumx AHEN co AHA MOoaydYeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4actu 4 HacToswel cTaTbM, NPUOCTaHABAMBAETCA CO AHA
HanpaBAeHMA 3as8BMTENIO 3aMnpoca YyNnoJIHOMOYeHHOro deaepasibHOro opraHa UCNOJIHUTENbHOM BNACTH
00 AHA NONYYEHMA MM OTBETA Ha AAHHbIM 3aNPOC U HE YYMTbIBAETCA NPU UCUMUCNEHUN CPOKA NPUHATUA
peleHns O BHECEHUU WU3MEHEHMU B AOKYMEHTbI, coAeprKalimecs B PerncTpaumoHHOM AOCbe Ha
3apermcTpUpPOBaHHbI NeKapCTBEHHbIN NpenapaTt Aaa MeaULNHCKOro NpUMeHeHMs.

(yacTb 4.2 BBegeHa PegepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1A OTKasa B MPOBEAEHUM YKasaHHbIX B YaCTW 2 HACTOALLEN CTaTbM IKCMepTu3
ABNAETCA NpeAcTaB/ieHMe AOKYMEHTOB, NepeuymncieHHbIX B YacTax 1 1 3 HacToALeN CTaTbM, B HENOJHOM
obbeme, HenpeacTaBieHUe 3aaBUTE/IEM B YCTAHOBNEHHbIM CPOK OTBETA Ha YKasaHHbIM B yactu 4.1
HaACTOSALLEN CTaTbM 3anpoc YNOJIHOMOYEHHOTO deaepanbHOro opraHa UCNOAHUTE/IbHOMN BAcTH, a TaKkKe
OTCYTCTBME B  MPEACTaBAEHHbIX  OOKYMEHTax  [AOCTAaTOYHbIX  CBeAEeHUN,  MNOATBEpPMKAAMLLUX
HEeobX04MMOCTb BHECEHUA U3MEHEHUIN, UK OTCYTCTBME MHPOPMALIUK, NOATBEPKAAIOLWEN daKT ynaaTbl
rocyAapCcTBEHHbIX MOLWAMH, YKa3aHHbIX B 4aCTW 3 HACTOALLEN CTaTbM.

(B pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-$3)

6. YKa3zaHHble B 4acTM 2 HaCTOALLEM CTaTbM IKCNEPTU3bI NPOBOAATCA B NOPSAAKE, YCTaHOBJEHHOM
cTaTbel 23 HacToswero PeaepanbHOro 3akoHa.

7. B cpoOK, He npeBblWaoWmMin AecATU pabounx AHen co AHA NONYYeHMA 3aKN0UYEHUN KOMUCCUI
3KCNEepToB MO pe3y/bTaTaM YKasaHHbIX B YacTW 2 HACTOALWEN CTaTbW 3KCMEepTM3, YNOJIHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-03)

1) npuHUMaeT pelleHWe O BHECEHWU W3MEHEHU B AOKYMEHTbl, coAeprkallipeca B
pPerncTpaumMoHHOM [0Cbe Ha 3apPerncTpMpoBaHHbLIN /IeKAapPCTBEHHbIA npenapaTt Aaa MeaULMHCKOro
NpUMeHeHUs, UM 06 OTKase BO BHECEHUMN TaKUX USMEHEHWIA;

2) BHOCWUT B rOCYAapCTBEHHbII peecTp JIeKapCTBEHHbIX CPEACTB Ha OCHOBAHMWU pPeLleHUa o
BHECEHUM WU3MEHEHWI B  OOKYMEHTbl, cogepalimecs B  permcTpaumMoHHOM  AOCbe  Ha
3aPErncTPUPOBaHHbIMA /IEKAPCTBEHHbIA NpenapaT 4ns MeAMUMHCKOro MNpPUMEHEHUA, Heobxoanmble
N3MEHEHMA U BO3BPALLLAET UX 3aBUTENIO;

3) BblgaeT 3aABUTENO HOBOE PErvcTpaLMOHHOEe YAOCTOBEPEHWE NIeKapCTBEHHOro npenaparta B
cNyyae N3MeHeHUs CBeAEHUN, CoAeprKaLLMXCA B HEM.

(n. 3 BBeaeH ®PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMEM QA/na OTKasa BO BHECEHUMM W3IMEHEHUA B [AOKYMEHTbl, CoAeprKalimMecs B
pPerncTpauMoHHOM [OCbe Ha 3aperMcTpMpPOBAHHbLIA SIEKAPCTBEHHbIA NpenapaT gas MeaULMHCKOro
NPUMEHEHUA, ABNAETCA 3aKAloYeHMe YMNOJIHOMOYEHHOro denepanbHOro opraHa MCNOAHUTENbHOM
B/1IACTU O BO3MOXKHOCTM CHUMKeHUA Be3onacHoCcTH, KauecTBa, 3GPEKTMBHOCTM IEKAPCTBEHHOMO CPeacTBa
B C/ly4ae BHECEHUA TaKNX U3MEHEHUA.

9. [onyckaeTcs obpalleHne NeKapCTBEeHHbIX npenapaToB ANA MeAMUMHCKOro NpumMeHeHua Ao
NCTeYeHMA CPoKa roAHOCTM, NPOMU3BEAEHHbIX B TEYEHWE CTa BOCbMUAECATM AHEN NOCne AaTbl NPUHATUA
YyNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOJIHUTENbHOM BNACTU PELLEHMA O BHECEHUN U3MEHEHWI
B [OOKYMEHTbl, coAeprKallnmeca B pPerucTpauMoHHOM [AOoCbe, B COOTBETCTBMW C MHOpmaumen,
codepKallenca B AOKYMEHTaX PerncrpaumMoHHOrO [A0Cbe Ha NeKapCTBeHHbIA npenapat Ao AaThbl
NPUHATUA TAKOTO peLLeHuns.

(4actb 9 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 31. BHeceHMe M3MEHEeHUI B AOKYMEHTbI, COAeprKalmeca B perncTpauMoHHOM A0Cbe Ha
3aperucTpupoBaHHbIi 1IeKapCTBEHHbIV Npenapar 4/11 BeTePMHAPHOTo NpumMeHeHus

1. B uenax sHeceHuA M3MEHEHUN B AOKYMEHTbI, cogepKawmneca B PpermcTtpayMoOHHOM O0Cbe Ha
3apeFMCTpMpOBaHHbIﬁ I'IEKapCTBEHHbIﬁ npenapar anAa BeTePUHaAPHOro nNpuMmeHeHuA, OepxKaTteib Uan
Bnagenel, permctpalMoHHOro yagoCcrtoBepeHmnA NeEKapCTtBeHHOro npenapara UWin ynosiHOMOYEHHOE MM



Apyroe opugmyeckoe ML (ganee B HacToAWEN CTaTbe - 3aABUTE/b) NPeACTAaBAAET B YNONHOMOYEHHbIN
denepanbHblii OpraH UCNOAHUTENBHOW BNACTU 3asABNE€HME O BHECEHWM TaKUX U3MeHeHMn no dopme,
YCTaHOB/IEHHOM YNO/IHOMOY€EHHbIM degepasibHbIM OPraHOM UCNOJHUTENbHOW BNACTU, U MPUIONKEHHbIE
K HEMY M3MEHEHMA B YKa3aHHble JOKYMEHTbI, a TaKKe AOKYMEHTbI, NoATBepKaatowme HeobxoaMmocTb
BHECEHMA TAKUX U3MEHEHUI. pUHATUE peLLUeHUs O BHECEHWWN TaKUX U3MEHEeHUM nam ob oTKase B UX
BHECEHMM OCYLLECTBAAETCA B CPOK, He MpeBblWaloWmMi AeBAHOCTA Pabounx AHEW CO AHA MPUHATUSA
YNOJIHOMOYEHHbIM degepasbHbIM OPraHOM WCMNOJIHUTENbHOM BNACTU 3aAB/IEHUA O BHECEHUM TaKUX
N3MEHEHWN.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHECEHUS M3MEHEHWI B LOKYMEHTbI, COAEPKaALLMECA B PErMCTPALMOHHOM A0Cbe Ha
3aperncTpUpoBaHHbIA JIEKAPCTBEHHbIA NpenapaTt Ans BETEePUHAPHOro NPUMEHEHWA, B OTHOLIEHUU
CBEAEHWIN, yKasaHHbIX B nmognyHkrax "e", "x", "k", "na", "H", "c", "X" nyHKkTa 7 yactm 3 crtatbu 17
HacToAwero ®enepanbHOro 3aKoHa, U3MEHEHMA U (UKM) JONOAHEHUA NMPOU3BOACTBEHHON MAOLAAKM
NIeKApCTBEHHONO CpeacTBa, a TaKXKe B C/lyvyae WM3MEHEHUA MoKasaTenel KayecTBa JIEKAPCTBEHHOrO
npenapata AnA BETEPUHAPHOro MPUMEHEHUA U (MNK) METOAO0B KOHTPO/A KayecTBa JIEKAPCTBEHHOIO
npenapaTta 418 BETEPUHAPHOrO NPUMEHEHUA NPOBOAMUTCA SKCNEpPTU3a NEKAPCTBEHHOIO CpeacTsa AnA
BETEPUHAPHOIO NPUMEHeHUA. B cnyyae HeoHXOAUMOCTU BHECEHWUA MHbIX U3MEHEHUN B LOKYMEHTI,
coAeprKallimeca B PerncrTpaLmMoHHOM [0Cbe Ha 3aperMcTPMpPOBaHHbIA IeKAPCTBEHHbIN NpenapaTt Ansa
BETEPUHAPHOIo NPUMEHEHWMA, SKCNEPTU3A IEKAPCTBEHHOMO CPEeACTBA AN1A BETEPUHAPHOIO NPUMEHEHUA
He NpoBoAMTCA.

(B pen. PepepanbHbiX 3aKoHOB 0T 22.10.2014 N 313-d3, 071 22.12.2014 N 429-03)

3. C 3anBNEHNEM O BHECEHUW U3MEHEHWI B OOKYMEHTbI, COAEpKalMecs B PerucTpaumoHHOm
O0Cbe Ha 3aperncTPUpPoBaHHbIN NeKapCTBEHHbIN NpenapaT 414 BeTePUHAPHOIo NPUMEHeHUs, Hapsaay C
OOKYMEHTaMM, YKasaHHbIMM B  4acTM 1 HacToAwen cTaTbW, MPEACTaBAATCA  LOKYMEHTI,
noATBepKaatowme ynnaTy rocyaapcTBEHHON MOLWAUHLI 32 BHECEHWE B LOKYMEHTbI, coaepiKalimecs B
PEerucTpaLMoHHOM [0Cbe Ha 3apPervcTpMpPOBaHHbLIA JIEKAPCTBEHHbIVM MNpenapaTt A/ BeTepUHApHOro
NPUMEHeHUn, WM3MEHEeHUM, TPebyloLMX MNPOBEAEHUSA 3SKCMNepTU3bl JIEKAapPCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIO MPUMEHEHUA, WAN  U3MEHEeHWW, He Tpebylowux npoBeAeHUs  3KCNepTUsbl
JIeKapCTBEHHOIO CpeaCTBa A/ BETEPUHAPHOIO NPUMEHEHMA.

(B pen. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpoK, He npeBblWakoWmii AecaTn pabounx AHel co AHA NOCTYNNEHUA YKAa3aHHOro B Yactn 1
HaCTOALEN CTAaTbM 3asABNEHUA U HEOBXOAMMbBIX LOKYMEHTOB, YNO/JIHOMOYEHHbIN deaepanbHbI opraH
NCNONHUTENbHOM BNACTU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U ALOCTOBEPHOCTM CBEAEHWUIN, COAEPKALLMXCA B NPEACTABAEHHbIX
3aABUTeNEM JOKYMEHTAX;

2) nNpuMHMMaeT peleHWe O MNPOBEAEHMM IKCMEPTU3bl JIEKAPCTBEHHOrO cpeacTea  AnA
BETEPMHAPHOro NPUMeEHEHUA UM 06 OTKa3e B ee NPOBEAEHUN;

3) yBegomnaeT B NUCbMeEHHOM dopme 3aaBUTENA O MPUHATOM pPeLEHUN UAN B CyYae NPUHATUA
peweHna o6 OTKase B NPOBEAEHWUWN IKCMEPTU3bl JIEKAPCTBEHHOIO CPeacTBa A/1A BETEPUHAPHOro
NPUMEHeHMA € yKasaHWeM NPUYMH TAaKOTo OTKasa.

5. OcHoBaHMeM [A/A OTKasa B NPOBeAEHWM 3SKCMepTM3bl JIEKApPCTBEHHOrO cpeacTsa  And
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA NpPeACTaB/leHNe [OOKYMEHTOB, YKasaHHbIX B 4Yactax 1 u 3
HacToALWEeN CTaTbl, B HEMOJIHOM O06beMe UM OTCYTCTBME B NPEACTaBAEHHbIX LOKYMEHTAX AOCTAaTOUYHbIX
CBeAeHUI, MOATBEPHKAAOLUNX HEODXOANMMOCTb BHECEHUSA U3MEHEHWIA.

6. DKCNepTM3a NEeKapCTBEHHOMO CpeacTBa A4/ BETEPMHAPHOrO NPUMEHEHUS B LENAX BHECeHUs
M3MEHEHUA B [OOKYMEHTbl, COAepXKalmecs B PEerucTpauMoHHOM JAOCbe Ha 3aperMcTpuMpoBaHHbIN
JIeKapCTBEHHbIM NpenapaTt Ana BEeTEPUMHAPHOrO MPUMEHEHMS, OCYLLEeCTBAAETCA B  MNOPAAKE,
YCTaHOB/IEHHOM cTaTbel 24 HacTosAwero PeaepanbHOro 3aKoHa.

6.1. B cpoK, He npeBbIWaWMA NATU Pabounx AHen Co AHA MOJyYEeHMA 3aKNHOYEHUS KOMUCCUM
3KCNepToB MO pe3y/abTaTaM YKa3aHHOM B YacTM 2 HACTOALLEM CTaTbW SKCMEPTM3bl, YNOJHOMOYEHHbI
denepanbHbIit opraH UCNONHUTENbHOWN BNACTH:

1) npuHUMaeT peleHMe O BHECEHUM MU3MEHEHWN B [OKYMEHTbl, cogeprkawimeca B
PEerucTpaLMoOHHOM [0Cbe Ha 3apPerucTpUpPOBaHHbIA JIEKAPCTBEHHbIA MNpenapaTt A1A BEeTepUHApPHOro
npUMeHeHuA, MAn 06 0TKa3e BO BHECEHUWN TaKUX USMEHEHUI;



2) BHOCWUT B rOCYAapCTBEHHbII peecTp JIeKapCTBEHHbIX CPEACTB Ha OCHOBAHMWU pPeLleHUa o
BHECEHUM U3MEHEHWI B  OOKYMEHTbl, cogepKalimecs B  permcTpaumMoHHOM  AOCbe  Ha
3aperucTpUpPOBaHHbIA IEKAapPCTBEHHbINM NpenapaTt ANA BeTepUHaApPHOro nNpuUMeHeHus, Heobxoammble
M3MEHEeHMA N BO3BPALLLAET 3TU AOKYMEHTbI 3asBUTENIO.

(4acTb 6.1 BBeAeHa ®eaepanbHbiM 3aKoHOM oT 22.10.2014 N 313-03)

7. OcHoBaHMeM Ans OTKasa BO BHECEHUW W3MEHEHUA B [OOKYMEeHTbl, coAep)Kawmeca B
pPerncTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOBaHHbLIN JIEKAPCTBEHHbIM npenapaT Ana BeTepUHApPHOro
NPUMEHEHWA, SBASETCA 3aK/AlYeHWe YMNOJAHOMOYEHHOro deaepanbHOro opraHa WCNOJIHUTENIbHOM
B/IaCTM O BO3MOMHOCTM CHMXEHMA 6e30nacHOCTH, KadvecTBa, 3OPEKTUBHOCTU IEKAPCTBEHHOIO
npenapara Aaa BETEPUHAPHOrO NPUMEHEHMA B C/ly4ae BHECEHMA U3MEHEHMIN B YKa3aHHble JOKYMEHTbI.

8. [JonycKaeTtcs obpalleHMe NeKapCTBEHHbIX NpenapaToB A4 BETePUHAPHOro NpUMEHEHMA A0
NCTeYEHMA CPOKa roAHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN Nocae AaTbl MPUHATURA
YNOJHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOJIHUTE/IbHOM BNACTU PeLLEHUs O BHECEHUN U3MEHEHUN
B AOKYMEHTbI, COAEpKaLLMecs B PErmcTpaLMoOHHOM A0CbE Ha JIeKapCTBEHHbIN NpenapaT, B COOTBETCTBUM
¢ uHbopmaumen, cogeprrallenca B JOKYMEHTAX PerncTpaLMoHHOro A0Ckbe Ha IEKapCTBEHHbIN Npenapat
00 AaTbl NPUHATUA TAKOTO peLleHus.

(yacTb 8 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 32. OTMeHa rocy4apcTBEHHOMN PerncTpaLmm IeKapcTBEHHOTo NpenapaTa

PeweHne 06 oTmeHe rocyapCTBEHHOM perncrTpauum NekapcTBeHHOro npenapaTta U UCKAYEHUN
JIeKapCTBEHHOrO npenapaTa M3 rocy[lapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeACTB MNpUHUMMAaeTcA
YNONHOMOYEHHbIM deaepasbHbIM OpPraHoM UCNONHUTENLHOW BNACTU B Cay4yae:

1) npeacTaBneHMA  COOTBETCTBYIOWIMM  YNOAHOMOYEHHbIM  defiepanbHbIM  OpraHoOMm
WCNONIHUTENIbHON BNACTU 3aK/OUYEHUS O PUCKe WMAM 06 yrpose 3[0pPOBbI0, KMU3HWU 4YesioBeKa MU
KMBOTHOTO MPU NPUMEHEHUWU NIEKAapCTBEHHOrO npenaparta, Npesblllalowmx ero 3GpPeKTUBHOCTb, Mo
pesynbTaTam OCYLLECTBASEMOro MM MOHUTOPUHIa 6€30MacHOCTM NeKapCTBEHHOro Npenapara;

2) nopaun aepxkaTenem UM BAadeNbLEem PerncTpaLnmoHHOro YAOCTOBEPEHUA NIeKAaPCTBEHHOro
npenapata WAW YMNOAHOMOYEHHbIM UM APYTMM  IOPUAMYECKUM /NULOM 3anaBieHMA 06 oTmeHe
rocyaapcTBeHHOM perucTpaumm 1eKkapcTBEHHOro nNpenapara;

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

3) HenoATBEPKAEHMA FOCYAaPCTBEHHOM PerncTpauum AeKapCcTBeHHOro npenapaTta no UcTed4eHuu
CpOKa AeNCTBUA PermcTpaumMoHHOro YyA0CTOBEPEHMSA, BblAAHHOIO Ha NATb NET;

4) HenpeacTaB/ieHMsA 3aABUTENEM MHPOPMaLMW, KOTOpasa MOXKeT noB/feyYb 3a cobol
HEeobX0AMMOCTb BHECEHWUS U3MEHEHUN B OAOKYMEHTbI, COAepKalimecs B PerncTpaumoHHOM A0Cbe Ha
3aPErnCTPUPOBAHHbIM JIEKAPCTBEHHLIM MpenapaT, B TeyeHwe TpuguatM paboumx pgHel co AgHsA
HaACTYNJIEHUs 3TUX U3MEHEHUN;

5) ocyliecTBNeHUs rocygapCTBEHHOW PEerncrTpauum IeKapcTBEHHOro npenapata nog TOProBbiM
HaVMMeHOBaHMEM 3aperncTpMpPoOBAHHOIO paHee Mo, 3TUM TOProBblM HAaMMEHOBAHMEM NIEKAPCTBEHHOTO
npenapara, OT/IMYatoLWEeroca Ka4ecTBEHHbIM COCTaBOM AEeMCTBYIOLWMX BELLECTB;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

6) OCyllecTBNeHUAs rocyAapCTBEHHOW  peructpauuu 3asBuTeNieM OZIHOTO M TOro  Ke
JIeKapCTBEHHOrO npenapaTa noA, Pas/IMYyHbIMU TOProBbIMM HAMMEHOBAHUAMM;

7) BblHECEHMS CyAOM pelleHMAa O HapylleHMM npaB npaBoobnagatena o06beKToB
WUHTEeNNEeKTyaNbHOW COBCTBEHHOCTU NpuY 06palleHUM NeKapCTBEHHbIX CPe/CTB;

8) oTcyTCTBUA NeKkapcTBEHHOro npenapaTta B obpalleHun B Poccuiickon deaepauum B TeyeHue
Tpex u bonee nert;

(n. 8 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHUS AepKaTeNem WAW  BNafleNIbLeM  PEerncTpaLlmMoHHOro  yaoCToBepeHus
JIeKapCTBEHHOro npenaparta AM60 YNOoJHOMOYEHHbBIM UMUK APYTMM IOPULUYECKUM ANLOM MEPONPUSTURN
no obecneyeHMto 6E30MACHOCTM JIEKAPCTBEHHbLIX MNPENapaToB, YCTAHOBAEHHbIX YMNOJHOMOYEHHbIM
depepanbHbIM OpPraHOM WCMNOJIHUTENIbHON BAAcTM B COOTBETCTBMM C Yactamm 3 u 4 ctatbn 64
HacTosiwero PegepanbHOro 3aKOHa, B paMKax OCyLLeCcTBAeHUs dapMaKoHan30pa;

(n. 9 BBeaeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)



10) oTkasa AeprKaTena WAM BAaAeNbLa PErucTPaLMOHHOrO YAOCTOBEPEHUA EeKapPCTBEHHOro
npenapata AM60 YNOJNHOMOYEHHOrO UMW APYroro PUAMYECKOro NMLA OT BHECEHWA U3MEHEeHW B
MHCTPYKUMIO MO MPUMEHEHMIO /IeKapCTBEHHOro npenapaTa, KacaloWMXCA HOBbIX MOATBEPMKAEHHbIX
AaHHbIX 0 TOM, YTO PUCK MPUYMHEHUA Bpeaa 340POBbI0 YEN0BEKA UAN XKMBOTHOMO BCAeACTBME MpMema
NleKapcTBeHHOTro NpenapaTa npesbiwaeT 3GPEKTUBHOCTb €r0 MPUMEHEHMS.

(n. 10 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

Cratbsa 33. [ocyAapCTBEHHbIN peecTp IeKapCcTBEHHbIX CPeacTs

1. TocynapcCTBEHHbIA pPeecTp JIeKAPCTBEHHbIX CPEACTB COAEPKMUT MNepedyeHb NeKapCTBEHHbIX
npenapaTos, NpoLWeALWwnx rocyaapCcTBEHHYIO pernctTpaLumio, nepevyeHb GapmaueBTUUIECKMX cybCcTaHLmMIA,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPENAPATOB, U CleaytoLLyio MHGopMaLmio:

1) B OTHOLIEHMM NIeKapPCTBEHHbIX NPEenapaTos:

a) HauMMeHOBaHMEe JNIeKapCTBEHHOro npenapaTta (MmexkayHapogHoe HenaTeHTOBaHHOE, WM
rPynnMpoOBOYHOE, NN XUMWYECKOE N TOPFrOBOE HaMMEHOBAHMA);

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

6) nekapcTeeHHas Gopma C yKazaHMeM A03UPOBKM IEKAPCTBEHHOIO NpenapaTa 1 ero KoamM4ecTea
B NOTPebMTENbCKOM YNAaKOBKE;

B) HauMMeHOBaHMEe AepXaTena WAM  BAagenbla  PEerucTpaumoHHOro  yAOCTOBEPEHMUA
NIeKapCTBEHHOrO Npenapara;

(nn. "8" B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

r) HaMMeHOBaHMe M aapec NPOU3BOANTENS JIEKAPCTBEHHOTO NpPenapara;

a) dapmakoTepaneBTMYeCcKasa rpynna, Kog JIeKapCTBEHHOro mnpenapata Mo aHaToOMo-
TepaneBTUYECKO-XMMUYECKOM  Knaccudukauum, peKomMeHAOoBaHHOM  BcemupHoi  opraHusaumei
34 paBOOXPaHEHNS;

(nn."n" B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHuMA M NPOTUBONOKA3aHMA K MPUMEHEHUIO IEKAPCTBEHHOIO Npenapara;

) N06OYHble AENCTBMA IEKAPCTBEHHOIO Npenapara;

3) CPOK ro4HOCTM SIeKapCTBEHHOTO NPenapara;

1) YCNOBUSA XpPaHEHMA 1eKapCTBEHHOTO NpenapaTa;

K) YCNOBMA OTNYCKA JIeKapCTBEHHOTO Npenapara;

N) Homep ¢apmakonenHoOW cTaTbM WAWM B C/y4ae ee OTCYTCTBMA HOMep HOPMaTUBHOWM
AOKYMeHTauumn 1Mbo HOPMATUBHOFO AOKYMEHT];

M) AaTa rocyfapCTBEHHOM perncrpaumu JeKapCTBEHHOrO MpenapaTta M ero perucrTpaLMoHHbIN
HOMep, [aTa 3aMeHbl PerncTpPaLMoOHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOIO Npenapata Ha beccpoyHoe
PEerucTpaLMoHHOe YAOCTOBEPEHWE JIEKAPCTBEHHOrO MpenapaTa, [AaTa NofayM 3asABAeHMA O
NoATBEPXKAEHUN TOCYAAPCTBEHHOM  pernctpaumMmM NeKapCTBEHHOro npenapaTa, [A4ata  OTMEHb!
rocyapCTBEHHOMN PerncTpaLmMm NeKkapcTBEHHOIO NpenapaTa;

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

H) KauyeCTBEHHbIN COCTAaB M KOJMYECTBEHHbIA COCTaB AENCTBYIOLIMX BELLECTB M KAYeCTBEHHbIW

COCTaB BCMOMOraTe/IbHbIX BELLECTB JIEKAapPCTBEHHOTO Npenapara;
(nn. "H" BBeaeH desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

0) HpopMaLma 060 BCex paspelleHHbIX BUAAxX BTOPUYHOM (NOTpebuTeIbCKoi) yNnakoBKu;
(nn. "o" BBeAeH deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

n) Aata NPUHATAA pPeleHMA O BO3MOKHOCTM pacCMaTpMBaTb JIEKAPCTBEHHbIW npenapaTt npu
rocy4apCTBEHHOM pPerncTpaLmm B Kadectse opdaHHOro IeKapCTBEHHOIO Npenapara;
(nn. "n" BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

p) HanuMume NeKapCTBEHHOro MNpenapata B MNepeyHe KU3HEHHO HeobXOAMMbIX M BarKHEMLINX
JIeKapCTBEHHbIX MpenapaTos;

(nn. "p" BBEAEH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

C) HanM4Me B NEKAPCTBEHHOM MpenapaTte HAPKOTUYECKUX CPEeACTB, NCUXOTPOMHbIX BELLECTB U MX
NPeKypcopos, NoOANeXaWMX KOHTponto B  Poccuiickoit  Pepepauum, B  COOTBETCTBUMM €
3aKoHoaaTenbCTBOM  Poccuiickoit  ®depepaumn, MeXAyHApOAHbIMM  AoroBopamu  PoccuicKoi



depepaunu, B Tom Uncne EaMHON KOHBEHUMEN O HapKOTUYECKMX cpeacteax 1961 roga n KoHBeHumel o
NCMXOTPONHbIX BewecTsax 1971 roaa;
(nn. "c" BBeaeH PepepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-93)

T) WHPoOpMaUMs O TOM, ABASAETCA /AW AaHHbLIM NIeKapCTBEHHbIN npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NpPenapaTom;
(nn. "1" BBeaeH ®epepanbHbiM 3aKOHOM OT 22.12.2014 N 429-b3)

y) cBefdeHMA O nogade 3asAB/EHUSA O BHECEHUMM U3MEHEHWA B AOKYMEHTbI, coaepiKalimeca B
PEerncTpaLMoHHOM AOCHE Ha IeKapCTBEHHbLIN Npenapar;
(nn. "y" BBegeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NprMeYaHme.

NHPopmauma o B3aMMO3aMEHAEMOCTM JIEKAPCTBEHHbIX MpenapaToB AAf  MeAUUMHCKOro
NPUMEHEHMA NOA/EKMUT BKIOUYEHUIO B FOCYAAPCTBEHHbIA PeecTp SIeKapcTBEHHbIX cpeacTB ¢ 1 aHBapA
2018 ropa (PepepanbHbiii 3aKoH 0T 22.12.2014 N 429-93).

) cBeAeHNA 0 B3aMMO3aMeEHAEMOCTM IEKAPCTBEHHOIO NpenaparTa;
(nn. "¢" BBEAeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

X) CPOK BBeAEHUA IeKAPCTBEHHOIO Npenapara B rpak4aHCcKuii 060porT;
(nn. "x" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

2) B OTHOLWEHUU PapmMaL,EBTUYECKUX CybCTaHUMIA:

a) HaMmeHoBaHWe GapMaLEBTMYECKON CyOCTAHUMWM (MeXKAyHapogHoe HenaTeHTOBAaHHOEe, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOPrOBOE HaMMEHOBaHMA);

(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHUWe 1 agpec NpomssoauTeNa GpapmaLeBTMYECKon cybcTaHLUu;

B) CPOK roAgHOCTM dhapmaLeBTUYECKO cybcTaHLmu;

r) ycnosusa xpaHeHua dpapmaLieBTMUYECKON cybcTaHuuuy;

A) Homep dapmaKonelHOM cTaTbM WAM B C/lydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOWM
AOKYMeHTauuMmn 1Mbo HOPMATUBHOIO AOKYMEHT];

e) Hannume dapmaLeBTUYECKON CyBCTaHUMM B NepeyHe HAPKOTUYECKUX CPencTB, NCUXOTPOMHbIX
BELLECTB M WUX MPEKYPCOPOB, Nogieralmx KoHTpoao B Poccuitickoit depepaunn, B COOTBETCTBUM C
3aKoHoaaTenoCTBOM  Poccuiickoit  ®depepaumn, MeXAyHApOAHbIMM  AoroBopamu  PoccuicKoi
depepaunn, B Tom uncne EgMHON KOHBEHLMEN O HapKoTUYeCKMX cpeacTBax 1961 roga n KoHBeHumel o
NCMXOTPONHbIX BewecTsax 1971 roaa.

(nn. "e" BBeaeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

2. dapmauesTryeckan cybcTaHumMA, npousBefeHHas ANA pPeanm3aumm, MoXeT OblTb BKIOYEHA B
rOCyapCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAHWWM 3aABAeHMA pa3paboTymka wau
Npoun3BOAUTENA NIEKAPCTBEHHOrO CPeacTBa AM60 YNOJHOMOYEHHOFO MMM HOPUANYECKOrO SiMua Mpu
YyCNIOBMM NPOBEAEHMA B OTHOLEHWM TaKoh dapmMaueBTUYECKOM CyOCTaHLMM 3KCMepTU3bl KayvecTsa
dbapmaLreBTMUECKON CcybCTaHUMM B MOpALKe, YCTAaHOBNEHHOM cTaTbelt 34 HactoAwero PepepanbHOro
3aKOHa. B OTHOWeHUM dapmaueBTUYECKUX CyOCTaHLMN, NPOM3BEAEHHbIX ANA peanusaumn, B
rocyapcTBEHHOM peecTpe IeKAPCTBEHHbIX CPEACTB COAEPHKUTCA Caeaytowan MHpopmauma:

1) HaMmeHoBaHMe ¢apmaLLeBTUYECKON cybCcTaHUMK (MeXKAyHapoaHoe HenaTeHTOBaHHOe, Wau
rpynnMpoBOYHOE, NN XUMUYECKOE M TOPrOBOE HaMMEHOBaHMA);

2) HaumeHOBaHWe 1 agpec nponssoauTens papmaLeBTUYECKON cybCcTaHLMK;

3) cpoK roaHoCcTN papmaLLeBTUUHECKOMN cybCcTaHLMu;

4) ycnosus xpaHeHMa GpapmaLieBTMUYECKOMN cybcTaHUuu;

5) Homep dapmaKoneliHon cTaTbM AMGO B Ccayyae ee OTCYTCTBMA HOMEP HOPMAaTMBHOM
OOKYMEHTaUMW UM HOPMATUBHOTO AOKYMEHTA;

6) Hannune dapmaueBTUYeCcKON cybCcTaHLMM B NepeyHe HAPKOTUYECKUX CPenCTB, NCUXOTPOMHbIX
BELLECTB M WUX MPEKYPCOPOB, Nogjexalmx KOHTpoato B Poccuitickoit Pepepaunn, B COOTBETCTBUMMU C
3aKoHoaaTenbCTBOM  Poccuiickoit  ®depepaumn, MeXAyHApOAHbIMM  AoroBopamu  PoccuicKoi
depepaunn, B Tom uncne EgMHON KOHBEHLMEN O HapKoTUYECKMX cpeacTBax 1961 roga n KoHBeHumel o
NCMXOTPONHbIX BewwecTsax 1971 roaa;



7) AaTa BKAoYeHUA dapMaLeBTUUYECKON CybCTaHUMM B rOCYAapCTBEHHbIN PEeCTp NeKapCTBEHHbIX
CPeAacTB, AaTa BHECEHWUA U3MEHEHWUI B AOKYMEHTbI GapMaLeBTUYeCcKon cybcTaHUMN, AaTa UCKAOYEeHNA
dbapmaueBTUYeCcKoi cybCcTaHUMKM M3 rOCyAapCTBEHHOMO PeecTpa IeKapPCTBEHHbIX CPeACTB.

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

3. MopsAfAoK BeAeHWMA roCyAapCTBEHHOrO peecTpa /JIeKapCTBEeHHbIX CpeacTs Aa MeAMLMHCKOro
NPMMEHEHMA W MOPAAOK BeAeHWUA TOCYAapCTBEHHOrO peecTpa /IeKapCTBEHHbIX CPeaCTB  AnA
BETEPUHAPHOrO MPMMEHEHMA YTBEP)KAAlOTCA COOTBETCTBYIOWMM YNOAHOMOYEHHbIM deaepanbHbIM
OpraHoOMm MCNOIHWUTE/IbHOM BAACTU.

Cratba 34. BkAloyeHMe B rocyAapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACTB U UCKAoYeHUe 13
rocyapCcTBEHHOro peecTpa IeKapCTBEHHbIX CpeacTs papmaleBTUYecKon cybcTaHLMM, NPonsBeaeHHOM
ANA peanusaumm
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BkAoYeHUA ¢apmaLeBTUYECKOW CcybCcTaHUMKM, NPOM3BEAEHHON ANA peanusauuu, B
rocyapCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPEACTB, MPOBOAUTCA IKCNEPTMU3a ee KayecTBa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. DKcnepTM3a KayecTBa YKa3aHHOM B YacTu 1 HacToAlel cTaTbM dapmaLLeBTUYECKOM cybCTaHUuu,
COCTaB/IEHME KOMMUCCMEN SKCNEPTOB 3aKAOYEHNI MO pe3ynbTaTam 3TON IKCNEPTU3bl U UX HanpaBaeHUe
B YMNONHOMOYEHHbIN deaepanbHblit OpraH MCNOAHWUTENBHOW BAACTU OCYLLECTBAAIOTCA B CPOK, He
NPEeBbIWAOWMI  WecTUaecATM pabouymx gHEeWn CcO AHS  MOJIYYEHMA IKCNEPTHbIM  yuperKaeHuem
COOTBETCTBYIOLLErO 334aHMA YNOAHOMOYEHHOro denepanbHOro opraHa WCMNOJHUTENbHOM BAacTu U
cneayroLWmx 4OKYMEHTOB:

1) Konus NMUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MM KOMWA 3aK/lOYeHUsA O
COOTBETCTBMM  MPOU3BOAMTENSA  JIEKAPCTBEHHbIX CcpeacTB TpeboBaHMAM NpaBWA  HagaexKalwewn
NPOW3BOACTBEHHOM NPaKTUKK, BblAaHHbIE YNOAHOMOYEHHbIM pesepasibHbiM OPraHoOM UCMOTHUTENbHOM
BNACTW, B CAy4yae, eC/iM NPOW3BOACTBO JIEKAPCTBEHHOrO Npenapata ocyliecTeaseTca B Poccuiickol
depgepaunu;

2) Konusa BbIAAHHOM YNOJHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENA JINLEH3UM HA
NPOM3BOACTBO JIEKAPCTBEHHOIO CpeacTBa M ee nNepeBos Ha pPYCCKMIA A3blK, 3aBepeHHble B
YCTaHOB/NIEHHOM MOPAAKE, U KOMWA 3aKNOYEHMA O COOTBETCTBUM MNPOM3BOAUTENA JIEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBWA  HagneXKalwen  MNPOM3BOACTBEHHOM  MPAKTUKM,  BblAAHHOrMO
YNONIHOMOYEHHbIM desepanbHbIM OPraHOM UCNOAHUTENBHOW BNAacTM, B C/yyae, eciv NPOM3BOACTBO
NIeKapCTBEHHOIO CPeAaCTBa OCYLLECTBAAETCA 33 Npeaenammn Poccuinckon ®epepaumuy;

3) AOKYMEHT, coaeprKalLnin cnegytowme ceegeHmsa o bapmaueBTUYeCcKol cybCcTaHLmu:

a) HaumeHoBaHMe dapmaLeBTUYECKOM CybCTaHLUMM, ee CTPYKTypa, obLmne CBOMCTBa;

6) HaumeHoBaHWe 1 agpec NPoM3BOAUTENS;

B) TEXHONOINA NPOM3BOACTBA C ONUCAHMEM CTAANIN NPOM3BOACTBA MU METOA0B KOHTPOAA Ha BCeX
CTagMAX NPOU3BOACTBA;

r) onncaHune paspaboTKM NpoLecca NPonsBoACTBa;

) onucaHuWe KOHTPOASA KPUTUMYECKMX CTaguii npouecca MNpou3BOACTBA M MPOMENKYTOUYHOM
NpPoAyKLMK;

€) AOKyMeHTa/ibHoe NoATBepXKAeHMe (BamMaaums) NpoLLeccos U (Mn) NX OLLEHK];

) CBOICTBA 1 CTPYKTYypa AENCTBYIOLLNX BELLECTB;

3) XapaKTepuCcTUKa Npumecei;

n) cneundurkauma Ha bapmaLeBTUYEcKyto cybcTaHLMIO N ee 06OCHOBaAHME;

K) aHaNuTUYecKMe MEeTOAMKM, WCMONb3yeMble TMPU  OCYLLECTBAEHUM KOHTPO/IA KayecTsa
dapmaueBTMUECcKoM cybcTaHLUu;

N1) AOKYMEHTaNbHOe NoATBepKAeHWe (Banngauma) aHaIMTUYECKUX METOAMK, UCMNOb3yeMblX Npu
OCYLLECTB/IEHUMN KOHTPOA KavecTBa papmaLLeBTUYECKON CyOCcTaHLMN;

M) pe3ynbTaTbl aHann3a cepuin papmaL,eBTMYECKON cybcTaHumu;

H) NepeyYeHb CTaHAAPTHbIX 06PA3LL0B UM BELLECTB, UCMOb3yEMbIX MPU OCYLLECTBAEHUN KOHTPONA
KayecTBa;

0) ONMcaHMe XapaKTePUCTUK U CBOMCTB YNAKOBOYHbIX MAaTEPUANOB U YKYNOPOYHbIX CPEACTB;



n) AaHHble 0 cTabunbHOCTU hapmMaLLeBTUYECKOM cybcTaHLUu;

p) CpOK roaHoCTHU.

(4acTtb 2 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ona nposedeHWa 3KCNEPTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwen cTaTbu
dapmaueBTMHEeCKON cybCcTaHUMKM 3asBUTENb NpeacTaBAseT B YNOJIHOMOYEHHbIN deaepasbHbliA opraH
NCMNOJIHUTENbHOM BNACTK:

1) 3aABnAeHME O BK/IOYEHUM B TOCYAAPCTBEHHbIA PEecTp JIeKapCTBEHHbIX CpeacTB AaHHOW
dapmaueBTMUECcKoM cybcTaHLUu;

2) Konua OOKyMeHTa, NOATBEP)KAAMOLLEro ynaaTy rocyAapCTBEHHOW MOLWJ/IMHbI 33 BK/OYEHME B
rocy4apCTBEHHbIA PeecTp NeKapCTBEHHbIX cpencTB $hapmaueBTUYECKON cybcTaHUMM, NPoun3BeaEeHHOM
ana peanusaumm, nMbo no COBCTBEHHOW WHUUMATMBE YKa3aHHbIM [OKYMeHT. B cayvae ero
HenpeacTaBaeHUA 3asBUTENIEM YMNOJIHOMOYEHHbIM denepanbHbli OpraH MCMNOAHUTENbHOW BAACTM
nposepsAeT GaKT ynnaTbl FOCYAapCTBEHHON NOLWAWHbLI 3a8BUTEIEM C UCMOIb30BaHMEM MHbOpPMaLUKN 06
ynnaTte rocyapcTBEHHOM NOLW/MHbI, coaepxallelica B focyaapcTBeHHOM MHOPMALLMOHHON cucTeme o
roCyapCTBEHHbIX MU MYHUUMNANbHbIX NAATeXKax, Ha OCHOBaHWMM NPeACTaBNEHHON 3aABUTENEM KOMUM
OOKYMEHTa, NOATBEPKAAIOLLErO YNNATY rOCYAapPCTBEHHOW NOLU/INHDI;

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

3) [OKYMEHTbI, YKa3aHHbIe B YAaCTW 2 HACTOALLENM CTaTby;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3aABseHMe O Bblgaye paspelleHnsa Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOM MapTuu
HEe3aperncTpMpPoBaHHOTO JIEKAPCTBEHHOMO CPeAcTBa, NpefHa3sHaYeHHOro ANsA NpoBeAeHUn YKasaHHOM
3KCnepTusbl.

(n. 4 BBepeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

4. B TeyeHune gecatn paboumx gHen co AHA NPUHATUA 3asBEHUA O BK/IIOYEHMM YKA3aHHOM B YacTu
1 HacTosAweln crtaTbm apmaueBTUYECKOM cybCTaHUMM B rOCYAaPCTBEHHbIA peecTp NeKapCTBEeHHbIX
CpeacT8 M [AOKYMEHTOB, MNepeymcieHHblXx B 4YacTM 1 M NyHKTe 2 4acTu 3 HacToAwen CcTaTbh,
YNONHOMOMYEHHbIN deaepanbHblii OpraH UCNOIHUTE/IbHOM BAACTMU:

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

1) npoBOAMT NPOBEPKY MOJIHOTHI U AOCTOBEPHOCTU AAHHbIX, COAEPKALUMXCA B NPeACTaBAEHHbIX
3anABUTeNEM JOKYMEHTAX;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpPUHUMaET pelleHne O HAMpaB/JIEHUMM B IKCMEPTHOE YyYpexAeHWe 33aJaHuA Ha NpoBeAeHue
3KCMepPTU3bl KAYecTBa YKa3aHHOM B YacTK 1 HacToALlel cTaTbu dapmaueBTUYEeCcKon cybcTaHumMmM unm ob
OTKa3e B TAKOM HanpaB/ieHUU;

3) yBegomnsAeT B 3/IEKTPOHHOM MAM NUCbMEHHON GopMe 3asBUTENA O NPUHATOM PELUEHUU UK B
C/ly4ae 0TKa3a € yKasaHMeM NPUYMH TAaKOro OTKasa.

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

4.1. B cnyyae BbIIBNEHMA HELOCTOBEPHOCTM CBEAEHWM, COAEepPMKALMXCA B MNPeACTaBAE€HHbIX
3aABuTeIEM MaTepmanax, ynosHOMOYEHHbIN desepanbHbl OpraH UCNONHUTENBHOW BAACTU HanpasaaeT
3aABMTENI0 3anpoc 006 YTOYHEHWM YKA3aHHbIX cBefAeHMW. [laHHbI 3anpoc MoxKeT ObiTb nepenaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENA JIMYHO MNOA PACMMUCKY, HanpaB/ieH Mo NnoyTe 3aKasHbIiM
NMUCbMOM MU NepesaH B 3/1IEKTPOHHON GopMe MO TEIEKOMMYHMKAUMOHHbIM KaHanam cBasu. B caydae
HanpaB/ieHMA AaHHOTO 3anpoca No NoyTe 3aKasHbIM MUCbMOM OH CYUTAETCH NMOAYYEHHbIM MO UCTEYEHUM
LeCcTn AHel ¢ AaTbl HAaNpPaB/AEHMA 3aKa3HOro NMCbMa.

(4acTb 4.1 BBeaeHa PeaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-3)

4.2. 3aaButenb 06a3aH NpeacTaBUTb OTBET Ha 3anpoc YNoJHOMOYEHHOro ¢pesepanbHOro opraHa
WCMOJIHUTENbHOM BNACTM B CPOK, HE MpeBbIWAWMIA AeBAHOCTA Paboymx AHeW CO AHA MONy4YeHus
AaHHoro 3anpoca. Cpok, YKasaHHbIA B 4YacTM 4 HacCToAWEN CTaTbW, NPUOCTAHAB/MBAETCA CO AHA
HanpaB/ieHMA 3anABUTENIO 3anpoca YNoJHOMOYeHHoro deaepanbHOro opraHa UCNOHUTENIbHOW BAACTK
[0 OHA NOMlyYeHUA UM OTBETA Ha AaHHbIA 3aMpPOC U HE YYUTbIBAETCA MNPU UCYMUCEHMUM CPOKA SKCNEPTU3bI
KadyectBa dapmMaueBTUYECKON CybCTaHUMKM, HEUCNOb3yeMo Npu MNPOU3BOACTBE JIEKAPCTBEHHbIX
npenapaTos.

(yacTb 4.2 BBegeHa ®egepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)



5. OcHOBaHMeM A/1a OTKasa B HaMpaB/JeHUW B KCMEPTHOE yypexaeHne 3a4aHnsa Ha npoBeaeHue
3KCNEepTM3bl KayecTBa YKa3aHHOM B 4acTm 1 HacTtoawen cratbM dapmaueBTUYEcKoM cybcTaHumm
ABNAETCA HenpeacTaB/eHMe [AOKYMEHTOB, YKasaHHbIX B 4YacTU 2 HacCToAWEW CTaTbW, OTCYTCTBUE
nHpopmaumm, noaTBeprKAaowen ¢GakT ynnatbl rOCYAapCTBEHHOM MOLW/MHBLI 3@  BK/OYEHME
dapmaueBTMyeckon cybcTaHUMKM, NPOU3BEAEHHOW ANna peanu3aumm, B TOCYAAPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB, HeNpeacTaB/leHNe 3aABMTE/IEM B YCTaHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIN B
yactu 4.1 HacToALWEl CTaTbM 3aNpPOoC YNOSHOMOYEHHOTO pesepanbHOro opraHa UCNOIHUTENbHOM BNACTU
WAN  NpeacTaBNeHne LOKYMEHTOB, HEe COAEepMKaliMX WUCYEepnblBAlOWEro nepeyHs HeobxoauMbix
cBeleHUN.

(4actb 5 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-93)

6. B TeueHne nATHagUaTM paboumx AHEN CO AHA NOAYYEHUA pPeLleHMA YNOJHOMOYEHHOrO
denepanbHOro opraHa MCNOAHUTE/IbHOM BAACTM O HanpaB/ieHUWN B SKCNEPTHOE yuperKaeHWe 334aHMA Ha
npoBeAeHME 3KCMEepPTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAweW cTaTbn dapmaueBTUHECKOM
Cyb6CTaHUMK 3a8BUTENb NPEACTABAAET B SKCNEPTHOE YUYpeXAeHWE ANA NPOBEAEHUA AaHHOMN 3KCNepTU3bI
06pasubl ¢apmaLeBTUYECKOW cybcTaHUMM B KO/NMYECTBE, HeobxoaMMOM [ANA BOCMPOU3BEAEHMA
MEeTOA0B KOHTPOAA KayecTBa. IKCMEePTHOE yupexaeHUe Npu noayvyeHnn obpasLos yKazaHHOM B YacTm 1
HacToAWeN cTaTbh dapmaLeBTUHECKOM CYBCTaHUMKN BbIOAET 3aABUTENIO LOKYMEHT, NOATBEPKAAOWMIA
nosydeHve 3TUx 06pa3yoB, M B CPOK, He MPEBbIWAOWMI Tpex pabounmx AHelW, yBeAOMANSAET B
3NIeKTPOHHOM WMAW  NUCbMEHHON ¢opme 06 3ITOM YMNO/NHOMOYEHHbIM deaepanbHbli  opraH
NCNONHUTENbHOM BAACTU. ITU CPOKM HE BK/KOYAOTCA B CPOK NPOBEAEHMUA AaHHOMN 3KCNepTuU3bl.

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

7. lOKYMeHTbI, NOCTYNMBLUME B SKCNEPTHOE YyUYperKAeHMe 411 NPOBeAEeHMNA SKCNepTU3bl KayecTsa
YKa3aHHOM B 4actm 1 HacTosiwei cTaTbM dapmaueBTUYEeCKOM cybCTaHuMM, noanekaT BO3BpaTy B
YNOJIHOMOYEHHbIN peaepanbHblit OpraH UCNONHUTENIbHOW BIAaCTU OAHOBPEMEHHO C 3aK/OYEHUAMM NO
pe3ynbTaTam NpPoBeAEHHOM 3KCNePTU3bI.

8. B cpoK, He npesblwaOWM NAaTM pabounx gHen co AHA MONYYEHWUS 3aKYEHMA KOMUCCUM
3KCMepToB MO pe3y/bTaTam 3KCMepTM3bl KayecTBa YKasaHHOM B 4acTM 1 HacTosAlel cTaTbu
dapmaueBTMHECKOM cybCTaHLMKM, YNOJHOMOYEHHbIN PpeaepasnbHbli OpraH UCNOJAHUTENbHOW BNACTU:

1) ocywecTBnseT OLLEHKY TaKOro 3aK/OYeHUA Aas onpeaeneHns ero cCoOTBETCTBUA 3a4aHUI0 Ha
npoBeaeHWe AaHHOM 3KCNepPTH3bI;

2) nNpuvHUMaeT pelleHWe O BK/AKOYEHUM YKasaHHOMW B 4acth 1 HacToAwen CcTaTbu
dbapmaL.eBTUYECKON CyOCTAHLLMM B FOCYAaPCTBEHHDIN PEECTP SIEKAPCTBEHHbIX CPEACTB UM pelueHne 06
OTKa3e B TAKOM BKJIIOMEHUMU;

3) BHOCMUT NpW NPUHATAUN pPeLleHMA O BKKOYEHMM YKa3aHHOM B 4YacTM 1 HacToAwen cTaTbu
dbapmaueBTMyeckon  cybcTaHUMM B TOCYAAPCTBEHHbIM  PeecTp  JIeKAPCTBEHHbIX  CPeAacTB
npeaycCMOTPEHHYI0 NMYyHKTOM 2 Yacti 1 ctaTbk 33 HacToAwero denepanbHOro 3akoHa MHGOPMaLMIO U
yBEAOMNAET 06 3TOM B 3/IEKTPOHHOM AN NUCbMEHHOM popme 3aaBUTeNS.

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

9. OcHoBaHWMEM pAnsA OTKasa BO BK/IHOYEHUM YKA3aHHOM B 4YacTM 1 HacToAwen cTaTbu
dbapmaueBTUYECKON CybCTaHUUMM B TFOCYAAPCTBEHHbIA pPeecTp JNeKAapCTBEHHbIX CPeacTB ABAAETCA
pelleHme COOTBETCTBYHOLLErO YNOJAHOMOYEHHOro denepasbHOro opraHa UCNOJHUTENIbHOM BNACTM O TOM,
YTO KayecTBO papmMaL,eBTUYECKOM CybCTaHL MM He NOATBEPKAEHO NOYYEHHBIMUN AaHHbIMMU.

(4actb 9 BBeaeHa PenepanbHbim 3aKOHOM OT 22.10.2014 N 313-93)

10. He ponyckaeTca BK/OYEHWE B FOCYAApPCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeacTB OAHOM
dapmaueBTMHECKON cybCcTaHLUMK, NPOU3BEAEHHOM ANA peanm3alumn U BbiMYCKAEMON OAHUM U TEM e
npousBoauTenem, B BUAe ABYX U 6onee peecTpoBbIX 3anmcen.

(4actb 10 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

11. BHeceHWe U3MEHEHWUN B AOKYMEHTbl Ha papMaueBTMYECKY0 CybCTaHLMIO, NPOU3BEAEHHYIO
AR peannsaummn 1 BKIOYEHHYHO B rOCYAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB, OCYLLeCcTBAseTCA
B nopsaake, yctaHosneHHom cTaTbamm 30 m 31 HactoAwero denepanbHOro 3aKoHa, C ynaaToi
rocyapCTBEHHON MOLW/AMHbI, NPeayCMOTPEHHON 3aKoHoAaTenbcTBoM Poccuiickont ®epepaumm o
Hanorax u cbopax.

(yacTtb 11 BBEegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)



12. [onyckaeTtcs obpalweHre papmaLeBTUYECKUX CYBCTaHUMIN, NPOM3BEAEHHbIX ANA pPeanmsaumm,
B TeYEeHWe CTa BOCbMWUAECATU AHEN [0 U nocae NPUHATUS YNOJHOMOYEHHbIM dpeaepasbHbiM OpraHom
WCNOJIHUTENbHOM BAAacTU peleHnss O BHECEeHUW W3MEHEHU B [AOKYMEHTbl Ha dapmaueBTUYECKyto
CybCTaHUMIO, NPOM3BEAEHHYID AN Peanv3aumMm U BKJKOYEHHYID B TFOCYAAPCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPeacTs.

(4actb 12 BBeaeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

13. PeweHue 06 WCKAOYEHMM U3 TOCYHAPCTBEHHOIO pPeEecTpa NEeKapPCTBEHHbIX CpeacTs
dbapmaueBTUYECKON cybCTaHUMKM, NPOM3BEAEHHON ONA peannsaumun, NPUHUMAETCS YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTU B C/ly4Yae:

1) npepactaBneHMA  COOTBETCTBYHOLLMM  YMNOJHOMOYEHHbIM  deaepasibHbiM  OpraHOM
WCNONHUTENbHOM BNACTU 3aKAOYEHMA O PUCKE UAWN 06 yrpose »KU3HW MAW 340POBbI0 YesoBeKa Nnbo
YKMBOTHOTO NPU UCNO/Ib30BAHMUM IEKAPCTBEHHOTO CPEACTBA;

2) nogaun pa3paboTUMKOM NIEeKAPCTBEHHOMO CPeACTBa WAW MPOU3BOAUTENIEM JIEKAPCTBEHHOMO
cpeactsa MMB0 YNOSHOMOYEHHBIM UMW APYTUM IOPUANYECKMM /IULLOM 33aABAEHUA 06 UCKAIOYEHUN U3
rocy4apCTBEHHOIO PeecTpa NIeKAPCTBEHHbIX CpeacT8 dpapmaL,eBTUYECKOM cybCcTaHLMKN, NPOU3BEAEHHOM
ANA peannsaumu;

3) oTcyTcTBUA hapMaLeBTUYECKOM CybCTaHLMK, MPOM3BEAEHHON ANA peanm3aumnu, B obpalleHnm B
Poccuitckoit Pepepaumm B Te4eHUe Tpex 1 bonee nert.

(yacTtb 13 BBEegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

Cratba 35. Ytpatmna cuny ¢ 1 nons 2015 roaa. - PegepanbHblii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. O6kanoBaHuMe pelleHNa 06 OTKase B Bblgaye paspelleHMs Ha npoBeaeHue
KAMHMYECKOro MCCnefoBaHMA IeKapCTBEHHOro npenapaTa, pelweHna ob OTKase B rocyAapCTBeHHOM
perncTpauumn NekapcTBeHHOro Npenapara, 3ak/lYeHna KOMUCCUM SKCNEePTOB SKCMEePTHOrO yYpexaeHus
WM 3aKK0UYEHUA COBETA MO 3TUKE

(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

PelseHne COOTBETCTBYHOLLENO YNOJHOMOYEHHOTO denepasibHOro opraHa UCNONHUTENIbHOW BNACTU
06 OTKase B Bblgaye paspelleHns Ha npoBefeHWe KAMHWYECKOro WCCNefoBaHMA JIeKapCTBEHHOrO
npenapaTta, peleHue YyKasaHHoro d¢enepanbHOro opraHa MCNONHUTENbHOW BAacTM 06 OTKase B
rocy4apCTBEHHON perncTpauMmM fNEeKapcTBEHHOrO NpenapaTta, 3aKAtoYeHWe KOMMUCCUM  3KCMepToB
SKCMEPTHOMO YYPEXKAEHUA MAU 3aKNOUYEHME COBETA MO 3TUKE MOXKeT ObiTb 06KanoBaHO B nopsAaxe,
YCTaHOBNIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumu. 3akatoveHne skcnepta, opopmaeHHoe
Mo MWTOFram 3KCMepTM3bl B LENAX ONpeaefeHns B3aMMO3aMEHAEMOCTU 3aperncTpupoBaHHOro
NIeKapCTBEHHOrO  npenapaTa, MoOXeT OblTb  06)KafnoBaHO  Aep)KaTesieM  WAWM  BAAAENbLEM
PEerucTPaLMoOHHOrO YAOCTOBEPEHUA SIEKAPCTBEHHOrO MpenapaTta B KOMUCCUIO SKCNEPTOB 3KCMEPTHOrO
yuperKaeHuA. 3aKNYeHNEe KOMUCCUM IKCMEPTOB SKCNEPTHOTO yUYpexaeHUs, opopmMaEHHOE MO UTOram
nepecmoTpa 06)Kas0BaHHOIMO 3aK/OYEHUA 3KCMepTa, MOXEeT ObiTb OCMNOPEHO AepKaTenem WM
BNafeNblLEeM PerncTpalMoHHOro yAOCTOBEPEHUA NEKAPCTBEHHOMO NpenapaTta M60 yNnoAHOMOYEHHbIM
UMW  NIMLOM B TOpAAKe, YCTaHOB/AEHHOM 3aKoHozaTenbcTBOM Poccuiickoit ®degepaumn. Mpu
06)KaNnoBaHUM pelleHna YNOJHOMOYEHHOTO ¢eaepanbHOro opraHa WCMONHUTENIbHOW  BAACTW,
3aK/I0YEHMA IKCMEpTa UM KOMUCCUM IKCNEPTOB IKCMEPTHOrO YUYPEXKAEeHWUs, 3aK/ouYeHMsa coBeTa Mo
3TUKe AeprKaTeNib AW BRagenel, PerMcTpaumoHHOro ya0CcToBepeHUA NeKapcTBEHHOMo npenaparta nbo
YNOJIHOMOYEHHOE UMM NNL0 BNPaBe NPeacTaBUTb Pe3ybTaTbl 3KCMEePTM3bl 1IEKAPCTBEHHOTO Npenapara,
NPOTOKO/Ibl  MOJIYYEHHbIX aKKPEeAMTOBAHHbIMW  UCMbITaTe/IbHbIMKM  fabopatopusmu  (LeHTpamm)
pe3ynbTaToB UCCNeA0BaHUM, UCMbITAHWUA.

Cratba 37. WHbopmaumsa, cBA3aHHAA C OCYLLECTB/IEHMEM [OCYAapCTBEHHOM permcrpauum
NeKapCTBEHHbIX MNpenapaTtoB, MHPOPMaUMA O 3aPermcTPMPOBAHHBLIX JIEKAPCTBEHHbIX MpenapaTtax M
NleKapCTBEHHbIX NPenapaTtax, MCKAOYEHHbIX M3 FOCYAapCTBEHHOIO peecTpa IeKapCcTBEHHbIX CpeacTB

1. CooTBeTCTBYIOWMI YNOJHOMOYEHHbIN deaepanbHblit  OpraH WUCMOJHUTENbHOM  BAACTU
pasmellaetr Ha cBoem oduumanbHom caikite B cetu "UHTepHeT" WHPopmauMio, CBSI3aHHYLO C



OCYLLLECTB/IEHWEM TOCYAapPCTBEHHON pPerucTpaumm NeKapcTBeHHbIX npenapaTtos, B TOM 4ucne
npoBeAeHMEeM 3KCNepTusbl J/IeKapCTBEHHbIX CPeAcTB (BKAOYas pesynbTaTbl ee  nposeaeHus),
MHOOPMaLMIO O 3apPerncTPUPOBAHHbIX JIEKAaPCTBEHHbIX Mpenapatax W JeKapcTBEHHbIX npenaparax,
NCK/IOHYEHHBIX M3 rOCYapCTBEHHOrO peecTpa /IeKapCTBEHHbIX CPeACTB, He Mo3AHee Yyem yepes NATb
pabounx AHel co AHA MOJiyYeHMA COOTBETCTBYIOWMM YMOAHOMOYEHHbIM ¢eaepasbHbIM OpraHom
NCMONHUTENbHOM BNACTM 3aB/IEHUA O rOCYAapCTBEHHOW perncTpaummn eKkapcTBeHHOro npenapara.

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

2. CpoKM M MnopAadoK pasmMelleHua YKasaHHOM B 4vactu 1 HacToAuwlein cratbn MHdopmaumm
YyCTaHaBANBAOTCA YNOJHOMOYEHHbIM deaepanbHbiM OpPraHoOM UCNOAHUTENbHOW BaacTu. MHpopmaums,
yKasaHHaa B 4YacTv 1 HacToAwen CTaTbu, ABAAETCA OTKPLITOW M 06LLEeA0CTYNHOM U NpeaocTaBaseTca
3aMHTepecoBaHHbIM NLAM B COOTBETCTBMM C 3aKoHOAaTeNbcTBOM Poccunitickont Pepepauuu.

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

Fnasa 7. KMTUMHNYECKUE UCCNEAOBAHNA NEKAPCTBEHHbIX
NPENAPATOB AN MEAULUUHCKOIO NPUMEHEHNA, AOrOBOP
Ob UX NPOBEAEHWUU, MPABA NALMUEHTOB, YHACTBYIOLWUX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KnuHuyeckne wuccneposaHuA NEeKapCTBEHHbLIX nNpenapatoB 414 MeAULMHCKOro
npumeHeHunAa

1. KAinHWyeckne nccnenoBaHUs NEeKapCTBEHHbIX NPenapaTos 4158 MegULMHCKOro NpuMeHeHus, B
TOM 4YMC/ie MeXAYHapOoAHble MHOTOLLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErNCTPALMOHHbIE, NPOBOAATCA
B O4HOW WMAM HECKONbKMX MEAMLMHCKMX OpraHu3auuax B COOTBETCTBUM C MPaBMAAMMU Haa/exalueln
K/IMHNYECKOM MPAKTUKK, YTBEPKAEHHBIMWN YNOJTHOMOYEHHbIM defepasbHbIM OPraHOM UCMOTHUTENbHOM
BNACTU, COOTBETCTBEHHO B CAEAYHOLLMX LENAX:

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

1) yctaHoBneHMe 6e30MacHOCTU NEKAPCTBEHHbIX MpenapaToB A4 340PO0BbIX 406POBOMLLEB U
(nnn) nepeHocMMOCTM WX 340pOBbIMM  A0OPOBO/IbLAMM, 33 MCKAIOYEHMEM TaKUX UCCAedoBaHMM
JIeKapCTBEHHbIX NpenapaToB, NPOU3BEAEHHbIX 33 Npeaenammn Poccuninickon Pegepaunu;

2) nopbop onNTMManbHbIX [AO3MPOBOK JIEKAPCTBEHHOrO Mpenapata M Kypca /feyeHua ana
NauMeHToB C onpegeneHHoiMm  3aboneBaHMem, ONTUMANbHbIX [03 W CXeM  BaKUMHaLMK
MMMYHOBMONOTMYECKMMM NIEKAPCTBEHHBIMW NpenapaTaMu 340P0BbIX LOOPOBONbLEB;

3) ycTaHoBneHWe 6e30MacHOCTM NeKApCTBEHHOro npenapata M ero 3¢peKkTMBHOCTM AnA
naumeHToB c onpeaeneHHbImM 3aboneBaHuem, npoduNaKTUYeCcKon 3¢ deKTUBHOCTH
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX MPENapaToB A1A 340P0BbIX 406POBO/bLEB;

4) u3yyeHMe BO3MONKHOCTM pPaACLUMPEHMA MOKA3AHUN ANA  MEOULMHCKOTO MPUMEHEHMA U
BbIAB/NIEHNA paHee HeU3BECTHbIX MOOOYHbIX [ENCTBUIA  33aPErmMCTPUPOBAHHBIX  JIEKAPCTBEHHbIX
npenapaTos.

2. B OTHOWeEHUM BOCMPOU3BEAEHHbIX JNEKAPCTBEHHbIX MpenapaToB AAA  MeAULMHCKOro
NPUMeHeHUna MNPOBOAATCA  UCCNef0BaHUA  OMOSKBMBANEHTHOCTM M (MAKM)  TepaneBTUYECKOM
SKBMBA/NIEHTHOCTM B MOpPSAAKE, YCTAHOB/MIEHHOM  YMNOJIHOMOYEHHbIM  deaepasibHbiM  OpPraHoM
NCMNOJIHUTENbHOM BNACTK.

3. OpraHusauuio nNpoBefeHUs KANHUYECKUX WCCNefoBaHMIA NeKapCTBEHHOro npenapaTta gns
MeZANUNHCKOTO NPUMEHEHNA BrpaBe OCYLLECTBAATb:

1) pa3paboTumK NEeKapCTBEHHOrO NpenapaTta Uan yrnoJHOMOYEHHOE UM INLO;

2) obpasoBaTesibHble OpraHu3auMu BbiCLIEro 06pa3oBaHMA, OPraHU3aLMM AOMOJHUTENbHOMO
npodeccnoHanbHoro obpasoBaHus;

(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UCccnen0BaTeNIbCKME OPraHU3aL K.

4. KnnHWYecKkne uccnepoBaHWA NIEKAapCTBEHHOrO Npenapata Ana MeAMUMHCKOro MpUMEHEHUs
NPOBOAATCA HAa OCHOBAHMM pa3peLleHna Ha NPOBeAEHNE KANHNUYECKOTO UCCAeA0BaHUA EKAPCTBEHHOIO
npenapaTta, BbIGAHHOFO YNOJHOMOYEHHbIM deaepasbHbIM  OPraHOM WUCMONHUTENbHON  BAACTMW.
YnonHomoueHHbIn defepanbHbli OpraH UCNOHUTENbHOM BNACTU BeAET PeecTp BblAAHHbIX pa3peLleHnit



Ha nNpoBeAeHMe KANHUYECKUX UCCIef0BaHNIM IeKapCTBEHHOIO Npenapara, CoAepKalLMi YKasaHMe Ha UX
Lesib UK LLenn, B YCTaHOBAEHHOM 3TUM OPraHOM NopsagKe.
(B pen. PepepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, o1 13.07.2015 N 241-93)

5. Y1patnn cuny ¢ 1 nons 2015 roaa. - PegepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

6. K opraHusaumMm npoBeaeHua KAMHUYECKUX UCCNef0BaHUM NEeKapCTBEHHOro npenapaTta Aans
MEANUMHCKOTO NPUMEHEHUA pPa3paboTYMKOM IeKApCTBEHHOro Mpenapata MOryT MPMB/IEKATbCA
opuamnyeckme auua  Abon  opraHM3auMoOHHO-NpaBoBon  ¢opmbl npu  ycnosun obecneyeHus
COOTBETCTBUSA 3TUX UCCNEeA0BaAHNN TpeboBaHUAM HacToAwwero PeaepanbHOro 3aKoHa.

7. KnnMHUYeckne unccnegoBaHMa NEKAapCTBEHHbIX MPEnapaTtoB A1 MeAMUMHCKOro MNpuMeHeHus
NPOBOAATCA B MEAMUMHCKMX OpPraHM3aumax, akKpeauTOBaHHbIX YMNOJHOMOYEHHbIM denepanbHbIm
OpraHOM WCMNONIHUTENbHOM BAACTM B NOPAAKe, YCTaHoBAeHHOM [lpaBuTenbcTtBom PoccuiicKoi
depepaumn.

8. [epeyeHb MEAMUMHCKMX OpPraHM3auuni, UMELMX MPaBO MPOBOAUTb  KAMHUYECKME
nccnefoBaHUA NIEKAPCTBEHHbIX MPEenapaTtoB ANA MeAMUMHCKOTO NPUMEHEHWA, U PeecTp BblAaHHbIX
paspeleHnii  Ha  NpoBeAeHWEe  KAMHUYECKMX  WUCCNef0BaHUM  NEKapCTBEHHbIX  MpenapaTtos
ony6AMKOBbLIBAIOTCA M Pa3MeLLAtoTCA YNOJHOMOYEHHbIM deaepasbHbiM OPraHOM UCMOAHUTENIbHOM
B/1ACTU B YCTAHOB/IEHHOM MM NopsgKe Ha ceoem odULMaNbHOM cainTe B ceTu "UHTepHeT".

Cratbs 39. PelweHre O NPoOBEAEHUMN KAMHMYECKOrO MCCef0BaHMA JIEKApPCTBEHHOMO npenapaTa
ANA MeAUUMHCKOTo NpUMeHeHUs
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. KanHuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapaTta Aaa MeguLMHCKOro NpUMeHeHMUs
NPOBOAMTCA Ha OCHOBAaHUW pa3peLleHUs Ha NpoBeAeHNe KIMHUYECKOTO NCCAea0BaHMA NeKapCTBEHHOIO
npenapaTta, BblAAHHOTO YMNOJHOMOYEHHbIM denepanbHbIM OPraHOM WCMNOAHWUTENIbHOW BAACTM Mo
pe3ynbTaTam 3KCNepTusbl AOKYMEHTOB, HEOOXOAMMbBIX ANA MOAYyYeHUs paspelleHMs Ha nposeaeHue
KJIMHWUYECKOTo UCC/Ief0BaHNA IeKapCTBEHHOO NpenapaTta U 3TUYECKOM 3KCNepTUsbl.

2. 0ns nonyyeHus paspelleHus Ha NpoBeAeHMEe KAMHUYECKOro MUCCefoBaHMA JIEKAapPCTBEHHOTO
npenapata gaa MeaMUMHCKOTO NPUMEHEHUs 3asBUTeNb NPeacTaBAseT B YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

1) 3asBneHMe o0 Bblgaye paspelweHna Ha NpPoBefeHMEe KAMHUYECKOTO MUCCAefoBaHMA
NIeKapCTBEHHOrO NpenapaTa 418 MegULUMHCKOro NPUMEHEHUS;

2) KONUK AOKYMEHTOB, NOATBEPXKAAIOWMX YNaaTy rocyfapCTBEHHOW MOLWAMHbLI 33 NPOBeAeHUe
STUYECKOW 3KCNepTU3bl, 3KCNEPTU3bl [AOKYMEHTOB Ha JIeKAPCTBEHHbIM npenapat Aasa nosyyYeHus
paspeleHna Ha NpoBeAeHWE KAMHUYECKOrO WCCNef0BaHUA /IeKApCTBEHHOrO npenapata A
MeZANUNHCKOTO MPUMEHEHUS, 3a BblAayy paspeLleHns Ha NpoBefeHUEe KAMHWYECKOro UccnefoBaHUA
NIeKapCTBEHHOIO NpenapaTta A1a MeAULUMHCKOTO NPUMEHEHMUSA, 3a NPOBEAEHME KCNEPTU3bl JOKYMEHTOB
Ha J/IeKapCTBEHHbI npenapat AAA MOAYYEeHUs paspelleHns Ha MNPOBEAEHUE MEXAYHAPOAHOro
MHOTOLLEHTPOBOrO K/AIMHUYECKOTrO MUCCeA0BaHUA NEKAapCTBEHHOIO npenapata Aaa MeAMUMHCKOro
NPUMEHeHMA, 3a Bblgayy paspelweHna Ha nNpoBefeHUe MeXAYHAapOAHOr0 MHOFOLEHTPOBOro
K/IMHWUYECKOTO UCCe0BaHUS IeKapCTBEHHOro npenapata Ans MeAMUMHCKOro MNpUMeHeHus, 3a
npoBeAeHMe 3TMYECKOM I3KCMEepTM3bl, 3IKCMepTM3bl AOKYMEHTOB Ha J/IeKApCTBEHHbIM npenapat ans
NnoJiydeHMa paspelleHna Ha MpoBeAeHue MNOCTPEruCTPALMOHHOTO KJAMHUYECKOro UCC/1ef0BaHus
JIeKapCTBEHHOrO NpenapaTa 414 MeAMUMHCKOro NpMMEHEHMA, 3a Bblgavy paspeLlleHns Ha nposegeHue
NOCTPErUCTPALMOHHOIO KIMHUYECKOTO UCCef0BaHUA NEKapCTBEHHOMo npenapaTta 41a MeguuMHCKOro
NPUMEHeHMA, UAN NO COHBCTBEHHOM MHMLMATMBE YKasaHHble AOKYMEHTbl. B cnyyae HenpeactaBieHus
3aABUTENEM YKA3aHHbIX AOKYMEHTOB YNOJAHOMOYEHHbIN deaepanbHblii OpraH UCNONHUTENIbHOW BNACTU
nposepsaeT $akT ynaatbl rocyAapcTBEHHOW MOW/IMHbI C UCMO/b30BaHMEM MHbOpMauun o6 ynnate
rocyAapcTBEHHOM MOWAMHbLI, coaepKalwerca B [locyaapcTBeHHOMW MHPOPMALMOHHOMW cucTeme O
roCyapCTBEHHbIX M MYHUUMMNANAbHbIX NaaTexaxX, Ha OCHOBaHUM MPeACTaBNEHHbIX 3aABUTENEM KOMUiA
OOKYMEHTOB;

3) NPOTOKOA K/JAMHWYECKOrO WCCNeAOoBaHWMA NEKapCTBEHHOTO npenapata Ans MeguLMHCKOro
NpPUMeHeHuUs;

4) 6polwtopy Uccneposartens;



5) MHpOopPMaLMOHHbI NUCTOK NaLMeHTa;

6) cBegeHus 06 onbiTe pPaboTbl UcciegoBaTeNelt No COOTBETCTBYIOWMM CMEunanbHOCTAM U UX
onbiTe paboTbl MO NPOBEAEHMUIO KIMHUYECKUX UCCNEA0BaAHUI;

7) cBegeHMA O MEOMUMHCKMX OpraHusauusax, B KOTOPbIX Mpearosiaraetca npoBegeHue
K/IMHNUYECKOTO UCCNea0BaHUA IeKapCTBEHHOrO npenaparta gas MeAguLUMHCKOro npumeHeHusa (noaHoe u
COKpalleHHOe HaMMEeHOBaHMA, OpPraHM3auMOHHO-NPaBoBasd ¢opma, MECTO HAXOXKAEHUA U MecTo
OCYLLLeCTB/IEHWNS AeATeNbHOCTU, TenedoH, Tenedakc, aapec 3NeKTPOHHON NOYTbl KaXKaon MeauLMHCKON
opraHusauuu);

8) cBedeHMA O npeanonaraemblX CPOKax MPOBEAEHMA  KAMHWYECKOro  MccneaoBaHus
JIeKapCTBEHHOrO Npenapara 418 MeguLUMHCKOTro NPUMEHEHUS;

9) konuio porosopa 06A3aTeNbHOMO CTPAXOBaHMA, 3aK/JOYEHHOTO B COOTBETCTBUWM C TUMOBbLIMMU
npasunamu 06A3aTeNbHOrO CTPaxoBaHWA, C YKasaHMeM MpeaesibHON YUCAEHHOCTM MaLMEHTOB,
YYaCTBYIOLWMX B KJAMHWYECKOM WCCNEAO0BAaHMM JIEKAPCTBEHHOrO Mpenapata Agas MeguLUMHCKOro
NpPUMeHeHus;

10) MHbOpMauUIo 0 CoCTaBe SIEKAPCTBEHHOrO NpenapaTta Ans MeAULMHCKOrO NpUMEHeHUs;

11) AOKYMEHT, COCTaBNAEHHbI NPOU3BOAUTENEM IEKAPCTBEHHOIO NpenapaTta Ans MeANUUHCKOro
NPUMEHEHMA U COAEPNKALLMA MOKasaTeNn (XapaKTEPUCTUKM), a TaKkKe CBEeAEHWUs O JIeKapCTBEHHOM
npenapate Ans MEeOULMHCKOrO NPUMEHEHUs, NPOM3BEAEHHOM [A/1A NPOBEAEHUA KAMHUYECKMX
nccneoBaHUm;

12) Konuio NNLEH3MM Ha NPOU3BOACTBO SIEKAPCTBEHHbIX CPEACTB B C/ydYae, ecin NPousBoACTBO
JIeKapCTBEHHOrO npenapaTa ocywecteasetcs B Poccuiickolt degepauumn, Man KONUIO 3aKAOYEHUA O
COOTBETCTBMM MPOM3BOAUTENSA JIEKAPCTBEHHOrO npenapata TpeboBaHMAM MpaBua  HagaexKalwen
NPOW3BOACTBEHHON MPAKTUKK, BbIAAHHOTO KOMMETEHTHbIM YMNOJHOMOYEHHbIM OPraHOM CTPaHbl
Npou3BOAUTENA NEKAPCTBEHHOIO NpenapaTa.

3. B cpokK, He npeBblWatoWmn NATM pabounx gHen co AHA NPUHATUA YKa3aHHOTO B NyHKTe 1 yactu
2 HacToALelN CTaTbM 3aABAEHUA U HEOOXOANUMbIX AOKYMEHTOB, YNOJNHOMOYEHHbIN deaepanbHbli opraH
NCMNOJIHUTENbHOM BNACTK:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTM CBEAEHWUI, COAEPKALUMXCA B NPEACTaBAEHHbIX
3anABUTENEM JOKYMEHTAX;

2) NPUHUMaET peLleHne O NPOBEAEHMM SKCNEPTU3bI LOKYMEHTOB A/1A NOJlyYEeHUS paspelleHns Ha
npoBeAeHMe  KAMHUYECKOrO WUCCNeAOBaHUA  JIEKApPCTBEHHOrO Npenapata  Aas  MegMLMHCKOro
NPUMEHEHMA U ITUYECKOI IKCNEPTM3bl AN 06 OTKase B NPOBEAEHUM YKA3aHHbIX SKCNepPTUs;

3) yBepomnsaeT B 3/MEKTPOHHOM dopme MAM Ha BymaxKHOM HocuTene 3aABUTENs O NMPUHATOM
pelweHnn Mnbo B cyydae NPUHATUA pelleHna 06 0TKase TaKKe C YKazaHMeM NPUUMH TaKoro OTKa3a;

4) noarotaBAMBAET M HAMPABASAET B SKCMNEPTHOE YUYPEXKAEHUE M COBET MO 3TUKE 3afaHWe Ha
npoBeAeHMEe COOTBETCTBYIOLLLMX IKCNEPTUS.

4. B cnyyae BbIABNEHWUA HEMOMHOTbI U (MAK) HEAOCTOBEPHOCTM MHPOPMALLUK, coaepKalleiica B
NpeACTaBNEHHbIX 3aABUTENEM AOKYMEHTaX, YNOJAHOMOYEHHbIW deaepanbHblii OpraH UCNOAHUTENbHOM
BNACTM HanpaBAseT 3aABUTE/NI0 3aNpPoc 06 YTOUHEHMM YKazaHHON MHPOopMauuK. [laHHbIA 3anNpoc MoKeT
6bITb NepefaH YNOAHOMOYEHHOMY MNPeACTaBUTENO 3aABUTENA JIMYHO MOA, PACMUCKY, HanpasaeH Mo
noyTe 3aKasHbIM MUCbMOM WUJIM NepesaH B 3/1IEKTPOHHOM dopme No TeNeKOMMYHUKALMOHHbBIM KaHanam
cBA3W. B cnyyae HanpaBneHuWa f[aHHOrO 3amnpoca MO MoyTe 3aKasHbIM MUCbMOM OH CYMTaeTcs
NoJIy4YEHHbIM MO UCTEYEHUWN LLIEeCTU AHEelM C AaTbl HamnpaB/eHUA 3aKa3HOro nMcbma. 3asBuTenb 06s3aH
npeAcTaBUTb OTBET Ha 3aMnpoc YNoJHOMOYEHHOro ¢eaepasibHOro opraHa WCMOJIHUTENbHOM BAAcTU B
CPOK, He NpEeBbILAOWMIA AEBAHOCTA paboyumx AHEN co AHA ero nosydeHua. CpoK, yKasaHHbIM B YacTu 3
HacToALWEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA HaMNpaBAEHWUA 3aABUTE/O 3anpoca YNOoJHOMOYEHHOIO
denepanbHOro opraHa UCMONHUTE/IbHOM BACTU 40 AHA NOJYYEHUA UM COOTBETCTBYIOLWLEro OTBETa U He
YUUTbIBAETCA MNPU  WUCYMC/IEHUM CPOKA MPUHATUA  YNOJHOMOYEHHbIM deaepanbHbIM  OpraHom
WCMOMIHUTENbHOM BNACTU  pPELUeHUs O TNPOBEAEHUU 3SKCMepTM3bl [AOKYMEHTOB A/ MOJyYeHus
paspeleHna Ha nNpoBeAeHWEe KAMHUYECKOrO WCCNef0BaHUA /IeKApCTBEHHOrO npenapata A
MeANUNHCKOTO NPUMEHEHWA.

5. OcHoBaHWeEM A5 0TKasa B NPOBEAEHUMN SKCNEPTU3bl JOKYMEHTOB ANA NOAYYEHUA paspeLleHuns
Ha npoBeAeHWe KAMHWUYECKOrO WCCNeA0BaHUA NEKAapCTBEHHOTO Mpenapata A4A MegMLUMHCKOro
NPUMEHEHMA W STUYECKOM ISKCNEepTU3bl ABNAETCA NPeACTaB/leHUE [AOKYMEHTOB, MNpPeayCMOTPEHHbIX



YacTblo 2 HacToALLelM CTaTbM, B HENONHOM 06beMe, HenpeacTaBleHME 3aABUTENEM B YCTAHOBAEHHDIN
CPOK OTBETA Ha YKa3aHHbIK B 4YacTM 4 HACTOALLEN CTATbWM 3anpocC YNOJHOMOYEHHOro ¢enepasbHOro
OpraHa MCNONHUTENbHOM BAacTn nMbo OTCYTCTBME B NpeACTaB/AEHHbIX AOKYMEHTaX MCYepnblBatoWwEero
nepeyHa Heobxoammon MHPopmaumm unm MHbOPMaLMKN, KOTOpas A0MKHA ObiTb OTParkeHa B HUX, a
TaKXe OTCcyTcTBME MHPOopmauumu, noateep:kparoweint $akT ynnaTbl roCyAapCTBEHHOM MOLWAMHbLI 33
npoBeseHMEe 3TUYECKOM 3KCMepTU3bl, 3KCNEpPTU3bl AOKYMEHTOB HA JIEKApPCTBEHHbIM npenapaT gaA
Nnosly4eHMA paspeLlleHna Ha NpoBeAeHNE KAMHUYECKOrO UCCNe0BaHMA IeKapCTBEHHOIO NpenapaTta anA
MeONLMHCKOTO NPUMEHEHMA, 33 Bblgady Pa3pelleHMA Ha MNpPOoBeAeHUEe KAMHMYECKOrO MCCNefoBaHMA
JIeKapCTBEHHOrO NpenapaTa ANA MeAMUUHCKOrO NPMMEHEHUS, 33 NPOBEAEHNE SKCNEPTU3bI AOKYMEHTOB
Ha NEeKAPCTBEHHbIN npenapat AAA NOAyYeHUA paspelieHnA Ha NpPoBEeLEHME MEXKAYHAPOAHOro
MHOTOLEHTPOBOIO KJMHUYECKOr0 WCC/e0BaHUA NIeKapCTBEHHOrO Mpenapata Aaa MeAUUUMHCKOro
NpUMeHeHuA, 3a Bblgayy paspeleHMAa Ha NpoBeAeHWEe MEeXAYHapo4HOr0 MHOTOLEHTPOBOrO
KNMHMYECKOTO WCC/ef0BaHWA JIeKapCTBEHHOro npenapata A1a MeAMUUHCKOrO NpUMEHeHus, 3a
npoBeAeHMe 3TUYECKOMN 3KCMEepPTU3bl, 3KCMEePTM3bl AOKYMEHTOB Ha /IeKAPCTBEHHbIM npenapat Ans
noslyyeHMa paspeweHna Ha MpoBefeHue MOoCTPerncTpaunmoHHOrO KAMHUYECKOTO WCC/IedoBaHMA
JIeKapCTBEHHOro npenaparta 414 MegULMHCKOTo MPUMMEHEHMA, 3@ Bbl4avy pa3peLweHnsa Ha nposeaeHme
NOCTPErncTpaLMoOHHOrO KAMHMYECKOTO UCCeA0BaHUA JIEKAPCTBEHHOrO npenapaTta aa1a mMmeguuUMHCKOro
NPUMeHeHMSA.

6. [lMpoBegeHWe 3KCMepTM3bl [OOKYMEHTOB [ANA [MOJIyYEHUA paspelleHna Ha npoBeAeHue
KNMHMYECKOTO WCC/Ief0BaHWA JIeKapCTBEHHOro npenapata A41d MeAMUUHCKOrO MNPUMEHEHUA U
3TWUYECKOM 3KCMEepTU3bl, COCTAaBJEHWE KOMMUCCMEN 3KCNEepPTOB M COBETOM MO 3TUKE 3aK/OYEHUN O
BO3MOXHOCTM UM HEBO3MOXKHOCTU NPOBEAEHUA TaKOrO KNMHUYECKOTo UCCNeL0BAHUA U HAaMNpaBieHMe
3TMX 3aKNOYEHUIN B YNOJIHOMOYEHHbIM deaepanbHbI OpraH UCMOAHUTENbHOM BAACTU OCYLLECTBASIOTCA
B CPOK, He MpeBbIWAOWMIA TpMaLaTn pabounx gHe co AHA MONYYEHWUA SKCMEPTHLIM ydperKAeHUeMm
3343aHUA  YyNONHOMOYeHHOrO defepanbHOro opraHa WCNONAHUTENIbHOM BNACTU C  MPUIOKEHMEM
OOKYMEHTOB, YKasaHHbIX B NyHKTax 3, 4, 10 n 11 yactm 2 HactoAlWen cTaTbM, U COBETOM MO 3TUKE
3343aHUA  YyNONHOMOYEHHOrO defepanbHOro opraHa WCNONAHUTENbHOM BNACTU C  MPUIOKEHMEM
[OKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacToALWel CTaTbu.

7. B cpoK, He npeBblwatowmii NATM pabounx gHen co AHA NOAyYeHUA 3aKAHYEHUIN, YKa3aHHbIX B
YyacTu 6 HacToALel CTaTbM, YNOJHOMOYEHHbIN deaepanbHbli OpraH MCNOHUTENIbHOMN BNACTU:

1) ocywecTBnAeT OLEHKY MOCTYNUBLUMX 3aKAOYEHUN ANA onpefeneHua MX COOTBETCTBUA
33a43aHNAM Ha NpoBeAeHMe COOTBETCTBYHOLLUX IKCNepPTUs;

2) NpUHMMAET pelleHne O BblAave paspelleHUs Ha NpPoBeAeHWe KAMHUYECKOro MUCCaefoBaHuA
NIeKAapCTBEHHOrO npenapaTa 418 MeAMUMHCKOTO NpUMeHeHMA uauM ob oTKase B Bblgaye yKasaHHOro
pa3spelueHus;

3) BbloaeT paspelweHne Ha NPOBEAEHUE KAMHUYECKOrO MWCCAef0BaHUA NIEKAPCTBEHHOIO
npenapata Aaa MeAUUMHCKOTO MPUMEHEHUA UAM pelleHne o6 OTKase B Bblgaye YKa3aHHOro
pa3peLleHmna C yKasaHMeM MpUYMH OTKasa.

8. OcHoBaHMeM gna OTKasa B Bblgaye paspelleHma Ha NpoBedeHMe KJAMHUYECKOro ncciesoBaHma
JIeKapCTBEHHOro Mnpenapata AAa MeAVUMHCKOTO MPUMEHEHMA ABAAETCA HaaMuue 3aK/ai4veHuA
KOMMCCUM SKCNEPTOB UK 3aKNHOUMEHMA COBETA MO STUKE O HEBO3MOXKHOCTU MPOBEAEHUA KNMHNYECKOTO
NCCNefOBaHUA NEKAPCTBEHHOFO npenapata Aaa MegUUMHCKOTO MNPMMEHEHMA MO  pe3yabTaTam
NpoBeAeHHbIX 3KCNEPTU3, MPeAYCMOTPEHHbIX YacTbio 6 HACTOALLEN CTaTbM.

9. PeweHne 06 0TKase B NPOBEAEHNN IKCNEPTU3bl JOKYMEHTOB ANA MONYYEHUA pa3pelleHna Ha
npoBefeHME  KAMHUYECKOTO WCCAEAOBAHWMA  JIeKapCTBEHHOro npenapata  AAaa  MeguLMHCKOro
NPUMEHEHMA W STUYECKOM 3KCMEPTU3bl M B Bblgaye paspelleHns Ha NpoBeAEeHME KNMHUYECKOTro
nccnefoBaHUA NIEKAapPCTBEHHOMO NpenapaTta A8 MeAULUMHCKOrO MPUMEHEHUA MOXKET HbITb 06:KanoBaHO
B NopsaAKe, yCTaHOB/IEHHOM 3aKOHOA4aTeNbCTBOM Poccuiickon deaepaunn.

Cratba 39.1. OTnyecKana aKkcnepTUsa
(eBepeHa ®epepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3TnyecKan 9KCNepTrn3a NnpoBoaAnUTCA COBETOM MO 3TUKe, CO34aHHbIM B nNopAaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM cbep,epaanblM OopraHom NCNONHUTENbHOM BN1aCTH, B LLeNAX Bblaa4n 3aKIHOHEHNUA 06



3TUYECKOM 06OCHOBAHHOCTM BO3MOXHOCTU NPOBEAEHUS KAMHUYECKOrO NCCAea0BaHMUA NEKAPCTBEHHOMO
npenaparta gns MeauLMHCKOro NPUMEHEHUA.

2. DKcnepTamy coBeTa MO 3TMKE MOryT OblTb NPeacTaBUTENM MeAMLMHCKUX OpraHusaumi,
HayyHblX OpraHuMsaumii, o06pas3oBaTesibHbIX OpraHWsauuii  Bbiclero o06pasoBaHMA, a TaKxKe
npeacTaBUTeNM OOLWECTBEHHbIX OPraHM3auuin, PenurMosHbiX OpraHusauuii U CpeacTts MaccoBOM
MHbopmMaumn. [laHHble 3SKcnepTbl He [O/MKHbI HaxoguTbCA B KAaKOM-NMBO 3aBMCMMOCTM  OT
pa3paboTUMKOB JIEKAPCTBEHHbIX MpPenapaTtoB WM APYrux /ML, 3aUHTEPEecOBaHHbIX B pe3y/bTaTax
3TUYECKOW 3KCNEepTU3bI.

3. Onnata ycayr 3KCNepToB COBETA MO 3TUKE OCYLLECTBAAETCA Ha OCHOBAaHWMW A0roBopa,
3aK/IIOYEHHOTO MeXay YNONHOMOYEHHbIM deaepasibHbiM OPraHoOM WUCMOIHUTENbHOM BNACTU, KOTOPbLIM
CO30aH COBET NO 3TMKE, WM 3KCMEepTOM COBeTa MO 3TUKe, 33 CYeT OHAMKETHbIX ACCUTHOBAHWN,
NpeAyCMOTPEHHbIX YNOJHOMOYEHHOMY denepasbHOMY OpraHy MCNOJHWUTENBHOW BAAcTU, KOTOPbIM
C0343aH COBeT Mo 3TUKe, B depepanbHOM BroayKeTe Ha COOTBETCTBYHOLWMI rof Ha obecneyeHue ero
[eATeNbHOCTH, B pa3aMepax, yCTaHOBAeHHbIX MNpaButenbctBom Poccuiickoih ®epepaumu.

4. SKcnepTbl COBETa MO 3TMKE HeCcyT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATE/IbCTBOM
Poccuitckoin Pepepaumn.

5. CocTaB coBeTa MO 3TUKe, NOJIOXKEHWE 06 3TOM COBETE, NOPAJOK Ero AeATeNbHOCTH, TpeboBaHumA
K KBa/MdMKauMM U onbiTy paboTbl MO 3SKCNEPTHOW OLLEHKE HAYYHbIX, MEOMUMHCKMX WU 3TUYECKMUX
aCneKToOB KAMHUYECKUX UCCNeAO0BAHMIA IEKAPCTBEHHbIX NPENapaToB A1Aa MeAULMHCKOrO NPUMEHEHMUS,
npeabABAseMble K 3KCMepTam COBETA NO 3TUKe, MOPAJOK OpraHM3aumMuM U NPOBEAEHUA 3TUYECKOM
3KcnepTusbl, GopMa 3aK/AOYEHMA COBETA MO 3TUKE YCTAHAB/IMBAIOTCA YNOJHOMOYEHHbIM deaepasibHbIM
OpPraHoOM MCMNOJIHUTENbHOM BAacTU. Yucno npeacraButeneil MeguUMHCKUMX OPraHM3auumii He MOXKeT
NPEeBbILLATb NOJIOBUHY OT OOLLEro YMC/A SKCNEPTOB COBETA MO 3TUKE.

6. VMHPopmauma o coctaBe coBeTa MO 3TMKe, MJaHax ero paboTbl U TeKylen aeaTenbHOCTU
pa3smelLaeTca Ha oduUMaNIbHOM caiTe YNnoJHOMOYEHHOro ¢enepasbHOro opraHa WCMOJIHUTENbHOM
BnacTu B cetu "MHTepHeT" B yCTAHOBAIEHHOM MM MOPSAKE.

Cratba 40. [poBeaeHMe KAMHWYECKOrO WCCNEAOBaHWA J/IeKapCTBEHHOro npenapata AnA
MeAMLMHCKOro NpUMeHeHu1A

1. PyKoBoauTesib MeAMLMHCKON OpraHM3aumm, KoTopas MpPOBOAMT KAMHMYECKOe ucciepoBaHue
NIeKapCTBEHHOro  npenapata And  MeAMUMHCKOro  NPUMEHEeHWsi, HasHayaeT Wucc/ienoBaTtens,
OTBETCTBEHHOIO 3a MPOBEAEHMEe TAKoro MCCAefoBaHMA U MMelWero nedvebHylo crneumnanbHoOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KAMHUYECKOMY MWCCNE[0BaHMIO JIEKApCTBEHHOro npenaparta, co
CTaxkem paboTbl NO Nporpammam KAMHUYECKUX UCCef0BaHUN IeKapCTBEHHbIX NPenapaToB HE MeHee
yem TpM roda W MO ero MnpPeasoKeHUO Ha3Ha4yaeT couccnegoBaTene M3 Yucna Bpadyein 3ToM
MeaULMHCKOM opraHM3auum.

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

2. UccnepoBaTenb ocCyllecTBASET BblOOp NAUMEHTOB, KOTOPblE MO MEAMLMHCKUM MOKasaHUsaM
MOTyT 6bITb MPUBAEYEHDbI K Y4acTUIO B KAMHUYECKOM WMCCNELOBAaHWM NIEKApPCTBEHHOrO npenapaTa Aas
MeAULMHCKOro NPUMEHEHMA.

3. WccnepoBatens W couccnegoBaTeny AONXHbl  OblTb  O3HAaKOMAEHbl C pe3y/bTaTamu
OOK/NIMHUYECKOTO  UCCNeloBaHUA  NIeKapCTBEHHOrO  CpeAacTBa, coAepXawumuca B 6polutope
nccnenoBartens, NPOEKTOM MPOTOKOJa KAMHMUYECKOTO MCCNeaoBaHUA JIeKapCTBEHHOMO npenapata Ans
MeAULIMHCKOro NpUMeHeHMUA, pa3paboTaHHbIM pa3paboTUMKOM IeKapCTBEHHOMO npenapaTta Uan UHbIM
IOPUANYECKUM NINLOM, MPUBJEKAEMbIM K OpraHusauMM MpoBeAEeHUs KAMHUUYECKOro Wcc/iefloBaHus
JIeKapCTBEHHOro npenapaTta AN MeAULMHCKOrO NPUMEHEHUA, U APYrMMKM MaTepuanamu TaKoro
nccnegoBaHuA.

3.1. PykoBoAUTENb MEAMLIMHCKOM OpraHn3aLmmn B CPOK, He NpeBbIlatowmii Tpex paboumx AHen co
OHS Hayana npoBeAeHusa KAMHUYECKOro UccaefoBaHUA IEKAapPCTBEHHOTO NpenapaTta 4aa MeguLMHCKOro
npumeHeHus, coobuaetT 06 3TOM B YNOAHOMOYEHHbIN deaepanbHblit OpraH UCNOAHUTENbHON BAACTH,
Bbl4aBLUMNIM pa3pelleHne Ha NpoBeaeHMe TaKoro nccieoBaHus, No yCTaHOBAEHHON UM dopme.

(yacTb 3.1 BBegeHa PegepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)



4. OpraHusauuMu, OCYLLECTBAAIOWME OPraHM3auMIo NPOBEAEHUA KIMHUYECKOTO UCC/ef0BaHus
JIeKapCTBEHHOrO npenapaTta Ana MeAMUMHCKOrO MNMPUMEHEHMA M YKasaHHble B 4acTu 3 cTatbu 38
HacToAwero denepanbHOro 3akoHa, B CAy4yae HeOHXOAMMOCTU BHECEHUA W3MEHEHWA B MPOTOKON
K/IMHWUYECKOro UCCNef0BaHNA IeKapCTBEHHOIO npenapaTa 41 MeAUUMHCKOro NpMMeHeHns coobLuaioT
06 3TOM B yNoO/IHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOM BAACTW, BblAABLUWIA pa3pelleHune
Ha NpoBeAeHMe TaKoro UccneaoBaHmsa, No yCTaHOBAEHHOW UM dopMme.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

4.1. ®opma coobuweHNa O BHECEHMM WM3MEHEHWIA B MPOTOKON KAMHWYECKOro Mcc/iefoBaHUs
JIeKapCTBEHHOrO npenapata A48 MegULMHCKOTO NPUMEHEHMA [OO0/KHA CoAep’kaTb caeayrolme
cBeAeHus:

1) HanmeHoBaHWe, NAEHTUDUKALMOHHDIA HOMEP M AaTa NPOTOKOAA KAMHUYECKOTO NCCAeA0BaAHMUA;

2) paTa BHECEHUA N3MEHEHMUI B MPOTOKO/ KNAMHUYECKOTO UCCNeL0BaHUS;

3) HaMMeHOBaHMeE U MECTO HaXOXKAEHUA 3aABUTENS;

4) HaumeHOBaHWE OpPraHW3auuKn, NPUBAEYEHHON Pa3paboTUMKOM IeKAPCTBEHHOrMO MpenapaTta K
OopraHM3auumn NpoBeaAeHUA KAMHNUYECKOrO UccnefoBaHmaA (Npu Hannumm);

5) HauMeHOBaHUA M MeCTa HaXOXAEHWA MeAMUMHCKMX OpraHM3auuii, B KOTOPbIX NPOBOAMTCA
K/IMHUYECKOe UccneoBaHue;

6) f[aTa BblAauM paspelleHns Ha MNPoBeAEHUE KAMHMYECKOTo WCCNeAoBaHWA U HOMEpP 3TOro
paspeLleHus;

7) U3ameHeHuA, BHOCMMbIE B MPOTOKO KAMHUYECKOFO UCCNEA0BAHMUA.

(4acTb 4.1 BBeaeHa ®eaepanbHbiM 3aKkoHOM oT 11.10.2010 N 271-d3)

5. B CPOK, He npeBblWakoLWmii TpMALATU pabounx AHeln co AHS NOJlyYeHMA YKa3aHHOro B Yyactn 4
HacToAlWeNn cTaTbM COObLLEHUs, YNOSIHOMOYEHHbIN deaepanbHblii OpraH WMCNOAHUTENbHOM BAACTM
paccmaTpuBaeT 3TO COObLWEHNE B YCTAHOBAEHHOM MM MOpAAKE U NPUHUMMAET pelleHne O BHEeCEHMUM
N3MEHEHW B NPOTOKOA KAMHUYECKOTO MUCCAeA0BaHMA IEKAPCTBEHHOIO npenapaTa An1a MeguLMHCKOro
npumeHeHna MAM o6 OTKase BO BHECEHMM TAKUX M3MeHeHWW. Mpu paccmoTpeHuMu coobuieHusa o
HEeobX04AMMOCTM BHECEHUS U3MEHEHWUIA B MPOTOKOJ KAMHUYECKOro WMCCNef0BaHUA JIeKapCTBEHHOIO
npenapata Aaa MeAWMUMHCKOrO MPUMEHEHMA B LEeNAX OLEeHKM OB6OCHOBAHHOCTM npegnaraembix
M3MEHEHWUA U onpeneNieHns CTEeMeHU pUCKa 418 NaLMEHTOB, NMPUHUMAIOLWMX YHacTUE B KIMHUYECKMX
nccnegoBaHMAX, YNOJHOMOYEHHbIM  denepanbHbiM  OPraHOM  UCMOJIHATENbHOW  BNACTU  MOTYT
NpuBAEKaTbCA SKCNEepPTbl COBETA MO 3TUKE.

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

6. KnuHuyeckoe uvccnenoBaHMe NEKApCTBEHHOrO Mnpenapata Ans MeAUMUMHCKOro NpUMeHeHuA
MOKeT ObITb NMPUOCTAHOBAEHO WAWM MPEKPALLEHO, ecin B MpOLLecce ero npoBefeHUA ObHapyKeHa
OMacHOCTb A/1A KM3HM, 340POBbA MAUMEHTOB. B cnyyae BO3HMKHOBEHMSA OMNACHOCTUM ANA YKU3HW,
3[,0pOBbA MaLMeHTa, YYacTBYIOWErO B KAMHUYECKOM WCCNEeAO0BAaHWW NEKAPCTBEHHOrO npenaparta Ans
MeZNUMHCKOTO NPUMEHEHMUA, uccneposatenm obasaHbl NpovHGOpMUpPOoBaTL 06 3TOM pyKoBOAMTENA
MeAMUMHCKON  OpraHWsauuMM UM OpraHM3aumio, MOAYYMBLUYHO pa3pelleHuMe  YNoJHOMOYEHHOro
denepanbHOro opraHa WCMNONAHUTENbHOM BAACTM Ha OPraHM3auMio MNPOBEAEHUA  KIMHUYECKOTO
nUccnefoBaHWA  NIEKAPCTBEHHOrO  npenapaTa. PeweHWe 0  NPUOCTAHOBAEHWW  KAMHWUYECKOTO
nccnenoBaHWA  JIEKApCTBEHHOro  npenapaTa 408  MeAMUMHCKOro  NPUMEHEHUs  MPUHUMAIOT
pyKoBOAWUTENb MEAMLUMHCKOW OpraHusauuMm u (Mnu) opraHusauusa, MoAyymBlLAA —paspelleHue
YNOJIHOMOYEHHOrO ¢eaepanbHOro opraHa WCNOJIHUTENbHOW BAACTM HA OPraHM3auMio npoBeseHus
KJIMHWUYECKOTO MCC/Ie0BaHNA IEKapCTBEHHOTO Npenaparta 418 MeaANUUHCKOro NPUMEHEHUS, peLleHne o
NPeKpawWeHnn TaKoro MUCCNeAOoBaHUA  NPUHMMAET  YNOJHOMOYEHHbI  dedepanbHbli  OpraH
WCMONIHUTENbHOM BNAcTM Ha OCHOBaHUM coobuweHna B MNUCbMeHHON d¢opme pyKkoBoguTens
MEeAMUMHCKON OpraHuMsauMmM WAWM  OpraHusauuMsa, NoJyuMBLIAA paspelleHue  YnoJIHOMOYEHHOro
depepanbHOro opraHa WCMNOJHUTENbHOM BAAacTM Ha OPraHM3aumio MPOBEAEHMA  KIMHUYECKOro
nccnenoBaHUA IEKAPCTBEHHOIO Npenaparta g8 MeguLMHCKOro NPpUMEHEHMA.

7. B CpoK, He npeBblatoWwmnii NATU pabounx AHeWN co AHA 3aBeplleHUs, NPUOCTAHOBAEHUA UK
NPEeKPaWEHNA  KAMHUYECKOrO UCCNeA0BaHUA JIeKAPCTBEHHOrO npenapata Ana  MegMLMHCKOro
npumeHeHua, coobleHne 06 3STOM HaNpPaBASAETCA OPraHM3aUUAMM, YKA3aHHbIMKW B YacTu 3 cTaTbu 38
HacToAwero PeaepanbHOro 3aKoHa, B YNOJHOMOYEHHbIM defepanbHbli OpraH MCNOAHUTENbHOWN BAACTK
Mo yCTaHOBAEHHOM UM dpopme.



8. ®opma cooblieHMs O 3aBepleHUU, MPUOCTAHOBAEHUN WAM MNPEKPALLEHUN KAUHUYECKOTO
nccnenoBaHNA IEKaPCTBEHHOIO NpenapaTa 418 MeguLMHCKOTro NpMMEHEHUS AO/IKHA COAePKaTb:

1) nudopmaumio 0 MeAUUMHCKOW OpraHM3aumMm Uan MeauUMHCKUX OpraHn3aumax, NpoBoAUBLINX
AaHHOe uccnenoBaHue;

2) onncaHue JaHHOro nccneaoBaHus;

3) AaHHble uccnegosatens (pamuana, UMa, OTYECTBO, MECTO PaboTbl, 3aHMMaemMan LOJKHOCTb,
cneumanbHoCTb, CTaxX paboTbl MO MNpOrpammam  KAMHUYECKMX WCCNeLOBaHUM  IeKapCTBEHHbIX
npenapaToB, MepeyeHb KAMHUYECKUX WUCCNef0BaHWUIA JIEKAapCTBEHHbIX MPenapaToB, B KOTOPbIX OH
NPUHUMAaN ydyactue (nepuoapl y4acTus) B KayecTse UCCen0BaTeNs UK couccaesoBaTens);

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

4) pesynbTaT [AHHOMO MUCCAeAOBaHWA (3aBeplueHue, MPUOCTAaHOBAEHWE WAW NpPeKpalleHne
AAHHOTO NUCCNeA0BaAHMA C YKA3aHUEM UX NPUYMH U BAUAHMUA HA OLEHKY ero pesyabTaToBs, 0bLLy0 OLEHKY
pUCKa M OXWMAAeMOW MOJib3bl OT NMPUMEHEHUA UCCeQyeMOro NIeKapCTBEHHOrO MpenapaTa, a TaKXKe
npegnonaraemble ganbHelwmne gencTamsa).

8.1. MNpu BbiABAEHUM eaepanbHbIM OPraHOM WCMONHUTENIbHON BAACTU, OCYLLECTBAAIOLLMM
OYHKUMKM MO KOHTPOAO M Hagsopy B cdepe 34paBOOXPAHEHMA, HAPYWEHUIA NpaBUA Hagaexalein
KMHUYECKON MPaKTUKU MPU NPOBEeSEHUN KAMHUYECKOTO UCCAeA0BaHUA NEeKAapCTBEHHOrO Mpenapara,
BAMAIOWMX Ha MNOAHOTY WU (MAWM) AOCTOBEPHOCTb AAHHOIO K/AMHUYECKOTO MCCAeLOBaHUA, YKA3aHHbIM
denepanbHbIi OpraH UCNOMHUTENbHOM BNACTU NPUOCTAHABAMBAET NPOBEeAEHNE AAHHOIO KNMHUYECKOTO
nccnefoBaHMA M BbIHOCUT MEAMLMHCKON OpraHM3aumm, B KOTOPOM MPOBOAUTCA AaHHOE KAMHWYeCcKoe
uccnegoBaHue, npeanvcaHne 06 YCTpPaHEHWW BbIIBNEHHbIX HapyweHui. [pu  HeycTpaHeHuM
MeANUMHCKON OpraHuM3aumeint BbIIBAIEHHbIX HApPYLWeHW B YCTAHOBJ/IEHHbIM B MNPEANUCAHUM CPOK
YKa3aHHbIN deaepanbHblii OpraH WMCMONHUTE/IbHOM BAACTM NPUHUMAET pPeLleHue O NpeKpalieHun
npoBeAeHUsa KIMHUYECKOTO NCCAeaoBaHMA 1IeKapCTBEHHOIO npenapaTta U HanpasaseT B ¢eaepasbHbii
OopraH MCMNOSIHATENIbHOW  BNACTW, OCYLLECTBAAOWMI  GYHKUMM MO  BblpaboOTKE W  peanusaumu
rocy4apCTBEHHOM MOAUTUKM U HOPMATMBHO-NPABOBOMY PEry/JMpoBaHUIO B chepe 34paBOOXPAHEHMS,
3aK/Il04EHME O BbISIBIEHUM NPY NPOBEAEHUN AAHHOTO KAMHUYECKOTO UCCAEA0BaHMA HapyLLEHWI NpaBun
Hag/exKalen KAMHUYECKOW MPaKTUKM ANA  MPUHATUA pelleHus o6 OTMeHe paspelleHus Ha
OpraHM3aumio MNpPoBeAEHMA AAHHOIO K/JAMHWYECKOrO MCCAeAOoBaHMA C AaTbl MPUHATUS peleHus o
NPUOCTaHOBNEHNWN NPOBEAEHWUS KIMHNUYECKOTO UCCIef,0BaHUA IeKAapCTBEHHOIO Npenapara.

(yacTtb 8.1 B peg,. PeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. YnosHOMOYeHHbIV ¢deaepanbHbli OpraH WUCNOJAHUTENbHOW BRacTM onyb6/AMKOBbLIBAET MU
pasmellaetT Ha cBoem oduuManbHoMm cakte B ceTu "UHTepHeT' coobuweHne O 3aBeplleHuM,
NPUOCTAaHOBNEHUN WAM NpPEKPaLLEHUM KAMHUYECKOTO UCCAef0BaHUA NEKAapCTBEHHOTO npenapaTta Ans
MeANUNHCKOTO NPUMEHEHMA B CPOK, He MPeBbILAOWMIA NATU pabounx gHeN co AHA ero noayyeHus, B
YCTaHOB/IEHHOM UM MOpPASKE.

10. YnonHomoueHHbINn deaepanbHblit OpraH MCMOAHUTENbHON BAACTM OCYLLECTBAAET BeAeHue
peectpa MUccnenoBaTenei, MNPOBOAALLMX  WAM  NPOBOAMBLUMX  KJAMHUYECKME  UCCNef0BaHUA
NIeKapCTBEHHbIX NPenapaToB A8 MeAULNHCKOrO NPUMEHEHUS, B COOTBETCTBUMN C YTBEPKAEHHBIMU UM
npaBuAamMmM M pasmMelL.aeT ero Ha ceoem opuLManbHOM caiiTe B ceTn "UHTepHeT" B yCTAaHOBAEHHOM UM
nopagKke. YKasaHHbI peecTp coaepXut uHGopmaLMio, NpeaycMOTPEHHYH MyHKTOM 3 yactu 8
HacTosLLLEeN cTaTbu.

11. OTyeT o0 pe3synbTaTax K/JAMHWYECKOrO MWCCeA0BaHMA /NeKapCTBEHHOro npenapata Ans
MeZNUNHCKOTO NPUMEHEHMUA COCTaBAAETCA OpraHM3aLMein, yKkasaHHOM B YacTh 3 cTaTbk 38 HacToAWero
denepanbHOro 3aKOHa, Ha OCHOBAHMM 3aK/AOYEHUA MEAULMHCKUX OpraHusaumii, NPoBOAMBLUMX 3TO
nuccnegoBaHue, U NPeACcTaBAseTCa B YNOJAHOMOYEHHbIM deaepanbHblii OpraH UCMOIHUTENbHOM BAACTH,
BblAABLUNI pa3peLleHne Ha NpoBeaeHNe 3TOro NCCNea0BaHMsA, B CPOK, He MPEeBbIWAOWNI Tpex MecaLes
CO [OHA ero 3aBeplleHWs, MPMOCTAHOBEHUA WAW MPEKpaleHns, B MNOpsAKe, YCTaHOB/JEHHOM
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMONHUTENBHOWN BAACTH.

12. HapyweHue npaBuA Hagnexaleh KAMHUYECKOW MpPaKTUKK, danbcuduKauma pesynbTaTos
KIMHUYECKOTO UCCAe0BaHMA IEKAPCTBEHHOIO NpenapaTta 444 MegULUMHCKOro NPUMEHEHUA BNEKYT 3a
€060 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit depepaumu.

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



13. Mpu npoBeAeHMUM KIAMHMUYECKOTO WCC/AeloBaHWA JIeKapCTBEHHOro npenapaTta Aad
MeAULIMHCKOro NpUMeHeHUs AonyckaeTca 3abop y nauneHToB 6Monormyecknx matepuanos (06pasubl
6MOIOMMUYECKUX  KUAKOCTEN, TKaHEel, CEeKPeToB M MPOAYKTOB M3HeAeATe/NbHOCTM YesioBeKa,
dU3NONOTNYECKMX M NATONIOTUYECKUX BblAENEHWUI, Ma3KoB, COCKOBOB, CMbIBOB, MMKPOOPraHU3MOB,
6MONCUHbIA MaTepuan) Ans ux usydeHus B Poccuitckoit Pepepaumm un (Mnm) 3a npepenamu
Poccuiickoin Pepepaunn.

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

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBo3a 3a npeaensl Poccuiickonn ®egepaumm
6MOIOrMUYECKMX  MaTepuanoB, MNOAYYEHHbIX MPU  NPOBEAEHUN  KAMHUYECKOrOo  UCC/efloBaHUNA
JIeKapCTBEHHOro npenapaTta AN8 MeAULMHCKOro MNpUMEHeHUn, ycTaHaBauBaeTca [lpaBUTeNbLCTBOM
Poccuitckoit Pepepaumn.

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

Cratba 41. ,Cl,orosop O npoBedeHNN KIIMHNYECKOro nccnengoBaHMA Ne€KApPCTBEHHOIO NpenapaTta anAa
MeanunHCKOro npuMmeHeHunA

1. KAnHu4yeckoe uccnenoBaHWe NeKapCTBEHHOrO MpenapaTta Aaa MegULMHCKOro NpUMEHeHMUA
NpPOBOAMTCA B COOTBETCTBUM C OTOBOPOM O NPOBEAEHUN KAMHUYECKOTO NCCNEA0BAHNA NEKAPCTBEHHOTIO
npenapata AnAa MeAMLUMHCKOrO NPUMEHEHMSA, 3aKNYaeMblM MeXAy OpraHusauuein, noayyvmsLlel
paspelleHme YNnoAHOMOYEHHOTo ¢denepanbHOro opraHa WCMNOJIHUTENbHOM BAACTU Ha OpraHW3aumio
NpoBeAeHMsA TAKOro MCCNedoBaHMA, U MeAULMHCKOW OpraHusaumein, oCyLLecTBAAOWen nposegeHue
TaKoro uccnegosBaHus.

2. [loroBop O NpOBeAEHUM K/JAMHUYECKOrO WCCef0BaHUA JIeKapCTBEHHOro npenapata Ans
MeANUNHCKOTO NPUMEHEHNA AOKEH COAEPKaTb:

1) ycnoBusa 1 CPOKM NpoBeaeHns AaHHOTo NCCAea0BaHuUs;

2) onpeaeneHne obLEN CTOMMOCTM MPOrpPaMmmbl AAHHOTO MUCCAEAO0BaHMA C YKasaHUEM CYMMbI,
npeaHasHavatowenca 411 BbiNaaT ucciegoBaTeNamM, COMcCneLoBaTeNaAM;

3) onpeaeneHve ¢opmbl  MpPeACTaBAEHMA  PEe3y/NbTaTOB  AAHHOTO  UCCAeA0BaHUA B
YNONHOMOYEHHbIV deaepanbHblii OpraH UCNOIHUTE/IbHOM BAACTH.

CraTba 42. duMHaHcoBOe obecneyeHne KAMHUYECKOro MCCNel0BaHUA NeKapcTBeHHOro npenapaTa
ANA MeANUMHCKOTo NpUMeHeHUs

duHaHcoBOe obecnevyeHne KAMHUMYECKOTO WCCNeAoBaHWA J/leKapCTBEHHOro npenapata  And
MeNLUNHCKOTO NPUMEHEHNA OCYLLeCTBAAETCA 3a CYET:

1) cpeacts denepanbHoro brogxeTa;

2) cpencts opraHM3aumii, NONYUYMBLUMX paspelleHne Ha OpraHuM3aumio NposBedeHUA AaHHOro
nccnenoBaHus, B COOTBETCTBUM C YC/I0BUAMM A0rOBOPa O ero NpoBeaeHUN;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuitickoit Pegepaum UCTOYHUKOB.

Cratba 43. lpaBa MNaLMEHTOB, YYacTBYIOLWMX B KAMHMYECKOM WCCAEA0BaHUM NEKapCTBEHHOrO
npenapara Ans MeauLMHCKOro NpuMeHeHus

1. YyacTMe nauMeHTOB B K/JMHWYECKOM WCCAeAOBaHMM NIEKAPCTBEHHOro npenapaTta Ans
MeZANUMHCKOTO NPUMEHEHUA ABNSETCS J06POBO/IbHbIM.

2. MaumMeHT A ero 3aKOHHbIM NpeacTaBuTeNb AO0/KEH O6biTb MHOOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapate ANA MeAULMHCKOrO MPUMEHEHUSA U CYLLHOCTU K/JAMHWYECKOro
nccnenoBaHNA 3TOro IEKAPCTBEHHOTO Npenapara;

2) 0 6€30MacHOCTM SIeKapPCTBEHHOTO NpenapaTta ANA MeANLNHCKOTO NPUMEHEHWUA, ero 0XXUAAEMON
3 dEKTUBHOCTU U CTENEHM PUCKA ANA NALMEHT];

3) 06 ycnoBuMAX y4acTUs NaumeHTa B KIMHUYECKOM UCCNef0BaHNKN NEKAPCTBEHHOIO NpenapaTa anA
MeANUNHCKOTO NPUMEHEHUSA;



4) 0 UeNn WUAM UenAX U NPOAO/IKUTENBHOCTU KAMHUUYECKOTO WUCCNEeA0BaHUA JIEKAapPCTBEHHOTO
npenapara aaa meauUnMHCKOro NpUMeHeHus;

5) o peictBMAX NauMeHTa B c/ydae HenpeasuAeHHbIX 3PPEKTOB BAMAHUA NEeKapCTBEHHOro
npenapara aaa meamMUnMHCKOro NPUMEHEHNA Ha COCTOSIHUE ero 3/10pOBbS;

6) 06 ycnoBuax 06a3aTeNIbHOIO CTPAxX0BaHMA }KU3HK, 310POBbA NALMEHT];

7) O rapaHTMAX KOHPUAEHLMANbHOCTW Yy4yacTUs NaUuMeHTa B KAMHMYECKOM WCCAeA0BaHUU
JIeKapCcTBEHHOro npenapaTta A8 MeANLMHCKOTO NPUMEHEHMUS.

3. 106poBONbHOE COrlacue NauMeHTa Ha ydyacTme B KAMHUUYECKOM MCCaea0BaHMM NeKapCTBEHHOrO
npenapata Ans MeAuMUMHCKOro MPUMEHEHMA MOATBEPMKAaeTcA ero NoAMNMCbI0 WUAXM NOAMNUCbI0 €ero
3aKOHHOrO NpeacTaBUTENA Ha MHGOPMALMOHHOM INCTKE NaLMeHTa.

4. TMauMeHT WAM ero 3aKOHHbIM NpeacTaBUTE/lb MMEEeT MPaBO OTKAas3aTbCA OT y4yacTua B
KNMHMYECKOM MUCC/Ie0BaHUN NIeKapCTBEHHOro npenaparta s MeguUMHCKOro NPUMeHeHUs Ha nboi
CTaAnn NpoBeaeHUs Takoro UccaeaoBaHus.

5. MpoBegeHMe KANMHUYECKOro UCCNEeAOBAHUA JIeKapCTBEHHOro npenapaTta a8 MeauUMHCKOro
NPUMEHEHMA C y4aCTUEM B KayecTBe MaLMeHTOB AeTeil A0MNYyCKaeTcsl TO/IbKO C COrlacus B MUCbMEHHOM
dopme wux poautenen, ycbiHoBUTeNeW. [eTn MOryT paccMaTpuBaTbCs B KayecTBe MNOTEHUMaNbHbIX
NauMeHTOB TaKOro WccnenoBaHWA, TOMbKO €CAM ero npoBegeHue HeobxoaAMMOo ANsa YKpenaeHus
340poBbA AeTel UAn nNpodUNaKTUKM MHOEKLMOHHbIX 3aboneBaHUit B AeTCKOM Bo3pacTe anbo ecau
Le/blo TaKOro MccnegoBaHMA ABAAETCA NOJyYEHUE AAHHbIX O HauUyylen A03MPOBKE SIEKapCTBEHHOTO
npenapata Ana nedyeHus geten. B aTux cnyyasx Takomy MCCNefOBaHWIO AOJIKHO MNpealecTBOBaTb
KNMHMYECKOE MCCNeaoBaHMe JIeKapCTBEHHOrO npenapata Ana MeAUUMHCKOrO NPUMEHEHUs Ha
COBEPLUEHHONETHUX Trpa)kAaHaX, 3a WCK/AYEeHUMEeM CJ/lydaeB, eCcau Uccaeayemblii  IeKapCTBEHHbIN
npenapat Ana MeAMUMHCKOrO MPUMEHEHMA npeaHasHayeH MWCKAUYUTENbHO AN UCMO0/Ib30BaHMA
HecoBepLUEHHONETHUMM FparkaaHaMu.

(8 pen. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpelwaeTcA npoBeAeHUE KAMHUYECKOrO MCCNeAoBaHMA JIeKapCTBEHHOro npenapata Ans
MeAULIMHCKOro NPUMEHEHMA C yYacTMEeM B KayecTse NalMeHTOoB:

1) neTen-cnpoT 1 AeTen, ocTaBLLMXCA 6e3 noneyeHna poauTenei;

2) XeHWWH B nepwos 6epeMeHHOCTU, KeHWMH B nepuos TrpyaAHOro BCKapM/IMBaHWUSA, 3a
WCKNIIOYEHNEM C/lyYaeB, eCclM NPOBOAUTCA KAMHUYECKOEe MCCeAoBaHMe NeKapCTBEHHOro npenapara,
npeaHasHa4yeHHOro A/ YKa3aHHbIX YKeHLWMH, Npu YyCI0BUU HEOHBXOAMMOCTU NoayvyeHua MHopmaumum
TONbKO BO BpemsA MNPOBEAEHMA COOTBETCTBYHOLUMX KAMHUYECKUX MCCNefoBaHUMA W NPUHATMA BCex
HEOOXOAMMbBIX Mep MO WUCKAUYEHUIO PUCKA HAHECeHUA Bpeaa KeHWMuHe B nepuog 6epemeHHOCTH,
JKEHLUMHe B Nepuroa rpyaHOro BCKapMANBAHUSA, Nao4y Unu pebeHky;

3) BOEHHOCAYMKALLMX, 33 WCKAYEHMEM CAyyYaeB MPOBEAEHMA KAMHUYECKOro WcCiesoBaHUs
JIeKapCTBEHHOro npenaparta, cheumanbHO pPa3paboTaHHOro AAA MPUMEHEHUS B YC/IOBUAX BOEHHbIX
OENCTBUM, 4YpesBbl4alHbIX CUTyauuid, NPOGUNAKTUKM WU nedveHus 3aboneBaHU W MOpPaXKeHui,
MOJIyYEHHbIX B  pe3y/nbTaTe BO3AENCTBMA  HEONAronpuATHLIX  XUMUYECKUX, OMONOrnmyeckux,
paAnaumnMoHHbIX ¢GakTopoB. KAMHMYECKOe uccnegoBaHME TaKOro JIEKApCTBEHHOrO npenapaTta MOMKeT
npPoBOAMTBCA C  y4yacTUEM B  KayecTBe MNAUMEHTOB BOEHHOC/YXKALWMX, 3@ WUCKAHYEHUEM
BOEHHOC/YXKALUMX, NPOXOAALLIMX BOEHHYI CAYXOy no npusbiBy, C cobaoaeHvem TpeboBaHUM,
YCTaHOB/IEHHbIX HacToALWMM PeaepanbHbIM 3aKOHOM B OTHOLLEHWUW FPaXKaaHCKMX ANL;

4) coTPYAHUKOB NPaBOOXPaHUTENbHbIX OPraHoOB;

5) nnu, oTbbiBalOWMX HaKa3aHUe B MecTax /ULeHUA cBobOoAbl, @ TaKKe /1L, HaxoAALLIMXCA Noa,
CTpaeW B c/IeICTBEHHbIX U30/1ATOPaX.

7. [Jonyckaetca npoBeAeHMe KAMHUYECKOro MCCNefoBaHMA /IeKapCTBEHHOro npenaparta Ans
MeAULIMHCKOTO NPpMMEHEeHUs, NpeiHa3HauYeHHOro ANA eYeHUsa NCcuxXnMYeckmux 3abonesaHuii, ¢ ydactmem
B KayecTBe NaLUMEHTOB AUL, C MCUXUYECKUMM 3aboneBaHUAMM, MNPU3HAHHbLIX HeaeecnocobHbIMU B
nopsKe, yCTaHOB/MIEHHOM 3aKOHOAaTeNbCTBOM Poccuitickolt deaepauum. KnnHuyeckoe mccneaosaHue
JIeKapCTBEHHOro npenapaTa B 3TOM C/ly4yae NpoBOAMTCA MPWU HAaNMYUKM COrlacusi B NMCbMeHHOW dopme
3aKOHHbIX NPeAcTaBUTENEN YKAa3aHHbIX /IULL.

Cratba 44. 0b6s3atenbHoe CTpaxoBaHne »XW3HWU, 3400pP0OBbA NauMeHTa, Yy4yacCTByHOLWEro B
KTMHNYECKOM nUccnegoBaHM NeEKaAapCTBEHHOIO npenapaTta Ana megnumHCKOro npuMmeHeHunAa



(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusaums, NONYYMBLUAA paspelleHne Ha OpraHM3aumilo NpoBefeHUs KANHUYECKOro
nccnenoBaHNA NEKAPCTBEHHOIO npenapata gns MeaMUMHCKOro NMpUMeHeHus, obs3aHa B KauyecTse
CTpaxoBaTens CTPaxoBaTb PUCK MPUUMHEHMA BpeAa KWU3HW, 340POBbI0 MaLMEHTa B pesy/bTaTte
NPoBeAEeHUA  K/IIMHMYECKOTO WUCCNeAOBaHMA  JIEKAapCTBEHHOro npenapata  Aas  MeauUMHCKOro
NPUMEeHeHMA 33 CBOM CYET NyTeM 3aK/I0YEHMA A0roBopa 065A3aTe/IbHOro CTPaxoBaHMA.

2. ObbeKkTOM 0653aTeNbHOr0 CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIA WMHTEpec nauMeHTa,
CBA3AHHbIN C NPUUYNHEHMEM BPEAA €T0 KU3HWU AN 300POBbIO B pe3y/ibTaTe NPoBeAeHNA KIMHUYECKOTO
nccnenoBaHUA IeKAPCTBEHHOIO NpenapaTta 4as MegULMHCKOro MPUMEHEHMA.

3. CTpaxoBbIM C/ly4aem No AOroBopy 064a3aTeNbHOro CTPAaXxoBaHMA ABAAETCA CMEPTb NAUMEHTA UK
yXyALWeHWe ero 340p0oBbA, B TOM UYMC/Ee BAeKyLLee 33 cO60M YyCTaHOBAEHWE NHBAIMAHOCTU, NPU HaANUYUK
NPUYNHHO-CNEACTBEHHOW CBA3W MEXKAY HACTyn/JeHMem 3TOro cobbiTMA M y4acTMem MaumeHTa B
KMHUYECKOM UCCNef0BaHNKN NEKAPCTBEHHOIO NpenapaTa.

4. TpeboBaHWA O BO3MELWEHUN Bpeaad, MNPUUMHEHHOTO XKU3HU WAN 300POBbIO  MALMEHT],
NPeabABNAOTCA B TEYEHWE  CPOKOB  WMCKOBOM  OABHOCTM,  YCTAHOBMIEHHbIX  FPaXAaHCKUM
33aKOHOAATeNbCTBOM.

5. Pazmep cTpaxoBoi BbINAATbl NO AOFrOBOPY 06A3aTENBHOIO CTPAaXoOBaHWUA COCTABAAET:

1) B cnyyae cmepTu nauMeHTa ABa MUAAMOHA pybnei Ha Kaxporo naumeHTa, y4acTBOBABLUErO B
KJIMHWUYECKOM UCCNea0BaHNM NEKAaPCTBEHHOTO NpenaparTa;

2) Npu yxyALleHMM 340p0BbA NaLMEHTa:

a) nosneKkwem 3a cobor ycTaHOBNEHUE MHBAAWAHOCTM | rpynnbl, OAUH MUANIMOH NATLCOT TbiCAY
pybneit Ha Kaxgoro nauueHTa, y4yacTBOBaBLUEro B K/AMHMYECKOM WCCAeAO0BaHMM NEKAPCTBEHHOIO
npenapara;

6) nosneKkwem 3a coboli ycTaHOBNEHME MHBaAMAHOCTM Il rpynnbl, oAMH MWUAINOH pybneli Ha
KaK4oro nauMeHTa, y4acTBOBABLUErO B KIMHWUYECKOM UCCNeA0BAHNN NEKAPCTBEHHOTO NpenapaTa;

B) noBnekllem 3a coboli yctaHoBieHMe MHBanuaHocTu Il rpynnbl, NATLCOT ThicAy pybneit Ha
KaKAoro nauMeHTa, y4acTBOBABLUENO B KIMHUYECKOM UCCNeA0BaHNN NEKAPCTBEHHOTO NpenapaTa;

r) He noBneKwem 3a coboit yCTaHOBNAEHUA MHBA/IMAHOCTU, He Bonee Yem TPUCTa Thicad pybaeit Ha
KaXKAOro nauMeHTa, Yy4acTBOBABLUEIO B KAMHWMYECKOM WCCAeAOBaHUM JIEKAPCTBEHHOrO Npenapara,
Mcxoaa U3 HOPMATMBOB, OTPAXKAIOWMX XapaKTep M CTeMeHb MNOBPEXAEHMA 340POBbA, a TaKXKe
(baKTMYECKM MOHECEHHbIX MNaUMEeHTOM pPacxofoB, BbI3BaHHbIX MOBPEXAEHMEM 340pPOBbA, HA
MeANLNHCKYIO MOMOLLb, NpuobpeTeHne NekapcTBEHHbIX NPENapaTos.

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

6. YTpatun cuny ¢ 1 niona 2015 roaa. - PeaepanbHblii 3aKoH oT 22.12.2014 N 429-$3.

7. Cpok poroBopa 06s3aTe/IbHOrO CTPaxoBaHWMA He MOXKeT OblTb MeHee, YeM CPOK NpoBeneHuA
KIMHUYECKOTO UCCef0BaHNA NeKapCTBEHHOTO Npenapara.

8. Ycnosua poroBopa 06A3aTeNbHOrO CTPaxoBaHMA, B TOM YMC/Ae CTpPaxoBble Tapudbl no
06A3aTeNIbHOMY CTPax0BaHWIO, NepeyeHb HEOBXOAMMbIX OOKYMEHTOB AJ/1A OCYLLECTBAEHUA CTPAXOBOW
BbINATbl, MOPALOK YCTAaHOBNEHWA CTpaxoBaTenem WHAVBUAYAAbHOIO MAEHTUPUKALMOHHOIO Koga
naumMeHTa, NopsAoK MHPOPMUPOBAHMA CTPAXoBaTeIeM CTPAXOBLLMKA O NPUBAEYEHHbIX K KIMHUYECKOMY
NccnenoBaHMI0 JIEKAPCTBEHHOrO npenapaTta A48 MegMLUMHCKOrO NPUMEHEHWA NauMeHTax, nopagok
ynaTbl CTPAxXxoBOM NPemMun, NopALOK peannsauumn onpeseneHHbix HactToAawmum degepanbHbiM 3aKOHOM
n apyrumm depepanbHbiMU 3aKOHAMKU NpaB M 0b6A3aHHOCTEN CTOPOH MO AOroBopy 06s3aTeNbHOro
CTPaxoBaHMA, a TaKXXe HOPMAaTMBbI, OTparKalowme XapaKTep M CTerneHb MOBPEXAEHUS 340P0BbA,
YCTaHaBMBAOTCA TUMOBbLIMUM NPaBMUAaMM 06A3aTeIbHOIO CTPAXOBaHMUS.

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-93)

9. B cnyyae NpMYMHEHMA Bpeaa XKU3HU NauMeHTa, y4acTBOBABLLENO B KNIMHUYECKOM UCCe40BaHUN
NIeKapCTBEHHOrO MpenapaTa, BbirogonpuobpeTatenamm no [orosopy 06A3aTeNlbHOrO CTpPaxoBaHWA
ABNAIOTCA rpakjaHe, MMelLlMe NpaBo Ha BO3MeLLEHME Bpeda B C/y4ae CMepTM KOpMW/bLA B
COOTBETCTBMM C FPAKAAHCKMM 3aKOHOAATEIbCTBOM, NPW OTCYTCTBUM TaKUX FParKAaH - POAUTENN, CYNpYT,
OeTU ymepllero nauMeHTa, Y4yacTBOBABLLUEINO B KAMHWYECKOM UCCAEA0BaHWMM NEKAPCTBEHHOIO
npenapata, B C/Ay4ae CMepTM MauMeHTa, Y4acTBOBABLUErO B  KAMHUYECKOM UCCAeLO0BaHMM



JIeKapCTBEHHOro npenapata M He MMEBLUEro CaMoCTOSITENIbHOIO A0X0A4a, - TParKAaHe, Ha UNKAUBEHUU
KOTOPbIX OH HaxoAWACA, B OTHOLUEHMM BO3MELLEHMA pPacxodoB Ha norpebeHue nauMeHTa,
Yy4acTBOBABLLEro B KJMHUYECKOM UCC/Ie0BaHUN IEKapCTBEHHOrO npenapaTta, - ML, NoHecllee Takue
pacxofbl.

10. CrtpaxoBas BbinaaTa B CYeT BO3MELLEHUA Bpeaa, MPUYMHEHHOTO KU3HU NaLMEHT],
Yy4acTBOBABLLEro B KAMHMUYECKOM WUCC/IelOBaHUN NeKapCTBEHHOro npenapaTta, pacnpeaensierca MexKay
BblrogonpuobpeTtateNaMmn NPONOPLIMOHAbHO UX KOIMUYECTBY B PaBHbIX AONAX.

11. MMpwu HacTynneHUM CTPaxoBOro CAyyas MaUMEeHT, Y4yaCTBOBaBLUMK B  KJAMHUYECKOM
NUCCNeloBaHUM  /IEKAapCTBEHHOrO  npenapaTta,  Bbirogonpuobpetatens  BnpasBe  NpeabABUTb
HenocpeCcTBEHHO CTPaxXOBLUUKY TpeboBaHUe 0 BO3MELLLEHUN NPUYMHEHHOro Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTB/AETCS CTPaAXOBLWMKOM B TeyeHue TpUALATU AHel co AHA npeacTaB/ieHMA HeobXxoaumbix
OOKYMeHTOB. [MauMeHT, y4yacTBOBABLUMIN B KAMHWYECKOM MCCNeA0BaHMM JIeKapCTBEHHOro npenapara,
WUNAKn BbirogonpuobpeTaTenb 06583aH COOOLNTb CTPAXOBLUMKY AR OCYLULECTBAEHUSA CTPaxOBOW BbINAaThl
WHAMBUAOYANbHLIN  UAEHTUOUKALMOHHBLIM  KOA, NauMeHTa, YCTAaHOBJIEHHbIM CTpaxoBaTenem B
COOTBETCTBMM C TUMNOBbLIMM NPaBUIaMM 006583aTe/IbHOrO CTPAaXOBaHUA.

12. [lo nonHoro onpeaefneHua pasmepa MNOAJEXKaALEero BO3MELLEHMIO Bpena CTPAxOBLUMK NO
3aAB/IEHMIO MAUMEHTa, YYaCTBOBABLUEro B KAMHMYECKOM WCCNEAOBaHUM JIEKApPCTBEHHOrO npenapara,
WAW  3aABfIEHMIO  BbirogonpuobpeTaTens BnpaBe OCYLWECTBUTb YacTb CTPaxOBOW  BbINAAThl,
COOTBEeTCTBYIOWY0 GaKTUYECKM onpeaeneHHON YacTu NPUYMHEHHOro Bpeaa.

13. CrpaxoBas BbiNJaTa B COOTBETCTBMM C [JAOroBOPOM 06fA3aTeNbHOr0 CTpaxoBaHusA
OCYLLECTB/IAETCA HE3aBUCMMO OT BbINAAT, MPUYMTAIOLWMXCA NO APYrMM BUAAM CTPAXOBaHUS.

14. He ponyckaeTca ydyacTMe nauyeHTa B MPOBEAEHUM KAMHUYECKOro Ucc/ieoBaHuA
JIeKapCcTBEHHOrO NpenapaTta Npu OTCYTCTBMM A0roBopa 06A3aTeNbHOro CTPaxoBaHUs.

15. KoHTponb 3a WMCNOAHEHWEM oOpraHusauuein, Nojay4vMBllUel paspelleHMe Ha OopraHumsauumio
npoBefleHUA  KAMHMYECKOrO UCCNeA0BaHMA  /NIEKapCTBEHHOro npenapata  Ans  MeAMLMHCKOro
NPMMEHEHWS, YCTAaHOBJIEHHOM HacToAWeN cTaTbeit 06A3aHHOCTM MO 00MA3aTe/IbHOMY CTPaXOBaHWUIO
KM3HW, 340pOBbA NaUMEHTa, y4yacTeylowero (y4acTBOBaBlUEro) B K/AMHUYECKOM UCCAeA0oBaHMU
JIeKapCTBEHHOrO  NpenapaTta,  OCYLIEeCTBASAETCA  YNOJHOMOYEHHbIM  deaepasibHbiIM  OpraHoOM
WUCNONHUTENIbHON BNACTX, BbIJABLIMM pa3pelleHMe Ha npoBeAeHUe KAUHUYECKUX WCCNeAoBaHWUM
JIeKapCTBEHHbIX NPenapaTos A4 MeAULMHCKOro NPUMEHEHUA.

nhasa 8. NPON3BOACTBO U MAPKMPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoACTBO NeKapCTBEHHbIX CPeACTB

1. Mpoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB [AOJ/IKHO COOTBETCTBOBaTb TPebOBaHMAM NpaBun
Hag/eXKalleld npou3BOACTBEHHOM MPAKTUKKM, YTBEPKAEHHbLIM YNOAHOMOYEHHbIM deaepanbHbIM
OpraHoM MUcnosiHUTeNbHOW BRacTu. OcobeHHOCTM nepexoaa NPou3BOACTBA OTAE/bHbIX NEKAPCTBEHHbIX
CpeacTB K UX NPOU3BOACTBY B COOTBETCTBUM C TPeOOBaHMAMM NPABUA HageXKallel NPOU3BOACTBEHHOM
NPaKTUKN ycTaHasamBalTca [MpaButenbctBom Poccuiickont ®Pepgepaumn. Bblgada 3aKAlOYeHU o
COOTBETCTBMU MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBuMA  Haa/exKallen
NPOM3BOACTBEHHOM MPAKTUKM OCYLLECTBAAETCA MO pPe3ynbTaTaM WMHCNEeKTUPOBAHUA npousBoauTenei
NIEKAPCTBEHHbIX CpPeAcTB B Mopsiake, YycTaHoBAeHHOM [IpaBuTenbcTBOM Poccuiickoit Pepepauuiu.
Pasmep nnatbl 3a BblAayy 3aKAOYEHMA O COOTBETCTBUMM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM MPaBUN Hag/exalei Npomn3BOACTBEHHOM MPAKTUKKU ycTaHaBAmnBaeTca MpaBUTENbCTBOM
Poccuiickoin ®epepaumn. MNopagok opraHM3aunM M NPOBeAEHUA MHCNEKTUPOBAHUA npoussBoauTenei
NIEKAPCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MNpaBu/ HadNexKalleh MNpPou3BoACTBEHHOMN
NpakTUKK ycTaHasamBaeTca MpasuTtenbctBom Poccuiickoit Pepepaumu.

(B pea. denepanbHbix 3aKoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, oT 22.12.2014 N 429-
®3)

2. [MMpou3BOACTBO NEKApCTBEHHbIX cpeactB B Poccuiickont ®Pepgepaumm  ocywecTsaseTcs
NPOM3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MMEKWMMN NNLEH3NIO HA NPON3BOACTBO /IEKAPCTBEHHbIX
cpeacTs. [MoaTeBeprkaeHWe COOTBETCTBUS JIMUEH3MaTa MpaBu/iaM HagJjlerkallell MnpousBOACTBEHHOM



NPaKTUKN OCYLLECTBNAETCA B PaMKax JIMLLEH3MOHHOTO KOHTPO/IA B COOTBETCTBUMN C 3aKOHOAATENIbCTBOM
Poccuiickoin Pepepaunm c yueTom ocobeHHOCTEN, YKa3aHHbIX B YacTh 1 HacToALLEeN cTaTbu.
(B pen. PepepanbHbIX 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. pou3BOACTBO JIeKAPCTBEHHbIX CPEACTB OCyllecTBadaeTca c cobawogeHnem TpeboBaHWUiA
NPOMbILI/NIEHHOTO  perfiaMeHTa, KOTOpblA  YTBEpP)KAAeTcA  pyKoBoAuTenem  MNPou3BOAUTENs
JIeKapCTBEHHbIX CPEACTB M BK/AKOYAET B cebs nepeyeHb MCNob3yemMbix GpapmaLeBTUUECKUX cybcTaHumi
N BCNOMOraTe/ibHbIX BELLECTB C YKa3aHUEM KOJIMYECTBA KarKAoro M3 HUX, AaHHble 06 MCMNOo/ib3yemMom
obopyaoBaHMKM, OMUCaHUE TEXHOJIOTMYECKOro npouecca M MeTOJ0B KOHTPOJA Ha BCex 3Tanax
NpPou3BOACTBA /IEKAPCTBEHHbIX CPeACTB.

4. NMpu Npon3BOACTBE /IEKAPCTBEHHbIX CPEACTB MUCMONb3yTCA dapmMalleBTUYeCcKne cybcTaHumm,
BK/IlOYEHHble B  TOCYAApPCTBEHHbIA  peecTp  JIEKAapCTBEHHbIX  CPeacTB, 3a  UCKAOYEHUEM
dapmaLeBTMUYECKNX cyBCTaHLUMI, NPOU3BOAUMbIX O/1A NPOBEAEHUA KAMHUYECKUX UCCNeAO0BaHUN U ans
aKkcnopTta. K npoueccy npousBoactBa ¢$apmMaLeBTUYECKOW CybCTaHUMWM OTHOCATCA Antobble cTaguu
TEXHO/IOTMYECKOro npouecca, MNO3BOAAKOLWME MOAYYMTb TFOTOBbIA MPOAYKT, COOTBETCTBYHOLLUN
TpeboBaHMAM dapmMaKonenHon cTaTbl, B TOM Ymcne GepmeHTaumsa, SKCTPAKLUMA, OYNCTKA, BblOe/EHME,
nepeKkpucTanIn3aums, BbiCyluMBaHUe, U3Me/IbYEHME.

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

4.1. MepeyeHb NEKAPCTBEHHbIX MPEnapaTtoB ANA MEAMUMHCKOTO NPUMEHEHUs, B OTHOLIEHMMU
KOTOPbIX YCTaHaB/AMBAlOTCA TpeboBaHMA K 0ObEMY Tapbl, YNaKOBKE W KOMMAEKTHOCTU, NepeyeHb
NIEKapCTBEHHbIX MpenapaToB A0S  BETEPUMHAPHOro MPUMEHEHMA, B  OTHOLWEHWM  KOTOPbIX
yCTaHaBnmMBalTcA TpeboBaHUA K 0bbemy Tapbl, a TakXe TpeboBaHWA K 06beMy Tapbl, ynakoBKe WU
KOMMNIEKTHOCTN NIEKapCTBEHHbIX NpenapaTos AN MeAMLMHCKOro NpumeHeHus, TpebosaHna K obbemy
Tapbl  /IEKapCTBEHHbIX  MNpenapaTtoB A1 BETEPMHAPHOrO  MPUMEHEHMA  OMpPeaensatTcs
COOTBETCTBYIOWMMM  YNONHOMOYEHHbIMW  peaepanbHbIMKM  OpraHaMn  UCMOJIHUTENIbHOW BAacTM B
nopsake, yctaHosneHHom MNpasuTtenbctsom Poccuitickoit Peaepaumm.

(4actb 4.1 B pen. depepanbHoro 3akoHa ot 14.12.2015 N 374-d3)

5. 3anpeuiaeTca Npon3BoACTBO:

1) nekapCTBEHHbIX CPEeACTB, HE BKJIOYEHHbIX B FOCYAapCTBEHHbI PEecTp NeKapCTBEHHbIX CPeACTs,
33  WCK/JOYEHMEM /IEKAapCTBEHHbIX CPeACcTB, MNPOU3BOAUMBIX ANA NPOBeAeHUA  KANHUYECKUX
nccnefoBaHU U ANs 3KCNOPTa;

2) dbanbcnPULMPOBAHHDBIX IEKAPCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 INLEeH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) NeKkapCTBEHHbIX CPeACTB C HapyleHMEM NpaBUA OpraHusauuMm MNPou3BOACTBA M KOHTPOASA
KauyecTBa JIeKapCTBEHHbIX CPeACTB.

6. Mpwn BBOAE /NEKAPCTBEHHbIX CPEACTB B rpPaKOaHCKUI 060pPOT YMNOJHOMOYEHHOE NULO
Npou3BOAUTENS NIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBUS JIEKAPCTBEHHbIX
cpeacTs TpeboBaHMAM, YCTAHOB/IEHHbIM MPU UX FOCYAAPCTBEHHOW PEerncTpaummn, U rapaHTUpyeT, 4yTo
JNIeKapCTBEHHbIe CpeacTBa NpPoOM3BeAeHbl B COOTBETCTBUM C TpebOBaHMAMWM NpaBMA Hag/exalen
NpPOW3BOACTBEHHOMN MPAKTUKM.

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

7. YNO/NIHOMOYEHHbIM NLOM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeACTB ABAAETCA ero paboTHUK,
aTTeCTOBaHHbIM B YCTAHOBAEHHOM YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENbHOW BacTU
nopsiaKke U UMEILLMIN CTaxK paboTbl HE MeHee Yem NATb JieT B 06/1acTU NpoM3BOACTBA U (MIM) KOHTPOASA
KayecTBa JIeKapCTBEHHbIX CPeACTB, Bbicllee 06pas3oBaHWE COOTBETCTBEHHO MO OAHOW U3
cneumanbHocteir M (MAM) oaHOMY M3  HanpaBieHWt NOArOTOBKWU: 6uonorua, 6uotexHonorus,
BeTepuMHapua, KAMHUYEcKaa MeAMUMHA, PaAnalMOHHan, XMMUYecKas W 6uonornmyeckas 3allumTa,
dapmaums, pyHaameHTabHaA MeaMLMHA, XMMUYECKan TEXHONO0TUS, XUMUS.

(4actb 7 B pea. PeaepanbHOro 3akoHa ot 22.10.2014 N 313-93)

8. MpousBoanTeNn NEeKapCTBEHHbIX CPEACTB MOTYT OCYLLECTBAATb MPOAAXKy /eKapCTBEHHbIX
cpeacTs UM nepeaasaTth MX B YCTaHOBIEHHOM 3aKOHOA4AaTeNbCTBOM Poccuiickoi Pegepaunn nopaake:

1) opyrMm NponsBOANTENSM JIEKAPCTBEHHbIX CPEACTB A/19 NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

2) opraHmMsaLmam ONTOBOM TOProBAU IEKAPCTBEHHbIMM CPEACTBAMMU;



3) anTe4yHbiM OPraHM3auUMAM, BETEPUHAPHLIM anTeyHbiM OpraHM3auuAaM, WMHAMBUAYANbHbLIM
npeanpuHUMaTeNam, UMELWMUM TULEH3UI0 Ha GapMaLLeBTUYECKYHO AeATeNbHOCTb UAM NIULEH3UIO Ha
MeAMULMHCKYIO AeATeNbHOCTb;

4) Hay4yHO-MCCNeA0BaTE/IbCKMM OpraHn3aumMam ANa HayyHO-MccneaoBaTeIbCcKol paboThl;

5) MEANUMHCKMM OpraHn3aLmMam U BETEPUHAPHbIM OpraHu3aumam;

6) opraHM3aLMaM, OCYLLECTBAAIOLLMM Pa3BedeHMNe, BbipaliMBaHMe U CoaepKaHNe 3 KUBOTHbIX.

CratbAa 46. MapKMpOBKa NEKAPCTBEHHbIX CPeacTB

1. J/lekapcTBeHHble NpenapaTbl, 3a UCKAOYEHUEM NEKaPCTBEHHbIX NpPenapaTos, U3rOTOB/IEHHbIX
anTeYHbIMW OpraHM3auusaAMM, BETEPUHAPHLIMW anTeYHbIMM OPraHM3aUMAMKM, WHAMBUAYANbHBIMU
npegnpuHUMaTeNns M1, UMEWMMN  NULEH3UI0 Ha GapMaueBTUYECKYD OeATeNbHOCTb, AO0JKHbI
noctynaTtb B obpalleHne, ecnu:

1) Ha wWX nNepBMYHOM YNaKoBKe (3@ WCKAOYEHMEM NEepPBUMYHON YMNAKOBKMU NEKAPCTBEHHbIX
pacTUTENbHbIX NPEenapaToB) XOPOLWO YMTaeMbIM WPUDTOM Ha PYCCKOM f3blKe YKasaHbl HaMMeHOoBaHMe
NIeKapCTBEHHOro npenapata (mexayHapo4HOe HenaTeHTOBAaHHOE, WAM  TPYNNUPOBOYHOE, WU
XMMMYECKOE, NI TOProBOE HaMMEHOBaHME), HOMep cepun, AaTta BbiNycKa (419 UMMYHOBMONOrMYECKNX
JIeKapCTBEHHbIX MPenapaToB), CPOK rogHOCTU, AO3MPOBKA WAWN KOHLEHTPaLMa, 06bem, akTUBHOCTb B
eauMHNLAX AeNCTBMA UM KOIMYECTBO 4,03;

(B pea. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-$3, 01 22.12.2014 N 429-$3)

2) Ha MX BTOPUYHOM (NOTPEBUTENbCKOM) YNaKOBKE XOPOLIO YMTAeMbIM WPUDTOM Ha PYyCCKOM
A3blKe yKa3aHbl HAUMEHOBaHWE NIEKapCTBEHHOrO npenaparta (Me)ayHapoaHoe HenaTeHToBaHHOe, Uan
rpynnuMpoBOYHOE, WUAN XMMUYECKOE W TOProBOE HAaMMEHOBaHWA), HaMMeHOBaHME MNPOU3BOAUTENS
JIeKapCTBEHHOrO Npenaparta, HOMep cepuu, Aata Bbinycka (418 MMMYHOBMONOrMYECKUX NeKAaPCTBEHHbIX
npenapatoB), HOMEp PErvcTPaLUMOHHOro YAOCTOBEPEHUS, CPOK FOAHOCTM, Cnocob npumeHeHus,
[03UPOBKA WAN KOHLEHTpauus, ob6bem, akTUBHOCTb B eAMHULAX AelACcTBMA AMBO KOAMYecTBo A03 B
yNaKoBKe, fiekapcTBeHHasa Gopma, YCN0BUA OTMYCKa, YCI0BUA XpaHeHUsA, npeaynpeauTe/ibHble Haanucu.
(B pen. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2. GapmaueBTMUYECKME cyBCTaHLUMM AO0MKHbI MOCTyNnaTh B obpalleHue, ecim Ha UX NepBUYHOM
YNakoBKEe  XOPOLWIO YuTaeMbiM  WPUGTOM Ha  PYCCKOM  A3blKe  YKasaHbl HaMmeHOBaHMue
dapmaLeBTMUYECKON cybCcTaHUMM (MexayHapo4HOe HenaTeHTOBaHHOE, WM TPYynnuMpoBOYHOE, WU
XMMMYECKOE W TOProBOoe HaMMEHOBaHMA), HaMMeHOBaHWe npousBoauTens dapmaLeBTUYeCcKomn
cybcTaHUMKM, HOMEp CepuM M AaTta M3roTOBJIEHUS, KOJIMYECTBO B YNAKOBKE WU eAMHMULbI U3MepeHUus
KOJIMYeCTBa, CPOK roAHOCTU U YCIOBUA XPaHEHUS.

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

3. JlekapCTBeHHble CpeacTBa B KayecTBe CbIBOPOTOK [AOJIKHbI MOCTynaTb B obpalieHue ¢
YKa3aHMeM KMBOTHOIO, M3 KPOBW, NAa3Mbl KPOBM, OPraHOB M TKAHEN KOTOPOTO OHM MOJYYEHbI.

4. Ha BTOpUYHYIO (NOTPeBbUTENbCKYIO) YNAaKOBKY NEKAPCTBEHHbIX CPEeACTB, MOJIYYEHHbIX U3 KPOBY,
naasmbl KPOBM, OPraHOB M TKaHeln YenoBeKa, A0KHA HaHOCUTLCA Haanuck: "AHTUTena kK BUY-1, BUY-2,
K BUpycy renatita C u NOBEPXHOCTHbIN aHTUIEH BUpYCa renaTtuTta B oTcyTcTBytoT".

5. Ha nepBuMYHYI0 YyNaKoBKY M BTOPUYHYIO (NOTPebUTeNbCKYI0) YNaKoBKY paanodapmaleBTUYecKmx
JIeKapCTBEHHbIX CPEACTB 0/I}KEH HAHOCUTLCA 3HaK PaAnaLMOHHOM ONacHOCTH.

6. Ha BTOpMUHYIO (NOTpebUTENbCKYIO) YNAaKOBKY rOMeonaTUYecKMX NIeKapCTBEHHbIX NpenapaTos
[0/1I3KHa HAHOCUTbCA HaaNKUck: "TomeonaTrnyecknin®.

7. Ha BTOpuYUHylO (NOTPebuTeNbCKYO) YMaKOBKY JIeKapCTBEHHbIX PacTUTE/bHbIX MNpenapaTos
A0/1KHA HAHOCKTbCA Hagnuck: "MpoAyKuMa npowna pagnaunoHHbIN KOHTPOAb" .

8. Ha nepBuYHylO yMaKoOBKYy (ecnn Ans 3TOro CyWEecTBYET TeXHMYEeCKass BO3MOXKHOCTb) U
BTOPUYHYIO (MOTPEBUTENbCKYIO) YMNaKOBKY JIEKApCTBEHHbIX MpenapaTtoB, MpeAHa3HayeHHbIX AN
KNIMHUYECKUX UCCNeoBaHMN, A0NXKHA HAHOCUTBLCA HaaNuch: "na KNMHUYECKUX uccnegoBaHmn'.

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

9. YnakoBKa /E€KAPCTBEHHbIX CPEACTB, MNPeAHA3HAYeHHbIX WCKAOUYUTENbHO A/ 3KCMopTa,
MapKuMpyeTcs B COOTBETCTBUM C TPEOOBAHUAMM CTPaHbI-MMNOPTEpA.

10. Ha TpaHcnopTHylO Tapy, KOTopadA He npegHasHayeHa Aas noTpebutenelr M B KOTOpyo
NMOMELLEHO NEeKapCTBEHHOe CPeacTBO, AO/IKHA HAHOCUTbCA MHPOpMauMA O HauMeHOBaHWM, cepun



JIeKapCTBEHHOrO CpPeacTBa, AaTe BbIMYCKa, KO/AMYECTBE BTOPUYHBIX (NOTPEOUTENbCKMUX) YNaKoBOK
JIeKapCTBEHHOIO CPeacTBa, NPOM3BOANTENE SIEKAPCTBEHHOMO CPeacTBa C YKa3aHMEM HAaMMEHOBAHMA U
MECTOHAXOXKAEHUA MPOM3BOANUTENA NIEKAPCTBEHHOrO cpeacTBa (agpec, B TOM yucae ctpaHa v (uanm)
MeCTO NPOU3BOACTBA /IEKAPCTBEHHOIO CPEACTBA), @ TaKXKe O CPOKEe rofgHOCTM NEKAPCTBEHHOMO CPeaCcTBa
M 06 ycnoBuMAXx ero XpaHeHUs W NepeBO3KW, HeobxoauMmble MpeaynpeauTenbHble Hagnucu u
MaHUNYyNATOPHbIE 3HAKMW.

11. Ha nepBUYHYIO YNAKOBKY M BTOPUYHYLO (MOTPEebUTENbCKYI0) YNAaKOBKY 1IEKAPCTBEHHbIX CPeacTB
019 BETEPMHAPHOIO NPUMEHEHMA A0XKHA HAHOCUTbCA Hagnuce: "[ns BeTepUHAPHOro NpUMeHeHus".

12. Ha BTOpMYHYytO (NOTPebUTeNbCKylo) YMAKOBKY JIeKAPCTBEHHOrO nMnpenapaTa HaHOCUTCA
LUTPMXOBOM KOA.

Fnhasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIMIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUIACKOWN EOEPALUN
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopsgoK BBO3a JIeKapCTBEHHbIX cpeacTB B Poccuiickyio Pepepaunio M BbiBO3a
NeKapCcTBEHHbIX cpeacTs u3 Poccuiickoi ®eaepauum
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /neKapCTBEHHbIX cpeactB B Poccuiickyto denepaumio OCyLWECTBASETCA B MNOpALKe,
ycTaHoBMeHHOM [pasutenbctBom Poccuitickon depepaumv, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOATEeNbCTBOM TaMOMKEHHOro coto3a B pamkax EBpA3IC (panee - TamoOKeHHbIN coto3) u (Mnu)
3aKoHoAaTenbCTBOM Poccuiickoit degepaumm o TaMoXKeHHOM gene.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2. Beo3umble B Poccuiickyio ®eaepaunio NeKapcTBEHHbIE CPEACTBA AO/KHbI ObiTb BK/IOYEHb! B
rocy4apCTBEHHbIN PEECTP SIEKAaPCTBEHHbIX CPeACTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

3. [Jonyckaetcs BBO3 B Poccuitickyto Pepepaumio KOHKPETHOM MapTUKM 3aperncTpUpoBaHHbIX U
(nnn)  HesaperucTpuMpoBaHHbLIX JIEKAPCTBEHHbIX CPEeACTB, NpeAHa3HayeHHbIX g8  MpoBeAeHus
KIMHUYECKUX UCCNeL0BaHUI IeKAaPCTBEHHbIX MPEenapaToB, NPOBEAEHMA 3KCMEpPTM3bl JIEKAPCTBEHHbIX
CpeacTs ANA OCYLLEeCTBNEHWUA TOCYAAPCTBEHHON PErMcTpaunm NeKapCTBEHHbIX MpenapaToB Wan Ans
OKa3aHWA MeANUNHCKON MOMOLLM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOTO MauMeHTa Ha OCHOBAHUU
paspeleHmns, BblGAHHOMO YMNOAHOMOYEHHbIM deaepasbHbIM OPraHOM MCMONHUTENbHOW BAACTU MO
3aABNEHUAM /UL, YKa3aHHbIX B CTaTbe 48 HacTtosawero PepepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aABNEHMA U MNPUHATME pPEeLleHUs O BblJaye paspelleHnMs Ha BBO3 KOHKPETHOM napTuu
3aperncTpupoBaHHbIX U (MAK) HE3apPErnCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHa3HAYeHHbIX ANA
NpoBeAeHUA KAWMHUYECKUX WCCAefOBaHUMA NEKAPCTBEHHbIX MpenapaToB, NPOBEAEHMA 3SKCMepTU3bl
NIEeKapPCTBEHHbIX CPeacTB [ANA  OCYLLEeCTBIEHUA TFOCYAAPCTBEHHOM PErucTpaumm  NeKapCTBEHHbIX
NpenapaToB WAW ANA OKasaHMA MeAMUMHCKON MOMOLLM MO U3HEHHbIM MOKA3aHWAM KOHKPETHOro
naumeHTa 1Mbo 06 0TKase B BblAaye YKA3aHHOro paspeLleHms Npon3BOAATCS B CPOK, He MpPeBbILLAoLL M
nAaTH pabounx gHei. NnaTa 3a BblAavy YKa3aHHOIO paspelleHus He B3MMaeTCs.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

4. B Poccuiickyto deaepaumio MOXKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX
NnoATBEPXKAEHO  CePTUOMKATOM  NPOU3BOAMTENS  SIEKAPCTBEHHbIX CPeACTB,  YAOCTOBEPAOLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeACTB TPeboBaHMAM dpapMaKonenHbix cTaTelt AMbo B Cydae
MX OTCYTCTBMA HOPMATUBHOW JOKYMEHTALMUN UM HOPMATUBHOIO AOKYMEHTa.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

5. 3anpewaeTcs BBo3 B Poccuiickyto ®egepaunio danbcndpmumpoBaHHbIX N1EKAPCTBEHHBIX CPEACTB,
He06POKaYeCcTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdaKTHbIX 1EKAPCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcndPuUuMpoBaHHbIE NEKAPCTBEHHbIE CPeACTBA, HeA0OPOKAYeCTBEHHblE JIEKAapPCTBEHHbIE
CpeacTBa NOANEKAT UIBATUIO U NOCNEAYIOLLEMY YHUUTOXKEHMIO MW BbIBO3Y U3 Poccuiickon Pepepauun,
KOHTpadaKTHble NEKAPCTBEHHbIE CPEACTBA - U3BATUIO U MOCAEAYIOLLEMY YHUUTOXKEHNIO. YHUUTOXEHME



uan  BbIBO3 U3  Poccuiickoit  depepauum  panbCUPUUMPOBAHHbBIX  IEKAPCTBEHHbIX  CPE/CTB,
HefOob6pPOKAYEeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB, KOHTPaAdaKTHbIX  J1IeKapCTBEHHbIX  CpeacTB
OCYLLECTB/IAETCA 3a CYeT /MuUa, OCYLECTBMBLUEro MX BBO3. [lOpAAOK YHUUTOMKEHUA UIBATLIX
danbcMdUUMpPOBaAHHBIX NEKAPCTBEHHbLIX CPEeACTB, HeA0b6pPOKaYecTBEHHbIX JIEKAPCTBEHHbIX CPeAacTs,
KOHTpadaKTHbIX NEKAPCTBEHHbIX CPeACTB ycTaHaBnAnBaeTca MNpasutensctBom Poccuiickoi Geaepaumu.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

7. JNuua, ocywectBaawowme BBo3 B Poccuitickyio  depepaumio  danbcupULMPOBAHHbIX
JIeKapCTBEHHbIX  CPeACTB, HeAobpOKauyecTBEHHbIX /IeKAPCTBEHHbIX  CPEACTB,  KOHTPadaKTHbIX
JIeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C TAMOXEHHbIM 3aKOHOAATE/IbCTBOM
TamorKeHHOro coto3a 1 (M1n) 3akoHoaaTeNbcTBoM Poccuitckoli Peaepaln 0 TaMOKEHHOM aene.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 NeKapCTBEHHbIX cpeacTs M3 Poccuinickoit deaepaumm ocywecTensercs 6e3 npumeHeHus
OrpaHMYEHUN, YCTAHOB/IEHHbIX TAMOMEHHbIM 3aKOHOAATE/IbCTBOM TaMOMKEHHOro coto3a U (uau)
3aKoHoAaTenbcTBOM Poccuiickon Pegepaunm o rocyaapCTBEHHOM peryimpoBaHMM BHELIHETOProBoM
OEeATeNbHOCTMU.

(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-$3, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-
®3)

Cratba 48. lOpuamyeckme nnua, KOTOPbIM paspeLleH BBO3 JIEKAPCTBEHHbIX cpeacT8 B Poccuiickyto
depepauuto
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

JlekapcTBeHHble cpeacTsa B Poccuiickyto PeaepaLmio MoryT BBO3MUTb:
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) npousBOAMTENMN NIEKAPCTBEHHbIX CpeacTB AnsA  Ueneil  cobCcTBEHHOro MpoM3BOACTBA
NeKapCTBEHHbIX CPeaCTs;

2) MHOCTPaHHble pa3paboTuMKM NEeKApCTBEHHbIX CPEeACTB M MHOCTpaHHble npoussoauTenu
NeKapCcTBEHHbIX CPeACTB WAM  ApyrMe  lopuauuyeckMe Avua Mo NopydyeHuto  pa3paboTyumka
NleKapCcTBEHHOIO CPeAcTBa A/1A NPOBEAEHMA KAMHUYECKMX UCCAeA0BaHUIA eKapCTBEHHOro npenapara,
OCYLLECTB/IEHNA  TOCYAapCTBEHHOW  perncTpaumMyM  IeKapcTBEHHOro  MnpenapaTta,  BK/YeHuA
dbapmaueBTUYECKOM CybCTaHLMM B FOCYAAPCTBEHHbIN PEecTp JIeKapCTBEHHbIX CPeAcTB, KOHTPOAA
KauyecTBa JIEKapCTBEHHbIX CPEACTB MPU HaMYMK paspeLleHns YNoJTHOMOYEHHOTo ¢pesepasbHOro opraHa
MCMONHUTENbHOW BNACTM Ha BBO3 KOHKPETHOM NapTUM IeKAapPCTBEHHbIX CPEACTB;

3) opraHu13auumn ONTOBOM TOProOB/IN IEKAPCTBEHHBIMW CPEeACTBAMM;

4) HayyHO-ucCegoBaTeNIbCKME  OpraHvsauuKu, obpasoBaTesibHble OpPraHM3auMM  BbICLIEro
06pas3oBaHUA, NPOM3BOAUTENN NEKAPCTBEHHbLIX CPEACTB AN pa3paboTKu, uccnefoBaHWA, KOHTPOAA
6e30MacHOCTM, KayecTBa, 3OGEKTUBHOCTM JIEKAPCTBEHHbLIX CPEACTB MPU  HA/MMUMM  paspeLleHus
YMOJIHOMOYEHHOTO desepasbHOro opraHa UCNONHUTEIbHOW BNACTK;

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

5) MeguuUMHCKMe opraHM3aLmm, MHble YKasaHHble B MyHKTax 1 - 4 HacToAwel CTaTbk OpraHM3auum
ONA OKasaHMA MeAMLMHCKOW MOMOLLM MO KM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauMeHTa npu
Ha/ UMM paspeLleHna YNnoaHOMOYEHHOro ¢deaepanbHOro opraHa WCMOAHUTENbHOM BAAcTM Ha BBO3
KOHKPETHOM MapTUM /SieKapCTBEHHOro npenapara, BblA4aHHOMO B YCTaHOB/JAEHHOM nopsake B ¢dopme
3N1eKTPOHHOIO AOKYMEHTa, NOANNCAaHHOro YCUAEHHOW KBaMdULMPOBAHHOW 3/1eKTPOHHOM NOAMNMUCHIO.
(B pen. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Cratba 49. [loKyMeHTbl, NpeAcTaBaAsemble B TaMOMKEHHble opraHbl Poccuiickon degepaumm npu
BBO3€e JIeKapCTBEHHbIX cpeacTs B Poccuiickyio Peaepauuio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. Mpu BBO3e /NleKAPCTBEHHbIX CpeacTB B Poccuitckyto denepaumio B TaMOMKEHHblE OpraHbl
Poccuiickolt  depepauun  Hapsgy C  AOKYMEHTaMM, TPeACTaB/eHWe KOTOpbIX  MpeaycMOTPeHO
TaMOEHHbIM 3aKOHOZATEeNIbCTBOM TaMOMKEHHOro Co3a M (MAM) 3aKOHOLATeNbCTBOM PoccuitcKol
desepaumnn o0 TaMOXKEHHOM Aene, NPeaCTaBAfTCA Cneaylowme JOKYMEHTb:



(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) cepTuduMKaT npomsBogUTENs JIEKAPCTBEHHOrO CPEACTBA, YAOCTOBEPAIOWMI COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOIO cpeacTBa TpeboBaHMAM dapmakoneiHon ctatbM AnMB6O B caydae ee
OTCYTCTBMA HOPMATUBHOM AOKYMEHTALLUN UAN HOPMATUBHOIO SOKYMEHT];

2) paspelleHune ynosHOMoOYeHHOro deaepanbHOro opraHa MCNOJIHATENbHOW BAacTM Ha BBO3
KOHKPETHO MapTMM NEeKAPCTBEHHONO CPeACcTBa B C/y4vasX, YCTAHOBAEHHbIX 4acTbto 3 cTaTbn 47
HacToawero PenepanbHOro 3aKoHa.

2. [loKymeHTbl, yKa3aHHble B NyHKTax 1 M 2 4actm 1 HactoAllel cTaTbu, NpeacTaBiAlTCcA B
TaMOMKeHHble opraHbl Poccuiickoin ®epepaumm Npu NPUbLITUM NEKAPCTBEHHbIX CPeacTs B Poccuitckyto
depgepauumto.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctatba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyto Pepepaumto ana AnYHOro
MCMONb30BaHUA U WHbIX HEKOMMEPYECKMX Lenel, a TaKkKe AaA MCNOAb30BaHUMA Ha TeppuUTopuu
MeKAYHApPOA4HOro MeANLMHCKOTO KiacTepa
(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-$3, o1 29.06.2015 N 160-P3)

1. JlekapcTBeHHble npenapaTbl MoryT 6biTb BBe3eHbl B Poccuiickyto ®epepaumto 6e3 yuyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamm 48 un 49 HacTosiwero PegepanbHoOro
3aKOHa, ec/i OHW NpeAHa3HayYeHbl ANA:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) n"MyHOro ncnonb3oBaHUA GU3NYECKUMM IMLLaMK, NPUbbIBLUNMMK B Pocculickyto ®eaepaumto;
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2) wncnonb3oBaHMA  PabOTHMKAMM  AUMNIOMATMYECKOro Kopnyca MAM  NpeacTaBuUtTenamu
MeXKAyHapoaHbIX OpraHn3aL i, akkpeaMToBaHHbIX B Poccuiickoi ®eaepaunm;

3) neyeHUs MNacca)kMPOB M YNEHOB 3KUMAXKEN TPAHCMOPTHbLIX CPEeAcTB, Moe3gHbix bpurag u
BOAMTENEN TPAHCMOPTHbIX CPeacTB, NpmnbbiBWNX B Poccuiickyto ®eaepaumio;

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

4) neyeHUsa Y4aCTHUKOB MENKAYHAPOAHbIX KY/bTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA U YY4aCTHUKOB
MeXKAYHaPOAHbIX KCNeaAnLUiA;

5) neyeHna KOHKPETHbIX KMBOTHbIX B 300MNAPKax, a TaKXKe KMBOTHbIX, BBO3UMbIX B Poccuickyto
depnepaumio 414 y4acTMA B CNOPTUBHDBIX U 3PENLLHBIX MEPONPUATUAX;

(B pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

6) NICNONb30BaHWUA Ha TEPPUTOPUN MEKAYHAPOLHOTO MEAULMHCKOTO KnacTepa.
(n. 6 BBeaeH ®epepanbHbiM 3aKOHOM 0T 29.06.2015 N 160-93)

2. B cnyyanx, npeaycMoOTPeHHbIX YacTbto 1 HacToALllel CTaTbM, AOMNYCKAeTCA BBO3 B POCCUMCKYIO
depepaunio NekapcTBEHHbIX NPENapPaTOB, HE 3aperncTpPMpPoBaHHbIX B Poccuiickoit ®epepaumu.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. lekapcTBeHHbIE NpenapaTbl, NpegHa3HaYeHHble ANA r'YMaHUTapHOM nomoLm (coaencrema) nam
NMOMOLLM NPU Ype3BblYalMHbIX CUTyauuax, BBO3ATCA B Poccuiickyto ®Pepepaumto B NOpAaaKe,
ycTaHoB/NeHHOM [lpaBuTenbctBom Poccuiickoli ®egepaumn. 3anpeltaetca BBO3 B POCCUMCKYHO
denepaumio  HE3aPErucTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  MpenapaToB, MpeAHasHauYeHHbIX  Ans
rYMaHWTapHOW NOMOLLM (COAENUCTBUS) AN MOMOLLM NPU YPe3BblYalHbIX CUTYaLUAX.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Cratba 51. CoTpyaHuuyecTBo deaepanbHOro opraHa MCNoHMTEIbHOW BAACTU, YNOJHOMOYEHHOrO B
061acT TaMOMKEHHOro Aena, U APYrnux ynoaHOMOYEHHbIX deaepasibHbIX OPraHOB MCMOAHUTENbHOM
BAACTU

1. YnonHoOmo4eHHble d)e,u,epaanble OopraHbl WUCNONHUTENIbHOM  BNACTU npeanocTtaBsAOT B
pacnopAaxeHmne cbe,u,epaanoro OpraHa WUCNONHUTEIbHOM BN1aCtv, YNOJIHOMOYEHHOIO B obnactu
TaMOXEeHHOIro Aaena, FOCVﬂ,apCTBeHHbIﬁ peecTp NeKapCTBeHHbIX CPeacTB, a TaKxXKe MHq)OpMaLI,MIO o
BblAaHHbIX pa3speweHnax Ha BBO3 KOHKpETHOﬁ NapTMn NeKapCTtBeEHHbIX CPeacTtB B Cay4yasx,
YCTAHOBJ/IEHHbIX 4aCTblO 3 ctaTbu 47 HacToAwero CDe,u,epaanoro 3aKOHa.



2. ®epepanbHbIit opraH MCMOAHUTENBHOW BNACTU, YNOJHOMOYEHHbIA B 06/1aCTU TaMOXKEHHOIO
Aena, nHPopmmupyeT yKasaHHble B YacTh 1 HacToAWwel cTaTbl YNOJHOMOYEHHbIE denepasibHble opraHbl
WCNOIHUTENbHOM BNACTM O BBO3€ JIeKAPCTBEHHbIX cpeacT8 B Poccuiickyto depepaumio U BbiBO3E
JIeKapCTBEHHbIX cpeacTB M3 Poccuitickont Pegepaunmn no dopme 1 B NopsaaKe, KOTOpble YCTaHOBAEHbI
Mpasutenbcteom Poccuiickoin Peaepaumn.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
Cratba 52. OcyliecteneHne papmaLeBTUYECKON AeATeNbHOCTU

1. dapmaueBTMYECKasn f[eATeNbHOCTb OCYLLEeCTBAAETCA OpPraHu3auMsamMM ONTOBOW TOProsau
NeKapCTBEHHbIMM  CPeACTBAMM,  anNTeYHbIMM  OPraHM3auMsMW,  BETEPMHAPHBLIMKU  anTeYHbIMM
OpraHusauMaAMK,  WHAMBUAYANbHLIMA  NPEANPUHUMATENAMM,  WMEKWMMKN  JIMLEH3MI0  Ha
bapMaueBTUYECKYIO AEATe/IbHOCTb, MEOMUMHCKMMWU OPraHu3aumMamMmu, MMEIOWMMAU JINLEH3UIO Ha
bapmaueBTUYECKYIO AeATeNbHOCTb, U UX 060cob6NeHHbIMM NogpasaeneHuammn  (ambynatopuamu,
denbawepckumm n  denbaluepcKko-akyWepCcKMMM  MYHKTaMK, LeHTpaMun (oTaeneHusmu) obluen
BpauebHol (cemeltHOM) MpPaKTUKKM), PACMNONOXKEHHbIMU B CE/bCKUX HaceNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3aLuMu, U BETEPUHAPHBIMU OPraHU3auMAMU, UMEIOLLMMMN JIMLEH3UIO Ha
bapmaueBTUYECKYIO AeATENIbHOCTb.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®u3Myeckne NMLA MOTYT OCYLLECTBAATb (GapmaLeBTUYECKYI0 AeATeNbHOCTb MPU HaAnuum
BbICLLErO MK cpeaHero dapmauesTuieckoro obpasoBaHma U cepTUdUKaTa CNeunanncTa, BbiCLUEro UK
cpeaHero BeTepuHapHoro o6pasoBaHua U cepTUdMKaTa CNeLnanncTa, a TakKe BbICLIEro UAN cpegHero
MeAMLUMHCKOro 06pa3oBaHuA, cepTUdMKaTa cneumanucta M AONOMHUTENbHOro MNpodeccMoHanbHOro
06pa3oBaHUA B Y4aCTM PO3HWUYHOM TOPrOBAN NEKAPCTBEHHbIMM NpenapaTammn nNpu ycaosmmn ux pabotbl B
060c061eHHbIX NOAPa3AeNeHUAX MeANULMHCKUX OpraHM3aLmii, yKasaHHbIX B YacT 1 HacToALLeN CTaTby.
(4acTb 2 B pea. PeaepanbHoOro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. lpoaarka, nepeaaya /NeKapCTBEHHbIX CPeACTB OpraHM3auuAMW OMNTOBOM TOProBAM
NeKapCTBEHHbIMU CPEACTBaMM

OpraHusauuMm onToBOW TOProB/IM NEKAPCTBEHHbIMU CPeACTBaMM MOTYT OCYLLECTBAATb NPOAAXKY
NIeKapCTBEHHbIX CPeAcTB WUAW nepenaBaTb WX B YCTAaHOB/JEHHOM 3aKoOHOAATeNbCTBOM Poccuitckoi
denepaunn nopsaake:

1) ApyrMm opraHn3aumMsam onTOBOM TOProBAN NEKapCTBEHHbIMU CPpeaCTBaMU;

2) Nnpon3BOANTENAM NIeKapCTBEHHbIX CPeACTB AN Lefieil NPoM3BOACTBA IeKapCTBEHHbIX CPeacTs;

3) anTeyHbIM OpraH13aLMAM U BETEPMHAPHbIM anTeYHbIM OpraHM3aunam;

4) Hay4YHO-MCCNeA0BaTeIbCKUM OpPraHM3aumMamM AN HaydHo-Uccie0BaTelbCKon paboTl;

5) wHAgMBMAyanbHbIM NpPeanpUHUMATEN M, UMEIOWUM AULEH3MIO Ha dapmaueBTUYecKyo
AeATeNbHOCTb AN NLEH3MIO HA MEAULIMHCKYIO AeATeNbHOCTb;

6) MeAMLMHCKUM OpraHn3aLUmam, BeTepMHapHbIM OpraHM3aumam;

7) opraHusaLmam, OCyLLECTBAAIOLMM pa3BeaeHne, BbipaluBaHNe U coaepsKaHNe HUBOTHbIX.

CraTtba 54. MpaBuna onNToBOM TOProBAN EKAPCTBEHHbIMU CpeaCTBaMMU

OntoBaa TOProsaAs  /IeKapCTBEHHbIMW  CpPeACcTBaMM  OCYLLECTBAAETCA  NPOU3BOAUTENAMM
JIeKapCTBEHHbIX CPeACTB W OpraHM3auMAMM OMTOBON TOProBAM NEKAPCTBEHHbIMM CpPeAcTBamMM No
npasuaam Hagneskallen ANCTPUBLIOTOPCKOM NPaKTUKK U NpaBuiamM HagiesKallen npakTMKU XpaHeHus
N MepeBO3KN NEeKapCTBEHHbIX NpenapaTos, YTBEPXAEeHHbIM COOTBETCTBYIOWMUMWU YNONHOMOYEHHbIMM
denepanbHbIMM OpraHaMmn UCMONHUTENbHOM BAaCTU.

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

Cratbs 55. NopagoK PO3HMYHOM TOProOBAN NEKAPCTBEHHBIMW NpPenapaTamm



1. Po3HMYHasA TOProBAA NEKapCTBEHHbIMM TMpenapaTtamu B KOJMYECTBAX, HEOOXOAMMbIX ANs
BbINONHEHUA BpayebHbIx (dbenbalepckux) HasHayeHUn WAM Has3HauYeHW cneuwanuctos B obnactu
BETEPUHAPUM,  OCYLLECTBASAETCA  anTeYHbIMW  OpraHM3auMsaMu, BETEPMHAPHbIMKU  anNTeYHbIMM
OpraHM3aunaAMK,  UHOMBUAYANbHbIMM  MpeanpuHUMaTEeNaMM,  UMEWUMN  JIMUEH3UID  Ha
bapmaLeBTUYECKYIO OeATeNbHOCTb, MEAUUMHCKMMMU OPraHuM3aumsamMn, MMEWUMN  IMLEH3UI0  Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060CObNeHHbIMU NoapasaeneHnamm (ambynatopusamm,
denbalepckumm 1 GenballepcKko-akyLepckMMM  MyHKTaMK, LUeHTpaMu (oTaeneHusmu) obluen
BpayebHoOl (cemelHO) NPaKTUKK), PACMOIOKEHHBIMU B CE/IbCKMX HACE/IEHHbIX MYHKTAX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auun, U BETEPUHAPHBIMWU OPraHM3auMAMU, UMEIOLWMMMU IULLEH3UIO HA
bapmaLeBTUYECKYIO AeATeNbHOCTb. PaspelseHa po3HWYHAA TOProBAA TOMbKO JIEKAPCTBEHHbIMU
npenapaTtamu, 3aperncTpupoBaHHbiMKM B Poccuiickont ®epepaunn MAM U3roTOBAEHHBIMW anTeYHbIMM
opraHu3aunamm, BETEPUHAPHbLIMU anTe4yHbIMMK opraHM3aumamm, WHAMBUAYANbHBIMU
NPeAnpUHUMATEN MU, UMEIOLLMMU NULEH3UIO Ha ¢dapMaLeBTUYECKYD AeATeNbHOCTb. Po3HMYHan
TOProB/aA JE€KapCTBEHHbIMW MNpenapaTamMu OCYLLECTBAAETCA MO MpPaBMAaM HaA/exallel anTeyHown
NPaKTUKK, YTBEPHKAEHHbBIM YNOJHOMOYEHHbIM dhefepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTH.

(B pea. PepepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-$3)

2. Bupgbl anTeyHbIX OpPraHM3auMit M nNpaBwWia OTNYCKA JIEKAPCTBEHHbIX MpPenapaTtoB AnA
MeANUNHCKOTO NPUMEHEHUA anTEeYHbIMU OPraHU3aUUAMM, UHAMBUAYANbHBIMU NPeanpPUHUMATENAMM,
UMELWMMU  NLEH3MIO Ha (apMaueBTUYECKYID OeATeNbHOCTb, a TaKKe MpaBuaa  OTnycKka
JIeKApCTBEHHbIX MpenapaToB 418 MeAULMHCKOro MPUMEHEHUA MeAMLMHCKUMU OpraHU3aLmamMm,
UMELWMMM  JIMLEH3NIO  Ha  papMaueBTUYECKYID  AeATeNbHOCTb, W UX  060COB/AEHHbIMM
nogpasgeneHuamu (ambynatopuamn, odenbaliepckumm U denbaluepCcKo-aKkyWepCcKUMU  NMYyHKTaMM,
LueHTpaMu (oTaeneHuammn) obuien BpayebHol (cemeliHOMN) NPaKTUKKU), PACMOIOKEHHbIMU B CE/IbCKUX
HacefeHHbIX MyHKTAaX, B KOTOPbIX OTCYTCTBYIOT  anTeyHble OpraHvM3aumu, YyTBepKAatoTcs
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMOIHUTENbHOW BAACTU.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBunna oTNycKa HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB, 3aPerncTPUPOBaHHbIX B
KayecTBe JIeKApCTBEHHbIX MPENapaToB, JIEKAPCTBEHHbIX MPenapaToB, COAEPKaLLMX HapKOTUYecKue
cpeacTBa M NCUXOTPOMHbIE BELLECTBA, YTBEPXKAANTCA YNOJHOMOYEHHbIM ¢eaepanbHbiM OpraHoM
WCNONHUTENbHOM BNACTM MO CcornacoBaHuto ¢ deaepanbHbIM OPraHOM WCMOAHUTENbHOM BAACTH,
OCYLLEeCTBAAOWMM OYHKUMW MO BblpabOTKe roCyAapCTBEHHOW MOAWUTUKM, HOPMATUBHO-MPABOBOMY
PerynMpoBaHnio, KOHTPOIO W Haa3opy B chepe 060POTa HAPKOTUYECKMX CPEeACTB, MCUXOTPOMHbIX
BELLECTB U UX NMPEKYPCOPOB, a TaKKe B 061aCTU NPOTUBOLAENCTBUA NX HE3AKOHHOMY 060pOTY.

4. JleKapcTBeHHble npenapatbl [AAA BETEPUHAPHOrO MNPUMEHEHMA NOSJEXNKAT  OTNYCKY
BETEPUHAPHbIMM anTeYHbIMWU OPraHM3aUUAMW, BETEPUHAPHBIMKU OPraHMU3aLUAMKU, UHANBUAYANbHBIMM
nNpeAnpPUHUMATENAMU, UMEIOLLMMU NNLEH3UIO Ha dpapMaLLeBTUYECKYO AeATeNbHOCTb. MpaBuaa oTnycka
NIeKapPCTBEHHbIX MpPenapaToB A1 BETEPUHAPHOIO MPUMEHEHUA YTBEPXKAAIOTCA YNOJHOMOUYEHHbLIM
denepanbHbIM OPraHOM UCMONHUTENBHOMN BNACTU.

5. MNepeyeHb MEAMUMHCKMX OPraHM3auUUn, MUMeELWUX NULEH3N0 Ha ¢$apmaLLeBTUYECKYHO
AeATeNbHOCTb, U UX 060Cc0BNEHHbIX noapasaeneHuin (ambynaTopuii, benbawepcknx u denbaliepcKo-
aKyLIepCKUX MYHKTOB, UEHTpoB (oTaeneHuin) oblield BpayebHOW (cemeliHOM)  NpPaKTUKM),
Pacno/IoXKEeHHbIX B CE/IbCKUX HACeNEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHu3auumm, a
TaK)Ke MnepeyeHb JIEKAPCTBEHHbIX MpenapaToB (3a WMCKAOYEHMEM HAPKOTUYECKUX JIeKAPCTBEHHbIX
NpPenapaToB M NMCUXOTPOMHbIX IEKAPCTBEHHbIX NPenapaToB), NPOAAXKa KOTOPbIX MOXET OCYLLEeCTBAATHCA
YKa3aHHbIMM OpraHu3auuamm n nx o60cobneHHbIMU NnogpasaeneHMaMM, YCTaHaBAMBAOTCA OpraHamm
NCNOIHUTENbHOM BNacTu cybbekToB Poccuiickoi Peaepaunn.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeuyHble oOpraHuM3auMun, WHAMBUAYANbHblE NpegnpPUHUMATENN, UMEKLWMe JINLEH3UIO Ha
bapmaueBTUUECKYO  AeATeNbHOCTb, 006a3aHbl  obecneunBaTb YTBEPXKAEHHbIN  [1paBUTENBCTBOM
Poccuiickolt Pegepaunn u dopmupyembln B YCTAHOBAEHHOM UM NOPALKE MUHUMA/bHbLIA aCCOPTUMEHT
NIeKapCTBEHHbIX NPenapaToB, HEOOXOAMMbIX AN OKA3aHWUA MEANLMHCKON NOMOLLM.

(4acTb 6 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)



7. AnTeyHble OpraHuM3auuMu, WMHAMBMAYaNbHble NpPeanpPUHMMATENM, UMEeKWMe NULEH3NI0 Ha
dbapmMaueBTUYECKYIO AOeATeNbHOCTb, Hapagy C /eKapcTBEHHbIMM nNpenapaTamyM  WMMEKT Npaso
npuobpeTaTb M NpogasaTb MeAUUMHCKWE u3genus, AesuHduuumpyloume cpeactsa, npeameTbl U
CpeacTBa  /IMUYHOW  FUMMEHbl, nocyay ANa  MeAUMUMHCKMX  uenei, npegmetbl W CPeacTea,
npegHasHayeHHble Ana yxo4a 3a 60/1bHbIMU, HOBOPOXKAEHHbIMWU M AETbMU, HE AOCTUILMMM BO3pacTa
Tpex NeT, OYKOBYID ONTMKY M CPeACTBa yXxo4a 3a Hel, MuHepasbHble BOAbl, NPOAYKTbI fedebHoro,
OEeTCKOTO W AMEeTUYECKOro MUTaHWA, OUMONOTMYEecKM aKTuBHble A06aBKM, napoomepHble U
KOCMETUYECKME CcpeacTBa, MeAMUMHCKME W CaHMTAapHO-MPOCBETUTE/IbHbIE MeyaTHble U34aHus,
npegHasHaYeHHble 414 NponaraHabl 340P0BOro 06pasa KU3HM.

(B pen. PepepanbHbiX 3aKkoHOB 0T 27.07.2010 N 192-d3, o1 25.11.2013 N 317-93)

8. [leAaTenbHOCTb anTeyHbIX OpraHu3aumin BoopyskeHHbIx Cun Poccuitickoi deaepaumm, gpyrux
BOMCK, BOMHCKNX GOPMUPOBAHUI 1 OPraHoOB, B KOTOPbIX 3aKOHOAATeNbCTBOM Poccuiickoli depepaunmn
npeaycMoTPEeHO MPOXOXKAEHWE BOEHHOM CAyKObl MAM deaepanbHON rocyaapCTBEHHOW CAYXKObl,
CBA3aHHOM C MPABOOXPAHWUTE/IbHOM AEeATENbHOCTbIO, PernamMeHTUpyeTcs Hactoswmm degepanbHbim
33aKOHOM M YTBEPMKAEHHbLIMW COOTBETCTBYHIOLLMMKU PeaepasbHbiMM OpraHaMu UCMONHUTENIbHOM BNAacTU
NonoKeHnaMU. KoHTponb 3a cobntogeHvem YKasaHHbIMM anTeyYHbIMM OPraHMU3aLMAMM MONONKEHUI
HacToawero deaepanbHOro 3aKOHa OCYLLECTBASETCA COOTBETCTBYHOWMMU denepasnbHbIMU OpraHamu
MCMONHUTENbHOW BNACTHU.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

CratbA 56. N3roToBneHNe 1 OTNYCK N€KAPCTBEHHbIX NPenapaTos

1. U3rotoBneHne feKapCTBEHHbIX MpenapaToB anTe4YHbIMU OPraHM3aUuAaMKM, BeTepUHapPHbIMU
anTeyYHbIMW OPraHU3aUMAMU, MHAUBUAYANbHBIMU MNPEANPUHUMATENAMMN, UMEIOLLMMU IMLEH3NIO Ha
dbapmaLLeBTUYECKYIO AeATeNbHOCTb, OCYLLECTBAAETCA NO peuenTaM Ha JieKapcTBeHHble npenapaTbl, no
TpeboBaHMAM MeAMLUMHCKMX OpraHn3aLmii, BeTepUHapPHbIX OpraH13aLmMii B COOTBETCTBUM C MpaBuaamm
M3rOTOBNAEHUA M  OTMNYCKa JIeKapCTBEHHbIX NPenapaTtos, YTBEPKAEHHbIMU  YNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENbHOMN BAACTH.

2. Mpun U3roTOBAEHUM NEKAPCTBEHHbIX NPenapaTos anTe4yHbiMM OpraHM3aUnaAMn, BeTepruHapHbIMU
anTeyYHbIMW OPraHU3aUMAMU, MHAUBUAYANbHBIMU MNPEANPUHUMATENAMMN, UMEIOLLMMU SIMLEH3NIO Ha
dbapmaueBTUYECKYIO AOeATe/NbHOCTb, MCNONb3ylTCA dapmMaleBTUYeckMe cybcTaHUMK, BKAKOYEHHbIe
COOTBETCTBEHHO B rOCYAapPCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NpUMeHeH s
M rOCydapCTBEHHbIA peecTp /leKapCTBEHHbIX CPeacTB ANsA  BeTePUHAPHOrOo MPUMEHEHUs B
YCTaHOB/MEHHOM  nopagke. He  gonyckaeTca  M3roToBJeHME  anTeYHbIMUM  OpraHU3auMaMM,
BETEPUHAPHbIMM anTeYyHbIMU OPraHM3aUUAaAMMN, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLMMM
IMLLEH3UI0 Ha PpapMaLeBTUYECKYIO AeATe/IbHOCTb, IeKapCTBEHHbIX NPenapaTos, 3aperMcTpMpoBaHHbIX B
Poccuitckoit depgepaumn.

3. MapKupoBKa /NeKapCTBEHHbIX MNPenapaTtoB, M3rOTOB/EHHbIX anTeYHbIMW OpraHU3aUUaMMU,
BETEPUHAPHbIMU anTeYHbIMU OPraHM3aUUAaAMKU, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLMMMU
NMLEH3NI0 Ha QapMaleBTUUYECKYI0 [eATeNbHOCTb, M O0hOPMAEHWE TaKUX MpenapatoB AO/KHbI
COOTBETCTBOBATb NPaBuiam, yKasaHHbIM B YacT 1 HacToAllel cTaTby.

4. AnTeyHble oOpraHuW3auUuMK, BeTepuMHapHble anTeyHble oOpraHus3auuMuM, WHAMBUAYaANbHbIE
npeanpuvHMmaTeny, UmeolmMe  AMUeH3n  Ha  GapmaleBTMUECKYlo  AeATe/IbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobaoAeHUe NpPaBua U3roTOBEHUA M OTNYCKa JIEKAapPCTBEHHbIX NpenapaTtos B
COOTBETCTBMM C 3aKOHOAaTebcTBOM Poccuitickon deaepaumu.

Cratba 57. 3anpelweHvie npoaakn $anbcMULMPOBaAHHbIX  /IEKAPCTBEHHbLIX  CPEACTs,
He406pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEeACTB, KOHTPAadaKTHbIX NEKAPCTBEHHbIX CPEACTB

Mpoaarka banbCUPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeacTs, HeA06pOKaYeCcTBEHHbIX
NeKapCTBEHHbIX CPeacTB, KOHTPAdAKTHbIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CraTbAa 58. XpaHeHne nekapCcTBEHHbIX CpeacTs



1. XpaHeHWe /fieKapCTBEHHbIX CPeACTB OCYLIECTBAAETCA MNPOU3BOAUTENAMWU NEKAPCTBEHHbIX
CpeAcTs, OpraHM3aUMAMM  OMTOBOM  TOPrOBAW  NEKAPCTBEHHbIMM  CPeACTBaMW,  anTeyHbIMU
opraHusaumamm, BETEPUHAPHbLIMU anTeyHbIMuK opraHusaumamm, UHAMBUAYANbHBIMU
npeanpuHUMaTENAMMN, UMEIOLLIMMM NLEH3UIO Ha papMalLleBTUYECKYIO AeATENbHOCTb UAN IULLEH3UIO Ha
MEANLMHCKYIO AeATEeNIbHOCTb, MEeAMLIMHCKUMM OpPraHM3aumMaMM, BETEPUHAPHbIMU OpraHM3auuaMn K
MHBbIMWU  OpraHM3auMaMK, OCYLLECTBAAIOWMMM obpallleHne /eKapCTBEHHbIX CcpeacTB. XpaHeHue
JIeKapCTBEHHbIX CPeACTB A1A BETEPUHaAPHOrO MPUMEHEHUA OpraHM3auuAMU U UHAUBUAYENbHBIMU
npeanpuMHUMaTENAMM B CAYYasaX, €C/AM OHU  UCMONb3YIOTCA WCKAIOUYMTENbHO NpU  pasBefeHuu,
BbIpaLLMBAHMUM, COAEPKAHNUM N NEYEHUN KUBOTHbIX, MOMET OCYLLLECTBAATLCA Be3 nosyyeHnsa ANLEH3NM
Ha GpapmMaLeBTUUYECKYIO AEATEIbHOCTb.

(B pea. PepepanbHOro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna XxpaHeHW  NEeKapCTBEHHbIX CPeACTB  YTBEP)KAAlTCA  COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHoM UCMONHUTENbHOW BAaCTU.

3. XpaHeHMe HapKOTMYECKUX JIeKapCTBEHHbIX CPeacTB, NMCUXOTPOMHbIX NEKAaPCTBEHHbIX CPeACTs,
paguodapmaueBTUUYECKMX  NIeKapCTBEHHbIX  CPeACTB  OCYLEeCcTBAAeTCs B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit degepaumu.

Cratba 58.1. MpeaAMETHO-KO/IMYECTBEHHbIN Y4YeT JIeKapCTBEHHbIX CPeACTB A8 MeAULMHCKOro
NPUMEHEHUA
(eBepeHa DepepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. [llepeyeHb NEKAPCTBEHHbIX CPEACTB ANA MEAWUMHCKOrO MNPUMEHEHMA, MNOANEMKalmX
NpPeaMeTHO-KONMYECTBEHHOMY YYeTy, YTBEpPAaeTca YNoJAHOMOYEHHbIM deaepanbHbiM  OpraHoOM
NCMNONHUTENbHOW BAACTHU.

2. MopAAOK BKAKOYEHMA NEeKApPCTBEHHbIX CPeACTB ANA MEeAULMHCKOrO NMPUMMEHEHMA B nepeyeHb
NeKapcTBEHHbIX CPeACTB 414 MeAMLMHCKOTO NPUMEHEHUA, NOANEKALMNX NPEeAMETHO-KOANYECTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YMNOJHOMOYEHHbIM ¢eaepanbHbiM OPraHOM MCMOAHUTENbHOM BAAacTU Mo
cornacoBaHuio ¢ ¢peaepanbHbIM OPraHOM WCMOAHWUTENbHOW BNACTM, OCYLWECTBAAWMM GYHKUMM MO
BbipaboTKe rocyAapcTBEHHOM MOAUTUKK, HOPMATMBHO-MPABOBOMY PEryNIMPOBAHUIO, KOHTPOD W
Hagsopy B chepe 060poTa HAPKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, a TaKKe
B 061aCTU NPOTUBOAENCTBUA UX HE3AKOHHOMY 060pOTY.

3. NMpeaMEeTHO-KOIMYECTBEHHbIN yYeT IeKapCTBEHHbIX CPEACTB ANA MeAULMHCKOTO NPUMEHEHUA
BEAYT MPOU3BOAUTENN JIEKAPCTBEHHbIX CPEACTB, OPraHU3auMmM OMNTOBON TOProBAW JEKAPCTBEHHLIMU
CpefCcTBaMM, anTeyHble OpraHu3aunn, MHAMBUAYaAbHbIE NPeAnPUHUMATENIN, UMEKoLWMeE IMLEH3NI0 Ha
bapMauEeBTUYECKYIO OeATENbHOCTb UAW JIMLEH3NI0 Ha MEeAMLMHCKYI0 AeATeslbHOCTb, U MeAMLMHCKME
opraHusauuM, ocywecTeasoWwme obpaleHMe NeKapCTBEHHbIX CPeACTB  Aaa  MegULMHCKOro
NPUMEHEHWA, NyTEM PErncTpauum Nobbix CBA3AHHbLIX C UX obpalieHMeM onepauuii, Npu KoTOpbIX
N3MEHSIETCA UX KOJIMYECTBO U (M) COCTOAHME, B CNELMAbHbIX KypHaiax yyeTa onepauui, cBA3aHHbIX
c obpalieHMemM NeKapCTBEHHbIX CPeacTB AN MeAMLMHCKOro NpumeHeHua (Janee - cneumasnbHble
KYpPHanbol).

4. MpaBuna perucTpauumn onepauuii, cBasaHHbIX C obpalieHMem NeKapCTBEeHHbIX cpeacTs ANnA
MeAMLMHCKOrO NPUMEHEHUA, BKAIOYEHHbIX B MepedyeHb NeKapCTBEHHbIX CPeacTB ANA MeAMUMHCKOro
NPMMeEHEHUA, Nog/exKallx NpeaMeTHO-KOMUYECTBEHHOMY YUeTY, B CNeuunanbHbIX }KypHanax 1 npasuna
BEAEHMA W XpPaHEHUA CreumasnbHblX YPHasoB YTBEPNKAAOTCA YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHoMm MCNOIHUTE/IbHOM BAACTU.

5. KoHTponb 3a cobilogeHnem npasua pernmctpaumm onepauumii, cBasaHHbIX C obpalleHvem
NeKapCcTBEHHbIX CPeACTB AN MeAUUMHCKOro NPUMEHEHWsA, BKOYEHHbIX B MepeyeHb NeKapCTBEHHbIX
CPeacTs ANA MeAMUMHCKOrO MPUMEHEHUS, MOoANeXallmMx MNpegMeTHO-KOAMYECTBEHHOMY YYeTy, B
CNeuManbHbIX KypHanax, a Takke 3a cobniogeHvem Mpasua BeAEHUA U XPaHEeHWA cneumanbHbIX
KYPHa/0B BO3/1araeTcsa Ha yNoJIHOMOYEHHble dpeaepasibHble OpraHbl UCMONHUTEIbHOW BAACTU U OpraHbl
UCMONHUTENbHOW BAAcTM cybbekToB Poccuiickoit dPegepaumn, OCyWECTBASAOWME /MLEH3MPOBAHME
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, ¢GapMaLEeBTUYECKON [OeATeNbHOCTU U MeAMLMHCKOWM
AeATeNbHOCTU, U OCYLLECTBASETCA B paMKaX IMUEH3MOHHOTO KOHTPOA.



Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA M NOPAAOK YHUUTOXKEHMA IeKaPCTBEHHbIX CPeACTB

1. HepobpoKkayecTBeHHble /ieKapCcTBEHHble cpeacTsa, $anbCUPUUMPOBAHHbLIE IEKAPCTBEHHbIE
cpeacTBa MoAsiexkaT MU3bATUIO M3 00palleHMA UM YHUUTOXKEHUIO B MOpsAAKe, YCTAaHOBJEHHOM
MpasuTtenbctBom Poccuitickoit Pepepaunn. OCHOBAHMEM ANS YHUUTOXKEHMA NIEKAPCTBEHHbIX CPeacTs
ABNAETCA  peleHne  Bagenbla  JIeKApCTBEHHbIX  CPeACTB,  PelleHMe  COOTBETCTBYHOLLEro
YNOJIHOMOYEHHOI0 PpeaepanbHOro opraHa UCMONHUTENIbHOM BAACTU UK pelleHne cyaa.

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadaKTHble IeKapCcTBEHHbIE CPeACTBa NOANEKAT U3BATUIO M3 0OPALLEHMA N YHUUTOMKEHMIO
no pelwweHnto cyaa. MopAsoK YHUUTOXKEHUA KOHTPAdaKTHbIX IEKAPCTBEHHbIX CPeACTB YCTaHAB/IMBAETCA
MpasuTenoctBom Poccuiickoii ®epepaumm.

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

3. Pacxopgbl, CBA3aHHble C YHUYTOXKEHMEM KOHTPAQaAKTHbIX JIEKAPCTBEHHbIX CPEACTB,
He06POKaYeCTBEHHbIX NIEKAPCTBEHHbIX cpeacts, ¢GanbcMULMPOBAHHbIX NEKAPCTBEHHbIX CPeacTs,
BO3MELLAIOTCA UX BAageNbLem.

4. Bnageney, NeKapcTBEHHbIX CPeAcTB AO/IKEH NPeACcTaBUTb B YNONHOMOYEHHbIN deaepanbHbiit
OpraH MCNONHWUTENBbHOW BNACTU LOKYMEHT MW 3aBEPEHHYI0 B YCTAHOBIEHHOM MOPSAKE ero Konwuto,
noaTeepxaatowme GakT YHUUTOXKEHUA NEeKAPCTBEHHbIX CPEACTB.

5. CooTBeTcTBYHOLWMIA YNOJIHOMOYEHHbIN deaepanbHblil  OpraH  WUCNOAHUTENbHOM BAACTH,
NPUHABLWNIA pelleHne 06 YHUYTOMKEHUW NIeKAPCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPOJIb 33 MX
YHUUTOXKEHUEM.

6. YHMUTOXKEHME JIEKAapPCTBEHHbIX CpPeacTB MPOM3BOAUTCA OPraHU3aLMaMM, WMMELWMMU
COOTBETCTBYHOLLYIO JIMLLEH3UIO, HA CNeLManbHO 060pyA0BaHHbIX NAOLWAAKaX, MOJIMIOHAX U B CNeLmanbHO
060pyaoBaHHbIX NOMeLEeHUAX ¢ cobatogeHnem TpeboBaHM B 061aCTU OXpaHbl OKpYyrKatowei cpeabl B
COOTBETCTBMM C 3aKOHOZaTeNbCTBOM Poccuiickon Pegepaumn.

7. HapkoTuMyeckMe JNleKapCTBEHHble CPeACTBa, MNCUXOTPOMHbIE JIEKAPCTBEHHbIE CPEACTBa,
pagvodapmaueBTMUYECKME  NIEeKApPCTBEHHblE  CPeACTBa  YHUYTOMKAKOTCA B COOTBETCTBUM €
3aKoHoaaTeibcTBom Poccuiickoit Peaepaumu.

Fnasa 12. TOCYOAPCTBEHHOE PEFY/IMPOBAHUE LUEH
HA NEKAPCTBEHHbBIE MPENAPATbI AN1A MEAULUMHCKOIo NPUMEHEHUA

Cratbs 60. locygapcTBeHHOE peryivMpoBaHMe LeH Ha JIeKapCTBEHHble npenapatbl gna
MeAMLMHCKOro MpUMeHeHuUs

locyfapcTBeHHOE peryivpoBaHMe LeH Ha JIeKapCTBeHHble npenapaTbl Aaa MeAULMHCKOro
NPUMEHEHMA OCYLLLECTBAAETCA NOCPELCTBOM:

1) ytBepaeHuaA Mpasutensctsom Poccuinckon degepaumm nepeyHs KU3HEHHO HeOBXo4MMBbIX U
Ba*KHEMLUMX JIeKaPCTBEHHbIX MpenapaToB, KOTopblii cOPMMPOBAH B YCTAHOB/IEHHOM MM MOPSAKE Ha
OCHOBE KOMIJIEKCHON OLEHKM JNeKapCTBEHHbIX MpenapaToB, BK/AOYas aHaAu3 CBeAEeHWA O
CPaBHUTENbHON KAMHUYECKON 3¢GGEKTUBHOCTM M 6E30MNaCHOCTU JIEKAPCTBEHHOrO CpPeacTBa, OLUEHKY
SKOHOMWYECKUX MOCNeACTBMIA NPUMEHEHUA NIEKAPCTBEHHOMO CPeacTBa U M3yyeHMe AO0MNOJIHUTENbHbIX
nocneacTBUii NPUMEHEHUSA IEKAPCTBEHHOTO CPeaCTBa;

(n. 1 8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEpPXKAEHUA METOAMKM YCTAaHOBNEHUS MPOM3BOAUTENAMM JIEKAPCTBEHHbIX MpenapaTos
npefesbHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHble MpenapaTtbl, BK/AOYEHHble B MepeyeHb XU3HEHHO
HEODOXOAMMbBIX W BaXKHEMLMX JIeKAPCTBEHHbIX TMPENapaToB, a TaKXe BHeAPeHMsa MexaHW3MOB
bopmMHnpoBaHMA CUCTEMbI pePepPeHTHbIX LieH;

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

3) rocynapCTBEHHOM  PerucTpaumm  YCTaHOBAEHHbIX  MPOM3BOAUTENAMM  NIEKAPCTBEHHbIX
npenapaToB npenefibHbiX OTMYCKHbIX LEH Ha NIeKapCTBEHHble NpenapaTbl, BKAOYEHHble B NepeyveHb
YKU3HEHHO HEODXOAMMbIX U BaXKHEWLUNX NEKAPCTBEHHbIX NPENAPaTOB;



4) BefeHMsA TocygapCTBEHHOrO peecTpa NpefesnbHbIX OTMYCKHbIX LLeH MNpou3BoauTesneit Ha
JIeKapCTBEHHblE MpenapaTbl, BK/AOYEHHble B MNepeyeHb MU3HEHHO HEeobBXOAMMbBIX W  BaKHEMLIUX
JIeKapCTBEHHbIX MpenapaTos;

5) yTBepXKAEHUA MEeTOAMKM YCTaHOB/JEHUA OpraHamu WCMNOJIHUTENbHOM BAACTU CyObEKTOB
Poccuiickolt depepaumm npepenbHblX pPasmMepoB ONTOBbIX HaAbaBOK WM MpefesbHbIX Pa3sMepoB
PO3HWYHbIX HaA0aBOK K (AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAaHOB/JIEHHbIM MPOM3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKapCTBEHHble MNpenapaTtbl, BK/AKOYEHHble B MepeyeHb KU3HEHHO
HEOOXOAMMbIX U BaXKHEMLINX NEKAaPCTBEHHbIX NMPENapaTos;

6) ycTaHOBNEHWs nNpegefibHblX PasMepoB OMNTOBbIX HaAbaBOK W MNpeaesbHbIX Pa3mepoB
PO3HWYHbIX HaA0aBOK K (AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAaHOB/JIEHHbIM MPOM3BOAUTENAMM
NIeKapPCTBEHHbIX MPENAapaToB, Ha JIEKAapCTBEHHble MNPenapaTtbl, BKAKOYEHHble B MepeyeHb YKU3HEHHO
HEeobX0AMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENAPATOB;

7) yTBEPXKAEHMA NOpPAAKa BblAAYM NpeAnucaHuii opraHam MCMONHUTENbHOW BAacTU cybbeKToB
Poccuiickoit Pepepaunn o npMBeaeHUM B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccuiickon DeaepaLmm
peweHunii 06 ycTaHOBAEHUW NpeAesibHbIX PAa3MepoB OMTOBbIX HaL0ABOK M NpeaenbHbIX PasMepos
PO3HMYHbIX HaA0aBOK K (AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAHOB/JIEHHbIM MPOM3BOAUTENAMM
NIEeKAPCTBEHHbIX MPENapaToB, Ha JIEKAapPCTBEHHbIE NpPenapaTtbl, BKAOYEHHbIE B MepeYeHb KU3HEHHO
HEeOBOXOAMMbBIX M BaXKHEWLWIMX JIEKAPCTBEHHbIX MPEnapaTtosB, €CAM OHW MNPUHATbI C HapylleHuem
3aKoHoaaTenbcTBa Poccuiickoi ®epepaumm, B nopsaake, yctaHoBNeHHOM [paBuTenscTBom PoccuincKom
depepaunu;

8) HanpaBneHMA YNOAHOMOYEHHbIM deaepasibHbIM OPraHOM WMCMOJHUTENIbHOM BAACTM OpraHam
NUCMNONIHUTENbHOM BARactu cybbektoB Poccuiickoir Pepepaumm npeanncaHuii o npuBedeHUU B
COOTBETCTBME C 3aKOHOAATeNbCTBOM  Poccuiickoit  degepaumm  MNPUHATBIX € HapyleHWem
3aKoHogaTenbcTBa Poccuiickolt depepaunm peleHnit 06 YCTAHOBAEHUU MpeaebHbIX pPa3smepos
ONTOBbIX HagbaBOK M NpedenibHbIX Pa3mMepoB PO3HWMYHbLIX HaAbaBOK K LieHaM Ha JIeKapCTBEHHble
npenapatbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HEeobXOAUMbIX W BAXKHEMLMX JIeKapCTBEHHbIX
npenaparos;

9) ocyuwecTBneHus deaepanbHOro rocyLapcTBEHHOro Hagsopa B cdhepe obpaweHus
JIeKAPCTBEHHbIX CPeACTB U PErvMoHaNbHOrO roCyAapCTBEHHOrO KOHTPOJIA 3a MPUMEHEHWEM LeH Ha
JIeKapCTBEHHblE  MpenapaTtbl COOTBETCTBEHHO  YMOJHOMOYEHHbIMM  deaepanbHbIMM  OpraHamu
WCNONHUTENbHOM BNACTU M OpraHaMu WUCMOAHUTENbHON BnacTu cybbekToB Poccuitckont depepaumm
COr/IaCHO MX KOMMETEeHUUW B NOpAAKe, ycTaHOBAeHHOM lNpasutenbctBom Poccuiickon Pepepaunu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

10) npumeHeHWs nNpPeaycMOTPEHHbIX 3aKoHoAaTenbcTBOM Poccuitckont  ®Pepepaumm  mep
OTBETCTBEHHOCTM 33 HapylweHuWe nopAgKa LeHoobpa3oBaHMA Ha U3HEHHO Heobxoaumble U
Ba*KHeNLLMe NeKapCTBEHHbIE NpenapaTbl.

Cratbs 61. FocyAapcTBEHHAsA pPerucTpaums ycTaHaBAMBAEMbIX NPOU3BOAUTENAMMN NEKAPCTBEHHbIX
npenapaTtoB NpefesbHbIX OTMYCKHbIX LieH Ha JIeKapCTBEHHble MPenapathbl, BK/AOYEHHbIE B NepeyeHb
KU3HEHHO HEOBXOAMMbIX U BarKHEMLLIMX JIeKapCTBEHHbIX NpenapaTos
(8 pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTtaHaBAMBaemble NPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB npenefibHble OTMNYCKHbIe
LeHbl Ha IeKapCTBEHHbIE NPenapaThbl, BKAKYEHHbIE B NepeveHb *KU3HEHHO HEOOXOANMBIX U BaXKHENLLMX
JIEKapCTBEHHbIX MPenapaTos, NOAJENXKAT rOCYAapPCTBEHHOW perncTpauym B NopAfKe, YCTAaHOBNEHHOM
Mpasutenscteom Poccuiickoin ®Peaepaumn.

(4actb 1 B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-d3)

2. Ha ocHoBaHMM nogaHHOro A0 1 oKTabpAa KaKAOro roga 3aAaB/EeHMA NPOU3BOAUTENA
NIEKapCTBEHHbIX NPEenapaToB, BK/AKOYEHHbIX B MNEpPeYeHb MKU3HEHHO HEOBXOAUMbLIX M BaxKHEMLWUX
NIeKAPCTBEHHbIX NPEnapaToB, 3aperncTpMpoBaHHaA nNpenenbHaa OTMNYCKHaA LeHa Ha /IeKAapCTBEHHbIN
npenapat MoKeT ObiTb nepeperucTpMpoBaHa OAWMH pPa3s B Ka/NeHOAPHOM rogy B NOPAAKe,
ycTaHoBneHHOM lMNpaBuTenbcTtBom Poccuiickoit ®eaepaumu.

(yacTb 2 B pea. PepepanbHoro 3akoHa ot 08.03.2015 N 34-93)
2.1-2.2. YTpatnam cuay ¢ 1 utona 2015 roga. - PeaepanbHbiit 3akoH ot 08.03.2015 N 34-P3,



3. PacuyeT npenenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B YacTAX 1 u 2 HacToAwen cTaTbW, NpU UX
roCyfapCTBEHHOW PErnCTPaLUM UM NEePepPerncTpaLLmmn oCyLLeCTBAAETCA B COOTBETCTBMU C METOAMNKOM,
yTBEPKAEHHON MpaButenscteom Poccuiickon deaepaumm U y4nuTbIBatOLLEN, B YACTHOCTY:

1) cobniopeHne banaHca MHTepecoB NoTpebuTenein NeKapcTBEHHbIX NMPEnapaToBs, BKAOYEHHbIX B
nepeyeHb XWU3HEHHO HEOOXOAMMBIX U BAKHEWMLIMX NEKAPCTBEHHbIX MPenapaTtoB, U NpPoOM3BOAMUTENEN
NIEKapCTBEHHbIX NPEenapaToB, BK/AKOYEHHbIX B MNEpPeYeHb MKU3HEHHO HEOBXOAUMbLIX M BaKHEMLWUX
JIeKapCTBEHHbIX NPENAPATOB;

2) dpaKTUYeCKyro OTNYCKHYIO LeHY Ha SIeKapCcTBEeHHble npenapatbl B Poccuitickon deaepaumm, LeHy
BBO3a JIEKAPCTBEHHbIX MNpenapatoB B Poccuitckyto depepaumio, a TakkKe UeHbl Ha aHaNorn4yHble
JleKapcTBeHHbIe NpenapaThbl, Haxoaawueca B obpaweHnmn 8 Poccninckoin Pepepaumu;

3) 3aTpaTbl NPOM3BOAUTENA NEKAPCTBEHHOrO MpenapaTa Ha MNPOU3BOACTBO M peanmnsaumio
JIeKapCTBEHHOrO npenapaTa;

4) UeHy Ha NeKapCTBEHHbIM npenapaT WMHOCTPAHHOINO NPOM3BOACTBA, €ro LEeHy B CTpaHe
Npoun3BOAMTENA W B CTPaHaX, B KOTOPbIX NPenapaT 3aperucTpMpoBaH v (Man) B KOTopble NOCTaBAsAETCA
WHOCTPAHHbIM MPOM3BOAMUTENIEM.

(yacTb 3 B pea. PepepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckatoTca peannsauma n OTNYCK JIEKAapPCTBEHHbIX NPenapaToB, BK/IOYEHHbIX B NepeyeHb
KU3HEHHO HEOOXOAMMBIX U BayKHEMLIMX NIEKAPCTBEHHbIX NPENapaTos, HA KOTOpble NPOM3BOAUTENAMMU
JIeKapCTBEHHbIX MPEenapaToB He 3aperncTpMpoBaHa NpeaenbHaa OTNYCKHAA LeHa, peanmsauma u oThnycK
NPOV3BOAUTENAMM JIEKAPCTBEHHbIX MNpenapaTtoB MO LEeHam, MNpPeBbIWAloWMM 3aperncTpupoBaHHbIe
npeaenbHble OTMNYCKHble LEHbl HA JNIeKAPCTBEHHble MpenapaTbl, a TaKXKe peanus3aumsa M OTNycK
NIEKapCTBEHHbIX MPenapaToB  OpraHM3auMAMM  OMNTOBOM  TOProBAW U PO3HUYHOW  TOProOBAU
JIeKapCTBEHHbIMM NpenapaTamm Mo LLeHaM, YPOBEHb KOTOPbIX C y4ETOM NnpeaesibHOM ONToBOM HafnbaBKu
W NpefenbHO PO3HUYHOM HaabaBKM NpeBblaeT pasmep GakTUYECKOM OTNYCKHOM LeHbI.

(4acTb 4 BBeaeHa PenepanbHbim 3akoHoM oT 08.03.2015 N 34-P3)

5. OcobeHHOCTM TFOCY[AapPCTBEHHONO PEryiMpoBaHUA  MNpefenbHbliX OTMYCKHbIX LEH Ha
IeKapCTBEHHbIE MNpenapaTtbl, BK/AIOYEHHble B NepeyeHb XU3HEHHO HEOOXOAMMbBIX M BarKHEMLUX
JIeKapCTBEHHbIX MpPenapaToB, B 3aBUCMMOCTM OT IKOHOMMYECKUX W (MAKM) couManbHbIX KpuUTepues
(u3meHeHMe ycnoBuiA, nopsAKka W CTOMMOCTM  MNPOM3BOACTBA  JIEKAPCTBEHHbIX  MPENapaTos,
MCNosb30BaHME HOBbIX GOPM, MeToAO0B M cnocoboB rocyfapCTBEHHOIO PEryiMpoBaHMA LeH Ha
NIeKapCTBEHHbIE MpenapaTbl, B TOM YWUC/Ne Ha OCHOBE MeXaHM3Ma pedepeHTHOro LeHOo6pa3oBaHMs,
U3MEHEHUA NOpPAAKA OKA3aHUA MeAMUMHCKOM MOMOLWM, WU WHble W3MEHEHMUA) YCTaHaBAMBAKOTCA
MpasuTenbctBom Poccuiickoit ®epepaumu.

(4acTb 5 BBegeHa PegepanbHbim 3akoHoM oT 08.03.2015 N 34-P3)

Cratbs 62. [OCYZapCTBEHHbIM peecTp nNpefesibHbIX OTMYCKHbIX UEH Npou3BoauTesneil Ha
NleKapcTBeHHble NpenapaTtbl, BK/AOYEHHblE B MEPeYEeHb KMU3HEHHO HEOBXOAMMBIX W BayKHEMLWMX
NleKapCTBEHHbIX NpenapaTos

1. 3apeructpupoBaHHble nNpeaenbHble OTMNYCKHble UeHbl Ha JieKapcTBeHHble npenaparthbl,
BK/OYEHHblE B MepeyeHb YXU3HEHHO HEeobXOoAMMbIX W BaXKHEWLIMX NeKapCTBEHHbIX NPenapaTtos,
noAsiexaT BK/OYEHUIO B rOCYAapCTBEHHbIN peecTp npedesibHbIX OTMYCKHbIX LeH npoussoauTeneii Ha
JIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHble B MepevyeHb MU3HEHHO HEOBXOAMMbBIX W BaXKHEWLIUX
JIeKapCTBEHHbIX NpenapaTos.

2. TocyAapcTBEHHbIN peecTp npeaesbHbIX OTMNYCKHbIX LeH NPou3BoAuTeneil Ha fieKapCcTBeHHble
npenaparbl, BK/IOYEHHble B MEepeyYeHb MU3HEHHO HEOBXOAUMbBIX W Ba)KHEMLIMX JIeKapCTBEHHbIX
npenapaTtos, COAEPKUT B cebe creaytoLlyo MHopMaLInIO:

1) HauMmeHOBaHMe AepXaTena WAM  BAadenbla  PerucTpauLmoHHOro  YAO0CTOBepeHus
JIeKapCTBEHHOro npenapaTta, HaMmMeHOBaHME NPOU3BOAMTENA NEeKapCTBEHHOro npenapata, MecTo
HaxoXAeHNA NPOU3BOACTBEHHbIX N/IOLWAAO0K, YYaCTBYOLWMX B NpoLLecce NPpoM3BOACTBA 1EKAaPCTBEHHOIO
npenapara, c ykasaHuem cTaguu npouecca Npou3BoACTBa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) HaMMmeHOBaHMe NeKapCTBEHHOro mnpenapaTa (MeXAayHapoAHoe HenaTeHTOBaHHOe, WAu

rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOBaHUA);



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

3) Homep perncTpaLmMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOTO Npenapara;

4) nekapcTBeHHas Gopma C yKasaHMeMm A03MPOBKM IEKAPCTBEHHOrO NpenapaTa U ero Kon4yecTsa
BO BTOPMYHOW (MOTPebUTEeNbCKOM) YNAaKOBKeE, a TaKKe KOMMAEKTHOCTb;

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-03)

5) 3aperucTpmupoBaHHas npegenbHas OTNYCKHasA LieHa B pybasx;

6) faTa M Homep MpKKasa ynosHOMOYEHHOro ¢esepanbHOro opraHa UCNOJHUTENIbHOW BAACTM O
rocyapCTBEHHOM pPerucTpaunn, nepepernctTpaumm npesenbHol OTNYCKHOM LeHbl Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIM B MepeyeHb KU3HEHHO HEeOobXOAMMbIX M BaXKHEMLMX JIEKAaPCTBEHHbIX
npenaparos;

(n. 6 B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7) WTPUXOBOWN KOA, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEBUTENBCKYO) YNAaKOBKY NEKAapCTBEHHOIO
npenapara;

(n. 7 BBeaeH ®epepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

8) KoA, NeKapcTBEHHOro npenapaTta MO aHAaTOMO-TEPANEBTUYECKO-XMMMUYECKOW KaaccuduKaLmm,
peKoMeHA0BaHHOW BceMMpPHOM opraHn3aumen 34paBoOXpPaHeHNA.
(n. 8 BBeaeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3. TocypapcTBeHHan perucTpaumna npeaesibHblX OTNYCKHbIX LEH HA JIeKapCTBEHHbIe MpenapaTbl,
BK/IIOYEHHbIE B MepeyeHb XMU3HEHHO HeOobXOAMMbBIX W BaXKHEWLWWMX NEKapCTBEHHbIX NPEnapaTos,
BeAEHMe roCyapCTBEHHOrO peecTpa NpeaenbHbIX OTNYCKHbIX LLeH NPOU3BoAMTENEN Ha IeKapCTBEHHbIE
npenapatbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HEeobXOAUMbIX W BAXKHEMLMX JIeKapCTBEHHbIX
npenapaToB, OCYLLEeCTBAAOTCA B NOpAAKe, ycTaHoBAeHHOM lMpaBuTenscTBom Poccuiickoit deaepaumu.

CraTtba 63. YcTaHOB/IEHWE opraHammM UCNOAHUTENLHOW BAacTu cybbekToB Poccuiickon dPeaepauum
npeaenbHbIX pPasMepoB ONTOBbIX HagbaBOK M NpeaenbHbIX PasMepoB PO3HUYHbLIX HagbaBOK K
baKTUYECKMM OTNYCKHbIM LLeHaM, YCTaHOBAEHHbIM NPOU3BOAUTENAMM NIEKAPCTBEHHbIX NPenapaTos, Ha
NeKapcTBeHHble npenapathbl 414 MeAULUHCKOro NPUMEHeHUA

1. OpraHbl ucnonHuTenbHOM BAacTM cybbekToB Poccuitckon @Pepepauum ycTaHaBAMBAOT
npegesibHble pa3mepbl ONTOBbIX HAAGaBOK M npeaenbHble pasmepbl PO3HMYHBLIX HaAbaBOK K
$AKTUYECKMM OTMYCKHbBIM LLeHaM, YCTaHOBAEHHbBIM NPOU3BOAUTENAMMN IEKAPCTBEHHbIX NpenapaTos, Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNepevyeHb XMU3HEHHO HEeOoBXOAMMbBIX W  BaxKHEWMLIMX
NIEeKApPCTBEHHbIX NPenapaToB, B COOTBETCTBMM C YTBEPXKAEHHOMW B MNOPALAKe, YCTaHOBAEHHOM
MpaBuTenbctBom Poccuitickon depepaumm, MeTOAMKOM YCTAaHOBAEHWUA OPraHaMu WUCMOJHUTENbHOM
BNacTM cybbekToB Poccuiickolt ®epepaunn npeaenbHbiX Pa3smepoB ONTOBbIX HAaAOaBOK M NpeaenbHbIX
pa3sMepoB  PO3HWYHbIX HaAbaBOK K  GAKTMYECKMM  OTMYCKHbIM  LLeHaM,  YCTAHOBJ/IEHHbIM
NPOU3BOAUTENAMM NIEKAPCTBEHHbIX MPENapaToB, Ha JIeKapCTBEHHble MNpPenapaTtbl, BK/OYEHHblE B
nepeyeHb XM3HEHHO HEOBXOAUMBIX U BaxKHEMLIMX NIeKAPCTBEHHbIX NpenapatoB. MMPoeKTbl pelleHuit
OpraHoB WCMOJIHUTENbHOM BAacTn cybbekToB Poccuiickont Pepepaumm o6 ycTaHoBAEHMU U (MaK)
N3MEHEHUW NpeaebHbIX Pa3MepoB ONTOBbIX HAA0ABOK M NpeaeNbHbIX Pa3MepPoB PO3HUYHbIX HaAb6aBOK
K paKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOBAEHHbIM NMPOU3BOAUTENSMU NIEKAPCTBEHHbIX NPENApaTos,
Ha JIeKapCcTBEHHble Mpenapatbl, BKAOYEHHblE B NepeyeHb KU3HEHHO HEeOobXOAMMbIX M BayKHEMLMX
JIeKapCTBEHHbIX MpenapaToB, MOAJ/eKaT COoriacoBaHuio ¢ ¢eaepanbHbIM OPraHOM WCMOJAHUTEIbHOM
BNACTU, YMNOJIHOMOYEHHbIM OCYLECTBAATb MPaBOBOE pPeryanMpoBaHne B chepe rocymapCTBEHHOIO
perynmpoBaHuna LUeH (Tapudos) Ha ToBapbl (ycayru), B nopagKe, ycTaHOB/AeHHOM [MpaBUMTENbCTBOM
Poccuiickoin Pepepaunn.

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHus3aumMmM ONTOBOM TOProBAM W (MAWM) anTeyHble OpraHWsauuu, WHAMBUAYA/bHbIE
npeanpuvHMMaTEN, UMeloWwMe NUMUEeH3NI0 Ha (apMauLeBTUUECKYD OeATe/IbHOCTb, OCYLLEeCTBAAT
peann3aumnio NIeKapCTBEHHbIX MPEenapaToB, BK/AKOYEHHbIX B NEpPeYeHb MKM3HEHHO HeobXoaMMbIX M
Ba*KHEMIUMX NEKapCTBEHHbIX MpenapaToB, MO LEHAM, YPOBEHb KOTOPbIX He MpeBblaeT CyMmy
($aKTMYECKOM OTMYCKHOWM LLeHbl, YCTAHOBNEHHOW MPOWU3BOAMUTENIEM JIEKAPCTBEHHbIX NMPenapaToB U He
npeBbILatoLLEel 3aperncTpMpoBaHHON NpeaenbHON OTMYCKHOM LeHbl, U pasmep ONTOBOM HagbaBKu U
(nnn) pasmep PoO3HWYHOM Ha[OaBKM, He MNPEBbIWAOWME COOTBETCTBEHHO pa3mepa nNpeaenbHOM



ONTOBOW HaabaBKM U (MAK) pa3smepa nNpeaenbHON PO3HUUYHOM HaabaBKKU, YCTAaHOBAEHHbIX B CybbeKTe
Poccuiickoin Pepepaunn.

3. OpraHbl MUCMNONHUTENbHON BNactM cybbekToB Poccuiickon depepaummn pasmelator B CETU
"MHTepHeT" nam onyb6anKoBbIBatoT MHGOPMALMIO O 3aperMcTPMpPoOBaHHON NpeaesibHOM OTNYCKHOM LeHe
Ha JIeKapCTBEHHble Mpenapatbl, BKAOYEHHblE B NepeyeHb KU3HEHHO HEeOoBXOAMMbIX M BayKHEMLMX
JIeKapCTBEHHbIX MpenapatoB, 006 YCTAHOB/AEHHbIX B cybbekTe Poccuiickon depepauum pasmepe
npeaenbHOM ONTOBOM HaabaBKM U (MK) pasmepe npeaenbHOW PO3HUUYHOM HaABaBKM K YCTaHOBNEHHbIM
NPOU3BOAUTENAMU NIEKAPCTBEHHbIX NMpenapaToB GpaKTUYECKMM OTMYCKHbIM LLeHaM Ha JIeKapCTBEHHbIe
npenapatbl, BK/IOYEHHble B MepeyeHb KU3HEHHO HEeobXOAUMbIX W BAXKHEMLMX JIeKapCTBEHHbIX
npenapaTtos, U 06 yKa3aHHOM B YacTu 2 HacTosilel cTtaTbh cymme. MHopmaLuma, npesycMmoTpeHHas
HaCTOALLEN YaCTbto, JO/IKHA PA3MELLATbCA TaKXKe B aNTeYHbIX OPraHmn3aumsax B 4OCTYNHON A1A CBeAeHUA
BCEX 3aMHTEpPECOBaHHbIX L, dopMme U OBHOBAATLCA NO Mepe ee ONyH6IMKOBAHMA.

4. TMpuHATbIe C HapyweHWem 3aKoHogaTenbcTBa Poccuiickolt depepaumy pelleHUs OpraHoB
NCNONHUTENbHOM BNnacTn cybbekTa Poccuiickoit ®epepaumm 06 ycTaHOBAEHUM NpeaenibHbIX pasMepoB
ONTOBbIX HaAbaBOK W NpeaAenbHbIX PAa3MepPoOB PO3HWYHbIX HaAbaBOK K 33aperMcTpuMpoBaHHbLIM
npesenbHbIM OTMYCKHbIM LieHaM Ha JIeKapCTBEHHbIE MPenapaTbl, BKAKOYEHHbIE B NePeYeHb KU3HEHHO
HEeobX0AMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENAPaTOB, NoA/eXaT OTMeHe B cyaebHOM nopsaake.

fnasa 13. MOHUTOPUHT 3PPEKTUBHOCTU U BESONACHOCTU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOAALLUXCA B OBPALLEHUN
B POCCUINCKOMN ®EAEPALIUN
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTbAa 64. ®DapmakoHaazop
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHble NpenaparTbl, HaxoaalMeca B obpalueHnn B Poccuinckoit depepaumm, noanexar
MOHUTOPUHTY 3DGEKTUBHOCTM U  6e30MacHOCTU B  LeNAX BbIABAEHUSA BO3MOXHbIX HEraTuMBHbIX
NnocneAicTBUn UX NMPUMEHEHUA, UHANMBUAYANbHOM HEMepeHOCUMOCTU, NpeaynpexXaeHna meauLUnHCKUX
paboTHMKOB, BETEPUHAPHbIX CNELnasncToB, NaLMEHTOB MM BAaAe/NbLEB XUBOTHbIX U UX 3aWWUTbl OT
NPUMEHEHNA TAaKUX SIEKAPCTBEHHbIX NPEenapaTos.

2. ®dapmaKoHaA30p OCYyLEeCTBAAETCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepanbHbim
OpraHOM WCMOJIHUTE/NIbHOM BNIAaCTM B YCTAaHOB/IEHHOM MM MOpsAKe MyTem aHasv3a npeaocTaBasemon
cybbeKkTammM  00paleHns  IEKAapCTBEHHbIX Cpeact8  MHbopmaumm o  NOBOYHbIX  AeNCTBUAX,
HeXKenaTesbHbIX peaKkUumaX, CepbesHbIX HexKenaTesbHbIX Peakuusax, HenpeaBUAEHHbIX HexXenaTenbHbIX
peakumsax Npu MNPUMEHEHUM NIEKAapCTBEHHbIX MpenapaTtoB, 06 MHAWMBUAYANbHOM HENepeHOCUMMOCTH,
oTCcyTCTBMMU 3GDEKTUBHOCTU IEKAPCTBEHHbIX NPENaApPaToB, a TakXKe 06 UHbIX daKTax n obcToAaTenbCcTBaXx,
NpeacTaBAsAOWMX Yrpo3y KU3HM WAW 340POBbIO 4YesioBeKa /MO0 KMBOTHOTO NpU MPUMEHEHUU
JIEKapCTBEHHbIX NPenapaToB U BbIABAEHHbIX Ha BCEX 3Tanax 0bpalleHUs NeKapCTBEHHbIX NpenapaTos B
Poccuitckolt Pepepaumm n 4pyrux rocygapcraeax.

3. CybbeKTbl 0bpalleHNs NeKapCcTBEHHbIX CPeACTB B MOPAAKe, YCTaHOBAEHHOM YNOJAHOMOYEHHbIM
denepanbHblM  OpPraHOM WCMNOJIHUTENIbHOM  BAacTW, 006A3aHbl coobwatb B  YNOJHOMOYEHHbIN
denepanbHblA OpraH UCNONHWUTENIbHOM BNACTM O MODOOYHbLIX AENCTBUAX, HEXKeNaTeNibHbIX peakumax,
CEepPbEe3HbIX HeXenaTeslbHbIX pPeakumax, HenpeasuaeHHbIX HeXenaTeAbHbIX peakuusax npu npumMmeHeHum
JIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBMAYaA/NbHOW HENnepeHOCUMOCTU, OTCYTCTBUM 3PDEKTUBHOCTU
JIeKapCTBEHHbIX NPenapaTtoB, a TakKe 06 MHbIX ¢akTax U obcToAaTenbCcTBax, NpeAcTaBAAOLINX YrPo3y
M3HU UKW 3[0POBbI0 YenoBeKa NMBO KUBOTHOMO MPU NPUMEHEHUU NIEKAPCTBEHHbIX MpenapaTos U
BbISIB/IEHHbIX Ha BCex 3Tanax obpallleHns fieKapCcTBEHHbIX npenapaTtoB B Poccuiickoir depepaumm u
APYrux rocyapcreax.

4. Neprkatenn nav Bnagenblbl perucTpauMoHHbIX YA0CTOBEPEHUN NEKAPCTBEHHbIX NpenapaTtos,
IOpMANYECKME /MUA, HAa WMMA  KOTOPbIX BblAaHbl paspelleHMa Ha MpoBedeHMe  KAMHUYECKUX
nccnenoBaHuii B Poccuiickon ®egepaumm, nMbo ynosIHOMOYEHHbIE UMW ApYyrMe lopuanyeckme nuua B
pamKax obecneyeHuMa 6e30NacHOCTM JIEKAPCTBEHHbIX MNpPenapaTtoB B MOPAAKE, YCTAaHOB/IEHHOM
COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM defepasbHbiM OPraHoOM WCMOJIHUTENbHOMW BNacTK, 06s3aHbl



OCYLLECTBAATb NPUeM, y4eT, 06paboTKy, aHaNM3 U XpaHeHMe NOCTynaloWwmnx B UX agpec oT cybbekToB
obpalleHns NeKapcTBEHHbIX CPeACcTB M OPraHOB rocyAapCTBEHHOM BAACTU COOOLWEHUA O NOBOYHbIX
OEVCTBUAX, He)KenaTesNbHbIX  PeakuMAX, CEepbe3HbIX HeMKenaTeslbHblX UM HenpeaBUAEHHbIX
HeKenaTeslbHbIX Peakumsax Mpu MPUMEHEHUN NEKAapPCTBEHHbIX MNpPenapaTtoB, 06 OCOBEHHOCTAX MX
B3aMMOAENCTBUA C APYIMMW NEeKapCTBEHHbIMM MpenapaTtamun, UHAMBUAYA/IbHOW HEnepeHOCMMOCTH, a
TaKKe 06 MHbIX paKTax U 0B6CTOATENLCTBAX, NPEACTABAAIOLMX YIPO3Y KMU3HM UM 340POBbLIO YesoBeKa
B0 XKMBOTHOIO UK BAUSIOLLMX HA USMEHEHME OTHOLLEHUA OXKUOAEMOM NMOJIb3bl K BO3MOXKHOMY PUCKY
NPUMEeHeHMA NeKapCTBEHHbIX NPEenapaTos.

5. Mpwn BbISBAEHUU MHPOPMALUM O CEPbE3HbIX HEMKenaTesbHbIX peaKkuuax U HenpeaBuaeHHbIX
HeKenaTesbHbIX Peakumsax Mpu MPUMEHEHUW NEeKapCTBEHHbIX MNpenapaTtoB, 06 OCOBEHHOCTAX MX
B3aMMOAENCTBMA C APYIMMM NEKAPCTBEHHbIMM MpenapaTtamu, UHAMBUAYANbHOW HEMEepPeHOCMMOCTH, a
TaKKe 06 MHbIX PaKTax U 06CTOATENLCTBAX, BANAIOWMX HA U3MEHEHME OTHOLUEHWUSA OXKMAAEMON NO/b3bI
K BO3MOXHOMY PUCKY MNPUMEHEHUA JIEKAPCTBEHHbIX MpPenapaTos, AepXaTenn WAn BAaLENbUbI
PErucTPaLMOHHBIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NPENAPATOB, PUAMYECKME ANLA, HA UMA KOTOPbIX
BblAaHbl paspeLlleHna Ha NpoBeAeHne KANHUYECKUX uccnefoBaHui B Poccuinickon ®epepauun, nnmbo
YNO/IHOMOYEHHbIE UMUK Apyrve lopuguyeckme avua obasaHbl MPUHATbL Mepbl, HanpaBAeHHble Ha
YyCTpaHeHWe  HeraTMBHbIX  MOCNEACTBMIA  MPUMEHEHMA  TaKUX  JIEKAPCTBEHHbIX  MPEenapaTos,
npeaynpexaeHne NpuUMHeHUA Bpeaa XU3HU UK 300POBbI0 YeNoBEKA MO0 HKMUBOTHOTO, 3aLLMTY UX OT
NPUMEHEHMA TaKUX NEKAPCTBEHHbIX NPENAPaTOB, HA AONOAHUTENbHbIA COOP AaHHbIX 06 3PPeKTUBHOCTH
1 6€30MacHOCTM TaKMX IEKAPCTBEHHbIX NpenapaTos.

6. 3a HECOOOLLLEHNE MU COKPbITUE MHPOPMALMK, NPEAYCMOTPEHHOMN YacTbio 3 HAaCTOALLEN CTATbM,
OepXaTenu WAM  BAagenblbl  PErncTpauMoOHHbIX  YAOCTOBEPEHUI NIEKAPCTBEHHbIX MPEnapaTos,
lopugMyeckme vua, Ha UMMA  KOTOPbIX BblAaHbl pPa3peleHns Ha npoBeAeHue  KAMHUYECKUX
nccnenoBaHuin B Poccuiickoit ®eaepaunn, AMbO ynoaHOMOYEHHbIE MUK Apyrue topuamMdeckme mua, a
TaK)Ke JO/MKHOCTHbIE /ML, KOTOPbIM 3Ta MHPOPMALLMA CTasla M3BECTHA Mo poay Ux npodeccnoHa bHOM
OeATeNbHOCTU, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuiickolt Geaepaumu.

7. Mpy nony4yeHUn ynoaHOMOYEHHbIM peaepasibHbiM OPraHoOM UCMOHUTE/IbHOM BAACTU B PpaMKax
OCYLLECTB/IeHNs MM dapMaKoHa[30pa A0Ka3aTeNbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOrO npenaparta
YCTaHOB/IEHHbIM TPebOoBaHUMAM WU MPU NOAYYEeHUU WMHPOPMALMUM O HECOOTBETCTBMM [AaHHbIX 00
3¢dpdeKTUBHOCTU N 0 6e30MacCHOCTN NEKAPCTBEHHOIO NpenapaTa AaHHbIM O IEKAapCTBEHHOM Npenapare,
COAEPKALLMMCA B UHCTPYKLMM NO €ero NPUMEHEHUIO (B TOM YMCAE BbIABNEHHbIX B XO4€ OCYLLeCTBAEHMUA
$bapmaKkoHaz30pa KOHTPOJbHO-HAA30PHBIMU OpraHaMM MHOCTPAHHbBIX FOCYAapcTB), YNOJAHOMOYEHHbINM
denepanbHbI OpraH UCNONHUTEIbHOM BAACTU B YCTAHOBIEHHOM MM NOPAZLKE paccMaTpuBaeT BONPOC O
NPUOCTaHOBNEHUWN MPUMEHEHUA TAaKOIO IEKAPCTBEHHOTO NpenapaTa.

CTaTbAa 65. MprocTaHOBNEHUE NPUMEHEHWNA NEeKapCTBEHHOro Npenapara
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Npu nonyyeHUn MHGOPMALIMM O HEXKENaTEeNIbHbIX PeaKkLMaX NPy NPUMEHEHUM NeKapCTBEHHOMO
npenapaTta, He YKasaHHbIX B WMHCTPYKLMU MO MPUMEHEHWIO JIEKAPCTBEHHOrO MpenapaTta, CepbesHbIX
HekenaTesbHbIX peaKkuusax, 06 0COBEeHHOCTAX ero B3aMmoAEeWCTBUA C APYrMMU JeKapCTBEHHbIMU
npenapaTtamu, KOTopble MOFYT NPeACTaBAATb YrPO3Y *KM3HU UM 340P0OBbLI0 YeN0BeKa MO0 KUBOTHOTO,
a TaK)Ke O HecooTBETCTBUM AaHHbIX 06 3ddeKTMBHOCTM M 0 6e30MacHOCTM IeKapCTBEHHOrO npenapata
AaHHbIM O NEeKapCTBEHHOM NpenapaTe, COAEPKAWMMCA B MHCTPYKLUMW MO €ro NPUMEHEeHUIo, B TOM
ynucae OT YNOSIHOMOYEHHbIX OPraHOB MHOCTPaHHbIX rocyAapcTs, obmeH KOTOPOM ocyllecTBaseTca B
COOTBETCTBMM C COMNALLIEHUAMMU MENKAY YNONHOMOYEHHbIM deaepasnbHbiM OPraHOM MCMONHUTENbHOM
BAACTU U YNOJHOMOYEHHbIMM OpraHaMM WMHOCTPaHHbIX rOCYAapCTB, YNOJHOMOYEHHbIN deaepanbHbIii
OopraH UCMOJHUTENLHON BAACTU PacCMaTPMBAET BOMPOC O BO3MOMKHOCTU NPUOCTAHOBAEHUA 06palLeHnn
TAaKOro JIeKapCTBEHHOro npenapaTta B NopAAKe, YCTaHOB/AEHHOM YNO/JHOMOYEHHbIM deaepasnbHbIM
OpraHoOM MCNOJIHUTE/IbHOM BNACTM.

2. Mpy¥ HEUCNOIHEHUM WM HEHAA/IEKALEM MWCMONHEHUM OepKaTeNsMU WUAW BAALENbLAMU
PEerncTPauMoHHbIX YA0CTOBEPEHUI /IEKAPCTBEHHbIX NPENapaToB, HOPUANYECKUMMU NULAMU, HA UMSA
KOTOPbIX BblAaHbI pa3pelleHns Ha NPoBeLEeHNE KAMHUYECKUX UCCNeaoBaHui B Poccuiickon Peaepauum,
WUAW  YNOJSIHOMOYEHHBIMU UMK  APYTUMMU HOPUSUYECKUMU NNLAMKU  00A3aHHOCTEN, YCTaHOBEHHbIX



yactamm 3 u 4 crtatbn 64 Hactoawero PepepanpHoro 3akoHa, nMbo B cayvasx npeactaBaeHUA
COOTBETCTBYIOLMM YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOAHUTENIbHOW BNAACTU 3aKAOYEHUSA O
HEeAOCTOBEPHOCTU PEe3y/abTaTOB  K/JAMHUYECKOTO MCCAeAOBaHWA NEKApPCTBEHHOrO npenapata  A4nA
MeAMNLUMHCKOrO MNPUMEHEHMA, KOTOpoe OCHOBAaHO Ha pe3ynbTaTaXx MPOBEPKU  MeAMLMHCKOM
OopraHusauuuM, nNpPOBOAMBLUEN YKa3aHHOE K/AMHWYECKoe WCccnegoBaHWe C  HapylweHMem npaBun
Hagnexalleh KAMHUYECKON NPaKTUKKU, U NPUBENO K NOJYYEHUIO HEAOCTOBEPHbIX pe3y/ibTaTos, Mbo B
C/ly4ae HEeBbINOJNHEHUA NpeAanucaHusa, BbIAAHHOIO YNOSIHOMOYEHHbIM defepasbHbIM  OpraHom
WCMNOIHUTEIbHOM BN1ACTM MO UTOraM OCYLLECTBEHUA BbIODOPOYHOIO KOHTPO/IA KayecTBa JIEKapCTBEHHOIO
npenapara, YNOJHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTE/IbHON BAACTU B YCTAaHOBNEHHOM MM
nopsgKe pacCMaTpMBaET BONPOC O NPUOCTAHOBAEHNM MPUMEHEHUA TAKOTO IEKAPCTBEHHOIO Npenapara.

CraTbs 66. UHPOpMaLMa O pe3ynbTaTax papmakoHaa30pa
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

YNoNHOMOYEHHbIN  defepanbHbii  OpraH  MCMOAHUTENIbHOM  B/aCTWM,  OCYLLECTBAAIOLLNN
dbapmaKkoHag3op, HaxogAwmxca B obpaweHun B Poccuiickot depepaumm, no pesysibTaTam
dapmaKoHag30pa pasmellaeT Ha cBoem oduumanbHom cailite B cetu "UHTepHeT" uMHPopmauumio o
NMPUHATBIX PELIEHUAX O BHECEHWW WM3MEHEHWA B MHCTPYKLUMIO MO MNPUMEHEHUIO JIeKapCTBEHHOTO
npenapaTta, 0 NPUOCTAaHOBAEHUN NPUMEHEHWNA NEKAPCTBEHHOrO NpenapaTa, 06 U3bATUM M3 0bpaLLeHus
NleKapcTBEHHOTO NpenapaTa Uan 0 BO30OHOBEHUN NPUMEHEHUA IEKAPCTBEHHOTO Npenapara.

(B pen. PepepanbHOro 3akoHa o1 22.12.2014 N 429-03)

Fhasa 14. UTHOOPMALUMUA O NEKAPCTBEHHbIX MPEMNAPATAX
Cratba 67. MIHdopMaLma 0 NeKapCTBEHHbIX NpenapaTtax

1. MHdopmaLmMsa O NeKapCTBEHHbIX NpenapaTax, OTMNyCKaemblX MO PeuenTy Ha /ieKapCTBEHHbIN
npenapar, O0/IKHa COAEP’KaTbCA TOMbKO B CNELMANM3UPOBAHHbIX M3AAHUAX, NpeAHa3HaYeHHbIX A1A
MeAMLMHCKNX, bapMaLeBTUYECKUX, BeTepuHapHbIX pPaboTHUKOB. WHbOpmaLMA O NeKapCTBEHHbIX
npenapaTtax 4na cneunanncTos B 061actm obpalleHna NeKapCTBEHHbIX CPeACTB MOXKET COAepKaThcA B
MOHOTPaduAX, CMNPaBOYHMKAX, HAYYHbIX CTaTbAX, B [AOKNaZax Ha KOHrpeccax, KOHQpepeHLUMsX,
CMMMO3MYMaX, Hay4YHbIX COBETAX, @ TaKKe B MHCTPYKLUMAX NO NPUMEHEHWNIO NEKAPCTBEHHbIX MPEnapaTos.

2. MHPopmauma o fleKapCTBEHHbIX NpenapaTax, OTnycKaemMbix 6e3 peuenTa Ha JIeKapCTBEHHbIN
npenapaTt, MOXeT cogepKaTbCAd B MybAMKauusax U o6bABAEHUAX CPeacTB MacCoBOM WHPopmMauuu,
CNeLMann3npoBaHHbIX M OBLWMX NeYaTHbIX U3LAHUAX, UHCTPYKLMAX MO NMPUMEHEHUIO IEKAPCTBEHHbIX
npenapaToBs, UHbIX U34aHUAX CYOBEKTOB 06pPaLLEHNA JIEKAPCTBEHHbIX CPEACTB. PeKnamMHble maTepuanbl
O NeKapCTBEHHOM npenapaTe, OTNycKaemom 6e3 peuenTta Ha JIEKAapCTBEHHbIW Npenapat, AOJIKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHWIO IEKAPCTBEHHOTO Npenapara.

3. JlonyckaeTcs MCNonb3oBaHWE 0ObIX MaTepuanbHbIX HOCUTEsElN, MO3BOMAIOWMUX XPaHWUTD,
nepesasaTb M UCNOIb30BaTb MHGOPMALLMIO O JIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaXKeHus.

Fnasa 14.1. OTPAHUYEHUA, HAJIATAEMbIE
HA OPTAHU3ALUUU, OCYLLECTBNAOLIUE OEATE/IbHOCTD
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHMYeHus, Hanaraemble MPU OCYLLECTBAEHMM AEATENbHOCTM B chepe obpalleHnn
NeKapcTBEHHbIX CpeacTB

1. OpraHusauuu, 3aHuMatowmecs pas3paboTKon, npousBoACTBOM U (MAKM) peanusaumnen
NIeKapCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NpUMeHeHua, opraHvsaummn, obnagatolme npasamu
Ha MCNo/nb3oBaHME TOProBOro HaMMEHOBaHWA JIeKapCTBEHHOro npenapata Anf  MeguLMHCKOro
NPpUMeHeHuA, opraHM3aLumM oNTOBOM TOProBAN NEeKapCTBEHHbIMU CPeACTBaMM, anTeyHble opraHu3aLmm
(nx npepcTaBuTeNn, HbIE GU3UYECKUE U IOPUANYECKME NNLA, OCYLLECTBAAIOLLINE CBOIO AeATeNbHOCTb OT



MMEHW 3TUX OpraHM3aumnin) B OTHOLIEHUU MEAULMHCKMX PabOTHUKOB M pyKoBoAUTENEd MeAMLMHCKUX
OopraHusauuit He Bnpase:

1) BpyyaTb NOAAPKM, BbiNAaYMBaTb AEHENKHbIE CPEACTBA (33 UCKAOYEHWEM BO3HarpaKkAeHuin no
AOroBopam npu NPOBEAEHWM KAMHWYECKMX UCCNeAO0BaHWI NEeKapCTBEHHbIX Npenapatos  ANA
MeAMLUMHCKOrO MPUMEHEHMA, BO3HArPa)KAEHWIN, CBA3AHHbIX C OCYLLECTBAEHWEM MeAULMHCKUM
paboTHMKOM neaarorMyeckoi U (Mam) HayyHoM AeATeNbHOCTU), B TOM YMC/Ie ONavnBaTh Pas3sieyeHus,
OTAbIX, NPOe3a, K MeCTy OTAblXa, a TaKKe MPUBAEKaTb K Y4acTUIO B pa3B/ieKaTesibHbIX MeponpuUaTHsX,
NPOBOAMMbBIX 3@ CYET CBOUX CPEACTB;

2) 3aKkno4aTb COMNalleHMs O Ha3HAYeHUM WAM PEeKOMEHAAUMW MaUMeHTam JIeKapCTBEHHbIX
npenapatoB Ana MeAMUMHCKOrO npuMMeHeHMA (33 WCKAoYeHMeM [OroBOpOB O NpoBeAeHUn
KJMHWUYECKUX UCCNeA0BaHNI IEKAPCTBEHHbIX MPENAPaTOB AN MEANUMHCKOIO NpUMEHEeHUn);

3) npegoctaBnATb 06pasLbl JIeKapCTBEHHbIX MPEenapaToB 418 MeAUUMHCKOro MNpuMeHeHus B
Lenax BPy4YEHMs MaumeHTam (3a WMCKIOYEHWEeM C/lyYaeB, CBA3AHHbLIX C NPOBeAEHUMEeM KIAMHUYECKUX
nccnef0BaHUI 1IEKAaPCTBEHHbIX NPEenapaToB 418 MeAULMHCKOTO NPUMEHEHUS);

4) npeaocTaBAATb HEAOCTOBEPHYI W (MAKW) HenonHylo WHOOPMALMIO O NeKapCTBEHHbIX
npenapartax 414 MeaMLMHCKOro MPUMEHEHMS;

5) nocewaTb ux B paboyee BpeMsa Ha pPabouymx MecCTax, 3a UCK/IOYEHWEM C/y4aeB, CBA3AHHDBIX C
NPoBeAEeHNEM  K/IMHUYECKUX WCCeO0BaHUI  NIEKAPCTBEHHbLIX MNpenapaToB A48  MeAMUMHCKOro
NPUMEHEHWA, C Y4acTUEM B NOPsALKE, YCTAHOBJIEHHOM PYKOBOAUTENEM MEAMUMHCKON OpraHMsaumu, B
COBPaAHMAX MEAMUMHCKMX PAabOTHMKOB M MHbIX MEPONPUATUAX, HAMNPaB/IEHHbIX Ha MNOBbIWEHUE WX
npodeccMoHanbHOro YPoBHA WAM Ha NpeaocTasieHve WMHGOPMaLUK, CBA3AHHOM C OCYLLECTBAEHWEM
MOHMTOPUHra 6@30NacHOCTM IeKapPCTBEHHbIX NPenapaTos;

6) NOBYKAaTb K BbIMUCbIBAHUIO IEKAPCTBEHHbIX NPEnapaTos AN MeANUMHCKOTO NPUMEHEHUA Ha
61aHKax, codeprKawmx MHOOPMaLMIO PEKNAaMHOIO XapaKTepa, a TaK¥Ke Ha peuenTypHbiXx 61aHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeHOBaHWE /eKapCTBEHHOro npenapaTta Ana MeAMUMHCKOro
NPMMEHEHHA.

2. OpraHu3aumm, yKkasaHHble B ab3ale nepBom 4acTv 1 HacToAlen cTaTbM, U UX NpeacTaBUTeNn B
OTHOLLEHMM PpapMaLLeBTUUYECKMX PABOTHUKOB M PYKOBOAUTENEN anTeUYHbIX OpraHn3aumii He Bnpase:

1) BpyYaTb NOAAPKM, BbINAaYNBaTb AEHEXKHbIE CPEACTBA, B TOM YMC/e ONaunBaTb pa3BieyeHuns,
OTAbIX, Npoe3d K MecTy OTAblXa, M MPUBAEKaTb K Y4aCTMIO B pasB/ieKaTesbHbIX MeponpUATHSX,
NPOBOAMMBIX 33 CYET CBOMX CPEACTB;

2) NpeaocTaBnATb 06pasupbl SIEKAPCTBEHHbIX NPEenapaToB AN MEeAMUMHCKOTO NPUMEHEeHUs Aans
BPYYEHMWSA HAaCeNeHuIo;

3) 3aKknoyaTb COrNalleHWs O MNpessIoXKeHWM HaACe/NeHUI0 OnpeaeneHHbIX NeKapCTBEHHbIX
npenapaToB 411 MeAMULMHCKOro NPUMeHeHUs;

4) npeaocTaBAATb HEAOCTOBEPHYI W (MAKW) HenonHylo WHOOPMALMIO O JIeKapCTBEHHbIX
npenapaTtax 418 MeAMUMHCKOTo NMPUMEHEHUs, B TOM YMC/IEe MMEILMX OAMHAKOBOE MEeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratb 67.2. TpeboBaHMA K OpraHuMsauMm U NPOBEAEHUID HAy4YHbIX MEPOMNPUATUM, WHbIX
MepPONPUATUI, HanNpaBAEHHbIX Ha NOBbIWeHWE NPOdECCMOHANBHOTO YPOBHA MeANLMHCKMX paboTHMKOB
WAW Ha npefocTaBieHne WMHPOPMALMKM, CBA3AHHOW C OCYLLECTBNEHMEM MOHWUTOPWMHra 6e3onacHocTu
NIeKapCTBEHHbIX NPenapaTos

1. MNpw NpoBeAeHMM HayYHbIX MEPONPUATUIA, MHbIX MEPONPUATUIA, HANPaBAEHHbIX HA NOBbIWEHNE
nNpodeccMoHaNnbHOro YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha MpeaocTaBleHMe CBA3AHHOM C
OCYLLECTB/IEHNEM  MOHUTOPMHra  6Ee30MacHOCTM  fIeKapCTBEHHbIX  NpenapaToB  MHbOpMaumy,
OpraHM3yembIx OpraHU3auMAMMK, yKasaHHbIMW B ab3aue nepsBom 4actM 1 cTatbu 67.1 HacToAwero
degepanbHOro 3aKoHa, WX MPeAcTaBUTENAMM W (MAKN) dUHAHCUPYEMbIX 3a CYET CPeAcTB 3TUX
OopraHusauMini M WX nNpeacTaBuTeNeid, 3anpeuwiaeTcs MpenaTcTBOBaTb Y4acTUIO B YKA3aHHbIX
MEPONPUATUAX MHbIX OPraHM3aLMii, KOTopble NPOU3BOSAT UAN Peann3ytoT JIEKAaPCTBEHHbIE NpenapaTbl
ONA MeOMUMHCKOTO MPUMEHEHUA CO CXOXMM MeXaHM3MOM ¢apmMaKoorMyeckoro aencreun, nnbo
C034aBaTb AWCKPUMMHALMOHHbIE YCIOBUA AN OAHWX YYAaCTHUKOB MO CPABHEHUIO C  APYIMMM
YYaCTHMKaMU, @ UMEHHO:



1) npenocTaBAATb Pa3INYHOE KOJIMYECTBO BPEMEHU AN BbICTYMNEHMI YYaCTHUKOB, Pas/iNyHbIE MO
pa3smepy 3aHMMaeMoW NJolWagM MecTa AN AEMOHCTPaL MM 06pasLLOB JIeKapCTBEHHbIX NpenapaToB Ans
MEANUMHCKOTO MNPUMEHEHUS WAW  PEeKNaMHbIX MaTepuasoB O JIEKAapPCTBEHHbIX Mpenapatax Aans
MeZANUMHCKOTO MPUMEHEHUSA Ha KCMO3ULMAX, CTEHAAX, 32 UCK/IIOYEHNEM C/Ty4aeB, €C/IM TaKMe YC0BUS
3aKpensieHbl B COTNALIEHUAX 3TUX OpraHM3auuii, UX npeacrasuTeneil o GUHAHCMPOBAHUM YKa3aHHbIX
MepPOoNPUATUIA U 0OYCNIOBIEHbI Pa3/IMYHbIMUM 3aTPAaTaMM YY4AaCTHUKOB Ha UX OpPraHn3aLuuio;

2) ycTaHaBAMBaTb pa3smep B3HOCA A4/19 YYaCTHUKOB MeponpuATMIA, YKa3aHHbIX B ab3aue nepsom
HaCToALEN YacTu, NPEBbIWALOLNIN CYMMY 3aTpaT Ha OPraHU3aL Mo YKa3aHHbIX MePONpPUATUIA U BeayLmi
K HEOBOCHOBAHHOMY OFPaHUYEHMIO YNCA1A UX YHACTHUKOB.

2. OpraHu3aummn, yKasaHHble B ab3aue nepBom Yactn 1 ctatbn 67.1 HacToAwero ®eaepanbHoro
3aKOHa, WX NpeacTaBUTENN, OCYLLECTBAAIOWME OpraHM3aunio n (Mamn) GuHaHCMpPOBaAHUE MEPONPUATUN,
YKa3aHHbIX B YacTh 1 HacToALel cTaTbm, 06A3aHbl 06ecneunBaTb 4OCTYN K MHGOPMaL MK 0 AaTe, MecTe U
BPEMEHW NPOBEAEHWMA YKa3aHHbIX MepPonpuATUIA, NAaHax, MpPOrpamMmmax MnpoBEAEHMA YKa3aHHbIX
MepPONPUATUIA U TEMAX, NAAHUPYEMBIX ANA PACCMOTPEHUSA, COCTABE UX YYAaCTHMKOB NyTEM pasmeLLeHus
cooTBeTcTBytoWwen nHpopmaumm Ha cBOUX opuLManbHbIX caiiTax B ceTh "MHTepHeT" He nosgHee AByx
MecsALEeB 0 Havyana NPoBeAEeHUs YKA3aHHbIX MEPONPUATUIA.

3. UHPopmauma o npoBeAeHUN MePOoNnpPUATUIA, YKa3aHHbIX B 4acTU 1 HACTOAWEN CTaTbW, B CPOK,
YCTAaHOB/MIEHHbIA YacTblo 2 HAcTOALLElM CTaTbW, AOMKHA OblTb HanpasneHa B ¢enepanbHbld OpraH
WUCNONHUTENbHOM  BAACTW, OCYWECTBAAKOWMA  GYHKLMM NO KOHTPOAKO M Hagsopy B cdepe
3/1paBOOXPAHEHMA, ANA NOCAEAYIOWEro pasmeLlLeHna ee Ha oPULMANBHOM CailTe 3TOTO OpraHa B CeTu
"MHTepHeT".

lnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOZATE/IbCTBA
POCCUIACKON DEOEPAL MW NPU OBPALLEHUWN NEKAPCTBEHHbIX CPEACTB
1 BOSMELLLEHUE BPEOA, MPUMMHEHHOTO 30POBbIO FrPAXXAH
BC/IEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyleHWe 3aKoHodaTenbcTBa Poccuiickoit depepaunn npu
06palleHNn NeKapCTBEHHbIX CPeacTB

1. HapyweHue 3akoHogaTenbcTtBa Poccuiickoit deaepaumm npu obpaleHUM NeKapCTBEHHbIX
cpeacTs BfeyeT 3a coboill OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATE/NIbCTBOM Poccuiickoi
depepaumu.

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

2. 3a HenpeacTtaBieHMe WHOOpPMAUMM U (MAKW) OAHHBIX, NPEAYCMOTPEHHbIX HaCTOALWMM
depepanbHbIM 3aKOHOM, CyObeKTbl 0OpalLeHUA NeKapCTBEHHbIX CPEeACTB HEecyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHOoAaTebcTBOM Poccuitckoit degepaumn.

(yacTb 2 BBegeHa PepepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 69. Bo3smelleHune Bpena, NpUYNHEHHOro 340pP0OBbHO rpa*KaaH BCaeacTsne npumeHeHuA
NNeKapCTBEHHbIX MpenapaTos

1. MpousBoguTeNb NEKapCTBEHHOro npenapaTa o06f3aH BO3MECTUTb Bped, MNPUYUHEHHbIN
34,0pOBbIO rpaXkaaH BCAeACTBME NPUMEHEHUA NEKaPCTBEHHOro Npenapara, ec/iv A0Ka3aHo, YTo:

1) nekapcTBeHHbIM NpenapaT NPUMEHANCA MO Ha3HAYEHWMI0 B COOTBETCTBMM C MHCTPYKUMEN MO
NPMMEHEHMIO NEKapPCTBEHHOrO npenapaTta U MPUYMHON Bpeda ABUACA BBOA, B rPakAaHCKWUA obopoT
He406pOKaYeCTBEHHOrO IeKaPCTBEHHOro Npenapara;

2) Bpea 340POBbIO MPUUMHEH BCNEACTBME HeAoCTOBepHOM MHOOPMaUMM, coaeprKalieinca B
MHCTPYKUMM N0  MPUMEHEHUIO  NEeKapCTBEHHOrO  MpenapaTta, W34aHHOW  npou3BoAuTenem
NleKapcTBEHHOTro npenapara.

2. B cnyyae, ecnu Bpes 340POBbIO paXkaaH NPUYMHEH BCIeACTBME NPUMEHEHUA IeKapCTBEHHOTO
npenapara, NpulieAWwero B HEro4HOCTb B pes3y/bTaTe HapyweHMsA NPaBuA XPaHEHUs JIeKapCTBEHHbIX
CPeACTB, NPaBW/ ONTOBOM TOPrOB/IM JIEKAPCTBEHHbIMM MNpenapaTamu, NPaBua OTNYCKA 1IEKAaPCTBEHHbIX
npenapaTos, MNPaBU/A W3rOTOBJAEHUS M OTMYCKA JIEKAPCTBEHHbIX MpernapaTtosB, BO3MELlEHME Bpesa



OCYLLECTB/IAETCA COOTBETCTBEHHO OPraHuW3auuen ONTOBOW TOProB/AM JIEKAPCTBEHHbIMU CPEeACTBaMM,
anTeyHoW oOpraHuM3aumen, UHAMBUAYANbHbLIM MpegnpPUHUMATENIEM, WMEIOWMMN  JIULEH3UIO Ha
bapmaLeBTUYECKYIO AEeATENbHOCTb WU NINLEH3UIO HA MEeOMUMHCKYIO OeATe/lbHOCTb, MeAUUMHCKOWM
opraHusauuen, umerolleld NUUEH3UI0 Ha dapmaueBTUYECKYlD aAeAaTenbHocTb (ee 060cobs1eHHbIM
nogpasgeneHmem (ambynatopuei, denbaluiepcknm m denbalepcKo-akyWepCcKMM NYHKTamMM, LEHTPOM
(oTneneHnem) obuieit BpauebHoM (cemeliHOM) NPAKTUKK), PACNONOMKEHHbIM B CE/IbCKOM HaceNeHHOM
MYyHKTE, B KOTOPOM OTCYTCTBYET anTe4yHas OpraHu3aums), 4ONyCTUBLLMMM NPOAANKY WUAWU OTMNYCK TaKoro
JIeKapCTBEHHOro Npenapara.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelweHne Bpeaa, MNPUYMHEHHOTO 340POBbIO TpaK4aH BCAEACTBME MPUMEHEHUA
NIeKAPCTBEHHbIX NPENapaToB WMAW COBEPLUEHWA MPOTUBOMPABHbLIX AENCTBUI cybbeKkTamu obpaleHua
NIEeKApPCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckoi
depepaumn.

Fnasa 16. 3SAK/TIOYUTE/IbHBIE NMONTOXKEHNA

Cratba 70. O Npu3HaHUM YTPaTUBLIMMU CUAY OTAE/bHbIX 3aKOHOAATENbHbIX aKTOB (MONOMKEHWU
3aKoHOAaTe NbHbIX akToB) Poccuiickoin Peaepaumm

Mpn3HaTb YTPATMBLUMMU CUNY:

1) depepanbHbIl 3aKoH oT 22 uioHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTaax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 1998, N 26, ct. 3006);

2) depepanbHbiii 3aKoH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCceHUM U3MEHEHUA U AOMNOJIHEHUN B
depnepanbHbii 3aKoH "O nekapctBeHHbIXx cpeacteax”" (CobpaHue 3akoHogaTenbcTtBa Poccuitckol
depnepaunn, 2000, N 2, cT. 126);

3) ctaTblo 40 PenepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-d3 "O BHeceHUM U3MEHEHWI U
OOMOJIHEHUI B HeEKOTOpble 3aKOoHoAaTesibHble aKTbl Poccuitckon Pepepaumm B CBA3U C NMPUHATUEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUW OTAENbHbIX BUAOB AesatenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaunm, 2003, N 2, cT. 167);

4) ctaTbio 31 deaepansvHoro 3akoHa ot 30 utoHa 2003 roga N 86-®3 "O BHECEHUU U3MEHEHUI U
OONONHEHWUI B HEKOTOPbIE 3aKOHOoZaTe/IbHble aKTbl Poccuiickoin degepaunn, NpU3HAHUKU yTPATUBLLMMMU
CUNly OTAENbHbIX 3aKOHOA4ATENbHbIX aKToB Poccuiickon Pepepaumnun, npefocTaBAeHUN OTAE/bHbIX
rapaHTUN COTPYAHMKAM OPraHoB BHYTPEHHUX AE/l, OPraHOB MO KOHTPO/O 32 060POTOM HAaPKOTUYECKUX
CpeacTB M MCUXOTPOMHbIX BELEeCTB M ynpasgHaemMbix defepanbHblX OpraHoB Ha/noOroBok MOAMUMKM B
CBA3M C OCYLUECTB/IEHMEM MEP MO COBEPLUEHCTBOBAHWUIO rocyaapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, ct. 2700);

5) ctaTtbio 101 PegepanbHOro 3akoHa ot 22 aBrycta 2004 roga N 122-d3 "O BHECEHUN N3MEHEHU
B 3aKoHogaTe/nbHble aKTbl Poccuitckolt Pepepaummn U NPU3HAHUU YTPATUMBLUMMM CUNY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickont Pepepaunmn B €BA3M € npuHaTMem dPeaepanbHbiXx 3akoHoB "O
BHECEHUM U3MEHEeHWI n gononHeHuit B PepepanbHblii 3aKoH "O6 06WMX NPUHLMNAX OpraHM3auum
3aKOHOAATeNbHbIX (NpeAcTaBUTENbHbIX) U UCNOAHUTENbHLIX OPraHOB TrOCYZapCTBEHHON BAacTU
cybbektoB  Poccuiickon  Pepepaumn” um "O6 obwmMx NpUHUMNAX OpraHM3auMm  MEecCTHOro
camoynpasnieHua B Poccuitickoit depepaummn" (CobpaHune 3akoHoaatenbctsa Poccuiickon depepaumm,
2004, N 35, cT. 3607);

6) cTaTbio 28 desepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-93 "O BBeAeHUM B AEUCTBUE
yacTu veTBepToi [parKaaHCKoro Koaekca Poccuiickon depepaumn” (CobpaHune 3aKoHOAaTENbCTBA
Poccuitckoit ®epepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cmny HactoAwero PeaepanbHOro 3akoHa

1. Hactoswuit PepepanbHbliii 3aKOH BCTynaeT B cuny ¢ 1 ceHTabps 2010 roaa.

2. JlekapCTBeHHble CPeACTBa, 3aperuMcTpupoBaHHble A0 AHA BCTYMJIEHUMA B CWY HACTOALLEro
®epnepanbHOro 3aKoHa, NoA/1eXKaT BKIOYEHUIO B rOCYAapCTBEHHbIE PeecTpbl IEKAPCTBEHHbIX CPeACTB C
BHECEHMEM YKasaHHbIX B Yacti 1 ctatb 33 Hactoswero PenepanbHOro 3aKoHa cBeAeHWn 06 3TUX



JIeKapCTBEHHbIX cpeacTBax 6e3 MNPOXOoXKAEeHUs BHOBb Mpoueaypbl roCyAapCTBEHHOW perucTpauum
JIeKapCTBEHHbIX NpenapaTos.

3. TocyaapcTBEHHAsA PerucTpaums eKapcTBEHHbIX NPenapaTos, 33 UCKIOYEHMEM JIEKAPCTBEHHbIX
npenapaToB Aaa MeAUUMHCKOTO NPUMEHEHMs, NPeacTaB/eHHbIX Ha YKa3aHHYl perucTpaumio 4o AHs
BCTYNAEHMA B CUNY HacTosAwero PeaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM Ha OCHOBAHWWN JOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX 40 AHA BCTYMNAEHUA B
cuny Hactosiwero ®eaepanbHOro 3aKoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

3.1. TocypapcTBeHHas pernctpauusa JIeKapCTBEHHbIX MNpenapatoB AAd  MegULMHCKOro
NPUMEeHeHWsn, NPeacTaB/lEHHbIX HaA TOCYLAPCTBEHHYIO PErucTpaumio Ao AHA BCTYNAeHWUAa B CUay
HacToAwero ®enepanbHOro 3aKOHa, M rocyAapcTBEHHaA PerucTpaums eKapcTBEHHbIX NpPenapaTos Ans
MeANUMHCKOTO MPUMEHEHUs, MNPeACTaBNEHHbIX Ha 3KCNepTU3y JIeKAPCTBEHHbIX CPeaCTB A0 AHA
BCTYNNEHMA B CUAY HacTosAwero PenepanbHOrO 3aKOHA B LENAX MUX Mocienylolleid rocyaapcTBeHHOM
perucTpaumumn, OCyLLEeCTBAAIOTCA Ha OCHOBaHMM [AOKYMEHTOB W AaHHbIX, MPEeACTAaBAEHHbIX A0 AHA
BCTYNNEHMA B cuNy HacTosawero ®enepanbHOro 3aKOHA, a TaKKe 33ABAEHWMA O TOCYAAPCTBEHHOM
perucTpauumn NeKapcTBEHHOrO npenapaTa, NPeACTaBNEHHOTO MPOU3BOAMTENEM  JIEKAPCTBEHHbIX
npenapaTos UAW YNOAHOMOYEHHbIM MM NLOM B COOTBETCTBMM C HacToAWwMM DeaepanbHbiM 3aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM BaactM Ao 1 mapta 2011 roga, 6es
TpeboBaHMA ynnaTbl roCyAapCTBEHHOM MOLWAWHBI, NPeayCMOTPEHHOM 3aKoHOAaTebCTBOM Poccuitckoi
depepaunn o Hanorax n cbopax.

(4acTtb 3.1 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.2. lMoaTeepAaeHWe TroCyAapCTBEHHOM pPerncTpaumMmM JIeKapCcTBEHHbIX MpenapaToB  And
MeANUMHCKOTO NPUMEHEHUS, NpeACcTaBAEHHbIX 418 NOATBEPKAEHUA rOCyAapCTBEHHON perncTpaumm 4o
OHA BCTyMN/eHus B cuay Hactosuwero ®PegepanbHOro 3akoHa, WM NOATBEPXKAEHWE roCyAapCTBEHHOM
perucTpaunmn NekapcTBEeHHbIX MpenapaToB AN MEeAMUMHCKOrO MNPUMEHEHUsA, NpPeacTaBAeHHbIX Ha
3KCMepTU3y SIeKapCTBEHHbIX CPeACTB A0 AHA BCTYMJIEHWA B CUy HacTosiwero ®esepanbHOro 3akoHa B
uenax nocneayrolero noaTBEpP:KAEHUA WX TOCYAapCTBEHHOM pPerncrTpaumu, OCYLecTBAAKTCA Ha
OCHOBAHUW [OOKYMEHTOB W [AaHHbIX, MPEeACTaBAEHHbIX A0 AHA BCTYNJEHMA B CWUAY HACTOALLEro
denepanbHOro 3aKOHa, a TaKKe 3aAB/MEHMA O MNOATBEPXKAEHWUW TOCYAAPCTBEHHOM perncrpaumm
JIeKapCTBEHHOrO npenaparta, NPeacTaB/leHHOro MPOU3BOAMTENEM JIEKAPCTBEHHbIX MPEnapaTtoB WM
YNO/IHOMOYEHHBIM MM JIMLLOM B  COOTBETCTBMM C HactoAawmm ®degepanbHbiM  3aKOHOM B
YNO/IHOMOYEHHbIN deaepanbHblii OpraH MUCNOAHUTENbHOM BAactv o 1 mapta 2011 roga, 6es
TpeboBaHMA ynnaTbl rocyAapCTBEHHOM MOLWAWHBI, NPeayCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuitickoi
depepaunn o Hanorax n cbopax.

(yacTtb 3.2 B peg,. PeanepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.3. [MpuHATME peleHns O BHECEHUM U3IMEHEHUN B AOKYMEHTbl, coaepKalmeca B
PEerucTpaLMoHHOM [0Cbe Ha 3aperMcTpMpOBaHHbLIA JIEKAPCTBEHHbIM nNpenapaTt Aaa MeAMLMHCKOro
NPUMEHeHMA U NpPeACTaBAeHHble A0 AHA BCTYMJ/IEHUA B CUAY HacToAwero denepasbHOro 3aKoHa, U
NPUHATME PEeLLEHNA O BHECEHUN U3MEHEHUIN B AOKYMEHTbI, COAEPIKaLLeecs B PErMCTPaLLMOHHOM LOCbe
Ha 3aperucTpuMpoBaHHbIA  NEKApPCTBEHHbIM  Npenapat Ans  MeAMUMHCKOrO  MPUMEHEeHUA U
npeAcTaB/NeHHble Ha 3KCMepTM3Y JIEKAapCTBEHHbIX CPeACTB A0 AHA BCTYM/JIEHWA B CUAY HACTOALLEro
denepanbHOro 3aKOHa, OCYLLLECTBAAIOTCA Ha OCHOBAHMU OOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX 40
OHA BCTYNneHua B cuay Hactoawero dPenepasbHOro 3aKOHA, a TaKXKe 3asB/IEHUMA O BHECEeHWUM
M3MEHEHUA B [OOKYMEHTbl, COAepXKalmecs B PErucTpauMoHHOM JAOCbe Ha 3aperMcTpuMpoBaHHbIN
JIeKapCTBEHHbIM npenapat gas MeAMUMHCKOro NPUMEHEeHUs, NpeacTaBAeHHOro MNpou3BogUTENEM
JIEKAPCTBEHHbIX MNPENapaToB WAW  YMNOJHOMOYEHHBIM MM JIMLOM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM B YNOJHOMOYEHHbIN defepanbHbili opraH UCNONHUTENbHOM BNacT Ao 1 mapTa
2011 ropa, 6e3 TpeboBaHMA  ynaaTtbl  FrOCYAapCTBEHHOM  MOW/MHbLI,  NPeayCcCMOTPEHHOM
3aKoHoaaTenbCTBOM Poccuiickoit degepaumm o Hanorax u cbopax.

(yactb 3.3 B peq,. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Bblgaya paspeweHuin Ha nNpoBefeHWe KAMHUYECKUX WUCCNef0BaHUI  NeKapCTBEHHbIX
npenapaTos ANA MeAUUMHCKOrO NPUMEHEHUA MO 3aABAEHMAM, NOAAHHbIM A0 AHA BCTYMN/JEHUA B CUNY
HacTosAwero PenepanbHOrO 3aKOHa, a TaKXKe No 3aABAEHUAM, NOAAHHbIM NOC/Ee AHA BCTYN/IEHUA B CUNY
HacTosAwero PeaepanbHOro 3aKOHa Ha OCHOBAHMM 3KCNEPTU3, MPOBEAEHHbIX A0 AHA BCTYN/JEHUA B CUNY



HacToAawero desepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwmm PepepanbHbim
3aKOHOM HA OCHOBAHWM AOKYMEHTOB U AaHHbIX, NPeACTABAEHHbIX NN NOJYYEHHbIX 40 AHA BCTYNNEHUA
B CMNy HacToAwero ®eaepanbHOro 3aKOHA, a TaKXKe Ha OCHOBAHMM KOMWUKW NpeaBapuTeIbHOro 40roBopa
06A3aTeNbHOIO  CTPaxoBaHMA  M3HM, 340POBbA MNALMEHTOB, Y4YACTBYIOWMX B  KJAMHUYECKOM
nccnefoBaHUM NIEKapCTBEHHOTO npenapaTta A8 MeAMUMHCKOTO NMPUMEHEHWA, UAW KOMWKM [0roBopa
06A3aTeNbHOIO  CTPaxoBaHMA  M3HM, 340POBbA MNALMEHTOB, Y4YACTBYIOWMX B  KJAMHUYECKOM
nccnefoBaHUM NEKAPCTBEHHOIO MpenapaTta 414 MeAUUMHCKOro NpUMeHeHUs, AMbo npeacTaBAeHHOM
Konuu gorosopa 06Aa3aTeNlbHOro CTPaxoBaHWA, 3aKNOYEHHOTO B COOTBETCTBMM C TUMOBbIMM NpPaBUaaMM
06A3aTeNIbHOIO0 CTPAxoOBaHWA, C YyKa3aHWeM MpefenbHOW YUCNEHHOCTM MNAUMEHTOB, Yy4acTBYHOLIMX B
KNAMHUYECKOM WCCNeL0BAaHUN NEKAPCTBEHHOro npenapata And MeAMUMHCKOrO npumeHeHusa, 6e3
TpeboBaHMA ynaaTbl roCyAapCTBEHHOM MOLWAWHBI, NPeayCMOTPEHHOM 3aKoHOAaTebCTBOM Poccuitckoi
depepaunn o Hanorax n cbopax.

(yacTtb 3.4 B peg,. PeanepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3apeructpupoBaHHble B WMHOCTPAHHOW Ba/toTe A0 AHA BCTYM/AEHMA B CUAY HACTOALLEro
denepanbHOrO  3aKOHA MpefesibHble  OTMNYCKHble  LLeHbl  WHOCTPAHHbIX Npou3BoguTeneit  Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNepevyeHb XMU3HEHHO HEeOoBXOAMMbBIX W  BaXKHEWMLIUX
NIeKapCTBEHHbIX NPENapaTos, Nog/exKat nepecyety B py6am no kypcy LleHTpanbHoro 6aHka Poccuitickoi
depepaunn Ha [aTy, yctaHoBAeHHyto MpasuTenbcTBom Poccuiickon ®epepaumm, 6e3 npeacraBneHus
3aABNAEHMA O NepecyeTe LLeHbl C BHECEHMEM COOTBETCTBYHOLLMX U3SMEHEHUI B FOCYAAPCTBEHHbINA peecTtp
npefesnbHbIX OTNYCKHbIX LEeH MNpou3BoaUTEsNIeld Ha JIeKapCTBEHHble MPenapaTtbl, BK/OYEHHble B
nepeyeHb *KU3HEHHO HEOOXOAMMbBIX M BarKHEMLLNX IEKAPCTBEHHbIX NPEnapaTos.

(4acTb 3.5 BBeAeHa PeaepanbHbiM 3aKkoHOM oT 11.10.2010 N 271-d3)

3.6. 3apeructpupoBaHHble A0 AHA BCTYN/eHMA B cuay Hactosawero PepepanbHOro 3akoHa
npegenbHble OTNYCKHblE LLEHbl POCCUIACKUX MNpPOU3BOAUTENEN Ha NeKapCTBEHHble MpenapaTol,
BK/IIOYEHHbIE B MEpeYeHb KU3HEHHO HeOBXOAMMbIX M BaXKHEMLWWX NEeKAPCTBEHHbIX MNPEMNapaTos,
nognexaTr uHaekcaumm ¢ 1 Hoabpa 2010 roma mcxopa M3 MPOrHO3MPYEMOrO YPOBHA MHOAAUMM,
ycTaHoBneHHoro ®epepanbHbiM 3akoHOM OT 2 aekabps 2009 roga N 308-d3 "O depepanbHOm
6roaxeTe Ha 2010 rog v Ha nnaHoBbIN Nepunoa 2011 n 2012 ropos" Ha 2011 roa.

(4acTb 3.6 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 11.10.2010 N 271-d3)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPon3BoACTBO U BBO3 B Poccuiickyto ®eaepauymio
JIeKapPCTBEHHbIX NPENApPaToOB B YNaKOBKaX C MAaPKMPOBKOM, KOTOpasa Oblna HaHeceHa A0 AHA BCTYNAEHMA
B cuny HactoAawero degepasbHOro 3akoHa. 1o UCTeYeHMM YKa3aHHOTO CPOKa AaHHble JIEKAapPCTBEHHbIE
npenapaTtbl MOryT OTMYCKaTbCA, Peann3oBbiBaTbCA, NepesaBaTbCA U MPUMEHATLCA A0 UCTEYEHUA UX
CpOKa rogHocTy.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-$3)

4. Co pHAa BCTynneHua B cuny Hactoawero PepepanbHoro 3akoHa u no 30 anpens 2011 roaa
BK/IIOYMTE/IbHO  JOMYCKaeTcA MNpOBeAEHWEe 3IKCMNepTM3bl JIEKAPCTBEHHbIX CPeACTB  dKCnepTamu
SKCMEPTHOTO yYpeKAEHWA [0 TMPOXOXKAEHWA UMMM aTTectauuum B NOpAJKe, YCTaHOBJEHHOM
YNONIHOMOYEHHbIM deaepabHbIM OPraHOM MCNONHUTENBHOWN BAACTU.

5. Co gHAa BCcTynneHus B cuay Hactosawero PepepanbHoro 3akoHa 1 no 31 aekabps 2013 roaa
BK/IIOYMTENIBHO OCYLLECTBAAETCA Nepexos K NpoM3BOACTBY JIEKAapCTBEHHbIX CPEACTB B COOTBETCTBUU C
npaBuaamm opraHM3aunm NPOU3BOACTBA M KOHTPOJIA KauyecTBa JIEKAapPCTBEHHbIX CPEACTB, YKAa3aHHbIMU B
yactu 1 ctatbuM 45 HactoAwero PepepanbHOro 3akoHa, B nonHom obbeme. CpokM nepexoaa
NpPou3BOACTBa JIEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbLIMMU
TpeboBaHMAMM [AHHbIX MPaBW/, BKAKOYAA CPOKWU aTTeCTauMM YNOAHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 ctatbm 45 Hactosawero denepanbHOro 3aKOHA, YCTaHaBAMBaKOTCA [1paBUTENbCTBOM
Poccuiickoin Pepepaunn.

6. J/IMLeH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblaaHHble A0 1 aHBapAa 2014 roaa,
pencteytoT nocne 1 aHveapa 2014 roga A0 UCTEYEHUA CPOKa WX AENCTBMA NPW YCNIOBUM COOTBETCTBMA
iMueH3naTa npaBuiam OpraHM3auuu NPOU3BOACTBA U KOHTPOJIA KayecTBa /JIEKAPCTBEHHbIX CPeACTs,
YyKa3aHHbIM B YacTtu 1 ctatbm 45 HacToAwero PegepanbHOro 3aKoHa.

7. ®opmnpoBaHue rocygapCcTBEHHOrO 3a4aHWA Ha MpPOBeAEeHMEe 3KCNepTU3bl JIeKapCTBEHHbIX
cpeacts penepanbHOMY rocysapCTBEHHOMY BHOAKETHOMY YYPEXAEHMIO MO NPOBEAEHUIO SKCNEPTU3bI
NIeKapCTBEHHbIX CpeacTs U duHaHcoBoe obecnevyeHne BbIMOAHEHWUA 3TOTO 3a43HUA OCYLLECTBAAIOTCA B



nopagke, yctaHoBfeHHOM @eaepanbHbiIM 3akKOHOM oOT 12 sHBapa 1996 roga N 7-#3 "O
HEeKOMMeEpPYECKMX opraHmM3aumax”.
(4actb 7 BBeaeHa PenepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

MNpe3snaeHT
Poccuiickoin Pepepaunm
O.MEABELEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-93



