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(B pen. PepepanbHbix 3akoHoB 0T 27.07.2010 N 192-3,

071 11.10.2010 N 271-$3, 07 29.11.2010 N 313-93, 071 06.12.2011 N 409-d3,
0T 25.06.2012 N 93-d3, o1 25.12.2012 N 262-$3, o1 02.07.2013 N 185-93,
o7 25.11.2013 N 317-93, o1 12.03.2014 N 33-93, 07 22.10.2014 N 313-03,

0T 22.12.2014 N 429-d3 (pea. 13.07.2015), ot 08.03.2015 N 34-d3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-d3,
o1 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, 01 29.12.2015 N 389-d3,
01 02.06.2016 N 163-$3, o1 03.07.2016 N 261-®3, ot 03.07.2016 N 305-d3,
01 03.07.2016 N 350-93, o1 29.07.2017 N 242-®3, o1 29.07.2017 N 278-d3,

0T 28.12.2017 N 425-d3 (pea. 27.12.2019), ot 04.06.2018 N 140-P3,
0T 28.11.2018 N 449-®3, 01 27.12.2018 N 511-®3, o1 06.06.2019 N 134-d3,
oT 26.07.2019 N 240-$3, o1 02.08.2019 N 297-®3, 01 27.12.2019 N 462-d3,
0T 27.12.2019 N 475-®3, 01 27.12.2019 N 478-®3, 01 27.12.2019 N 481-d3,

0T 26.03.2020 N 67-®3, o1 01.04.2020 N 98-®3, o1 03.04.2020 N 105-93,

o1 13.07.2020 N 206-®3, o7 08.12.2020 N 429-®3, 01 22.12.2020 N 444-93)

Fnasa 1. OBLUUME NONNOKEHUA
Cratba 1. MpegmeT peryanposaHua Hactoauwero eaepanbHOro 3aKoHa

1. Hactoawmin ®depepanbHblii 3aKOH PEryanMpyeT OTHOLIEHMA, BO3HUKaWOWME B CBA3M C
obpalleHnem - paspaboTKON, AOKAMHUYECKUMU UCCNEA0BAHUAMU, KANHUYECKMMM UCCNeA0BaHUAMM,
3KCNEepPTM30M, roCYAaPCTBEHHON perncTpaumeit, co CraHAapTU3aumen M C KOHTPOAEM KauyecTsa,
NPOM3BOACTBOM, W3roTOBJEHMEM, XpaHeHWeM, MepeBO3KOW, BBO30OM B Poccuiickyio ®epepauuio,
BbIBO30M M3 Poccuiickoi degepaunn, peknamoi, OTNYCKOM, peannsaumen, nepegayen, npuMeHeHmem,
YHUUTOMKEHNEM JIEKaPCTBEHHbIX CPeaCTB.

(8 pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-d3)

2. HacTtoAwwmit ®epepanbHblil 3aKOH YCTaHaBAMBAET MPUOPUTET roCyAapCTBEHHOIO pPeryanpoBaHua
6e30nacHOCTH, KayecTBa U 3PEKTUBHOCTU IEKAPCTBEHHbIX CPEACTB NPU UX 06paLLeHUN.
(8 pea. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)
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Cratba 2. Chepa npumeHeHUs HacToAwero PepepanbHOro 3akoHa

Hactoawuit deaepanbHbilii 3aKOH NPUMEHSETCA K OTHOLWEHMAM, BOSHUKAIOLWMM Npu obpalleHnm
NeKapCTBEHHbIX CPeacTB Ha TeppuTopum Poccuiickoin Peaepauum.

CraTbna 3. 3aKoHOAaTeNbCcTBO 06 06paLLEeHUM IeKapPCTBEHHbIX CPpeacTB

1. 3akoHopatenbctBO 06 o06palleHMM NEeKapCTBEHHbIX CPeACTB COCTOMT W3  HACcTOALWEro
dPepepanbHOro 3akoHa, Apyrux deaepanbHbiX 3aKOHOB M MHbIX HOPMATUBHbLIX MNPABOBbLIX AKTOB
Poccuiickoin Peagepaunn.

1.1. 3aKoHOAAaTENBLCTBO 06 O6PALLEHNM NEKAPCTBEHHbIX CPEACTB B OTHOLEHUM HOPUANYECKUX UL
W WHOMBUAYaANbHbIX MpeanpuHUMaTENel, OCYLLeCTBAAIOWMNX AEeATEeNbHOCTb Ha  TEppUTOpUM
MeXAYHapPOAHOIr0 MeAMLUMHCKOro Kaactepa, NPUMEHAETCA C YYeTOM OCODEHHOCTel, YCTAaHOBAEHHbIX
depepanbHbiM 3aKOHOM "O MeXAyHAapOAHOM MEeAMUMHCKOM KfacTepe U BHECEHWW WM3MEHEHUN B
oTAeNbHble 3aKOHOAATeIbHble aKkTbl Poccuiickon Peaepaunn’.
(yactb 1.1 BBeaeHa PeaepanbHbiM 3aKoHOM oT 29.06.2015 N 160-d3)

2. leirctBme HacToAwero ®eaepasibHOro 3aKOHa PacNpPOCTPaHAETCA Ha 06paLLeHMe HAPKOTUYECKMX
NEeKapCTBEHHbIX CPeACTB M MCUMXOTPOMHbIX /IEKAPCTBEHHbIX CPeacTB C ydeTom ocobeHHocTew,
YCTaHOB/IEHHbIX 3aKoHOAaTenbcTBOM Poccuiickoit  degepaumm 0  HApPKOTMYECKUX  CPeacTsax,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. [eiictene Hactosuwero ®deaepanbHOro 3akoHa pacnpocTpaHasetca Ha  obpauleHue
paanodapmaLeBTUUYECKUX NIeKAapPCTBEHHbIX CpPeacTB C  y4eToOM O0cCOBeHHOCTel, YCTaHOBJ/IEHHbIX
3aKoHoaaTenbcTBom Poccuitckoit Peaepaumnm B ob6nactn obecneveHuns pagmaumoHHon 6e3onacHoOCTu.

4, Ecnv mexxayHapoaHbiM goroBopom Poccuiickont degepalmm yCcTaHOBAEHbI MHble NPaBuaa, Yyem
Te, KOTopble MNpPeaycMOTpeHbl HacToawmm dPeaepanbHbiM  3aKOHOM, NPUMEHAIOTCA  MpaBuaa
MeXKAyHapoaHOoro forosopa.

4.1. PelleHUs MEXIOCY[apCTBEHHbIX OPraHoOB, MNPUHATbIE Ha OCHOBAHUWU  MOJIOXKEHUN
MeXAyHapoaHbix gorosopoB Poccuiickoih ®Pepepaumm B UX  UCTONKOBAHWKM, MPOTMBOPEYALLEM
KoHcTutyummn Poccuiickon ®epepauunmn, He nognexkaT ucnonHeHuto 8 Poccuinckoit ®epepaummn. Takoe
NPOTMBOpPEYME MOKET BbITb YCTaHOB/IEHO B NOPAAKE, onpeaeneHHOM peaepanbHbiM KOHCTUTYLMOHHbBIM
33aKOHOM.

(4actb 4.1 BBeaeHa ®eaepanbHbiMm 3akoHOM oT 08.12.2020 N 429-93)

5. B Poccuiickolt degepaumm B COOTBETCTBUM C MENKAYHAapOAHbIMM Aorosopamu Poccuiickoit
depepauumn 1 (MAKM) Ha OCHOBe MNPUHUMNG B3aMMHOCTM MPU3HAOTCA Pe3ynbTaTbl KANHUYECKUX
nccnenoBaHW NIeKapCTBEHHbIX MpenapaToB ANA MeAMUMHCKOro NPUMEHeHWa, NpoBedeHHbIX 3a
npegenamun TeppuTtopumn Poccuiickoli degepaumu.

CratbA 4. OCHOBHbIE NOHATUA, UCNO/Ib3yeMble B HacTosAem deaepasbHOM 3aKOHe

[na ueneit HacToAwero PeaepanbHOro 3aKoOHa UCMO/b3YIOTCA Cnedylolive OCHOBHbIE NOHATUA:

1) nekapcTBeHHble CpeAcTBa - BeEWEcTBa WAU UX KOMBUHALMM, BCTynaloliMe B KOHTaKT C
OpraHM3MoOM YenoBeKa WU KUBOTHOIO, MPOHUKAIOLWIME B OPraHbl, TKAHW OpPraHM3ma 4YenoBeKa Wan
UBOTHOTO, MpUMeHsemble AN NPOOUNAKTUKM, ANArHOCTUKU (338 WUCKAIOYEHWEM BELLECTB UAM WX
KOMBUHaLMIA, HE KOHTAaKTUPYIOLLMX C OPraHM3MOM YeNOBeKa UM UBOTHOTO), nedeHna 3abosesaHus,
peabuantaumu, ANA COXpaHeHUs, NPeaoTBpaLLeHNa UK NpepbiBaHMA 6epemMeHHOCTU U NoJyYeHHble U3
KPOBM, NNa3Mbl KPOBU, U3 OPraHOB, TKaHEN OpraHM3Ma YeoBeKa UK KUBOTHOTO, PacTeHUA, MMHepPanoB
MeToA4aMMN CMHTE3a UAKN C NPUMEHEHNEM BMONOTUYECKUX TEXHONOTUN. K NeKapCcTBEeHHbIM cpeacTBam
OTHOCATCA PpapMaLeBTMYECKMe CybCTaHLUMM U IeKapCTBEHHbIe NpenapaThbl;
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2) dapmaueBTUYEeCcKan cybCcTaHUMA - leKapcTBEHHOE CPeacTBO B BMAE OAHOMO WM HECKONbKUX
061a4at0WmMX GapMaKONOTMYECKON aKTUBHOCTBIO AEMCTBYHOLLMX BELLECTB BHE 3aBUCMMOCTM OT NPUPOAbI
NPOMUCXOXKAEHMA, KOTOpoe npegHasHayeHo AN NPOU3BOACTBA, M3rOTOB/IEHWUA JIEKAPCTBEHHbIX
npenapaToB u onpegenset nx apPpeKTUBHOCTD;

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

3) BCNOMOrartesibHbie Bpeuiecrea - BeulecTea HeopraHMn4eckoro nnn opraHn4eckoro
NponUcxoxageHma, nCnosibdyemblie B npouecce npon3soactsa, NU3rotoss1eHNA 1eKapPCTBEHHbIX NpPenapaTtos
ana npnaaHna UM HeO6XOLI,VIMbIX d)MSMKO-XMMW—IeCKVIX CBOICTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHblE CPeAcTBAa B BWAE /NE€KApCTBEHHbIX ¢opm,
npMMeHsiemble Ana NPodUNAKTUKK, AMArHOCTUKKM, fedeHua 3abonesaHua, peabunutauuun, ana
COXpaHeHun, NpeAoTBPaLLEHMA UM NPepblBaHMA BepemeHHOCTY;

5) NNEeKapCTBEHHAA d)opma - COCTOAHMNE NEKapCTBEHHOIO Npenaparta, COOTBETCTBYHOLLEE cnocobam
€ro eeeeHnA U NpUMEHEHNA U 06ecneqMBa+ou.|,ee AO0CTUXEHNE HEO6XO,CI,MMOI'O neyebHoro 3¢¢EKT3}

5.1) pO3MpOBKa - coAepKaHNe OAHOTO UAN HECKOIbKUX AENCTBYIOWMX BELLECTB B KOJIMYECTBEHHOM
BbIPAXEHUM Ha eAMHMULY [03bl, UM eguHuLy obbema, MAM eAMHWULY MaAcCbl B COOTBETCTBUU C
NleKapcTBeHHON ¢dopmoit AMBO  ANA  HEKOTOPbIX BMAOB JEKAPCTBEHHbIX GOPM  KOJIMYECTBO
BbICBOOOXKAAEMOTIO M3 SIeKapCTBEHHOW GOPMbI AEVCTBYIOLLENO BELWECTBA 32 €ANHULLYY BPEMEHMU;

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

6) nepeyeHb KM3HEHHO HeOobXoAUMbBIX W Ba)KHEMLWWUX NEeKapCTBEHHbIX NpenapatoB -
yTBEpXAaemblin MpaButenbctBom Poccuiickoin Pegepaumnm nepedeHb NEKapCcTBEHHbIX NpenapaToB AaA
MeAULMHCKOro NpUMeHeHus, obecnedymBatowmx NpUOpPUTETHbIE NOTPEOHOCTU 34paBOOXPaHEHUSA B LLENsAX
NPodUNAKTUKN U NeveHuns 3aboneBaHuii, B Tom Ymcie npeobnagatolinx B CTpyKType 3aboneBaemoctu B
Poccuitckoin ®epepaumu;

(B pen. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NeKapcTBeHHble MpenapaTbl - JEKApPCTBEHHbIE Mpenapatbl, NpeaHa3HayeHHble
NUCKNKYNUTENbHO AON1A AWArHOCTUKU UAUM NaToreHeTu4eCcKoro nevyeHuA (ﬂeHeHVIH, HanpaB/1eHHOIo Ha
MexaHM3M pa3BuTusA 3abonesaHuA) peaknx (opdaHHbIX) 3abonesaHnit;

(n. 6.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) 6uonornyeckme NeKapCTBEHHble NpenapaTbl - JIEKAPCTBEHHbIE NpenapaTbl, AeicTeylolee
BELLECTBO KOTOPbIX NPOM3BEAEHO WM BblgeNeHO M3 BMONOTMUYECKOrO UCTOYHUKA M ANs onpeseneHus
CBOMCTB M KayecTBa KOTOPbIX HeobxoaMMa KOMBUHaLMA BUONOTMYECKUX U GUINKO-XMMUYECKMX METOA,0B.
K 61on0orMyecknm fieKapcTBEHHbIM MpenapaTam OTHOCATCA MMMYHOBMONOTMYECKME NIEKAPCTBEHHbIE
npenaparbl, N1eKAPCTBEHHbIE NpPenapaThbl, NOJYYEHHbIE N3 KPOBM, NIa3Mbl KPOBM YEIOBEKA U KUBOTHbIX
(3@ ucknlouyeHMEM  UeNbHOW  KpoBM), BMOTEXHONOTMYECKME  NIEKAPCTBEHHbIE  NpPenapaTsbl,
reHoTepanesBTUYECKMNE IeKapCTBEHHbIE NPenapaThl;

(n. 6.2 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

7) vmmyHoBMONIOrMYEeCcKMe JfIeKapCTBEHHble npenapaTtbl - JIEKapCTBEHHble Mpenaparthl,
npeaHasHavyeHHble AN GOPMUPOBAHUSA aKTUBHOMO MU MACCMBHOTO MMMYHWUTETa ANMBO ANArHOCTUKM
HaMUMA  MMMYHMTETA UAM  AMArHOCTUKM  cneumduueckoro  nNpuUobpeTeHHOro  M3MeHeHUs
MMMYHO/IOTMYECKOrO  OTBETa Ha anneprusvpylolime BeuiectBa. K mmmyHobuonornyeckmm
IeKapCTBEHHbIM  Mpenapatam  OTHOCATCA  BaKUWHbI,  aHATOKCUMHbI,  TOKCUHbI,  CbIBOPOTKM,
UMMYHOTN06YANHbI U annepreHbi;

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

7.1) 6MOTexHo/NOrMYeckne JieKapCTBEHHble MpenapaTbl - JIeKapCTBeHHble Npenaparbl,
NPOM3BOACTBO KOTOPBIX OCYLLECTBAAETCSA C UCMO/1b30BaHNEM BMOTEXHONOTMYECKUX MPOLLECCOB M METOL0B
(8 Tom uncne AHK-peKOMBWHAHTHOMN TEXHOMOMMM, TEXHOOMMM KOHTPOMPYEMOMN 3KCMPECCUN TeHOB,
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KoAMpYyoWUX BMONOrMYECKN aKTUBHblE GEIKM B MPOKAPMOTax M 3yKapuoTax, BKAOYAA M3MeHEHHbIe
KNETKN MAeKoNUTatoLWwmx), rmbpuaoMHOro meToaa U MeToga MOHOK/IOHA/IbHbIX aHTUTEN;
(n. 7.1 BBegeH ®eapepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME JIEKAPCTBEHHble MpenapaTtbl - JIEKAPCTBEHHble Mpenaparbl,
dapmaLeBTMUECKasA CybCTaHLMA KOTOPbIX ABAAETCS PEKOMOWHAHTHOW HYKJEMHOBOM KWUCAOTOW WAU
BKAOYaeT B cebs PEKOMOWMHAHTHYIO HYKNEMHOBYID KUC/IOTY, TMO3BOAIOWYI OCYLLECTBAATb
perynvpoBaHue, penapaumio, 3ameHy, AobasieHne Unun yaaneHne reHeTMYecKkon nocneaoBaTe/ibHoOCTH;
(n. 7.2 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoTUYeCKMe NeKapCTBEHHblEe CPEACTBA - JIEKAPCTBEHHbIE NpenapaTbl U GpapmauesBTUYEecKne
cybCcTaHUMM, codepkalme HapKOTUUYECKME CPeacTBa WM BK/AKOYEHHble B [epeyeHb HAPKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, MOANEKALLMX KOHTPOIO B Poccuitickol deaepaumn,
B COOTBETCTBMM C 3aKoHOAaTenbCcTBOoM Poccuiickon depepaumn, MexKayHapoaHbIMKU A0rOBOpPaMu
Poccuiickolt depepaumm, B TOM ymcie EgUHOM KOHBEHLMEN O HAapKOTUYECKUX cpeacTBax 1961 roaa;

9) NcUXOTpOMHbIe NeKapCTBEHHbIe CPeACTBa - IeKapCTBEHHbIE NMpenapaTbl U dapmaLeBTUYecKne
cybcTaHuMK, copeprkawme NCUXOTPOMHbIE BeLLecTBa M BK/OYEHHble B [lepeyeHb HapKOTUYECKUX
CpeacTs, NCMXOTPOMHbIX BELLECTB M UX NPEKYPCOPOB, NogexKalmx KOHTpoto B Poccuiickon ®epepaumm,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitickoit depepaumu, mMexayHapoAHbIMM L0roBOPamM
Poccuiickoin Pepepaumu, B ToM Yncne KoHBeHLMEN O NCUXOTPONHbIX BelecTBax 1971 roaa;

10) paavodapmaueBTUYECKME NIEKAPCTBEHHbIE CPeACTBa - JIEKAPCTBEHHblE CPeacTBa, KOTopble
cogepkaT B roTOBOM A/1A MUCMNOAb30BaHMA GOPME OANH PAAMOHYKANA UAN HECKONBLKO PaAMOHYKNNA0B
(paanoaKTUBHbIX M30TOMOB);

10.1) opurMHanbHbIM NEeKapCTBEHHbIA NpenapaT - JIeKAapCTBEHHbIM npenapat C HOBbIM
OeNCTBYIOWMM BELLLEeCTBOM, KOTOPbIA NepBbiM 3apernctpuposaH B Poccuitickoir Pepepaummn nam B
MHOCTPaHHbIX rOCYAapCcTBax Ha OCHOBAHMW Pe3y/IbTaTOB AOK/ANHUYECKUX UCCe0BaHUIA NEeKapCTBEHHbIX
CPeacTB U KANMHUYECKUX UCC/Ief0BaHWNIM IeKapCTBEHHbIX NpenapaToB, NOATBEPKAAIOWMX €ro KayecTBo,
3pPeKTUBHOCTb U 6HE30MaCHOCTb;

(n. 10.1 BBeaeH PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN NeKapCTBEHHbIV NpenapaT - IeKapPCTBEHHbIM NpenapaT, KOTOPbIi UCnoab3yeTca
ONA OLEHKN BMO3KBMBANEHTHOCTM U TepaneBTUYECKON IKBUBAJIEHTHOCTU, KavyecTBa, 3pPEeKTUBHOCTU U
6€30MNacHOCTM BOCMPOM3BELEHHOIO NEKAPCTBEHHOIO NpenapaTa uan buoaHanorosoro (buonosobHoro)
NleKapcTBeHHOro npenapata (buoaHanora). B KayecTBe pedepeHTHOro NEKAapPCTBEHHOIO NpenapaTa Aaa
MeZNUMHCKOrO MPUMEHEHUS MCNO/b3YETCA OPUIMHANbHBIA NEKApPCTBEHHbIM npenapat auvbo, ecnaum
OPUTMHANbHBIMA JIEKAapPCTBEHHbIM NpenapaT He 3aperucTpuMpoBaH WAM He HaxoAauTcAa B obopoTe B
Poccuiickoit Pegepaunn n He HaxoauTca B 060poTe B MHOCTPAHHbIX FOCYAapPCTBAX, BOCNPOU3BEAEHHDIN
JIeKapCTBEHHbIM NpenapaT unm buoaHanorosbi (6MonoaobHbIN) NeKapcTBeHHbIM NpenapaT (bnoaHanor),
KOTOpPbI/A NepBbIM 3aperncTpMpoBaH M3 uYMcna Haxoaawmxca B obopoTe B Poccuiickoit depepaumuy,
OMO3KBMBANEHTHOCTb WM TepaneBTUYECKas 3IKBMBANEHTHOCTb, KauyecTBO, 3PPEeKTUBHOCTb MU
6€30NacHOCTb KOTOPOro OLEHMBANUCL MO OTHOLLIEHUIO K OPUTMHAZIbHOMY IEKAPCTBEHHOMY NpenapaTy, a
TaKKe KayectBo, 3¢¢PeKTMBHOCTb M 6He30nacHOCTb KOTOPOro MOATBEPXKAAIOTCA pe3y/ibTaTaMu
dbapmaKkoHaz30pa M NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HAXOAAWMXCA B rPayKkgaHCKOM
060poTe, YCTAaHOB/IEHHbIM TPebOoBaHMAM K MX KayecTBy. B KauyecTBe pedepeHTHOro NeKapCTBEHHOTrO
npenapata Agns BETEPUHAPHOIO MNPUMEHEHMA WCMOAb3YyeTcA JIeKAPCTBEHHbIM npenapaT Ans
BETEPUHAPHOIO MNPUMEHEHMA, 3apPerucTpUMpoBaHHbIi B Poccuiickolh depgepauym Ha OCHOBaHUM
pe3ynbTaToB AOKAMHUYECKUX UCCNEAOBAHMIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNenoBaHMM
NIeKapCTBEHHbIX MPenapaToB, NOATBEPKAAIOLMX Er0 KayecTBO, 3IPPEKTUBHOCTb M He30NacHOCTD;
(n. 11 B pea. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpov3BeAeHHbIV NEKaPCTBEHHbIV NPenaparT - IeKAPCTBEHHbIM NpenapaT 418 MeAULMHCKOro
NMPUMEHEHMWA, KOTOPbIA UMeeT 3KBMBANEHTHbIN pedepeHTHOMY JiIeKapCTBEHHOMY npenapaty
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KayecTBEHHbI COCTaB W KONMYECTBEHHbIM COCTaB [AEWCTBYIOWMX BeLEecTB B 3KBUBAJIEHTHOM
NeKapcTBeHHOW dopme, NMBO NeKapcTBeHHbIM npenapaTt ANA BEeTePMHAPHOro NPUMEHeHUA, KOTOopPbIi
MMeeT TaKuMe e, 4YTO U pedepeHTHbI NeKapCTBeHHbIM npenapaT, KayecCTBEHHbIM COCTaB U
KO/IMYECTBEHHbIN  COCTaB  AEWCTBYIOWMX BELECTB B TaKOM e NeKapcTBeHHoUW  ¢opme,
OMO3KBMBANIEHTHOCTb WM TepaneBTMYecKad 3KBMBAJIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapcTBEHHOMY NpenapaTty NoATBePXKAeHa COOTBETCTBYOWMMM UCC/IeJ0BaHUAMU;

(n. 12 B pea. depepanbHOro 3akoHa ot 27.12.2019 N 475-d3)

12.1) TepaneBTMYECKan 3KBMBANIEHTHOCTb IEKAPCTBEHHbIX NPENapaToB - AOCTUKEHUE KAUHUYECKN
COMOCTaBUMbIX TepaneBTUYecKoro 3addekta M nokasatenein sdpdekTMBHoCcTM M HesonacHOCTU Mpu
NPMMEHEHUM /IEKAPCTBEHHbIX MpPenapaTtoB AN  MeAMUMHCKOrO MPUMEHEHMs, WMEWMX OoaHO
MeXKAyHapoAHoe HenaTeHTOBaHHOe (MAM XMMMYECKOe, WAM TPYyNnMpoBOYHOE) HaMMEHOBaHWe, B
3KBMBA/IEHTHbIX [A03MPOBKAX MO OAHMUM M TEM XKe MOKa3aHUAM K NPUMEHEHWIO M NPU OAMHAKOBOM
cnocobe BBeAEHMA Y O4HOMN U TOM e rpynnbl 60NbHbIX;

(n. 12.1 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.2) 6uoaHanorosbiit (6Monogo6HbIN) NeKkapcTBeHHbIM npenapat (buoaHanor) - 6UoNornYecknii
JIeKapCTBEHHbIM NpenapaTt, CXOXMM MO napameTpam KayectBa, 3OPEKTMBHOCTM M HE30MacHOCTU C
pedepeHTHbIM BMONOTMYECKMM NEeKapCTBEHHbIM NpPenapaToM B TaKOMN e nekapcTBeHHon dopme u
UMELWMN NOEHTUYHbIN cNocob BBeAEHUS;

(n. 12.2 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

12.3) B3aMmoO3aMeHSEMbIN JIEKAPCTBEHHbIM NpPenapar - JIeKapCTBEHHbIM NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3KBUBANEHTHOCTbIO WAM OGUO3KBUBANEHTHOCTbIO B OTHOWEHUM pedepeHTHOro
NIeKapCTBEHHOrO NpenapaTta, MMEeLWNN 3KBUBAJIEHTHbIE EMY KaueCTBEHHbIN COCTAB U KOJIMYECTBEHHbIN
COCTaB AEeNCTBYIOWMX BELLeCTB, COCTaB BCMOMOraTe/lbHbIX BELWECTB, IEKAPCTBEHHYIO dopMy U cnocob
BBEAEHUS;

(n. 12.3 BBeAeH deaepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-$3)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNpPEnapaToB - AOCTUMKEHWE COMNOCTaBUMMbIX
MOKasaTtesiell CKOPOCTM BCACbIBaHWUA, CTEMEHWU MOCTYMJ/IEHUA K MECTy AeNCTBMS U CKOPOCTU BbiBeAEHUs
OAHOI0 UM HECKOJIbKMX 06naaatowmx GapMaKoorMyeckon akTMBHOCTbIO AENCTBYIOWMX BELLECTB MNpu
NPUMEHEHUWN JNIEKAPCTBEHHbIX MpenapaToB 418 MeAMLMHCKOro TMNPUMEHEeHUa, WMeKLWmMX O4HO
MeXayHapogHoe HemnaTeHTOBaHHOE (MM XMMMYECKOEe, WM TPYNnMPOBOYHOE) HauMeHOBaHMWe, B
9KBUBAJIEHTHbIX 0O3MPOBKaX 1 NPU 0ANHAKOBOM cnocobe BBeAEeHUS;

(n. 12.4 BBeaeH PepepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) NEeKapCTBEHHOE PacCTUTE/IbHOE Cbipbe - CBEXNE WU BbICylUEHHbIE PACTEHUA mbo mx 4acTu,
ncnonb3lyemoble AnA nNponsBoacTBa J1IEKAPCTBEHHbLIX CpeAacTB OpraHusauuMamMum - MNpousBoAUTENAMU
NEKaApPCTBEHHbLIX CPeacTB NN U3roToBAEHUNA NEKAPCTBEHHbIX NMPENApPaToB anTeé4HbIMKU OpPraHn3aunaAmu,
BETEPUHAPHbIMU aNTEYHbIMN OpPraHn3aunAMn, MHONBNAYaabHbIMU NpeanpunHMmMmatTenamm, MMer LW mMmMmm
TNLUEH3UIO Ha (bapMaLI,eBTM‘-IECKYIO AEeATENIbHOCTb,

14) nekapCTBEHHbIN PACTUTENbHbIN NpPenapaT - NeKAapCTBEHHbIN NpenapaT, NPou3BeAEHHbIN UK
N3roTOBAEHHbIN U3 O4HOTO BMAA EKAPCTBEHHOMO PACTUTENILHOTO CbiPbA AWM HECKONbKUX BUAOB TaKOro
CbipbA 1 peannsyembiii B pachacoBaHHOM BMAE BO BTOPUYHOM (NOTPebuTebCKOM) ynaKoBKe;

15) romeonaTMYecKunin NekapCTBEHHbIN Npenapar - IeKapCTBEHHbIM NpenapaT, NPou3BeAeHHbIN UK
N3roTOB/AEHHbIN M3 papMaLLeBTUYECKON cybcTaHUMM an dapmaLeBTUYECKUX CYOCTaHLMIM B COOTBETCTBUM
c TpeboBaHMAMM 06WMX PapMaKOMNENHbIX CTaTeM K TOMeonaTUYeCKUM JIEKapCTBEHHbIM NpenapaTtam nam
B COOTBETCTBUM C TpeboBaHMAMM ¢apmaKonen CcTpaHbl MPOU3BOAMTENSA TAKOIO JIEKAPCTBEHHOIO
npenapara;

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

16) mexgyHapoaHoe  HenateHToOBaHHOE  HaMMeEHOBaHUE  NEKAPCTBEHHOrNo  cpeacrea -
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HaMMeHOBaHMe AeWcTBylOWEero BeulecTBa ¢dapmaueBTUYeCcKon cybcTaHuMKM, peKkomeHAoBaHHoe
BcemupHOI opraHu3saumeit 34paBooOXpaHeHus;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHME JIEKAPCTBEHHOrO CPeAcTBa - HaMMEHOBaHWE JNeKapCTBEHHOTO
CpeacTBa, MPWCBOEHHOE ero pas3paboTuMkom, JeprKaTenem WAW BAAAENbLUEM PErucTPaLMOHHOro
YAOCTOBEPEHUS IeKapCTBEHHOTO NpenapaTa;

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

17.1) rpynnMpoBoYHOE HAMMEHOBAHWE JIEKAPCTBEHHOTO Mpenapata - HauWMeHOBaHWe
JIeKapCTBEHHOMO NpenapaTta, He UMetoLEero MeXayHapoAHOro HENAaTEHTOBAHHOTO HAaMMEHOBAHUA, UK
KOMOWHaLMM IeKapCTBEHHbIX MpPenapaToB, MCMOJb3yeMoe B Lensx obbeauvHeHUs ux B rpynny nog,
e4MHbIM HaMMEeHOBaHMEM UCXOAA N3 OANHAKOBOFO COCTABA AEMCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

18) o6Lwan papmakoneriHas cTaTbs - LOKYMEHT, YTBEPXKAEHHbIV YNONHOMOYEHHbIM deaepanbHbim
OpraHoOM UCMNOJIHUTENbHOM BIACTU U COAEepXKaliuii NnepeyeHb NokasaTtesei KayecTBa v (MamM) metoaos
KOHTPO/IA KayecTBa KOHKPETHOM /IeKapCTBEHHON (OPMbI, /IEKAPCTBEHHOIO PACTUTENBHOMO CblpbA,
ONMCcaHUA BUONOTNYECKMX, BUOXMMNYECKMX, MUKPOBUMOAOTNYECKMX, USBUKO-XUMUYECKUX, DU3NYECKUX,
XUMUYECKMX M APYrMX METOL0B aHa/nuM3a NeKapCTBEHHOro CpeacTBa, a Takke TpeboBaHMA K
MCnosiblyeMbiM B LENsX MNpoBeAeHMA [aHHOroO aHanuMsa peakTMBam, TUTPOBAHHbLIM PACTBOPAM,
MHAMKaTopam;

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

19) cdapmakoneiiHaa cTaTbl - [AOKYMEHT, YTBEPXKAEHHbIA YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMOAHUTENBLHOM BNACTU M COAEPKALLMIA NepeyeHb NoKasaTe el KauecTsa U MeToA0B KOHTPOoAA
KayecTBa /IeKapcTBEHHOIO CPEeACTBa;

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

19.1) ctaHpapTHble 06pasLbl - BellecTsa, NOCPeACTBOM CPaBHEHUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPO/Ib KayecTBa MCCAeAyeMblX JIEKAapPCTBEHHbIX CPeACTB C MOMOLWb  GUIMKO-XMMUYECKUX U
6M0N0rMYECKMX METOA0B B LLENSAX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeaCTB TpeboBaHMAM
HOPMaTUBHOW AOKYMEHTALMM, YCTAHOBAEHHBIM MPU OCYLLECTBAEHUN FOCYAAPCTBEHHON pPerucTpaumm, u
KOTOpble MNPUMEHAIOTCA ANA KanuMbpOBKM CTaHAAPTHbIX 06pPa3LLOB NPOM3BOAUTENA JIEKAPCTBEHHbIX
CpeacTs, MCNOAb3YEMbIX A5 KOHTPOAA KayecTBa M WMHbIX Lenei npu obpalleHun neKapCTBEHHbIX
CpeacTs;

(n. 19.1 BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

19.2) dapmakonenmHbl CTaHOAPTHbIM obpasel - CTaHAapTHbIA obpaseu, NPou3BeAEHHbIM B
COOTBETCTBMM C papMmaKonenHomn cTaTbel;
(n. 19.2 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20) HOpMaTMBHAaA [AOKYMEHTaUMa - AOKYMEHT, COAEepaluii nepeyeHb onpeaensiembix no
pe3ynbTaTamM COOTBETCTBYIOLIMX IKCMEPTU3 MOKas3aTenel KayecrBa /NeKapCTBEHHOro cpeactsa Ans
MEANLMHCKOTO NPUMEHEHNSA, METOA0B KOHTPOA €ro KauyecTsa U YCTaHOB/IEHHbIN €ro NPou3BoauTeNEM;

21) HOpMaTMBHbIM JOKYMEHT - OKYMEHT, COAEPKALLMNIM NepeyeHb onpegensaemblix No pesyibratam
COOTBETCTBYIOLLMX 3IKCMepTM3 ToKasaTenen KadectBa M (MIM) METOLOB KOHTPOAA  KayecTsa
NleKapcTBeHHOM popMmbl, onmcaHMa BMONOTMYECKUX, BUOXMMUNYECKUX, MUKPOBUONOrNYECKnX, GU3NKOo-
XUMUYECKNX, DUIUYECKUX, XMMMYECKUX M OPYrUX MEeTOL0B aHa/nM3a NEeKapCTBEHHbIX CPeacTB AN
BETEPUHAPHOIO NPUMEHEHUsA, TPeboBaHUA K MCNONb3yeMbIM B LENAX NPOBEAEHUA AAHHOrO aHaAu3a
peakTMBaM, TUTPOBAHHbIM PacTBOPaM, MHAMKATOPAM U YCTAHOBAEHHbIA €ro NPoOn3BoAMTENEM;

21.1) obwmii TEXHUYECKUIN OOKYMEHT - KOMMNAEKT AOKYMEHTOB WU MaTepuasnos, COCTOALWMMA U3
HECKONbKUX  pa3fenoB -  [JOKYMEHTauuMu  aAMUMHUCTPATMBHOTO  XapaKTepa, XMMWUYECKOMW,


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED3DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED5DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED7DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE876310ED9DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE8763109D1DD1DB595012252DD46CCB59050DAC0QDhEK

dapmaLeBTMUECKON W OUONOTMYECKOW AOOKYMEeHTauuu, $apMaKoIorMyeckor, TOKCUKONOTrMYeCcKom
OOKYMEHTaUMKN, KAMHUYECKOW [AOKYMEHTAUUM W NpeacTaBAsembli OAHOBPEMEHHO C 3asiBIEHWMEM O
rocyapCTBEHHON perncTpaummM fNeKapcTBEHHOro npenapata gas MegULUMHCKOrO MNPUMEHEHUs B
dbopmaTe, yCTaHOBNEHHOM YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTEIbHON BAaCTK;

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

22) KayecTBO NIEKAPCTBEHHOIO CPeACTBa - COOTBETCTBME JIEKAPCTBEHHOIO CpeacTBa TpeboBaHUAM
dbapmakoneitHon cTaTb NAMBO B C/lyYae ee OTCYTCTBUA HOPMATUBHOWM AOKYMEHTALMMU UAN HOPMATUBHOIO
AOKYMEHTa;

23) 6e3onacHoOCTb NNEKAPCTBEHHOIO CpeacTBa - XaPaKTEPUCTUKA NEKAPCTBEHHOrNoO CpeacTsa,
OCHOBAHHaA Ha CPaBHUTENIbHOM aHa/In3e ero Bd)d)eKTVIBHOCTVI N PUCKa NPpUYNHEHUNA Bpeda 340P0BbIO;

24) 3¢dEKTUBHOCTb JIEKAPCTBEHHOTO MpPenaparta - XapaKTePUCTMKA CTEMEHW MOOMKUTEIbHOro
B/VAHUA NIEKAaPCTBEHHOrO Mpenapata Ha TeyeHue, MNPOLO/IKUTEIbHOCTb 3abosieBaHUA WAM  ero
npegoTBpaLleHne, peabuamtaumio, Ha COXpaHeHue, NPeAoTBPaLLEHNE UK NpepbiBaHNE BepemMmeHHOCTY;

25) cepuna nekapCrtBeHHOro cpeactea - KOJIMYECTBO /IEKAPCTBEHHOIO Cpeacrea, npon3segeHHoOE B
pe3ynbrtate O4HOro TeXHO/I0NMYECKOro LnKaa ero nponssogutenem,

26) pernctpaumoHHoe yaA0CTOBEepeHME 1eKapCTBEHHOMO NPenapara - 40KYMEHT, MOATBEPKAA 0L
baKT rocy4apcTBEHHON perMcTpaumm NekapcTBEHHOTo Npenapara;

26.1) pepRaTenb UM BRagenel, permcTpaLMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEKAPCTBEHHOIO CPEeACTBA, MNPOU3BOAMTE/Ib JIEKAPCTBEHHbLIX CPEACTB WAM  WHOe
topugmyeckoe nnuo, obnagarollee NPaBom BAALEHUA PEFUCTPALMOHHBIM YAOCTOBEPEHUEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 33 KauecTBo, 3pdeKTUBHOCTb U 6e30MacHOCTb IeKaPCTBEHHOIO NpenapaTa;

(n. 26.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

27) perucTpaumoHHbIi HOMep - Kogosoe 0603HayYeHne, MPUCBOEHHOE IeKapCTBEHHOMY npenapary
Mpw ero rocy4apCcTBeHHON perucTpaumu;

28) obpalweHne NeKapCTBEHHbIX CpeacTB - pa3paboTka, AOKAMHUYECKMEe WccneaoBaHusa,
KANMHUYECKNE UCCNeaoBaHMA, SKCNepTM3a, rocyaapcTBeHHasa perncrTpauma, ctaHaapTM3auma u KOHTPOb
KayecTBa, MPOM3BO/ACTBO, U3rOTOB/IEHUE, XPaHeHWe, NepeBo3Ka, BBO3 B Poccuiickyto deaepaumnio, BbiBO3
n3 Poccuiickoli depepaumm, peknama, OTMYCK, peanusauma, nepegaya, NpUMeHeHUe, YHUUTOXeHue
NIeKapCTBEHHbIX CPeacTs;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbeKTbl 06palleHUs NeKapCTBEHHbIX CPeacTs - ¢usuyeckMe nuua, B TOM 4yucae
WUHAMBUAOYANIbHbIE MPEeaNpPUHUMATENN, U OPUAMYECKME NNLA, OCYLLECTBAAIOWMNE AEATENbHOCTb MpU
06paLleHNn NeKapCTBEHHbIX CPeACTB;

30) pa3paboTumMK NeKapcTBEHHOrO CPeACTBa - OpraHM3aums, obnagatrolLas npaBamm Ha pesyibTaTbl
OOK/NIMHUYECKUX  UCCNeAO0BaHUIA  NEeKapCTBEHHOro  CPeAcTBa,  KAMHMYECKUX  UCCe0BaHWUiM
NleKapcTBeHHOro npenapara u (MAn) Ha TeEXHONOTMI0 MPOU3BOACTBA IeKapPCTBEHHOrO CPeCcTBa;

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

31) npon3BoAacCTBO /IEKAPCTBEHHbLIX CpeacTB - AeATE/NIbHOCTb NO NPOU3BOACTBY J1IEKAPCTBEHHbIX
cpencrts opraHnsaumamm - npons3BoanUTENAMUN NIEKAPCTBEHHbLIX CPEACTB Ha OAHOﬁ CTaann, HECKOJIbKUX
Ny BCEX CTaamnAX TEXHONOTMYECKOIo npouecca, a TakXe Nno XpaHeHUto U peananmsaunn nponsseaeHHbIX
NEKapPCTBEHHbLIX CPeacTs;

31.1) npounsBoAcTBEHHasA NoLAAKa - TEPPUTOPMANbHO 060COBNEHHbIN KOMM/IEKC NPON3BOANTENS
JNIEKAPCTBEHHbIX CPeacTB, NpeAHasHayeHHbI A4a BbINOJIHEHMA BCero npouecca npPou3BOACTBA
JIEKAPCTBEHHbIX CPeACTB UK ero onpeaeneHHon ctaguu;
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(n. 31.1 BBegeH dPesepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

32) npon3sBoanTelb NEKAPCTBEHHbLIX CPEeACTB - OpPraHm3auuAa, ocywecrTBaAalowan nponssoacrtso
NEeKapCTBEHHbLIX CpeacTs B COOTBETCTBUN C TpE6OBaHVI’r'IMVI HacToAwero (De,a,epaanoro 3adKOHa;

33) dapmaLueBTMUECKan AeATENbHOCTb - AeATENbHOCTb, BKAOYaowWwasn B ceba onTosyo TOPros/to
NeKapcTBEHHbIMM CPeACTBaMM, UX XPaHEHWE, NepPeBO3KY U (MM) PO3HUYHYIO TOProB/IO 1EKAPCTBEHHbIMMU
npenapaTtammu, B TOM YMC/ie AUCTaHLMOHHbIM CMOCOBOM, UX OTMYCK, XPaHEeHWe, NePeBO3KY, U3roToBAEHUE
NleKapCcTBEHHbIX NPenapaTos;

(B pen. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHuM3auMa ONTOBOWM TOPrOBAM  NIEKAPCTBEHHbIMW  CpPeacTBaMM -  OpraHusaums,
OCYLLECTB/IAIOLLAA ONTOBYIO TOPrOB/IO JIEKAPCTBEHHLIMU CPEACTBAMM, UX XPAaHEHWe, MepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMM HacToswwero PeaepasbHOro 3aKoHa;

35) anTeyHas opraHusauuAa - OpraHusauus, CTPYKTypHOe nojgpasgeneHve MeanUUHCKON
OpraHM3aumnK, OCyLLECTBAAIOWME PO3HUYHYIO TOProB/O SIEKAPCTBEHHbIMM MpenapaTtamu, B TOM yucne
OVCTaHLMOHHbIM cnocobom, XpaHeHuMe, NepeBo3Ky, M3roTOBAEHWE M OTMYCK NEKAPCTBEHHbIX MPenapaToB
AN MeANLMHCKOTO NPUMEHEHUS B COOTBETCTBUM C TpeboBaHUAMM HacToswero PenepasibHOro 3aKoHa;
(8 pea. PepepanbHbIx 3aKoHOB oT 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHusauma - OpraHWsauma, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OPraHM3auUMm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTamu,
B TOM YMCNE ANCTAHUMOHHBIM CNOCO60M, XpaHEHWE, N3rOTOBAEHME W OTMNYCK NEKAPCTBEHHbIX NpenapaTos
AN BETEPMHAPHOro NPUMEHEHMA B COOTBETCTBUM C TpeboBaHUAMM HacToAwero PeaepanbHOro 3aKoHa;
(8 pen. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudUUMpoBaHHOE  NIEKApPCTBEHHOE  CPEeACTBO -  JIEKApPCTBEHHOE  CpeacTso,
COMNpoBOXAaemoe N0XKHOW MHopmMaLmeit o ero coctase 1 (Man) nponssoanTene;

38) HenobpoOKayecTBEHHOE JIEKAPCTBEHHOE CPeACTBO - JIEKAapCTBEHHOE CPeacTBO, He
cooTBeTCcTBylOlEee TpeboBaHUAM dapmakonelHomn ctatbn AMbo B ciydyae ee OTCyTcTBUA TpeboBaHMAM
HOPMaTUBHOW AOKYMEHTAUMM NN HOPMATUBHOFO LOKYMEHTA;

39) KoHTpadaKTHOE IeKapCTBEHHOE CPeACTBO - IeKapCTBEHHOE CPeACTBO, Haxoasalweeca B 0bopoTe
C HapyLWeHNeM rpakAaHCKOro 3aKoHOA4aTeNbCTBa;

40) [OOKAMHMYECKoe  uccaefoBaHME — NIeKapCTBEHHOro  cpeAactsa - buonorudeckue,
MUKPOBUONOrMYEecKMe, MMMYHONOTMYECKNE, TOKCUMKO/IOrMYeckue, Gapmakonornyeckme, ¢usmyeckue,
XUMUYECKUE U Apyrne nccneaoBaHnsa NeKapCTBEHHOro cpeacTBa NyTeM NPUMEHEHMA HayYHbIX METOA0B
OLLEHOK B LLe/1AIX NOJyYeHUsA fOKa3aTebcTB 6€30MnacHOCTH, KavecTBa U 3pPEeKTUBHOCTU N1EKAPCTBEHHOTO
cpeacTsa;

41) KNMHMYECKOE WCCefloBaHWE /IeKapCTBEHHOro npenapata - M3yyeHWe AMarHOCTUYECKUX,
NleyebHbIX, NpodUNaKTUYECKUX, papMaKoIOrMYEeCKMX CBOMCTB J1IeKApPCTBEHHOro npenapaTta B npolecce
ero NpMMeHeHus y 4YesloBeKa, KMBOTHOrO, B TOM YMC/ie NPOLLECCOB BCAaCbIBAHWA, pacnpeneneHus,
M3MEHEHMA W BbIBEAEHUA, NYTEM MNPUMEHEHMA HAyYHbIX METOAO0B OLEHOK B LENAX NoayyeHun
OOKasaTeNbCcTB 6e30MacHOCTM, KayectBa U 3OPEKTUBHOCTM /IEKAPCTBEHHOrO MpenapaTa, AaHHbIX O
He)KenaTeNbHbIX PeaKkUuMaAX OpraHMama uYesIoBEKa, MKMBOTHOIO HA MPUMEHEHUEe JIEKapCTBEHHOTO
npenapata n o6 adpdeKTe ero B3aUMoOAENCTBUA C APYTMMKW NEKapCTBEHHbIMW npenapatamu u (1am)
MULLLEBLIMM NPOAYKTaMM, KOPMaMU;

42) MHOTOLLEHTPOBOE K/IMHUYECKOE UCCIef0BaHME IeKapCTBEHHOMO Npenapara Ans MeauLMHCKOro
NMPMMEHEHMA - KAMHUMYECKOE WCCAeAOBaHWe JIeKapCTBEHHOro npenapata Ans  MeaMUMHCKOro
npMMeHeHMA, NpoBoaMMOeE pa3paboTUNMKOM JeKapCTBEHHOroO npenapaTa B ABYyX U 6onee MeAMLMHCKNX
OpraHn3aumMax No eanMHOMy NPOTOKOAY KAMHUYECKOrO MCCNeA0BaHNA NeKapCTBEHHOMO Npenapara;
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43) mexayHapoagHoe MHOroueHTpoBOE KIMHNYEeCKoe nccnengoBaHne nekapCrBeHHOro npenaparta
ana MegunumHCKOro npumeHeHumAa - KANMHUM4YeCKoe wuccnegoBaHUe 1eKapCTBEHHOrO npenapata AanA
MeanUNHCKOTo npunmeHeHuna, nposoammoe pa3pa60T‘-IVIKOM NEKAPCTBEHHOIO npenaparta B pas/INYHbIX
CTpaHax no eAMHOMY NPOTOKOJY KNTIMHUYECKOTO UCcnegoBaHMA NeKapCTBEHHOTO nNpenapara,

44) NOoCTPErncTpauMoHHoOe KAUMHUYECKOE WUnccneaoBaHMe NeKapCTBEHHOrNo npenapata  AnA
MeOULMHCKOTO nNpumeHeHnAa - KJAUMHU4YeCKoe uccnenosaHmne NeKapCTBEHHOrNo npenapata  A4naAa
MeaUNLIMHCKOIo NpumMmeHeHunA, NnpoBoanmoe nponssognutenem 1eKapCTtBeHHOro npenapara, Fpa)-l-(p,aHCKVIﬁ
O60pOT KOTOPOTro OCyllecTBnAeTcA nocne I'OCYAapCTBeHHOﬁ perncrtpauunn, B Uenax AonosHUTENIbHOro
c6opa AaHHbIX O ero 6e3onacHOCTU U 3¢¢EKTMBHOCTVI, pacwmnpeHuna NoKasaHui K npUMeHeHNIO AaHHOTO
NEeKapCTBEHHOrIO Npenaparta, a Tak»Xe BblAB/IEHNA HEXENATENNbHbIX peaKu,Mﬁ naumneHToB Ha ero ,CI,EIZCTBME;

45) wuccnepoBaHne 6GMO3KBMBANIEHTHOCTU JIEKAPCTBEHHOrO Mpenapata - BWA  KAMHUYECKOro
nccnenoBaHMA IEKapCTBEHHOIO Npenapara, NpoBeAeHne KOTOpPOro OCyLWecTBAAETCA ANs onpeaeneHuns
CKOPOCTU BCacbiBaHWA U BbIBEAEHWSA OAHOIO0 WM HECKONbKMUX obsiagalolmnx dapmakonormyeckomn
AKTUBHOCTbIO AEWCTBYIOLUMX BELLECTB, KOJIMYECTBA JIEKAPCTBEHHOro npenapaTta, AOCTUraloWero
CMCTEMHOIO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro NO3BOJIAKOT CAENMaTb BbiBOA O OGMO3KBUBANEHTHOCTU
BOCMNPOM3BEAEHHOIO NEKAPCTBEHHOIO NpenapaTa B onpeaeieHHbIX 1IeKapCTBEHHOM dopmMe 1 [03MPOBKE,
cooTBeTCTBYOWMX hopme U 103MPOBKe pedepeHTHOro NeKAPCTBEHHOro NpenapaTa;

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

46) wuccnepoBaHWe TepaneBTMYECKOW 3SKBMBAJIEHTHOCTU JfIEKAapCTBEHHbIX NpenapaTos - BUA
KAMHNYECKOro UCCNel0BaHUA IEKAaPCTBEHHbIX NpenapaTos, NPoBeAeHMe KOTOPOro OCyLLecTBaAAeTca ANA
BbIABNEHNA OAMHAKOBbIX CBOMCTB /IeKapCTBEHHbIX NpenapaTos onpeaeneHHol NeKkapcTBeHHON GopMbl, a
TaK»Ke HaMuma oAMHaKoBbIX MOKa3aTeneit 6e3onacHOCTU U 3GPEKTUBHOCTU TIeKapCTBEHHbIX NPenapaTos,
OZIMHAKOBbIX KIMHUYECKMX 3PPEKTOB NPU UX MPUMEHEHUMU;

47) NpOTOKOAN KAMHUYECKOro UCCNe0BaHUA NeKapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaensaoTca uenn, Gopmbl OpraHn3aLmmn U MeTogoN0rna NPoBeaeHNA KAMHUYECKOro uccneoBaHums,
CTaTUCTMYECKME meTodbl 06paboTKM pe3ynbTaToB TAaKOro MCCAefoBaHMSA M Mepbl Mo obecnedyeHuto
6e30nmacHOCTM GU3MYECKMX NIML, YYaCTBYIOLWMX B KJAMHUYECKOM WCCAeA0BaHWMM /IEKapCTBEHHOIO
npenapara;

48) 6polutopa UccneaoBaTesisa - CBOAHOE U3/I0XKeHWe pPe3ybTaToB AOKAMHMYECKOro UCCiea0BaHuUA
NEeKapCTBEHHOTO CpeAcTBa WM KAMHMYECKOro UCCAeA0BaHWA /IeKapCTBEHHOro npenapata  Ans
MEAMNLMHCKOro NPUMEHEHUS;

49) MHGOPMALMOHHBIV IUCTOK NALMEHTA - OKYMEHT, B KOTOPOM COZEPHKaTcA B AOCTYNHOM popme
CBEAEHMSA, KacaloWwmeca NPoBOANMOrO KAMHMYECKOrO UCCNeA0BaHNA JIeKapCTBEHHOro npenapaTa, U B
nUcbMeHHON popme A06POBONLHOE COornacue NauMeHTa Ha yvyacTve B KAMHWYECKOM McCnefoBaHuu
NeKapCcTBEHHOTO npenapaTa Mnoc/iie 03HAaKOMEHUA C O0COBEHHOCTAMM KAMHMYECKOro WMCCaefoBaHuUsA,
MMEIOLWMNMM 3HaYEHUE A9 BblPAXKEHUA TaKOTo Cornacus;

50) nobouyHOoe paeNcTBME - peakuMAa OpraHuM3ma, BO3HMKLIAA B CBA3U C NPUMEHEHUEM
JIEKAPCTBEHHOrO npenapata B A03aX, PEKOMEHAYEMbIX B WMHCTPYKUMM MO ero npumeHeHuw, Ans
NPodUNAKTUKM, ANATHOCTUKM, NeveHns 3aboneBaHma Uaun ana peabmantaumm;

50.1) He)KenaTenbHasa peakumsa - HenpegHamepeHHasa HebnaronpusaTHas peakuua OpraHM3ma,
KOTOpasa MOXKeT bbITb CBA3aHa C MPUMEHEHNEM NEeKAPCTBEHHOIO NpenapaTa;
(n. 50.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexenaTes/ibHas pPeaKkuus - HexesnaTesbHasa peakuus OpraHM3ma, CBA3aHHas ¢
NMPMMEHEHMEeM NIeKapCTBEHHOro NpenapaTa, NpuBeAwas K CMepT, BPOMKAEHHbIM aHOMaAMAM WU
nopoKkam passutua Anbo npeacTaBaAloWas cobo yrposy »KU3HW, Tpebytowas rocnuTanmsaumm uam
npusBeAaLlasn K CTOMKOM yTpaTe TPyA0CNoCOOHOCTU U (MN) MHBAaAWAHOCTY;
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52) HenpeaBUAEHHANA HeenaTe/ibHaA peakuma - HexkenaTe/bHaA peaKkuusa opraHusma, Kotopas
CBA3aHa C NPUMEHEHMEM JIEKapCTBEHHOrO Mnpenapata B [03aX, PEKOMEHAYeMbIX B MPOTOKO/E €ero
KAMHMYECKOro uccnenosaHua, 6polutope uccneaosatena, WAM C NPUMEHEHWEM JIeKapCTBEHHOMO
npenapata B [03aX, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro MPUMEHEHMIO ANA MNPOPUNAKTUKM,
ANarHOCTMKM, fledeHmns 3aboneBaHusa namM MeauuUMHCKON peabuamtaummn naumeHTa, U CyLHOCTb, TAXECTb
NN UCXOh, KOTOPON He COOTBETCTBYET MHGOPMALMM O IEKapCTBEHHOM Mpenaparte, CoAepsKalleinca B
MPOTOKOME €ro KAMHUYECKOro uccneaoBaHua, 6poluope uccnenoBaTeNa MAM B MHCTPYKUMWM MO
NPMMEHEHWIO JIeKapCTBEHHOro Npenapara;

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

52.1) dapmakoHaa3op - BUA, AEATENBHOCTU MO MOHUTOPUHTY 3bPEKTUBHOCTM U Be3onacHOCTU
NIEKapCTBEHHbIX MNpPenapaTtoB, HanpaB/eHHbIW Ha BbIAB/MIEHME, OUEHKY W  nNpegoTBpalieHue
He)KenaTeNbHbIX NOCNeaCTBUI NPUMEHEHMA IEKAPCTBEHHbIX NPEMNApaToB;

(n. 52.1 BBegeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

52.2) nnaH ynpaBneHua puckamu - noapobHoe onucaHue meponpuaTMii no dbapmakoHagzopy,
HanpaB/IEHHbIX Ha BbIABAEHWE, OLEHKY U NpefoTBpalleHe UM MUHUMU3ALMIO PUCKOB, CBA3AHHBIX C
NIeKapCTBEHHbIMM NpenapaTamm, BKAOYAA OLLEHKY 3GPEKTUBHOCTU AaHHbIX MEPONPUATUIA;

(n. 52.2 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

53) peuenT Ha NeKapcTBeHHbIV NpenapaTt - MeAUUMHCKUI [OKYMEHT YCTaHOBJIEHHON $OopMbl,
codepKallmMii HasHavyeHWe JIeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro NMPUMEHEHUs, BblAaHHbIN
MeAULMHCKMM paboTHUKOM B LEeNsX OTNyCKa /IeKapCTBEHHOro npenapaTta WM ero U3roToB/IEHMA U
OTNyCKa Ha BymaKHOM HOCUTeNe UAK C cornacua nauMeHTa UAK ero 3aKoHHOro npeacTaBuTens B popme
3/IeKTPOHHOIO [AOKYMEHTa, MOAMMCAHHONO C WCMO/Ib30BAaHUEM YCUNEHHOW KBanudUUMPOBaAHHOM
3/IeKTPOHHOM NoAMUCU  MeAUUMHCKOro paboTHMKa, /MO0 AOKYMEHT YCTAHOBNEHHOM GOopMbl,
coAeprKallMn Ha3HAYeHWe NEeKapCTBEHHOroO NpenapaTta ANa BeTepUMHapPHOro NPUMEHEHMUA, BblAaHHbIV
cneyMannuctom B 061aCcTUM BeTepUHaApUKM B LENsSX OTMYCKa JIeKapCTBEHHOro npenapata WMAM ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

(B pea. PepepanbHbix 3akoHOB OoT 29.07.2017 N 242-$3, o1 02.08.2019 N 297-93)

54) TpeboBaHWe MeAMUMHCKOW OpraHusauuu, BeTepMHApPHON OpraHuM3aumMmM - LOKYMEHT
YCTAHOBNEHHOM GOpPMbI, KOTOPbIW BbIMMCAH MEAULNHCKUM PabOTHUKOM MU CheumnanmcTom B obnactu
BETEPMHAPUMU, UMEIOWMMM Ha 3TO NPaBO, U COAEPKUT B NMUCbMEHHOW GOpme yKasaHMe anTeyHoM
OpraHM3auum Uan BETEPUHAPHOM anTeYHOM opraHmnsaumnm ob oTnycke SIEKapCTBEHHOIO Npenaparta Uan o
€ro M3roToB/JieHUN U 06 OTNyCcKe Ana obecnevyeHns neyebHOro npouecca B MeANLMHCKON OpraHM3aumu,
BETEPUHAPHOW OpraHu3auuu;

(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

55) KOMMN/EKCHas OLEeHKa JIeKapCTBEHHOro npenapaTa - OLEHKa 3aperMcTpupoBaHHOro
NeKapcTBEHHOTO NpenapaTa, BKAoYalowas B cebs aHann3 MHPOpPMaLUmM O CPAaBHUTENbHOMN KIMHUYECKOM
3bPEKTUBHOCTM M HE30MACHOCTU IEKAPCTBEHHOTO NpPenapaTa, OLEeHKY SKOHOMUYECKUX NOCNEeACTBUIA ero
NPUMEHEHUA, U3yYeHUe AONONHUTE/bHbIX NOCNEACTBUA NMPUMEHEHWA JIEKAPCTBEHHOro npenapaTta B
Lenax MPUHATAA pPeleHUit O BO3MOMKHOCTM BK/OYEHWS JIEKAPCTBEHHOro npenapata B MepeyeHb
KU3HEHHO HEeOobHX0AMMBIX U BarKHENLIMX IeKapCTBEHHbIX MPEnapaTos, HOPMaTMBHbIE MPABOBbLIE aKTbl U
WHble JOKYMEHTbI, Onpeaenatowme nopaaoK oKasaHUsa MeauLMHCKOW NOMOLLM, AN UCKIOYEHMWS €ro 13
YKa3aHHbIX NePEeYHs, aKTOB U JOKYMEHTOB;

(n. 55 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

56) cuctema MOHMTOPUHTA [ABUMKEHWS JIEKAPCTBEHHbLIX MpenapaToB An8 MeAMLMHCKOro
npumeHeHuns - deaepanbHaa rocygapcrBeHHas MHOOPMAUMOHHAA CUCTEMA MOHMUTOPUHIA ABUMKEHUSA
JIEKAPCTBEHHbIX MpenapaTtoB A1 MeAMUMHCKOrO MNPUMMEHEHMA OT MNPOU3BOAUTENSA A0 KOHEYHOro
notpebuTena C WCNONb30BaHMEM B OTHOLIEHMU NEKAPCTBEHHbIX MNpenapaTtoB AnA MeAULMHCKOro
NPUMEHEHNSA CPeACTB naeHTUOMKaLMN.

(n. 56 BBegeH PenepanbHbiM 3aKkoHOM OT 28.12.2017 N 425-03)
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nasa 2. NOIHOMOYUA GELQEPA/IbHBIX OPTAHOB UCMONTHUTENILHOW
B/IACTWU, OPTAHOB UCNO/IHUTE/NIbHOM BNIACTU CYBbEKTOB POCCUMCKOM
OEAEPALIMU NPU OBPALLEEHMUN NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouua deaepanbHbIX OPraHOB MCMOJIHUTENbHOW BAACTU Npu obpaweHuun
NIeKapCTBEHHbIX CpeacTs

K nonHomouunam d)ep,epaanblx opraHoB WUCNONHUTENbHOW B/1ACTH npu O6paLIJ,EHI/IVI NEKAPCTBEHHbIX
cpencTs OTHOCATCA:

1) nposeseHune B Poccuiickoit dPepepaumm eguHON rocyaapCTBEHHOW MOMUTUKKM B obnactu
obecneyeHus NeKapcTBEHHbIMM NpenapaTamm rpaxagaH B Poccuiickol ®egepaumu;
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwux dapmakonerHbix cTaTel, ¢apMaKonenHbiXx CcTaTel, u3gaHue
rocygapcTBeHHoM dapmakoneu, co3gaHme 1 BegeHue peectpa papmakonemHbliX CTaHAaPTHbIX 06pasLLoB;
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywiecTBNeHNe rocysapcTBEHHOIO KOHTpPOAs (Hagsopa) B chepe obpalieHUsa IeKapCTBEHHbIX
CpeAacTs;
(8 pen. PepepanbHOro 3akoHa ot 25.06.2012 N 93-d3)

4) nueH3npoBaHe Npon3BoacTBa 1IEKAPCTBEHHbLIX CPeACTB U d)aplv\au,eBTqucr(oﬁ AeATENbHOCTU
B COOTBETCTBUU C 3aKOHO4ATE/IbCTBOM Poccuiickoi CDep,epau,MM;

5) opraHusaums 3KCNepTM3bl /IEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNepTM3bl BO3MOMKHOCTM
npoBefeHMA  KAMHUYECKOTO WUCCNAeN0BAHUA  IEKApCTBEHHOrO npenapata  Ana  MeAUUMHCKOro
NPMMEHEHUNA, 3KCNEPTM3bl AOKYMEHTOB, MPEACTAaB/IEHHbIX AN1A OnpeaeneHns BO3MOXKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM npenapaT Aas MeAMUMHCKOTO MPUMEHEHUA MNPU rocyAapCTBEHHOM
perncTpaunmn B Kayectse oppaHHOrO NEKAPCTBEHHOIO Npenapara;

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

5.1) opraHusauMa nNpoBeAEeHMA KOMMNEKCHOW OLLEeHKM JIeKapCTBEHHOro MnpenapaTta B Lensx
NPUHATUA PELIeHUA O BO3MOMKHOCTU BK/IKOUYEHUA SIEKAPCTBEHHOrO npenapata B MepeyeHb KU3HEHHO
HEOBXOAMMbBIX W BaXKHEWMLUMX NIeKAPCTBEHHbLIX MPEenapaTtoB, HOPMAaTMBHblE MPABOBbIE aKTbl M WHbIE
OOKYMEHTbI, onpeaensiowmMe MnopAAoK OKasaHUA MeAMUMHCKON NOMOLLM WKW UCKAKOYEHUA ero us
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

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

6) BblAaya paspeLleHunii Ha NpoBeaeHMe KNMHUYECKUX UCCNeA0BaHUI NeKapCTBEHHbIX NPenapaTos,
BeAeHMe peecTpa BblAaHHbIX paspelleHnin Ha NpoBeaeHne KAMHUYECKUX UCCNe0BaHMI NeKapCTBEHHbIX
npenaparos;

7) rocymapcTBeHHas pernctpauma NeKapcTBeHHbIX NpPenapaTtos, BejeHWe rocyaapCTBEHHOro
peecTpa 1eKapCTBEHHbIX CPeACTB;

8) opraHusaums u (Mn1) NnposeaeHNe MHCNEKTUPOBaHMA CybbeKTOB 06pallleHNA IeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME NpaBUAam Hagexalen nabopaTopHOW NPaKTUKK, NpaBUAaM Haanexallel
KAMHUYECKOW NPaKTUKKM, NpaBuUaam Hagaexallen NPakTUKU XpaHeH A U NepeBo3KU 1IeKapCTBEHHbIX
npenapaTtos, NpaBMAam Hagaexalen AUCTPUObIOTOPCKON NPaKTUKK, NPpaBMaam HagaexKallen anTeyHon
NPaKTUKY;

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

8.1) opraHusauma u (unm) npoBegeHe MHCNEKTUPOBAHNA CybbeKTOB 06paLLeHMsA NEKAaPCTBEHHbIX
CPeAcTB Ha COOTBETCTBME TPeboBaHMAM MPaBuA Hag/exalleil NPoM3BOACTBEHHOM NPaKTMKM, Bblgaya
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3aK/HOYEHUA O COOTBETCTBMM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM MpaBuA
Haga/erKalle NPon3BOACTBEHHOM MPAKTUKMY;
(n. 8.1 BBegeH ®eanepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOBNEHMe MOpPsAKA BeLeHWA W BeLeHWe roCyLapCTBEHHOrO pPeecTpa 3aK/YeHuid o
COOTBETCTBMM  MPOU3BOAUTENSA  JIEKAPCTBEHHbIX CPeacTB  TpeboBaHMAM MpPaBWA  HaZneallen
NPOM3BOACTBEHHOM MPAKTUKY;

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

9) rocymapcTBeHHas perucTpauus  npefenibHbiX  OTMYCKHbIX LEH Npou3BoAuTenei Ha
NeKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeYeHb KMU3HEHHO HeoBXOAMMbBIX U BarKHEWWWMX
NeKapcTBEHHbIX MPenapaTos, M BeAeHWe roCyAapCTBEHHOro peectpa npeaesbHblX OTMYCKHbIX LeH
npousBoauTeNei Ha 1eKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NEepeYeHb KU3HEHHO HEOHX0AMMBbIX U
BaKHEMLWMX NeKapCTBEHHbIX MPenaparos;

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PeELIEHN OPraHOB UCMOIHUTENBHOM BNACTU CybbeKTOB Poccuitckol
denepauyn 06 yCTaHOBAEHUU U (MNIM) U3MEHEHWMM MpPEAE/IbHbIX Pa3MepoB OMTOBbIX HAAOABOK U
npefenbHbIX Pa3MepoB PO3HUYHbIX HaAHaBOK K (PaKTUYECKMM OTMYCKHbIM LEHaM, YCTAaHOB/IEHHbIM
NpPou3BOAUTENAMM JIEKAPCTBEHHbIX MPENnapaTtoB, Ha JIEKAapCTBEHHble MNpenapaTtbl, BKJOYEHHble B
nepeyvyeHb XU3HEHHO HGO6XOAMMbIX U BaXKHeMLWmnx NNeKapCTBEHHbIX MPenapaTos,

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

10) Bblgaya, yCTaHOB/eHWE MNOPAAKA Bbl4auyM pPaspelleHnna Ha BBO3 KOHKPETHOW napTuu
NeKapcTBEHHOTO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, ycTaHOBAEHWE NOPSAAKA BblAaun U GOPMbl AOKYMEHTa, KOTOPbI NOATBEP}KAAET, UYTO
NpPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata Aas MEeAUUMHCKOTO MPUMEHEHUA OCyLLecTB/eHO B
COOTBETCTBMM C TpeboBaHMAMM NpPaBUA HaANEXKalen NPOU3BOACTBEHHOM MNPAKTUKM UAM  YTO
JIEKAPCTBEHHbIN MpenapaT A/ BETEPUHAPHOro NMpPUMEHEeHMa AonyuweH K obpauieHuto B Poccuiickoi
depepaunn, n NOANEKUT NPeACTaBAEHUIO NO TPebOBaHMIO YNONHOMOYEHHOIO OpPraHa CTPaHbl, B KOTOPYHO
BBO3WUTCA JIEKAPCTBEHHbIM Npenapar;

(n. 10.1 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pes. PegepanbHOro 3akoHa ot
02.08.2019 N 297-93)

10.2) Bblaaya, ycTaHOB/IeHWE NopAAKa Bblgaun 1 GOpmMbl AOKYMEHTA, COAEPKALLLErO CBEAEHMA O
CTagmAx TeXHONOrM4YecKoro npouecca NpPou3BOACTBA JIEKAPCTBEHHOINO CpeacTsa ANA MegUUMHCKOro
NPUMEHEHWNSA, OCYLLECTBAEMbIX Ha TeppUTOpPUKN EBPa3nINCKOro SKOHOMNYECKOTO COt033a;

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

11) co3gaHuMe coBETOB NO BOMNPOCAM, CBA3aHHbIM C 0bpalLleHMeM SIeKapCTBEHHbIX CPeACTB;
12) atTectauma n cepTuduKauma cneumanmnctos;
13) ytpatun cuny c 1 ceHtabps 2013 roga. - PeaepanbHblit 3akoH oT 02.07.2013 N 185-3;

14) ocywectBneHne papmakoHaa3opa;
(n. 14 B pea. PepepanbHoOro 3akoHa or 22.12.2014 N 429-93)

15) yyacTue B MeKAyHapoOgHOM COTPYAHUYECTBE;

16) nonyyeHne nNo 3anpocam ynoaHOMOYEeHHOro ¢eaepanbHOro opraHa UCNOAHUTEIbHON BNACTU
OT OPraHoB WCMOJHUTENbHOM BAACTU cybObeKTOB Poccuiickoit Pepepaummn, a TakKe OT CyObHEKTOB
obpaleHns neKapcTBEHHbIX CPeacTB AN MeAMUMHCKOro npumeHeHuMs MHbopmaumMm No Bonpocam
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YCTAaHOB/IEHUA N NPUMEHEHUNA LEH Ha /IEKAPCTBEHHbIE NpenapaTbl U HaA6aBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHuMe 3aKoHoaaTenbcTBa Poccuiickoin
depepauny;

18) vyTBepKAeHMe npaBun Haanexauen nabopaToOpHOM MPaKTUKK, MPaBWUA  Haa/iexallen
KNAMHUYECKON MPaKTUKKM, NPaBUA HaA/NerKalleld Npou3BOACTBEHHOW MPAKTUKM, NPABUA HaaaexKallein
NMPaKTUKN  XpaHEHWA W NepeBO3KM  JIEKAPCTBEHHbIX  MPenapaTosB, MpPaBuA  HaAJjeKallen
OUCTPUBLIOTOPCKOM MPaKTUKKM, MPaBWU HaZ/iexallen anTedyHoM MpPaKTUKM, MpaBu  Haasiexallen
NPaKTMKM GpapMaKoHaA30pa IEKAapPCTBEHHbIX NPenapaTos A1 MeANLNHCKOrO NPUMEHEHUS;

(n. 18 BBeaeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19) yctaHoBNeHWe nopsAaka GOPMUPOBAHUA PErUCTPaALMOHHOIO A0Cbe Ha JIeKapPCTBEHHbIN
npenapar n TpeboBaHUI K 4OKYMEHTaM B ero COCTaBe;
(n. 19 BBegeH PepepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-03)

20) yTBEpKAEHUE NPaBMA PaLMOHaNbHOIO BbibOpa HaMMEHOBaHMUI NIEKAPCTBEHHbIX NpenapaTos
ONA MeANUMHCKOrO NpMMeEHeHUs;
(n. 20 BBegeH PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

21) yTBEpKAEHME NEePEeYHA HAMMEHOBAHWUI IeKAPCTBEHHbIX GOpPM;
(n. 21 BBeageH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PeaepanbHbiit 3aKoH oT 27.12.2019 N 475-93;

23) yTBEpKAEHUE TPEOOBAHUI K UHCTPYKLMM MO MEAULMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHbIX
nNpenapaToB M K MHCTPYKLMM NO BETEPUHAPHOMY MPUMEHEHMUIO NEKAPCTBEHHbIX MPenapaTos;
(n. 23 BBegeH PegepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-03)

24) NpUHATUE pelleHUi, ABNAIOWMUXCA OCHOBAHUAMW ANA BKAOYEHMA AOMEHHbIX UMEH U (Man)
yKasaTenenm CTpaHuL, cakToB B MHPOPMALNOHHO-TENEKOMMYHUKALMOHHOM ceTn "UHTepHeT", a TaKxKe
CETEBbIX AAPECOB B €AMHYI0 aBTOMATM3UPOBAHHYID WMHPOPMAUMOHHYIO cucTemy "EAMHBIA peecTp
OOMEHHbIX WMMEH, yKasaTeneW CTpaHWuy, CamToB B WMHPOPMALMOHHO-TENEKOMMYHWKALWMOHHOM CeTH
"MIHTepHeT" W ceTeBbIX afpPecoB, MNO3BONAKOWMX MAEHTUPUUMPOBATL CalTbl B MHGOOPMALMOHHO-
TENeKOMMYHMKaLMOHHOM ceTn "UHTepHeT", cogepalme nHGopmMmaLmto, pacnpocTpaHeHUE KOTOPOM B
Poccuiickoit Pepepaunmn 3anpeweHo", B OTHOWEHUM MHOPMALMK, COLEPKALWEN NPeLNOKeHUE O
PO3HMYHOW TOProsae NEKAPCTBEHHbIMW MpPenapaTtamu, B TOM YUCAE AUCTAHLMOHHbIM CMOCO6OM,
PO3HUYHAA TOProBAA KOTOPbIMW OFpaHMYeHa WAM 3anpelleHa B COOTBETCTBMM C  HACTOAWMM
depepanbHbIM 3aKOHOM, U (MAK) MHPOPMALMK, coaepKalLeh NPeasoXKeHne o PO3HUMYHOM Toprosae
NeKapCTBEHHbIMM MpenapaTtamu, B TOM 4Yucae AUCTAHLMOHHBIM CNOCOBOM, ANLAMM, HE MMEIOLMMMU
JIMLLEH3UN W pa3pelleHnA Ha OCYLLEeCTB/IEHME TaKOW AEeATEe/IbHOCTU, €CAU MNOJIyYEHWE NIULEH3UN U
paspeLlleHmns NpeayCcMOTPEHO 3aKOHOAaTeIbcTBOM 06 obpallieHMM 1eKapCTBEHHbIX CPeACTB;

(n. 24 B pep. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblaaya paspelleHnin Ha BBO, B rpaXaaHCKMIA 060pOT MMMYHOBUONOTMYECKUX NEKAPCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PepepanbHbiMm 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlAOC: NprMeYaHume.

Ct. 5.1 pacnpocTpaHAeTca Ha NMOJHOMOYMA, KOTOpble He MnepefaHbl ANA OCYLEeCTBAeHMA OpraHam
rocy4apCTBEHHOM BNACTU CyObeKTOB PO 1M opraHam mMecTHOro camoyrnpaB/ieHUA COOTBETCTBYOLWMMM
depepanbHbiMK 3akoHamm (3 ot 13.07.2015 N 233-93).

Cratba 5.1. Mepeaaya ocywecTsneHUs NoJHOMOUYMA depepanbHbIX OpPraHOB UCNONHUTENIbHOM
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BNAaCTM npu 06palLeHUM NeKapCTBEHHbIX CPeAcTB OpraHam MCNOJIHUTENbHOUM BAacTu cyb6beKkToB
Poccuiickoin depepaumnmn
(eBepeHa PeaepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)

MonHomouus dpeaepanbHbIX OPraHOB UCMONHUTENbHON BAACTU NPU 0BpaLLLEHUM NTEeKAPCTBEHHbIX
cpeacts, npeaycMoTpeHHble HacToAawmMm @degepanbHbiM  3aKOHOM, MOTYT MepeaaBaTbcA AN
OCYLLECTB/IEHMA  OpraHam  UCMNOJIHATENbHOW  Bnactu  cybbekToB  Poccuiickoit  depepaummn
noctaHoBneHnamu MpasuTtenbcTBa Poccuiickoli Pepepaunn B nopsake, yctaHosieHHoM defepanbHbim
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-®3 "0O6 06LWMX NPMHUMNAX OPraHM3aLMM 3aKOHOAATENbHbIX
(npeactaBuTeNbHbLIX) U UCNONHUTE/NbHBIX OPraHOB rOCyAapCTBEHHOW BAacTU cybbeKToB PoccuidcKol
depepaunn'.

CtaTbA 6. MoNHOMOUYMNA OPraHOB UCNOIHUTENbHOM BNacTU cybbekTa Poccuiickon Peaepauun npu
06paLLeHUN NeKapCTBEHHbIX CPeacTB

K nonHomoumsm OpraHoB WCMOAHUTENbHOM BnacTM cybbekta Poccuitickon Peaepauyumn npu
0b6paLLeHMM TIeKapPCTBEHHbIX CPEeACTB OTHOCATCA:

1) paspabotka W peanusaumsa  PerMoHaibHbIX Mporpamm obecrnedveHUa  HaceneHus
JIeKapCTBEHHbIMM NpenapaTamu;

2) ycTaHOBAEHME npeae ibHbIX Pa3MepoB ONTOBbIX HaA6aBOK U Npeae/ibHbIX Pa3MepPOB PO3HUYHbIX
Hafnb6aBOK K (aKTMYECKMM OTMYCKHbIM LEeHaM, YCTaHOBAEHHbIM MPOU3BOANTENAMMN JIEKAPCTBEHHbIX
npenapaToB, Ha JIeKAapCTBEHHblE MPenapathbl, BK/AKOYEHHble B MepedYeHb KU3HEHHO HeobxoauMbIX U
Ba*KHEMNLLMX IeKapCTBEHHbIX NpenapaTos;

3) ocyuwecTBieHMe pPEernoHanbHOro roCyAapCTBEHHOrO KOHTPOAS 3a MPUMEHEHMEM LEH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAIOYEHHble B MNepevyeHb KM3HEHHO HeOOXOAMMbBIX W BAXKHEMNLIMX
JIeKAPCTBEHHbIX MNpenapaToB, OpraHW3auMAMM OMNTOBOM TOPrOBAW JIEKAPCTBEHHLIMU CPEACTBAMM,
anTeYHbIMW OPraHU3aLMAMMU, UHAMBUAYANbHBIMA MNPEANPUHUMATENSIMUN, UMEOLLMMU JIMLLEH3UIO HA
bapMaLEeBTUYECKYIO AEeATENbHOCTb, MEAUUMHCKMMWU OPraHmM3aumsaMn, UMEWMMN  NIMLEH3UI0 Ha
bapmaLEeBTUYECKYIO AeATENbHOCTb, M WX 0060COBNEHHbIMW MoApasaeneHuaMn (ambynatopusamm,
denbgluepckumn 1 penbalepcKo-aKkyLepCKUMM  NMYHKTaMK, UeHTpamu (oTaeneHvamu) obuiei
BpayebHol (cemeliHOM) MpPaKTUKK), PACMNONOXKEHHbIMU B CENbCKUX HAceNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3aumy;

(8 pea. PepepanbHbix 3aKOHOB OT 25.06.2012 N 93-d3, 01 27.12.2019 N 475-03)

4) npuHATME pelleHna 06 MCNONb30BAHUKU HA TeppuTopuM cybbekTa Poccuiickoit degepaumm
Hapsady C peuenTamyM Ha JieKapCTBEHHble npenapatbl, 0GOPMIEHHbIMM Ha OymaKHOM HocuTene,
peLenToB Ha JIeKapCTBEHHbIe NpenapaTbl, CGOPMMUPOBaAHHbIX B GOPME 3NEKTPOHHbIX LLOKYMEHTOB.

(n. 4 BBegeH ®epepanbHbiMm 3aKoHOM 0T 29.07.2017 N 242-03)

Fnasa 3. TOCYAAPCTBEHHAA ®APMAKOMESA
CraTtba 7. Pa3paboTka u nspgaHue rocyaapcrseHHoin papmakoneun, pasmelleHme gaHHbIX O HEN

1. Mopa rocypapcTBeHHOM dapmakoneen MOHUMAETCA CBog 06LWMX dapmaKonenHblX cTaTeir u
dapmaKonelnHbIx cTaTen.

2. Paspabotka obwux d¢apmaKonemHbix cTaTem M dapmaKonerHbix cTaTteil, B TOM 4ucne
dapmaKoneliHbix cTaTeld Ha ¢dapmakoneiHble CcTaHAapTHble o6pasubl, W BK/AKOYEHME UX B
rocyapcTBeHHyto ($apmaKoner OCyWecTBASIOTCA B MOPAAKE, YCTAHOB/IEHHOM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTMU.

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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3. PaspaboTka dapmakoneinHol ctaTb Ha pedepeHTHbIN 1IeKapCTBEHHbIM NpenapaT U BKAOYeHNe
ee B rocyJapCTBEHHYO ¢dapmMaKonel B TeYEHME CPOKa AeNCTBUA 3alMTbl MCKNHOYMTE/NIbHOTO MpaBa,
YAOCTOBEPEHHOTO MaTEHTOM Ha pedepeHTHbIM IeKapCTBEHHbIV NpenapaT, oCyLecTBAATCA C COracus
ero paspaboTymkKa.

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

4. TocypapcTBeHHasa ¢dapmakones W34aeTcs  YNOAHOMOYEHHbIM denepanbHbiM  OpraHoOM
NCMNONHUTENbHOW BNACTU 3a CYET cpeacTs deaepanbHoro 61oaxKeta v NOANEKUT NepensgaHmam He pexe
yeM OOMH pa3s B MATb NET, B NEpPUOA, MeXAYy KOTOPbIMW M34Al0TCA NPUIOXKEHUA K FOCYAapPCTBEHHOM
dapmakonee, cogeprkawme obwme dapmaKkoneinHble cTaTbM W (MAK) dapmaKonenHble CTaTby,
yTBEPKAEHHbIE NOC/e U34aHUA UK Nepen3gaHua rocyaapcTBeHHo dapmakonen.

5. YNo/HOMOYEHHbI deaepanbHblit OopraH MCNOAHUTENbHON BAACTU PasMelLaeT AaHHble o
rocyAapcTBeHHoM papmaKonee 1 NPUAOKEHUAX K Hel Ha cBoem oduLManbLHOM calite B ceTv "UHTepHeT"
B YCTaHOB/IEHHOM MM NopAaKe.

Mnasa 4. FOCYAAPCTBEHHbIA KOHTPO/1b MPU OGPALLEHUU
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3npoBaHWe NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB U ¢dapmaueBTUYECKOU
[EeATEeNbHOCTU

1. InueH3npoBaHMe NPOM3BOACTBA IEKaPCTBEHHbIX CPEACTB U hapMaLeBTUYECKON AeATEIbHOCTU
OCYLILECTB/IAGTCA B COOTBETCTBMM C 3aKOHOJaTe/IbCTBOM Poccuiickoi deaepaumm.

2. O6asaTenbHbIM YC/NOBMEM NPEAOCTaBNEHMA JIMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA NMPUIONKEHUE K 3aAB/IEHNIO COUCKATENA IMLEH3MU NEePeYHs EeKapCTBEHHbIX GOpPM U
(nnn) BupgoB dapmaueBTMUECKUX cybCTAaHLMI, KOTOpble MPOM3BOAMTENb NIEKAPCTBEHHbLIX CPeacTB
HaMepeH NPOU3BOAUTD.

3. B ciyyae HeOBXOAMMOCTM paclIMpPEHUA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
JIEKapCTBEHHbIX GOPM U BUAOB papmMaLLEBTUYECKUX CYOCTaHLMIN NPOMN3BOAUTE b IEKAPCTBEHHbIX CPEACTB
OOJIKeH NepeodopMUTb INLLEH3IUIO Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

4. InueHsns Ha NPOU3BOACTBO JIEKapCTBEHHbIX cpeacTs (bapmaleBTUYecKol cybcTaHLmMm cnnpTa
3TUNIOBOro (3TaHoNa) BbIZAETCA MPWU YCAOBMM HaAMUYMA Yy OpraHWsauuM Ha npaBe COBCTBEHHOCTY,
X03AMCTBEHHOIO BEAEHMA UM ONEPATUBHOIO YrNpPaBAEHNA OCHOBHOMO TEXHO/IOMMYECKOro obopyaoBaHUA
ONAa NpoOM3BOACTBA 3STWJ/IOBOTO CMMPTA, 3apermcTpMpoBaHHOrO B COOTBETCTBMM €O cTatben 14.1
depepanbHOro 3akoHa ot 22 Hoabps 1995 roga N 171-®3 "O rocypapCTBEHHOM peryaMpoBaHUM
npou3BoAcTBa U 060pOTa 3TUAOBOFO CMAMPTA, aAKOTrOJIbHOM W CNMPTOCOAEP KALLEA NPOAYKUMM M 06
orpaHuyeHun notpebieHna (pacnmuTns) ankoroibHOM NPoAyKLUMN".

(yacTb 4 BBegeHa PepepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

Ctratba 8.1. OcobeHHOCTM JAULEH3UPOBAHUA MNPOMU3BOACTBA JIEKAPCTBEHHbIX CpPeacTs
(bapmaueBTHUecKoii cybcTaHLMKM cnupTa 3TUNOBOrO (3TaHONA)
(eBepeHa DepepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

1. [eictBMe /AMUEH3UM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaLeBTUHECKOM
cybCTaHuMKM cnupTa 3TUAOBOro (3TaHONA) NMPUOCTAHAB/IMBAETCA B 4YacTU MNpaBa Ha MPOM3BOACTBO
dbapmaueBTUYECKON cybCTaHLMM CNMPTA 3TUAOBOMO (3TaHO/MA) NLEH3MPYIOWMM OPraHoOM B CAy4asnXx,
onpefeneHHbIx ctatbelt 20 GeaepanbHoro 3akoHa ot 4 masa 2011 roga N 99-d3 "O nnueHsmposaHUM
OTAENbHbIX BMAOB AEATE/IbHOCTM", a TaKXe Ha CPOK NPWUOCTAHOBAEHUS AEWUCTBUS JIMLLEH3UW Ha
NpPon3BOACTBO 3TUNOBOIO CNMpTa A/1a NPOM3BOACTBA papmMaL,eBTUYECKON CyDOCTaHLMM CNMPTA STUNOBOIO
(sTaHONa), BblAaHHOM B cooTBeTCTBMU C PeaepasibHbiM 3aKOHOM OT 22 Hoabpa 1995 roga N 171-d3 "O
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rocyfapCTBEHHOM pPEeryinMpoBaHUM NPoOM3BOACTBA M 060pPOTa 3TMNOBOFO CMMPTA, a/JIKOTO/NIbHOW W
cnupTocoepKalien NnpoayKumMm n 06 orpaHMYeHnm noTpedbaeHns (pacnmuTna) ankoroabHOM Npogykumnmn'.

2. [eicTBue /UNUEH3NUM HA MPOMU3BOACTBO NEKAPCTBEHHbIX cpeacts (dapmaueBTUUYEcKoi
cybcTtaHUMKM cnupTa 3TWMAOBOrO (3TaHO/A) B YacTM nNpaBa Ha NPOM3BOACTBO (dapmMaLeBTMYECKOM
cybcTtaHUMKM cnupTa 3TUAOBOro (3TaHONA) NpeKpawaeTcs JIMUEH3MPYIOWMM OpraHOM B C/y4asnx,
onpegeneHHbix ctatbeit 20 PepepanbHoro 3akoHa ot 4 masa 2011 roga N 99-@3 "O nunueHsnpoBaHUM
OTAENbHbIX BMAOB AEeATENbHOCTU", a TaKXKe C AaTbl NpeKpaweHMa WM aHHYAMPOBAHMA AeNCcTBuA
JIMLUEH3UN Ha MPOWM3BOACTBO 3TUNOBOrO CNMpPTa ANA NpomsBoAcTBa (apmaleBTMUYECKon cybcTaHumum
CNMpTa 3TMN0BOrO (3TaHoNa), BblAaHHOM B cOOTBETCTBUN ¢ DeiepanbHbiM 3aKOHOM OT 22 Hos6pa 1995
roga N 171-®3 "O rocyaapCTBeHHOM peryanMpoBaHMM NPOU3BOACTBA M 0BOpPOTa 3TU/IOBOTO CNMPTAa,
aNKOroNbHOW W CNMPTOCOAEpPHKALleld NpoAyKUMM W 06 orpaHuyeHMM noTpebneHuns (pacnuTus)
aNKoronbHOW npoaykumn'.

Cratba 9. locypapcTBeHHbIW KOHTPOAb (Hag3op) B chepe obpalleHUs eKapCcTBEHHbIX CPeacTB
(8 pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocymapcTBeHHbI KOHTPOb (Haa3op) B cdepe obpalLeHUsA NeKapCTBEHHbIX CPEeACTB BKIOYaET B
cebs:

1) NUNUEH3NOHHbLIN KOHTPO/b B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB U B cdepe
dapmaLLeBTMUYECKON AeATENbHOCTY;

2) depepanbHbIV rocyfapCcTBEHHbIV Hag3op B chepe obpalleHNUA NeKaPCTBEHHbIX CPEACTB;

3) BbIGOPOUHBI KOHTPO/Ib Ka4yecTBa IEKAPCTBEHHbIX CPEACTB.
(n. 3 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. JINUEH3MOHHbIN KOHTPO/Ab B cdepe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPeacT8 M B coepe
dbapMaLeBTMUYECKON AeATeNbHOCTM OCYLLECTBAAETCA YNOJHOMOYEHHbIMU  deaepanbHbiM  OpPraHoOM
WCNOJIHUTENbHON BNACTU U OpraHaMu WCMOJIHUTENIbHOM BAacTM cybbekToB Poccuiickon depepaumm
COr/1aCHO MX KOMMETEHUMM B NOPAAKE, ycTaHOBAeHHOM PesiepanibHbiM 3aKOHOM OT 26 aekabpa 2008 roaa
N 294-®3 "O 3awuTe nNpaB OPUANYECKMX AUL, U UHAMBUAYANbHbIX MpeAnpuHUMaTEenein npu
OCYLLECTB/IEHUU TOCYAAPCTBEHHOrO KOHTpOAas (Haa3opa) M MYHMUMMANbHOTO KOHTpons", C yyeTom
ocobeHHOoCTel opraHM3aumMm 1 NPoBeLeHMA NPOBEPOK, YCTAHOBAEHHbIX PeaepanbHbIM 3aKOHOM OT 4 mas
2011 roga N 99-®3 "O nmueH3MpPOBaHUKN OTAENbHbIX BUAOB AeATENbHOCTU" .

3. depepanbHbIM rOCYyAapCTBEHHbIM Haa30p B chepe obpalleHMA JIeKAPCTBEHHbIX CpeacTs
OCYLLECTB/IAETCA YNOJIHOMOYEHHbIMU denepanbHbIMKU OpraHamMu MCNONHUTENbHOM BNacTM (aanee -
opraHbl roCyAapCTBEHHOrO Hag3opa) COMMacHO WX KOMMETEHUMM B MOPSAAKE, YCTaHOBJAEHHOM
MpasutenbcTBom Poccuiickoin ®eaepaumn.

4. ®depepanvHbli rocyfapcTBEHHbIM Hag3op B chepe obpalleHUMA NeKapCTBEHHbIX CPeacTs
BK/ItOYAET B cebA:

1) opraHusaumio 1 NpoBeAeHMe NPOBEPOK COBN0AEHMA cybbeKkTamu o0bpallleHnA NeKapCTBEHHbIX
CpeacTB YCTaHOBAEHHbIX HacToAwMM PeaepanbHbIM 3aKOHOM U MPUHATBIMW B COOTBETCTBUM C HUM
MHbIMW HOPMATUBHbLIMM MPaBOBbIMW akTamn Poccuitickoit Pepepaumm TpeboBaHMN K OOKAMHUYECKMM
nccnegoBaHNAM NEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM UCCNeA0BaHMUAM JIEKAPCTBEHHbIX NPEenapaTos,
XpaHeHM1Io, NepeBo3Ke, BBO3Y B Poccuiickyto Pepepaumio, oTnycKy, peanmnsaummn 1eKapcTBEHHbIX CPeacTs,
NPUMEHEHMIO NIEKAPCTBEHHbIX MPENapaToB, YHUUYTOMKEHWUIO NEKAPCTBEHHbIX CPEACTB, YCTAHOBEHWUIO
NPOW3BOAUTENAMM NIEKAPCTBEHHBIX MPENApPaToOB LLEeH Ha JIeKApCTBEHHbIE MpPenapatbl, BK/AOYEHHbIE B
nepeyeHb *KM3HEHHO HEOBXOAUMBIX U BaKHEMLLIMX JIEKAaPCTBEHHbIX NPENapaToB, a TaKKe cobatoaeHus
YNONIHOMOYEHHbBIMM OPraHaMun UCNONHUTENBHOW BNacTM cybbekToB Poccuiickon ®enepaumm MeToanKu
YCTaHOBNEHUA MpenenibHbIX Pa3MepoB OMNTOBbIX HaAbaBOK W NpeaenbHbIX PasMepoB PO3HUYHbIX
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HafbaBOK K (aKTMYECKMM OTMYCKHbIM LEeHaM, YCTaHOBAEHHbIM NPOU3BOAUTENAMWU NEeKapCTBEHHbIX
npenapaTtoB, Ha /IeKapCTBEHHble MpenapaThbl, BKAOYEHHbIe B NepeyvyeHb KU3HEHHO HeobXoAMMbBIX U
Ba)KHEMLLMX JIEKAaPCTBEHHbIX NpenapaTtos (ganee - ob6s3atenbHble TpeboBaHMA);

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

2) OpraHMsauuio n nposeageHMe NpPpoBeEPOK COOTBETCTBUNA NEKAPCTBEHHbLIX CPeACTB, HaXoA4ALWNXCA B
rpaxXgaHCKom 060p0Te, YCTaHOBNEHHbIM Tp66OBaHMFIM K UX Ka4yecTsy,

2.1) npoBeAeHNe KOHTPOJIbHbIX 3aKYNOK B LieAX NPOBepPKM cobntoaeHma cybbekTamm obpalieHus
JIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLLMMMU PO3HUYHYIO TOPrOB/IIO IEKAPCTBEHHBIMM NpenapaTamm ana
MEOVLMHCKOTO MNPUMEHEHUA, MPaBWA OTMNYCKA JIEKAPCTBEHHbIX MpPenapaTtos AAA MeAWUMHCKOro
npumeHenMa u (Mau) 3anpeta  nNpogaxun  GanbCUPUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPEACTB,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAdAKTHbIX 1EKAPCTBEHHbIX CPEACTB;

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

2.2) npoBeAeHMe KOHTPOJIbHbIX 3aKYMOK B LieNsx NpoBepku cobaoaeHna cybbektamu obpalyeHus
NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLMMMU PO3HUYHYIO TOPrOB/I0 IeKapCTBEHHbIMM NpenapaTamm s
BETEPUHAPHOro NPMMEHEeHWA, NPaBUA Hagnexalleid anTeyHol NPaKTUKKM NEeKapCTBEHHbIX NpenapaTtos
ONA BETepUHapPHOro nNpuMeHeHus u (uau) 3anpeTta Npoaaxku $anbcudUUMPOBaHHbIX IEKAaPCTBEHHbIX
cpeacTs, Hef06POKAYECTBEHHbIX 1IEKAPCTBEHHbIX CPEACTB M KOHTPahaKTHbIX JIEKAPCTBEHHbIX CPEACTB;
(n. 2.2 BBegeH PepepanbHbiMm 3akoHoM oT 02.08.2019 N 297-03)

3) opraHusaumio 1 npoBegeHne GapMaKkoHaA30pPa;

4) npumeHeHne B NopsaaKe, yCTaHOBNEHHOM 3aKOHOo4aTeNbcTBOM Poccuitickolt deaepaumm, mep no
NpeceyeHuIo BbiSIBNEHHbIX HapyleHnit obasaTenbHbIX TpeboBaHUI 1 (MAK) ycTpaHEHUIO NOCNEACTBUIA
TAKMX HaApYLWeEHMUN, B TOM YUC/NE NPUHATME peLleHUs O HaxXOXAEHWUW /IEKAapCTBEHHbIX CPeacTB B
obpalleHnu, Bblgady npeanmcaHnin 06 ycTpaHeHUmM BbisBNEHHbIX HapyLLUeHN 06a3aTebHbIX TpeboBaHMiN
N NpUBAEYEHME K OTBETCTBEHHOCTU JINLL, COBEPLLUMBLUNX TaKME HapyLUeHUA.

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

5. ®epepanbHbIM FOCYAapCTBEHHbIN Had3op B cdepe 0bOpalleHUA JNIEKAPCTBEHHbIX CPeacTB
OCYLLEeCTB/IAETCA B NopsAaKe, ycTaHoBieHHOM PeaepanbHbiM 3aKOHOM OT 26 aekabpa 2008 roaa N 294-
®3 "O 3awmTe npas LPULMYECKUX UL, U UHOMBUAYANbHBIX NpeanpuHUMaTeNnen Npu OCyLLECTBEHUMU
rocyaapcTBEHHOrO KOHTPoAA (Haa3opa) U MyHUUMNANbHOTMO KOHTpoAns", ¢ ydyeTtom ocobeHHoCTel,
YCTaHOB/IEHHbIX HAacTOALEN cTaTbel. MpeaBapuTeNbHOE COrlacoBaHWe C OpraHamMu NPoOKypaTypbl CPOKOB
npoBefeHMA BHEMNNAHOBOM MPOBEPKN CYObEKTOB 0b6palleHMA NEeKapCTBEHHbIX CPeacTB, a TaKkKe
npegsapuTesNbHOE yBe4OM/IEHNE IOPUANYECKUX UL, UHOMBUAYANbHbIX NpeanpuHUMaTenei o Hadyane
npoBefeHMA 3TOW NpoBepKM He Tpebyetcs. OpraHbl MNPOKypaTypbl M3BELWAOTCA O NpPOBeAeHUM
BHEMNNAHOBOM NPOBEPKU CYOBEKTOB 0OpaLLEeHMA IEKAPCTBEHHbIX CPEeACTB NOCPEACTBOM HamnpaBieHUs
COOTBETCTBYIOWMX AOKYMEHTOB B TeYeHMe Tpex paboumx AHel C MOMEHTA OKOHYaHWUA MpoBeAeHUs
YKa3aHHOW BHEN/IAHOBOW NPOBEPKM.

(4actb 5 B pea. PegepanbHOro 3akoHa or 22.12.2014 N 429-93)

6. [O/KHOCTHble /MUa OpraHa rocyAapCTBEHHOrO HaA3opa B MOpAAKe, YCTAHOBAEHHOM
3aKoHoaaTeibcTBoM Poccuiickoit Peagepaumm, UMeroT NpaBo:

1) nonyyaTb Ha OCHOBAHWWM MOTMBMPOBAHHbLIX NMUCbMEHHbIX 3aMpPoCcoB OT cy6beKToB 0bpalLeHus
NIEKAPCTBEHHbIX CPeacTB, OpPraHOB WMCNOJNHUTENbHOM BAactu cybbekToB Poccuiickoit degepaunm u
OpraHoB MECTHOTO CaMOyMNpaBNeHUs [OKYMEeHTbl M MHbOpMaLMio NOo BoMpocam obpalieHus
NIeKapPCTBEHHbIX CPeACTB;

2) 6ECI'IPEI'IF!TCTBGHHO no npeavABaeHUn C}'IY)K86HOI'O yAoCcTtoBepeHnA U KOMUKU NpUKasa
(paCI'IOPﬂ)KEHMFI) OpraHa rocyaapCreeHHoOro Haasopa o0 HadHa4YeHn NPOBEPKU NOCELATb UCNOJIb3YyEMbIE
puagnvyeckumm  nnuamm, uHONBUAYyaabHbIMU NpeanpuHnmatTenamm, ABAAKLWMMUNCA Cyﬁ'beKTaMVI
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06paLLl,eHVIﬂ NEKapPCTBEHHbLIX CPeacTs, NpPn OCyLeCTBNEHUN cBoei AEeATENDbHOCTU TEPPUTOPUN, 340aHUA,
nomeuleHnA U COOPYXKEHNA B UENAX MPOBEOEHNA MepOHpMﬂTMVI MO KOHTPOIO;

3) nposoauTb OT60p 06pasu,03 NEeKapCTBEHHbLIX CpeacTs, npegHasHa4YeHHbIX ONA peann3aunm v
peannsyemblix Cy6bEKTaMVI 06paLLI,EHI/IFl NEKapPCTBEHHbIX CpeacTts, ANnA NPOBEPKU UX KayecCTBa,
nposeneHuA I/ICCI'IE,CI,OBBHVIVI, MCNbITAaHWN B COOTBETCTBUM C npasuaiamum 0T6opa o6paau,oa,
YCTAaHOBJ/IEHHbIMU YNO/THOMOYEHHbIM d)e,u,epaanblM OopraHom NCNONHUTENbHOM BNacTu,

3.1) npoBOAWUTb KOHTPO/IbHbIE 3aKYMKW JIEKAPCTBEHHbIX NPEMNapaToB Ans MeAMLMHCKOro
NPUMEHeHMA B LENAX MNPOBEPKU cobntofeHUAs cybbeKTamMu oOpalleHMs JIeEKapCTBEHHbIX CPEeACTs,
OCYLLECTBAAILWMMN  PO3HUYHYIO TOProBAKD NEKAPCTBEHHBIMW MpenapaTtamn  gaa  MeguLMHCKOro
NPUMEHeHUA, NPaBWUA OTMNYCKa IEKAPCTBEHHbIX MPENApaToB A1 MEeAUUNHCKOTO NpuMeHeHusa u (unm)
3anpeta npogdaxun  GanbcMPUUMPOBAHHbLIX  NIEKAPCTBEHHbIX  CPeacTB, HenobpOKaYeCTBEHHbIX
JIeKapCTBEHHbIX CPEACTB M KOHTPAdaKTHbIX 1EKAPCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH depepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)

3.2) npoBOAMTb KOHTPOJIbHbIE 3aKYMKU JIEKAapPCTBEHHbIX MpenapaToB ANs BeTepuMHapHOro
NPUMEHEHMA B LeNAX NpoBepkn cobntogeHns cybbekTamm obpalleHus IeKapcTBEHHbIX CPeacTs,
OCYLLECTB/IAOWMMMN  PO3HUYHYIO TOPrOB/IIO JIEKAPCTBEHHbIMM MpenapaTaMu  A1a BeTepUHapPHOro
NPUMEHEeHWA, MNPaBWU  HaA/iexKalleld anTeyHoW MNPaKTUKM  JIeKapCTBEHHbIX MpenapaToB  Ans
BETEepPMHaAPHOro NpUMeHeHus 1 (Mau) 3anpeta npoaaxkn GanbCcUPULIMPOBaAHHbIX 1EKAaPCTBEHHbIX CPeACTB,
Hef06POKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAdaKTHbIX 1IEKAPCTBEHHbIX CPEACTB;

(n. 3.2 BBegeH depepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

4) BblaaBaTb CybbeKkTam 06palleHMA NeKapCTBEHHbIX CPeACTB MpeanucaHMa O MpeKpalieHum
HapylleHuit obsasaTenbHbIX TPeboBaHUI U 06 yCTpaHEHUWU BbiABAEHHbIX HapylleHWn obAa3aTenbHbIX
TpeboBaHU;

5) HanpaBnATb B YNOJIHOMOYEHHbIE OPraHbl MaTepuasnbl, CBA3AHHbIE C HAPYLIEHWUAMM
obAa3aTeNbHbIX TPeboBaHWI, ANA pPelleHMA BOMPOCOB O BO3OYKAEHMM YroNOBHbIX Aen NO NpPU3HaKam
npecTynaeHuni.

7. BblBOPOYHbIN KOHTPOJIb Ka4yecTBa NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA YNOAHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOJHUTE/IbHOM BAACTU B YCTAHOBJAEHHOM MM MOPAAKE M BK/OYAET B cebs:

1) 0bpaboTKy cBeaeHUN, B 06sa3aTENbHOM NOpPAAKE NPefoCTaBAfAeMbIX CybbekTamu obpalleHun
NeKapCTBEHHbIX CPeacTB, O Cepuax, NapTUAX NEKAPCTBEHHbIX CPEACTB, NOCTYMNAlOWMX B MPaKAaHCKUNA
obopoT B Poccuinckoit degepaumm;

2) oTbop 06pPa3LLOB NEKAPCTBEHHbIX CPEACTB Y CYOBHEKTOB 06palLeHNA NEeKapCTBEHHbIX CPEACTB B
Lensax npoBeAeHUa UCMbITaHUI Ha MX COOTBETCTBME TPEOOBaHUAM HOPMATUBHOM AOKYMEHTaLUKU UM
HOPMATUBHbIX JOKYMEHTOB;

3) npuHATUE NO pe3ynbTaTaM MPOBEAEHHbIX UCMbITaHUI pelleHMA O Aa/ibHENLLEM rPaXKAaHCKOM
060pOoTE COOTBETCTBYIOLLETO IEKAPCTBEHHOIO CPEeACTBa;

4) NpuHATME YNOJHOMOYEHHbIM denepasbHbIM OPraHOM MCMONHUTENbHOM BAACTU PeLleHna o
nepeBoAe eKapCTBEHHOTO CPEACTBA Ha NOCEPUNHDIV BbIBOPOUYHbIN KOHTPO/Ib KAYeCTBa IEKAPCTBEHHbIX
cpeactTs B CAyvyae MNOBTOPHOrO BbIABNIEHUSA HECOOTBETCTBMA KauyecTBa JIEKAPCTBEHHOrO CpeacTsa
YCTQHOBNEHHbIM TpeboBaHusm K (NpM HeobxoAMMOCTM) O npoBepke cybbekTa obpalueHun
NIeKapCTBEHHbIX CPeacTB. Pacxoabl, cBA3aHHble C NPOBeAEHMEM NOCEPUMHOIO BbIBOPOYHOIO KOHTPOAA
KauyecTBa JIEKapCTBEHHbIX CPEeACTB, OMNAYMBAIOTCA NMPOU3BOAMUTENIEM NIEKAPCTBEHHOMO cpeactea nmMbo
AepKaTenem uan BnagenbLeM PerncTpaLMoHHOIo yA0CTOBEPEHMA NEKAPCTBEHHOTO NpenapaTa.

(4acTtb 7 BBegeHa PepepanbHbim 3aKOHOM 0T 22.12.2014 N 429-93)

nasa 5. PASPABOTKA, JOK/IMHNYECKUE NUCCNTIEAOBAHNA
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NEKAPCTBEHHbIX CPEACTB, A TAKHKE KNTUHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTKa neKapcTBEHHbIX CPeacTB

1. Pa3paboTKka /leKapCTBEHHbIX CPEACTB BK/AOYAEeT B CebA MOMCK HOBbIX $apMaKosorMyecku
aKTMBHbIX BELLeCTB, MoOC/ieaylolee W3yYeHUMe WX JIEKAPCTBEHHbIX CBOMCTB, AOK/JMHUYECKMe
nccnefoBaHus, pa3paboTKy TeXHOOrMn Npou3BoAcTBa papmaueBTUYECKMX cybcTaHUMM, paspaboTky
COCTaBOB W TEXHOJ/IOTMIA MPOU3BOACTBA JIEKAPCTBEHHbIX NpernapaTos.

2. duHaHcoBoe obecneyeHne pPa3paboTKM 1eKapCTBEHHbIX CPEeACTB OCYLLECTBAAETCA 3a CHET:
1) cpeacts denepanbHoro broaxera;
2) cpeAcTB pa3paboTUMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpencrte npomasop,MTenef/'l NEKAPCTBEHHDbIX cpencrte npu BbIMOJIHEHUN HAy4HO-
ncenenoBaTennbCkUX pa60T no A4orosopy mexagy pa3pa6OT'~WIKOM NEKapPCTBEHHbLIX Cpeacts U
npounssoanTenem nNeKapCrtBeHHbIX CPeacTs;

4) MHbIX He 3anpeLleHHbIX 3aKoHOoAaTeNbCTBOM Poccuitickoit Peaepalmm UCTOYHUKOB.

3. MNpaBa pa3paboTuMKa  NEKApPCTBEHHOTO  CPEACTBA  OXPAHAKTCA  IPaXKAAHCKUM
3aKOHO4ATEIbCTBOM.

Cratba 11. [loknanHUYeCKoe uccneaoBaHUE JIEKAPCTBEHHOro cpeactsa ANA MeAULUHCKOro
npumeHeHuA

1. loknMHMYecKoe uccnenoBaHWE NEKapCTBEHHOTO CPeAcTBa AN MEeANUMHCKOTO MpUMEHEHMUsA
NpPoBOAUTCA NyTEM MNPUMEHEHMA Hay4yHbIX METOAO0B OLEHOK B LeAAX MNoayvYeHUA [A0Ka3aTenbCTs
6e3onacHOCTH, KayecTBa U 3PpPEeKTUBHOCTU JIEKAPCTBEHHOIO CPEACTBA.

2. JOKNMHUYECKoe uccneaoBaHUe JIeKapCTBEHHOMO CPeAcTBa A1A MeAMLUMHCKOro NpumeHeHus
NpPoBOAMTCA B COOTBETCTBMM C MpPaBUIaMM Haanexalleld nabopaTopHOW MPaKTUKKU, YTBEPMKAEHHbIMM
YNONHOMOYEHHbIM deaepasnbHbIM OPraHoOM UCNOAHUTENbHOW BAaCcTU.

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

3. 0na opraHu3aumm 1 NpoBeaeHNA AOKAMHUYECKOTo UCCNef0BaHNA IeKapCTBEHHOro cpeacTBa Ana
MeNLUMHCKOTO NPUMEHEHUA pa3paboTuMKM NleKapCTBEHHbIX CPeACTB MOryT MNPUBAEKaTb Hay4HO-
nccnenoBaTeNibCkMe opraHnsauum, obpasosaTesibHble OpraHn3aUumn Bbiclero o6pasoBaHus, nmetolLme
Heobxo4MMYyl0  MaTepuanbHO-TEXHUYECKY0D 6a3y U KBaAMPUUMPOBAHHbLIX  CMELMasucToB B
COOTBETCTBYIOLLEN 061aCTM UCC/Ie0BaHMA.

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

4. [JOKNMHMYeCcKoe ucciefoBaHME JIeKapCTBEHHOMO CpeacTsa 418 MeAUUMHCKOro NMpUMeEHEeHUs
NPOBOAMUTCA MO YTBEPXKAEHHOMY pPa3paboTYMKOM /IeKapCTBEHHOrO CPeAcTBa MNJaHy C BeAeHuem
NMPOTOKOMA 3TOr0 UCCIeZ0BaHUA U COCTAB/IEHMEM OTYETa, B KOTOPOM COZEPNKATCA pPe3y/bTaTbl 3TOrO
UCCNegoBaHMA M 3aK/OYEHME O  BO3MOXHOCTM  MPOBEAEHUA  KAMHUMYECKOTrOo  MCCNef0BaHUs
NleKapcTBEHHOTO NpenapaTa Aasa MeanUMHCKOTO NPUMEHEHWA.

5. lMpoBeaeHue npoBepoK cobaoaeHMs NpaBuA Haafnexalleld NabopaTopHOW NPaKTUKU M
NPaBOBbIX HOPM WCMNO/Ib30BaHUA XMBOTHbIX MPU NPOBEAEHUN AOKAMHUYECKUX UCCNeA0BaHUM
NeKapCTBEHHbIX CPeACTB ANA  MEeAMUMHCKOTO NPUMEHEHUA OCYLLEeCTBAAETCA YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU.

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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6. PesynbTaTbl JOKAMHMYECKOrO WCCef0BaHUA JIeKAPCTBEHHOTO CPeAcTBa A1 MeAMLMHCKOro
NPUMEHEHUA MOTYT ObITb NPeACTaB/eHbl B YNOJHOMOYEHHbIM denepanbHbli OpraH UCMOAHUTENLHOWN
B/J1aCTU B YCTAHOB/IEHHOM MOPSAKE B Lie/IAX rocyAapCTBEHHOW perncTpaumnmn 1eKapcTBeHHOro npenapara.

Cratba 12. [l1OKAMHMYECKOE uccneaoBaHUE NeKAPCTBEHHOIO CpPeacTBa U KAMHUYECKoe
uccaepoBaHue IeKapCTBEHHOro Npenaparta A/A BeTePUHAPHOro NpMMeHeHus

1. JloknnHn4yeckoe mccnenoBaHue NEeKapCTBEHHOro cpeacTtea AN1A BETEPUHAPHOIO NpUMeHeHuA
nposoganTCcA nytem MnpuMeHeHUA Hay4YHbIX METOA4O0B OUEHOK B UENIAX NOoJy4YeHUA [O0Ka3aTesibCTB
6630I'IaCHOCTM, KayecTtBa n Bd)d)eKTMBHOCTVI NeKapCTBEHHOrO CpeacTtea, B TOM Yncne onpeaneneHna Cpoka
€ro BbiBeaeHMA U3 opraHM3ma XMBOTHOro, B LUeNAX obecnevyeHus 6e3onacHoOCTU npoAayKunn XnMBOTHOTO
NpPponUCXoxageHna nocne NnpuMeHeHNA COOTBETCTBYHOLWLEINO 1IEKAPCTBEHHOIO Npenaparta.

2. JOoKNMHNYecKoe uccnefoBaHMe NEeKAPCTBEHHOrO CpeacTsa U KJAMHUYECKoe uccnegoBaHue
NEeKapCTBEHHOrNo npenaparta ANnA BETePUHAPHOro npummeHeHuAa, nccaeanoBaHwme 6MO3KBMBANIEHTHOCTH
YKa3aHHOIo /1eKapCTBEHHOIo npenaparta NpoBoAATCA B COOTBETCTBUU C NMpaBu1amu, yTBepPKOAEHHbIMU
YNO/THOMOYEHHbIM d)ep,epaanbw\ OopraHom WMCMNOJIHUTENIbHOM BNACTM.

3. [JoKAnHMYecKoe wcciegoBaHWE EKapCTBEHHOMO CPeAcTBa M KAMHMYECKOEe MuccneaoBaHue
NIeKapCcTBEHHOro npenapata A8 BeTepMHaPHOro MNPUMEHEHUA MNPOBOAATCA MO YTBEPXAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CPeAcTBa MaaHy C BedeHWeM MPOTOKO/IOB 3TUX MCCAeAOBaHUA ©
CoCTaB/eHMEM OTYETOB, B KOTOPbIX COAEPKATCA pe3yabTaTbl STUX UCCAeA0BaHUN.

4. na opraHMsaumm 1 nposegeHua AOKJAMHMYECKOro nccneoBaHNA NeKapCTBEHHOrO cpeacTsa U
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOro npenapata  A14a BETepUHApPHOro npuMeHeHUA
paspa60TqMK NEKapPCTBEHHOINO Cpeacrtea MOXET MNMPUBNEKATb OpPraHM3sauunmn, mmerouwmne H606XOAMMWO
MaTepPUNanbHO-TEXHUYECKYIO 6a3y n KBaJ'IMd)VILI,MpOBaHHbIX cneunanncTos B COOTBETCTBWOLLI,EVI obnactu
nccnengoBaHuA.

5. KAnHn4yeckne uccnenoBaHUA NeKapCTBEHHbIX MpenapaTtoB ANA BeTepMHAPHOro NpUMeHeHus
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3aumMaX M B OPraHM3aumaX, OCYLLECTBAAIOLWMX pa3BeaeHue,
BblpalMBaHME U COAEPHKAHUNE KUBOTHbIX, B LIENAX:

1) ycTaHOBAEHMA NEePEHOCUMOCTU JIEKAPCTBEHHbIX NPENapaTos 340P0BbIMU }KUBOTHbLIMM;

2) no,u,6opa ONTUMaA/IbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MNPENApPATOB W KypCa J1e4eHUA Ha
KOHerTHOVI rpynne *XnBoTHbIX C onpeaeneHHbim 3a6OI'IeBaHMEM;

3) ycTaHOBNEHUA 6€30MacHOCTU U 3P PEKTUBHOCTM IEKAPCTBEHHOIO Npenapara, NpegHasHauYeHHoro
AN NeyeHusn onpeseneHHbix 3a601eBaHNI KUBOTHbIX, AN 3GPEKTUBHOCTU NEKAPCTBEHHOTO NpenapaTta
ANA NpodUNaKTUKM 3a601eBaHNI 34,0POBbIX }KUBOTHbIX;

4) M3y4eHUs BO3MOXKHOCTEW pacLIMPEHUA MOKa3aHW K NPUMEHEHUIO 3apermcTpMpPOBaHHOrO
JIEKAPCTBEHHOrO Npenapara M BbIiB/IeHUA paHee HeM3BECTHbIX MOBOYHbIX AEMCTBUNA.

6. KnMHMueckoe uccnenoBaHWe NeKapCTBEHHOro npenaparta A4A BeTEepPUHAPHOro NpUMeHeHus
OCYLLECTBAIAETCA 3a CYET CpeacTs pa3paboTymKa NeKapCTBEHHOMO CpeacTBa.

7. OTt4yetbl © pe3ynbratax AOKAUMHUYECKOro wuccneaoBaHnA nNeKapCTtBeHHOro cpeacrsa W
KIMHNYECKOro unccnegoBaHnA NeEKapCTBEHHOroO npenaparta  A4nAa  BETEPUHAPHOro nNpuMeHeEHUA
COCTaBNAKOTCA paBpaGOT‘-IMKOM NNIEKAPCTBEHHOIO CpeacrtBa C y4yeTom 3aK/OYEHUI 0praHVI3aLI,VIﬁ,
NPUHUMaBLUNX y4aCTue B OpraHn3aumm n nposegeHmm aTnux MCCﬂe,ﬂ,OBaHMVI.

8. KoHTponb 3a npoBefeHVMEM [OKJANMHUYECKUX WCCAELOBAHWI NEKAPCTBEHHbIX CPeacTs U
KAMHUYECKMX  UCCNEAO0BAHUMA  NIEKAapCTBEHHbIX MNpPenapaToB A8 BETEPUHAPHOTO  MPUMEHEHUA
OCYLLECTB/IAETCA YNOJIHOMOYEHHbIM pesepanbHbiM OPraHOM UCNOTHUTENBHOM BNACTU.
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nasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPALUN
NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 13. locypapcTBEHHaA perucTpauma 1eKapcTBeHHbIX NpPenaparTos
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAKOC: NpumeyaHue.

Jonyckaetca NpMMeHeHMe B MeOMUMHCKUX LEenax He 3apernctpupoBaHHbiX B PP nekapcTBeHHbIX
npenapaTtos, COAePKALLNX HAPKOTUYECKME CPEeACTBA UM NCUXOTPONMHbIE BELLLECTBA, BBE3EHHbIX B PO B
COOTBETCTBMM C M. 3.1 cT. 47 aaHHOro AokymeHTa (n. 8 cT. 3 ®3 071 27.12.2019 N 475-d3).

1. B Poccuiickoit Depepaumm AonycKatloTca NPOU3BOACTBO, U3rOTOB/IEHUE, XPaHEHME, NEPEBO3KA,
BBO3 B Poccuitickyto ®epepaumio, BbiB03 M3 Poccuitickoint depepaummn, peknama, OTNYCK, peannsaums,
nepefaya, NpMMeHeHWe, YHUUTOXKEHWEe NEeKapCTBEHHbIX NpenapatoB, eC/IM OHU 33aperncTpyupoBaHbl
COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM desepasibHbIM OPFraHOM UCMONHUTENbHOM BAACTU.
(yactb 1 B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

2. ocyaapcTBeHHOM perncTpaunm noaneskar:

1) Bce nekapcTBeHHble Mpenapatbl, BNepsble Noasexalive BBoay B obpalleHue B Poccuiickoi
depepaunm;

2) NneKapcTBeHHble MNpenapaTbl, 3aPerMcTPUPOBaHHbIE pPaHee, HO MPOU3BELEHHble B ApPYrux
NeKkapcTBeHHbIX GOPMax B COOTBETCTBMM C MepeyHem HaMMeHOBAHMUI JIeKapCTBEHHbIX popm, B HOBOW
[O3MPOBKeE NPW A,0KA3aTe/IbCTBE ee KIMHUYECKON 3HAYMMOCTU U 3PEKTUBHOCTY;

3) HOBble KOM6VIHaLI,VIVI 3apPEerncTpnpoBaHHbIX paHeEe NEKAPCTBEHHbIX MPENapaToB.

3. FocyaapcTBeHHAA perncTpaumsa NeKapcTBEHHbIX NPenapaToB OCYLEeCTBASETCA MO pe3y/ibTaTam
3KCMepPTM3bl NIeKAapCTBEHHbIX CPeACTB, a roCyAapcTBeHHasa peructpauus opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCNepTu3bl [AOKYMEHTOB, MNPeACTaB/leHHbIX AO4A
onpeaeneHna BO3MOMKHOCTU PacCMaTPMBaTb JIEKAPCTBEHHbINM NpenapaTt ANs MeAULMHCKOro NPUMeHeHUs
Npu OCyLLECTBNEHNN rOCYAaPCTBEHHOW perncTpaunm B Kayectse opdpaHHOro 1eKapCTBEHHOro Npenapara,
M No pe3ynbTaTaM 3KCMepTU3bl IEKAPCTBEHHbIX CPEACTB.

4. TocypapCcTBEHHAA PerncTpaLmna IeKapCTBEHHOMO NpenapaTa OCyL,eCTBAAETCA COOTBETCTBYHOLWMM
YNO/HOMOYEHHbIM defepanbHbIM OPraHOM WCMOJIHUTENbHOW BNACTU B CPOK, He MpeBbllwatowuii cTa
wectuaecaTm paboumx AHeW cCoO AHA MPUHATMA COOTBETCTBYIOLWLErO 3afAB/IEHMA O rOCyAapCTBEHHOM
perncTpaunmn fekapcTBeHHOro npenapata. B yKasaHHbIA CPOK BK/ALOYAeTCcA Bpems, Heobxoammoe ans
MOBTOPHOIO MNPOBEAEHUA 3KCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa B COOTBETCTBMM CO cTaTbein 25
HacTosAwero ®PeaepanbHoOro 3akoHa. CpoK rocyaapCTBEHHON PerucTpauum eKkapcTBEHHOro npenapaTa
NCYNCNAETCA CO [AHS TMPUHATMA COOTBETCTBYHOWMM YMNOJHOMOYEHHbIM deaepasibHbiM  OpPraHoOM
WUCMOJIHUTE/IbHOW  B/IaCTU  COOTBETCTBYIOLLErO  3afABJIEHWA O T[OCYAapPCTBEHHOW  perucrpauum
JIeKapCTBEHHOrO npenapaTa C MNPUIOKEHUEM HEOobXOAMMbIX AOKYMEHTOB MO [AeHb BblAauu
pPerncTpauMoHHOro yAOCTOBEPEHUS JIEKApPCTBEHHOro npenapaTta. Bpems, Heobxoamumoe ans
HanpaBAeHMA YMNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM WCMNONIHUTENIbHOM BAAcTUM  3anpoca o
npeacTaBAeHUM HeobX0ANUMbIX MaTePUANOB U NPeacTaBAeHUs 3asBUTENEM OTBETA HA AaHHbIV 3anpoc B
COOTBETCTBMU CO cTaTbaAMM 16, 19 m 23 HactoAwero dPenepanbHOro 3aKoHa, He YyUUTbIBAETCA Mpw
NCYMCNEHMM CPOKA rOCYyAapCTBEHHOM PerncTpaummn IeKapcTBeHHOro npenapara.

5. TocyaapCTBEHHOW PerucTpauumn He Noa/iear:

1) neKkapcTBeHHble npenapaTbl, U3roTOBAEHHbIE anTeYHbIMU OpPraHM3aLMAMKU, BETEePUHAPHbLIMU
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anTe4YHbIMU OpraHn3aunamun, HAMBUAyanbHbIMU NpeanpuHUMMaTeAMn, KOToOpble UMEKT JINLLEH3UIO Ha
d)apmau,eBTquCKyro AeATENbHOCTb, MO peuenTam Ha J1eKapCTBEHHbIE NpenapaTtbl U TDEGOBBHMHM
MeaNUNHCKNX Opl’BHVISBLI,VIVI, BETEPUHAPHDbIX 0p|'aHVI3aLI,VIl7I,'

2) NeKapCTBeHHbIe NpenapaThl, NpUobpeTeHHble GU3NYECKMMM IMLLAMU 33 Npegenamm Poccuiickoi
denepaumn 1 npegHasHaYeHHbIe A5 IMYHOTO UCMO/b30BaHUS;

3) neKkapcTBeHHble NpenapaTbl, BBO3MMble B Poccuitckyio Pegepaumio 4N8 oKasaHUA MeANLMHCKOM
MOMOLLM MO KU3HEHHbIM NMOKa3aHUAM KOHKPETHOrO MauMeHTa Ha OCHOBaHWW paspelleHus, Bbl4aHHOMo
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJHUTEIbHOM BAACTy;

4) NNEKapCTBEHHbIE CPeacCTBa, BBO3NMbIe B POCCMVICKVIO dDep,epau,mo Ha OCHOBAaHWW BblAaHHOIO
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNOJIHUTENbHOW BNACTU pa3pewieHna n npegHasHa4YeHHble
ana nposegeHnAa KINMHUYECKUX I/ICCJ'Ie,Ll,OBaHI/Il‘/JI NNEKaPCTBEHHbLIX MNpenapaTtos " (VIJ'IVI) nposeneHuA
9KCNEepPTnU3bl  N1IEKAPCTBEHHbLIX  Cpeacrts AnA ocywecrsneHunA I'OCV,CI,apCTBeHHOI‘/JI perncrtpauunm
NEKAPCTBEHHbIX MPENapPaTos,

5) dbapmaneBTUUECKME CybCTaHUMU;

6) pap,mod)apmaueBTquCKme NeKapCTBeHHblE MpenapaTtbl, N3roToOB/1IEHHbIE HEMNOCPEACTBEHHO B
MeONUNHCKUX OpraHn3sauunAax B nopAaagke, yCraHOB/IEHHOM YNOJIHOMOYEHHbIM cbep,epaanblM opraHom
NCNONIHUTENIbHOM BNacCTy;

7) nekapcTBeHHble NpenapaThbl, NPON3BOAMMbIE ANA IKCNOPTa.
6. He gonyckaeTtcs rocygapcTBeHHas perucTpaums:

1) NeKapcTBEeHHbIX MpenapaTos, OTAMYAIOWMXCA APYr OT Apyra KayecTBEHHbIM COCTaBOM
[AENCTBYIOLLIMX BELLECTB, N0, OANHAKOBbIM TOProBbiM HAMMEHOBaHMEM;

2) o4HOro NeKapCTBEHHOro npenapara, NPeACTaBNeHHOro Ha rocyAapCTBEHHYIO PerncTpaumnio B
OTHOLLIEHWM OOHOrO W TOrO e AepaTena WAM BAaLeNbLA PErmcTpauMoHHOIO YAOCTOBEPEHUA
NeKapcTBEHHOTO npenapaTta B BWAe ABYX M bosnee NeKapcTBEHHbIX NPenapaToB Moj Pas/vyHbIMM
TOProBbIMM HAMMEHOBAHUAMM.

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

7. Mo 3anpocy (B 3neKTPOHHON dopme MAN Ha BymarKHOM HocuTene) cybbekTta obpalleHus
NIEeKapCTBEHHbIX  CPeacTB  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  deaepasibHbiM  OpraHom
WCMOJIHUTENbHOM  BNACTW, OCYLLECTBASAIOWMM  TOCYAAPCTBEHHYIO  PEruUcTpaumio  JIeKapCTBEHHbIX
npenapartos, B yCTaHOBJAEHHOM UM MOPAAKE OCYLLECTBASETCA HayYyHOe KOHCY/IbTUPOBAaHME MO BOMNPOCaMm,
CBA3AHHbIM C MNPOBEAEHUMEM  AOK/JAWHUYECKUX  WUCCNefOBaHWM,  KAMHMYECKMX  UCCneaoBaHuii
JIeKapCTBEHHbIX MpenapaToB, 3SKCNepTU3bl KayecTBa JIeKApCTBEHHbIX cpeacts, 3PpPeKTUBHOCTU WU
6€30MacHOCTM, C OCYLLECTB/IEHWEM TOCYAAPCTBEHHON pPerucTpaumMm NeKapcTBEHHbIX MNpPenapaTos.
KoHCy/IbTUpPOBaHWE OCYLLECTBASIETCA C MpuUB/eYeHUEM deaepasbHbIX roCyAapCTBEHHbIX 6HOOKETHbIX
yUYpeKAEeHUIM, NoaBefoOMCTBEHHbIX AaHHOMY denepasbHOMY OpraHy WMCMNONHUTENIbHOW BNacTM M He
YYacCTBYIOLWMX B OPraHM3auMu NpOBEeAEHUA 3IKCMEPTM3bl KauyecTBa JIEKAPCTBEHHbIX CPEACTB B LENAX
OCYLLECTB/IEHUA UX TOCYAAPCTBEHHOM PErucTpaumm B COOTBETCTBUMM CO CTaTbeit 16 HacTtoAwero
depepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOW Gopme yNoAHOMOYEHHOTo deepasnbHOro opraHa
WCNONHUTENbHOM BNACTM Ha 3anpoc. Pasmep B3MMaeMoW C 3asaBWUTENA NAaTbl onpeaenserca B
COOTBETCTBMM C 3aKOoHoZaTenbCctBom Poccuiickoit ®epepaunn 06 opraHM3auMM NpenocTaBAeHUA
rOCYapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHpopmaumsa 06  ocywecTBAeHUM  Hay4YHOro
KOHCY/NIbTUPOBAHUA, B TOM 4YMcae CTaTbu, 0630pbl, CNPaBOYHbIE MaTepuanbl U UHAA MHopmaLma ob
OCYLLECTB/IEHUMN HAYYHOTO KOHCY/IbTUPOBAHMA, pa3MeLL,aeTca Ha opULMaNbHOM caitTe YNOHOMOYEHHOTO
desepanbHOro opraHa MCMNOJIHUTENbHOM Bnact B ceTn "UHTepHeT" ¢ cobniogeHnem orpaHuMyeHun,
YCTAQHOB/MIEHHbIX  3aKOHOAATE/NICTBOM O  MEPCOHaNbHbIX  AAHHbIX, KOMMepYeckon u  (nawm)
rocyaapCcTBEHHOM TalHe.
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8. NocypapcTBeHHAA perncTpaumnsa NeKapCTBEHHbIX NMPENnapaToB, KOTOpble NpefHa3HayeHbl As
NPUMEHEHNA B YC/NOBUSX BOEHHbIX AEWCTBMIA, Upe3BbldalHbIX CUTyauuin, npeaynperaeHus
ypesBblYalHbIX CUTYaUMI, NPOPUNAKTUKN U NedYeHns 3aboneBaHnin, NpeacTaBAAOLMX ONACHOCTb ANs
OKpYy:Katowmx, 3aboneBaHNN 1 NOPAXKEHWUN, NONYYEHHBIX B pe3y/ibTaTe BO34ENCTBUA HEBMaronpuUATHbIX
XMMMUYECKUNX, BMONOrMYECKUX, PadMaLMOHHbIX GAKTOPOB, M KOTOpble pa3paboTaHbl B TOM 4ucae Mo
3agaHunio denepanbHbIX OPraHOB MCMOJIHUTENBHOM BAACTWU, YNOJHOMOYEHHbIX B 06/1acTM 06OpPOHbI
CTpaHbl U 6e30MacHOCTM rocyaapcTBa, OCYLLECTBAAETCA B NopAgKe, YyCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuitckoit epepaumu.

(4acTb 8 B pen,. PegepanbHoro 3akoHa ot 01.04.2020 N 98-03)

CtaTba 14. MPUHLMNbI 3KCNepTU3bl NEKAPCTBEHHDbIX CPEACTB
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTM3a NNEKapPCTBEHHbLIX CpeacTB OCHOBbIBAETCA Ha MPUHLUMUNAX 3aKOHHOCTH, CO6I'|IOLI,€HVIFI
npas " CBO6O,,C]| yesioBeka W rpaxgaHuHa, npas LPpUANYECKOro auvua, HEe3aBUCMMOCTU 3KCNepTa,
O6'b€KTVIBHOCTM, BCECTOPOHHOCTM WU NOJHOTbI MCCI'IEAOBaHMVI, npoBogMmbiX C WMCMNOJZIb30OBAHUEM
COBpeMeHHbIX ,D,OCTM)KEHVIVI HAayKn n TEXHUKWU, OTBETCTBEHHOCTU d)ep,epaanoro rocygapCTBeHHOro
6lO,£l,)KETHOI'O ydypexgeHnAa no npoBedeHUo 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacTB U 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBO 3KCNEPTU3bI.

2. DKcnepTu3a JIEKaPCTBEHHbIX MPenapaTos 419 MeAULMHCKOTO MPUMEHEHMA BKAOYaeT B cebs:

1) aKkcnepTM3y OOKYMEHTOB, MPeACTaB/EHHbIX 414 onpeaesieHns BO3MOMKHOCTM PaccMaTpuBaTb
JIeKapCTBEHHbIM NpenapaTt Ana MeAMUMHCKOro MPUMEHEHUA MPU OCYLLECTB/IEHUU TOCYAAPCTBEHHOM
pernctpauumn B Kayectse oppaHHOro IEKApPCTBEHHOIO Npenapara;

2) 3KCNepPTN3y NpeanoxXeHHbIX METOA0B KOHTPO/1A Ka4yeCTBa JIEKAPCTBEHHOIO CpeACTBa M Ka4YeCTBa
npeancTtaBneHHbIX 06pa3LI,OB NEeKapCTBEHHOrIo cpeacrtea C UCMOZIb3OBAHMEM 3TUX METOL0B (,u,anee -
9KCNEPTU3a Ka4eCTBa JIEKAPCTBEHHOTO CpeACTBa);

3) 3KCMepTM3y OTHOLIEHWA OXMWAAEMOMN MOMb3bl K BO3MOXMHOMY PWUCKY NPUMEHEeHUn
NleKapCcTBEHHOro Npenapara;

4) 3KcnepTu3sy PerucTpauMoHHOro A0Cbe HAa JIeKAapPCTBEHHbIV MpenapaTt B LefAaxX onpeaeseHus
B3aMMO3aMeHSAEMOCTU IEKAPCTBEHHbIX NPENapaToB AN MeAULMHCKOTO NPUMEHEHMA.
(n. 4 BBeaeH deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

3. 3KCI'IepTVI3a NEKapPCTBEHHbIX MPENapaTtoB O/14 BETEPUHAPHOINO NpMMeHEHNUA BKIIKOYAET B cebs
JKCNEepTn3y KayecCTtBa /1EKAPCTBEHHOINo Cpencrea M 3KCNeEpPTU3y OTHOLWIEHUA ommp,aemoﬁ nonb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NIEKAPCTBEHHOIO Npenaparta.

Cratba 15. ®depepanbHoe rocygapcTBeHHOe 6loajKeTHoe yupeXpeHue Mo NpPoBeAeHUo
3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB

JKCnepTM3a NeKapCcTBEHHbIX CPEACTB NPoBOAUTCA degepasbHbIM rocyAapcTBEHHbIM 6o KEeTHbIM
yupexaeHMem COOTBETCTBYHOLLErO YNONHOMOYEHHOrO deaepanbHOro opraHa UCNONHUTENbHOM BAACTH,
CO34aHHbIM ansa obecneyeHMA WCMOAHEHMA NOJHOMOYMIA 3Toro deaepanbHOro opraHa Mo Bblgaye
paspeleHnit Ha NpoBeAeHMEe KAUHUYECKMX MCCNeAO0BaHWI NeKapCTBEHHbIX npenapaTtos M (uau) no
rocyAapCTBEHHOW PerncTpaumnmn 1eKapcTBeHHbIX NPenapaTos (Aanee - 3KCNepTHOE yuYpeKaeHue).

Cratba 16. OpraHMsauma npoBeaeHUA 3KCNepTU3bl 1IEKAPCTBEHHbIX CPEACTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI‘IepTVI3a NNEKapPCTBEHHbLIX Cpeacts nposBoAUTCA KoMUccUuen 9KCNEepPTOB 3SKCMNepTHOro
ydypexaeHuA, Ha3Ha4yeHHoW ero pykoBoauTenem, Ha OCHOBaHUM 3a4aHUA Ha NpPoBedEHNE SKCNEPTU3bI
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NEeKapCTBEHHOrIo cpeactea, BblAAaHHONO YynoO/IHOMOYEHHbIM d)ep,epaanblN\ opraHom NCNONHUTENbHOMN
BNacCTu. PYKOBO,D,VITEIII: 9KCNEPTHOTIO y4ypexaeHna obecneumnBaet Hagsexaulee nposeaeHne akCnepTn3bl
NEKapPCTBEHHbLIX Cpencts B COOTBETCTBUU C 3adaHMEM, BblAaHHbIM YNMOJIHOMOYEHHbIM d)e,u,epaanblM
OopraHom NCNONIHUTENbHOM BNacCTu, N OpraHn3yeT noArotToBky CBOAHOIO 3aK/1lO4EHUA 3TOoM Komuccuun. B
COCTaB 3TOM KOMWUCCUK NO PELWEHNIO PYKOBOAUTENIA IKCNEPTHOIO ydypexXaeHnAa moryTt 6bITb BK/OYEHbI B
Ka4yecTtBe 3KCnepToB /1nLUa, HE pa6ma+ou.u4e B OAHHOM 3KCMNEPTHOM y4dpexageHunu, eCim nx cnelmanibHble
3HaHUA HEO6XOAI/IN\bI Aana nposegeHnAa 3KCNepTudbl U TaKME 3KCNepTbl OTCYTCTBYKOT B AOadHHOM
IKCNEPTHOM y4pexgeHnn.

2. 3KCI'IepTOM Nno nNpoBeaeHUIO 3KCNEPTU3blI NEKAPCTBEHHbLIX CPEACTB ABNAETCA aTTECTOBAHHbIM
pa6OTHMK 9KCNEPTHOro y4ypexaeHua, KOTOprVI MmeeT BbiCllee meauLIMHCKOoe, d)apmau,eBTMLlecr(oe,
6VIO}'IOI'MLIGCKOE, BeTePUHaApHOE Nan Xxmmmn4yeckoe O6pa3OBaHMe M NPOBOAUT SKCNEPTU3Y NNEKAPCTBEHHDbIX
cpencTs B nopAagKke MCNOTHEHUA CBOUX AO/MKHOCTHbIX obasaHHOCTEN (,u,anee - BKCI'IepT).

3. Mpun npoBeaeHnN aKCnepTU3bl 1eKapCTBEHHbIX CPEACTB SKCNepT He MOXKeT HaXoAUTbCA B KaKomn-
nmbo 3aBMCMMOCTUN OT Nnua, HadHa4yumsellero 3Ty aKCnepTusy, paapa60TqMKa NNEeKapCTBEHHOIO Cpeactea
NN OPYyrnux 3anHTepeCoBaHHbIX B pe3yNbTaTaX SKCNepTU3bl L.

4. MNpn npoBefeHUM 3KCNEepPTM3bl NEKAPCTBEHHbIX CPeacTB He [OoNycKaeTcs uctpeboBaTb Y
3anasutens nMbo WHbIX ML, MaTepuasnbl, Heobxoaumble ANA NPOBEAEHMA 3KCMepTusbl. B cnyyae
HeZO0CTAaTOYHOCTU NPeACTaBAEHHbIX SKCNEPTY MATEPMANOB AJ1A AaUM 3aKJAKUYEHUA SKCMEePT CTaBUT BONPOC
0 NPeACTaBAEHUN eMy HEeOBXOAMMbIX MAaTePUaNoB Nepes PyKOBOAMTENEM SKCMNEPTHOrO yypexaeHus,
KOTOpbIA ObpallaeTcs C COOTBETCTBYIOWMM 3anNpocoM B YMNOJIHOMOYEHHbIM deaepanbHblA OpraH
WCNONIHUTENIbHOM BNACTU, BblAABLUMI 334aHME HA NPOBEAEHUE IKCMEPTU3bl JIEKAPCTBEHHOMO CPeACTBa.
YKaszaHHbI denepanbHbii OpraH MCNOAHUTE/IbHOM BNACTU B TeYeHWe NATU paboumx aHel co AHA
NOCTYNIeHUA 3anpoca PYKOBOAMTENS 3KCMEPTHOrO Y4YperKAEeHMA HanpaBaseT 3asBUMTEN0 3anpoc O
npeacTaBAeHUM HeobXoANMbIX MaTepuanoB. [JaHHbI 3anpoc MOXKET 6biTb NepegaH yNnoaHOMOYEHHOMY
npeacTaBUTENIO 3aABUTENA IMYHO NOA PACNUCKY, HAaNpPaB/eH NO NOYTe 3aKa3HbIM NMCbMOM UK NepeaaH
B 3/IEKTPOHHOM popmMe NO TENEKOMMYHUKALMOHHBIM KaHanam cBA3M. B cnyyae Hanpas/ieHWs AaHHOIO
3anpoca Nno noyTte 3aKasHbIM NMUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO UCTEYEHUU LIECTU AHEeN C AaThbl
HanpaBAEeHMA 3aKa3HOro NMCbMa.

(4acTb 4 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aaBuTenib 06A3aH NpeacTaBUTb OTBET Ha 3anpocC YynoJIHOMOYeHHOro deaepasibHOro opraHa
NCNOJIHUTENBbHOM BNACTU B CPOK, HE MPEBbLIWAOWMIA AeBAHOCTA paboumx AHEel co AHA ero NosyyYeHus.
YNosHOMOYeHHbIV denepanbHbii OpraH UCNOJAHUTENBHOW BACTH, BblAABLUMIA 3a4aHME Ha NpoBeaeHue
3KCMepTU3bl IEKAPCTBEHHOTO CPEACTBA, B TEYEHME NATM Pabounx AHel co gHA NOCTYNIEHMA OT 3aABUTENA
OTBETAa HAa JaHHbIM 3anpoC HanpasBAseT TaKoM OTBET B 3KCMEpPTHOe yupexnpeHue. B cnyvae
HenpeACTaBAEHUA MO UCTEYEHUU AEeBAHOCTa paboumx gHelt 3asBUTENeM OTBETA HA AAHHbIA 3anpoc
YNONHOMOYEHHbIN denepanbHblii OpraH UCNONHUTENBHOW BNACTW, BblAABLINIM 3aaHNE HA NpoBeaeHMe
3KCNepTu3bl NEKAPCTBEHHOIO CPeacTBa, B TeYEHWe NATU paboymx AHeN HanpaBAAeT B 3KCNepTHoe
yupexgeHue yBeJOM/IeHME O HenpeacTaBAeHUW 3adBMTENeM OTBETA Ha 3anpocC YKa3aHHOro opraHa.
Bpems co AHA HanpaBieHWA 3anpoca SKCNEPTHOro y4YpexKAeHUA B YNOJHOMOYEHHbIN deaepanbHbii
OpraH MUCNOMHWUTENIbHOW BAACTU A0 AHA NOJYYEHUA SKCMEPTHbIM yuypexaeHMeM OTBETa Ha 3anpoc uau
yBEAOMNEHUA O HenpeacTaBNeHUM OTBETa Ha 3anpoc He YYUTbIBAETCA MNPU UCYUC/IEHUM CPOKa
nposeaeHMA 3KCNepTU3bl 1EKAPCTBEHHOIO CPeaCTBa.

(4acTb 4.1 BBegeHa PegepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. Ecnn B cocTaBe pervcTpaLMoOHHOIO AOCbe Ha JIEKAapPCTBEHHDbIM NpenapaT 41a MeguLMHCKOro
NPUMEHEHNS COAEPHKUTCA NpeayCcMoTpeHHas ctatbeit 18, yacTbto 1.1 ctatbk 30 1 cTaTben 34 HacToALWEro
dPenepanbHOro 3aKOHa KOMWUA peLleHUa YNONHOMOYEHHOro denepanbHOro opraHa WCNOJAHUTENbHOWM
BIaCTM O MpPOBEAEHUM WHCMEKTUPOBAHWA NPOU3BOAUTENA NIEKAPCTBEHHbIX CPeacTB, JKCNepTy A0
odopmNeHnA pe3ynbTaToB 3KCMEPTU3bl NEKAPCTBEHHOIO CPeacTBa NPenoCTaBAAeTcA B NOpAAKE M Ha
YC/IOBUAX, KOTOpble MNpeaycMoTpeHbl Yactamm 4 u 4.3 HacToAwein CTaTbW, KOMWA 3aKAK4YEHMA O
COOTBETCTBMM  MNPOU3BOAMTENSA NIEKAPCTBEHHbIX CcpeacTB  TpeboBaHMAM NpPaBWA  Hagaexalen
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NpPou3BOACTBEHHOMN MNPAKTUKM, BblIAAHHOMO YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONHUTEIbHOM
B/1IacTw.
(yacTb 4.2 BBegeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-3)

4.3. 3anaBuUTeNb 0653aH NPeACTaBUTb B YNOJHOMOYEHHbIN denepasbHbli OpraH UCMOJHUTENbHON
B/1IACTU KOMWIO 3aK/IIOYEHUS O COOTBETCTBMM NPOM3BOAMTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHUAM
npaBun Hagjexalen nNpousBOACTBEHHON MPAKTUKM B CPOK, He MpPeBbllatoWmnii cTa BOCbMUAECATH
pabounx gHel co AHA MONYYEeHWs 3ampoca O ee NPeAoCTaBAeHUU. YNONHOMOUYEHHbIN deaepanbHbli
opraH WCNO/NHUTENbHOM BNACTM, BblAaBLIMA 33aJaHMEe Ha NpoBeAEeHWE 3KCMEPTU3bl NEKAPCTBEHHOTO
cpeacTBa, B TeYeHUe MATM paboumx AHer Co AHA NOCTYN/IEHMA OT 3asBUTENS KOMWUKM 3aKA4YeHuA O
COOTBETCTBMM MNPOU3BOAUTENS  NIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MNpPaBUA  HagnexKallewn
NpPoOn3BOACTBEHHOM NPAKTMKK, HAaNPaBAAET ee B 3KCNEepTHOe yupexaeHue. B cnyyae HenpeacTaBaeHus
3aABMTENIEM B YKa3aHHbIA CPOK KOMWM 3aKNOYEHMA O COOTBETCTBMM MPOMU3BOAUTENA NIEKAPCTBEHHbIX
cpeacTB TpeboBaHMAM NpPaBUA  Hagsexalwen MpPoU3BOACTBEHHOW MNPAKTUKU  YNOJIHOMOUYEHHbI
denepanbHblA OpraH WCNOAHUTENIBHON BANACTW, BbIAABLIMA 33aJaHME HA NpoBeAeHWE 3KCNepPTU3bl
JIeKapCTBEHHOrO CpeAcTBa, B TeYeHME NATU paboumx AHEeN HanpaBAseT B 3KCNEPTHOE yupexaeHue
YBEAOMNEHME O HENpeacTaBAEHUM 3asBUTENIEM KOMUWU 3aKJAKUYEHUA O COOTBETCTBUM MPOU3BOAMUTENSA
JIeKapCTBEHHbIX CPeacTB TpeboBaHMAM NPaBMA HagleXxallen NPon3BOLACTBEHHOM NPAKTUKKU. Bpema co
OHA HanpaBfieHMA 3anpoca 3KCNEePTHOro Y4YperAeHuMA B YMNOJHOMOYEHHbIN denepanbHblit opraH
MCNONHUTENbHOM BAACTU A0 AOHA nNoay4vYeHUA SKCNepTHbIM y4ypexaeHnem KOonnm 3akarn4vdeHnAa O
COOTBETCTBMM  MPOU3BOAUTENSA JIEKAPCTBEHHbLIX CPEeACTB TpeboBaHMAM MNpaBUN  HagaeXKallewn
NPOM3BOACTBEHHON TMPaKTUKN WAW YBEAOM/IEHUS O €e HenpeacTaBNeHUW He YYUTbIBAeTcA npu
NCYNCNEHMM CPOKA MPOBEAEHUA SIKCNEPTU3bI NEKAPCTBEHHOTO CPeaCTBa.

(4acTb 4.3 BBeAeHa PeaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-d3)

5. DKcnepT nNpu NpPoOBeAEHWM MOPYYEHHOM €My PYKOBOAMTENEM 3KCMEPTHOro YYperKAeHun
3KCMePTM3bl IEKAPCTBEHHOTO CPeAaCcTBa 06A3aH:

1) npoBecTM nosHOE uWCCAefOBaHME NpPeAcTaBAEHHbIX eMy OObBEKTOB, MAaTepuanos, [AaTb
060CHOBAaHHOE W OOBEKTMBHOE 3aK/AtoYeHWMe MO MOCTaB/EHHbIM Nepes HUM  BOMPOCAM WU
MOTUBMPOBAHHOE 3aK/OYEHME O HEBO3MOMKHOCTM NPOBEAEHUA MM 3SKCNEepTU3bl JIEKAPCTBEHHOTO
CpeacTBa, C/M NoCTaB/eHHbIe BOMPOCHI BbIXOAAT 33 NpeAebl CreLmanbHblX 3HaHWI IKCNepTa, 06BEKTDI
nccnefoBaHU U MaTePUANbl HEMNPUIOAHLI AWM HEAOCTATOUHbI ANA NPOBEAEHUA UCCNeA0BAHNN U Aaun
3aKN0YEHMA INBO COBPEMEHHbLIN YPOBEHb Pa3BUTUA HAaYKM He MO3BOJSIAET OTBETUTb HA MOCTaB/EHHbIE
BOMPOCHI;

2) He pasrnalwarb CBeAeHMWA, KOTOpble CTafiM eMy U3BECTHbl B CBA3W C NPOBEAEHNEM 3KCMEepPTU3bI
NleKapCcTBEHHOIO CPEe/ACTBA, a TaK¥Ke CBeAEHMA, COCTaBAAIOLLME FrOCYAaPCTBEHHYIO, KOMMEPYECKYHO UK
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NPeaCcTaBAeHHbIX 0OBEKTOB UCCef0BaHUI U MaTepPUaANos.
6. OKcnepT He BNpase:

1) npoBOAMTb 3KCNEPTU3Y IEKAPCTBEHHOIO CPEeAcTBa MO OOpaLLeHUI0 HEMOCPEACTBEHHO K HeMy
opraHusauui nam GusndecKkux nuL;

2) camocToaTeIbHO cobMpaTb MaTepuabl 418 NPOBeAEHUA IKCNEPTU3bl N1EKAPCTBEHHOTO CPEACTBa;
3) NpoBOAMUTb IKCMEPTU3Y SIEKAPCTBEHHOIO CPELCTBA B KAYECTBE HErOCyAapCTBEHHOTO KCMNepTa.

7. B Caiy4dae HEO6XO,£I,MMOCTM 3KCNepT Bnpase XOAaTaVICTBOBaTb nepen pykosoauTesiem
9KCNEPTHOrO yypexXaeHna o npnuBaevYeHNUU K NpoBeaeHN0 SKCNEePTU3bl 1IEKAPCTBEHHOTO CpeacTBa APYyrux
9KCNepToBs.

8. KarKablil 3KCnepT, BXOAALLMI B COCTaB KOMMUCCMM SKCMEPTOB, KOTOPOM MOpyYeHo nposeaeHue
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3KCMePTM3bl JIEKAPCTBEHHOTO CPeACTBA, HE3aBUMCMMO M CaMOCTOATE/IbHO MPOBOAMUT WCC/ef0BaHMS,
OLEeHMBaeT pe3y/bTaTbl, NOJIyYEHHbIE UM JIMYHO WM APYTMMM 3KcnepTamu, U GopmyampyeT BblBOAbI
OTHOCUTE/IbHO NOCTaBAEHHbIX BONPOCOB B NpeAe/iax CBOMX CeunanbHbIX 3HaHWUNM.

9. Pe3yanaTb| 3KCNepTn3bl NEKApPCTBEHHOIo Cpeacrtea Od)OpMJ'I’r'HOTC’r'I 3aK/1lo4eHnem KomMuccum
9KCNepTOoB. B 3akawyeHMn Komuccum 9KCNEPTOB YKa3biBalOTCA MepeyYeHb I/ICCJ'IE,CI,OBBHI/II?I, obbem
nposeaeHHbIX KaXX4bliM 3KCNEPTOM I/ICCI'IEAOBBHMIZ, YCTaHOB/IEHHbIE KaxXXAblM U3 HUX d)aKTbI ncaenaHHble
B pe3y/sbTaTte MCCﬂeAOBaHMﬁ BblBOAbl. 3KCI‘IepT, MHEeHMNE KOTOPOro He coBnagdaeT C peweHnem Kommccmmn
9KCNEepPTOB, BNpaBe BblIpa3nTb CBOE MHEHUE B NUCbMEHHOM cbolee, KOTOpoe ano6u.|,aeTcn K 3aK/1l0O4EHUNIO
KOMUCCUUN SKCNEPTOB.

10. 3KCI'IeprI, BxoaAauwmne B COCTaB KOMUCCUKN, npeaynpexaatoTcA 06 OTBETCTBEHHOCTU B
COOTBETCTBMMN C 3aKOHOAATE/NIbCTBOM Poccuiickoi tDe,u,epau,MM 3a fAa4y 3aKnkw4yeHuAa, copgeprkauiero
Heob0oCHOBaHHble UK d)aJ'IbCMd)VIU,MpOBaHHbIe BblBOAbl, O YHEM OHU AAKOT NOANUCKY.

11. OnpegeneHne ypoBHA NpodeccCOHANbHOM NOATOTOBKM IKCMEPTOB M aTTecTaums UX Ha NpaBo
NPOBeAEHMA IKCMEepPTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA IKCMEPTHO-KBAMMPUKALMOHHBIMM
KOMMCCUAMM B MOPSZKE, yCTAHOBIEHHOM COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepasibHbIM OPraHoOM
NCNONHUTENBbHOM BNACTU. YPOBEHb NPOGEeCcCMOHaNbHOM NOATOTOBKM 3KCNEPTOB NOANENKUT NEPECMOTPY
YKa3aHHbIMM KOMUCCUAMM HE peXKe Yem OAWH pas B NATb /eT.

12. Mpasuna npoBeAeHUs 3KCMepTM3bl NIEKAPCTBEHHbIX CPeAcTB M OCOBEHHOCTM 3KChnepTU3bl
OTAENbHbIX BWAOB JIEKAPCTBEHHbIX MpenapatoB (pedepeHTHbIX NEeKAPCTBEHHbIX MpenapaTos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX NPENapaToB, OMOMOrMYECKUX JIEKAPCTBEHHbIX MPEnapaTos,
6uoaHanoroBbix (6MOMNOAO6HbLIX) NEeKapCcTBEHHbIX NpenapaTtoB (6MoaHanoros), romeonaTUYeCcKUx
JIeKaPCTBEHHbIX NPENAPATOB, JIEKAPCTBEHHbIX PACTUTEIbHBIX NPENAPATOB, KOMOUHALMIA IEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCUM 3SKCMNEPTOB YCTAaHABAMBAKOTCA COOTBETCTBYHOLLMM
YNONIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOW BAACTU.

(4actb 12 B peg. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 17. TMopaya M paccmoTpeHue 3asaB/IeHUMA O TFOCYAaApPCTBEHHOW perucrpauuu
JIeKapCTBEHHOro npenapara A9 BeTepUHAPHOro NpuMeHeHuUsA
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [OnAa rocynapCTBEHHOM perncTpaumm nekapCcTBeHHOro npenapata A8 BeTepuHapHOro
NpMMeHeHNs pPa3pPaboTYMK TaKOro JIEKAPCTBEHHOro npenapata MAW YMNoJIHOMOYEHHOE MM Apyroe
lopuanyeckoe NuLO (Oanee B HacTosllel cTaTbe - 3asBUTENb) NpeAcTaBAAeT B YNONHOMOYEHHbIM
denepanbHbliA OpraH MCNOJHUTENbHOW BAACTU, OCYLLECTBAAKOWMA FOCYAAPCTBEHHYIO pPerncrpaumio
JIEKAPCTBEHHbIX MNpenapaTtoB A4 BETEPUHAPHOrO MNPUMEHEHUS, B INEKTPOHHOM dopme MAM Ha
OYMa*KHOM HocuTene 3asB/ieHMe O ToCYAapCTBEHHOW perucrpauum JekapCcTBEHHOro npenapaTa g
BETEPMHAPHOIo NPMMEHEHMS, a TaKXKe B NopsiAKe, yCTaHOBAEHHOM COOTBETCTBYIOLMM YMOJTHOMOYEHHbIM
desepanbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU, B 3/1IEKTPOHHOMN dopme Uan Ha BymarkHOM HocuTene
HeobxoaMmble AOKYMEHTbI, U3 KOTOPbIX GOpPMUpPYeTCA PEerucTpauMoHHOe AOCbe Ha NeKapCTBEHHbIM
npenapar 4/15 BeTePMHAPHOro NPUMeEHeEHMs.

2. B 3aAB/I€HUM O TOCYAaPCTBEHHOW PErMcTpaummn NekapcTBEHHOTO NpenapaTa Ans BETEPUHAPHOTo
NPUMEHEHMWA YKa3blBatOTCA:

1) HaumeHOBaHWe W agpec 3asBuUTens, paspaboTuMka W MPOU3BOAUTENSA I€KAPCTBEHHOro
npenapata Ana BeTEePUHAPHOro MPUMEHEHMA W adpec MecTa OCYLEeCcTBAeHMA NpOoM3BOACTBA
NleKapcTBEHHOrO npenapata A/1A BeTePMHAPHOrO MNPUMEHEHMA (B CAyyae HaAMUMA  HECKOJIbKUX
YYaCTHMKOB NpoLiecca NpoM3BoACTBa HEOBXOAMMO YKa3aTb KaXKA0ro U3 HKX);

2) HanmeHoBaHne NNEKAPCTBEHHOIO npenaparta Aana BETEPUHAPHOro NPUMEHEHUA
(Me»(p,yHapo,que HEeNnaTeHTOBaHHOE, WAM TpynnnpoBoYvYHOE, WUIN XUMUYECKOE WU  TOprosoe
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HanMeHOoBaHUA);

3) nepedyeHb AGVICTBYI-OLLI,VIX M BCNOMOTraTe/ibHbIX BELWECTB, BXOA4ALWKMX B COCTAaB JIEKAPCTBEHHOIO
npenaparta 4aAa BETEPUHAPHOIoO NpUMEHEHNUA, C YKa3aHNEM KOMMYECTBA KaxXKg0ro U3 HuX;

4) neKkapcTBeHHas ¢opma, O03MPOBKa, CMOCObbl BBEAEHMA W MPUMEHEHMA, CPOK roAHOCTU
NleKapcTBEHHOTrO NpenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

5) papmaKkoTepaneBTUUeCKas rpynna;

6) He0bX04MMOCTb MPUMEHEHUSA YCKOPEHHOM NPOLLeAYPbl SKCNEPTM3bI IEKAPCTBEHHbIX CPEACTB B
Lensax rocy4apcTBEHHOM PerncTpaLLmMm IeKapcTBEHHOro Npenapara;

7) KON AOKYMEHTOB, NOATBEPHKAALWNX ynaaTy I'OCVLI,apCTBeHHOﬁ NOW/INHDbI:

a) 3a npoBeAeHME 3KCMEepPTM3bl KayecTBa JIEKapCTBEHHOro CPeAcTBa M 3KCMEepPTU3bl OTHOLWIEHUA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY NPUMEHEHWA IeKapCTBEHHOrO Npenapara A1 BeTepuHapHOro
NPMMEHEHUA NPU Ero rocy4apcTBEHHON perncTpaunm;

6) 3a BblAAYYy PErUCTPALMOHHOIO YAOCTOBEPEHUNA IEKApPCTBEHHOTO NpenapaTa;

8) Hanuume cornacvaA, NPeAyCMOTPEHHOrO YacTblo 7 HaAcToAWEW CTaTbM, €CM C MOMEHTA
perucTpaumn pedepeHTHOro SIeKapCcTBEHHOro npenapata A/ BeTepUMHApPHOro MPUMEHEHUs MpPoLo
MeHee YeM LIeCTb NeT.

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

3. PerncrpaumoHHoe J0Cbe B LEesiX SKCNepTU3bl IEKaPCTBEHHOIO Npenaparta 4/11 BeTEPUHAPHOro
NpUMeHeHUA GOPMUPYETCS U3 CEAYIOWMNX JOKYMEHTOB U CBEAEHWI:
(B pen. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBeaeHuMAa o gate NpenoCTaBAEHMA U PETUCTPALMOHHOM HOMEpPE NINLLEH3UU Ha NPOU3BOACTBO
JIEKapCTBEHHbIX CPeACTB, NPefoCTaBNEHHOMW NPOU3BOAUTENO PErncTPUpPYyemMOro J/IeKapCTBEHHOTO
npenapaTta 414 BETEPUHAPHOTO NPUMEHEHUA, ONA POCCUIMCKMX NPOU3BOAMTENEN;

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

2) cBegeHuUn o gaTe NpeaoCcTaBNeHUs U PErucTpauMoOHHOM HOMEpe NIMLEH3UN Ha MPOM3BOACTBO
NIeKapCTBEHHbIX CPeACTB, MNPeaoCTaBAeHHOM npousBoauTento  dapmaueBTUYECcKon cybcTaHumuy,
BXOAALLEN B COCTaB PErmMCTPUPYEMOTO JIEKAapPCTBEHHOrO Mpenaparta 4/1a BEeTEePUHAPHOro MPUMEHEHMUS,
ONA POCCUNCKNX MPOU3BOAUTENEN;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2.1) Konua [AOKYMEHTa, BblAAaHHOTO YNOJHOMOYEHHbIM OPraHOM CTpaHbl Npou3BoauTena Ans
Ka)kOoh nNpoM3BOACTBEHHOM MNOLWAAKM  PErucTpUpyemMoro JIEKapCTBEHHOrO npenapata Ans
BETEPMHAPHOIro MPMMEHEHMA M NOATBEPXKAAIOLWLEr0 COOTBETCTBME MNPOU3BOAUTENSA JIEKAPCTBEHHOIO
npenapara TpeboBaHUAM NpaBMA Hag exKallen NPon3BOACTBEHHOM NPAKTUKN, U €ro NepeBoa Ha PYCCKUi
A3blK, 3aBEpPeHHble B YCTAHOBNEHHOM MOPAAKE, a TaKXe KOMWUS 3aK/lOYEeHUs O COOTBETCTBUMU
NPou3BOAUTENSA NEKAPCTBEHHbIX CpPeacTB TpeboBaHMAM MpPaBWU/ HagNerkalleld NpoM3BOACTBEHHOM
NPaKTUKWN, BblAAaHHOIO YNOJHOMOYEHHbIM dbeaepasibHbIM OpPraHOM UCNOJIHUTEIbHOM BACTU AN5 KaXKO0M
NPOn3BOACTBEHHON M/IOWAAKA PErNCTPUPYEMOrO JIEKAPCTBEHHOrO npenapata Ans BeTepUHapPHOro
npumMmeHeHusa, NMbo Konusa pelleHus o NPOoBeAEHNN NHCMEKTMPOBAHMA NMPOU3BOAUTENA TIEKAPCTBEHHbIX
CpeacTs, NPUHATOIO YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM MUCMOJHUTENIbHOM BNACTU AN KaXKaoW
NPOM3BOACTBEHHOM MNAOLWAAKN PEruMcTpMpPyemMoro JeKapCTBEHHOro npenapata A/ia BeTepUHapHOro
npumeHeHus. YKasaHHble JOKYMEHTbI NPeacTaBATCca B C/lyYae, ecn NpPoM3BOACTBO /IEKAPCTBEHHOIO
npenaparTa ocyLlecTsaaeTcs 3a npegenamm Poccuitckon ®egepaumm;

(n. 2.1 BBeaeH depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)
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2.2) Konus [OKYMEHTa, BblAAaHHOrO YMNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENSA
dapmaLeBTMYECKON cybcTaHumum n NOATBEPKAAIOLLETO COOTBETCTBME npoussoauTena
dapmaLeBTMUECKOM CybCTaHLMK, BXOAALLEM B COCTAB PErMCTPUPYEMOrO 1eKAapCTBEHHOro Npenapara gns
BETEPMHAPHOIo NPUMEHEeHUs, TpeboBaHMAM NPaBUA Haga/exalen NpomM3BoACTBEHHOM NPAKTUKM, U ero
nepeBos, Ha PYCCKMI A3bIK, 3aBEpPEHHble B YCTAaHOB/NIEHHOM MNOpsAAKe, B C/lyyae, ec/lM NPoM3BOACTBO
dapmaLeBTMUYECKOM CybCTaHLLMKM OCyLLEecTBAAETCS 3a Npeaenammn Poccuiickon ®egepauum;

(n. 2.2 BBegeH PepepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

3) NpoOEeKT HOPMAaTUBHOIO JAOKYMEHTA Ha J/IeKapCTBEHHbIM npenapaT Ans BeTepUHapHOro
NPUMEHEHNUS;

4) QOKYMEHT, coAeprKalmii cneaylolyo MHGopmaumio o dapmaLeBTUYecKon cybcTaHuMM naum
dbapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTAB /IEKaPCTBEHHOro npenapaTa AN BETEPUHAPHOro
NPUMEHEHUA:

a) HaummeHoBaHuWe dapmMaueBTMYECKOM CcybCcTaHUMKM, ee CTPyKTypa, obwwue cBoictBa (npu
roCyfapCTBEHHOW  pPerucrpaumMmM  MMMYHOBMONOTMYECKMX  JIEKAPCTBEHHbIX  Mpenapatos  Ajs
BETEPUHAPHOrO MPUMEHEHWA MPEACTaB/AOTCA CBEAEHUA O LITaMMe, BK/OYas ero HaumeHOBaHMe,
MHPOPMALMIO O NMPOUCXOXKAEHNN, €0 CBOMCTBAX, XapaKTEPUCTUKAX U MecTe AeMNOHUPOBaHUA);

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOINMA Nnpon3soacrtea C OonNMCaHNem CTaAMVI npon3ssoAacTBa U METOA0B KOHTPOA Ha BCeEX
CTaaAnAX NponsBoacCTBa;

r) uHdpopmauma o npumecax (He npeacTaBAsfeTCcA MpPU  FOCYAapPCTBEHHOW perucrTpauun
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX NPENapaToB 410 BETEPUHAPHOTO NPUMEHEHNA);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

A) cneundmrkauma Ha bapmaleBTUYEcKyto cybcTaHUMIo (He npeacTaBAseTca Npu rocyAapcTBeHHOM
perncTpauum UMMyHOBUONOTMUYECKUX NEeKaPCTBEHHbIX MPenapaToB A8 BETEPUHAPHOro NPUMEHEHUA);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

e) OMNMncaHne MmeToamnK KOHTPOA Ka4yecCTBa,

) pesynbTaThl aHa/iM3a cepuin GapmaueBTUYECKON cybCTaHuMM (He npeacTaBAATCA Npu
rocygapcTBEHHOM  perucTpaumMm  MMMYHOBMONIOTMYECKUX  /IEKApPCTBEHHbIX  NpenapaTtoB  Aas
BETEepPMHaAPHOro NPUMEHEHUA);

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

3) nepeveHb CTaHAAPTHbIX 06Pa3LLOB UAN BELLECTB, UCMO/Ib3YEMbIX MNP OCYLLLECTBAEHUN KOHTPOAA
Kayecrsa;

M) OMNMUCaHMNE XapaKTePUCTUK " CBOWCTB YNaKOBOYHbIX MaTepnasioB U YKYNOPOYHbIX CPEACTB,

K) fJaHHble O cTabunbHOCTM (He nNpeacTaBAAOTCA NPU  rOCYAapCTBEHHOM perucrpaumu
MMMYHOBMONOTMUYECKUX IEKapPCTBEHHbIX NPenapaTos ANA BeTePUHAPHOTo NPUMeHeHUA);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK FOAHOCTHU, YC/I0BUA XPaHEHUS;

5) oTyeT o0 pesynbTaTax AOK/AMHUYECKOTO WCCNeAOBaHMA JIEKApPCTBEHHOro cpeacTsa  Ans
BeTepunHapHOro npnmeHeHUA, BKﬂIOLIaIOU.I,VIVI ONnncaHne MmeToaos onpeageneHnAa oCTaTtovYHbIX KONM4ecTB
AEeNCTBYIOLIEro BellecTBa (AeACTBYOWMX BellecTs), AocTuralouero (gocTuratlowmx) CUCTEMHOro
KPOBOTOKa, B NPOAYKLUUN XMUBOTHOIO MPOUCXOXKAEHMA NOocCse NpumeHeHMA TaKOoro J1eKapCTBeHHOro
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CpeacTBa, a TakXKe AOKYMeHTanbHoe NoATBepKAeHMe (Bannaaumna) ykasaHHbIX MeTOA0B;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OT4YET O pPe3ynbTaTtaxX KJANMHUYECKOIo wunccneaoBaHMA /NEeKapCTBEHHOIo npenapata 414
BETEPUHAPHOIO NPUMEHEHUA Y KaXKO0ro BUAa UBOTHbIX, YKa3aHHbIX B MHCTPYKUUN MO BETEPUHAPHOMY
NMPUMEHEHMUIO;

7) NPOEKT MWHCTPYKUMM NO BeTepMHapHOMY MNPUMEHEHWUIO JIEKapCTBEHHOro npenapara,
cogepkallen cneaytolme CBEAEHMA:

a) HauMmeHOBaHMe  JIeKapCTBEHHOro npenmapaTa A48  BeTEepUHApPHOro  NpUMeHeHus
(mexkayHapoaHoe HemaTeHTOBaHHOE, WAM  FPYMNNUPOBOYHOE, WAM  XMMUYECKOe U  Toprosoe
HanMeHOoBaHUA);

6) NeKapCTBEHHAA d)opma C YKasaHunem HaMMeHOBaHMMN U KOJIMYECTBEHHOIO COCTaBa AEﬁCTBy}OMMX
BeuLecTB M Ka4eCTBEHHOTO COCTaBa BCMOMOTaTE/IbHbIX BELWLECTB,

B) ONnncaHme BHeELWHero Bnaa 1IEKApPCTBEHHOTO nNpenapaTta ANA BETEPUHAPHOIO NPUMEHEHUA;

r) dapmakoTepaneBTUYECKan rpynna ekapCcTBeHHOro npenaparta 419 BeTepUHapHOro NpMmMeHeHus
WU YKa3aHuMe "romeonaTUyecKkuii NekapcTBeHHbIN npenapaT";

4)  dapmakoguHamuMKa UM dapMaKOKMHETMKa (33 UcKAloueHnem  GapMaKOKUHETUKM
romMmeonaTMyYecKMx JIEKAPCTBEHHbIX MPENapaToB M PaCTUTE/bHbIX JIEKAPCTBEHHbIX MpernapaTtos) WaAu
onucaHne MMMyHOBNOIOTMYECKMX CBOMCTB JIeKapCTBEHHOTO NpenapaTa;

€) NoKa3aHuA anA NPUMEHEHUS;
) NPOTMBOMNOKA3aHMA ANA NPUMEHEHUS;
3) Mepbl NPeAOCTOPOKHOCTU NPU NPUMEHEHWUN;

VI) YKa3aHne BO3MOXXHOCTU U ocobeHHocTel NPpUMEHEHNA Y 6epeMeHHbIX XKUBOTHDbIX, Y XKUBOTHbIX B
nepunoa naktaunn, y nOTOMCTBa XUBOTHbDIX;

K) peXum A03MpoBaHuUsA, cnocob BBEAEHUS U NPUMEHEHUA, NPU HEOBXOAUMOCTU BpemMs nprema
NeKapCTBEHHOrO npenaparta 419 BEeTePUHAPHOro NPUMEHEHUA, NPOLOMIKNTENIbHOCTb IeUEHUS;

N) BO3MOXKHble NOBOYHblE AENCTBUA, HEXKeNaTe/IbHble PeaKLMmn NPy NPUMeHeHUN 1eKapCTBEHHOIO
npenapara g/1a BeTepUHaPHOIo NPUMEHEHHUS;

M) CUMNTOMbI NEePes03NPOBKU, MEPbI NO OKa3aHWI0 MOMOLLM NPU NepPeao3nNpPOBKE;
H) B3aMMOAEeNCTBUE C APYTMMMN NEKAPCTBEHHbIMW NpenapaTamm n (Man) Kopmamu;
0) dopmbl BbINYCKa NEKAPCTBEHHOTO NpenapaTta 418 BeTePUHAPHOro NPUMEHEHUS;

n) ykasaHue (npu HeobxoauMocCTU) O0coObeHHOCTEN AEeNCTBMA NeKapCTBEHHOro npenapaTa Ans
BETEPMHAPHOro NPUMEHEHUA NpU NepBOM NpMUeme Uan Npu ero oTMeHe;

p) onucaHue (NpyM HeOHX0AMMOCTH) AeNCTBUI cneuunanncta B 061acTM BeTepuHapun, Bnagenbua
KMBOTHOTO MNpW MNPOMNYCKe MNpuMema OAHOW WAM HECKO/IbKMX A03 JIeKapcTBEHHOro npenapaTta Ans
BETEPUHAPHOrO NPUMEHEHUS;

(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CpPOK rOAHOCTM W YyKasaHWe Ha 3anpeT MNPUMEHEHUs /NeKapCTBEHHOro npenapata A4
BETEePMHaAPHOro NPUMEHEHMA MO UCTEYEHUUN CPOKa roAHOCTY;
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T) YCNOBUSA XpaHeHus;

y) YKa3aHWe Ha HeOGXO,D,VIMOCTb XPaHEeHUA NEKApPCTBEHHOroO npenapata AOsA4 BETEPUHAPHOro
npuMeHeHNA B MeCTax, HEQOCTYNMHbIX ANA ,CI,ETef/‘I;

¢) ykasaHue (npu HeobXoAMMOCTM) cheumanbHbIX Mep NPEeAOCTOPONKHOCTU MPU YHUUTOXKEHUU
HEeMCMNoNb30BaHHbIX 1EKAPCTBEHHbIX MPENapaToB A1 BETEPUHAPHOrO NPUMEHEHMS;

X) CPOKKN BO3MOXXHOIo UCNoJ1b30BaHNA NPOAYKUUN HKMUBOTHOIO NponCXoxXgeHmAa nocne ssegeHmA
XNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 414 BeTePUHAPHOIro NpuMeHeHnA;

L) YCNOBMSA OTMNYCKa;

‘-I) HanmeHoBaHNA M agpeca nNpon3BoACTBEHHbLIX NMAOWaAOK MnpousBoauTenAa NeKapCTrBeHHOro
npenaparta 4a1Aa BETEPUHAPHOIo NpuMeHEHUA;

W) HaMmeHoBaHWe, agpec opraHM3auMu, YNoJHOMOYEHHOWN Jep)aTenem WAW BAaAeNbLEM
PerucTpaLmoHHOro YAOCTOBEPEHUA NIeKapCTBEHHOro npenapata Ha MNpUHATME NpeTeH3ui oT
nortpebutens;

8) NpoeKTbl MaKeToOB NepPBUYHOM YNAaKOBKMN U BTOPUYHOK YNaKOBKM 1€KapCTBEHHOrO NpenapaTa Ann
BETEPUHAPHOrO NPUMEHEHUSA;

9) cnepylowme cBefeHMA 0 NEKAPCTBEHHOM Mpenapare 4/ BeTePUHAPHOTo NPUMEHeHUA:
a) onucaHue 1 CoCTaB NIEKAPCTBEHHOTO NpenapaTa 411 BeTepPUHAPHOTO NPUMEHEHNS;
6) onncaHue papmaLeBTUUYECKOWN pa3paboTKu;

B) onMcaHMe npouecca NPon3BoACTBa U ero KOHTPOIA, NOANUCaHHOE B NOPAAKE, YyCTaHOBAEHHOM B
COOTBETCTBMM C YacTblo 1 HacToALEN CTaTby;
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHMe KOHTPOAA KPUTUYECKMX CTaguini MPOM3BOACTBA M MPOMENKYTOYHOW MPOAYKLMN,
NoAMMCaHHOe B NOpPAAKe, yCTaAHOB/IEHHOM B COOTBETCTBMM C 4acTbio 1 HacToALLel cTaTbu;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaumeHOBaHWA W afpeca pa3paboTyMKa, Oep:KaTens WAW BAaAe/bLa PerncTpaumoHHOro
YyOOCTOBEPEHUA  /IeKAPCTBEHHOrO  MpenapaTa, MNPOM3BOACTBEHHbIX NAOWAAOK MNpou3BoauUTENs
JIeKapCTBEHHOIO MNpenapaTta A8 BETEPUHAPHOIO NPUMEHEHMUA C YKa3aHWEM CTagui TEXHOOrMYECKOTO
NpoLecca, OCYLLECTBAAEMbIX Ha MNPOWM3BOACTBEHHbIX MNJOWAAKAX MNPOU3BOAUTENA NIEKAPCTBEHHOIO
npenapara a5 BETEPUHAPHOIO NPUMEHEHMUS;

(B pea. PepepanbHbix 3akoHOB oT 13.07.2015 N 241-$3, o1 02.08.2019 N 297-93)

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MMKPOBUONOrMYECKME XapaKTEPUCTUKI;

3) MaTepuanbHbIi 6anaHc 414 NPOU3BOLCTBA CEPUM FOTOBOTO MPOAYKTA;

1) onMcaHue XxapakTepPUCTUK U CBOMCTB YNAaKOBOYHbIX MaTepManioB U YKYNOPOUHbIX CPeACTB;
K) AOKYMeHTanbHOe NoATBepKAeHWe (Banaauns) NnpoLueccos 1 (Mnn) nx oueHKa;

Nn) TpeboBaHMA K Ka4yecTBy BCMOMOraTesibHbIX BewecTs (cepTuomkar, cneumdukaumsa Ha
BCMOMOraTebHble BellecTsa U ux obocHoBaHue);
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M) dHaUTU4YECKNE METoOOaNKN, MUcnosibsyemble MNpn OCyWwecCTB/IEHUN KOHTPOJIA KadecCTBa
BCNOMOraTe/JibHbIX BELWECTB;

H) AOKYMeHTanbHOEe NoATBepXKAeHUe (Banuaaums) aHaAUTUYECKUX MeTOAMK, UCNOAb3yeMbIX Npu
OCYLLLECTB/IEHWUU KOHTPOA KayecTBa BCMOMOraTe/IbHbIX BELLECTs;

O) VIH(bOpMaLI,Mﬂ 06 MCnoab30BaHUM BCNOMOTraTE/bHbIX BellecTs 4yenoBeyeCKoro m XmMBOTHOIo
NPOUCXOXKAEHNA;

n) yTpatnn cuny. - deaepansHblii 3akoH oT 02.08.2019 N 297-93;

p) TpeboBaHWMA K KayecTBy JIeKapCTBEHHOTO MpenapaTta Ais BETEePUHAPHOro npUMeHeHUs
(cepTnduKar, cneundurKauma Ha 1eKapCTBEHHbIM NpenapaTt u nx obocHoBaHMe);

C) dHaAnTU4eCKne MeToauKn, ucnonb3yembie MNMpun  OCyWweCTBNEHUU KOHTPOJSIA Ka4yecCTBa
NEKAPCTBEHHOrO nNpenaparta 414 BETEPUHAPHOIO NPpUMeHeHUA;

T) AOKYMEHTa/IbHOE noAaTBepXxaeHune (Banm,a,au,m) dHaA/IUTUYECKUX MEeTOOUK, NCMOZIb3yeEMbIX NpU
OCyLWeCTB/IEHNN KOHTPOIA Ka4yeCTBa 1IEKAPCTBEHHOIO NpenapaTa ANA BETEPUHAPHOIO NpUMeHeHUA,

y) OOKYMEHT, NOATBEPKAAILWMIA KayecTBO /JIeKapCTBEHHOro npenaparta Tpex MPOMbILLAEHHbIX
cepuii (NpoTOKON aHanM3a nam cepTudMKaT aHaau3a), ogHa cepusa KOTOPOro A0/XKHa COBMNaAaTh C cepueit
o6pasua nNekapcTBEHHOro Npenapara, NoAaHHOro Ha PEerncTpaLmio;

&) xapakTepucTuKa Nnpumece;

X) nepeyvyeHb CTaHOAPTHbIX o6pa3u,08, MCnosibdyembiX nNpuv OCyWECTB/IEHUN KOHTPONA KayecCTBa
NEKAPCTBEHHOrIO nNpenaparta AaAa BETEPUHAPHOIO NPpUMeEeHEHUA,

Ll,) AaHHble O CTabunbHOCTH JNNIEKAPCTBEHHOTIO Npenaparta AnAa BETEPUHAPHOIo NpnMmeHeHuA,

10) Konua [OOKyMeHTa, cofeprKawero MHPopmMauuilo O Hanuumm uam ob oTcyTCTBMM daKToB
perncTpaunmn nekapcTBEHHOro npenaparta 411 BeTepUHAPHOro NpUMeHeHuUs 3a npeaenammn Poccuinckol
depepaunu;

11) cornacve B nucbmeHHOW dopme, NPeayCMOTPEHHOE YacTbio 7 HacToAWen cTaTbk, B Clydae
perncTpaLum BoOCNpom3BeLeHHOro 1eKAPCTBEHHOIO Npenapara;
(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTA Ha PYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAHOB/JEHHOM MOpPAAKE W
NOATBEPKAAIOWEro NPaBOMOYHOCTb 3anAB/AEHMA O FOCYAAPCTBEHHOM PErucTpauum NeKkapcTBEHHOMO
npenapara g/1a BeTepuHapHOro NPUMeHeHNA (40BEPEHHOCTD);

13) cBefdeHMA O TOCYZAPCTBEHHOM perncTpaumm  reHHO-MHXeHepPHO-MOoAMPULMPOBAHHbIX
OpraHM3MoB, MNpeAHa3HAYeHHbIX A0 BbINyCKA B OKPY)Kawolylo cpedy (npu rocyaapcTBeHHOM
perncTpaunm NeKapCTBEHHbIX MpenapaTtos [ANA BETEPUHAPHOrO MNPUMEHEHUA, MNOJYYEHHbIX C
NPUMEHEHUEM  F€HHO-UHXEHEPHO-MOANPULMPOBAHHBIX OPraHU3MOB WAM  COAEPIKALLMX TaKue
OpraHu3Mmbl).

(n. 13 BBegeH PegepanbHbim 3akoHOoM oT 02.08.2019 N 297-03)

4. Tpu npoBeaeHUN YCKOPEHHOW MpoLeaypbl SKCMEepTM3bl JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHUA B LLEAX ero rocyaapcTBeHHOM perncTpauumn BMecto ot4yeTa paspaboTumKa
0 pesynbTaTax AOKAMHWYECKOrO MWCCNeAO0BaHUA JfIeKapCTBEHHOro cpeactsa A/ BeTepuHapHOro
NPMMeHeHUA MoXKeT 6biTb npeacTasBneH 0630p HayyHbiXx pPaboT O pesynbTaTax AOKAUHUYECKOro
nccnenoBaHna pedepeHTHOro NeKapcTBeHHOro npenaparta A8 BeTePUHAPHOro NPpUMEHeHUA, a BMecCTo
oTyYeTa O pesy/ibTaTax KAMHWUYECKOro MccneaoBaHUA NeKapCTBEHHOro npenapaTta A8 BeTepPUHapPHOro
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NPUMEHEeHUA OTYEeT O pe3yabTaTax WCCNefoBaHUM OGUOIKBMBANEHTHOCTU BOCMPOU3BEAEHHOro
JIeKapCTBEHHOrO NpenapaTa 4158 BeTePUHAPHOro NPUMEHEHMA.
(4acTb 4 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha aKkcnepTusy pasanyHbix IeKapCcTBEHHbIX GOPM OZHOTO M TOTO *Ke JIEKAaPCTBEHHOro Npenapara
ANA BETePUHAPHOTo NPUMEHEHMWA 3afBUTENb NPEeACTaBSET OTAe/IbHbIe 3asiBIEHUA U PErucTPaLMOHHbIe
[0Cbe Ha KaXkayto nekapcTeeHHyto dopmy. Mpu ycnosumn 04HOBPEMEHHOM NOAAYM Ha SKCNEPTU3Y OLHOM
NeKapcTBeHHOM GOpMbl  C  PasMYHbIMKM - A03MPOBKOM, KOHLUEHTpauuei, obbemom 3aaBuTENb
npeacTaBnseT OAHO 3asB/EHWE M PErncTpauMOHHOE AO0Cbe C MPUNONKEHMEM MaKeTOB MepBUYHOW
YNaKoBKM W BTOPUYHOWM YMNaKoBKM. Ha MmaKeTax NepBMYHOM YNAKOBKM M BTOPUYHOM YMNAKOBKM
YKa3blBaloTCA BCE NPOU3BOAMMbIE L03UPOBKN, KOHLEHTPALMM, 06bEMbI M KOIMYECTBO A03 B YNaKoBKe
NeKapcTBEeHHOTrO NpenapaTa A8 BeTEPUHAPHOro NPUMEHeEHMS.
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeAcTaB/ieHMA C 3asB/IEHUEM O FOCYAaPCTBEHHOMN perncTpauumn nekapcTBeHHOro
npenapaTta 419 BETEPUHAPHOIrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAIOLLMX YNAATY FOCYy4aPCTBEHHOM
MOLW/IMHbI M YKA3aHHbIX B NYHKTE 7 4acTu 2 HacToAWel CTaTbUl, CBEAEHUN O JINLEH3UAX, YKA3aHHbIX B
nyHKTax 1 1 2 yacTu 3 HacToALLEelM CTaTby, a TaKXKe BblgaBaeMbIX (MpeaocTaBaAaemblX) yNoJHOMOYEHHbIMU
depepanbHbIMM OpraHaMmn UCMOJHUTENIbHOM BIaCTU AOKYMEHTOB (CBeAEHWUI), YKa3aHHbIX B NMyHKTe 2.1
YacTM 3 HacToAWEeN CTaTbW, YMNONHOMOYEHHbIM denepasnbHblIi OpPraH WCNOAHUTENBbHON BAAaCTU
3anpalwnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NopsAaKe MeXBeAOMCTBEHHOTO MHGOPMaLMOHHOTO
B3aMmoAencTBus.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-3)

7. He ponyckaeTcA MCNONb30BaHME B KOMMEPUYECKUX Uensx MHOoOpMauMM O pesynbTaTax
AOK/IMHUYECKMX UCCNEL0BAHNIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNe0BaHUM IeKapCTBEHHbIX
npenapaTtoB A8 BETEPUHAPHOro NPUMEHEHWUA, NpeacTaBNeHHOM 3asBUTENEM ANA TOCYAaPCTBEHHOW
perncTpauum nekapcTBEHHbIX npenapatos, 6e3 ero cornacua B TeyeHWe LWeCTM feT C  4aTbl
rocyAapCTBeHHOM pernctpaunmn pedepeHTHOro eKapcTBeHHoro npenapara B Poccuiickoii ®egepaunn.

8. JeprkaTtenb Unu Bnagenel, perncTpaLMoHHOro yAoCTOBEPEHMA IeKapCTBEHHOrO npenapaTta ana
BETEPUHAPHOIO NPUMEHEHMA NPeACcTaBAAEeT B YNOJHOMOYEHHbIM desepasibHbIi 0praH UCMOJIHUTE/IbHOM
BNACTM OTYET Mo pe3ysibTaTaM papMakoHaA30pa O4MH Pas B LECTb MECALLEB B TeYeHMe ABYX JIeT noc/e
rocy4apCcTBEHHOM perncTpaumm IeKapcTBeHHOro npenapaTta B Poccuiickoit degepauum, 3aTem exKerogHo
B TEYEHME NOoCNeayHLLMX TPEX NeT U B Aa/ibHellueM 04MH pa3 B TpY roga.

(yacTb 8 BBeaeHa PegepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)

Ctratba 18. MMopaya M paccMoTpeHUe 3afAB/IeHMA O T[OCYAAPCTBEHHOW perucrpauumu
NIeKapCcTBeHHOro npenapara a8 MeguUMHCKOro NnpumMmeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. [AnA rocyfapCTBEHHOW PerucTpaunm NeKapcTBEHHOro npenapata Aaa  MeAWMUMHCKOro
NPUMEHEHMA OPUANYECKOE NINLO, AENCTBYIOLEee B COOCTBEHHbIX MHTEpecax MAM YNoJHOMOYEHHOe
NpeACcTaBAATb UHTEpPeCbl APYroro HPUAMYECKOro NLA M 3afBAAIOLLEE NIEKAPCTBEHHbIN NpenapaT Ha
rocyapCTBEHHYIO perucTpaumio (panee B HacToAwWwen cTaTbe - 3aABUTENb), NpPeacTaBaseT B
YNONHOMOYEHHbIN defepanbHbli OpraH UCNONHUTENbHOM BAACTM, OCYLLECTBAAIOWMI FOCYAapCTBEHHYIO
PervcTpaLmio 1eKapcTBEHHbIX NpenapaTos ANA MegULMHCKOro NPUMEHEHMSA, B 91EKTPOHHOM dopme M Ha
6ymaxXHOM HocuTene 3asfB/ieHMe O FOCYAApPCTBEHHOW PerucTpaummn NekapcTBEHHOro npenapata Ans
MeANLNHCKOTO NPUMEHEHMA, a TaKXe B NopAfKe, YCTaHOBAEHHOM YMNOAHOMOYEHHbIM deaepasbHbIM
OpPraHOM MCMONIHUTE/IbHOM BNACTU, B 3/NEKTPOHHOM dopme U Ha BymarKHOM HocuTene Heobxoaumble
OOKYMEHTbI, U3 KOTOpbIX GOPMUPYETCA PErnmcTpaumMoHHOE A0Cbe HA NEeKAapCTBEHHbIN npenapaTt A
MeANLMHCKOTO NPUMEHEHMUA.

(yacTb 1 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aaBneHun o FOCVAapCTBEHHOﬁ pPerncTpaunm nekapCrtBeHHoOro npenapata 4na meagnmumnHCcKoro
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NPUMeEHEHUNA YKa3bliBAKOTCA:

1) HavMmeHoBaHMWe, afpec 3asaBUTENA U NPOM3BOAMTENA JIEKAPCTBEHHOro mnpenaparta A
MeAMLMHCKOrO NPUMEHEHUS, CBeAEeHNA 06 UX perucTpaLmu B KayecTBe HaloronaateNblivKa B CTpaHe
pernctpaunm (418 POCCUMCKUX IOPUANYECKUX UL, - MAEHTUGUKALMOHHBIN HOMEP HasoronaaTebLliMKa
(MHH), ANA MHOCTPAHHbBIX OPUAMYECKUX /IUL, - CTPAHA PErncTpaLLMm, HAMMEHOBAHME PETUCTPUPYIOLLETO
opraHa, PermcTpauMoHHbI HOMep, Ko HAaIoronaaTe/IbLMKa B CTPaHe pPerncTpaumm (MHKoprnopawumm) nam
ero aHanor) u agpec Mecta OCYLLEeCTBNeHMA MPOM3BOACTBA JIEKAPCTBEHHOro npenaparta (B caydae
Ha/IMUYMA HECKOIbKMX Y4aCTHMKOB MPOLLECCA €r0 NPON3BOACTBA HEOBX0AMMO YKa3aTb KayKA0ro yYacTHUKa
B COOTBETCTBMM C OCYLLLECTBAAEMON CTaaMein Npon3BoaACTBa);

(n. 1 8 pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HanmMmeHOBaHWMe NeKapPCTBEHHOIO NpenapaTta ANna meanumMHCKOro npuMmeHeHmaA (ME)KAyHapOLI,HOG
HenaTeHToOBaHHOE, NN TPYNMUPOBOYHOE, NI XUMUYECKOE N TOProesoe HaMMEHOBaHMﬂ);

3) nepedvyeHb AEVICTBYI-OLLI,VIX M BCNOMOTraTe/ibHbIX BELWECTB, BXOA4ALWKUX B COCTAaB JIEKAPCTBEHHOIO
npenaparta ana meagnuymnHCKoro npumeHeHuA, C ykasaHmem KoIM4ecTBa KaxXaoro n3 HuXx;

4) neKkapcTBeHHas ¢opma, [03MPOBKA, CMOCOObI BBEAEHMS U MPUMEHEHMA, CPOK TOAHOCTU
JIeKapCTBEHHOro Npenapara 418 MegULMHCKOTo NPUMEHEHUS;

5) bapmakoTepaneBTMYECKan rpynna, Kog aHaToOMO-TepaneBTUYECKO-XMMMNYECKOM KnaccudurKaumm,
peKoMeHO0BaHHOM BcemMMpHOW oOpraHusaumelt 34paBOOXPAHEHUA, 3anABAAEMble MOKasaHuA Ana
NPMMEHEHMA EeKapCTBEHHOrO NpenapaTta 414 MegULUMHCKOro NpUMeHeHUs;

6) otcytctBME HeobXOAMMOCTM NPeaoCTaB/NeHUA OT4eTa O pesyabTatax  KAMHUYECKOro
nccnenoBaHUA, nUccaenoBaHUAa BUO3KBUMBANEHTHOCTM /IEKAPCTBEHHOMO MNpenaparta, paspeleHHoro as
MeAMLMHCKOro npumeHeHua B Poccuiickoin ®eaepaunn 6onee ABaauaTti /1eT, C yKasaHMeM HOPMAaTUBHbIX
MPaBoOBbIX aKTOB, NOATBEPKAAIOLIMX AaHHbIN CPOK MPUMEHEHUSA;

7) HeobxoamMmocTb odopmaeHUs paspelleHna Ha BBO3 B Poccuiickyio defepalmio KOHKPETHOM
napTMM  3aperncTpupoBaHHbIX U (MAKN)  HEe3apPerncTpupoBaHHbLIX  JIEKAPCTBEHHbIX  CPeACTs,
npeAHasHayeHHbIX A5 NPOBeAEHUA 3KCMepTM3bl NEKAPCTBEHHbIX CPEeACTB B LENAX rocynapCTBEHHOM
perucrpauum;

8) HEO6XO,CI,MMOCTb npoBeaeHNA 3KCNEPTU3bI JOKYMEHTOB, NpeacTaB/EeHHbIX ANA onpeaeneHunAa
BO3MOXHOCTU pacCMaTpuBaTb ﬂeKapCTBEHHbIﬁ npenapatr ana MmMegunumnHCKoro npumeHeHuna npu
ocyuwecrtsieHnun Focy,ﬂ,apCTBEHHOVI perncTtpaunmn B Ka4ecrtee Op(baHHOFO NNEKapPCTBEHHOrO nNpenaparta,

9) Heobx0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl SKCNePTM3bl NEKAaPCTBEHHbIX CPEACTB B
LLeNAX rocyAapCcTBEHHOMN perncrpaumm IeKapcTBEHHOro npenapara;

10) KONuKU JOKYMEHTOB, NOATBEPKAAIOLLMX YIIATY rOCYyAaPCTBEHHOM MOLW/IMHbI:

a) 3a NpoBeAeHMEe 3KCMNepPTU3bl JOKYMEHTOB, NPeACTaBJAEHHbIX ANA ONpeaeeHnsa BO3MOMKHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbIM nNpenapaT A48 MeAMUMHCKOTO NPUMMEHEHUA NpPU  OCYLLEeCTBeHUU
rocyAapCTBEHHOM PerncTpauun B Kayectee opdpaHHOro eKkapcTBEHHOTO Npenapara;

6) 3a npoBeAeHWE 3KCMNepPTU3bl KayecTBa NIEeKapCTBEHHOro CPeAcTBa U 3KCNEepTU3bl OTHOLLEHUA
0XMAaeMO NOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMA IeKapCTBEHHOIo Npenapara, pa3peLleHHoro ans
MeZMLUMHCKOro npumeHeHua B Poccuiickoli ®egepaumm 6onee ABaauatv fieT, NPU OCYLLECTBAEHUM
rocyapcTBEHHOMN perncrTpaLmm 1eKapcTBEHHOro npenapara;

B) 32 NPOBEAEHME IKCMEePTM3bl KayecTBa JIEKAPCTBEHHOrO CPEeACTBA M 3KCMepTU3bl OTHOLIEHMSA
0XXM3aEMOI NO/Ib3bl K BO3MOXHOMY PUCKY NPUMEHEHWA IEKAPCTBEHHOIO Npenaparta g8 MeguLMHCKOro
NPUMEHEHMA NPU ero rocyLapcTBEHHON perncTpaumm;
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r) 3a npoBeAeHWe 3KCMepTU3bl KauyecTBa JIEKAPCTBEHHOrO CPeACTBAa M 3KCNEepTM3bl OTHOLIEHWUSA
0XXMOAEMOW NOJb3bl K BO3MOMKHOMY PUCKY NPUMEHEHWA JIEKaPCTBEHHOIO NpenapaTa Aas MeauLMHCKOro
NPUMEHEHWA, B OTHOLEHMM KOTOPOro MpPOBeAEeHbl MEeXAYHAPOAHble MHOTOLEHTPOBbIE KAMHUYECKUe
UccnefoBaHWA, 4Y4acTb M3 KOTOpbIX NpoBedeHa B Poccuiickon Peaepauumn, nNpu  ocywecTBAeHUU
rocyfapCTBEHHOW PErncTpaLmnmn 1eKapcTBEHHOro Npenapara;

11) Hanuume cornacus NPOU3BOAUTENA JIEKAPCTBEHHOro npenapata, NPOWM3BOACTBO KOTOPOro
ocyuwiecTenfetca 3a npegenamm Poccuitckot degepaumn, Ha npoBegeHME UWHCNEKTUPOBaHUA
NpoM3BOAUTENA HA COOTBETCTBME TpeboBaHNAM NPaBUA HaaNeKallen NPON3BOACTBEHHON NPAKTUKY;

12) Hannume cornacus, NpeayCMOTPEHHOrO YacTbio 18 HacTosALLel CTaTby;

13) yKasaHue BUAa NEKAPCTBEHHOTO NpenapaTa, NPeACcTaB/eHHOro Ha perucTpaumio (pedepeHTHbIN
NeKapCTBEHHbIN  NpenapaT, BOCMPOM3BEAEHHbIA  /IeKAPCTBEHHbIN  npenapat, buonornyeckui
JleKapCTBEHHbIM npenapaTt, 6uoaHanorosbiii (6onoaobHbIN) NekapcTBeHHbIM npenapat (buoaHanor),
romeonaTMyYecKnin 1eKAapCTBEHHbIM NMPenapart, 1EKAPCTBEHHbIM pacTUTE/IbHbIV Npenapar).

(4acTb 2 B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpaumMoHHOe f[ocCbe Ha JIeKAPCTBEHHbIM MNpenapat Aaa MeAUUMHCKOrO NpuUMeHeHuA
npefocrasnsetca B popme 06LLEro TEXHUYECKOTO AOKYMEHTA.
(4acTb 3 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYMeHTauMn agMMHNCTPATMBHOIO XapaKTepa BK/tOYaeT B cebs:

1) 3aABNeHNE O rocyAapCTBEHHOW pPerncTpaLmMm NeKapCcTBEHHOro npenapaTa 414 MeanUMHCKOro
NPUMeEHEHMA B 3N1EKTPOHHOM dopme 1 Ha BymaxkHOM HocUTENE;

2) KOMWIO [OOKYMEHTa Ha PYCCKOM f3blKe, 3aBEPEeHHOr0 B YCTaHOB/IEHHOM MOPAAKE W
NOATBEPXAAIOLLEro NPaBOMOYHOCTb 3aABUTENA NOAaBaTh 3aAB/IEHNE O rocyAapCTBEHHOW peructpaumum
NleKapcTBeHHOro npenapaTa Ans MeAULMHCKOro NpUMeHeHna (40BepPeHHOCTb);

3) cBegeHuns 0 gaTe NpenoCTaB/ieHUMA U PErUCTPALMOHHOM HOMEpPE SINLEH3UM Ha NPOU3BOACTBO
/IeKapCTBEHHbIX CPeACcTB WM CBeAeHUs O JaTe npenocTaB/eHMA W pernmcTpauyMoHHOM Homepe
3aK/IIOYEHMA O COOTBETCTBUM MPOM3BOAMUTENA JNIEKAPCTBEHHbIX CcpeacTB TpeboBaHMAM nNpaBun
Hag/NeKallel npousBOACTBEHHOW MPaKTUKM, BblAAHHbIX (NPeAOCTaBNAEHHbIX) YNOJHOMOYEHHbIM
desepanbHbiIM  OpPraHOM WUCMOJIHATENbHOW BAaCTM B OTHOLIEHMM MPOM3BOACTBEHHOM NAOWAAKM
PErncTpMpyemoro neKapcTBEHHOro mnpenapaTa, B C/ly4yae, €CAM NPOM3BOACTBO JIEKAPCTBEHHOro
npenapara ocyuiecTsaseTca B Poccuiickon ®eaepaymu;

(B pea. PepepanbHbix 3akoHOB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

4) Konuio nNpeaocTaB/fieHHOW YNONHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS INLLEH3UWN Ha
NPOW3BOACTBO JIEKAPCTBEHHOrO npenapata M ee MnepeBoj Ha pPYCCKUI A3bIK, 3aBEpPEHHble B
YCTaHOBNEHHOM MOPAAKE, a TaKXKe KOMMUIO 3aKKYEHNA O COOTBETCTBMWN NPOU3BOANTENA IEKAPCTBEHHbIX
cpeacte TpeboBaHMAM  MpaBWMA  Hagae)kalen  npousBOACTBEHHOM  MPaKTUKKW,  BblAAHHOTMO
YNONHOMOYEHHbIM peaepanbHbiM OPraHoOM UCMOJHUTENBHOW BAACTU B OTHOLLUEHMW MPON3BOACTBEHHOM
NAOWAAKN PErnMcCTPUPYEMOrO JIEKAPCTBEHHOIO Mpenaparta, WaM KOMUI PeLleHUa YNOJAHOMOYEHHOIo
denepanbHOro opraHa WMCNOJHUTENbHOM BAaCTM O MPOBEAEHUM WHCMEKTUPOBAHMA MNPOM3BOAUTENA
JIEKAPCTBEHHbIX CPeACTB, B C/ly4ae, eCcu NPou3BOACTBO SIEKAPCTBEHHOIO NpenapaTta oCyLwecTBAAeTCA 3a
npegenamun Poccuiickon degepauum;

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-$3)

5) NPOEeKT MHCTPYKLUMN MO MEAMULMHCKOMY NPUMEHEHMUIO 1EKAPCTBEHHOTO NPenapaTa, CoAeprKaLlel
cnepylolme CBeAEHUS:

a) HauMMeHOBaHMe NEeKapCTBEHHOro npenapata (MexAayHapogHoe HemnaTeHTOBaHHOe, WK
rPYNNMPOBOYHOE, NN XMMUYECKOE M TOPrOBOE HaMMeHOBaHMA);
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6) NeKapCTBEHHAA d)opma C YKasaHunem HaMMeEHOBaHMMN U KOJIMYECTBEHHOIO COCTaBa AeﬁCTBYDMMX
Beuw,eCTtB N Ka4eCTBEHHOIO COCTaBa BCNOMOraTe/IbHbIX BELWLECTB (I'IpVI HEOGXO,CI,VIMOCTVI KONn4eCcTBeHHOro
COCTaBa BCNOMOraTe/sibHbIX BELLI,eCTB),'

B) ONMCaHWe BHELHero BUAa eKapCTBEHHOMO Npenaparta 418 MeauLMHCKOro NPUMEHEHWS;
r) pu3nKo-xMMMYECKne CBOICTBA (A1A paamodapmaLLeBTUYECKUX IeKapCTBEHHbIX NpenapaTos);

4) dapmaKkoTepaneBTMyecKaa rpynna, KoA NeKapCTBEHHOro npenapata Ana MeAUUMHCKOro
NPMMEHEHMA MO  aHAaTOMO-TEPaneBTMYECKO-XMMMUYECKOM  KnaccMbUKauMu, PeKoMeHA0BaHHOWM
BceMMpHOI oOpraHusaumein 34paBoOOXpPaHEHMA, WAM YKasaHue ''romMeonaTUYecKuilt fleKapcTBEHHbI
npenapar";

e) ¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHuem  GpapMaKOKUHETUKM
romMeonaTUYeCcKnX IeKaPCTBEHHbIX NPENapaToB U PACTUTE/IbHbIX IEKAPCTBEHHbIX MPENapaTos);

) NOKasaHuA aNs NpUMeHeHUs;
3) NPOTMBONOKa3aHUA A1 NPUMEHEHNUSA;
1) mepbl NPeAOCTOPOXKHOCTU NPU NPUMEHEHUY;

K) YKa3aHne BO3MOMHOCTU WU ocobeHHocTel NPUMEHEHNA NE€KaPCTBEHHOIoO npenaparta AnA
MeOULMHCKOTO NpUuMeHeHUA 6€peMEHHbIMM KEeHWHnHamy, XKeHwmnmHamnm B nepunos rpyaHoro
BCKapmnaunBaHuA, 0eETbMU, B3POC/1bIMU, UMEKLLMMU XPOHNYECKNE 3360/'IEBaHI/IFI;

N1) peXnM 03MPOBaHKsA, cnocobbl BBEAEHUA U MPUMEHEHUS, NPU HEOBXOAMMOCTU BPEMSA Npuema
JIeKapCTBEHHOro npenapata gas MeAUUMHCKOTO MPUMEHEHUS, NMPOAO/IKUTENbHOCTb JIeYEHUS, B TOM
ynucne y ageten A0 M nociae o4HOro roaa;

M) BO3MOXHblE€ HeXenaTe/ibHble peakunn npun npMMeHeEHUN NeKapCTBEHHOro npenapata A4naAa
MeaUNLIUMHCKOTIO NPUMEHEHNUA;

H) CMMNTOMbI NepPes03nPOBKN, MePbl MO OKA3aHMIO MOMOLLM NPY NepPeso3MpPOBKE;
0) B3auMoZencTBue C ApyrMmmn IeKapCTBEHHbIMKW NpenapaTamum v (M) NULLEBLIMU NMPOLYKTAMMU;
n) GopMmbl BbiMyCKa NEKaPCTBEHHOrO Npenapara;

p) yKkasaHue (nNpu Heo6xoAMMOCTM) ocobeHHOCTel AEeWCTBMA JEeKapCTBEHHOro npenaparta A4aa
MeAMLMHCKOTO NPUMEHEHMA NPU NEPBOM NPUEME UAN NPU €70 OTMEHE;

c) onucaHue (npu HeobxoaMMOCTH) AeNCTBUIM Bpada (benbawepa) u (Maun) naumeHTa Npu Nponycke
nprMema o4HOM UK HECKOJ/IbKMUX 4,03 IeKapCTBEHHOro NpenapaTa 418 MeaUUMHCKOro NPUMEHEHUS;

T) BO3MOXHOE B/AVAHWE JIEKAPCTBEHHOrO mnpenapata Ana MeAMUMHCKOrO MPUMEHEHMS Ha
CNoCcoBHOCTb YyNPaBAATb TPAHCNOPTHLIMM CPEACTBAMMU, MEXAHU3MAMM;

y) CPOK roAHOCTM M YyKa3aHMe Ha 3anper MPUMMEHEHMsA JIeKapCTBEeHHOro npenapaTta Ans
MeANLMHCKOro NPUMEHEHNA MO UCTEYEHUN CPOKA roAHOCTY;

) ycnosumsa xpaHeHus;

X) yKasaHuMe Ha HeobXoAMMOCTb XpaHeHWsA JIeKAPCTBEHHOrO npenapata 448 MeAUUMHCKOro
NPUMeEHEHMA B MeCTax, HeAOCTYNHbIX ANA aeTen;

L) yKasaHue (npu HeobXoAMMOCTW) crneumasnbHbiX Mep MPeaoCTOPOXKHOCTM MPU YHUUTOMNKEHUU



HEeMCNONb30BaHHbIX IEKAPCTBEHHbIX MPENAPATOB A1 MeAUUMHCKOTO NPUMEHEHUS;
4) yca0BMA OTNYCKa;

W) HAaMMEHOBAHMA W agpeca MPOU3BOACTBEHHbIX MJIOLWAL0K MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara;

) HanMMeHoBaHWe, agpec OopraHM3auuu, YNOJHOMOYEHHOW AepaTenem WAM Bnagenblem
PerucTpaLnoHHOro YA0CTOBEPEHUA NEeKapCTBEHHOro npenaparta A48 MeAULMHCKOro NpumMeHeHMA Ha
NPUHATME NPeTeH3n oT noTpebutens;

6) MHCTPYKLMIO NO MEAUUMHCKOMY MPUMEHEHUIO WAN KPATKYHO XapaKTePUCTUKY JIEKapCTBEHHOMO
npenapara, yTBEPKAEHHbIE B CTPaHE NPOU3BOAMUTENS;

7) NPOEKTbl MaKEeTOB NePBUYHO YMAKOBKM U BTOPUYHOM YNaKOBKM IEKAPCTBEHHOTO NpenapaTa Aas
MeAMLMHCKOTo MPUMEHeHUs;

8) NpOeKT HOPMaTMBHOM AOKYMEHTALUMW WAM HOPMATMBHOTO AOKYMEHTa Ha J/IeKapCTBEHHbIN
npenapar 41a MeAMLMHCKOro NpuMeHeHus b0 yKasaHWe cooTBeTCTBYoLen dapMmaKoneiHom cTaTbi;

9) AOKYMEHT, cofeprKaWmii MHOPMaLMIO O HaiMuMM uamM 06 oTcyTcTBUKM GAKTOB perMcTpaumm
NeKapcTBEeHHOTo NpenapaTa Ana MeaAnUMHCKOro NpUMeHeHNA 3a npegenamm Poccuiickoit degepaumy;

10) KOMUN OOKYMEHTOB, 3aBe€pPeHHbIX B YCTAaHOBJIEHHOM MNopAAKe U noATBeEpPXKAOaoWnx d)aKT
perncrpaumnn nNeKapCrBeHHOro npenapata B WHOCTPaAHHbIX roCyaapCrBax B KadecrtBe Opd)aHHOI'O
NEKApPCTBEHHOrIO nNpenaparta,

11) naaH ynpasaeHna puUuCKkamun  ON1A b6ronormyeckmnx NNEKAPCTBEHHDbLIX nNpenapatos 414
MeaNLNHCKOTIo NPpUMeHEHNA;

12) pokymeHT o cucTeme dapmaKoHag3opa AepyKaTens WM Bnafenbla pPerncTpaumoHHOro
YAOCTOBEPEHUSA IeKapPCTBEHHOTO NpenapaTa;

13) AOKYMEHT, NoATBeprKAaloWMIA KayecTBO J1IeKAapCTBEHHOTO MpenapaTta TPeX MPOMbIWAEHHbIX
cepwuit (NpoTOKON aHaNn3a AU cepTUPUKAT aHan3a), o4Ha CepUsA KOTOPOro AOJ/IKHA COBNAAaThb C cepuei
obpasua /feKapCTBEHHOro npenapata Agas MeAUUMHCKOrO MPUMEHEeHUA, NpPeacTaBAEeHHOro Ha
rocyapCTBEHHYIO PErncTpaLmio.

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

5. Pazgen xvmmyeckon, dapmaueBTUYECKON U BUMONOTMYECKOM AOKYMEHTaLMM BKAOYaAEeT B cebs
OOKYMEHTbI, cofeprawme WHoopmaumio o dapmauLeBTUYECKON CyOCTaHUMM U NeKapCTBEHHOM
npenapate AN8 MeAMUMHCKOrO NPUMMEHEHMA, Npouecce ero Npou3BOACTBA M METOZax KOHTPOAA
KauyecTBa, B TOM YMcne:

1) Konuio IOKYMEHTA, CoAeprKalllero cneaytoLlyto MHdopmauuio o bapmaueBTUYecKolr cybcTaHunm
nnun papmaLeBTUUYECKUX CyOCTaHLMAX, BXOAALMX B COCTaB JIEKAPCTBEHHOTO Npenapara, 3a UCKAYEHNEM
nHbopmauum o dapmaueBTUYECKMX CcybCTaHUMAX, BK/OYEHHbIX B TFOCYAApPCTBEHHbIN peecTp
JIEKApPCTBEHHbIX CPeACTB B COOTBETCTBUM CO cTaTbel 34 HacToswero PenepanbHOro 3aKoHa:

(8 pen. PepepanbHOro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHMe dpapmaLLeBTUYECKOKN cybCcTaHLUUK, ee CTPYKTypa, 0bLine CBONCTBa;
6) HaumeHoBaHME M aapec NPOU3BOANUTENS;

B) TEXHO/NI0MMA Npon3sBoacTea C ONMCaHnem CTa,ﬂ,MVI npon3soAacTBa U METOA0B KOHTPONA Ha BCEX
CTagmnax nponssBoAacTBa,


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9302160C36BA69DF8499092B3BF5A47EBD4FE8763308D7DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005100A36BA69DF8499092B3BF5A47EBD4FE876310CD0DD1DB595012252DD46CCB59050DAC0QDhEK

r) onncaHune paspaboTKu Npolecca NPOn3BoACTBa;

[) onncaHue KOHTPOAA KPUTUYECKMX CTaAniA NPON3BOACTBA M NPOMEKYTOYHOM NPOAYKLMY;
€) AOKYMeHTa/IbHOE NoATBEPKAEHME (BanMaaLma) NPoLLECCOB U (MIM) NX OLLEHK];

) CBOICTBA 1 CTPYKTYypa AENCTBYIOLLINX BELLLECTB;

3) xapaKTepucTnKa npumece;

n) cneundurkauma Ha bapmaueBTUYECKYHo CybCcTaHLMIO 1 ee 060CHOBaHWE;

K) aHanuTUYeckMe MeTOOMKM, UCMO/Ib3yeMble MpPU  OCYLECTBIEHUM KOHTPOAS KayecTBa
dapmaLeBTMUYECKON cybCcTaHLMu;

N) AOKYMeHTaNbHoe noAaTtBepXAaeHue (Baanaaumsa) aHanUTUYECKMX METOAMK, UCMONb3YEMbIX NPU
OCYLLECTB/IEHNM KOHTPOIA KayecTBa papmaLieBTMYECKO cybcTaHumu;

M) pe3ynbTaTbl aHaAn3a cepuin papmauesTMYEcKomn cybcTaHLmy;

H) nepedyeHb CTaHAAPTHbIX 06pa3u,03 nnn BewecTs, NCNob3yeMbIX NMPU OCYLWECTBIEHUN KOHTPONA
Ka4ecCTBa;

0) ONUcaHMe XapaKTePUCTUK U CBOMCTB YNAaKOBOYHbIX MaTEPMANOB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTU hapmaLleBTUYECKOM cybcTaHLMu;
p) CpOK rogHocCTY;

1.1) B OTHOWeHUN apmMaLEBTUUYECKUX CyOCTaHUMI, BXOAAWMX B COCTaB J1I€KAPCTBEHHOMO
npenapata WM BK/IKOYEHHbIX B TOCYAAPCTBEHHbLIA PEECTP JIeKAaPCTBEHHbIX CPeACTB B COOTBETCTBUM CO
ctaTbelt 34 HactoAwero ®denepanbHOro 3aKOHA, - KOMWUA [OKYMEHTA, COAEPNKALLErO CAeAyHoLLYHO
nHbopmaumio:

a) HaumeHoBaHKe dapmaLEeBTUYECKOM CybCcTaHLMK, ee CTPYKTypa, obuime CBOICTBa;
6) HaMMeHoOBaHWe U agpec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHaM3a cepuii bapmaLeBTUYECKON CybCcTaHUmu;

r) CpoK rogHocTy;
(n. 1.1 BBegeH PepepanbHbiM 3aKOHOM OT 27.12.2019 N 462-03)

2) [OKYMEHT, coAepXaluit cneaywoowme CBeAeHWs O JieKapCTBeHHOM npenapaTe Agna
MeANLMHCKOro NpUMeHeHun:

a) OnncaHme n CoCTtaB JIEKAPCTBEHHOTIO NpenapaTta Ana MeauunHCKOro npnmeHeHuaA,

6) onucaHne dapmaLeBTMYECKON pa3paboTkn (obocHoBaHWe BbIBOpa cocTaBa, NEepPBUYHOMN
YMaKOBKW M MHOTO);

B) TEXHONOIMA Nnpon3soacrtea C OnNMCaHnem CTa,D,MVI npon3soacTtea U METOA0B KOHTPOIA Ha BCEX
CTagmnax npons3BoAacTBa,

r) ONUCaHWe KOHTPO/NA KPWUTUYECKMX CTAaAWiA Mpouecca NPOM3BOACTBA U MPOMEKYTOYHOM
NPOAYKLMK;

I,CI,) HanmeHoBaHWNe U aapec mecCta ocyllecTtBneHnA Npon3BoaCcTBa /IEKAPCTBEHHOIO Npenaparta anAa
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MeANUNHCKOTO NMPUMEHeHMA (B c/lydae HannumMa HECKONbKUX YYaCTHMKOB npouecca MNpoM3BOACTBa
HeobXxoAMMO YKa3aTb Kaxaoro U3 Hux);

e) dapmaL,eBTMUECKan COBMECTUMOCTb;

) MMKPOBKMONOTUYECKME XapaKTEPUCTUKM;

3) maTepuanbHbiit 6anaHc 4NA NPOM3BOACTBA CEPUMN FOTOBOTO NPOAYKTa;

1) onMcaHue XapaKTepMUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepPManoB U YKYNOPOUHbIX CPeACTB;

K) LOKYMeHTaNnbHOe NoATBEPKAEHME (Banaaums) NpoL,eccosB NPoOn3BOACTBA U (MAK) NX OLLEHK];

J'I) TpeﬁoBaHWr'l K Ka4yecTtsy BCMOMOraTe/ibHbIX BeLWEeCTB (cemechKaT, CI'IELI,VI(I)I/IKaLI,VIFl Ha
BCnoOmorartesibHble BeWeCTBa N UX 06OCHOBaHVIe);

M) dHaIUTU4eCKne MmeToanKun, Mucnosibsyemble nMpn OCywecCTB/IeEHUN KOHTPO/ZIA Ka4decCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMeHTa/ZibHOE noareepxaeHune (Banm,u,au,m) dHa/IUTUYECKNX METOAUK, UCNOJIb3yeMbIX NMpPU
OCyLWecCTB/IEHNN KOHTPOIA Ka4yeCTBa BCNOMOraTe/1IbHbIX BELWECTB;

0) I/IH(bOpMaLI,I/IFl 06 1CNoNb30BaHMM BCMOMOraTe/IbHbIX Beuw,ects 4yenoseyeCKoro m XmMBOTHOIo
NPOUCXOXKAEHNA;

I'I) I/IHd)OpMaLI,I/IFi 06 MCNoNb30BaHMM HOBbIX BCOMOTraTeNbHbIX BeulLecTs,;

p) TpeboBaHMA K Ka4yecTBy /IeKApCTBEHHOro npenapata 414 MeAMUMHCKOro MNpUMEHEHUA
(cepTnduKar, cneundunKkaLma Ha NeKapCTBEHHbIM NpenapaT u Mx 06ocHoBaHMe);

C) dHa/IUTU4YECKne MeToaAuKHN, MUncnoablyemble nNpu OCYWeCTB/IEHMMN KOHTPOA Ka4decTBa
NNEKAPCTBEHHOTIO nNpenaparta Ana megnumnHCKoro npuMmeHeHuA,;

T) AOKYMeHTaibHOe NoATBepXKAeHWe (Bannaaums) aHaIMTUYECKUX METOAMK, UCMOb3yeMbIX Npwu
OCYLLLECTB/IEHUU KOHTPOA KayecTBa IeKapCTBEHHOTO NpenapaTa A41a MeANLUHCKOTo NPUMEHEHUS;

Y) pe3ynbTaTbl aHAIM30B CEPUIA JIEKAPCTBEHHOTO NpPenapaTta Ans MeAULMHCKOro NPpUMEHeHUs;
&) XxapaKTepucTMka npumece;

X) nepeyvyeHb CTaHAAPTHbIX O6pa3LI,OB, MCNosib3yemblX NpuU OCYyLWECTB/IEHNUN KOHTPONA KayecCTBa
NeKapCTBEHHOrO npenaparta Ana megnumnHCKOro NnpuMmeHeHua,

L) AaHHble O CTabUNbHOCTM IeKapCTBEHHOTO Npenaparta Ans MeAULMHCKOro NPUMEHEHUA.
(4actb 5 B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pazgen $apmaKoiormyeckoi, TOKCUKONOMMYECKOW LOKYMEHTALMN BKAtOYAEeT B cebsa oTyeTbl O
pesynbTaTax [AOOK/AMHUYECKUX WCCNeAOBaHUI  NEeKapCTBEHHOrO cpeacTBa  ANA  MeAMUMHCKOro
NPMMEHEHWA, B TOM YNCNE:

1) oTyeT 0 papmMakoAMHAMUYECKUX UCCNEA0BAHMUSAX;
2) oT4eT 0 GaPMaKOKMHETUYECKUX UCCNELO0BAHUAX;

3) OTYET O TOKCMKOIOTMYECKUX UCCIeA0BAHUSAX.
(4acTb 6 B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KNIMHUYECKOM AOKYMEHTALUMN BKOYAET B cebs oT4yeTbl 0 pe3ynbTtaTaX KANHUYECKUX
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MCCﬂE,ﬂ,OBaHMVI NEKapCTBEHHOrIO nNpenapata Aaa meaunumMHCKOro npuMmeHeHunA, B TOM HnNCne:

1) oTyeTbl 06 uccneaoBaHUAX OUOAOCTYMHOCTM UM OUMO3KBMBANEHTHOCTM, WCCNELOBaHUAX,
YCTaHaB/IMBAIOLLMX KOPPEALMIO PE3Y/IbTaTOB, MOJIYYEHHbIX B YCAOBUAX in Vitro 1 in vivo;

2) oT4eTbl 0 GapMaKOKMHETUYECKNX UCCNEA0BaHUNAX;
3) oT4yeTbl 0 papmMaKkoAMHAMUYECKMX UCCNeO0BaAHUAX;
4) oTYeTbI O KAMHUYECKUX UCCNeA0BaHNAX 3GPEKTUBHOCTM U Be30nacHOCTH;

5) oT4eT 0 nocTperncTpaLMoHHOM ONbITE NPUMEHEHUA (MPU HAUYUK).
(4acTtb 7 BBegeHa PepepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHUA K 06beMy MHPOPMALMK, NPEAOCTABAAEMON B COCTAaBE PErNCTPALMOHHOIO AOCHE,
ONA OTAENbHbIX BUA0B IEKAPCTBEHHbIX MPEnapaTos A4 MeAULMHCKOTO NPUMEHEHMA YCTaHABAUBALOTCA
YNOAHOMOYEHHbIM defepanbHbIM OpraHOM UCMOAHUTENBHOW BAACTW.
(4acTb 8 BBegeHa PenepanbHbim 3aKOHOM OT 22.12.2014 N 429-03)

9. B oTHOLWIEHUN IeKAaPCTBEHHbIX NpPenapaTos, paspeLlleHHbIX A1 MeAULNHCKOro NPUMEHEHNS B
Poccuitckoli depepaummn 6onee ABaauaTU /IeT U B OTHOLIEHMWU KOTOPbIX HEBO3MOXKHO NpoBedeHMe
nccnefoBaHnit X GBUO3IKBUBANEHTHOCTM (32 UCKNOYEHNEM BMONOrMYECKUX IeKaPCTBEHHbIX Npenapartos),
[OONYCKaeTcs BKAOYEHME B COCTaB pasgena GapmMaKo/0rMyeckomn, TOKCUKONOTMYECKOW AOKYMEHTaLMN K
pasfena KAMHUYECKOW [OOKYMEHTauMM BMeCTO oTyeTa pa3paboTumka O pesy/bTaTax COOCTBEHHbIX
OOK/IMHUYECKUX UCCNea0BaHUI IEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNea0BaHMIA NeKAPCTBEHHbIX
npenapaToB AA8 MeAULMHCKOro npumeHeHUsa ob3opa Hay4yHbix paboT o pesynbTaTax AOKAMHUYECKUX
NCCNefOBaHNIM /IEKAPCTBEHHbIX CPEACTB WM KAMHWYECKMX WCCAeLOBaHUN AaHHbIX JIEKAaPCTBEHHbIX
npenapaTos, B TOM YMC/e BKIKOYAA OMbIT UX NOCTPEINMCTPALMOHHOIO NPUMEHEHMS.

(4acTb 9 BBEeaeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 475-®3)

10. MNpw rocyfapCTBEHHON PErMcTpaLuu BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaTtoB A4/A
MeAMLMHCKOrO NPUMEHEHMA [ONyCKaeTcA BK/OYEeHWe B COCTaB pasgena  ($apmaKko/iorMyeckon,
TOKCUKONOrMYECKOW AOKYMEHTaUMM W pas3gena  KAMHUYECKOW AOKYMEHTauMM BMEecTO oT4yeTa
paspaboTunka O pesynbTaTax COBCTBEHHbLIX AOKAMHUYECKMX MCCNEeAO0BaHWI NEKAPCTBEHHbLIX CPEeACTB
0630pa HayyHbIX paboT 0 pesynbTaTax AOKAMHUYECKUX UCCNeA0BaHUN pedepeHTHOro NeKapCTBEHHOro
npenapaTta W NpeacTaBieHne BMeCTO KAMHUYECKUX UCCAeL0BaHMUIA B MOAHOM 06beME, YCTaHOBNEHHOM
pasAenom KAMHWYECKOW AOKYMEHTauuu, oT4eTa O pesynbTaTax UCCNefoBaHWi BMO3KBMBANIEHTHOCTU
BOCMPOW3BEAEHHOrO J/IEKapPCTBEHHOrO Mpenapata Ana MeaMUMHCKOro npumeHeHus. He Tpebyetca
npeacraB/ieHMe oOT4eTa O pe3ynbTaTax WCCefoBaHMM BGUMO3KBMBANEHTHOCTM BOCNPOM3BEAEHHOMO
NleKapcTBEHHOro  npenapata A48 MeAUUMHCKOTO  MPUMEHEHMs,  eCan  PerncTpupytoTcs
BOCMPOU3BEAEHHbIe /IeKapCTBEHHbIE NpenapaTbl 418 MeAULMHCKOro NPUMEHEHUA, KOTOpbIE:

1) npegHasHauyeHbl A napeHTepasbHOro (NOAKOMKHOrO, BHYTPUMbILWEYHOTO, BHYTPUBEHHOTO,
BHYTPWUIA3HOrO,  BHYTPUMONOCTHOIO,  BHYTPUCYCTAaBHOrO, BHYTPMKOPOHApPHOro) BBEAEHUSA U
npeacTasnatoT coboit BogHble pacTBOpPbI;

2) npeacTaBnAoT coboii pacTBOPbI A4/1A NEPOPAbHOTO NPUMEHEHUS;
3) npounsBeseHbl B Gopme NOPOLLKOB AU TMOGUAN3ATOB AN NPUTOTOBAEHMS PAacTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAKOTCA YLWHBIMW UM F1a3HBIMW 1IEKAPCTBEHHbIMM NpenapaTamu, NponssegeHHbIMKU B dopme
BOAHbIX PAcTBOPOB;
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6) npegHasHavyeHbl 414 MeCTHOIro NpuMeHeHNA U NPUroToB/1IEHbI B d)opme BOAOHbIX PaCTBOPOB;

7) npeactaBnstoT cobolt BOAHbIE PacTBOPbI A1 UCMNOAb30BaHMUA B GOpME MHIANALNIA C MOMOLLbLO
Hebynalizepa UM B Ka4eCcTBe Ha3a/ibHbIX CNpPeeB, MPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMUCTB.
(yacTtb 10 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

11. ina cnyyaes, yKa3aHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacToALLel cTaTbM, BOCNPOM3BEAEHHbIN
NIeKapCTBEHHbIA Mpenapat Ana MeAMUMHCKOrO MNPUMEHEHWA [OJ/PKEH COAEpPXaTb TaKuMe XKe
BCMNOMOTATE/IbHbIE BELLECTBA B TAKMX YKe KO/IMYECTBAX, KaK N pedepeHTHbI IeKapCcTBEHHbIA npenapar.
Ecnn  coctasbl BCMOMOraTe/NbHbIX BELW,eCTB  Pa3AnyaloTcA, 3aABUTENb [A0/KEeH npeacTasBuTb
[0Kas3aTenbCcTBa TOro, YTO UCNONb3yeMble B AaHHbIX KOHLLEHTpauuAX BCMIOMOraTe/bHble BeLLecTBa He
BAMAIOT Ha 6e3onacHocTb M (Mnn) 3ddEeKTUBHOCTb NEKAPCTBEHHOrO npenapaTa s MeAMLMHCKOro
npumeHeHusn. B cnyyae, ecnv 3asBUTENb HE MOKET NPEACTaBUTb TaKME A0KA3aTeNbCTBA U (MK) He UMmeeT
AOCTyna K COOTBETCTBYIOLWMM AaHHbIM, OH AO/IKEH NPOBEeCTU COOTBETCTBYIOLLME UCCNefOBaHUA ANA
AO0Kas3aTenbCTBa OTCYTCTBUA BAWAHWA pPasHbIX BCNOMOraTesibHbIX BeLwecTB WAW BCMOMOraTe/bHbIX
YCTpOICTB Ha 6e3onacHocTb U (Maun) apdeKTUBHOCTL IeKapCTBEHHOTO NpenapaTa Ans MeaUUMHCKOro
NPUMEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAIOLLMMU NPaBo EBPA3MIACKOro SKOHOMMYECKOIO COHO3a.
(4actb 11 BBeaeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pes. PenepanbHOro 3akoHa oT
22.12.2020 N 444-93)

12. Npu rocyaapCcTBEHHOM PErnCTPaLLMM KOMBMHaLMIM paHee 3aperucTPUPOBAHHbIX IEKAPCTBEHHbIX
npenapatos Aaa MeAMUMHCKOTO NPUMEHEHUA AOMYyCKAaeTCA BKJOYEHME B COCTaB pasgena
$apmaKoIorMyeckom, TOKCMKONOrMYECKON AOKYMEeHTauuu M pasgena KAWMHUYECKOW [OO0KYMeHTauun
BMECTO oOT4yeTa pa3paboTuMka o pesynbTaTax CoOOCTBEHHbIX [AOKJAMHUYECKUX UCCNEeA0BaHWUM
JIeKapCTBEHHbIX cpeAcTB 0630pa HayyHbix paboT O pesynbTaTax AOKJAMHUYECKUX WCCNedoBaHWUM
pedepeHTHbIX /NIEKAPCTBEHHbIX MPEnapaToB, BXOAAWMX B COCTaB KOMOWMHALUMUW /IEKAapPCTBEHHbIX
npenapaTtos, U 06 OTCYTCTBMU UX B3aUMOAENCTBUA B OAHOM NEeKapCTBEHHOMN dpopme.

(4acTtb 12 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

13. Ha aKcnepTu3y pasinyHbIX N1EKAPCTBEHHbIX GOPM O4HOTO U TOTO Ke NEKAPCTBEHHOTO NpenapaTta
AN MeANUMHCKOTO NPUMEHEHMA 3as8BUTE/b NPEeACTaBAAET OTAEe/bHbIE 3aBIEHUA U PErUCTPALMOHHbIE
[OCbe Ha KaXAay'o nekapcTeeHHyto dopmy. Mpu ycnosumn 04HOBPEMEHHOM NOAAYM Ha SKCNEPTU3Y OLHOM
NeKkapcTBeHHoN GOpMbl € Pas/IMYHbIMKM - 0O3MPOBKOM, KOHUEHTpauuelt, obbemom 3asaBuUTENb
npeacTaBnsieT OAHO 3asB/IEHUE U PErncTpauMoHHOE A0Cbe C NPUIOKEHMEM MaKETOB YNAaKOBOK Ha
Ka*kKayto LLO3MPOBKY, KaXKAYI0 KOHLLEHTPALMIO, Kaxkabli 06bEM U KaXKa0e KONMYECTBO 403 B YNaKOBKE.
(4actb 13 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpwn rocypapCTBeHHOM perucTpaumm opdaHHOro JIEKAapCTBEHHOrO npenapaTta 3afBUTESNb
npeacrasaseT uHbopmauuio, Heobxoaumyto ansa GopMUPOBAHNA Pa3aena KAMHUYECKON AOKYMEHTALMM,
B 06beme, YCTaHOB/IEHHOM YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENBHOW BAACTU.

(4acTb 14 BBEAEHA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

15. Mpu perucTpaumm 6MONOTMYECKOTO JIeKapCTBEHHOrO MNpenaparta, MNoJIyYeHHOro M3 KPOBW,
Nnasmbl KPOBW Ye/NOBeKa, B COCTaBe PErmcTpauMOHHOIO A0Cbe Ha NeKapCTBEHHbIVM MpenapaT Ans
MeAMULMHCKOro NPUMEHEHUs 4O/KHbI ObITb NpeacTaBiAeHbl AOMNOJHUTENbHO:

1) B pasgene QOOKYMEHTaUMM agMWHUCTPATUBHOIO XapakTepa [AOKYMEHT, CoAepyKalluumii
nHbopmaunio o cybbeKkTax obpallleHMa AOHOPCKON KPOBU U (MIM) ee KOMMOHEHTOB, O TOM, rae bbina
OCyLLeCTB/iIeHa AoHauua (KpoBM M (MAKM) nnasmbl KPOBM), a TaKKe JaHHble 06 MHOEKLMOHHbIX
3aboneBaHuAX, NepefaloWmMXcs MNapeHTepanbHbIM MyTem, MHPopmaumMa O cybbeKTax obpalieHus
OOHOPCKOWM KPOBM U (M/IM) €e KOMMOHEHTOB, B OTHOLIEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPO/b
[OOHOPCKOW KPOBU U (M/1M) ee KOMMNOHEHTOB;

2) B pasgene Xmumnyeckoi, papmaueBTMYecKoin N BUONOrMYeckom AOKYMEHTALLUN:
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a) Kputepumn u cnocobbl 0T6OpPa, TPAHCNOPTUPOBAHUA U XPaHEHUSA OOHOPCKOM KpoBu U (unn) ee
KOMMOHEHTOB;

6) pesynbTaTbl UccnegoBaHUM 0TOBPaHHbIX AOHOPCKOM KPOBU U (MAK) Naasmbl KPOBKM M MY/0B Ha
HanuMune Bo3byauTene MHOEKUU, BKAOYAA WHPopmaumio 06 MCNOb30BaHHbIX METoAMKaxX
UCCNefoBaHWA M B C/lyyae MWCCeA0BaHUA My0B MNJ1a3mbl KPOBWU pPe3ynbTaTbl LOKYMEHTA/IbHOIO
noATeepXAeHus (BaaMaaumnn) Ncnosib30BaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNAKOBKM ANA 0TOOpa AOHOPCKOWM KPOBM U (MIM) NAa3mbl KPOBM,
BK/ItOYas HPOPMaLMIO 06 MCNO/Ib30BAHHbIX PACTBOPAX aHTUKOAryAsSHTOB.
(4acTb 15 BBeAeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

16. KnMHMyeckne nccnenoBaHMa IEKapCTBEHHOMO npenapaTa gas MeguLMHCKOro NpUMeHeHusa B
Luenax ero rocygapCTBEHHOM permctpauum nposogatca B Poccuitickoh Pegepaumm B nopagke,
YyCTQHOBNEHHOM cTaTbsAmMu 38 - 44 Hactoawero ®PepepanbHoro 3akoHa. OTYeT O NpoBeAEHHbIX
nccnefoBaHUAX BKAKOYAETCA B COCTAB Pa3fena KAMHUYECKOM AOKYMEHTAUMN PErNCTPALLMOHHOIO 40Cbe
Ha JIeKapCTBEHHbIM NpenapaT g8 MegUUMHCKOro npumeHeHus. [na nekapcTBEeHHbIX NpenapaToB A
MEAULMHCKOTO MPUMEHEHUS, B OTHOLUEHUW KOTOPbIX B pe3y/bTaTe 3KCNepTu3bl LOKYMEHTOB,
npeacTaBNeHHbIX A5 onpeneneHus BO3MOMKHOCTM PacCMaTpuBaTb JIEKAPCTBEHHbIA npenapaT gas
MeAULIMHCKOIO NpUMEHEHUs B KayecTBe OpdaHHOro /IEKapCTBEHHOMO NpenapaTta, Takas BO3MOMKHOCTb
NMPU3HaHa M B OTHOLWEHWW KOTOPbIX MNPOBELEHbl KAMHUYECKME WCCNenoBaHuA, BblIMNONHEHHble 3a
npegenammn Poccuiickon Pepepaumm B COOTBETCTBMM C NpaBUMAaMM Hagjexaler nabopatopHol
NPaKTUKN M NpaBUAaMU HagNexallen KAUMHUYECKOM MNPaKTUKKU, AOMYyCKaeTCs BK/AKOYEHMEe B COCTaB
pasgena KAMHUYECKOW AOKYMEHTaUMW BMECTO OT4YeTa O pe3ynbTaTax KAMHUYECKMX UCCNefoBaHWuM
JIeKapCTBEHHOroO Npenaparta A1a MeANUUHCKOro NpUMeEHeEHUs, NpoBeaeHHbIx B Poccuiickon deaepaumu,
oTYyeTa O pes3ynbTaTax KAWMHUYECKMX WCCNEeAO0BaHWM, BbINOMHEHHbIX 3a npeaenamm PoccuiicKkom
depepaunn.

(4acTtb 16 BBegeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

17. B cny4yae HenpeacTaBAeHUsA C 3aABAEHNEM O FrOCYAAPCTBEHHOM PErnMCTPaLLMM NeKAPCTBEHHOTO
npenaparta aaa MeANLMHCKOTO NPUMEHEHMA SOKYMEHTOB, NOATBEPKAAIOWMX YNNaTy rocy4apCTBEHHOM
MOWAMHbI W YKasaHHbIx B MyHKTe 10 4actM 2 HACTOAWEW CTaTbM, a TaKXe BblAaBaeMblX
(npegoctaBnaembix) ynoAHOMOYEHHbIMM  deaepanbHbIMM  OpraHaMu  UCMOJIHATENIbHOW  BAacCTy
OOKYMEHTOB (CBeAEeHWI), YKa3aHHbIX B MyHKTax 3 M 4 yacTu 4 HacTosWel CTaTbM, YNOJHOMOYEHHbIM
denepanbHbIi OpraH MCMNOJSIHATENIbHOW BAACTM 3aMpallMBaeT yKasaHHble AOKYMeHTbl (cBeaeHus) B
nopagKe MeKBeAOMCTBEHHOIO MHPOPMALLMOHHOTO B3aMMOLENCTBUIA.

(4actb 17 B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcA MCNOAb30BaHME B KOMMEPYECKUX ULenax uHGopmauum o pesysbTaTax
OOK/NIMHUYECKUX UCCNeaoBaHUIA NeKAapPCTBEHHbIX CPEACTB U KNAMHUYECKUX UCCNea0BaHUI 1eKapCTBEHHbIX
npenapatoB A1A MeAMUMHCKOrO NpUMEHEHWsi, NpPeacTaB/NeHHOM 3anaBUTENEM AN FOCYyAapCTBEHHOM
pernctpaunmn neKapcTBEHHOro npenapata, 6e3 ero cornacMa B TeyeHMe LWeECTU NeT ¢ AaTbl
rocygapcTBeHHOM perucrTpaumm pedepeHTHOro IeKapcTBEHHOro npenapaTa B Poccuitckoit ®egepaumu.
(yacTb 18 BBEAEHA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

19. [lep:XaTenb Unu BRagenew, permcTpaLMoHHOro ya0CTOBEPEHMA IeKapCTBEHHOTO NpenapaTta Ha
6MOTEXHONOMMYECKUI N OpdaHHbIN NEeKAPCTBEHHbIM NpenapaTt 06A3aH NpeaocTaBAATb Ha BO3ME3AHOM
0OCHOBe 06pa3Lbl pedpepeHTHOro 1eKapCTBEHHOMO NpenapaTta 3aaBUTENAM 414 NPOBeAEHNA KANHUYECKUX
nccnefoBaHuit. Ctommocte obpasua pedepeHTHOro JNIEKApPCTBEHHOrO MpenapaTta, BKAKOYEHHOTO B
nepeyeHb *KU3HEHHO HEOHXOANMBIX U BaXKHENLLMX IEKAPCTBEHHbIX NPENAPATOB, HE AO/XKHA NPEBbILLATb
3aperncTpUpPOBaHHY0 NPeAEebHY OTNYCKHYIO LieHY Ha pedepeHTHbIN NeKapCTBEHHbIN npenapaTt uau
LEeHY Ha IeKapCTBEHHbIN NpenapaT B CTpaHe Npou3BoAMTENA.

(4acTb 19 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

20. 3asBNEeHMe O roCyAapPCTBEHHONM perncTpanmnm BoCnpon3BeAeHHOro IeKapcTBEHHOTo npenapaTa
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ONS MEeAMUMHCKOTO MPUMEHEHUs MOXKeT ObiTb NogaHO B YMOJHOMOYEHHbIA denepanbHblii OpraH
WCNONIHUTENIbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYAAPCTBEHHYID  PErucTpauuio  IeKapCTBEHHbIX
npenapatoB, MO MWCTEYEHUW YeTblpex NeT C AaTbl FOCyAapCTBEHHOW perucTpaumm pedepeHTHoro
JleKapcTBeHHoro npenapata B Poccuitckoit ®epepaumu.

(yacTtb 20 BBEAEHA PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

21. 3asBneHMe O TrOCydapCTBEHHOW  perucTpauum  6uoaHanorosoro (6uonomo6bHoro)
JleKapcTBeHHOro npenapata (6MoaHasnora) moxKeT 6biTb MOAAHO B YNOJAHOMOYEHHbIN desepanbHbIn
opraH MCNONHUTENIbHOM B/IaCTW, OCYLLECTBAAIOLINI FOCYyAapCTBEHHYIO PErMcTpaLmio eKapCTBEHHbIX
npenapatoB, MO WCTEYEHUM Tpex JeT C [AaTbl rOCYAapCTBEHHOW perucTpaumum pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuitckoit deaepaumu.

(4acTtb 21 BBegeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

22. [lep:katenb nan Bnagenel, perncTpaumoHHOro yaoCTOBEPEHUS JIEKAPCTBEHHOrO npenapara
npeacTaBaAeT B YNOJHOMOYEHHbIM deaepanbHbIit OpraH MUCMOMHUTENIbHOM BNACTU, OCYLLECTBAAOLWMIA
dYHKLMM MO KOHTPOJIIO U HaAa30py B chepe 34paBOOXPaHEHMA, OTYET MO pesyabTaTam dapmakoHag3opa
OAMH pas B WWECTb MECALLEB B TEYEHUE ABYX €T NOCAe rOCyAapCTBEHHON PerncTpauum 1eKapcTBeHHOro
npenapata B Poccuiickon Pegepaunn, exxerogHo B Te4eHWe Nocnenyowmx Tpex AeT U B gasbHelwem
OAMH pa3s B NATb NeT.

(4acTb 22 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

Cratba 19. lMpuHATUE pelleHUA O BblAaye IKCNEePTHOMY yupeXKAeHUIo 3a4aHUA Ha npoBeaeHune
3KCNepTU3bl JIEKAPCTBEHHOrO CpeacTea
(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue aecati paboumx gHel co gHA NPUHATUA 3a8BNEHUA O FOCYAaPCTBEHHOM perncTpaumnm
NeKapcTBEHHOTO  nNpenapaTa  COOTBETCTBYIOWMI  YNOAHOMOYEHHbIM  defepanbHblii  opraH
MCMNONHUTENBHOW BAACTU NPOBOANT NPOBEPKY MNOAHOTbI, ZOCTOBEPHOCTU U NPABUALHOCTU OpOopMIEHHUA
npeacTaBNeHHbIX AOKYMEHTOB PErmcTPauMoOHHOIO A0Cbe Ha JIeKApPCTBEHHbIM NpenapaTt v nNpuHUMaeT
pelleHue O Bblgaye 3a4aHNA Ha NpPoBeAeHME:

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaBNEHHbIX A4 ONpeAeneHNa BO3MOMKHOCTU paccMaTpumBaTthb
JIeKapCTBEHHbIM npenapaTt 4n1a MegMUMHCKOro MpUMEHEHUa MNpU OCYLLECTB/IEHUU TOCYAaPCTBEHHOM
perucTpaumnm B Kayectse opdaHHOrO SIeKapCTBEHHOrO Npenapara;

2) 3KCMNepTU3bl N1EKaPCTBEHHOTO CPEeACTBA B YaCTM SKCMEPTU3bl Ka4ecTBa IEKapCTBEHHOMo CPeaCcTBa
N 3KCNEepPTM3bl OTHOLIEHUA OXWAAEMOIN NOJb3bl K BO3MOMKHOMY PUCKY NPUMEHEHWA NeKapCTBEHHOro
npenaparta 4na MeAULMHCKOTO MPUMEHEHUSA;

3) 9KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa ZIEKAPCTBEHHOIO CpeacTea
M 3KCNEPTU3bl OTHOLWIEHUA O)'KVIAHEMOVI NoJZIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO
npenapata Ana MeauuunHCKoro npumeHeHumA B NopAadke yCKOpEHHOﬁ npoueaypbl 3KCNepTusbl
NEKapPCTBEHHbLIX CpeacTs B COOTBETCTBUN CO cTaTben 26 HacCToALWEero dJep,epaanoro 3aKOHa,

4) 3KcnepTM3bl NEKApCTBEHHOrO CPeACTBa B OTHOLWEHWM JIeKapCTBEHHOTO MpenapaTta Ans
BETEPUHAPHOrO NPMMEHEHMA.

2. YnonHomoueHHbI peaepanbHblii opraH UCMOMIHUTE/IbHOM BNAaCcTU YBEAOMANAET B 3/1€KTPOHHOM
dopme nanM Ha ByMarKHOM HocuUTesie 3aABUTENN U IKCMEPTHOE yYpexaeHWe O NPUHATOM pPeleHun o
BblJaye 3a4aHWI Ha NPOBeAeHNE IKCNEPTU3, MPesyCMOTPEHHbIX YacTblo 1 HacTosALLEN CTaTbk, U B C/yYae
HeobXxo04MMOCTM O BblAaye paspelleHns Ha BBO3 B Poccuiickyto degepaupto KOHKPETHOM NapTMmK, cepum
3apPerncTpupoBaHHbIX U (MAKN) HE3aPEerncTPUPOBAHHBLIX JIEKAPCTBEHHbIX CPeACcTB MAM 0O OTKase B
npoBeAeHUM NPeayCMOTPEHHbIX 3KCMEPTM3 C YKAa3aHWEM MPUUMH TaKOro OTKasa.

3.B C/lydae BblABNEHUNA OTCYTCTBMA WM HEOLOCTOBEPHOCTU MHCbOpMaLI,MM, co,u,epmam,eﬁcn B
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npeacrtaBneHHbIX 3aAaBUTenem OOKYMEHTAaX, yI'IOJ'IHOMOLIeHHbIﬁ d)ep,epaanbu‘/i opraH NCNONHUTENbHOM
BNaCTX HaNpas/AE€T 3aABUTENIO 3anpocC 06 YTOYHEHUU aTOM VIHd)OpMaLI,VIVI (,a,anee - 3anpoc
YNO/THOMOYEHHOTO d)e/J,epaanoro opraHa NCNONHUTEIbHOM BJ'IaCTM), KOTOprﬁ MOXKeT ObITb nepegaH
YNO/THOMOYEHHOMY NpeacTaBuUTeNto 3aABuTena MYHO NoLg PacCnucky, HanpasaeH NO NMo4YTe 3aKa3HbiM
nMNCbMoM Uan nepenaH B 3J'IEKTpOHHOl‘;1 ¢opN\e Nno TENEKOMMYHUKAUNOHHbIM KaHa/slamM CBA3U. B C/aly4ae
Hanpas/eHnA 3anpoca YynoJIHOMOYEHHOIo ¢e,u,epaanoro OpraHa WUCNONHUTENbHOW BNACTM MO MoyTe
3adKa3HbiM MUCbMOM OH CYUTAETCA NOJZIYYEHHbIM MO UCTEYEHUUN LWWECTU LI,Heﬁ C AaTbl Hanpas/eHUA
3aKa3HOro nnucbma.

4. 3asBuTtenb obasaH npeactaBuTb OTBET Ha 3anpoC YyNOJIHOMOYEHHOro d)ep,epaanoro OpraHa
WUCNONHUTENIbHOM BNacTu B CpPOK, He I'IpEBbILuaEOLLI,Mﬁ AeBAHOCTa pa60Lw1x AHGVI CO AHA ero nonyvyeHumAa.
CpOK, YKaBE]HHbII‘;I B yactn 1 HaCTOﬂLU,EI‘;I CTaTbWn, NPUOCTAaHaB/INBAETCA CO AHA HanpaB/aleHUNA 3aABUTENIO
3anpoca ynoJIHOMO4YeHHOro cbep,epaanoro OpraHa WMCMONIHUTENbHOW BNAaCTU A0 OHA nonyyvyeHuna mm
COOTBETCTBYHOLWLENO OTBETA.

5. OcHOBaHMEM fJ/1a OTKasa B OpraHM3aLuu 3KCnepTus, NpeaycMOTPEHHbIX YacTblo 1 HacTosLen
CTaTbM, SABAAETCA NpeAcTaBjeHMe HeobXoouMbIX A1 MPOBEAEHUS MNPeAyCMOTPEHHbIX 3KCMepTu3
[OKYMEHTOB B HEMOJIHOM 06beme UAKN HenpeacTaBieHne 3asBUTeIeM B YCTaHOBNEHHbI CPOK OTBETa Ha
3anpoc ynoaHOMOUYeHHOro ¢enepanbHOro opraHa UCMONHWUTEIbHOM BAACTU, A TaKKe NpeAacTaBieHue
[OKYMEHTOB, He COAEPIKaLLMX MCYEPMbIBAOLLEro NepeyHs HeobXo0aMMbIX CBEAEHUIA.

6. Mpn oTKase B OpraHM3aLMKM IKCNEPTU3bI, NPEAYCMOTPEHHOMN MYHKTOM 4 4YacTu 1 HacTosueln
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTaB PErMcTPaLUMOHHOIO A0Cbe Ha JIEKAPCTBEHHbINM NpenapaT Ana
BETEPMHAPHOro NPUMEHEHUA, MOTYT ObiTb BO3BPaLLEHbl 3aABMTE/0 Ha OCHOBAHWKW €ro NUCbMEHHOro
3anpoca, HanpaBAEeHHOTO B YNOJAHOMOYEHHbI PpeaepanbHbii OpraH UCNONIHUTEIbHOM BNACTU B TEYEHME
TpMALATU paboumnx AHEN CO AHA NPUHATUS YNONHOMOYEHHbIM desepanbHbIM OPraHoOM UCMNONHUTENIbHOM
B/1aCTU pelleHmMA 06 OTKase B OpraHM3aumnmn Takom aKCNepTu3bl. YNOAHOMOYEHHbIM deaepanbHbii opraH
WCNO/IHUTENIbHON BNACTU BO3BPALLAET 3aABUTE/NIO YKa3aHHblE AOKYMEHTbl B TeyeHue aecatn paboumx
OHEN Cco AHA NONYYEeHMA COOTBETCTBYHOLLEro 3anpoca 3aaBuTens.

(yacTb 6 BBegeHa PenepanbHbim 3akoHOoM oT 02.08.2019 N 297-93)

Cratba 20. JKcnepTu3a AOKYMEHTOB, NpPeACTaB/IEHHbIX ANA ONpeAeseHUA BO3MOXKHOCTU
paccmaTtpuBaTb JIEKAPCTBEHHDbIA Npenapat AAA MeAULMHCKOro NpUMeHeHus Npu OCYLLeCcTBAEHUU
rocypapcTBeHHOM perncTpaumm B Kauectse oppaHHOro 1eKapcTBeHHOro npenapara

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

1. 3KcnepTM3a AOKYMEHTOB, NPeACTaB/IEHHbIX ANA OnpeaeneHns BO3MOMHOCTM PacCMaATpPUBaTb
JNIEKAPCTBEHHbIN npenapat Ana MeAMUMHCKOro MPUMEHEHUA MPU OCYLLECTBAEHUU FOCYyAapCTBEHHOM
perncrpauum B Kadectse oppaHHOro SIEKapCTBEHHOrO NpenapaTa, COCTaBAeHMEe KOMUCCUEN IKCNepToB
3aK/Il0OYEHMA O BO3MOMKHOCTU MU HEBO3MOMKHOCTM pPacCMaTpMBaATb JIEKApPCTBEHHbIM npenapat Ana
MeaNLMHCKOro NPUMEHEHMA NpU OCYLLEeCTBAEHMUN rocyAapCTBEHHOM perncTpaumnm B Kayectse opdaHHOro
JNIeKapCTBEHHOrO NpenapaTa M HanpaB/ieHWe AaHHOMO 3aKJAHYEHUA B YNOJHOMOYEHHbIN deaepanbHbIi
OopraH UCMONIHUTENbHOW BNACTU OCYLLECTBAAKOTCA B CPOK, He NpeBbILatoLWmni Tpuauat paboumnx gHe co
OHA  NONYYEeHMA SKCMEPTHbIM Yy4ypexKaeHMem 334aHusA YNoJHOMOYEeHHOro degepanbHOro opraHa
WCNOJIHUTENIbHON BNACTU W B 3NEKTPOHHON dopme WMAM Ha OyMarKHbIX HOCUTENsAX HeobxoAMMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n 8 Yactm 7 ctaTbm 18 HacToAwero PegepanbHoro
3aKoHa.

2. ﬂ,OKyMEHTbI, coaepxawmeca B perncTtpaumMoHHOM AO0Cbe Ha HEKapCTBEHHbIﬁ npenapatr wm
nocrynmseLwine Ha 6YMa)-KHbIX HOCUTENAX B IKCNepTHOE y4vpexaeHne ana ocyuecrsaneHnAa nxX sKCnepTm3bl
ana onpeageneHna BO3MOXHOCTUM pacCCMaTpuBaTb ﬂEKapCTBeHHbIVI npenapatr AOna mMmeauumnmHCKoOro
npumeHeHnAa B  KayecTtse Op(baHHOI'O NeKapCTBeHHOro npenaparta, noAanexat BO3BpaTy B
yI'IO}'IHOMOHEHHbIﬁ d)ep,epaanblﬁ opraH NCNONIHUTENbHOM BAACTH OAHOBpPeEMEHHO C 3aK/In4eHUAMU
COOTBETCTBYHOLMNX SKCNEPTUS.
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Cratba 21. PeweHMe O BO3MOMHOCTU pPacCMATPUBATb JIeKAapCTBEHHbINM npenapat npu
OCyLLEeCTB/IEHUU FOCYAAPCTBEHHO pernctpauumn B Kayectse oppaHHOro IeKapCTBEHHOro npenapara
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He MpeBbIWAWMIA NATU Paboumx AHEW CO AHA NOJYYEHWUA 3aKNOYEHUS, YKa3aHHOTO B
yactm 1 cratbm 20 HactoAwero dPeaepanbHOro 3aKOHA, YMNOJHOMOYEHHbIM deaepanbHbIi opraH
UCMONIHUTENIbHOW BNACTU OCYLLECTB/IAET OLLEHKY MOJIYYEHHOrO 3aK/YeHus ANs onpeneseHus ero
COOTBETCTBMA 3aZaHWIO Ha MPOBEAEHWE COOTBETCTBYHOLEN IKCMEpPTU3bl U yBELOMSET 3afBUTENS B
3N1EKTPOHHON ¢dopMe MAM Ha bymaskHOM HocuTene O pesy/nbTaTax MPOBEAEHHON 3KCMepTMsbl C
NPUNONKEHNEM KOMMM IKCNEPTHOTO 3aKA0UYEHUA (C COXpPaHEHNEM KOHOUAEHLMANbHOCTU MHOPMALMM O
COCTaBe 3KCMepTHOM KOMUCCUM) U O BO3SMOMKHOCTU UAN HEBO3MOXKHOCTN PACCMaTPMBaTb JIEKAPCTBEHHbIN
npenapat Ana MeAMUMHCKOrO NPUMMEHEHMA MPU OCYLLECTBJAEHMU TOCYAAPCTBEHHOW perncrpaumu B
KayecTBe opdpaHHOro NeKapCcTBEHHOrO Npenapara.

2. Mpu BbIHECEHMM KOMMCCUMEN IKCNEPTOB 3aKNOYEHUSA O BO3MOXKHOCTM paccmaTpuBaTb
JIeKapPCTBEHHbIN NpenapaTt Ana MeAMLUMHCKOrO MPUMEHEHWUA MPU OCYLLECTBIEHUM TOCYAAPCTBEHHOM
pernctpaumnmn B Kayectse opdaHHOro IeKapCTBEHHOro NpenapaTta yNnoJHOMOYEHHbIN dpeaepanbHbiii opraH
WCNOJIHUTENbHON BAIAaCTM B CPOK, He MpeBblWwatowmii NATM pabounx AHeN co gHA NoayvyeHMA JaHHOro
3aK/0YEHMA, NPUHUMaET pelleHMe O Bblgaye 3aJaHMA Ha MPOBEAEHME 3KCNepTU3bl KayecTsa
JIeKapCTBEHHOIO CPeACTBa WM 3KCMepTU3bl OTHOLUEHWS OMKUOAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHeHMUA NeKapCTBEHHOIO npenapaTa 41a MeAUUMHCKOTO NMPUMEHEHUA B MOpPSAAKEe YCKOPEHHOM
npoueaypbl 3KCMepTM3bl JIEKAPCTBEHHOTO CpPeacTBa B COOTBETCTBMM CO CTaTbelt 26 HacTosAwero
denepanbHOro 3akoHa.

3. B cniyyae NpUHATUA peLleHns 0 HEBO3MOMKHOCTU pacCMaTpPMBaTb NEKAPCTBEHHLIM NpenapaTt Ans
MEAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAAPCTBEHHOW  perMcTpauMuM B KavecTtBe  opdaHHOro
NeKapcTBEHHOTO Mpenapata YrNo/JHOMOYEHHbIN ¢deaepanbHblii  OpraH  WUCMNOJIHUTENbHOM  BAAcTU
npekpaLLaeT npoueaypy rocyaapcTBeHHOM perncTpaumm 1eKapcTBeHHOro npenapaTta. 3asaBuTe b Bnpase
06paTUTLCA B PETUCTPUPYIOLWMI OpraH C 3asBJIEHWMEM O FOCYAAPCTBEHHOW Perucrpaumm yKasaHHOro
NleKapcTBEHHOTrO NpenapaTa B COOTBETCTBUM CO cTaTbel 18 HacToslwero ®eaepasnbHOro 3aKoHa.

CraTtba 22. YTpatuna cuny c 1 uiona 2015 roaa. - PeaepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 23. JKcnepTtusa KauyecTBa JIeKapCTBEHHOrO CpeacTBa M IKCNEpPTU3a OTHOLUEHUA
O)XMAAEeMOI nNonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA J/IeKapCTBeHHOro npenapata Ans
MeAULMHCKOro NnpuMmeHeHua

(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. IKcnepTn3a KayecTBa JIeKaPCTBEHHOIO CPEeACTBa U IKCNEePTM3a OTHOLIEHUSA OXULAEMOWM NO/b3bl
K BO3MOXHOMY PUCKY NPUMEHEHWS NEeKapCTBEHHOro npenapata Aaa MeAMUMHCKOro MpUMEHEHMUS,
COCTaB/IEHME KOMMUCCUSAMM IKCMEPTOB 3aK/IOYEHUM MO pe3ysibTaTaM MPOBEAEHHbIX 3KCNepTUs MU
HanpaBAeHMe 3TUX 3aK/OYEHUI B YNOJSIHOMOYEHHbIN deaepasibHbliA OpraH UCNOAHUTENbHON BACTU
OCYLLLECTB/IAIOTCA B CPOK, HE MPEBbILIAOWMNI CTa AecATM paboumnx AHel co AHA NOoAyYeHUs IKCNEPTHbIM
yyperKaeHMeM COOTBETCTBYIOLLErO 334aHMA YNOJTHOMOYEHHOrOo deaepanbHOro opraHa UCNONHUTEIbHOM
BNACTU U HEOBXO4MMbIX JOKYMEHTOB B 3/1EKTPOHHOMN Ppopme MAn Ha ByMarKHbIX HOCUTENAX.

2. B TeyeHne pesAHOCTA ,u,He|7| CO AHA nonyyeHunAa peweHnAa ynosIHOMOYEHHOro d)ep,epaanoro
OopraHa WUCNONHUTENIbHON BNACTU O nposeaeHNMnN sKCNepTrns, nNpegyCcMoTpeHHbIX 4acCTblo 1 HaCTOHU.LEﬁ
CTaTbW, 3aABUTEJIb NPEeACTaBAAET B 3KCNEPTHOE y4ypexaeHue anAa nposegeHuA 3KCNepTusbl KadecTBa
NEKAPCTBEHHOIo cpeactea o6paau,b| NEKAPCTBEHHOIo npenaparta 4na mMmegunumHCKOro npumMmeHeHwus,
npon3sseaneHHOro B COOTBeTCTBUN C Tpe6OBaHMﬂMVI ONbITHO-NPOMBbILWNIEHHOTO U (VII'IVI) npomMbIlWLNEHHOIo
PernameHTOoB, yTBepPXAEHHbIX pyKoBOAUTENEM NPOU3BOAUTENA NEKAPCTBEHHbLIX CPeacTB, a TaKXKe B
COOTBETCTBYHOLWMUX CNydaax O6p33LI,bI d)apmau,esmqecr(oﬁ CY6CTaHLI,MVI, TecT-wTtaMmma MUKPOOPraHnM3mos,
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KY/NIbTYypPbl KNETOK, 06pa3LI,bI Beuw,ecTs, NPpUMeHAEMbIX ON1A KOHTPO1A Ka4yeCTBa NIEKAPCTBEHHOTO CpeacTBa
nyTem CpaBHEHUA C HUMMN UCCeayemoro 1eKapCcrtBeHHOro cpeacrtea, B KOIMYECTBAX, H606XOLI,MMbIX ana
BocnpounsBegeHna metoaoB KOHTPO/IA Ka4yecTBa.

3. MNpu nonyyeHun o6pa3LOB /NIEKAPCTBEHHOrO Npenapata U dapmaLeBTUYecKon cybcTaHuum
3KCMepTHOe yypexKAeHWe BblAaeT 3asBUTENO0 AOKYMEHT, MOATBEPKAAIOWMIA MNONYyYEeHUE YKasaHHbIX
06pasyoB, M B CPOK, HE NPEBbLILWAOWMIA TPEX Paboymx AHEN, YBELOMAAET B 3NEKTPOHHON dopme UM Ha
6ymarKHOM HocuTesie 06 3TOM YNONHOMOYEHHbIM deaepanbHbii OpraH UCMONHUTENIbHOM BNACTHU.

4. YKasaHHble B YacTaX 2 1 3 HacToALWEN CTaTbM CPOK A4NA NpeAcTaBieHna 3aasuTenem obpasyos
NeKapcTBeHHOro npenapata M ¢apmaleBTMYecKoW CybCTaHUMM M CPOK YBEAOM/IEHWUA 3KCMEPTHbIM
yupexaeHmem o6 3Tom Ha bymarKHOM HocuTene ynoJAHOMoYeHHoro denepanbHOro opraHa
MCMNONHUTENBHOW BNACTM He BK/KOYAKOTCA B CPOK NPOBEAEHMA IKCNEPTM3, NPedyCMOTPEHHbIX YacTbio 1
HacToALLEen cTaTbM.

5. [JOKYMeHTbl, MOCTyMVBLUME B 3SKCMNEPTHOE YyupexgeHue AN MPOBEAEHUS 3KCNepTus,
NpeaycMOTPEHHbIX YacTblo 1 HACTOSALLENM CTaTbK, NOAJ/IEXKAT BO3BPATY B YNOJHOMOYEHHbIV defepasibHbliii
OopraH MCMONHUTE/IbHON BNACTM OLHOBPEMEHHO C 3aK/HOYEHMSAMM, MONYYEHHBIMU NO pe3y/bTaTam
COOTBETCTBYHOLLMX SKCNEPTUS.

Cratba 24. JKcnepTu3a KayecTBa /IeKAPCTBEHHOro CpeacrBa M 3KCNepTu3a OTHOLIEHMUA
O}KMAAEeMOli nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA JNIeKapCTBeHHOro npenapata Ans
BeTepUHAPHOro NpuMeHeHuns

1. dKcnepTn3a KayecTBa NeKapCTBEHHOro CPeACTBa U IKCNepTM3a OTHOLIEHMA OXKNAaeMOoN Nob3bl
K BO3MOXHOMY PUCKY MPUMEHEHMA NIEKAapCTBEHHOro npenapaTta A/a BETEPUMHAPHOro NPUMEHEHMUS,
COCTaB/IEHME KOMMCCUSIMM 3SKCMEPTOB 3aK/OYEHMI MO pe3ynbTaTamM YKasaHHbIX 3KCMepTus u
HanpaB/ieHMe TaKUX 3aK/IIOYEHWUIM B YNONHOMOYEHHbIN deaepanbHbii opraH UCMOMIHUTENbHOM BNacTy
OCYLLECTB/IAIOTCA B CPOK, HE MPEBbILIAOWMIA CTa AecATU paboumnx AHEeN Co AHA NOJYYEeHUS IKCNEepPTHbIM
yupexgeHmem 3afaHus  YNoAHOMOYEHHOro denepanbHOro opraHa WCNOJAHUTENbHOW BAACTU C
OOKYMEHTaMM, yKa3aHHbIMM B YacTh 3 ctaTbu 17 HacTosawero degepanbHOro 3akoHa.
(B pea. PepepanbHbix 3aKkoHOB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-$3)

2. B TeyeHue TpuAauatM paboumx AHEW CO AHA NOAYyYeHMA pelleHMA YNOJHOMOYEHHOro
denepanbHOro opraHa UCMOIHUTENBHOM BNACTU O NPOBeAEHUM YKa3aHHbIX B YacTu 1 HacTosLlein cTaTbn
3KCMnepTus 3aABMTe b NPEACTABASAET B IKCMEPTHOE yYpexaeHune A1a NPoBeeHNA 3KCNepTUsbl KauecTsa
JIeKapCTBEHHOrO cpeacTBa 06paslbl NEeKapCcTBEHHOrO npenapaTta ANA BETEPUHAPHOro MpUMEHeEHUS,
Npou3BeleHHOro B COOTBETCTBUM C TPeBOBAHUAMM TEXHOJIOTMYECKUX PErnaMeHTOB, YTBEPKAEHHbIX
pyKOBOAMTE/NIEM NPOM3BOAUTENA NIEKAPCTBEHHbIX CPE/ICTB, a TaKKe B COOTBETCTBYIOLLMX C/y4Yanx TecT-
WTaMMbl MUKPOOPTraHM3MOB, KyNbTypbl KNeTOK, 0bpasupl papmauesTMyecKoit cybcTaHummn, obpasupl
BELEeCcTs, MPUMEHAEeMble [AO1A KOHTPO/AA KayecTBa JIEKapCTBEHHOro CpeacTsa, B  KOAMYecTBax,
HeobxoAMMbIX AN BOCNPOM3BEAEeHUA METO0B KOHTPO/IA KayecTsa.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3. MNpn nonyyeHum o06pa3LOB NEKAPCTBEHHOrO Npenapata M dapmaleBTUYecKoM cybcTaHumum
3KCNepTHOe ydpexAeHWe BblAaeT 3afBUTENO0 AOKYMEHT, MOATBEPKAAMOWMIA MONyYeHUE YKa3aHHbIX
06pasyoB, U B CPOK, He NpeBbiWatowmii Tpex pabounx aHen, yBe4oMAAET B NTUCbMeHHON popme 06 sTom
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNONIHUTE/IbHOM BAACTU.

4. Cpok pAna npeacraBneHvsa 3assutenem o06pasloB  /JIeKapCTBEHHOro npenapata U
dapmaueBTUYecKon cybCTaHUMM WM CPOK YyBEOOM/IEHUA 3KCMEPTHbIM ydypexaeHuem o6 3ToM B
nMcbmeHHoOM Gopme ynosHOMOYEHHOro peaepasnbHOro opraHa MCNOHUTENbHOW BAACTU, YKasaHHbIe B
yacTax 2 M 3 HacTosALLEN CTaTbM, HE BKAKOYAOTCA B CPOK NPOBEAEHMA YKa3aHHbIX B YacTK 1 HacTosALekn
CTaTbM IKCNEPTU3.
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5. ,ﬂ,OKYMEHTbI, NOCTynuBLUME B IKCNEPTHOE y4ypexgeHne ana nposeaeHMA yKadaHHbIX B 4aCTu 1
HaCTOFILLI,Eﬁ CTaTbM 3KCNepTn3, noanexat BO3BpPaTy B YI'IOJ'IHOMO‘-IeHHbIVI d)ep,epaanbu7| opraH
NCNOSIHUTEIbHOWN BNACTH OAHOBPEMEHHO C 3aK/TIOYEHNAMMU NO pe3y/IbTaTaM YKAa3aHHbIX SKCNepTUs3.

Cratba 25. lNosTOpHOE NpoBeaeHMe 3KCNEepPTU3bl IEKAPCTBEHHbIX CPeCcTB
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx HegoCTaTOYHOM 06OCHOBAHHOCTU UM HEMOJTHOTbI 3aK/It04EHUSE KOMUCCUM 3KCMEPTOB,
Ha/MuMA B HEM MPOTMBOPEYMBLIX AaHHbIX, PasbCUPUKALMM BbIBOLOB IKCMEPTU3bl JIEKAPCTBEHHOIO
CpeAcTBa, COKPbLITUA OT YNOAHOMOYEHHOrO peaepasnbHOro opraHa UCNONHUTENbHOM BNACTM OCHOBAHWUMA
ANA OTBOAA 3KcnepTa BCNeACTBME €ro 3aMHTEPECOBAHHOCTM B pe3y/ibTaTax COOTBETCTBYHOLWEN
3KCMEePTM3bl, HAINUMA AaHHBIX O NPAMOM NIMB0 KOCBEHHOM BMELLATENbCTBE B MPOLLECC COOTBETCTBYIOLLEN
3KCMEePTM3bl ML, HE YYACTBYIOLWNX B €e NPOBeAEHMM, HO OKA3aBLIMX BAUAHWE Ha NPOLLECC U Pe3yNbTaThl
ee npoBeAeHUA, YNoJHOMOYEHHbIM degepanbHbiM OPraHOM WCNOJIHUTENbHOM BNACTM Ha3HadyaeTca
NOBTOPHAnA 3KCMePTM3a IEKApPCTBEHHOTO CPEACTBA M (MIM) 3TMYECKan IKCnepTM3a.

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

2. MNMoBTOpPHas 3KCNepTM3a NEKAPCTBEHHOro CPeAcTBa NPOBOAMTCA C YYETOM Pe3y/ibTaTOB paHee
NpoBeLEeHHOW 3KCMepTU3bl B CPOK, YCTAaHOB/EHHbIA YMNOJHOMOYEHHbIM denepanbHbiM OpPraHom
NCNOJIHUTENIbHOM BNACTU M HE NPEBbILLAIOWNA TPUALATM PAaboYMX AHEN CO AHA NONYYEHWUS SKCMEPTHLIM
yupexneHmemM 3a4aHNA Ha NPOBeAEHME NOBTOPHOM 3KCNEPTM3bl IEKAPCTBEHHOTO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHne BbINOAHEHUA 33[aHUSA Ha MpoOBeAeHME MOBTOPHOWM 3KCMepTU3bl
NeKapCcTBEHHOTO CPEeACTBA HE OCYLLECTBANAETCA.
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CTaTbA 26. YcKOpeHHas nNpoueaypa 3KCnepTU3bl 1IeKapCTBEHHbIX CPeACTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl JIeKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBEHHOW
PEerncTpaunm NeKapcTBEHHbIX MPEenapaToB MPUMEHAETCA B OTHOWEHMM OpdaHHbIX JIEKAPCTBEHHbIX
npenapaToBs, NepBbIX TPEX NEKAPCTBEHHbIX MPENapaToB, perucTpupyemolix B Poccuitickoin depepaunmn B
KayecTBe BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MPENapaToB, OYEPeLHOCTb KOTOPbLIX onpeaenserca B
COOTBETCTBMM C HOMEPOM W JaTOM BXOAAWMX 3afBNEHUA O TOCYAAPCTBEHHOM perucTpauuun
JIeKapCTBEHHbIX MPEnapaToB B pamKax OAHOIO MEMAYHapo4HOro HenaTeHTOBAHHOrO HaMMeHOBaHWA
JIeKapCTBEHHOrO npenaparta MAW TPYnnMPOBOYHOrO HAMMEHOBAHMA JIeKApCTBEHHOrO npenaparta, U
JIeKapPCTBEHHbIX npenapaTos, npeAHa3sHaYyeHHbIX NCKAOUYUTENBHO ana npUMeHeHun
HECOBEPLUEHHONIETHUMMU IPaXKaaHaAMM.

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

2. YcKopeHHasa npoueaypa 3KCNepTu3sbl JIEKAPCTBEHHbIX CPEACTB B LeAAX rocyAapcTBEeHHOM
PerncTpaunmn NeKapcTBeHHbIX NPenapaTos He NPUMEHAETCA B OTHOLLIEHWUN:

1) 6noaHanorosbix (6MoONoA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX J/leKapcTBEHHbIX NpenapaToB (3a McKAouYeHMem opdaHHbIX NEKapPCTBEHHbIX
npenapartos);

3) BOCMPOM3BEAEHHbIX J/IEKAPCTBEHHbIX MpenapatoB (3a WCKAKOYEHMEeM NepBbIX Tpex
pernctpupyemblix B Poccuiickoin degepaumm B KauecTse BOCNPOU3BeAeHHbIX 1EKAPCTBEHHbIX NpenapaTos
M NEeKapCTBEHHbIX  NpenapaToB, NpPeAHa3’HaYeHHbIX  WCKAUYMTENbHO  ANA  NPUMEHEHUA
HecoBepLUEHHONETHUMM rpaxkaaHamm);

4) HOBbIX KOMBWHALWMIA 3aPErMCTPUPOBAHHBIX PaHee IeKapCTBEHHbIX MPEnapaTos;
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5) NneKapcTBeHHbIX MpenapaToB, 3apernmcTpMpPoBaHHbLIX pPaHee, HO MNPOM3BEAEHHbLIX B ApPYrux
NIeKapcTBeHHbIX popMax B COOTBETCTBUM C NepeyHem HauMeHOBAHWUI IeKapCTBEHHbIX GOpPM U B HOBOWM
0031pOBKe.

(yacTb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. YcKopeHHasa npoueaypa 3KCNepTM3bl JIeKapCTBEHHbIX CPeACTB MPOBOAUTCA MO PEeLUeHUIO
COOTBETCTBYIOLLLErO YNOJIHOMOYEHHOro dpefepasibHOro OpraHa UCMONHUTEIbHON BAACTU HAa OCHOBAHWUM
3aABNEHNA 33ABUTENS B CPOK, HE MPEBbIAOWNIN BOCbMUAECATU pabounx gHei. Mpu 3ToM aKcnepTM3a
OOKYMEHTOB, COAEPMKaLUUXCA B PEFNCTPALMOHHOM A0Cbe Ha JIeKapCTBEHHbIA NpenapaT, NPoOBOAUTCA B
CPOK, He MpeBbllaAlOWMIA Aecatn pabounx gHeW, 3KCNepTM3a KayecTBa JEKAapPCTBEHHOIO CPeacTBa U
3KCMepTU3a OTHOLWIEHWA OXMAAEMOM MNOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHWA NIEKAPCTBEHHOIO
npenaparta NpPoBOAATCA B CPOK, HE MPEBbIAOLWNIA WecTUAeCcaTN pabounx aHeN.

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

3.1. B oTHOWeHNKN opdaHHbIX IEKAPCTBEHHbIX NPENapaToB MOryT ObITb NPeACcTaB/AeHbl Pe3y1bTaTbl
OOKMHUYECKNX UCCNef0BaHUIA NEeKaPCTBEHHbIX CPEACTB U KIMHUYECKMX UCCIef0BaHUIN 1eKapCTBEHHbIX
npenapaTos A1A MeAULMHCKOro NPMMEHeEHUA, BbIMOAHEHHbIX 3a Npegenamun Poccuiickoit Pepepaunn B
COOTBETCTBMM C MpaBUAaMU Hagjerkawelr nabopaTopHON MPaAKTUKM M NpaBUAAMU  HagaexKallewn
KAMHUYECKOM NPaKTUKN.

(4acTb 3.1 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

4. YcKkopeHHasa npoueaypa 3KCneptusbl JIeKaPCTBEHHbIX CPeACTB NPOBOAMTCA B MOpAAKe,
YyCTaHOB/IEHHOM cTaTbamm 17 - 20, 23 n 24 HacToAuero PeaepanbHOro 3aKoHa, U He 03HAYaAET CHUMKEHUA
TpeboBaHuUit K 6esonacHOCTH, KavecTsy 1 3GGEKTUBHOCTU NEKapPCTBEHHbIX NPenapaTos.

CraTtbA 27. PeweHune 0 rocyAapCcTBEHHOM perucTpaLmMm 1eKapCcTBEHHOro npenapara

1. B cpoK, He npesBblWaloWmMn AecATU paboumx AHel Co AHA NOAYYEHUA 3aKNHYEHUIt KOMUCCUU
3KCNepToB MO pe3y/nbTaTaM 3KCNepTU3bl KauecTBa IeKapCTBEHHOro CPeCcTBa M SKCNepPTU3bl OTHOLWEHMUSA
0XMAaeMO NO/b3bl K BO3SMOMKHOMY PUCKY NPUMEHEHMA NeKapCTBEHHOIO NpenapaTa, COOTBETCTBYHOLLMIA
YNONIHOMOYEHHbIN pesepanbHblt opraH UCNONHUTENbHOW BNACTU:

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

1) pasmeutaeT Ha cBoem oduLMaNbHOM caiTe B ceT "UHTepHeT" COOTBETCTBYHOLWME 3aKI0UYEHUSA
KOMMCCUM 3IKCMEPTOB WM OCYLLECTBASET WX OLEHKY ANA OnpefaeneHMA COOTBETCTBMA 33a[aHUIO Ha
NpoBeLEeHME 3TUX SKCMEPTUS;

(n. 1 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-¢3)

2) NpMHUMMaET pelleHne O rocyAapCTBEHHOM PEerncTpaumm NeKkapcTBEHHOro npenapaTta Man ob
OTKase B rocyapCTBEHHOW PerMcTpaLmmn N1ekapcTBEHHOTO Npenapara;

3) BHOCUT MpY NPUHATUU pPeLLEeHUs O roCyAapCTBEHHON PerncTpaLmm NeKapcTBEHHOro npenapara
OaHHble O 3aperncTpMpoBaHHOM JIeKapCTBEHHOM npenapate, B TOM uucie o dapmaleBTUYECKON
cybcTtaHUMKM, BXOAAWEN B COCTAaB /IEKAPCTBEHHOrO Mpenapata, B TOCYAApPCTBEHHbIN  peecTp
JIeKapCTBEHHbIX CPeACTB M BblAAeT 3aABUTEN0 PErMcTpauMoHHOe YAOCTOBEPEHME J/IEKAPCTBEHHOIO
npenapata, ¢opma KOTOPOro YyTBep)KAaeTca  YNOAHOMOYEHHbIM  deaepasnbHbiIM  OpraHOM
WCNONIHUTENIbHOW B/1aCTU, COrNacoBaHHble HOPMATUBHYHO AOKYMEHTaLMIO, HOPMAaTUBHbIN [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHUIO JIEKAapPCTBEHHOTO NpenapaTta U MaKeTbl MePBUYHON YNAaKOBKU N BTOPUYHOM
(noTpebutenbckoit) ynakKoBKM C YyKasaHMEM Ha HWX HOMepa PerucTpaLyoHHOro YA0CTOBepeHus
JIeKapCTBEHHOro Npenapara 1 AaTbl ero rocy1apcTBeHHON perncTpaLumm Uan B ciyyae NPpUHATUA pelleHmn
06 OTKase B rocygapcTBEHHOW PerucTpalMy NIeKapcTBEHHOrO npenaparta yBegoMAseT B MUCbMEHHOM
dopme 3aABMTENA 06 3TOM C YKasaHMEM MNPUYMH TaKoro OTKasa. 3a Bblgadyy pPerucrpauyoHHOro
YyAOCTOBEPEHUA JIEKAPCTBEHHOMO npenapaTta B3MMaeTCsA rocyAapcTBeHHas MNOLL/IMHA B COOTBETCTBUU C
3aKoHoaaTenbcTBOM Poccuiickoit deaepaumm o Hanorax U cbopax.

(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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2. OcHoBaHMEM A/ OTKa3a B roCyAapCTBEHHOW pPerncTpaumm NeKapCTBEHHOro npenaparta Ans
MEAMUMHCKOTO  MPUMEHEHUA  ABAAETCA  3aKNHOYEeHME  COOTBETCTBYHOLLErO  YNOJHOMOYEHHOrO
denepanbHOro opraHa WCMNOMIHUTENIbHOM BAacTM O TOM, 4YTO KayectBO WU (nan) 3dPeKTMBHOCTb
PerucTpMpyeMoro SIeKapcTBEHHOro npenapata ANf MeAMUMHCKOTO NPUMEHEHWA He MoATBEepXAEeHbI
NoJlydeHHbIMU AaHHBIMU WU YTO PUCK MPUUMHEHMA Bpesa 340POBbO YenoBeKa BCAeACTBME Mpuema
NIeKapCTBEHHOrO npenapaTa AAA MeAMLMHCKOro npumMeHeHusa npesbiwaeT 3¢GdeKTUBHOCTb ero
NpPUMeHeHus.

(4actb 2 B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3. lNoBTOpHOE npeAcTaBleHWE B COOTBETCTBYHOLWMIA YNOJHOMOYEHHbIN deaepanbHbli opraH
WCNOSIHUTENbHON BNACTU NEKAPCTBEHHOro npenapaTta, B OTHOLWEHMW KOTOPOro MOJIyYeH OTKAa3 B
rocyfapCcTBEHHOW PerncrTpaumm U KoTopbli BNOCAeACTBUN NOABEPICA M3MEHEHUIO B YAaCTU €ro COCTaBa,
paccMmaTpuBaeTCA Kak NpeacTaB/leHMe HOBOFO JIEKAPCTBEHHOro MpenapaTta Ha ero rocyAapCTBEHHYH
perncTpauuto He3aBUCMMO OT COXPAHEHMA ero NePBUYHOIO HAMMEHOBAHMUA.

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

4. Mpu npepocCTaBieHMM 3aABUTENEM B COCTaBe PErMCTPALLMOHHOIO AOCbe HA JIEKAapPCTBEHHbIN
npenapar 414 BETEPMHAPHOro NPUMEHEHUA KONUU PeLleHns YyNnoJHOMOYEHHOro denepanbHOro opraHa
WCNOJIHUTENIbHON B/IAaCTM O NPOBEAEHMWU WHCMNEKTUPOBAHUA MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEeACcTB
CPOK MPUHATUA peleHMa O T[OCYLAPCTBEHHOW perucTpaumm JieKapCTBEHHOro npenapata  Ans
BETEPMHAPHOro NPMMEHEHUA NPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKAOYEHWNI, YKa3aHHbIX B 4acTK
1 HacToAwen cTaTbM, A0 AHA MPUHATUA YNOJHOMOYEHHbIM PeaepanbHbiM OPraHOM MCNONHUTENbHOM
B/IACTU PELUEHMA O BblAaye uam o6 OTKase B BblAaye 3aK/AHOYEHMA O COOTBETCTBMM MPOU3BOAUTENA
JIEKAPCTBEHHbIX CpeAcTB TPeboBaHMAM NPaBUA HaZ/1eXKallen NPon3BOACTBEHHON MPAKTUKK, HO He bosiee
YEM Ha CTO BOCEMbJECAT pabounx AHeN.

(yacTb 4 BBegeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

5. OcHoBaHMEM A/ OTKasa B rocyAapCTBEHHOM PerucTpauumn NeKapcTBEHHOro npenapata anaa
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA 3aK/IOYEHME YNONAHOMOYEHHOro denepasbHOro OpraHa
WCNOJIHUTENbHOM BIAaCTU O TOM, YTO KQ4YeCTBO U (1K) 3dPEeKTUBHOCTb PEFUCTPUPYEMOTO IEKAPCTBEHHOIO
npenapaTta 418 BETEPUHAPHOIO NPUMEHEHMA He NOATBEPKAEHLI NOAYYEHHBIMU AAHHBIMU MU YTO PUCK
NPUYMHEHNA Bpela 340POBbI0 KMBOTHOFO BC/AEACTBME NPUEMA JIEKAPCTBEHHOro npenapata gas
BETEPMHAPHOIr0 NPUMEHEHMUA npeBbiwaeT 3GPEKTUBHOCTb €r0 NPUMEHEHUA, OTKA3 YNOJHOMOYEHHOIO
denepanbHOro opraHa UCNOAHUTENIbHOM BIACTM B Bblgaye 3aKA0YEHMA O COOTBETCTBUMN NPOU3BOAUTENSA
NIeKapCTBEHHbIX CPeacTB TPeboBaHUAM NpaBua HagNeXKallen NPOU3BOACTBEHHOM NPAKTUKN 1A KaXK40M
NPoOn3BOACTBEHHON M/IOWAAKN PEFUCTPUPYEMOrO NEKAPCTBEHHOrO npenapata ANA BETEpPUMHAPHOro
NPUMeHeHMA B C/y4ae, €cin NPOU3BOLCTBO JIEKAPCTBEHHOIO Mpenapata AAa BeTepUHAPHOTo
NPUMeEHEHMA OCyLLecTBAAeTCA 3a npegenamm Poccuiickon Pepepaumn, UAM OTCYTCTBUE TaKOro
3aK/oYeHus.

(4acTtb 5 BBeaeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAOC: NpumeyaHue.
O nopagke M cpoKax ornpeaeneHna B3aUMO3aMEHAEMOCTU JIEKapCTB JIEKapCTBEHHbIX NpPenaparos,
3apernctpupoBaHHbix 4o 01.03.2020, cm. cT. 3 @3 01 27.12.2019 N 475-03.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIEKApPCTBEHHbIX NpenapaTtos ANAA MeAUUUHCKOro
npUMeHeHUsA
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. B3ammosameHAeMOCTb NNIEKAPCTBEHHbBIX nNpenapatoB Ana MEeAUUUNHCKOIoO npumMmeHeHUA
onpenenaeTca ynoJlHOMOY€HHbIM d)ep,epaanblM OpraHom NCNONHUTENbHOM B/N1aCTH, OCyLweCcTBAAOWNM
roCyaapCTBEHHYIO PETMCTPALUUNIO IEKAPCTBEHHbIX NPEenapaTos AN1A MeAULMHCKOTo NpUuMeHeHuA, B paMKax
oaHoro mMeXxayHapoaHoro HeENaTeHTOBAHHOTIO (M}'IVI XUMUYECKOTO, nnn I'pyI'II'IVIpOBO‘-IHOI'O)
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HaMMeHOBaHMA Ha OCHOBE 3aK/OYEHMS KOMMUCCUM 3SKCMEPTOB 3KCMEpPTHOro y4YperKaeHus o
B3aMMO3aMeHAEMOCTN NIeKapCTBEHHOro npenapata A8 MeAWUMHCKOTO NpMMeEHeHUs 1Mbo o TOM, YTo
NleKapCTBEHHbIN NpenapaT 414 MeANUMHCKOro MPUMEHEHUS He ABNAETCA B3auMo3ameHaembIm. Mopaaok
onpeaeneHns B3aMMo3aMeHAEMOCTM JIeKaPCTBEHHbIX NPenapaTtoB A1 MeAULMHCKOro NPUMEHEHUS U
dbopma 3aKNOYEHUA KOMMUCCUM 3SKCMEePTOB 3KCMEPTHOrO Y4YpesKAeHMA O B3aMMO3aMeEHSAEeMOCTU
NleKapCTBEHHbIX NPenapaToB ANA MeAULMHCKOro NpumMmeHeHua 1M60o 0 TOM, YTO IeKapCTBEHHbIN Npenapat
ONA MeANUMHCKOTo NPUMEHEHUA He ABNAETCA B3aMMO3aMeHseMbIM, yCTaHaBAMBatoTcA MpaBUTebCTBOM
Poccuitckoit epepaumu.

2. Komuceua aKCnepToB 3KCMEPTHOro yuypexaeHusa OaeT 3aK/AlyeHWe O B3aMMO3aMeHAEeMOCTU
NleKapcTBEHHOTrO Npenapara Ana MeAUUMHCKOro NpMMeHeHMA IMB0o 0 TOM, YTO IeKapPCTBEHHbIN Npenapat
ONA  MeOMUMHCKOTO MNPUMEHEHUA He ABAAETCA B3aMMO3aMEHAEMbIM, Ha OCHOBaHWW CAeaylowmx
KpUTEpPUEB (XapaKTEPUCTUK):

1) 3KBMBaneHTHoOCTb (gns 6uoaHanorosbix (6MONOAO6HBLIX) /NlEeKAPCTBEHHbLIX MNpenapaTos
(broaHanoroB) - CONOCTaBMMOCTb) KAYECTBEHHbIX M KOJIMYECTBEHHbIX XapaKTEPUCTUK GapMaLLEBTUYECKUX
cybCTaHUMI MM COMOCTAaBMMOCTb @aHTUTEHHOTO COCTaBa BaKUMH. McCMosib30BaHWE Pas3/IMYHbIX COMEMN,
3bMpPOB, KOMMNJIEKCOB, N30MEPOB, KPUCTAIZIMYECKMX GOPM U APYr1X MPOU3BOAHBIX OAHOMO U TOTO e
[eCTBYIOLLEro BeLLeCTBA He fAB/AAETCA MNPensTCTBUEM /1A ONpeAeseHus B3aMMO3aMEHAEMOCTH
NIEKapCTBEHHbIX MPenapaTtoB, €ecAuM Mpu  NPOBEAEHUW  UCCNeAOBaHWA  OMO3KBMBANIEHTHOCTM
JIEKapCTBEHHOIO MpenapaTta Wiu UCCNeAO0BaHUA TepPaneBTUYECKOW 3KBMBANIEHTHOCTU JIEKAPCTBEHHOTO
npenapata [AO0Kas3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX pPasivuvii GapMaKOKUHETUKM U (uan)
3dpPeKTUBHOCTM M 6HE30MACHOCTM NEKAPCTBEHHOIO NPenapaTa 41a MegMLUMHCKOro NPUMEHEHUS;

2) 3KBMBANEHTHOCTb JIeKapCcTBEHHON GopMbl. Mo 3KBUBANEHTHbIMW IEKAPCTBEHHLIMU GOpPMamMU
NMOHMMAIOTCA pasHble JleKapcTBEHHble GOPMbl, MMeKLNe OAMHAKOBblE CNOCob BBeAeHUA M cnocob
npumeHeHuns, obnagatowmMe CcONoOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapPaKTEPUCTUKAMKN U
dbapmaKonornyeckum gencTemem 1 obecneymBaloLLmMe TakKe AOCTUKEHME HEOBXOANMOTO KNMHUYECKOTO
addekta. Pasnnuma nekapcTBeHHbIX GoOpM He ABAAKOTCA NPEensaTCcTBUEM AONA  ONpeaeneHus
B3aMMO3aMEHAEMOCTN  NIEKAPCTBEHHbIX NpenapatoB, €cAuM MNpuM  NpPoBeAeHUM  Ucc/eaoBaHUA
OMO3KBMBANIEHTHOCTM  NIEKAPCTBEHHOro  npenapata WAM  MCCNefoBaHMA  TepaneBTUYECKOM
3KBMBAJIEHTHOCTU N1€KAPCTBEHHOro npenaparta A0Ka3aHO OTCYTCTBME K/IMHUYECKU 3HAYMMBbIX Pasnnymii
dapMaKoKUHETUKU ©  (nan) sddekTMBHOCTM U  6e30nacHOCTU JIeKapCTBEHHOro npenapata  Aans
MeAUUMNHCKOro NpMMeHeHuns;

3) 3KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOTaTe/IbHbIX BELLECTB JIEKAPCTBEHHOrO
npenapata Ans MeAMUMHCKOrO NpuMeHeHus. Pasnnuma  cocTaBa BCMNOMOraTesibHbIX  BELLECTB
JIeKapCTBEHHOrO MpenapaTa He ABAAIOTCA NPEenATCTBUEM ANA OonpefesieHUMA B3aMMO3aMeHAEMOCTU
JIeKapCTBEHHbIX MpenapaToB, €cAn Npu  NPOBEAEHUMM  UCC/eA0BaHUS  OUO3KBMBANEHTHOCTU
NleKapcTBEHHOrO MpenapaTta WauM UCCNefOoBaHUA TepaneBTUYECKOW 3KBMBANIEHTHOCTU /1IEKAapPCTBEHHOMO
npenapata [AOKa3aHO OTCYTCTBME KAMHWYECKM 3HAUYMMbIX Pasauunii  GapMaKoOKMHETURU W (uau)
3dPEeKTUBHOCTM M 6€30MacHOCTM SIEKAPCTBEHHOro npenapata ans MeAMLMHCKOro npumeHenus. Mpu
Ha/IMYUM KNNHUYECKM 3HAUMMbIX Pa3nmumnii GapMakoKUHETUKN U (nan) addeKkTMBHOCTM 1 6e30nacHoOCTH
JleKapcTBEHHOTO NpenapaTa 418 MeAULMHCKOTO NMPUMEHEHMs B3aMMO3aMeHSeMOCTb Onpeaensercs ¢
YyKa3aHWeM Ha UCK/IoYeHMe OTAE/IbHbIX FPynn NauueHTos;

4) naeHTUYHOCTb cnocoba BBeAeHUs M cnocoba NPUMEHEHUS;

5) cooTBeTCTBME MPOM3BOAUTENA NEKAPCTBEHHOMO CPEeACTBa TPebOoBaHMAM MPaBWU HaanexKallen
NPOM3BOACTBEHHOM MPAKTUKMN.

3. Onpep,eneHme B3aMMO3aMeHAEMOCTU BOCMPOU3BeAEHHbLIX /JIEKAPCTBEHHbIX MpenapatoB AnA
MeONUNHCKOTO NpUMMeHeHUA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero (Dep,epaanoro 3aKOHa,
ocyuwiecTsnAeTca 6es HEO6X0,CI,VIMOCTVI AOKa3aTesibCTBa UX 6103KBMBANIEHTHOCTM.
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4. OcobeHHOCTM onpeaeneHMa  B3aMMO3aMEHAEMOCTU  OMONOrMYECKUX  SIEKAPCTBEHHbIX
npenapaToB, KOMOUHMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaToB (coAeprKalmMx KoMOUHaUMIo ABYX U 6onee
OENCTBYIOLMX  BELLEeCTB), JIEKApCTBEHHbIX MpPenapatoB AAA NApeHTepasibHOro NUTaHMAa MU
Hef03MPOBaHHbIX JIEKAPCTBEHHbIX MpenapaToB YycTaHaeauBatoTca [paButenbctBom Poccuitckol
depepaumu.

5. Onpep,eneHme B3aMMO3aMeHAEMOCTN HE OCylwecTBaAeTCA B OTHOWEHUU NEeKapPCTBEHHbIX
PaCTUTENIbHbLIX NPEnapaToB, roMeonNaTU4YeCKNX 1EKaPCTBEHHbIX NPenapaTos.

6. CDOpMMpOBaHMe nepevyHA B3aMMoO3aMeHAEMbIX 1EKAPCTBEHHbIX MPenapaToB ANAa MeaAULUHCKOro
NPpUMeHEHNA OCYLLECTBNAETCA SKCNEPTHbIM yypexXageHnem nocpeacrtsom O6'be/.'l,VIHEHVIH NEKaPCTBEHHbIX
npenapatoB B OTAE/IbHble Tpynnbl, B Ka)KAOﬁ M3 KOTOPbIX NEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3amMeHAEeMbIMUA.

7. B cnyyae BKR/IOYEHWA B MHCTPYKUMIO MO MEAWULMHCKOMY MPUMEHEHUIO JIEKAapCTBEHHOrO
npenapaTa Ha OCHOBAHMM PE3YNbTAaTOB COOTBETCTBYIOWMX UCCIEA0BAHMUIA MOKA3aHUI AN NPUMEHEHMS,
KOTOpble OTAINYALOTCA OT NMOKa3aHWM A/A NMPUMEHEHUA APYIUX JIEKAPCTBEHHbIX NMPenapaToB U3 rpynnbl
B3aMMO3aMEHSEMbIX JIEKAPCTBEHHbIX MPENapaToB, B MNepeyHe B3aMMO3aMEHSEMbIX JIEKAPCTBEHHbIX
npenapaToB A8 MeAVLMHCKOrO MPUMEHEHMA A0MKHA BbITb YKa3aHa COOTBETCTBYHOLWANA MHPOPMaLLUA.

KoHcynbTaHTlAOC: NpyMeYaHume.

MNMepeyeHb B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX MPenapaTtoB, B OTHOLWEHWUW KOTOPbIX WMMETCA
pe3ynbTaTbl UCCIEA0BAHUN BUOIKBMBANEHTHOCTU UAN TepaneBTUYECKOM 3KBMBANIEHTHOCTU, AOJIKEH
6bITb cPOpPMMPOBAH N pasmelLeH Ha oduumanbHOM caiTe MuH3apasa Poccun go 01.07.2020. (93 ot
27.12.2019 N 475-®3).

8. MepeyeHb B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOro NpUMeHeHun
pa3smelLaeTca YNOJAHOMOYEHHbIM peaepasbHbiM OPraHOM UCMONIHUTENbHOM BAACTU, OCYLLECTBAAIOLLUM
roCyapCTBEHHYIO PErucTpaLMio JIEKApPCTBEHHbIX MpenapaToB A8 MeAUMUMHCKOro MpUMEHEHMA, Ha
csoem ooduumanbHom cailite B cetn "UHTepHeT". MHbopmaumsa B nepevyHe B3aMMO3aMEHSEMbIX
JIeKAPCTBEHHbIX NPENAPaToOB A1 MEANLMHCKOrO NPpUMeHEHMA 0OHOBAAEGTCA YKa3aHHbIM deaepanbHbIM
OpPraHoOM WMCMOJIHUTENIbHOM BAACTU C YYETOM HOBbIX 3aPErnCTPUPOBaAHHbIX IEKAPCTBEHHbIX NpenapaTos
AN MeAMUMHCKOrO MNPUMEHEHWA U BHECEHHbIX WM3MEHEHMWA B OOKYMEHTbl, cogepiKalimecs B
PEruCTPALMOHHBIX AOCbe HAa 3apPermcTpUpOoBaHHbIE JIEKAPCTBEHHbIE MpenapaTtbl 4118 MeAMLMHCKOro
NPUMeHeHus.

9. NopsaAoK Mcnonb3oBaHUA MHGOPMALMM O B3aMMO3aMeEHAEMbIX JIEKAaPCTBEHHbIX NpenapaTtax g1
MEZANUMHCKOTO MPUMEHEHUA W NOPALOK AayM pasbACHEHWI MO BOMPOCaM B3aMMO3aMEHAEMOCTH
JIeKapCTBEHHbIX MNPenapaTtoB Aaa MeAWUMHCKOro MPUMEHEHMA YcTaHaBAMBalOTCA [1paBUTENbCTBOM
Poccuitckoin Pepepaumn.

KoHcynbTaHTIAOC: NpumeyaHue.
CpOK permctpaumnm nekapcTBeHHOro npenapara, uctekarowmii ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsaues (MoctaHoBneHue Mpasutenbctea PP ot 03.04.2020 N 440).

CratbAa 28. PerucrpayoHHoOe ya0CTOBEPEHUE IEKAaPCTBEHHOrO nNpenapara

1. PerncrpauMoHHoOe yaoCcToBeEpeHMe NeKapCTBEHHOMO MNpenapaTta C YKasaHWem JIeKapCTBEHHbIX
$bopmM ¥ [03MPOBOK BblA3eTcs 6eccpoyHO, 33 MUCKAYEHMEM PErUCTPALMOHHOIO YAOCTOBEPEHU
JIeKapCcTBEHHOTO NpernapaTa, Bbl4aBaeMOro CO CPOKOM AENCTBUA NATb JIET, HA BNEPBbIE PerncTpupyemole
B Poccuiickoit desepaumm nekapcTBeHHbIe npenapaTbl.

2. Mo wucreyeHun YKasaHHOro B 4Yactn 1 HaCTOﬂU.LeVI CTaTb CpPOKa BblAaeTcA 6eccp0que
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pPerncTpaunoHHoe YAOCTOBEPEHWE JIEKAPCTBEHHOro npenapata npu YC/I0BUM MNOATBEPKAEHWUA ero
rocyAapCTBEHHOW pPerncTpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbsamum 30 n 31 HactoAwero PeaepanbHOro 3akoHa
M3MEHEHMIN B coAepXKalmecs B PerucTpaLMoOHHOM AOCbe Ha 3aperMcTpMpoBaHHbIN EKAPCTBEHHbIM
npenapaTt AOKYMEHTbI, 3aTPAruBatoWmnx CBEAEHUA, OTPAXKEHHble B PErncTpaLnoHHOM yA0CTOBEPEHUMU
JIeKapCTBEHHOro npenapaTa, YNoJHOMOYEHHbIN denepasnbHbli OpraH UCNOJIHUTENIbHOW BAACTU BblaaeT
HOBOE pPerucTpauMoHHOe YyA0CTOBEPEHME NEKAPCTBEHHOrO Npenapara, coaeprKallee BHECEHHbIE B HETO
U3MEHEHMS.

(4acTb 3 BBegeHa PenepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

4, B cnydyae yTpaTbl MAM NOBPENKAEHWUA PErUCTPALMOHHOIO YAOCTOBEPEHUA JEeKapCTBEHHOro
npenapata no 3anABJAEHUIO B NUCbMEHHOM QopmMe AeprKaTensa WAM BAaAeNbLa PEerncTpaumoHHOro
YAOCTOBEPEHUSA IEKAPCTBEHHOTO NpenapaTa Uan ynoAHOMOYEHHOIO MMM APYroro pUANYECKOro Mua o
BblAavye AybanKaTa perncTpauMoHHONo yAO0CTOBEPEHNA IEKAPCTBEHHOrO npenaparta yno/JHOMOYEHHbIN
denepanbHbIit opraH UCNOAHUTENBHOW BAACTU B CPOK, HE MPEBbIWAtOWMiA AecATU paboymx gHen co gHA
NOCTYN/JeHUs 3aAB/leHUA, BblAAeT Ay6/MKaT PEerucTpaLMoOHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOMO
npenapata. 3a Bblgadyy AybnvKaTa perMcTpaumoHHOro YAOCTOBEPEHUA JIeKapCTBEHHOro npenaparta
B3MMAETCA rocyapCcTBEHHas NoL/MHa B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickon ®eaepaunm o
Hanorax u cbopax.

(4acTb 4 BBegeHa PenepanbHbim 3aKOHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTlAKOC: NpumeyaHue.
CpoOK peructpaumm nekapcTBeHHOro npenapara, uctekatowmii ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsues (MoctaHosneHue Mpasutensctea PP ot 03.04.2020 N 440).

CraTbna 29. MNoaTBepKaeHUe rocyaapcTBeHHOU perncTpaLnmMm 1eKapcTBeHHOro npenapara
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTtBepkaeHMe rocy4apcTBEHHON PerncTpaLmMm eKapcTBEHHOro npenaparta ocyLLecTBaseTcs
npu Bblgaye 6ecCPOYHOro PerucTpaLMoHHOrO yA0CTOBEPEHMA /IEKApPCTBEHHOIO NpenapaTta B C/y4ae,
YKasaHHOM B 4yacTM 2 cTaTbu 28 HacTtosAwero ®enepasbHOro 3akoHa, B CPOK, HE MPEBbIAOLLMIA
WwecTmaecAaT pabounx gHel co AHS MOJYYEHUS COOTBETCTBYHOLLMM YNONHOMOYEHHbIM deaepasbHbIM
OpraHOM WCMONHUTENIbHOM BAACTM 3aABJAEHMA O MOATBEPKAEHUM TOCYAAPCTBEHHON peruMcrTpauuun
NeKkapcTBeHHOro npenapaTta. He ocyliecTeaseTcs NOATBEPXKAEHME TOCYAAPCTBEHHON perucrTpauuun B
OTHOLLEHMM NEKAPCTBEHHOrO Npenaparta, He HaxoAuBLierocs B obpalyeHnn B Poccuiickoit Peaepauum B
TeyeHne Tpex M 6osiee fleT, a TaKKe B OTHOLIEHMM NIeKAaPCTBEHHOTO CPeACTBa, MPOM3BEAEHHOrO C
HapyweHuem TpeboBaHUsA, YyCTaHOBIEHHOrO YacTbio 3.7 cTaTbu 71 HacToAwero PeaepanbHOro 3akoHa.

2. 3anaBNeHne 0 NoATBEPKAEHUM FOCYAaPCTBEHHOM PErncTpaLmMmn NeKapCcTBEHHOIo Npenaparta aAnn
MeaUUMHCKOro NPUMEHEHUA NPeacTaBAAETCA B COOTBETCTBYHOLWMI YNOJHOMOYEHHbIN denepanbHbli
OpraH UCNONHUTENIbHOM BIACTM HE PaHee Yem 33 CTO BOCEMbAECAT AHEN A0 UCTEYEHMA CPOKA AeNCTBUA
PEerncTpaLnoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOIO NpenapaTta aasa MeanuUMHCKOro NPMMEHEHMUA.

(8 pea. PepepanbHoOro 3akoHa ot 02.08.2019 N 297-93)

2.1.3anaBneHune 0 NOATBEPKAEHUN FOCYAAPCTBEHHOW PEFUCTPALLMIN IEKAPCTBEHHOIO Npenapara gas
BETEPUHAPHOIO NMPUMEHEHUSA MPEeACTaBAAETCA B COOTBETCTBYIOWMIA YNOAHOMOYEHHbIM peaepanbHbIi
OpraH UCNONHUTENIbHON BAACTM HE PaHEe YeMm 33 CTO BOCEMbAECAT AHEN A0 UCTEYEHMA CPOKA AeNCTBUA
PEerncTPaLnMoHHOro ya0CTOBEPEHNA NEKAPCTBEHHOIO NpenapaTta g8 BETEPUHAPHOIO NPUMEHEHUA U He
nosgHee OKOHYaHWUS CPOKa ero AencTBums.
(4acTb 2.1 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

3. MNoaTBepKAeHNE rocyaapCTBEHHOW PErMcTpaummn NekapcTBEHHOTo nNpenapaTa oCyL,ecTBAAeTcs
Nno pesynbTaTam 3KCMepTU3bl OTHOLIEHWUA OXWOAEMOMN MO/b3bl K BO3MOMHOMY PUCKY NPUMEHEHUSA
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NEKapPCTBEHHOrIO nNpenapaTta Ha OCHOBAaHWK Pe3y/IbTaTOB MOHUTOPUHTA 3¢¢EKTVIBHOCTVI n 6esonacHocTH
NEKapPCTBEHHOro npenaparta, nNpoBOAMMOIO AepXKatenem wuanm Baagenbuem perncTtpaymoHHoOro
yO0CTOBEPEHNA NEKAPCTBEHHOIO npenaparta nmbo YNOTHOMOYEHHBIM MU HOPUANYHECKMM TULUOM, a
TaKXe COoOoTBeTCTBYHOWMM YNOJIHOMOYEHHbIM cbep,epaanblN\ OopraHom WCNOJIHUTENbHON BAacTn B
COOTBETCTBUU C TPEGOBBHMHMM CcTaTbM 64 HacToALLero CDe,u,epaanoro 3aKOHa.

4. K 3aaBNeHN0 0 NOATBEPXKAEHUN rOCyAapCTBEHHOW PerucTpaumMm NeKapcTBeHHOro npenapara
AN MeANLMHCKOro NPUMEHEHUA NpuaaratoTca:

1) [AOKYMeHTbl, coAep)Kawme pesyabTaTbl MOHUTOPUMHra 3dPeKTMBHOCTM M 6HesonacHocTu
NleKapcTBEHHOro npenapata Ana MeAMUMHCKOro MNPUMEHEHWUA, MPOBEAEHHOro Aep)KaTenem Wuau
BAageNbLemM PerucTpaumoHHOro YAOCTOBEPEHUA J/IeKapCTBEHHOro npenapata Ana MeauuMHCKOro
npMMeHeHUA AN60 YNOAHOMOYEHHBIM MM OPUANYECKUM AULOM, Mo dopme, YTBEPKAEHHOW
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJTHUTEIbHOM BAACTy;

2) cBegeHMA 0 AaTe NpefocCTaBAeHUA U PErmcTpauMoHHOM HOMEepe JIMLEH3MU Ha NPOM3BOACTBO
NIEKapCTBEHHbIX CPeACTB WM CBeAeHMA O JaTe npenocTaB/ieHMA W pPernmcTpauMoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUM MPOM3BOAMTENA JIEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM npaBua
Hag/eXKallelr NpOU3BOACTBEHHOM MPAKTUKM, MNPeAOCTaBAEHHbIX YMNOJHOMOYEHHbIM denepasibHbIM
OpPraHOM MWCMNONHUTENIbHON BAACTU B OTHOLWEHWW MPOU3BOACTBEHHOM M/IOWAAKN JIEKAPCTBEHHOIO
npenapaTta 414 MegMLMHCKOro NPUMEHEHMSA, roCyAapCTBEHHAA PerMcTpaLma KoToporo NoATBEpKAAEeTCS
B C/Ay4yae, eC/iM MNPOU3BOACTBO JIEKAPCTBEHHOro npenapata And MeAMUMHCKOro NpUMEHeHUs
ocyuwecTsnaetca B Poccuiickon Pegepaymu;

(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-$3)

3) KonuAa npegocTaBAEHHON YNOJHOMOYEHHbIM OPraHOM CTpaHbl NPOM3BOAMUTENA NULEH3UW Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO NpenapaTta ANa MeAMLMHCKOrO NPUMEHEHUS U ee NepeBoj, Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAHOB/JEHHOM MOPAAKE, a TaKMKe KOMWA 3aK/IOYEHUA O COOTBETCTBMM
NPOM3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpPaBUA HagneKalleid npPou3BOACTBEHHOW
NPaKTUKK, BbIGAHHOTO YNOAHOMOYEHHbIM denepanbHbiM  OPraHOM WCNOJIHUTENbHOW BAAcTU B
OTHOLIEHMM TMPOM3BOACTBEHHOM MNJIOWAAKM  JIEKAPCTBEHHOr0 npenapata  Ans  MeAULUHCKOro
NPUMEHEeHWA, TOCYAapCTBEHHasA pPernctpaumsa KOTOPOro MOATBEPXKAAETCA, WAW KOMUA peLleHus
yNoJIHOMOYEeHHOro dpesepanbHOro opraHa MCNONHUTENIbHOW BNACTU O NMPOBEAEHUN MHCMEKTUPOBAHMA
NpPoV3BOAUTENA IEKAPCTBEHHbIX CPEACTB B C/1ly4Yae, eC/iv NPOU3BOACTBO JIEKAPCTBEHHOrO npenapara 4
MeNUMHCKOTO NPUMEeHEeHMA OCyLLLeCTBAAETCA 3a npeaenamn Poccuiickon Pegepaunn.

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)
(yacTtb 4 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOLWEHNM BUONOTUYECKMX NIEKAPCTBEHHbIX NPEnapaToB A1A MeAUUMHCKOro NpUMeHeHusA
3anABUTE/Ib AOMNOJIHUTENbHO NPEeACTaBAfET pe3ynbTaTbl MEPONPUATUN, NPeayCMOTPEHHbIX MaHOM
yNpaBAeHNsA PUCKaMU, YTBEPHKAEHHbIM YMNOJHOMOYEHHbIM denepasibHbiM OpPraHOM MCMONHUTENIbHOM
B/1IACTU MPU  OCYLLECTBAEHUM [OCYAAPCTBEHHOMW pPEerncTpaunmnm NeKapcTBEHHOrO npenapaTta  AgAas
MeAMNUMHCKOro NpMMeHeHUA.

(yacTb 4.1 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4.2. K 3as8B/1eHMI0 O NOATBEPKAEHUN TOCYAAaPCTBEHHOM PerMcTpaLmm JekapCcTBEHHOro npenaparta
ONA BETEPUMHAPHOTO NPUMEHEHUA MPWUIAratoTca AOKYMEHTbI, cogeprkalime pesynbTaTbl MOHUTOPUHIA
3¢pdeKTUBHOCTM U 6E30MacHOCTM JNIeKAapCTBEHHOrO npenapata g8 BETePUHAPHOro MNpUMeHeHus,
NPOBOAMMOrO AepKaTenem WAW BAALENbUEM PErUCTPALMOHHOIO YAOCTOBEPEHUSA JNIEKAPCTBEHHOIO
npenaparta ANA BETEPUHAPHOro NpUMeHeHUs B0 YyNONHOMOYEHHbIM UM HOPUAMYECKMM /IMLLOM, MO
dopme, yTBEPKAEHHOM YMNOJHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOJIHAUTENbHOM BAacTn, W
OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, nognyHKkTtax "a", "6", "k", "n" nyHkTa 4 yactu 3 ctatbm 17
HacTosawero PeaepanbHOro 3aKkoHa. B oTHoWEHUN MMMYHOBUMOIOTMYECKUX IEKAPCTBEHHbIX NPEnapaTos
019 BETEPUHAPHOTO NPUMEHEHUA He NPeACTaBAAOTCA CBeAEHMSA, YKa3aHHble B noanyHKTe "K" nyHKTa 4
Yyactu 3 ctatbk 17 Hactoswero PeanepasbHOro 3aKoHa. B OTHOLWEHUW feKapCTBEHHbIX NpenapaToB AMA
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BETEPMHAPHOIrO MPUMEHEHUSA, MONYYEHHbIX C NMPUMEHEHNEM FeHHO-UHXEHEePHO-MOoANPULMPOBAHHbIX
OpPraHM3MOB WAW COAEP)KAWMX TaKMe OpraHM3Mbl, AOMNOJNHUTENbHO MNPEACTABAAITCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactu 3 cTatbm 17 HacToAwero deaepaibHOro 3aKOHa.

(yacTtb 4.2 BBegeHa PepepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93; B pes,. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

4.3. 3asABuTenb BnNpasBe MNpPeACTaBUTb C 3adABJeHMEM O MNOATBEPKAEHUN TOCYAAPCTBEHHOM
perncTpaunm  IeKapCcTBEHHOTO  npenapaTta KoOMWUIo  AOKYMEHTa, MOATBEPKAAoWero  ynnaty
rocyfapCcTBEHHOW MOLW/MHbI 33 MNOATBEPMKAEHWE TOCY[APCTBEHHOMW pPerucTpaumm eKkapCTBEHHOro
npenapara, a TakXKe BblAaBaemble (NpeaoCcTaBasemMble) YNOAHOMOYEHHbIMU desepanbHbIMU OpraHamm
NCNOIHUTENbHOM BNACTM AOKYMEHTbI (CBEAEHMSA), YKa3aHHble B MYHKTAX 2 U 3 4acTu 4 HAaCTOALLEN CTATbM.
B cnyyae ux HenpeacrtaBneHMA YNOJHOMOYEHHbIN denepanbHbIi OpraH WCNOAHUTENLHOM BAACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (CBeAEHMA) B NOpAAKE MeEXBEAOMCTBEHHOTO MHGOPMALMOHHOIO
B3aMMoaencTems.

(yacTb 4.3 B pea. PeaepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

5. B TeueHue pecatm paboumx [AHe CO AHA MPUHATMA 3aABJEHMA O MNOATBEPXKAEHUU
rocyapCTBEHHON perncTpaLmm NeKapCcTBEHHOrO npenapaTta U AOKYMEHTOB, COAEPHKaALLMX Pe3ybTaTbl
MOHUTOPUHTIA 3G PEKTUBHOCTM M HE30MNACHOCTM NEKAPCTBEHHOIO NpPenapaTa, NPOBOAMMOrO AepKaTenem
WA BNagenbLem  pPerucTpaumoHHOro  yAOCTOBEPEHWA  /IeKapCTBEHHOro  npenapata  aubo
YNO/IHOMOYEHHbIM UMW IOPUANYECKUM INLLOM, YNIOJTHOMOYEHHbIM peaepanibHbli OpraH UCMOJIHUTENIbHOM
BNACTU:

1) nposoAUT NPOBEPKY MNOJHOTbHI CBEAEHMI\;I, coaepxawmuxca B npeacrtaB/sieHHbIX 3aABUTENEM
AOKYMeHTaXx,;

2) NpPUHMMaAET peLleHne O NPoBeaeHnn uan ob oTKase B NPOBeAEHUM SKCNEPTU3bl OTHOLLIEHUA
OXKMUAAEMOW NOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHMA NI€KapCTBEHHOro npenapaTta Ha OCHOBaHWK
pe3y/IbTaToB MOHUTOPUHra 3GpPEeKTUBHOCTM M 6E30NacHOCTV NeKapCTBEHHOrO npenapaTa, NPOBOANMOro
JepKaTeniem Wau BnageNibLem PerncTpaumoHHOro yA0CTOBEPEHNA IeKAapCTBEHHOro npenapaTta Anbo
YMOJIHOMOYEHHbIM UMM IOPUANYECKUM JIMLOM, a TaKXKe GpeepasibHbiM OPraHOM UCMOTHUTE/IbHOM B1aCTU
B COOTBETCTBMM C TpeboBaHMAMM CTaTbM 64 HacTosulero ®esepasibHOro 3aKoHa;

3) yBeaomMAnsieT B 3/EKTPOHHOW GopmMe MAM MUCbMEHHOW (Gopme 3aaBUTEeNA U 3KcnepTHoe
yYperKaeHMe O MPUHATOM pelleHUn Anbo B ciyvyae MNPUHATUS pelleHna o6 oTKase B NpoBeAeHuu
3KCNEepTU3bl YKa3bIBAET NPUYMHBI TAKOFO OTKa3a.

6. B cnyyae BbiABAEHMA HEAOCTOBEPHOCTU U (MNK) HeQOCTaTOYHOCTM MHDOPMaLIMK, coaepsKalleinca
B NpeAcTaB/ieHHbIX 3aABMUTeNEM JOKYMEHTaX, YNOoJAHOMOYEHHbIV peaepanbHbli opraH UCNONHUTENbHOM
BNaCTM HanpasfAeT 3asaBUTEN0 3anpoc 06 YTOYHEHUW yKasaHHOW WHbopmauuu. 3anpoc
yno/HOMOYEHHOro  deaepanbHOro opraHa MCNONHUTENbHOW BAAacTM  MoKeT 6biTb  MepeaaH
YNOJIHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA IMYHO NOA PACcnUCKy, Hanpas/ieH No noyTe 3akasHbiM
NMUCbMOM MU NepeaaH B 31EKTPOHHON dopmMe Mo TeIeKOMMYHUKaALMOHHbIM KaHanam cBasu. B caydyae
HanpaB/ieHMs 3anpoca YNOJHOMOYEHHOro ¢eAepasbHOro opraHa MCMONHUTENbHOM BAAcTM MO nouTe
3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO MUCTEYEHWW LecTU AHel C AaTbl HanpasaeHuA
3aKa3HOro NUcbma.

7. 3anBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3anpoc YnoAHOMOYeHHOro dedepanbHOro opraHa
NCMNONHUTENbHOW BNACTM B CPOK, HE MPEeBbIWaoWNn AeBAHOCTA Pabounx gHeN Co AHA ero NosyYeHus.
CpoOK, yKa3aHHbIl B YacTW 5 HacToAwWel cTaTbM, MPUOCTAaHABAMBAETCA CO AHA HanpaBAEHUA 3aABUTENIO
3anpoca ynoJaHOMOYeHHOro ¢eaepanbHOro opraHa WMCNONHWUTENbHOW BAACcTU A0 AHA MOAYYEHUA UM
COOTBETCTBYIOLLErO OTBETA M HE YUUTLIBAETCA NPU UCUHNCAEHUM CPOKA NOATBEPHKAEHUA rOCYAapPCTBEHHOM
perncTpauumn NeKapcTBEHHOro Npenapara.

8. OcHoBaHMeMm AnAa OTKasa B nposeaeHnn 3KCNepPTU3bl OTHOLWUEHUA O)KM,CI,HEMOl\;i nonb3bl K
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BO3MOXKHOMY PUCKY NPUMEHEHWUA SIeKapCTBEHHOro npenapaTa ABAAeTCcA npeacTaBaeHue OOKYMEHTOB,
cogeprKallmx pesynbTaTbl MOHUTOPUHTA 3QHEKTUBHOCTU M 6E30MACHOCTM IeKapCTBEHHOTO NpenapaTa, 1
(vnn) B OTHOWEHWMM BMONOTMYECKUX JIEKAPCTBEHHbLIX MPEnapaToB pPe3y/bTaToB  OCyLLECTB/IEHUA
MEepPONpPUATUA B COOTBETCTBMM C MNAHOM YNPaBAEHUA PUCKAMW, YTBEPMKAEHHbIM YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM MCNOJHUTEIbHOW BAACTU MPU OCYLLECTB/IEHUW TOCYAAPCTBEHHOM perMcTpaumm
JleKapcTBEHHOTO MpernapaTa, B HENOJIHOM 0b6beme, oTcyTcTBME MHOOPMALMM, NOATBEPKAAOWEN daKT
yNAaTbl rOCYAapCTBEHHONM NOLW/IMHbBI 33 NOATBEPKAEHUE rOCYAapPCTBEHHOMN PerncTpaLLmMm NeKapCcTBEHHOTO
npenapara, Mbo HenpeaCTaBAeHME 3asiBUTE/IEM B YCTAHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIM B YacTu 6
HacToALLEN CTaTbM 3aNpPOC YNOJHOMOYEHHOTo ¢pesepasbHOro opraHa UCMOIHUTEIbHOW BIACTH, a TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTax MHbOPMaLMM, KOTOpasA AO/IKHA BbITb B HUX OTPayKeHa.

9. 3JKcnepTvM3a OTHOWEHUA OXWMAAEMOW MNOAb3bl K BO3MOMHOMY PWUCKY NPUMEHEHUA
NleKapCcTBEHHOrO NpenapaTta B Lenax NOATBEP:KAEHUA roCcy4apCTBEHHOW PerncTpaunmn NekapcTBEHHOMO
npenaparta NPOBOAWUTCA KOMMCCUEN IKCMEPTOB 3KCMEPTHOrO YUPEKAEHUA B CPOK, HE MPEeBbIAoWMiA
copoKa paboumnx aHen.

10. B cnyyae HeZOCTaTOYHOCTM MPeACTaB/eHHbIX 3KCMEePTYy MaTepuasnoB O1a Oayu 3aKIYeHUsA
aKcnepT obpalaeTcs K PyKOBOAMTENIO IKCMEPTHOTO YUYPEXKAEHUA O NPeAOCTaBNEHNN eMy HEOBXOANMbIX
MaTepuanoB. PyKoBoAMTEb SKCMEPTHOTO yypexkaeHua obpallaetcs ¢ COOTBETCTBYIOLWMM 3anpocom B
YNOJIHOMOYEHHbIN defepanbHbI OpraH UCMONHUTENBbHOM BNACTK, BblAABLUMIM 3a4aHMe Ha NpoBeneHue
9KCNepTn3bl OTHOLWIEeHUA omm,qaemoﬁ NOo/N1Ib3bl K BO3MOXHOMY PUCKY NpuUmMmeHeHUA NeKapCTBeHHOro
npenapata Ha OCHOBaHUW [AOKYMEHTa, COAEPrKALLEro pesy/sbTaTbl MOHUTOPUHIa 3PPEKTUBHOCTU U
6€e30MacHOCTM JIeKapCcTBEHHOro Npenapara. B TeyeHne naTM paboumx gHel co AHA NOCTYNAeHMa 3anpoca
PYKOBOAMTENSA SKCMEPTHOTO YYPEXKAEHUA YKasaHHbIM dpeaepasnbHbii OpraH MCMNOJHUTENIbHOW BAACTU
HanpaeNAeT 3aABMTENI0 3aMpPOC O NpPeacTaBNeHUM HeOBXOAMMBIX MaTEPUaNoB, KOTOPbIA MOXKET BbITb
nepesaH yno/JHOMOYEHHOMY MPeACTaBUMTENO 3aABUTENA SIMYHO MO PACNMCKY, Hamnpas/ieH No noyte
3aKa3HbIM MMCbMOM WM NepeaaH B 3N1EKTPOHHOM Gpopme No TeNEKOMMYHUKALUMOHHbIM KaHa/lam CBA3MK.
B cnyyae HanpaBAeHMA 3anpoca YyNnoJHOMOYeHHOro ¢pesepanbHOro opraHa UCNOAHUTENLHOM BAACTU NO
MoyTe 3aKasHbIM NMMCbMOM OH CYMTAETCA MOJIyYEHHbIM MO UCTEYEHUW LIECTU AHEW C AaTbl HAaNPaBAeHUA
3aKa3HOro NUCbMma.

11. 3anaBuTenb 06A3aH NpeaAcTaBUTb OTBET Ha 3amnpoc YNnoAHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, HE MPEBbIWAMOLNIA WeCcTUAECATM pabounx gHen co AHA NoNydYeHus
YKa3aHHOro 3anpoca. Yno/IHOMOYeHHbIN defepasnbHblit OpraH UCNOAHUTE/IbHOM BAacTW, BblAaBLUNMI
334aHMEe Ha NpoBeAEHWE 3KCNEepPTM3bl OTHOLIEHMA OXMMAAEMON MONb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHMA NEKAPCTBEHHONO MpenapaTa Ha OCHOBaHMM OOKYMEHTa, COAEpXKalero pesyabTaThbl
MOHUTOPUHIa 3PPEeKTUBHOCTN M 6E30MacHOCTU JIEKAPCTBEHHOrO npenapaTa, B TeYeHue nAtv paboumx
OHeln co AHA NOCTyn/AeHMA OT 3aABUTEeNA OTBETA Ha 3anpoC YNOJHOMOYEHHOro ¢enepasibHOro opraHa
WCMNOJIHUTEIbHOM BIaCTU HanpaBAseT 3TOT OTBET B SKCNepTHOe yypexkaeHue. B cnyyae HenpeacTaBaeHUs
Mo UCTEUYEHUU LLIEeCTUAECATU pabounx AHeln 3asBUTeNeM OTBETA Ha YKa3aHHbIM 3aMpocC YNOAHOMOYEHHbIM
desiepanbHblit OpraH MCNONAHUTENIbHOM BAacTW, BbIAABLIMA 3aJaHMe Ha MNpPOBeAEHWEe 3KCNepTU3bl
OTHOLLIEHMA OXKUAAEMOM NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenaparta Ha
OCHOBaHUW [OOKYMEHTa, COAeprKalllero pesy/bTaTbl MOHUTOPUHra 3PPEKTUBHOCTM M 6HesonacHOCTU
JIeKapCTBEHHOro npenapaTa, B TedeHWe NATM paboumx AHeW HanpasasieT B 3KCMEpPTHOE yupexaeHue
yBe4OMNEHNe O HenpeacTaBAeHUN 3aaBUTENIEM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpemsa co gHA
HanpaB/ieHMA 3anpoca 3KCNEPTHOrO Yy4YpeXKgeHus B YNOJHOMOYEHHbIM deaepanbHbli  opraH
WCNONIHUTENIbHON BNACTU A0 AHA MOJIYYEHUA 3SKCMEPTHbIM YYpeXKAeHMemM OTBEeTa Ha 3anpoc Uau
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETAa Ha 3arnpoc He YYUTbIBAeTCS NPWU WUCYUC/IEHUM CPOKa
NpoBeAEeHMA 3SKCMEepPTU3bl OTHOLIEHWUS OXWOAEMOM MO0Ab3bl K BO3IMOMXKHOMY PUCKY MNPUMEHEHUS
JIeKapCTBEHHOrO npenapaTa Ha OCHOBaHMWM [AOKYMEHTa, COAEeprKallero pesy/abTaTbl MOHWUTOPUHIA
3 PeKTMBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO NpenapaTa.

12. B CPOK, He I'IpEBbILLIaIOLLI,Mﬁ AecAatu pa6oqu AHEVI CO AHA Noay4vyeHuAa 3aKNr4YeHNA KOMUCCUN
9KCNEPTOB NO pe3ysibTaTaM 3KCNePTU3bl OTHOLWIEHUA omm,u,aemoi/’l NONb3bl K BO3MOXHOMY PUCKY



NPUMMEHEHWA NIEKAPCTBEHHOrO Mpenaparta, COOTBETCTBYIOWMI YNOJHOMOYEHHbIM deaepanbHblilt opraH
UCMONHUTENbHOW BNACTU:

1) OCyLLECTBNIAET OLLEHKY 3TOro 3aKNw4yeHuAa OnAa onpeneneHnAa ero CooTtBeTcTtenA 3a4aHUKO Ha
nposeaeHue YKa3aHHOVI 9KCNepTU3bl;

2) NpUHMMaET pelleHWe O MOATBEPXAEHWMM FOCYAapCTBEHHOW perncTpaumm fIeKapcTBEHHOro
npenapata wmaM o6 OTKase B MNOATBEPXAEHWMM [OCYAAPCTBEHHOM pPEerucTpaumm NeKapcTBEHHOMo
npenapara;

3) BHOCMT nNpWU NPUHATUX pPeeHUa O MOATBEPXKAEHUU T[OCYAaPCTBEHHOW permcTpauuun
NleKapcTBEHHOrO npenaparta CBeAeHMA B rocyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPeACTB M BblaaeT
3aABUTENI0 BECCPOYHOE PerncTpaLLMoOHHOE YA0CTOBEPEHME JIEKAPCTBEHHOTO Npenapara.

13. OcHoBaHMeM A/ OTKa3a B NOATBEPNKAEHUN rocyAapCTBEHHON PerncTpauumn NekapcTBEHHOro
npenapata fBAAETCA 3aK/OYEeHMEe COOTBETCTBYIOWEro YMNOAHOMOYEHHOro ¢eaepanbHOro opraHa
NCMOMIHUTENBHOW BIAaCTU O TOM, YTO PUCK MPUYMHEHUA Bpeaa 3[40POBbI0 YeNOBEKAa WU MUBOTHOMO
BC/IeACTBME NPYEMa JIEKaPCTBEHHOTO Npenapara npesbiwaeT 3¢pPeKTUBHOCTb ero NPUMEHeHUs.

(B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuoa npoBedeHMA MNpoueaypbl MNOATBEPNKAEHMA TOCYAAPCTBEHHON perncrpauum
NeKkapcTBeHHOro npenapaTa ero obpaweHune B Poccuiickoin Peaepaymmn He NnpruocTaHaBANBaAETCA.

15. [onyckaetcs obpalleHMe JIeKapCTBEHHbIX MNPenapaTtoB [0 MCTEYEHWUs CPOKa rOAHOCTH,
NpPoOM3BeAEHHbIX B TeYeHMe CTa BOCbMWUAECATM KaneHAApHbIX JAHer nocne p[atbl NPUHATUA
YNOJHOMOYEHHbIM defepasibHbIM OPraHOM WCMOJIHATENbHOM BAACTU pPEeLUeHMA O MNOATBEPXKAEHWUU
rocyfapcTBEHHOM pPEerncTpaunm, B COOTBETCTBUM C WMHPOPMaLMEN, coaeprKalleica B LOKYMeEHTax
PEerncTpPaLnoHHOro A40Cbe Ha 1eKapCTBEHHbIM NpenapaT 40 AaTbl MPUHATUA TaKOTO PeLleHus.

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Cratba 30. BHeceHne M3MeHEeHM1 B fOKYMEHTbI, COAEprKaLLneca B PermcTpaLuMoHHOM A0Cbe Ha
3aperucTPUpoBaHHbI NeKapCTBEHHbIN Npenapart aNa MeaULMHCKOro MPUMEHEHUs

1. B uensix BHECEHUSA U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PErUCTPALMOHHOM A0CbE Ha
3aperucTpPUPOBaHHbIA JIEKAPCTBEHHbINM MNpenapaTt A9 MeAULMHCKOIO NMPUMEHEHUA, AepKaTeslb WUAn
BNagenel, perucTpauMoHHOro yA0CTOBEPEHUS NEeKAapCTBEHHOro npenaparta MM YnoJIHOMOYEHHOE MM
Apyroe opuanyeckoe n1Lo (ganee B HAaCTOALLEN CTaTbe - 3aABUTE/b) NPeaCcTaBAAET B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOJHUTENbHON BNACTU 3asBNEHUE O BHECEHWU TaKMX U3MEHEHUI no dopme,
YCTaQHOB/IEHHOM YNOAHOMOYEHHbIM desepasibHbIM OPraHOM UCMOJIHUTEIbHOW BNACTW, U NpUaaraemble K
HEMY M3MEHEHMA B YKa3aHHble AOKYMEHTbI, a TaK¥Ke AOKYMEHTbl, NOATBEPKAAOWME HEO0bX0ANMMOCTb
BHECEHUSA TaKUX U3MEHEHUN.

(B pea. PepepanbHbIX 3aKoHOB OT 22.12.2014 N 429-$3, o1 04.06.2018 N 140-$3)

1.1. MNpn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEpPrKaluMecs B PermcTpauLMoHHOM A0Cbe Ha
3aperucTpUpPOBaHHbIA  IEKAPCTBEHHbIM Mpenapat Ana MeaMUMHCKOro MPUMEHEHMUA, M3MEHEHWUN,
YKa3aHHbIX B MyHKTe 3 4acTu 2 HACTOALLEN CTaTbM U TPebylowMx NPOBeAEHUA SKCMepTM3bl KavecTBa
JIEKAPCTBEHHbIX CPEeACTB, 3aABUTE/b A0ONO/IHUTE/IbHO NPeAcTaBAsEeT B YNOJHOMOYEHHbIN peaepanbHbii
opraH WCNONHWUTENbHOM BNAcTM CBeAEHWUs O AaTe NpPefoCTaBAEHUA W PerucTpauyoHHOM Homepe
JIMLEH3MN HA NPOU3BOACTBO NEKAPCTBEHHbLIX CPeaCTB WM CBeAeHMA O pgaTe NpenocTaBaeHuA W
pPerncTpauMoOHHOM HOMepe 3aK/YEeHMA O COOTBETCTBMM MPOU3BOAMTENA NEKAPCTBEHHbLIX CPeacTs
TpeboBaHMAM MNpaBW/ Had/eKallleld NpPoU3BOACTBEHHOM MNPAKTUKKU, BblAaHHbIX (NPeaoCcTaBAEHHbIX)
YNONHOMOYEHHbIM deaepasbHbIM OPraHOM UCNONHUTEIbHOW B1aCTU B OTHOLLIEHUU U3MEHEHHOM U (MN1Nn)
O0NONHEHHOM NPOM3BOACTBEHHOM NOLWAAKM 1IEKAPCTBEHHOTO NpenapaTa, B c/lyyae, ec/im Npom3BoACTBO
JIeKapCTBEHHOro npenapaTta ocywectsasetcs B Poccuitickoit depepauuun, nmbo ceBegeHus o pare
npeaocTaBAeHUAs W PErmcTpauMoHHOM HOMepe BbIAAHHOM YMOJIHOMOYEHHbIM OPraHOM CTPaHbI
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npousBoaUTENs INLEH3UN HA NPON3BOACTBO JIEKAPCTBEHHOTO NpenapaTa 1 ee NepeBos Ha PYCCKUM A3bIK,
3aBepeHHbIe B YCTAaHOB/IEHHOM NOpPAAKE, a TAKKe CBeAEeHUs 0 AaTe NpeAoCTaBAeHNs U PErUCTPALMOHHOM
HOMepe 3aK/OYEeHUs] O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA
Hag/eXKallel NpousBOACTBEHHOW MPAKTUKKU, BblAAHHOTO YMNOAHOMOYEHHbIM denepasibHbiM OpraHom
WCNO/IHUTENIbHON BNACTU B OTHOLIEHUMU MW3MEHEHHOM W (MAM) AOMNONHEHHOW MPOU3BOLCTBEHHOM
NAOLWAAKN NEeKAPCTBEHHOrO npenaparta, WM CBeAEHMA O AaTe NPenocCTaBNeHUsA U PerncTpauMoHHOM
HOMepe peLleHUs YNoJHOMOYEeHHOro ¢geaepanbHOro opraHa MCNOIHUTENIbHOW BIACTM O MPOBEAEHUU
WMHCNEKTUPOBAHUA MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEeACTB B C/Ayyae, eciM  NPOU3BOACTBO
JIeKapCTBEHHOIO NpenapaTta OCyLecTBAAeTCs 3a npegenammn Poccuiickon ®eaepaumu.

(4actb 1.1 BBepeHa PenepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. Mpn HeOHXOAMMOCTU BHECEHUA B IOKYMEHTbI, COAepKalimeca B perMcTpaLumoHHOM 0Cbe Ha
3aPErncTPUPOBaHHbIA  NIEKAPCTBEHHbIM npenapat Aaa MeAUUMHCKOro MNPUMEHEHUA, U3MEHEHUN,
YKa3aHHbIX B NyHKTe 4 4yacTu 2 HaAcTOALLEeNA cTaTbM U TPebylowmMX NpoBeAEeHUs 3KCNepTU3bl KayecTBa
JIEKapCTBEHHbIX CPEeACTB, 3asiBUTE/Nb AONONHUTE/IbHO NPeACTaBAAEeT B YNONHOMOYEHHbIM dpeaepanbHbIi
opraH WCMNONIHUTENbHOW BNacTU cBeAeHUA O AaTe NpPefoCTaBleHUs U pPerncTpauuMoHHOM Homepe
JINUEH3MN HA MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WAW CBeAEeHMA O JaTe npenocTaB/ieHuMA U
PEerncTpaLMoHHOM HOMEpPE 3aK/AOYEeHMA O COOTBETCTBMM MNPOM3BOAUTENA JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM NpaBWUA Hadjekallleld NPoU3BOACTBEHHOM NPAKTUKKU, BblAAHHLIX (NPeaoCTaBAEHHbIX)
YNOJAHOMOYEHHbIM PeaepanbHbiM OPraHOM UCNONHUTENbHON BAACTM B OTHOLUEHMW NPOM3BOACTBEHHOM
NJOWAAKN NIeKapCTBEHHOIO MpenapaTta, B C/Ay4yae, eciiM NPOU3BOLCTBO JIeKAPCTBEHHONO MpenapaTta
ocywecTsnaetca B Poccuitickon  Pepepaumn, amnmbo cBedeHUs O gate  NpeAoCcTaB/ieHUs U
perncTpaunmoHHOM HOMEpPE BblAAHHOM YNO/IHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAMUTENSA JINLEH3UN HA
NpPoOW3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee nNepeBof Ha PYCCKUIA A3bIK, 3aBepeHHble B
YCTaHOBNEHHOM MOPAAKE, a TaKKe CBeAeHUs O AaTe NPeaoCTaBfeHUAs U PerucTpauyoHHOM HOMepe
3aK/IIOYEHUS O COOTBETCTBUM MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MpPaBuUN
Hag/eKallel NPowusBOACTBEHHOW MNPAKTUKKU, BblAAHHOTO YMNOJHOMOYEHHbIM deaepasibHbiM OpraHom
NCNOJIHUTENIbHOWN BNACTU B OTHOLLEHUM NPOM3BOACTBEHHOM NOLAAKN IEKAaPCTBEHHOIO NpenapaTa, Uau
CBEAEHUss O JaTe npenocTaB/leHUs WU PEerucTpauMoHHOM HOMEpPEe peLlleHUs YNOoJIHOMOYEHHOro
depepanbHOro opraHa MCMNONHUTENIbHOM BNAcTU O MNPOBEAEHMU MHCMEKTUPOBAHUSA Npou3BoAMTENS
JIeKapCTBEHHOIO CPEeACTBaA B C/ly4Yae, ecv NPOU3BOACTBO JIEKAPCTBEHHOIO NpenapaTa OcyLWecTBAseTcs 3a
npegenamun Poccuiickon deaepauum.

(yacTtb 1.2 BBeaeHa PepepanbHbim 3akoHoM oT 04.06.2018 N 140-93; B pes,. PenepanbHOro 3akoHa ot
27.12.2019 N 478-$3)

1.3. MpuHATME pelleHMa O BHECEHUM U3MEHEHUN Man 06 OTKase BO BHECEHWUU U3IMEHEHMN B
OOKYMEHTbl, coAep’Kalmeca B PerucTpaumoHHOM [A0Cbe Ha 3aperncTpupoBaHHbLIN NIEKAPCTBEHHbIM
npenapar 4na MeaULUUHCKOro NpUMeEHeHUs, B C/ly4ae HeobXoANMOCTU NPOBeAEHMA SKCNEepPTMU3bl KaYecTBa
JIeKapCTBEHHbIX CPeACTB U (MNM) 3KCNepTU3bl OTHOLIEHUS OXKUAAEMOM NOMb3bl K BO3MOXHOMY PUCKY
NPMMEHEHWS NIeKAPCTBEHHOIO NpenapaTta 418 MeANUMHCKOro NPMMEHEHUS OCYLLECTBSETCA B CPOK, He
npeBsbIWatoWnii AeBAHOCTa Paboumnx AHENM, a B OCTa/IbHbIX C/ly4asX B CPOK, He NpeBbIlatoWmnin TpuaLaTm
pabounx AHen co AHA NPUHATUA YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOJIHUTENbHOM BAACTU
3a5B/1I€HMA O BHECEHUW TAaKUX U3MEHEHUN.

(yacTb 1.3 BBegeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-3)

1.4. YnonHomoueHHbI deaepanbHbli OpraH WCMONHUTENbHOM BAACTU C YYETOM pPe3y/bTaToB
dbapmaKkoHaZ30pa M MPOBEPOK COOTBETCTBUA NIEKAPCTBEHHbIX CPEACTB, HAXOLALLMXCA B rpaxKL4aHCKOM
060poTe, YCTaHOB/IEHHbIM TPebOoBaHMAM K UX KayecTBy B TeYeHUe fecAT pabounx AHel co gHA
MOCTYN/JIEHNs1 COOTBETCTBYIOLWEN WMHPOPMaUUKM pasmeliaeT Ha cBoeM OdULMANBHOM CailTe B CeTu
"MHTepHeT" cBefeHUsA O HeOBXOAMMOCTM BHECEHWA B MHCTPYKUMIO MO MEAULMHCKOMY MPUMEHEHWUIO
NleKapcTBEHHOrO npenapata U3MEHEHWU B OTHOLIEHWM CBEAEHMI O MOKAa3aHMAX ANA NPUMEHEHMA U
NPOTMBOMNOKA3aHUAX ANA NPUMEHEHMA NEeKapPCTBEHHOMO NpPenapaTa, BbiABAEHHbIX NOHOYHbIX AENCTBUAX,
HexkenaTesbHbIX peaKkuusax Npuv NPUMEHEHMM NeKapCTBEHHOro npenapaTta U yBeaomnseT o6 3Tom B


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA9930A100236BA69DF8499092B3BF5A47EBD4FE876320BD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE8763109D2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAB9000150E36BA69DF8499092B3BF5A47EBD4FE876330DD0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA794021F0F36BA69DF8499092B3BF5A47EBD4FE876300FD0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA9930A100236BA69DF8499092B3BF5A47EBD4FE876320BD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE8763109D4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAB9000150E36BA69DF8499092B3BF5A47EBD4FE876330DD3DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA79806150B36BA69DF8499092B3BF5A47EBD4FE8763109D7DD1DB595012252DD46CCB59050DAC0QDhEK

3NIeKTPOHHOM popme MaAM NUcbMeHHOM dopme (Ha BymarkHOM HocuTene) aeprkatens WauW BnagenbLa
PEerucTPaLMoOHHOrO YAOCTOBEPEHMA JIEKAPCTBEHHOrO npenapaTa (MAM YNONHOMOYEHHOE UM Apyroe
IOpUOMYECKOE INLO), a TaKXKe Aep)KaTenel UM BNAAENbLEB PErMcTpaumMoHHbIX YAOCTOBEPEHUI
NIeKapCTBEHHbIX NPENapPaToB (MAN YNONHOMOYEHHBIX UMW APYTUX OPUANYECKUX IULL), KOTOPble ABNAIOTCA
B3aMMO3aMeHAEMbIMM.

(4acTb 1.4 BBegeHa ®eaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

1.5. depatenb nnu snagenew, perucTpaumoHHOro ya0CToBEPEHUA EKAPCTBEHHOIO NpenapaTa, a
TaKKe AepKaTenu uam Bnagenblbl PerMcTpalMOHHbIX YA0CTOBEPEHUI NeKapCTBEHHbIX NpenapaTos (uan
YNONHOMOYEHHbIE UMK ApyrvMe lopuauyeckme nuua), KoTopble ABAAKTCA B3aMMO3aMeEHSEMbIMU,
06A3aHbl NPeACTaBUTbL B YNOJIHOMOYEHHbIN deaepanbHbiii OpraH UCMOJIHATE/IbHOM BNACTU 3aABNEHUA O
BHECEHUM  U3MEHEHWI B  AOKYMEHTbl, COAEprKallMeca B  PErUCTPALMOHHBIX  OOCbe  Ha
3aperncTpupoBaHHble JIEKAPCTBEHHbIE MNpenapaTtbl AN8 MeAUUMHCKOTo MNPUMEHEHUA, B OTHOLIEHUU
CBeAEeHWMN, YKa3aHHbIX B MHCTPYKUMN NO MEAMLMHCKOMY NMPUMEHEHMIO NeKapCTBEHHbIX NpenapaTos, B
TeyeHue copoka paboumx AHel Co AHA pPasMELeHUs YNOAHOMOYEHHbIM defepanbHbIM OpraHom
NCNOSIHUTENIbHOM BNacTU MHOPMaLMM, YKa3aHHOM B yacTu 1.4 HacToAlel cTaTbl. [laHHoe TpeboBaHMe
He pacnpoCTPaHAETCA Ha C/AyYanm BHECEHMA B WMHCTPYKUMIO MO MEeAUUMHCKOMY MNPUMEHEHUIO
JNIeKapCTBEHHOIO npenapata M3MEHEHWI B OTHOWEHMM HOBbIX MOKAa3aHWM Aas NpPUMeEHEHMUA
JIeKapCTBEHHOIO NpenapaTa Ha OCHOBAHWM Pe3y/IbTaTOB COOTBETCTBYHOLMX NCCAEA0BAHNA.

(yacTb 1.5 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

2. JKcnepTu3a IeKapCTBEHHbIX CPeACTB B YaCTM KCNEPTMU3bl KauyecTBa IEKAaPCTBEHHOIO CpeacTBa U
(MnKn) aKCcNepTU3bl OTHOLLEHMA OXKMAAEMOM NOJIb3bl K BO3MOMKHOMY PUCKY NPUMEHEHWA IeKapCTBEHHOTO
npenaparta 418 MeguuMHCKOro NpMMeHeHUs NPoOBOAUTCA B C/lyYae BHECEHUSA U3MEHEHWUIN B LOKYMEHTbI,
cogeprKawmecs B PervcTpauMoHHOM [O0Cbe Ha 3apPerncTpPUpPOBaHHbIN JIEeKAPCTBEHHbIA Npenapat, B
OTHOLLEHUM:

1) cBefeHWN, YKasaHHbIX B MHCTPYKLUMM MO MEOMUMHCKOMY NPUMEHEHUIO NEKapCTBEHHOTO
npenapara:

a) nekapcTeeHHan Gpopma C yKazaHMeM HaMMEHOBAHMIA U KOIMYECTBEHHOIO COCTaBa AeNCTBYIOLMX
BELLLECTB M Ka4eCTBEHHOro COCTaBa BCMOMOraTe/ibHbIX BelecTs (npn HeobXoAMMOCTM KOIMUYECTBEHHOIO
cocTaBa BCMOMOraTe/ibHbIX BELecTs);

6) dapmakogMHammnKa M dapMaKOKMHETMKa (33  UCKAoYeHnem  GpapMaKOKMHETUKM
roMeonaTMyecKkmnx IeKapCcTBEHHbIX NPEnapaToB U PacTUTENbHbIX IEKaPCTBEHHbIX NPenapaTos);

B) NOKa3aHUA ANA NPUMEHEHUS;
r) NpoTMBONOKa3aHUA ANA NPUMEHEHUS;
) Mepbl NPeAO0CTOPOXKHOCTMU MPU NPUMEHEHUN;

e) yKasaHMe BO3MOMHOCTM WM OCOBEHHOCTEN NPUMEHEHUs NeKapCTBEHHOro npenapata Aanaa
MEANUMHCKOTO MNPUMEHEHUA OEepeMeHHbIMU KEeHLWMHAMW, KEeHWWHaMKU B Mepuog, rpyaHoro
BCKapM/IMBAHWA, AETbMU, B3POC/IbIMM, MMEIOLLMMU XPOHMYECKMe 3aboneBaHus;

) permMm 4o3npoBaHuA, cnocobbl BBeAEHUA U NPUMEHEHUA, NPU He0BX0AMMOCTN BPEMSA Npuema
NleKapcTBeHHOro npenaparta, NPoAo/IKUTENIbHOCTb IeYeHUs, B TOM Yucae y AeTelt 40 M nocie ogHoro
roaa;

3) BO3MOXHble NOOOYHbIE ,D,eVICTBMH N HeXenartenbHble peakuun npun  npumeHeHuu
NEeKapCTBEHHOrO npenaparta,

1) CUMNTOMbI NEPeaO3NUPOBKMU, MEPbI MO OKa3aHUIO MOMOLLM NPU Nepeso3npPoBKeE;
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K) B3aumogencTeme ¢ Apyrmmm eKapcTBEHHbIMUM Npenapatamu 1 (Maun) NUWEBbIMU NPOAYKTaMMK;
N1) bopMmbl BbIMYCKa JIeKapcTBEHHOTO Npenapara;

M) yKasaHue (npu HeobxoaumocTu) ocobeHHOCTeN OeNCTBUA JIeKapCTBEHHOro npenapata npu
nepBoM Npueme Uan Npu ero OTMEHE;

H) cBeageHnA 0 BO3SMOXHOM BIMAHUN IeKapPCTBEHHOIO NpenapaTta AnAa MeanunHCKOro npumeHeHuna
Ha cnocobHoCTb ynpaBaATb TPAHCNOPTHbIMU CpeaACTBaMUN, MEXaHU3MaMWH,

0) CPOK rogHOCTUN U YKa3aHWe Ha 3anpeTt NnpuMmeHeHUA 1IeKapCTBEHHOIO nNpenaparta no UCTe4yeHnn
CPOKa rogHocCTu;

n) YCI0BUA XpaHEHWUS;

p) ycnoBus oTnyckKa;

2) coctaBa /IeKapCTBEHHOro npenapara 414 MeAULUMHCKOro NpUMeHeHus;

3) usmeHeHMsA MecTa NPOM3BOACTBA IEKAPCTBEHHOTO Npenaparta 414 MegUUMHCKOro NPUMEHEHNS;

4) M3MEHEHMA MOKasaTesen KayecTBa NEKAPCTBEHHOIO npenapata Ana MeauunHCKOro
NMPUMEHEHUNA U (VIJ'IVI) METOO0B KOHTPO/IA KayecCTBa NNIEKAPCTBEHHOIO npenaparta a4 mMmeguumnHCKoro
NPUMEHEHUA;

5) N3MeHEHNA CPOKAa rogHOCTU NEKAPCTBEHHOIO nNpenaparta Ana megunumMHCKOro npuMmeHeHuA,;

6) cBeieHUIA 0 HEOHXOAMMOCTU BHECEHMA MHbIX U3MEHEHUI B MHCTPYKLMIO MO MEeAULMHCKOMY
NPMMEHEHWNIO J/IEKAPCTBEHHOrO MpenapaTa, a TaKXe B MWHble [AOKYMEHTbl, CcoAeprkalipmecs B
pPerncTpauMoHHOM A0Cbe Ha 3aPErmcTPMpPOBaHHbLIN NEKAPCTBEHHbIM Npenapat. MNpu 3Tom pelweHne o
NpoBeleHUM SKCNEPTU3bI KAUECTBa JIEKAPCTBEHHbIX CPEACTB U (M1M) 3KCNEepPTM3bl OTHOLLEHWNA OXKMUAAEMOI
NMonb3bl K BO3MOMHOMY PUCKY MPUMEHEHMA JIEKAPCTBEHHOrO Mpenapata Ana MeaUUMHCKOro
NPMMEHEHNS NPUHUMAETCA B COOTBETCTBUM C YTBEPXKAEHHOM YNOAHOMOYEHHbIM deaepasibHbiM OpraHOM
NCNOJIHUTENbHON BNACTU KaaccuduKaumeidr M3MEHEHU, BHOCUMbIX B LOKYMEHTbl, cogepKalimeca B
PerncTpaLMoHHOM LOCbE Ha 3aperncTpMpPOBaAHHbIV 1IEKAPCTBEHHbIN Npenapart.

(4actb 2 B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. 3asBuTeNb BNpaBe NpeacTaBuUTb No COOCTBEHHON MHMLMATMBE BMECTE C 3asBJeHNEM O BHECEHUU
M3MEHEHUN B [AOKYMEHTbl, COAeprKallMecs B PerucrpalMoHHOM [0OCbe Ha 3aperMcTpupoBaHHbIN
NIeKapCTBEHHbIM NpenapaT gaa MeAUUMHCKOrO MPUMEHEHMUA, KOMUU LOKYMEHTOB, NOLTBEPHKAAMLLNX
ynaaTy rocyfapCTBEHHOM MOLWAMHBI 33 BHECEHME B LOKYMEHTbI, COAEPNKALLMECA B PErUCTPALLUOHHOM
0OCbe Ha 3aperucTpMpoBaHHbIN NEeKapCTBEHHbIM npenapaT ANa MeAMUMHCKOTO MNpUMEHEHUS,
N3MEHEHUN, TPEBYIOLWNX NPOBEAEHMA IKCNEPTMU3bI IEKAPCTBEHHbIX CPEACTB B YaCTU SKCNEpPTM3bl Ka4ecTBa
JIeKapCTBEHHOIO CpeacTBa M (MK) aKCNepPTU3bl OTHOLLEHUS OXMAAEMOWN MOJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMA IeKAaPCTBEHHOrO Npenapara Ana MeauLMHCKOro NpMMeHeHUs, rocy4apCTBEHHOM NOLWMHbI
32 BHECEHME B [AOKYMEHTbl, COAepyKallMecs B PErncTpauMoHHOM [O0Cbe Ha 3aperucTpupoBaHHbIV
JIeKapCTBEHHbIM NpenapaTt 418 MeAULMHCKOTO NMPUMEHEHUS, U3SMEHEHUI, He Tpebylowmnx npoBeaeHus
3KCMNepTU3bl IEKAPCTBEHHOIO CPEACTBA, a TaKXKe BblAaBaemMble (NpeaocTaBasieMble) YNOAHOMOYEHHbIMU
desepanbHbIMU OpraHamu UCMNOJIHUTENbHOM BNAaCTU AOKYMEHTbI (CBeAeHUSA), yKa3aHHble B YyacTax 1.1 m
1.2 Hactoswen crtatbM. B cnyyae uMx HenpeacTtaBAeHUSs YMNONHOMOYEHHbIM deaepanbHbIA opraH
WCNONIHUTENbHON  BNACTWU  3aMpallMBaeT  YKasaHHble  OOKYMeHTbl (cBedeHus) B nopagke
MEeXBEAOMCTBEHHOTO MHGOPMALMOHHOTO B3aUMOAENCTBUA.

(4actb 3 B pen,. PegepanbHOro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHWe fecATM paboumx gHen co AHA NOCTYNAEHUA YKa3aHHOMO B YacTM 1 HacToALWEeN cTaTbn
3asB/IEHMA M HEeobXoAUMbIX AOKYMEHTOB YMNOJIHOMOYEHHbIN deaepanbHbli opraH MCNOAHUTEIbHON
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BNacCTu:

1) nposoguUT NPOBEPKY NOJIHOTbI U AOCTOBEPHOCTU CBE,CI,GHVIVI, cogepralwmnxca B npeacraB/1€HHbIX
3aABuTenem matepuanax;

2) NPUHUMAET peLleHre O NPOBEAEHMM YKa3aHHbIX B 4aCTW 2 HACTOALLEN CTaTbW COOTBETCTBYHOLLMX
3KCMepPTM3 NEeKaPCTBEHHOrO cpeacTBa an ob oTKase B UX NpoBeAeHUM;

3) yBeAOMASET B 3/1EKTPOHHOW MAM MUCbMEHHOW GpopmMe 3aABUTENSA O MPUHATOM pPeLeHnN Unn B
C/lyyae NPUHATUSA peweHns o6 oTKase B NPoBeAeHNM COOTBETCTBYHOLLEN SKCNEPTM3bI C YKa3aHNEM NPUYMH
TaKoro oTKasa.

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

4.1. B cnyyae BbIIBNEHMA HELOCTOBEPHOCTUM CBEAEHWI, COAEepPKALMXCA B NpPeAcTaB/ieHHbIX
3aABuTeNEM MaTepuanax, yrnosHOMOYEHHbIN dpefepanbHbI OpraH UCNONHUTENbHOW BAAcTU HanpasaseT
3aABUTENI0 3aMnpoc 006 YTOUYHEHMM YKa3aHHbIX cBeAeHMW. [laHHbIA 3anpoc MoXKeT ObiTb nepefaH
YNOJIHOMOYEHHOMY NpPeACcTaBUTENI0 3aABUTENA JIMYHO NOJ PACnMCKy, Hanpas/ieH Mo MoyTe 3aKasHbiM
MMCbMOM WU NepesaH B 31EKTPOHHON GOpMe MO TENNEKOMMYHUKALMOHHbIM KaHanam cBAsn. B caydae
Hanpas/ieHMA AAHHOTO 3aMnpoca No NoYTe 3aKa3HbIM MMCbMOM OH CYMTAETCA NOYYEHHbIM MO UCTEYEHUU
LIeCT AHel C AaTbl HANPaB/AEHMWA 3aKa3HOro NUCbMA.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asButens 06A3aH NpeacTaBUTb OTBET Ha 3anpoc YNoJHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENIbHON BNACTU B CPOK, HE MNpEBbIWAOWMA AeBAHOCTA paboymx AHEN Co AHA NoayyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4acTu 4 HacToswelr cTaTbM, MPUOCTaHAB/AMBAETCA CO AHA
HanpaBAeHMA 3aABUTE/IO 3aMPOCca YNONHOMOYEHHOro ¢peaepanbHOro opraHa MCNOAHUTENIbHOM BACTU 40
OHA NONYYEeHUA MM OTBETa Ha AAHHbIMA 3anNpPOC U HE YYMUTbIBAETCA MPU UCUMCAEHUU CPOKA MPUHATUA
pelweHnss 0 BHECEHUM M3MEHEHWI B AOKYMEHTbl, COAeprKallMecs B PErucTpaLMoOHHOM AOCbe Ha
3aperucTpPUpPOBaHHbINA NeKapCTBEHHbIN NpenapaT 418 MeAULMHCKOTO NPUMEHEHUS.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1A OTKasa B MPOBEAEHUM YKA3aHHbIX B YacCTW 2 HaCTOALLEM CTaTbM 3KCNepTM3
ABNAETCA NpeAcTaB/ieHMe AOKYMEHTOB, NepeYncieHHbIX B YacTax 1 1 3 HacTosLWwen cTaTbu, B HENONHOM
obbeme, HenpeacTaBieHWe 3aABUTENIEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA Ha YKas3aHHbIM B 4Yactu 4.1
HACTOALLEN CTATbM 3anNpoC YNOJHOMOYEHHOTO defepanbHOro opraHa UCNOAHUTE/IbHON BAACTH, a TaKKe
OTCYTCTBME B NpeACTaB/IeHHbIX AOKYMEHTaX A0CTaTOYHbIX CBEAEHWUIN, MOATBEPKAAOLWMX HEOBX0AMMOCTb
BHECEHWUS U3MEHEHUN, UM OTCYTCTBME MHDOPMALLMK, NOATBEPKAAOWEN GaKT ynnaTbl rocyAapCcTBEHHbIX
MOLLU/IMH, YKa3aHHbIX B YaCTK 3 HACTOSLLEN CTaTbM.

(8 pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-03)

6. YKa3aHHble B 4aCTM 2 HacToALLEei CTaTbM 3KCNEpPTU3bl MPOBOAATCA B NOPAAKE, YCTaHOBAEHHOM
cTatbei 23 HacToAwero PenepanbHOro 3akoHa.

7. B CpOK, He NpeBblAOWNA AecATn paboymx AHEN CO AHA MOAYYEHMA 3aKNOUYEHUI KOMUCCUI
3KCMepToB MO pe3ynbTaTamM YKa3aHHbIX B YacTW 2 HACTOALWLEN CTaTbW 3KCMepTU3, YNOJIHOMOYEHHbI
denepanbHbIii OpraH UCMOIHUTE/IbHOM BNACTU:

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

1) npuHMMmaeT peweHne o BHeCeHUn M3MEHEHUN B AOKYMEHTbI, coaepxawmneca B
perncTtpauMoHHOM A0CbEe Ha 3aperMCTpMpOBaHHbIVI ﬂeKapCTBeHHbIVI npenapatr ana meaumumnmHCKoro
NPUMEHEHNA, TN 06 OTKa3e BO BHECEHWUWN TaKNX VI3M€H6HVII\;1,'

2) BHOCUT B I'OCVAapCTBEHHbIﬁ peecTp NeKapCTBEHHbLIX CPencTB Ha OCHOBaAaHUM peLlleHnA O BHECEHUN
U3MEHEHUN B AOKYMEHTbI, coaepxawmneca B pPernctpaymoHHom p[ocbe Ha BHPEFMCTpMpOBaHHbIVI
HEKapCTBEHHbIVI npenapar gna meauumHCKOro npuMmeHeHusA, HeO6XOAVIMbIe M3MEHEHNA N BO3BpaLLaeT
NX 3aABUTENIO,
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3) BblgaeT 3aABUTEN0 HOBOE PErMCTPaLMOHHOE YAOCTOBEPEHWE JIeKapCTBEHHOro npenapata B
cnyyae N3MeHeHUs CBeAeHUN, COAEPKALLMXCA B HEM.
(n. 3 BBeaeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMem pAnA OTKasa BO BHeCeHUu M3MEHEHUI B AOKYMEHTDbI, coaepxawmneca B
perncTtpatMoHHOM A0CbE Ha 3aperMCTpMDOBaHHbII‘/JI ﬂeKapCTBeHHblﬁ npenapatr ana mMmeauumnmHCKoro
npuMeHeHuA, ABNAETCA 3aK/1Il04EHNE YNOJTHOMOYEHHOTIO d)ep,epaanoro OpraHa WUCNONHUTENIbHOMN BNaCTH
0 BO3MOHOCTU CHUMKEeHNA 6e30NacHOCTH, Ka4yecTsa, 3¢¢EKTMBHOCTM NeKapCTBeHHOro cpeacrtea B cayyae
BHECEHUA TaKMX U3MEHEHUI.

9. JonyckaeTtca obpalieHne NeKapcTBEHHbIX NPenapaTos A/ MeAULMHCKOro NpUMeHeHua [0
NCTEYEHNA CPOKa rOAHOCTH, MPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATN AHEN Noc/e AaTbl MPUHATUA
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONHUTENIbHOW BAACTU PeLleHnsa O BHECEHUN U3MEHEHUIA
B [JOKYMEHTbl, COAepallMeca B PerucTpaumMoHHOM [0Cbe, B COOTBETCTBMM € WHdOpmaumeir,
cofiepKalleica B JIOKYMEHTax PerncTpaLmMoHHOro J0Che Ha NEKapCTBEHHbIN NpenapaT 40 AaTbl NPUHATUA
TaKOro peLieHus.

(4acTb 9 B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CratbAa 31. BHeceHue n3ameHeHWii B AOKYMEHTbI, COAEeprKalLMeca B PerucTpaLMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbIN IeKapCTBEHHbIM NpenaparT 418 BeTEPUHAPHOro NpUMEHEHNA

1. B uensax BHECEHUS U3MEHEHUI B LOKYMEHTbI, COAeprKallMeca B PerucTpalMoHHOM 40Cbe Ha
3aperncTpUpPoBaHHbI IeKapCTBEHHbIN NpenapaT A8 BeTEePUMHAPHOro MPUMEHEHMUA, AeprKaTesb Wan
BNafenel, perncTpauMoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOIO npenaparta WM YNoJHOMOYEHHOE UM
Apyroe opuamyeckoe MU (ganee B HaCToALLEN CTaTbe - 3aABUTE/b) NPeAcTaBAAET B YNONAHOMOYEHHbIN
dbenepanbHbIi opraH UCMOAHUTENbHOM BAACTM 3asiBieHUE O BHECEHUM TakUX U3MEHeHW no popme,
YCTaHOB/IEHHOW YNOAHOMOYEHHbIM deaepanbHbIM OpraHoM UCMONHUTENbHOM BNACTU, U NpUaaraemblie K
HEeMy M3MEHEHWA B yKasaHHble AOKYMEHTbI, a TaKXe AO0KYMEeHTbl, NoATBepaaolmne HeobxoamMmocTb
BHECEHMA TaKMX 3meHeHUI. Npn HeobXoAMMOCTU BHECEHUA U3MEHEHWNI B AOKYMEHTbI, coAepKallmecs
B perncTpalMoHHOM A0Cbe Ha 3aperucTpMpoBaHHbIA NeKapCTBEHHbIM NpenapaTt ANA BeTepuMHapHOro
NPUMEHeHMUA, B CAyYasX W3MeHeHuAa W (MAK) AONOAHEHMA NPOU3BOACTBEHHOM MAOLLAAKM
NIeKapCTBEHHOrO CPEeACTBA, a TaKKe M3MeHeHUA NoKasaTe el KayecTBa ieKapcTBeHHOro npenaparta ana
BETEPUHAPHOro NPUMEHeHUA U (MM) MeTOA0B KOHTPOASA KadyecTBa JieKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHUA 3aaBUTENb AONOAHUTENbHO MNPeAcTaBAseT B YNOJIHOMOYEHHbIN
desiepanbHbIit opraH UCNONHUTENBLHOW BNACTU Caeaylolme AOKYMEHTbI (CBeaeHunA):

(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBeaeHusa o gate NpenoCTaBAEHUA U PETUCTPALMOHHOM HOMEpPE INLLEH3UU Ha NPOU3BOACTBO
JIeKApPCTBEHHbIX CPeACTB, MNPeAoCTaB/feHHON MPOM3BOAUTENIO JIEKAPCTBEHHOrO npenapata g
BETEPUHAPHOro NPMMEHEHMUA, ANA POCCUINCKUX NpoM3BoauTENEN;

(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

2) cBeAeHUA 0 gaTe NPeaoCTaBNEeHUNA U PerucTpaumoHHOM HOMepe NMLEH3UN Ha NPoM3BOACTBO
NIeKapCTBEHHbIX CPeAcTB, MNpeAoCTaBNeHHOW npoussoauTento GdapmaueBTUYecKo cybcTaHumy,
BXOAALLEA B COCTaB JIeKapCTBEHHOro npenapata A1a BeTepUHApPHOro NPUMEHeHUA, ANA POCCUIACKUX
npoussoautenei;

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) KonNuA AOKYMEHTA, BblAaHHOrO YNOJHOMOYEHHbIM OPraHOM CTPaHbl MPON3BOANTENA ANA KaXKAO0M
NPOM3BOACTBEHHOM MN/IOWAAKM NEKAPCTBEHHOrO Mpenapata ANA BeTepuHApPHOro MNPUMEHEHUA W
NOATBEPKAAIOWLEr0 COOTBETCTBME MPOM3BOAMTENA NEKAPCTBEHHOrO npenapata TpeboBaHMAM NpasBu
Hag/nexallen npPoOM3BOACTBEHHOW MNPaKTUKW, WU ero nepeBosd, Ha PYCCKMA A3blK, 3aBEePEeHHble B
YCTaHOB/IEHHOM MOPAAKE, a TaKMKe KOMMA 3aKN0YeHNA O COOTBETCTBMM NPOU3BOAMUTENA NIEKAPCTBEHHbIX
cpeacts TpeboBaHMAM  MPaBMA  Had/e)alehd  NPOM3BOACTBEHHOW  MNPAKTUKW,  BblAAaHHOMO
YNOAHOMOYEHHbIM deaepanbHbiM OpPraHOM MCMONHUTENbHOW BAACTU AN KaXKAoM NPOM3BOACTBEHHOM
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NAOWAAKN NEeKapCTBEHHOro npenapaTta AN BeTEPUHAPHOro NpUMeHeHus, NMbo Konusa pelleHua o
npoBeAeHU MHCNEKTUPOBAHMA NPOU3BOAUTENS NNEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOAHOMOYEHHbIM
denepanbHbiM OpPraHOM MWCMNONHUTENbHOW BNAcTU ANA  KaXAok MpPOM3BOACTBEHHOW MNAOWAAKK
JleKapCTBEHHOro Npenapara 418 BeTePUHapPHOro NpUMeHeHus. YKasaHHble JOKYMEHTbI NpeacTaBAsoTcA
B C/Ayyae, ecAu MNPOU3BOACTBO JIEKAPCTBEHHOro Mnpenapata ANA BETEPUHAPHOro MNPUMEHEHUS
ocylecTsaAeTcA 3a npegenamn Poccuiickont epepaunu;

4) Konus AOKYMEHTa, BbIAAHHOTO YMNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAMTENS
dbapmaLeBTMUECKON cybcTaHumm " noaTBepKaatoLero COOTBETCTBUE npounssoanTens
dbapmaueBTUYECKON cybCTaHUMM, BXOAALWEN B COCTaB JIEKAPCTBEHHOMO npenapaTa 4158 BETePUHAPHOro
npumeHeHus, TPeboBaHMAM MNPaBUA HaaNeKallel NPOU3BOACTBEHHOM NPAKTUKM, U ero nepesos Ha
PYCCKMIA  A3bIK, 3aBEpPEHHble B YCTAaHOB/JIEHHOM NOpPAAKe, B C/yd4ae, €CciM  MPOU3BOLCTBO
dbapmaLeBTUYECKON CybCTaHLMK OCyLLLeCTBAAETCA 3a Npeaenamn Poccuiickon Peaepaunn.

(4actb 1 B pea. deaepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae MameHeHua u (Maun) LONONHEHUA NMPOM3BOACTBEHHOM MIOWAAKM JIEKAPCTBEHHOTO
CcpeacTBa AOKYMEHTbI, yKa3aHHble B 4acTM 1 HacTosliel CTaTbW, NPeACTaBAAIOTCA 3aABUTENEM B
OTHOWEHUN U3MEeHsieMOW W (MM) [AONONHAEeMOM NPOM3BOACTBEHHOW MN/IOWAAKM NEeKapCTBEHHOTO
cpeacTtsa. PelweHne o BHeCEHUM U3MEHEHUIA B LOKYMEHTbI, coAeprKalineca B perncTpaLMoHHOM A0Cbe
Ha 3aperncTpUpoBaHHbIN NeKapCTBEHHbI NpenapaTt ANA BETEPUHAPHOro NpMMeHeHus, uan ob oTkase B
X BHECEHUM MPUHMMAETCA B C/ly4ae HeobXoAMMOCTM NPOBEAEHUA 3SKCMepTU3bl JIEKAPCTBEHHOIO
CpeacTBa B CPOK, He MpeBblWaloWmnini aeBAHOCTa pabounx gHeW, a B OCTajbHbIX CAy4asaX B CPOK, He
NpPeBbIWAOWMA TpULLATM pabounx AHEN CO AHA NPUHATMA YNOAHOMOYEHHbIM denepasibHbIM OpraHoOM
NCNOJIHUTENIbHOM BNACTU 33aABIEHMA O BHECEHUM TaKMUX U3MEHEHUN.

(4acTb 1.1 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

1.2. B cny4yae peopraHuMsaunm gepratenda MaM Bnagenbla PerncrpaumoHHOro yaoCTOBEpPeHUsA
JIeKapCTBEHHOrO npenapata A/a BETEPUHAPHOrO NPUMEHeHus, pas3paboTymMka WM NpousBoAUTENs
JIeKapCTBEHHOrO npenapaTa g8 BETEPUHAPHOrO NPUMEHEHUS B 3aiB/IEHUN O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, coAeprKallineca B PErucTpauMoOHHOM [0Cbe Ha 3aperncTpupoBaHHbIA J1EKAPCTBEHHbIN
npenapaTt 1A BETEPUHAPHOrO NPMMEHEHWA, YKA3bIBAlOTCA AaHHble AOKYMEHTa, NOATBEPXAaoLLEero
BHECEHWEe COOTBETCTBYIOLWMX U3MEHEHUI B EOUHbBIN rocyfapCcTBEHHbIM PeecTp opuandecknx auy, (ana
opraHu13aLmii, 3aperncTpMpoBaHHbIX Ha Tepputopun Poccuinckont deaepaumn), UM MHOTO AOKYMEHTa,
NoATBEPXKAAOLLLErO PEOPraHM3aLMIo PUANYECKOro nLa (A1a opraHu3aLni, He 3aperncTpMpPoBaHHbIX
Ha Tepputopun Poccuiickor Pepepaumun). 3asBneHMe O BHECEHUM U3MEHEHUA B [AOKYMEHTHI,
coepKallmeca B PeruMcTpauMoHHOM AOCbEe Ha 3aperMcTpMpoBaHHbIA JIEKAPCTBEHHbIM NpenapaT And
BETEPUHAPHOIrO NPUMEHEHUA, N MPUNAraemMmble K HeMY AOKYMEHTbI NPeACTaBAAOTCA B YNONHOMOYEHHbIM
denepanbHbIi opraH UCNOIHUTENbHOM BAACTU He No3gHee Yem Yyepes TpUALaTb paboumnx gHel co AHA
BHECEHUS COOTBETCTBYIOLLMX U3MEHEHUI B EAUHbBIN rocylapCTBEHHbIA peecTp opuandecknx auy, (ans
OopraHu13aLmii, 3aperncTpMpoBaHHbIX Ha Tepputopun Poccuiickon deaepauum) MAK CO AHA NPUHATUSA
COOTBETCTBYIOLLEr0 [JOKYMEHTa, MOATBEP)KAAIOWEro peopraHM3auuio topuaudeckoro nuvua (ans
OopraHu3aumii, He 3aperucTpupoBaHHbIX Ha Tepputopun Poccuitickoit depepauuun). B cayyae
peopraHM3aumMmn gepatens WAM BAaf4eNbla PEerucTpauMoOHHOrO YyAOCTOBEPEHMA J/IEKAPCTBEHHOIO
npenapata A8 BETEPUHAPHOrO MNPUMEHEHMA 3asiB/IeHWe O BHECEHUU M3MEHEHWN B [OOKYMEHTHI,
cofeprKallmMecs B PerMcTpauMoHHOM A0Cbe Ha 3apermcTpUMpOBaHHbLINA JIEKAPCTBEHHbLIM NpenapaT ans
BETEPUHAPHOrO MPUMEHEHMUA, MOZAETCA HOPUAMYECKMM NMLLOM, KOTOPOMY B XO4Ee peopraHusauum
nepegaHo NpPaBo BAALEHMA TaKUM PErMCTPALMOHHBIM YA0CTOBEPEHNEM.

(4actb 1.2 BBegeHa PeaepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)

2. B cnyyae BHeceHUs M3MEHEHWUI B AOKYMEHTbI, cogepsKalineca B perncTpalMoHHOM [0Cbe Ha
3apPEerncTPUPOBaHHbIA NEeKapCTBEHHbIM NpenapaT AnA BeTepUMHapPHOro MNPUMEHEHWUSi, B OTHOLIEHUU
cBeAeHWM, yKa3aHHbIx B noanyHktax "e", "x", "k", "n", "H", "c", "x" nyHKTa 7 yactn 3 ctaTbM 17 HacToALWero
depepanbHOro 3aKoHa, USMEeHeHUA U (M1K) A0NOTHEHMA NPOU3BOACTBEHHOM NAOLWAAKN IEKAPCTBEHHOTO

cpencrtBa, a TaKXe B C/lydae U3IMeHeHUA noKasaTtenen KayecTsa NeKapCTBEHHOro npenaparta AnAa
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BETEPMHAPHOIr0 MPUMEHEHUA U (MaKn) MeToA0B KOHTPO/A KayecTBa JIEKAapPCTBEHHOro npenaparta gas
BETEPUHAPHOIO NPUMEHEHUA MPOBOAUTCA IKCMEPTU3A NEKAPCTBEHHOIO CPeAcTBa A/1A BETEPUHAPHOro
npumeHeHus. B cnyyae HEOH6XOAMMOCTU BHECEHUA WMHbIX U3MEHEHWUI B AOKYMEHTbI, COAeprKallmecs B
PEerncTpauMoHHOM [0Cbe Ha 3apermcTpMpOBaAHHbLIA NEKAPCTBEHHbIN MnpenapaT Aaa BeTepUHapHOro
NPUMEHEHWSA, SKCNEePTM3a JIEKAPCTBEHHOIO CPeACTBa 4/17 BETEPUHAPHOIrO NPMMEHEHUA He NPOBOAUTCA.
(8 pea. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-03, 01 22.12.2014 N 429-93)

3. 3asBuUTENb BNpaBe NpeacTaBuUTb No COBCTBEHHON MHMLMATUMBE BMECTE C 3afiB/IeHNEM O BHECEHUU
M3MEHEHMN B [OKYMEHTbl, coAepXKallneca B PErucTpauMoOHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
NIEKApPCTBEHHbIN NpenapaTt ANnd BeTepPUHAPHOrOo NPUMEHEHMUA, KOMUU AOKYMEHTOB, NOATBEPMKAAIOLLNX
ynnaTty rocygapcTBeHHOM MOLWAMHbI 3@ BHECEHME B AOKYMEHTbI, coAepiKallmeca B PerMcTpauMoHHOM
[OCbe HA 3aperncTpMpoBaHHbIA NIEKAPCTBEHHbIA nNpenapaT ANA BETEPUHAPHOrO MNPUMEHEHMUS,
M3MEHEHUN, TpebyloWmnX NPOBEAEHUA IKCMEPTU3bl NEKAPCTBEHHOro CpeacTBa, WU U3MEHEHUN, He
Tpebylowunx NpoBeAEHNA IKCNEPTU3bI NEKAPCTBEHHOrO cpeacTBa. B ciyyae He0b6X0AMMOCTN U3MEHEHUA
CBEAEHUN, COAEeprKalUUXCA B PErnmcrtpalMoHHOM YAO0CTOBEPEHUM NEKApPCTBEHHOro npenapaTa AnAa
BETEPUHAPHOrO NPMMEHEHUS, C 3aABNEHMEM, YKa3aHHbIM B 4aCTK 1 HacToALEeN CTaTbM, 3aABUTENb BMpaBe
npeacTtaBuTb MO COOCTBEHHOM WHMUMATMBE KOMUIO [OOKYMEHTa, MoATBep:KAatolero ynnarty
rocy4apcTBEHHOM MOLW/MHbI 33 BblAauy PErMcTpaLMOHHONO YA0CTOBEPEHMA SIEKAaPCTBEHHOMO NpenapaTa.
3aABMTeNb BNpaBe NPeacTaBUTb MO COBCTBEHHOM WMHMUMATUBE CBELAEHMA O NIMLLEH3MAX, YKA3aHHble B
nyHKTax 1 1 2 yactu 1 HacToALWeN CTaTbM, a TaKXKe BblAaBaemble YNOJIHOMOYEHHbIMU deaepasibHbIMU
OopraHamm UCMOJIHUTE/IbHOM BNACTM AOKYMEHTbI, YKa3aHHble B MyHKTe 3 yacTn 1 Hactosawen ctatou. B
C/lyyae HenpeacTaB/ieHUA YKa3aHHbIX AOKYMEHTOB (CBeAeHUI) yNnoIHOMOYEHHbIW dpeaepasibHbliii opraH
WCNOJIHUTENbHOM  BNACcTM  3amnpallMBaeT  yKasaHHble  AOKYMeHTbl  (cBegeHua) B nopsgke
MeKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBMA.

(4acTtb 3 B pea. PeaepanbHOro 3akoHa ot 27.12.2019 N 478-93)

4. B CpOK, He NpeBblWaloWwmnin aecatn pabounx gHen co AHA NOCTYNAEHMS YKa3aHHOro B Yactu 1
HacToAlEeN CTaTbM 3aABAEHMSA U HEOBXOAMMbBIX AOKYMEHTOB, YNOAHOMOYEHHbIV desepanbHblit opraH
MCMNONHUTENbHOW BNACTU:

1) npoBOoAUT NPOBEPKY NOJIHOTbI U 4OCTOBEPHOCTU CBe,D,eHMVI, coaepralwmnxca B npeacraB€HHbIX
3aABuTenem AOKYMEHTAX;

2) NPUHUMAET peLLeHne O NPOoBeAeHMM SKCNEePTM3bl IeKaPCTBEHHOrO CPeACTBa A4/1A BeTepUHAPHOro
NPMMeHeHMA AN 06 OTKase B ee NPoBEAEHUMU;

3) yBegomnseT B NUCbMeHHOW dopme 3aaBUTENA O MPUHATOM pPelleHUn UAN B CyYae NPUHATUA
peweHns o6 OTKase B MNPOBEAEHWUWN IKCMEPTU3bl JIEKAPCTBEHHOIO CPeACTBa A/1A BETEPUHAPHOro
NPUMEHeHMA C YKasaHMeM NPUYMH TAKOro OTKasa.

4.1. B cnyyae BbIABNEHMS HEAO0CTOBEPHOCTU U (MIM) HEAOCTAaTOYHOCTU CBEAEHUM, COAEPMKALLMXCA B
npeacTaB/eHHbIX 3anABUTEIeM AOKYMEHTaX, YNO/NHOMOYEHHbIN desepasnbHblii OpraH UCMONHUTENbHOM
BJ1IAaCTU HanpaBAsAeT 3asBUTENI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBEAEHWI. 3anpoc MOKeT bbiTb
nepesaH ynoJlHOMOYEHHOMY NPeACTaBUTENO 3aABUTENA NOA, PACMMCKY, HAaNpPaBAeH Mo NoyTe 3aKasHbiM
NMUCbMOM MW NepesaH B 3/1EKTPOHHOM Gopme Mo TeIeKOMMYHMKAUMOHHbIM KaHaiam CBA3Mu. B ciayyae
HanpaB/ieHMA 3anpoca 06 YTOYHEHUW YKa3aHHbIX CBEAEHMI MO NOYTe 3aKa3HbIM MMCbMOM OH CYMTAETCS
NONYyYEHHbIM MO UCTEYEHUM LLECTM AHEN C AaTbl HaNpaBAEHMA 3aKa3HOro NMcbmMa.

(4acTb 4.1 BBeaeHa ®eaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-d3)

4.2. 3aasutenb o06a3aH nNpeacTaBUTb OTBET Ha 3aMpoc YNoJAHOMOYEHHOro ¢efepanbHOro opraHa
WCMONHWUTENBHOMW BNAcTM B CPOK, He NpeBbllalolmii AeBAHOCTa paboumx AHEeW Co AHA MOoayYeHUs
AaHHoro 3anpoca. Cpoku, yKasaHHble B Yyacti 1.1 HacTosulel cTaTbW, MPMOCTAHABAMBAKOTCA CO AHA
HanpaB/ieHUsA 3aABMUTENIO 3anpoca YNoJHOMOoYeHHOro deaepasbHOro opraHa UCNONHUTEIbHOW BAacTU A0
[OHA NONYyYeHUA OTBETA Ha AaHHbIM 3aNPOC U HE YYUTbIBAKOTCA MPU UCYUCNEHUN CPOKA NMPUHATUA peLleHns
O BHECEHUW U3MEHEeHWA B [OKYMEHTbl, CcoJep)KallMecs B PEerucTpauMoHHOM [oCbe Ha
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3aPErncTPUPOBaHHbIM 1EKAPCTBEHHbIN NpenapaT A8 BETePUHAPHOro NpUMEHeHMs.
(yacTb 4.2 BBegeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-3)

5. OcHoBaHMeM pA/1A OTKasa B MPOBEAEHWM IKCMepTU3bl JIeKAapCTBEHHOrO CcpeacTsa A
BETEPUHAPHOrO MNPUMEHEHUA ABAAETCA NPeACTaBNeHNe OOKYMEHTOB, YKasaHHbIX B 4acTax 1 u 3
HacToALLEN CTaTbM, B HEMOJIHOM 06beMe WM OTCYTCTBME B NPEACTaBNEHHbIX 4OKYMEHTAX AOCTAaTOYHbIX
CBEAEHUI, MOATBEPKAAOWMX HEOOX0AMMOCTb BHECEHUS W3MeHeHWW, anbo HenpeacTaBieHUe
3aABUTENEM B YCTAHOB/EHHbIA CPOK OTBETa Ha YKasaHHbIM B 4actu 4.1 HacToswein cTaTbM 3anpoc
YNOAHOMOYEHHOTO deaepasbHOro opraHa UCNOAHUTEbHOW BNACTH.

(B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

6. 3KCI'IepTM3a NNEKAPCTBEHHOIO Cpeacrtea ANA BETEPUHAPHOINoO nNpnmeHeHMA B LeNAX BHeCeHUA
M3MEHEeHUN B AOKYMeHTbI, cojepXauwmneca B pernctpauymoHHom naocCbe Ha BapEFMCTpMpOBaHHbIVI
}'IeKapCTBEHHbIﬁ npenapatr AnAA BETEePUHAPHOINro nNpuMeHeHunA, OCylecTBndaeTca B NopAake,
YCTaHOBJ/IEHHOM cTaTbel 24 HacToAlwero <Dep,epaanoro 3aKOHa.

6.1. B cpoK, He NpeBbIWAOWNIA AecATU paboumx AHEN CO AHA NONYYEHUA 3aKNHOUEHNA KOMUCCUM
SKCnepToB MO pe3y/sbTaTaM YKa3aHHOM B YacTM 2 HACTOALLEN CTaTbW 3KCMEPTM3bl, YNONHOMOYEHHbIW
denepanbHbI opraH UCNOAHUTENbHON BNACTW:

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) npuHNMaeT peweHne O BHeCeEHUU M3MEHEeHUN B AOKYMEHTbI, coaepXxauwmeca B
pPerncTtpauMoHHOM AocCbe Ha 3apeI'MCTpMpOBaHHbIl7I HEKapCTBeHHbIVI npenapart AnAa BETEPUHAPHOro
NPpUMeHEHNA, NN 06 0TKa3ze BO BHECEHUWN TaKUX N3MEHEHUI;

2) BHOCUT B rOCyapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB Ha OCHOBAHWM peLleHMsA O BHECEHUU
M3MEHEHWA B [OKYMEHTbl, COAEpP’KalMecs B PErMcTpauMoHHOM A0Cbe Ha 3apermcTpMpoBaHHbIN
NleKapcTBEHHbIN Npenapar 4/1a BETEPMHAPHOro NpUMeHeHus, Heobxoanumble U3MEHEHNA W BO3BpalLaeT
3TV AOKYMEHTbI 3aABUTEIO;

3) BblgaeT 3aABUTE/I0 HOBOE PEermcTpaLMoHHOEe yA0CTOBEPEHME IEKapCTBEHHOIO npenapaTa ann
BETEPMHAPHOI0 NPUMEHEHUSA B C/ly4ae HEOHBXOAMMOCTN U3MEHEHMA CBEAEHUI, COAEPKALLMXCA B HEM, C
COXpaHeHnem HoMepa paHee BbIAAHHOTO pPErncTPaLMoOHHOIO YAO0CTOBEPEHUA JIEKAPCTBEHHOIO
npenapara A1 BEeTEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH deaepanbHbim 3akoHOM 0T 02.08.2019 N 297-93)
(4acTb 6.1 BBegeHa PegepanbHbiM 3aKoHOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHUs USBMEHEHWNI B JOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIA  JIEKAPCTBEHHbLIM MpenapaT A/a BeTepPUHAPHOro MPUMEHEHMA, B 4acTw,
Kacatowenca uamMeHeHus U (MAK) [ONOJHEHUSs NPOM3BOACTBEHHOM NAOWAAKM NEeKapCTBEHHOro
npenapara, Npy NpeAcTaBNeHUN 3a8BUTEIEM B COOTBETCTBUM C NMYHKTOM 3 4YacTu 1 HacToAlel cTaTby
KOMUU peLleHUs ynoaHOMOYeHHOro denepanbHOro opraHa WMCMOAHUTENbHOW BAAacTM O MPOBEAEHUU
WHCNEKTUPOBAHUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB CPOK, YKAa3aHHbIM B YacTu 6.1 HacToALLel
CTaTbW, NPUOCTAHABAMBAETCA CO AHA NONAYYEHMA 3aKJOYEHMUA KOMMUCCMU SKCNEPTOB A0 AHA NPUHATUA
YNOAHOMOYEHHbIM desepasibHbIM OPraHOM UCMOIHUTENBHOM BIACTM peLleHunA O Bblaade nnm ob oTkase
B BblZaye 3aKAHYEHMA O COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBun
Hagnexallen Npon3BoACTBEHHOM NPAKTUKK, HO He BoJsiee Yem Ha CTO BocemMbAecaT paboumnx aHen.
(yacTb 6.2 BBeaeHa desepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

7. OcHOBaHMemM pAnA OTKasa BO BHECEHUMU U3MEHeHUN B AOKYMEHTbI, cojepXalwmneca B
perncTtpauMoHHOM Ao0Cbe Ha 3aperMCTpMpOBaHHbII7I J'IEKapCTBeHHbIVI npenapar anAa BETEPUHAPHOro
npumMmeHeHunA, B Chyyanx, He Tp86yIOLLI,MX nposeaeHMA 3KCNEPTU3bl JIEKAPCTBEHHOIO CpeacTea, ABNAETCA
npeacraBneHne OKyYMeEHTOB, YKAa3aHHbIX B 4acCTAX 1ns3 HaCTOﬂLLI,Eﬁ CTaTbW, B HEMOJITHOM obbveme nam
OTCYTCTBME B NPEACTABNIEHHDBIX OKYMEHTAX CBe,D,EHMﬁ, KOTOpble O0/1XKHbI 6bITb B HUX OTpa*KeHbl, nmbo
HenpeacraBieHne 3aABuUTenemM B YCTaHOBJ'IEHHbIl\/'I CPOK OTBE€Ta Ha YKa3aHHbIl7I B 4yactn 4.1 HaCTOFlLLI,eﬁ
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CTaTbW 3aNpPOC YNOJAHOMOYEHHOro peaepasibHOro opraHa UCNONHUTENbHOW BAACTU.
(4actb 7 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7.1. OcHoBaHMeM pANA OTKa3a BO BHECEHUM W3MEHEHMWI B [OKYMEHTbl, coAep)Kalimeca B
PEerucTpaLMoHHOM [0Cbe Ha 3aperucTpUpPOBaHHbIA SIEKAPCTBEHHbIM MNpenapaTt A1A BeTepUHapHOro
NPUMEHeHUA, B Cay4aax, TPebyoWwmnx NpoBeaeHUA 3KCNEePTM3bl IEKAPCTBEHHOMO CPEeACTBa, ABAAETCH
3aK/o4eHMe YNONHOMOYEHHOTo ¢denepanbHOro opraHa WMCMOAHUTE/NIbHOM BAACTU O BO3MOMKHOCTU
CHUXKeHMA 6e30NacHOCTM, KayecTBa, 3GPEKTUBHOCTU IEKapPCTBEHHOTO NpenapaTa BCaeacTBME BHECEHMUSA
N3MeHEHMM B yKa3aHHbIe AOKYMEHTbI, 0TKa3 yNoJHOMO4YeHHOTo pesepasibHOro opraHa UCMONHUTENbHOM
BNACTM B Bblaye 3aKJOYEHMA O COOTBETCTBUM MPOM3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
NpaBu Hagne)Kawen NponsBOACTBEHHOM MPAKTUKU B C/y4ae W3MeEHeHUs W (uan) [OonoSHEeHUs
NpPon3BOACTBEHHON MJ/IOWAAKM JIEKAPCTBEHHOFO MpenapaTa, ecauM NpPOM3BOACTBO /JIEKAPCTBEHHOIO
npenapaTta 4nA BETEPMHAPHOIrO NPUMEHEHMUA OCYLLECTBAAETCA 3a npegenammn Poccuiickon deaepauumy,
WA OTCYTCTBME 3TOFO 3aK/IOYEHUA.

(yacTtb 7.1 BBeaeHa ®eaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-3)

8. [JonycKaeTtca obpalleHMe NeKapCTBEHHbIX MPenapaToB A/ BETEPMHAPHOro NPUMEHEeHUs 40
ncreyeHnA Cpoka rogHocCTun, nponsseneHHbIX B Te4eHne CTa BOCbMnUaeCcATU ,D,HEVI nocne Aatbl NPUHATUA
YNOJIHOMOYEHHbIM pesiepanbHbiM OPraHOM UCMOIHUTENBHOW BNACTU pelleHns O BHECEHUM U3MEHEHUI
B LOKYMEHTbI, COAEPKALLMECH B PETUCTPALMOHHOM A0Cbe HA JIEKAapPCTBEHHbIM Npenapar, B COOTBETCTBUM
c MHPOpMaUMeN, coaepKalleinca B AOKYMEHTAX PEMMCTPALLMOHHOIO A0Chbe Ha JIeKapCTBEHHbIN NpenapaT
A0 AaTbl NPUHATUA TaKOro pelleHuna.

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

CraTba 32. OTMeHa rocyAapCTBEHHOMW PErucTpaLmnm IeKapcTBEHHOro npenapara

PeweHne 06 oTmeHe I'OCV,D,apCTBEHHOﬁ PerncTpaunmn nekapCTtBeHHOro npenaparta n UCKAKYEHUN
NEKapPCTBEHHOIo npenaparta W3 rocygapCrBeHHOro peectpa NeKAPCTBEHHbIX CpPpeacTBs MPUHUMAETCA
YNO/THOMOYEHHbIM d)e,u,epaanblM opraHom WUCNONHUTENbHOWN BNACTU B Cnydae:

1) npeactaBneHWA  COOTBETCTBYIOLWMM  YMOJHOMOYEHHbIM  defepasbHbiM  OpraHom
NCMONHUTENBHOW BNACTM 3aKNOYEHUA O PUCKE WaM 06 yrpose 3[0pOBblO, MMU3HM YeNoBeKa Wau
MBOTHOIO MNPU MPUMEHEHUM JIeKapCTBEHHOrO MnpenapaTa, NPeBbIaoWnX ero 3GPpeKTUBHOCTb, Mo
pe3y/nbTaTam OCyLLECTBIAEMOro MM MOHUTOPMHIa 6@30NacHOCTM IeKapPCTBEHHOro npenapara;

2) nogaun peprkatenem WAM BNAAENbLEM PErucTpauMoOHHOrO yAOCTOBEPEHUS NEKapCTBEHHOTO
npenapata WAM YMNOJHOMOYEHHbIM MM OPYTUM  IOPUANYECKMM JIMLOM 3asB/ieHUa 06 oTmeHe
rocy4apCTBEHHOM PerucTpaLmMm 1eKapcTBEHHOro NpenapaTa;

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

3) HenoareepXgeHnA I'OCV,D,apCTBeHHOVI perncTtpaunmn nekapCrtBeHHOro npenaparta no UCTtevyeHunmn
CpOKa AEﬁCTBMﬂ pPerncTpaynoHHOro yaoCcrosepeHua, BbiI4aHHOIO Ha NATb 1eT,

4) HenpepcTaBneHMA 3anaBuUTENEeM  WMHPOPMAUMKM, KOTOpas MOXKeT noBneyb 3a coboi
HeobXxoAMMOCTb BHECEHUA U3MEHEHWIN B AOKYMEHTbI, COAEprKallMeca B PerncTpaLMoHHOM A0Cbe Ha
3aperncTpUpPOBaHHbI  JIeKapCTBEHHLIM MpenapaT, B TeyeHWe TpuguatM paboumx AHeH co  AHA
HaCTYNAEHNA 3TUX U3MEHEHWIA;

5) ocyuiecTBneHnAa rocyaapCTBEHHOW perncTpaunm NeKapcTBEHHOro npenapata Mo TOProsbim
HaMMeHOBaHWEM 3apPErMcTPUPOBAHHOMO paHee Noj 3TMM TOProBbIM HaMMEHOBaHMEM 1IEKAPCTBEHHOMO
npenapara, OT/IMYaoL,Eroca Ka4ecTBeHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

6) ocywiecrBneHunA I'OCY,CI,apCTBEHHOﬁ perncTtpaunm ogHOro n Toro e 1IeKapCtBeHHOro npenaparta B
OTHOWEHNN O4HOro M TOro Xe gepxartena wuan Bnagenbua pPernctpaymnoHHOro yaocrtoBepeHuA
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NleKapCTBEHHOro npenapaTta B BuAe ABYX U 60Jsiee NleKapCTBEHHbIX NPenapaTtoB Mo Pas/ivyHbIMU
TOProBbIMMU HaMMEHOBaAHUAMMU;
(n. 6 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHMA CYA0M PELLEHMA O HAapyLLUeHWUM NpaB NpaBoob1aaaTens 06beKTOB UHTENNEKTYa/IbHOM
Ccob6CTBEHHOCTU NPU 06PaALLEHUM NNEKAPCTBEHHBIX CPEACTB;

8) oTCyTCTBMA IeKapCTBEHHOTO Npenaparta B 0b6palleHnm B Poccunitickoit Peaepalmm B TedeHUe Tpex
n bonee ner;
(n. 8 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHUS JepXaTeNem WAW  BNafeNbLemM PEerncTpaumoHHOro yaoCToBepeHus
JIeKapCTBEHHOro npenapaTta AMB0 YNOJIHOMOYEHHbBIM UMUK APYTMM IOPULMYECKUM TNLOM MEPONPUATURN
no obecneyeHUto 6E30MACHOCTM JIEKAPCTBEHHbIX NPEnapaToB, YCTAHOBAEHHbIX YMNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCNONHUTENbHOMN BAACTU B COOTBETCTBMM C YacTAMM 3 1 4 cTaTbM 64 HacToALWEro
dPepepanbHOro 3aKoHa, B paMKax ocyLLecTBneHnsa ¢apmakoHaa30pa;

(n. 9 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

10) oTkasa AeprKaTena WAM BAALENbLA PErUCTPALMOHHONO YAO0CTOBEPEHUA JIEKAPCTBEHHOMO
npenapata AM60 YNOJHOMOYEHHOIO UMW APYroro PUAMYECKOro /MLa OT BHECEHUSA M3MEHEHWN B
WMHCTPYKLMIO MO MPUMEHEHUIO JIEKAPCTBEHHOrO NpenapaTta, KacalowMxCA HOBbIX MOATBEPKAEHHbIX
OAHHbBIX O TOM, YTO PUCK NPUYMHEHMA BPeLa 340POBbI0 YEN0BEKA WU/ KUBOTHOIO BCAEACTBME NpUema
JIeKapCcTBEHHOrO NpenapaTta npesbiwaeT 3GGEeKTUBHOCTL €0 NPUMEHEHMA.

(n. 10 BBegeH denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTIAKOC: NpumeyaHue.
C 01.01.2023 cT. 32 gononHsaetca n. 11 (®3 o1 27.12.2019 N 475-93).

CraTba 33. locyAapcTBEHHbIN peecTp /1IeKapCTBEeHHbIX CpeacTB

1. FocyaapcCTBEHHbIW peecTp JIeKapCTBEHHbIX CPEACTB COLEPKWUT MNepeyeHb JIeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX roCcyAapCTBEHHYIO PerucTpaLmio, nepevyeHb GpapMaLeBTUYECKMX CyOCTaHLMM,
BXOAALLMX B COCTaB JIEKaPCTBEHHbIX NPENnapaTos, U CeAyoLwyo MHGOPMALMIO:

1) B OTHOLIEHUWN NEeKapPCTBEHHbIX MPEnapaTos:

a) HaMmeHOBaHWEe /NeKapCTBEHHOro npenapaTta (MexAyHapogHoe HenaTeHTOBaHHOE, WU
rpynnMpoBOYHOE, NN XMMUYECKOEe U TOProBoe HaMMeHOBaHMWA);
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-d3)

6) nekapcTBeHHaA popma C yKasaHMeMm L03MPOBKM JIEKAPCTBEHHOIO NpenapaTa M ero KoJiMyecTsa B
noTpebuTeNbCKOM YNaKoBKE;

B) HAMMEHOBaHWeE AeprKaTesa UV BAaAeNbLA PEFMCTPALMOHHOIO YA0CTOBEPEHWSA IEKAPCTBEHHOTO
npenapaTta 1 CBeAEHUA O perncTpaumu gepxatens Ui Bnagenbla PerucTpaumoHHOro yaocToBepeHns
NleKapcTBEHHOTO npenapara 41a MeANUMHCKOTO NPUMEHEHUA B KaYecTBe HaloronnaTe/blMKa B CTpaHe
pernctpaunm (418 POCCUMCKUX IOPUANYECKUX ANL, - MAEHTUPUKALMOHHBIN HOMEP HanoronaaTenblimMKa
(MHH), Ana MHOCTPAHHbIX KOPUAMYECKUX UL, - CTPAHA PerncTpaumm, HaMMeHOBaHME PErUCTPUPYIOLLErO
opraHa, permMcTpauMoHHbI HOMep, KOA, HanoronaaTeNbluMKa B CTPaHe peructpauumn (MHKopnopaummu) nam
ero aHaJsor);

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

r) HaMMEHOBaHMWE M aApec NPOM3BOANTENA IEKAPCTBEHHOTO Npenapara U CBeAeHWA 0 perncTpaLmm
NPOW3BOAMTENA /IEKAPCTBEHHOTO npenapata A48  MEAWLMHCKOTO MNPUMMEHEeHUA B  Kadectse
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HanoronaTeNblMKa B CTpaHe pernctTpaumm (41a pocCUMCKUX IPUANYECKUX UL, - NOEHTUOUKALNOHHDIN
Homep HanoronnaTtenblumka (MHH), AnA MHOCTPaHHbIX OPUANYECKUX NUL, - CTPaHa perncrpauuu,
HaMMeHOBaHMe PErMcTPUPYIOLLEro OpraHa, PperncTpauMoHHbIM HoOMep, Ko, HanoronaaTe bliMKa B CTpaHe
pernctpaunun (MHKopnopawunun) Uam ero aHanor);

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

A)  dapmakoTepaneBTMYecKasa rpynna, Koj JIeKapCTBEHHOro mnpenapata Mo  aHaToMo-
TepaneBTUYECKO-XMMUYECKOM  KnaccuduKkauum, peKomMeHAOoBaHHOM  BcemupHoM  opraHusauuen
3/ paBOOXPaAHEHNS;

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

€) NoKa3aHMA 1 NPOTUBOMOKAa3aHMA K NPMMEHEHMIO IeKapcTBEHHOIO Npenapara;
) NoboYHbIe AeiCTBUA IeKapCTBEHHOIO NPenapaTa;

3) CPOK ro4HOCTU IEKAPCTBEHHOTO Npenapara;

n) YCNOBUA XPaHEHNA NEKAPCTBEHHOTO Npenapara;

K) YCNOBMA OTNYCKa 1eKapCTBEHHOro Npenapara;

n) Homep dapmaKkonerlHon cTaTbM WAM B C/AyYae e€e OTCYTCTBUMA HOMep HOPMaTUBHOWM
AOKYMEHTaUUM NMM60 HOPMATUBHOIO AOKYMEHTA;

M) OaTa rocyAapCcTBEHHON pernctpaumy JeKapCTBEHHOro npenapata M ero perucrpalyMoHHbIN
HOMep, [aTa 3aMeHbl PEerMcTPaLMOHHOro yA0CTOBEPEHMA NEKAPCTBEHHOrO npenapaTta Ha beccpoyHoe
pernucTpaunoHHoe YyAOCTOBEPEHME /IEKAPCTBEHHOrO npenapaTta, JA4aTa NoAayu 33sABNAeHMA O
NoATBEPKAEHMM  TOCYAAPCTBEHHOM  perncTpauuu  fIeKapCTBEHHOro npenapata, Aata  OTMEHbI
rocyfapcTBEHHOM PEerMcTpaLmm NeKkapcTBEHHOroO NPenapaTa;

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

H) KauyecTBEHHbI COCTAaB W KOJAMYECTBEHHbIA COCTaB AEWCTBYIOWMX BELLECTB M KaueCTBEHHbIN
COCTaB BCMOMOraTe/IbHbIX BELLECTB IEKAPCTBEHHOTO NpenapaTa;
(nn. "H" BBegeH desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

0) MHPopMaLma 060 BCex paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTeNnbCcKoin) ynakoBKuy;
(nn. "o" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

n) Aata NPUHATUA pelleHUs O BO3MOXHOCTW paccMaTpuBaTb NIeKapCTBEHHbIM npenapaT npu
rocyapcTBEHHOM perncrpaumm B Kayectse opdaHHOro IeKapcTBEHHOTo npenapara (418 1eKapCcTBEHHbIX
npenapartoB A8 MeAMLUMHCKOTo NPUMEHEHMS);

(nn. "n" BBepeH PepepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-d3; B pea. ®eaepanbHOro 3akoHa oT
27.12.2019 N 475-®3)

p) HanMuMe NeKapCTBEHHOro npenapata B NepeyvyHe KU3HEHHO HeOobXOAMMbBIX U BaKHEMLIUX
NleKapCTBEHHbIX NpenapaTos (41a NeKapCTBEHHbIX NpenapaTos Ana MeANLMHCKOro NpUMeHeHun);
(nn. "p" BBeaeH PepepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-93; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 475-3)

C) HaAMuMe B NEKApPCTBEHHOM MpenapaTe HaPKOTUYECKUX CPencTB, NCUXOTPOMHbIX BELWECTB U UX
NPeKypcopoB, NogerKalLMX KOHTPOIO B Poccuinckoit degepaumm, B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoii ®egepaumm, mexkayHapoaHbimu gorosopammn Poccuinckon Peagepaumm, B Tom ymcae EanHom
KOHBEHUMEN O HapKoTUYeCcKmx cpeacTeax 1961 roga n KoHBeHUMeEN O NCMXOTPOMHbLIX BewecTBax 1971
roga;

(nn. "c" BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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T) WHbOpMauMs O TOM, SABASIETCA /AN OAHHLIA JIEKApPCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBEHHbIM NpenapaTom;
(nn. "1" BBegeH ®epepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

y) cBeieHMA O nogade 3afB/EHUSA O BHECEHUU U3MEHEHUI B [AOKYMEHTbl, coaepskalimeca B
perucTpaunmoHHOM A0Cbe Ha IeKapCTBEHHbIM Npenapar;
(nn. "y" BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

o) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAeHMA IeKapCTBEHHOro Npenapara B rpaX4aHcKkunini 06opor;
(nn. "x" BBeaeH dPepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLWEHUN dapMaLLeBTUYECKUX CybCTaHUMA:

a) HaumeHoBaHMe GapmaLeBTUYECKON CybCcTaHUMKM (MexayHapoAHOe HenaTeHTOBaHHOe, WM
rPYNnNMpPOBOYHOE, UV XMMUYECKOEe M TOProBoe HaMMeHOBaHMWA);
(8 peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe 1 agpec NpomsBoanTeNa GapmMaLeBTUYECKON CybCcTaHUNUK;
B) CPOK roaHocTH papmaLeBTMYecKol cybeTaHLmuuy;
r) ycnoBus xpaHeHus GapmMaLeBTUYECKOMN cybcTaHLumuy;

4) Homep ¢apmaKkonewHoW CcTaTbM MAM B C/lly4ae ee OTCYTCTBMA HOMEp HOPMATUBHOWM
AOKYMEHTauun AiMbo HOPMaTUBHOTO LOKYMEHTA;

e) Hanmume dapmaLLeBTUYECKOM CyBCTaHUMKM B NepeyHe HAPKOTUYECKUX CPencTB, NCUXOTPOMHbIX
BELLECTB M WX MPEKYPCOPOB, Nog/exKalwmx KOHTpoato B Poccuiickoit depepaunn, B COOTBETCTBMMU C
3aKoHogaTenbctBom  Poccuiickoit  depepaumu, MeXAyHApOAHbIMM  AoroBopaMum  PoccUMcKoW
depepaumn, B Tom uncie EANMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax 1961 roga u KoHBeHumMel o
NCMXOTPOMHbIX BewectBax 1971 roaa.

(nn. "e" BBepeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. ®apmaueBTMyecKan cybcTaHuMA, Npou3BeaeHHasa 414 peanvs3aummn, MoXeT bbiTb BKIOYEHA B
roCyapCTBEHHbIA PEeCTP JIEKAPCTBEHHbIX CPeACTB Ha OCHOBAaHWW 3asiBNEHUS pa3paboTymMka WM
Npou3BOAUTENA JIEKAPCTBEHHOIO CpPeAcTBa AM60 YNOJIHOMOYEHHOrO UMW OPUANYECKOro Auua npu
YC/I0BUX MNPOBEAEHUS B OTHOLIEHMW TaKOW (apmMaleBTUYECKON CyOCTaHUMM 3SKCNepTM3bl KayecTBa
dapmaLeBTMYECKOM cybCTaHUMM B NopsAdKe, YCTAaHOBAEHHOM cTaTbel 34 Hactosauwero PeaepanbHOro
3aKOoHa. B OTHOWeEHUM ¢apmaueBTUYECKMX CYOCTaHLUMIA, NpPoM3BeAEeHHbIX ANnA peanusauun, B
rocyapCcTBEHHOM pPeecTpe NeKapCTBEHHbIX CPEACTB COAEPIKUTCA cneayroLlan MHpopmaumn:

1) HaumeHoBaHMe dapmaLEeBTUYECKOM CybBCTaHUMKU (MeXAyHapoAHOe HenaTeHTOBaHHOe, MW
rpynnuMpoBOYHOE, AN XMMMUYECKOE 1 TOProBOE HaMMEHOBAHWA);

2) HauMeHOBaHWe, agpec NpousBoaAnTeNs GapmMaLLeBTUYECKOW CYBCTaHUMM, a TaKKe B OTHOLEHUU
NEeKapCTBEHHbIX CPeacTB A1 MeAMLMHCKOro NMPUMEHEHMS CBEAEHUA O PerucTpauuu npoussBoauTens
dapmaueBTUYECKON CcybCTaHUMM B KadyecTBe HajoronnaTesbliMKka B CTpaHe perucTpaumuun (ans
POCCUIACKMX HOPULMYECKUX NIUL, - MAEHTUPUKALMOHHbLIN HOMep Hanoronnatenswmka (MHH), ans
MHOCTPaHHbIX HOPUAMYECKUX NIUL, - CTPaHa PerncrTpaumm, HaMMmeHOBaHUE PErncTPUPYIOLWEro opraHa,
PErMCTPaLMOHHBIA HOMEpP, KO HasoronnaTtesbluKa B CTpaHe perncrpauuu (MHKoprnopauuun) uam ero
aHanor);

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

3) cpok roaHoCTN papmaLLeBTUUYECKOMN cybCcTaHUuuY;
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4) ycnosus xpaHeHMa GpapmaLieBTUYECKON cybcTaHUmu;

5) Homep <¢apmaKoneliHon cTaTbM AMBO B Ccaydyae ee OTCYTCTBMA HOMEP HOPMAaTMBHOM
AOKYMEHTAUMM UAN HOPMATUBHOTO AOKYMEHTa;

6) HannMumne papmaLeBTUUYECKON CYOCTaHLUMU B NepeyHe HapKOTMUYECKUX CPeJCTB, MCUXOTPOMHbIX
BELWLECTB U MX MPEKYPCOpPOB, Noasexalmx KOHTpoato B Poccuiickot ®epepaunm, B COOTBETCTBUM C
3aKOHOoZaTeNnbCcTBOM  Poccuiickoit  depepaumun, MexKAyHapogHbIMM  goroBopamu  Poccuiickom
depepaunu, B Tom uncne EaMHoON KOHBEHUMEN O HapKOTUYECKUX cpeacTBax 1961 roaa n KoHBeHumeln o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) paTa BKAOUYEHUs dapmaleBTUYECKOM CybCTaHLUMK B rOCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX
cpeacTs, AaTa BHECEHUS U3MEHEHUI B AOKYMeHTbl GapmMaL,eBTUYECKOM CybCcTaHLMK, AaTa UCKIOYEeHUs
dapmaLeBTMYECKOM cybCTaHLMKN N3 TOCYAapCTBEHHOMO PeecTpa NeKapCTBEHHbIX CPeacTB.

(4actb 2 B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MopsAfoK BeAeHWA roCcyfapCTBEHHOrO peecTpa JIeKAPCTBEHHbIX CPeacTs Aa MeAMLMUMHCKOro
NPUMEHEHUA W MOPALOK BeAeHWA TOCYZAPCTBEHHOrO pPeecTpa JIeKapCTBEHHbIX CpeacTs  Aass
BETEPUHAPHOrO MPUMEHEHUS YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM UCMONHUTENbHOM BNACTU.

Cratba 34. BKAlOueHUe B rocyfapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeACTB U UCKAIOYEeHue U3
rocypapCcTBEHHOrO  peecTpa  JIeKapCTBeHHbIX  cpeacTtB  ¢apmaueBTMUecKoir  cybcTaHuum,
npousBeAeHHOW ANA peannsauum
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAo4YeHUA dapmaleBTUYecKoW cybcTaHumMKM, Npov3BedeHHON Ana peanvsauuu, B
rocyapcTBEHHbI peecTp IeKapCTBEHHbIX CPeacTs, MPOBOANTCA SKCNEePTM3a ee KayecTsa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. DKCnepTMn3a KayecTBa YKasaHHOM B YacTu 1 HacTosAwel ctaTbk dapmaueBTUYECKOM cybcTaHLmN,
COCTaB/IEHME KOMUCCUEN IKCNEPTOB 3aK/IOUYEHMIA MO pe3yibTaTaM 3TOM 3KCNEePTMU3bl U UX HaNpaBieHME B
YNO/MHOMOYEHHbIN deaepanbHbii OpraH MUCMOJIHUTE/IbHOW B/IACTU  OCYLUECTBAAIOTCA B CPOK, He
NPEeBbLIWAWMUA  eCTUAECATM pabounmx AHel €O AHA MNOAYYEHUS 3SKCMEPTHbIM  yUperKAeHUem
COOTBETCTBYIOLLErO 33a4aHuA YMNOJHOMOYEHHOro deaepanbHOro opraHa WMCMOAHUTENbHOM BAacTU M
cneayolmx AOKYMEHTOB (cBeaeHUi):

(B peq. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBepgeHuA o gate NpeAoCTaBleHUs U PermcTpaLbMoHHOM HOMepe JIMLEH3MN Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeACTB WMAM CBeAeHUs O JaTe npenocTaB/eHMA W pernmcTpauMoHHOM Homepe
3aK/IOYEHMA O COOTBETCTBUM MPOM3BOAMTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hag/NeKallel npousBOACTBEHHON MPaKTUKM, BbIAAHHbIX (NPeAOoCTaBNAEHHbIX) YNOJHOMOYEHHbIM
desepanbHbIM OpPraHOM WCNONHUTE/IbHOM BAacTW, B C/yvyae, ecii NPOM3BOACTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuwecteaseTca B Poccuinckont ®epepaumm;

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-$3)

2) KomuAa [OOKYMEHTa, BblAAHHOIO YMO/JIHOMOYEHHbIM OPraHOM CTpaHbl MNPOW3BOAUTENS
NIeKapCTBEHHOrO CpeAcTBa U NOATBEPKAAIOLLErO pa3peLleHme NPpon3BoACTBa IeKapCTBEHHOro CPpeacTBa,
M ero nepesos Ha PYCCKMUIN A3blK, 3aBepeHHbIE B YCTAHOBEHHOM NOPSA/KE, a TAKXKe KOMMA 3aKN04YeHUs 0
COOTBETCTBMM NPOU3BOAMTENA NEKAPCTBEHHbIX cpeacTB TpeboBaHMAM nNpaBua  Hagnexallewn
NPOU3BOACTBEHHOM NPAKTUKM, BbIAAHHOIO YNONHOMOYEHHbIM desepanbHbIM OpraHoOM UCMOTHUTENbHOM
BNacTM, MMBO KOMMA pelleHMsa YNOAHOMOYEHHOro ¢efepanbHOro opraHa MCNOAHUTENbHOW BAacTM O
npoBeAeHUM MHCNEKTUPOBAHUA NPOU3BOAMTENS NEKAPCTBEHHOrO CpeAcTBa. YKasaHHble AOKYMEHTbI
NPeAcTaBAAOTCA B C/ydae, eciu NPOU3BOACTBO JIEKAPCTBEHHOIO CpPeAcTBa OCYLLECTBASAETCA 3a
npegenamun Poccuiickon degepauum;
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(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)
3) AOKYMEHT, coaeprKallnin cnegytowme ceegeHuns o dapmaueBTUYecKor cybcTaHumm:
a) HaumeHoBaHMe dapmaLEeBTUYECKON cybCTaHLUMM, ee CTPYKTypa, obLime CBOMCTBa;
6) HaumeHoBaHWe U agpec NPoU3BOAUTENS;

B) TEXHON0INMA Npon3sBoacTesa C OonNMCaHnem CTaLI,VIl\;I npon3soAacTBa U METOA0B KOHTPOA Ha BCeX
CTagmnax nponssoAacTBa,

I') onncaHume p33pa60TKVI npouecca npon3soacTBa;

A) OMUCaHne KOHTPONA KPUTUYECKUX CTaAMVI npouecca npomssoactea M ﬂpOME)KYTOqHOVI
npoayKLMM;

€) AOKyMeHTaibHoe NoATBepXKAeHMe (BanmMaauma) npoLeccos U (Mn) X OLLEHKS;
) CBOWCTBaA M CTPYKTypa AEMCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneumdurkauma Ha bapmaueBTUYECKYo CybCcTaHLMIO 1 ee 060CHOBaHWE;

K) aHaNUTUYeCKMe MEeTOAMKM, WCNOMb3yeMble TMPU  OCYLLECTBNEHMM KOHTPO/A KayecTsa
dapmaLeBTMUYECKON cybCcTaHLNuY;

N) AOKYMEeHTaNbHOe noATtBepXaeHue (Baangaumsa) aHanUTMYECKMX MEeTOAMK, UCMONb3YEMbIX NPU
OCYLLECTB/IEHNM KOHTPOIA KayecTBa ¢papmaLieBTMYECKO cybcTaHumu;

M) pe3ynbTaTbl aHann3a cepuii dapmaL,eBTUYECKOM CybCcTaHLMu;

H) nepedyeHb CTaHAAPTHbIX 06pa3u,os nnn BewecTts, NCNob3yeMbIX NMPU OCYyLECTBZIEHUN KOHTPONA
Ka4yecCTBa;

0) onMcaHMe xapaKTepPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepnasoB 1 YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabuAbHOCTU hapMaLLeBTUYECKON CybCTaHUMW;
p) CPOK rogHoOCTY;

4) LOKYMEHT, cogepKallmii CBeeHUA O PerncTpaLLMm NponsBoANTENN IEKAPCTBEHHbIX CPeACTB A1
MeAMLMHCKOrO NMPMMEHEHMUS B KayecTBe HANOroniaTeNblinKka B CTPAHe perncrpaumm (4ns poccuinckmx
IOPUANYECKUX NN, - UAEHTUPUKAUMOHHBIM HOMep Hasnoroniatenblumka (MHH), ana MHOCTpaHHbIX
IOPUAMYECKUX NINLL - CTPAHA PerncTpaLmm, HAMMeHOBaHWE PErUCTPUPYIOLLETO OPraHa, PerucTPaLMOHHbIN
HOMep, KO HasloroniaTtesibliMKa B CTpaHe pernctTpauumn (MHKopnopawum) Uam ero aHanor).

(n. 4 BBeaeH deaepanbHbiM 3aKoHOM 0T 28.12.2017 N 425-03)
(4acTb 2 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ana npoBefeHWAa 3KcNepTM3bl KayecTBa YKasaHHOW B 4acth 1 HacToAwei CcTaTbk
dapmaueBTUUYEcKoi cybCcTaHUMM 3aABUTENb NpPeacTaBAseT B YNOAHOMOYEHHbIM denepanbHbIi opraH
MCNONHWUTENbHOW BNACTU:

1) 3aABAeHME O BK/IOYEHUM B TOCYAAPCTBEHHbIM pPEecTp JIeKapCTBEHHbIX CpPeacTB AaHHOW
dapmaLeBTMYECKON cybCcTaHLMuY;

2) Konua OOKyMeHTa, NOATBEPKAAMOLLIEro ynaaTy rocyAapCTBEHHOW MOLWJ/IMHbI 33 BK/OYEHME B
roCcyapCTBEHHbIM PEECTP /NIeKAPCTBEHHbIX CpeacTB ¢apmaLeBTUYECKON cybcTaHUMKM, NPou3BeaeHHOMN
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ANA  peanusaumu, AMb60 nNo COBCTBEHHOM WHWULMATMBE YKasaHHbIA AOKYMeHT. B cnydae ero
HenpeaAcTaBNeHMA 3aaBUTENEM YNOSHOMOYEHHbIN deaepanbHbli OpraH WMCMNOMHUTENbHOW BAacTu
nposepaeT GpaKT ynaaTtbl rocyAapcTBEHHON NOWANHBI 3aABUTENEM C UCMONb30BaHMEM MHPOPMaLMK 06
ynaaTte rocyfapcTBeHHOW MOW/IMHbI, coaepaleiica B FocyaapcTBeHHOM MHPOPMALMOHHOM chcTeme o
roCyAapCTBEHHbIX U MYHUUMMANbHbLIX MNiaTeKax, Ha OCHOBaHWW MPeACTaBAEHHON 3asBUTENEM KOMWUW
OOKYMEHTa, NOATBEeP}KAAI0LEro YNAaTy rocyAapcTBEHHOM NOW/IMHBI;

(n. 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-¢3)

3) AOKYMEHTbI, YKa3aHHbIe B YacTu 2 HACTOALLEN CTaTbh;
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBfeHMe O Bblgaye paspelleHns Ha BBO3 B Poccuiickyto deaepaumio KOHKPETHOM MapTum
He3aperncTpMpoBaHHOIO JIEKAPCTBEHHOTO CpPeacTBa, NpefHa3Ha4YeHHOro ANA NpoBeAeHUA YKa3aHHOM
3KCnepTm3bl.

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

3.1. B cnyyae HenpeacTaBfeHWA C 3aAB/IEHMEM O BKAOYEHMUM B TOCYAAPCTBEHHbLIA peecTp
JNIeKapCTBEHHbIX cpeacTs ¢dapmMaleBTUYEeCcKoM CcybCcTaHUMM OOKYMEHTOB, MNOATBEPKAAOWMX ynaaTy
rocyfapCcTBEHHOM NOLUJIMHBI M YKa3aHHbIX B MyHKTe 2 4acTK 3 HaCTOALLEN CTaTbM, a TaKKe BblAaBaeMblX
(npepocTaBnAembix) YNoNHOMOYEHHbIMU  degepanbHbIMU  OpraHaMyv  UCMOJIHUTENbHOM  BAACTU
OOKYMEHTOB (CBeAEHWUIM), YKa3aHHbIX B MyHKTax 1 M 2 YyacTu 2 HacTosAWen CTaTbM, YNOJHOMOYEHHbIN
desiepanbHbIit OpraH WUCMONHUTENbHOM BNACTU 3anpallMBaeT YyKasaHHble [AOKYMeHTbl (cBegeHus) B
nopsake mexxBegoMCTBEHHOIO MHPOPMALIMOHHOTO B3aMMOAEeNCTBUSA.

(yacTb 3.1 BBeaeHa PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 478-03)

4. B TeyeHMe gecATH paboumx AHEeN co AHA NPUHATUA 3a8BAEHUA O BKIOYEHMM YKA3aHHOM B YacTy
1 HacToAwen cTatbM dapMaueBTUYECKOM cybCTaHUMM B FOCYAAPCTBEHHbIM pPeecTp JIeKapCTBEHHbIX
CPeacT8 M [OKYMEHTOB, NepeyncieHHblXx B 4YacTh 1 M NyHKTe 2 4acTM 3 HacToAwen crTaTby,
YNONHOMOYEHHbIM deaepanbHblii OpraH UCNOIHUTEIbHOM BNACTU:
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) npoBOAMT NPOBEPKY MOJIHOTHI M AOCTOBEPHOCTU LAHHbIX, COAEPKALMXCA B NPenCcTaB/eHHbIX
3aaBuTENIEM AOKYMEHTAX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHMMAET peLleHWe O HaMpPaB/IeHNW B JKCMEPTHOE yuperKaeHWe 33a4aHus Ha nposegeHue
3KCMEePTM3bl KauecTBa YKa3aHHOM B 4acTM 1 HacToALLel CcTaTbk papmMaLeBTUYECKON cybcTaHumMK unm ob
OTKase B TaKOM HanpaB/eHnw;

3) yBegomMnAeT B 3/1eKTPOHHOM UAU NUCbMEHHOI Gopme 3aaBUTENA O NMPUHATOM PELIeHUU UaK B
C/lyyae 0TKasa C yKasaHMeMm NPUYMH TaKoro OTKasa.
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTU CBEAEHUN, COAEPKalMXCcA B NpeacTaB/ieHHbIX
3aABUTENIEM MaTepuanax, ynoJHOMOYEHHbI deaepanbHbli OpraH UCNOAHUTENbHOM BNACTU HanpasaseT
3aABMTENI0 3anpoc 06 YTOYHEHWM YKasaHHbIX cBedeHWM. [aHHbIM 3anpoc MoXeT ObiTb nepenaH
YNOJAHOMOYEHHOMY NpPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACNMCKy, HAaMpaB/ieH MO MOoYTe 3aKasHbIM
NMUCbMOM WU NepeaaH B 3/IEKTPOHHOM dopme No TeNeKOMMYHUKALMOHHbIM KaHaiam cBA3Ku. B ciyyae
HanpaBAeHMA AAaHHOTO 3anpoca Mo NoyTe 3aKkasHbIM MMCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUMU
LWecCTn AHel ¢ AaTbl HanpaBAEeHMA 3aKa3HOMo NUCbMa.

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

4.2. 3asButenb 06aA3aH npeactaBuTb OTBET HA 3anpoC ynoJIHOMOYEHHOro d)ep,epaanoro OopraHa
WCNOSIHUTENbHON BNacTn B CpPOK, He I'IpeBbILLlaI-OLLI,VIﬁ AeBAHOCTa p360‘~IVIX ,D,Hel7| CO OHA nony4dyeHuA
AaHHOTo 3anpoca. CpOK, YKa3aHHbIl7I B vYactn 4 HaCTOFiU.LeVI CTaTbn, NPUOCTAaHaB/IMBAETCA CO AOHA
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Hanpas/ieHMA 3a8BMTE/IO 3aMnpoca YNoJIHOMOYEHHOro dpeaepasibHOro opraHa UCNOIHUTEIbHOM BNacTu 40
OHA MOMIYYEeHUs MM OTBETa Ha AaHHbIM 3aNpoc U He YYUTbIBAETCA MPU UCYMUCIEHUM CPOKa IKCNEepTU3bI
KauyecTBa ¢apmaLeBTUYECKON CcybCTaHUMM, HEeucrnosbsyeMon Mpu MNPOU3BOACTBE JIEKAPCTBEHHbIX
npenaparos.

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

5. OcHoBaHMeMm As1a 0TKa3a B HanpaB/JeHWN B SKCMEPTHOe yypexKaeHne 334aHuA Ha npoBeaeHne
3KCnepTU3bl KAYeCcTBa YKasaHHOM B YacTM 1 HacToAWen cTaTbM papmaLeBTUYECKOM CcybCcTaHL MM SABAAETCA
HenpeaCTaBAEHNE OOKYMEHTOB, YKA3aHHbIX B 4aCTW 2 HACTOALWEN CTaTbW, OTCYTCTBME WHbOPMALUM,
noaTteepxpatoweinn GakT ynaatbl rocyfapCTBEHHOW MOLWJMHBI 3@ BKAOYEHME dapmaueBTUYECKOM
cybCcTaHUMK, NPOU3BEAEHHON ANA peannsauumu, B rocyapCTBEHHbIN PeecTp JIEKapCTBEHHbIX CPeacTs,
HenpeaCTaBAEHWE 3aABUTENIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIM B YacTu 4.1 HacToAwen
CTaTbW 3aMpOC YNOJHOMOYEHHOTO pesepasbHOr0 opraHa UCNOMHUTEIbHOM BAACTU UAM NpeacTaBieHne
OOKYMEHTOB, He COAEepKaLLMX UCHEPMbIBAOLWLENO NepeyHs HeobX0AMMbIX CBEAEHUN.

(yacTb 5 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHWe nATHaAUATWM pPaboyMx p[HEN COo AHA MOJIYyYEHUs pPeLeHMa YNOoJSIHOMOYEHHOrO
denepanbHOro opraHa UCNOIHUTEILHOM BAACTU O HaNpaBAEHUM B SKCMEPTHOE yuYperKaeHWe 3a4aHNs Ha
npoBeLeHME 3KCMEePTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwel cTatbM ¢apmaleBTUYECKON
cybCcTaHUMM 3aaBMTENb NPELACTABAET B SKCNEPTHOE yYpeKAeHMNE A1A NPOBELEHMA A4aHHOM 3KCNepTusbl
o06pa3subl papmaLeBTUYECKON CyOCTaHLMKN B KOANYECTBE, HEOHXOAMMOM A1 BOCMPOU3BEAEHNA METOA0B
KOHTPO/1A KayecTBa. IKCNEePTHOE yupexaeHne Npu noayyeHnmn obpasLLoB yKasaHHOM B YacTh 1 HacToALwel
cTaTb hapMaLeBTUYECKOM CYOCTaHUMM BblOAET 3aABUTENO AOKYMEHT, NOATBEPKAAIOWMIN NonydYeHne
3TMX 06pasLoB, U B CPOK, HE MPEBbLIWAOWMNA TPEX pabounx AHen, yBeAOMISAET B 3JIEKTPOHHOW UM
NUCbMeHHoM dopme 06 3TOM YNONHOMOYEHHbIM deaepanbHbli OpraH UCMONHUTENbHOM BAacTU. ITU
CPOKM He BK/IOYAIOTCA B CPOK NPOBeAeHMA AaHHOWN 3KCNEePTU3bI.

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

7. JOKYMEHTbI, MOCTYNMBLUME B IKCMEPTHOE yUpEKAEHME ANA NPOBEAEHUA IKCNEPTM3bl KayecTBa
yKasaHHOW B 4acTu 1 HacToswel cTaTbM dapmaleBTUMYECKOM cybcTaHuuKM, nogsekaT Bo3BpaTy B
YNONHOMOYEHHbIW desepanbHblit opraH UCNONIHUTENbHOW BAACTU OAHOBPEMEHHO C 3aK/OYEHUAMMU MO
pesy/nbTaTam NPoBEAEHHOW 3KCNepTUsbI.

8. B cpoK, He npeBblWwaowWmn AT pabouynx AHEn co AHA MONYYEHUA 3aKAHYEHUS KOMUCCUM
3KCMepTOB MO pe3ynbTaTaM 3KCMepTU3bl KayecTBa YKasaHHOM B 4yacTu 1 HacToAlleld cTaTbu
dapmaueBTMHECKOM cybCcTaHLMKM, YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOAHUTENIbHOW BNACTU:

1) OCyLLEeCTBNIAET OUEHKY TaKOro 3akK/4eHunA anAa onpegeneHna ero CoOoTBeTtCctenA 3a4aHUIO Ha
nposeaeHue AaHHOVI IKCNepTn3bl;

2) NPUHMMAET peLleHNe O BKIOYEHUM YKa3aHHOM B YacTM 1 HAcTosALLEN CTaTbk hapMaLLeBTUYECKON
cybCTaHUMM B rOCYAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB MAWM pelleHMe 06 OTKase B TaKom
BK/IHOYEHWMY;

3) BHOCWUT MpW NPUHATUW PELEHMA O BK/OYEHMM YKa3aHHOM B 4YacTM 1 HacTosAwen craTbu
dbapmaLLeBTMUECKOM CYyOCTAHLMM B TOCYAapCTBEHHDIV PEECTP NEKAPCTBEHHbIX CPEACTB NPEAYCMOTPEHHYIO
yactbto 2 ctatbu 33 HacTosAwero PepepanbHOro 3akoHa MHbOpMaUUIO M yBeaomaseT o6 3Tom B
3/IEKTPOHHOM AN NNCbMEHHOM dopme 3aaBuUTen .

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, 01 27.12.2019 N 462-D3)

9. OcHoBaHMEeM pns OTKasa BO BK/KYEHMM YKasaHHOM B 4acT 1 HacTodAweil cTaTbu
dapmaLeBTMUYECKON CcybCTaHUMM B TOCYAAPCTBEHHbIM pPEecTp /IeKapCTBEHHbIX CPeacTB fABAsSETcs
3aK/0YEHME COOTBETCTBYIOLWLEro YyNoaHOMOYeHHoro deaepasbHOro opraHa UCMOIHATENbHOM BAacTn o
TOM, YTO KayecTBO dpapmMaLeBTUYECKOM CyOCTaHL MM He NOATBEPKAEHO MNOYYEHHbIMM AaHHbIMU.

(4actb 9 BBEAEHaA PepepanbHbIM 3aKoHOM OT 22.10.2014 N 313-93; B pes. PegepanbHOro 3akoHa ot
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04.06.2018 N 140-93)

10. He ponyckaeTtca BK/IOYEHWE B rOCYAapPCTBEHHbIA PEecTp NeKapCTBEHHbIX CPeacTB OAHOM
dapmaLLeBTMUYECKON CYOCTAHLUMU, NPOU3BEAEHHOM ONA peanv3aumm U BbiMyCKAaeMOM OOHUM U Tem XKe
npoussoguTenem, B BUAe AByx U 6osee peecTpoBbIX 3aNUCEN.

(yacTb 10 BBEeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHMe U3MEHEHWNI B JOKYMEHTbI Ha GapMaLLeBTUYECKYIO CyOCTaHLMIO, MPOU3BEAEHHYIO ANA
peanu3aunm 1 BKAKOYEHHYHO B FOCYAapPCTBEHHbLIA PEECTP JIEKAPCTBEHHbIX CPeACTB, OCYLLECTBAAETCA B
nopsaake, yctaHosneHHom cTaTbamm 30 u 31 HacToAwero PepepanbHOro 3akoHa, C yNAaToM
rocyfapcTBeEHHOW NOLW/MHbBI, NPEeAYCMOTPEHHOM 3aKOHO4aTeNbCTBOM Poccuiickon Peaepaunm o Hanorax
n cbopax.

(yacTb 11 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. flonyckaeTca obpaleHne bapmaueBTUYECKMX cybCcTaHUMM, NPOoM3BEAEHHbIX 418 peanm3aumnu,
B TeYEHWe CTa BOCbMWAECATU AHElM A0 W nocie NPUHATUA YNONHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCNOJIHUTENIbHON BIAaCTU PELUEHUS O BHECEHUM WM3MEHEHMN B LOKYMEHTbl Ha ¢apmaLeBTUYECKYHO
cybCcTaHUMIO, NpPOM3BEAEHHYIO A/ peanusaumMm U BK/OYEHHYIO B TOCYAAPCTBEHHbIN peecTp
JNIeKAPCTBEHHbIX CPEACTB.
(4acTb 12 BBeAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 WCKAOYEHUU U3 rocyaapCTtBeHHOro peectpa J/IEKAPCTBEHHbIX CpeacTs
d)apMaU,EBTMLIECKOﬁ CY6CTaHLl,VIVI, npomsse,quHoﬁ ana peannsauunun, npnHMmMmaeTca ynoJIHOMOYEHHbIM
¢ep,epaanb|M opraHom WCNOJIHUTENIbHOM BNACTU B Cniyyae:

1) npeactaBneHWA  COOTBETCTBYIOWMM  YMOJAHOMOYEHHbIM  defepanbHbiM  OpraHom
MCMNONHUTENBHOW BNACTU 3aK/IOYEHUA O PUCKE MAM 06 Yrpose KU3HWU WAM 340POBbLI0 YenoBeka Anbo
¥MBOTHOTO NP UCNOb30BAHUMN IEKAPCTBEHHOIO CPeaCcTBa;

2) nogaun pa3paboTYMKOM J/IEKAPCTBEHHOro CpeacTsa WAM MPOU3BOAMUTENEM JfIEKAapPCTBEHHOIO
cpeactsa GO YNOSIHOMOYEHHBIM UMW APYTUM IOPUANYECKMM JIULLOM 33ABJEHUA 06 UCKIIOHYEHUN U3
rocyAapCTBEHHOro peecTpa /JIeKapCTBEHHbIX CPeAcTB ¢papMaLLeBTUYECKON CybCTaHUMN, NPoM3BeaAeHHOM
ANA peanvsauuu;

3) oTcyTcTBUA dapmaLeBTUYECKOM cybCTaHL MM, NPOM3BEAEHHON ANA peanunsalmm, B obpalleHnmn B
Poccuitckolt Pepepaumm B Te4eHUe Tpex 1 bonee nert.
(4acTtb 13 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny c 1 uiona 2015 roaa. - dPeaepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. OG6)anoBaHue pelweHUMsa 06 OTKase B Bblgaye paspelleHUAs Ha npoBejeHue
KMHUYECKOro UCC/Ief0BaHUA NeKapCTBEHHOro npenaparta, peweHua 06 oTKase B rocyAapcTBeHHOM
perucTpauuMm NeKapCTBEHHOro npenaparta, 3aK/JAlYeHUA KOMMUCCUU IKCNEPTOB IKCNEepPTHOro
yupexaeHua uam 3ak1oueHna coBeTa Nno aTuke

(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

PeweHne COOTBETCTBYIOWErO YNOJAHOMOYEHHOrO dpeaepasibHOro opraHa UCNoOIHUTEIbHOM BAacTU
06 OTKase B Bblgaye paspelleHnAa Ha NpoBeAeHME KAMHUYECKOro WUCCAeAOBaHWA IeKapCTBEHHOro
npenaparta, pelleHMe YyKasaHHOro d¢eaepanbHOro OpraHa WCNOMHMTENbHOW BnacTM 06 OTKase B
rocyAapCTBEHHOW perncTpaumMmM NeKapcTBEHHOTo Mpenaparta, 3aKAl4YeHMe KOMMCCUM  3KCNepToB
3KCMEPTHOrO yYperKAeHUAa WAM 3aK/JloUYeHMe COBeTa MO 3TUKE MOKeT 6biTb 06)KanoBaHO B MOPAAKeE,
YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickoit dPepepaumu. 3akal0ueHME KOMMCCUMM 3IKCMepToB
3KCMEPTHOIO YYPEKAEHUS O B3aMMO33aMEHAEMOCTU JIEKAPCTBEHHbIX MpenapatosB AN MeAMLMHCKOro
NPUMeHeHUA IMB0 O TOM, YTO JIEKAPCTBEHHbIV NpenapaT 418 MeAUUMHCKOTO NPUMEHEHUs He ABAAeTCA
B3aMMO3aMeHAeMbIM, MOXKeT ObiTb 06)Ka/f0BaHO AepikaTeseM WAM BAALENbLEeM PEerncTpaumoHHOro
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YAOCTOBEPEHUSA IeKapCTBEHHOTO NpenapaTa B yNo/JIHOMOYEHHbIN deaepanbHblii OpraH UCNONHUTEIbHOM
B/1aCTW, KOTOPbIM NPUBIEKAET K PACCMOTPEHUIO YKA3aHHOM Kanobbl NoABEAOMCTBEHHbIE €My Hay4Hble
opraHusaumm u obpasoBaTeNbHble OpraHM3auMu  Bbiclero 06pa3oBaHMA, OCYLLECTBAAKOLMNE
AesTenbHOCTb B chepe 0b6palleHWa IeKAPCTBEHHbIX CPeacTB. 3aK/loyeHMe KOMMUCCUMM 3KCNepToB
3KCMEPTHOTO yuypexkaeHus, odopmaeHHOoe NOo WToram rnepecMoTpa 063KasoBaHHOMO 3aK/loYeHUs
3KCMepTa, MOXKET ObITb OCMOPEHO AeprKaTeseM UAW BNALE/bLEM PErMcTPauyoHHOro yAO0CTOBEPEeHUA
JIeKapCTBEHHOrO npenapaTta Anb0 YNoJIHOMOYEHHbIM WMMMU  JIMLOM B MOPSZAKE, YCTAaHOBNEHHOM
3aKoHogaTenbcTBOM Poccuiickot ®epepaumn. Mpu  06KanoBaHUKM  pelleHns YNnoJIHOMOYEHHOro
dbesepanbHOro opraHa WMCMNOSHWUTE/IbHOW B/IACTW, 3aK/OYEHUS SKCMEepTa WM KOMMUCCUMU 3SKCMEepTOB
3KCMEPTHOTO YUPEKAEHUSA, 3aKNI0YEHUA COBETA MO ITUKE AeprKaTenb UV BAagenel, permMcTpauMoHHOro
YAOCTOBEPEHUA NIeKAaPCTBEHHOro npenapaTta Mbo yNnoAHOMOYEHHOE MMM UL BNpaBe NPeacTaBUTb
pe3ynbTaTbl 3KCNEpPTU3bl IEKAPCTBEHHOTO Mpenaparta, NPOTOKOAbl MNOMYYEHHbIX aKKPeaAUTOBAaHHbLIMM
ncnbiTaTeNibHbiMK NabopaTopuamm (LLeHTpPaMK) pesyabTaToB UCCNEA0BaAHWNM, UCTIbITAHUIA.

(B pea. PepgepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHPopmauma, cBA3aHHAA C OCYLLECTBIEHWEM [OCYAAPCTBEHHON perucrpauun
JIeKapCTBEHHbIX NpenapaToB, UHGOPMALUA O 3apPerMcTPUPOBAHHbIX NIEKAPCTBEHHbIX MpenapaTtax U
JIeKapCTBEHHbIX NPenapartax, UCK/IIOYEHHbIX U3 rOCYAapCTBEHHOIO PeecTpa JIeKapCTBEHHbIX CPeACTB

1. CoOTBETCTBYIOLLMI YIONHOMOYEHHbIN deaepasibHbli OpraH UCMOTHUTE/IbHOM BNacTK pa3mellaeT
Ha cBoem oduumanbHoOM cante B ceTn "UHTepHeT" uHpopmaumio, CBA3AHHYID C OCYLLECTB/IEHUEM
rocy4apCTBEHHOM perncTpaumm fIeKapcTBEHHbIX NPenapaToB, B TOM YMC/ie NpoBeseHUEM SKCNepTussbl
JIeKapCTBEHHbIX CPeACcTB (BKAOYAn pesysibTaTbl ee NpoBeAeHUA), MHGOPMaLUIO O 3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX NpenapaTax U 1IeKapCTBEHHbIX NpenapaTax, MCKAOUYEHHbIX U3 rocyAapCcTBEHHOMO peecTpa
NIeKapCTBEHHbIX CPeACTB, He no3aHee 4YemM yepe3 nATb paboumx AHei co AHA noayyeHus
YNOAHOMOYEHHbIM deaepanbHbIM OPraHoOM UCNONHUTENBLHOW BAACTU COOTBETCTBYOLWEN MHPOPMALIUN.
(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 02.08.2019 N 297-3)

2. CpoKM UM MNopAaoK pasmMelleHuAa YKasaHHOW B 4yactu 1 HacToAuweir craTbl WMHPopmaumnm
YCTaHaBAMBAOTCA YNONHOMOYEHHbIM dpesepanbHbiM OPraHOM UCNONAHUTENbHOW BnacTu. MHbopmauus,
yKasaHHaa B 4YacTu 1 HacToslWel CTaTbW, ABAAETCA OTKPbLITOW M 06LLeA0CTYNHOM U NpeaocTaBaseTca
3aMHTepecoBaHHbIM NLAM B COOTBETCTBMM C 3aKoHOAaTeNbcTBOM Poccuninickont Pegepaumu.

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

Fnasa 7. KMTUHNYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A1 MEAULUUHCKOIO NPUMEHEHNA, AOrOBOP
OB UX NPOBEAEHWUMW, MPABA NALMEHTOB, YYACTBYIOLLUX
B 3TUX UCCNTIEAOBAHUAX

Cratba 38. KnuHuueckue uccnepoBaHusa JIEKapPCTBEHHbIX Mnpenapartos AnAAa MeaAUULUHCKOro
npumeHeHuna

1. KnMHnueckne nccnenoBaHnA IEKapcTBEHHbIX NPenapaTos ANA MeAULMHCKOro NpUMeHeHus, B
TOM YMC/IE MEXAYHAPOAHbIE MHOMOLEHTPOBbIE, MHOrOLEHTPOBbIE, MOCTPErncTPaLMOHHbIe, MPOBOAATCA
B OAHOWN WM/IM HECKONbKUX MEAMLMHCKMX OpraHvM3auuax B COOTBETCTBUM C MpaBuMAaMm Hagjexallein
KJVHUYECKOW NPaKTUKK, YTBEPKAEHHbBIMU YIONHOMOYEHHBIM defepanbHbiM OPraHOM UCMONHUTENbHOWM
B/J1aCTW, COOTBETCTBEHHO B C/IEAYHOLLMX LLeNAX:
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHOB/IeHUE 6e30NacHOCTU IeKapCTBEHHbIX NPenapaToB 410 340P0BbIX 406P0BO/IbLEB U (MAK)
NepeHoCMMOCTM WX 340POBbIMM  A0OPOBOMBLAMM, 33 WCKAOYEHMEM TaKUX  UCCeA0BaHUM
NleKapCcTBEHHbIX MPenapaTos, NpounsseaeHHbIX 3a npeaenamm Poccuiickon deaepauuu;

2) nop,60p ONTUMA/IbHbIX AO3UPOBOK NNIEKAPCTBEHHOTIO Npenaparta 1 Kypca ne4yeHnAa anAa nauymneHTos
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C onpegeneHHbIm 33601'IeBaHM€M, ONTUMaJZibHbIX 403 U CXemMm BakKuuHauunum MMMyHO6MOﬂOFM‘-IECKMMM
NEKAPCTBEHHbIMUM NpenapaTamum 340P0BbIX ,D,OﬁpOBOJ'IbLI,EB,'

3) ycTaHoB/IeHWe 6e30MacHOCTM IEKAPCTBEHHOIO NpenapaTa U ero aGp$peKTUBHOCTU 411 NALMEHTOB
C onpegeneHHbiM 3aboneBaHnem, npoduaakTUYeckon 3SPPeKTUBHOCTU UMMYHOBMONOTMYECKUX
NleKapCTBEHHbIX NPenapaToB 4/1A 340POBbIX L06POBO/IbLEB;

4) n3yyeHme BO3MOXXHOCTU pacllnpeHna NoKasaHui ana mMeanunHCKoro npumeHeHumA N BbiIABNEHUA
paHee HeENU3BECTHbIX No60oYHbIX AEﬁCTBMVI 3apPerncTpnpoBaHHbIX 1IEKAPCTBEHHbIX MPENApPaTOB.

2. B oTHOweHun BoCnpomnsBedeHHbIX NEKAPCTBEHHbLIX MNpenapatoB A4 MegununHCKOro
npumeHeHuA nposoagATCcA ncecnegosaHuAa 6MO3KBMBAIEHTHOCTU n (MI'IM) TepaHeBTMHeCKOVI
9KBUBANIEHTHOCTU B nopAagke, YCTaHOBJEHHOM  YNOJIHOMOYEHHbIM cbe,a,epaanblM opraHom
NCNOJIHUTENIbHOWN BNaCTW.

3. OpraHM3au,mo nposeaeHnA KANHUYECKUX I/ICCJ'Ie,EI,OBaHI/Il‘/JI NEKapPCTBEHHOrNo npenapata 4naAa
MegNUMHCKOTIo NnpumeHeHNA BnpaBe OCyLWeCTBNATb:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa Uan YNoJHOMOYEHHOE UM INLLO;

2) obpasoBaTenbHble OpraHM3auuu Bbiclwero 06pa3oBaHUA, OpraHM3auMM AOMNOJHUTENbHOrO
npodeccroHanbHoro o6pasoBaHus;
(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccnegoBate/sibCknMe opraHn3auun.

4. KnuHmnyeckne wmccnefoBaHMA JIeKapCTBEHHOro npenapata Aaa MeAMUMHCKOTO MpUMEHEeHUs
NPOBOAATCA Ha OCHOBaHMM pa3peLleHnn Ha NPoBeaeHNE KAMHUYECKOTO UCCAeA0BaHMA IeKapCTBEHHOIO
npenaparta, BbIAAHHOTO YMNO/JHOMOYEHHbIM deaepanbHbIM  OPraHOM WCMOJHUTENIbHON  BAaCTy.
YnosHOMOYeHHbIV desepanbHbll OpraH UCNOJHUTENbHOW BAACTU BEAET PEECTpP BblAAHHbIX pPaspeLleHnin
Ha NPOBeAEHMNE KNMHUYECKUX UCCIel0BaHNI NEKAapCTBEHHOTO NpenapaTa, CoAeprKallinii yKasaHMe Ha UX
Luenb NN LLeNU, B YyCTaHOB/IEHHOM 3TMM OPraHOM Nopsake.

(B pen. PepepanbHbiXx 3aKoHOB OT 22.12.2014 N 429-93, o1 13.07.2015 N 241-93)

5. YTpatun cuny c 1 nons 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumm nposeaeHus KAMHUYECKUX WCCNEeAO0BaHWA NeKapCTBEHHOro npenapaTta Aans
MEeAMLMHCKOrO NPUMEHEHMA pPa3paboTUMKOM /IeKapCTBEHHOro npenapata  MOryT MpPUBAEKaTbCA
lopugmMyeckme auua  obol  opraHM3aUMOHHO-NPaBoBoM GoOpMbl  MpU  yCnoBuM obecnevyeHus
COOTBETCTBMSA 3TUX UCCNeA0BaHNN TpeboBaHUAM HacToAwwero PegepanbHOro 3akoHa.

7. KnavHunuyeckne umccnenoBaHUsA NEeKApCTBEHHbIX NMPenapatoB AN MeAUMUMHCKOro NpUMeEHEHUs
NpoBOAATCA B MEAULMHCKUX OPraHu3aumax, akKpeAUTOBAHHbLIX YMNOJHOMOYEHHbIM deaepasibHbIM
OpraHOM UCMNONHUTENIbHOW B/laCTM B MOPAAKe, YycTaHOBAeHHOM [lpaBuTenbctBom Poccuiickomn
depepaunn.

8. TllepeyeHb MEOMUMHCKUX OPraHuM3auuii, MMEKLWMX NpPaBo NPOBOAMTb K/AMHMYECKMe
nccNefoBaHMUA NEKAPCTBEHHbIX MPEenapaToB AAA MeAMLUMHCKOTO MPUMEHEHWA, U PEecTp BblAAHHbIX
paspelweHnit Ha NPOBEAEHWE  KAMHWYECKMX  WMCCNeAO0BaHWMA  NEKApCTBEHHbIX  NpenapaTos
ony6/IMKOBbIBAIOTCA W PasMeLLaloTca YNoJIHOMOYEHHbIM desepasbHbiM OpraHOM UCMOHUTEIbHOM
BN1ACTU B YCTAHOB/IEHHOM MM NopsaKe Ha cBoeM oduumManbHOM canTe B ceTn "UHTepHeT".

Cratba 39. PewleHne o NnpoBeAeHUU KAUHUYECKOrO UCC/IeA0BaHUA N1eKapCTBEHHOro npenapara
ANA MeAULMHCKOrO NPUMeHeHUsA
(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOrNo npenapara Ana mMeaununHCKoro npumeHeHuA
nposoanTCA Ha OCHOBaHWUK pa3pelweHnAa Ha nposeaeHne KIMHN4YeCKoro nccnegoBaHMAa NeKapCTtBeEHHOIo
npenaparta, BblAAaHHOINO YNO/IHOMOYEHHbIM d)ep,epaanblM opraHom WUCNONHUTENIbHON BAIAacTU Mo
pe3ysibTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEOGXO,CI,I/IMbIX AnAa nonyyvyeHunAa paspeweHunAa Ha nposeaeHue
KTMHNYECKOro nccnenoBaHnAa NeKapCTBEHHOIO npenaparta U 3TUYECKOoM 9KCNEepPTU3bl.

2. Qnsa nonyyeHuA paspelleHuA Ha NpoBeAeHME KAMHUYECKOro UCCNefoBaHUA NEKAapPCTBEHHOTO
npenapata gaa MeAMUMHCKOTO TMNPUMEHEHUA 3aABUTE/lb NpeacTaBAsdeT B YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCMONIHUTEIbHOM BNACTU:

1) 3aAB/slIeHne O Bblga4ye pa3peweHna Ha nposegeHne KAMHUYECKOro wuccnegoBaHuA
NNeKapCTBEHHOTIO nNpenaparta Ana MegnumnHCKOro npunmeHeHua,

2) KONUKM AOKYMEHTOB, NOATBEPXAAIOWMX YyNaaTy rocyAapCTBEHHOW MOLW/MHbLI 33 NpoBeAeHue
3TUYECKOW 3SKCMepTu3bl, 3KCNEPTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapat Aas noJsyyeHus
paspeleHrsa Ha npoBeAeHWE KAMHUYECKOro UCCNefoBaHUA JIeKapCTBEHHOro npenapata  Ans
MeNUMHCKOTO NMPUMEHEHUS, 3a Bblgayy paspelleHus Ha NpoBefeHUe KAMHWYECKOro UCC/efoBaHus
JIeKapCTBEHHOro Npenaparta Ana MeguuMHCKOro NpMMeEHEHUs, 3a NpoBeaeHe SKCNePTU3bl AOKYMEHTOB
Ha JIeKapCTBEHHbI npenapat A1a MOAyYeHUs paspelleHUs Ha MNpoBeAeHUWE MeXAyHapoAHOro
MHOTOLLEHTPOBOrO K/IMHWYECKOTO UCC/eA0BaHUS NEeKapCTBEHHOrO npenapata A48 MeAUMUMHCKOro
NPUMEHeHWsa, 3a Bblgadyy paspeweHus Ha NpoBedeHUe MeXAYHapoAHOro MHOrOLEeHTPOBOro
KAMHUYECKOTO WCCNeA0BaHMA /IeKapCTBEHHOro npenapaTta And MeAMUMHCKOro npumMeHeHusa, 3a
nposeAeHMe 3TMYECKOM 3KCMEepPTU3bl, 3KCMepTM3bl [AOKYMEHTOB Ha /IeKapCTBEHHbIM npenapat Ans
nofydeHMA paspelleHua Ha npoBedeHUe MNOCTPErucTPaLmMoHHOrO  KAMHUYECKOro  UccieoBaHus
NleKapCcTBEHHOro npenapaTa AnA MeAULUMHCKOro NpMMeEHeHMs, 3a Bblgady paspelleHna Ha nposeaeHume
NOCTPEruCTPaLMOHHOrO KAMHUYECKOro UCCNeN0BaHUA NeKapCcTBEeHHOro npenaparta A1a mMeauuMHCKOro
NpUMeHeHus;

(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

3) NMPOTOKO/NT K/IMNMHUYECKOTo UCCNengoBaHUMA NEKAPCTBEHHOIO npenapata 4naa MeauumnHCKOro
npumeHeHusaA;

4) 6polutopy Uccnenosartens;
5) MHGOPMALMOHHBIV INCTOK NaLMEHT];

6) cBeaeHunA 06 onbiTe pa6OTbI VICCI'Ie,D,OBaTEJ'IEﬁ no COOTBETCTBYHOWMM CneunanbHOCTAM U UX
onbiTe pa6OTbI no nposeaeHU0 KIMHN4YeCKnX MCC!'IE,CI,OBaHMf;I;

7) cBeaeHWs O MEeOMUMHCKMX OpraHusaumsx, B KOTOpPbIX npeanosaraetcs nposeaeHue
KNMHUYECKOro UCCNe]0BaHMUA IeKapCTBEHHOMO npenaparta A8 MeAULMHCKOro NpumeHeHusa (noaHoe u
COKpalleHHOoe HaMMEHOBaHWA, OpraHM3aUMOHHO-NpaBoBas GOpmMa, MECTO HaXOXMAEHUA U MecTo
OCYLLECTB/IEHUNS AeATEeNbHOCTU, TenedoH, Tenedakc, aapec 3N1eKTPOHHON MOYTbI KaXKaol MeaULMHCKOM
opraHusauuu);

8) cBeseHMAa O npeanonaraembiX CPOKax MPOBEAEHMA  KJAMHUYECKOro  uccneaosaHuA
JIeKapCTBEHHOrO npenapara A8 MeAuLUMHCKOro NPUMEHEHUS;

9) KON O0oroesopa 06Aa3aTeNbHOro CTpaxXoBaHWA, 3aK/IHOYEHHOIo B COOTBETCTBMMN C TUNOBbLIMU
npasuniamm obAsaTenbHoOro CTpaxoBaHMA, C YKa3aHuUem npe,u,eanoﬁ YNCNEHHOCTN MNAUMNEHTOB,
ydacTBylOWMNX B KJAUHUYECKOM UCCNeaoBaHUM NE€KapPCTBEHHOrNo npenapata 4Oaa MeauunHCKoro
NPUMEHEHUNA;

10) nHbopmaumio 0 cocTaBe IeKapCcTBEHHOro npenapara Ans MeauLMHCKOro NpUMeHeHUs;

11) AOKYMEHT, cOCTaBNAEHHbI NPOU3BOAUTENIEM JIEKAPCTBEHHOIO MNpenapaTta AN8 MeaUUMHCKOro
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NPUMEHEHUA U COoAepXKallMii MoKasaTenn (XapakTepUCTUKKM), a TaK¥Ke CBedeHWs O NleKapCTBEHHOM
npenapate AnNs MeAMLMHCKOrO MNPUMEHEHUA, MPOM3BEeAeHHOM ANA NpPoBeAeHUA  KAUHUYECKUX
nccneaoBaHum;

12) ceBepeHuA 0 gate NpefoCTaBAEHNA U PErMCTPALMOHHOM HOMepe JINLEH3MU Ha NPOU3BOACTBO
JIeKapCTBEHHbIX CPeacTB B C/lyvyae, ecn NPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara OCyLecTBaAseTca B
Poccuiickolt ®depepaumu, UM cBeAeHUs O JaTe NpefoCcTaBAeHUA U PerucTpauMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBMM MNPOU3BOAMTENS JIEKAPCTBEHHOrO Mpenaparta TpeboBaHWAM MpaBun
Hag/eXkalleir NpoM3BOACTBEHHOM MPAKTUKMK, NPefoCTaBNEHHOrO YNOJHOMOYEHHbIM OPraHOM CTPaHbI
npou3BoaUTEeNA NEKAPCTBEHHOIO NpenapaTa.

(B pen. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

2.1. B cnyyae HenpeAacTaBseHWA C 3anABAEHWEM O Bblgaye paspeweHua Ha nposepeHue
KJIMHUYECKOTO NCCNea0BaHMA NEKAPCTBEHHOMO NPenapaTta 418 MeaANUNHCKOTO NPUMEHEHMA OKYMEHTOB
(cBepeHMIM), NoATBEPKAAOWMNX YNAATY FOCYAAPCTBEHHON MOLWIMHLI M YKa3aHHbIX B NMyHKTe 2 4acTu 2
HacToAWEeN CTaTbW, a TaKKe BblAaBaeMbIX (MPesoCcTaBAsAeMbIX) YNOJHOMOYEHHbIMU deaepanbHbIMm
opraHaMu UCMOJTHUTE/IbHOW BJ1aCTU LLOKYMEHTOB (CBeAEHMI), yKa3aHHbIX B MyHKTe 12 4acTu 2 HacTosALeN
CTaTbW, YNOJIHOMOYEHHbIA deaepanbHblii OpraH WMCMOJHUTENbHOM BNACTU 3aMpallMBAET yKasaHHble
OOKYMEHTbI (cBeAeHMA) B NopALKe MEKBEAOMCTBEHHOIO MHPOPMALIMOHHOTO B3aMMOLENCTBUSA.

(4acTb 2.1 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 27.12.2019 N 478-d3)

3. B cpoK, He npeBbiWwatowmii NATK paboumx AHel Co AHA NPUHATUA YKAa3aHHOIO B NyHKTe 1 4actun 2
HacCTOALWEN CTATbM 3aABNEHUA U HEOOXOAMMbBIX AOKYMEHTOB, YNONHOMOYEHHbIN denepasnbHbii opraH
NCNOSIHUTENbHOW BNacTu:

1) npoBOoAUNT NPOBEPKY NOJIHOTbI U AOCTOBEPHOCTU CBEAGHMVI, coaepralWwunxca B npeacraBe€HHbIX
3aABuTenem AOKYMEHTAX;

2) NpUHUMaET pelleHMe O NPOoBeAEHNN SKCNEePTU3bl AOKYMEHTOB ANA NOJyYeHUs pa3pelleHus Ha
nposefieHne KNINHNUYECKOro NCCNeJ0BaHNA NeKapCcTBEHHOro npenapaTa A1a MeAULMHCKOro NpUMeHeHNs
M 3TUYECKOW 3KCNepTU3bl MM 06 0TKase B NPOBEAEHUM YKa3aHHbIX 3KCNEePTHU3;

3) yBeAOMAAET B 3/IEKTPOHHOW dopme MAM Ha BYMarKHOM HocuTesne 3asBUTEeNs O MPUHATOM
peLlleHnn Nnbo B c/iyYae NPUHATUA pelleHma 06 OTKa3e TaKKe C YKa3aHneM NPUYMH TaKoro OTKasa;

4) noAaroTaBInNBaeT M HaNpPaB/IAET B 3KCNEPTHOE y4ypexaeHme n CoBeT NOo 3TUKe 3adaHue Ha
nposeaeHMe COOTBETCTBYHOLWMNX IKCNEPTUS.

4. B cnyyae BbISSBNEHWUSA HEMOJIHOTbI U (MIM) HEAOCTOBEPHOCTU MHPOPMaLMK, coaeprKalluenca B
npeacTaBAeHHbIX 3aABUTEIEM OOKYMEHTaX, YNOJIHOMOYEHHbIN denepasnbHbii OpraH UCMONHUTENIbHOM
B/1AaCTW HaNpaBAAeT 3aaBUTE/IIO0 3aNPoC 06 YTOYHEHMN YKa3aHHOW nHGopmauumn. [JaHHbIN 3anpoc MOXKeT
ObITb NepeaaH ynosHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA IMYHO NOA PACTNCKY, HanpPaBaEH Mo noyTe
3aKa3HbIM NMUCbMOM WM NEepeaaH B 3/IEKTPOHHOM GpopmMe Mo TEIEKOMMYHMKALNOHHbIM KaHa/iam CBA3M.
B cnyyae HanpaB/ieHUA AaHHOro 3anpoca Mo noyte 3akasHbiM MUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO
NUCTEYEHUM LLIEeCTN AHEN C AaTbl HaMpPaBAEHUA 3aKa3HOro NMcbMa. 3asBuTeNb 0643aH NpeacTaBUTb OTBET
Ha 3anpoc YNoJIHOMOYEHHOro peaepasibHOro opraHa UCMOAHUTEIbHOM BAACTU B CPOK, HE NPEBbILIAOLW M
AeBaHocTa paboumx aHel co AHsa ero nosaydvyeHus. CpoK, YKasaHHbIM B 4YacTM 3 HacTosiel craTbM,
NPUOCTAHAB/IMBAETCA CO AHS Hanpas/ieHWs 3asBUTEI0 3anpoca YMNoJIHOMO4YeHHoro deaepanbHOro
opraHa UCNONHUTENbHOW BACTM A0 AHSA NOJIYyYEHU UM COOTBETCTBYIOLLLErO OTBETA U HE YUUTbIBAETCA NP
WUCYUCNEHUM CPOKA MNPUHATMA YMNONHOMOYEHHbIM deaepasnibHbIM OpPraHoOM WCMOJIHUTENIbHOW BNACTU
peweHnss O MNPOBEAEHUM 3SKCMepTU3bl AOKYMEHTOB A5 MOJIYYEHWUs pPaspeLleHUa Ha npoBeaeHue
KAMHMYECKOTO MCCnea0BaHMA IEKapCTBEHHOTO npenaparta 418 MeAnUUHCKOro NPUMeHeHus.

5. OcHoBaHMem ana OTKasa B nposeaeHn aKCNepPTU3bl AOKYMEHTOB AN1A NONYyYEHUA pa3peLlleHnA
Ha npoBeaeHne KAMHUYECKOTo wuccneaoBaHMA J1IEKAapPCTBEHHOINO npenaparta Ana MeguumnHCKOro
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NPUMEHEHMA M 3TUYECKON 3KCNepTM3bl ABASETCA NpPeACTaBleHUEe LOKYMEHTOB, NpesyCMOTPeHHbIX
YacTblo 2 HacToALWEN CTaTbk, B HEMOJHOM Obbeme, HenpeacTaBAeHMEe 3aABUTENIEM B YCTAHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4acTu 4 HacToALLEeN CTaTbM 3aMNpocC YyNOJHOMOYEHHOTO deaepabHOro opraHa
UCMONHUTENLHOW BNACTU MO OTCYTCTBME B NPEACTABNEHHbIX AOKYMEHTAX MCYEpPbIBatOLLErO NepeyHs
HeobxoaAnMoWn MHbOPMALMM UM MHPOPMALUK, KOTOPas AO/KHA ObiTb OTpaXKeHa B HUX, a TaKkKe
oTCyTCTBME MHPOPMaLMK, NOATBEPKAAOWEN GaKT ynaaTbl rOCyAapCTBEHHON MOLW/UHLI 33 NPOBeAeHUe
3TUYECKOW 3KCMEepPTU3bl, 3IKCMEePTM3bl LOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat A/a MojyyYeHus
paspeweHVss Ha NpPOBeAEHWEe KJAMHUYECKOTO UCC/NeA0BaHUA JIEKAapPCTBEHHOIO npenapata gas
MeAMLMHCKOrO NMPUMEHEHWA, 3@ BblAayy paspelleHus Ha NPoBeAeHWEe KAMHWYECKOTO UCCAefoBaHuA
NleKapcTBEHHOTO npenapara 414 MeAULMHCKOro NPUMeHeHNn, 3a NpoBeaeHne 3KCNepTU3bl AOKYMEHTOB
Ha NeKapCTBEHHbIM MpenapaT AAA NOAyYeHUA paspelleHMs Ha MpoBedeHMEe MeKAYyHapoAHOro
MHOTOLEHTPOBOIO K/AIMHUYECKOrO WCCAeA0BaHWMA NeKapCTBEHHOrO npenapaTta 448 MeaMUMHCKOro
NPMMEHEHMA, 33 BblAayy pPaspeLleHna Ha MpPoBeAEHME MeXAYHapo4HOr0 MHOTOLEHTPOBOrO
KAMHMYECKOrO WCCef0BaHMA J/IeKApCTBEHHOro npenapaTta Ana MeAWMUMHCKOTO NPUMEHEHMA, 3a
npoBeAeHNe 3TUYECKON 3KCNepTM3bl, 3KCMepTU3bl AOKYMEHTOB Ha JIEKApPCTBEHHbIM npenapaTt Aaad
NoNyYyeHUa paspelleHMs Ha nNpoBeAeHWe MOCTPErMCTPALUMOHHOIO KAMHWYECKOTO UcCeaoBaHMA
NleKapcTBEHHOrO Npenaparta 414 MegUUMHCKOro NPUMEHEHUA, 3a Bblaauy paspeLleHnn Ha nNpoBeaeHue
NOCTPErUCTPALMOHHOMO KAMHUYECKOTO MCCNeA0BaHUA IEKAapCTBEHHOro nNpenapaTa 414 MeavuMHCKOro
NPUMEHEHNA.

6. [llpoBedeHMe 3KCNEPTM3bl AOKYMEHTOB ANA MNOJNYYEHUA paspelleHuAa Ha npoBeaeHue
K/IMHWUYECKOro UCCNe0BaHNA 1IeKapCTBEHHOMo Npenaparta A8 MeauuUuHCKOro NPUMEHEHUA U 3TUYECKOM
3KCNEepTU3bl, COCTAB/IEHME KOMUCCUEN SKCMEPTOB M COBETOM MO 3TUKE 3aK/H0UYEHUIA O BO3MOXKHOCTU NN
HEBO3MOXHOCTU MPOBEAEHNA TAKOTO K/IMHNUYECKOrO UCCeA0BaHNA U HanpaB/ieHNEe 3TUX 3aK/H0YEeHUN B
YNO/IHOMOYEHHbIV deaepasnbHbii OpraH MUCMOJIHUTE/IbHOW B/IAaCTU  OCYLUECTBAAIOTCA B CPOK, He
NpesbIWAaoWNiA TpMauaTn pabounx AHEe Co AHA MNOJIYYEHMA 3SKCNEPTHbIM y4YperkaeHMem 3aAaHus
YNO/NHOMOYEHHOro ¢efepanbHOro opraHa WCMNOJIHUTE/IbHOMW BAAcTU C MPUIOKEHUEM [AOKYMEHTOB,
YKasaHHbIXx B nyHKkTax 3, 4, 10 u 11 yactu 2 HacTosWwen cTaTbW, M COBETOM MO 3TUKEe 3agaHun
YNOAHOMOYEHHOro ¢eaepanbHOro OopraHa MCMOJIHUTENbHOM BNACTU C MNPUIOMKEHUEM OOKYMEHTOB,
YKa3aHHbIX B MYHKTax 3 - 6, 8 1 9 yacTh 2 HacToALWEeNn cTaTbMm.

7. B cpok, He npeBblWaloOWMi NATU Pabounx AHEW CO AHA MNONYYEHMS 3aKOUYEHWUI, YKA3aHHbIX B
YacTM 6 HACTOALLLEN CTaTbK, YNOJHOMOYEHHbIN deaepasnbHbiii OpraH UCNOJIHUTEIbHOM BNACTU:

1) ocyulecTBAAET OLLEHKY NOCTYMUBLINX 3aK/OYEHUI ANS onpeaeneHUsa UX COOTBETCTBMA 3a4aHNAM
Ha NpPoBeiEHNEe COOTBETCTBYHOLLIUX SKCNEpPTU3;

2) NpUHMMaET pelleHe O BblAadye paspeLleHna Ha NpoBeAeHWe KAMHMYECKOro ucciaeaoBaHuA
NleKapcTBEHHOro npenapaTta A8 MeguUMHCKOro MpuUMeHeHWA uam o6 oTKase B Bblgaye yKasaHHOro
paspelleHms;

3) BblAAET pa3pelleHne Ha npoBegeHne KIMHN4YeCKoro nccaenoBaHnAa 1€KapCTBEHHONO npenapaTa
ana megunumHCKOro npuMmMeHeHuna wman pelweHue 06 oTKase B Bblga4ye YKa3aHHOro paspeweHna C
YKa3aHUeM NpUYnH OTKa3a.

8. OcHoBaHVeM A4/1A OTKasa B Bblgaye paspelleHus Ha NPoBeAeHME KAMHMYECKOro UCCNeAoBaHnA
NeKapcTBeHHOTo npenaparta A8 MeAULMHCKOro NPUMEHEHUA ABAAETCA HaMuMe 3aKA0YEHUA KOMUCCUM
3KCMEePTOB WAM 3aK/IOYEHMS COBETa MO 3TUKE O HEBO3MOMKHOCTM MPOBEAEHMA KAUHUYECKOro
nccneaoBaHUA JIEKAPCTBEHHOro npenapata A48 MeAMUMHCKOrO NPUMEHEHWA No  pesyabTaTam
NpoBeAeHHbIX 3KCNePTU3, MPeAyCMOTPEHHbIX YacTbio 6 HACTOALLEN CTaTby.

9. PeweHne 06 oTKasze B nposeaeHNMN aKCNEePTU3bl AOKYMEHTOB AN1A NONYyYEHUA paspeLlleHnA Ha
nposeaeHne KAIMHNYeCKOro nccnegoBaHMA NeEKApPCTBEHHOTO nNpenapaTta Ana MeanMuUMUMHCKOro npuMmeHeHuA
N 3TUYECKoM 9KCNepTn3bl U B Bblaa4ye paspeweHnAa Ha nposegeHune KANMHUYeCKOoro mnccnenoBaHuA
NEKAPCTBEHHOrNo npenaparta Ana megunumHCKOro npumMeHeHunAa mMoXKeT 6bITb 06)KanoBaHoO B nopAagke,
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YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuitckol (De,u,epau,MM.

Cratba 39.1. 9TMyeckan aKcnepTUsa
(eBepeHa DepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3Tnyeckan 9KCNepTn3a npoBoanTCA COBETOM MO 3TUKE, CO34aHHbIM B NopAAKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM d)e,a,epaanblm OopraHom NCNOSHUTENbHOM B/1aCTU, B LLeNIAX BblAd4YN 3aK/HOHEHNA 06
3TUYeCKoM 060CHOBAHHOCTN BO3MOMKHOCTM npoeeaeHnAa KIMHN4YeCKoOro nccnegoBaHnAa N1€KapCtBeHHOro
npenaparta gna meamymnHCKoOro npumeHeHus.

2. DKcnepTamu coBeTa No 3TMKe MOryT BbITb NPeACTaBUTENN MEAULMHCKMX OPraHn3aLmMid, HayYHbIX
opraHusaunii, ob6pasoBaTefibHbIX OpraHMsauMin Bbiclero o6pasoBaHMA, a TaKXKe npeacTaBUTeNU
06LLEeCTBEHHbIX OpraHM3aumin, PEeANIMo3HbIX OpraHn3aunii U CpeacTB MaccoBon MHPopmMauun. [aHHble
3KCMEPTbl He AO/MKHbI HAaXOAWUTbCA B KaKOM-AMG0O 3aBUCMMOCTM OT paspaboTuMKOB /eKapCTBEHHbIX
npenapaTos v APYrux AnL, 3aMHTEPECOBAHHbIX B Pe3y/1bTaTax 3TUYECKOMN IKCNEePTU3bI.

3. OnnaTa yc/Ayr 3SKCNepToB COBeTa MO 3TUKE OCYLLeCTBAAETCA Ha OCHOBaHWWM [O0roBopa,
3aK/IIOYEHHOTO MeXA4y YNONHOMOYEHHbIM deaepasibHbiM OpraHOM UCMOJIHATENbHOM BACTU, KOTOPbLIM
COo34aH COBET NO 3TMKE, W 3KCMepTOM COBETa MO 3TUKEe, 33 CYET OHOAMKETHbIX aCCUrHOBaHWMA,
NpPeAyCMOTPEHHbIX YMNOJIHOMOYEHHOMY ¢enepasbHOMY OpraHy MCMNOJHUTENIbHOW BAACTU, KOTOPbIM
CcO34aH COBET MO 3TUKe, B deaepanbHOM bBloaxKeTe Ha COOTBETCTBYIOWMKM rog Ha obecnevyeHue ero
OeATeNIbHOCTU, B pa3Mmepax, yCTaHOB/IeHHbIX MpaButenbcTtBom Poccuiickoli ®eaepaumm.

4. J3KcnepTbl COBeTa MO 3TUKE HEecyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATe/IbCTBOM
Poccuiickoin Peaepaumn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKeHWe 06 3TOM coBeTe, NOPAAOK ero AeATeNbHOCTU, TpeboBaHNA
K KBanudMKaummn 1 onbiTy paboTbl N0 3KCNEPTHOM OLEHKE HayYHbIX, MeAULUMHCKUX N STUYECKUX aCNeKToB
KAMHUYECKUX UCCNeAOBaHUIA  NEeKapCTBEHHbIX MpenapaToB A8  MeAWMUMHCKOro  NpUMEHEeHMUs,
npeabaABAsemMble K 3KCnepTam coBeTa Mo 3TMKe, MOPAAOK OpraHM3auMM M NpPoBeAeHWs 3TUYECKOM
3KCMepTu3bl, Gopma 3aKNOHEHMUA COBETA MO 3TUKE YCTaHaBAMBAIOTCA YNOJIHOMOYEHHbIM peaepanbHbim
OpraHoOM MCMONHUTENbHOW BAAcTU. Yncno npeacTaBuTeen MeAMUMHCKMX OpraHuM3auuii He MOKeT
NpeBbIWaTh NOJA0BUHY OT O6LLLEro YMC/ia SKCNEePTOB COBETA MO 3TUKE.

6. MHbopmaums O cocTaBe coBeTa MO 3TUKe, MaHax ero paboTbl U Tekywen AeaTeslbHOCTU
pasmewaetcs Ha oduuManbHOM caliTe YNOJIHOMOYEHHOro deaepanbHOro opraHa WCNOJIHUTE/IbHOM
BNacTU B ceT "MHTepHeT" B yCTAaHOBAEHHOM MM NOPALKE.

Cratba 40. MpoBeaeHWe KAMHUYECKOrO MCCNEAO0BAHUA JNIEKAapCTBEHHOrO npenaparta Ansa
MeAULMHCKOro NpMMeHeHus

1. PykoBoauTEeNlb MEAMLIMHCKOWM OpraHu3aLMm, KOTopas NPOBOAUT KIMHUYECKOEe UCCNefoBaHue
NeKapCcTBEHHOTO  npenapata 444  MeOMUMHCKOTO  MNPUMEHEHWs, HasHayaeT uccaenoBaTtens,
OTBETCTBEHHOrO 33 MPOBEAEHME TAKOrO MCCNEAO0BAHUA M MMEIOLWEro evyebHylo cneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY WCCIef0BaHUIO JIEKAPCTBEHHOrO Mpenaparta, co
CTaXkem paboTbl NO NPOrpammam KAMHUYECKMX UCCNeL0BaHWUIA NEKAPCTBEHHbIX NpenapaToB He MeHee
YyeM TPM roa 1 No ero NPeaJ/I0XKeHNo HazHavYaeT conccaesoBaTenelt U3 YMCIa Bpadel aTo meanUMHCKOM
opraHusaumm.

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

2. WUccnepoBatenb OCYLLECTBAAET BblGOP NaLMEHTOB, KOTOPble MO MEAULIMHCKUM MOKa3aHMAM
MOTyT 6bITb NPUBAEUYEHbI K YYaCTMIO B KJAMHUYECKOM UCCAeA0BaHWUM NIeKapCTBEHHOro npenaparta Aans
MEANLMHCKOro NPUMEHEHUS.

3. Wccneposatenb UM couccnenosBaTenn  OOJKHbI 6bITb  O3HAaKOMJIEHbI C pe3ynbTatamm
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AOK/IMHNYeCKoro nccnengoBaHMA  NEKApPCTBEHHOrNo  cpeacrtea, cogepawmmuca B 6p0Lurope
ncenenoBartena, NPOEKTOM MPOTOKO/1a KIMHUYECKOTO UccienoBaHnA NeEKapCTBEHHOrNO npenaparta 4anA
MeanunHCKOro npnmeHeHus, pa3pa60TaHHbIM pa3pa60le|KOM NEKAPCTBEHHOIO npenaparta Uin NHbim
OPpUANYECKMM NTUUOM, NPUBAEKAEMbIM K OpraHuMsauunn nposengeHunA KAMHUYECKOro uccnegoBaHUA
NEKAPCTBEHHOIo npenaparta Anaa MeguuunHCKOro npumMmeHeHunAa, . ApyruMun matepunanamum TaKoro
nccnenoBaHuA.

3.1. PykoBOAUTENb MEANUMHCKOM OPraHn3aLmMm B CPOK, He NMPEBbILIAIOLWMIA Tpex paboymx gHen co
OHA Hayana npoBefeHMA KAMHUYECKOTO UCCNe0BaHUA IEKAPCTBEHHOTO NpenapaTa AAa MegULLMHCKOTO
npumeHeHun, coobuiaeT 06 3Tom B YNOAHOMOYEHHbIN deaepanbHblii OpraH UCNOHUTENbHOW BNACTH,
BbIAABLUNI pa3peLleHne Ha NpoBeaeHMe TaKoro UccnesoBaHuaA, No yCTaHOBAEHHON nm dopme.
(vacTb 3.1 BBeAeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)

4. OpraHusaumu, OCYLLECTBAAIOWME OPraHM3auMio MPOBEAEHUA KAMHUYECKOTO WUCCef0BaHUs
JIeKapCTBEHHOrO MpenapaTa A48 MeAMUMHCKOTO MPUMEHEHUA M yKasaHHble B 4actM 3 cTaTbu 38
HacToAwero denepanbHOro 3aKoHa, B CAyvyae HeoHXOAMMOCTM BHECEHMA WU3MEHEHWIA B MPOTOKON
KJIMHUYECKOTO UCCNe0BaHNA IeKAaPCTBEHHOIO NpenapaTta A1Aa MeAUUMHCKOTO NPUMEHEHUA coobLLatoT
06 3TOM B YNO/NIHOMOYEHHbIN defepanbHbiii OpraH MCNONHUTENbHOM BAACTU, BblAABLUMN paspeLleHne Ha
npoBeAeHWe TaKoro UccneaoBaHmaA, No yCTaHOBEHHON Um popme.

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

4.1. ®opma coobLEHNA O BHECEHMM W3MEHEHUIA B MPOTOKO/ KJAMHUYECKOro WCC/ef0BaHMA
NIeKapCTBEHHOro npenapata A4Aa MeAMUMHCKOTO MNPUMEHEeHMA [OO0/KHA coAepskaTb caeayolime
cBeAeHus:

1) HameHoBaHWe, NAEHTUPUKALMOHHBIN HOMEpP M AaTa NPOTOKO/a KAMHUYECKOro UCCAeA0BaHuUS;
2) naTa BHECEHUA N3MEHEHMI B MPOTOKOJ KIMHUYECKOTO UCC/Ie0BaHUS;
3) HaMMeHOBaHMe 1 MEeCTO HaXOoMXKAEeHUA 3aABUTeNS;

4) HaumeHOBaHMWe opraHM3auuu, NPUBAEYEHHON Pa3pPaboTYMKOM NEeKapCTBEHHOro npenaparta K
OopraHu13auumn NpoBeaeHMA KIMHNYECKOro UccneaoBaHna (Mpu Haanumm);

5) HanMeHOBaHNA N MECTa HaXoXAeHUA MeOAULMUHCKUX opraHM3au,m7|, B KOTOpPbIX NMpoBOAUTCA
KIMHN4YeCKoe nccneanosaHume;

6) OaTa BblAauu paspeleHuAa Ha NPoBeAeHME KAMHWMYECKOro MCCIefoBaHUA M HOMEpP 3TOro
paspelleHms;

7) U3MeHeHUs, BHOCMMbIE B MPOTOKO KANHNYECKOTo UCCNeloBaHNS.
(4acTb 4.1 BBeAeHa ®eaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-d3)

5. B CpoK, He npeBblWwatowmin TpuaLati paboumx aHen co AHA NOAyYeHUA YKasaHHOro B 4actu 4
HacToAWEeN CTaTbM COOBLLEHWNA, YNOAHOMOYEHHbIM denepanbHbli OpraH WCMOAHWUTENLHOW BAACTU
paccMaTpuBaeT 3TO COObLLIEHME B YCTAaHOBJEHHOM MM MOPAAKE M NPUHUMAET PELUEHUE O BHECEeHWUU
M3MEHEHWI B NPOTOKOA KAMHUYECKOTO UCCNEA0BaHWNA NEKAapCTBEHHOMO Npenaparta Ana MeauuUMHCKOro
npMMeHeHMA uaM o6 OTKase BO BHECEHMM TaKMX M3MeHeHWW. Mpu paccmoTpeHur coobuieHus o
HeobXoAMMOCTN BHECEHWUA M3MEHEHW B MPOTOKO/ K/AMHMYECKOrO MCC/NeA0BaHUsA N1IeKapCTBEHHOMO
npenapata ANf MeAWMLMHCKOrO NPUMEHEHMA B Lendx OLeHKM 06OCHOBAHHOCTM npeasiaraemblx
U3MEHEHWUI U onpeaeneHnsa CTeNeHW pPUCKa A1a NaUMEeHTOB, NPUHMMAIOLWMX YYacTUe B KAMHUYECKUX
nccnefoBaHUAX, YNOAHOMOYEHHbIM  defepanbHbIM  OPraHOM  WCMOJIHUTENbHOW  BAAcTU  MOTyT
NPWBAEKaTbCA 3KCNEepPTbl COBETA MO 3TUKE.

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

6. KnnHuyeckoe umccneposaHMe feKapCTBEHHOrO npenapaTta AnAd MeAMUMHCKOrO NpUMeHeHUs
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MOXKeT ObITb NPUOCTAaHOBNEHO WM NpeKpaweHo, eciin B npouecce ero nposeneHuA 06Hapy>+<eHa
OMnacCHOCTb ANA XU3HWN, 340POBbA NMNaUNEHTOB. B cQly4ae BO3HUMKHOBEHWMA ONAaCHOCTU ANA XU3HU, 340P0BbA
naumneHTa, y4yacrtsywowero B K/AUMHUYECKOM UCCNenOoBaHUMUM  NEKAPCTBEHHOrNo npenapara AnA
MeagunuUnMHCKOro npumeHeHuaAa, nccnenosartesin 06A3aHbI I'IpOVIH(I)OpMVIpOBaTb 06 atom pyroBoauTenA
MEAMLLMHCKOVI opraHnsaumm wn  OpraHnsauunio, noaydYmBlWYKO paspewieHne ynoJIHOMOYEHHOIo
d)e,u,epaanoro OpraHa WUCNONHUTENIbHON BNACTU  Ha OopraHnsauuMio npoeegeHna KAMHUYECKOro
nccnenoBaHMA 1IEKAapPCTBEHHOIO Npenaparta. PeweHue o NPUOCTAHOB/IEHUN KNTIMHNUYECKOTO nccanegoBaHuA
NEKAPCTBEHHOrO npenapara Ana meanumnHCKoro npyumeHeHnAa NpuHNMmMaroT pykoBo4anUTE/ b MGAMLI,MHCKOﬁ
opraHnsauumnm n (VIJ'IVI) OpraHunsauuAa, nosyymseLlan paspeweHne ynoIHOMO4YeHHOro d)e,a,epaanoro OpraHa
WCNONIHUTENIbHOM BNACcTU Ha OopraHunsauunto nposegeHNA KIMHNYECKOIo nccaeaoBaHmAa N1e€KapCcrtBeHHOro
npenapata Ana megunumHCKOoro npumeHeHuA, peleHme O npeKpaweHnnm TaKoro wuccnegoBaHUA
NPUHUMaET YI'IOI'IHOMO‘-IEHHbIﬁ d)e,u,epaanbu‘/i opraH NCNOIHUTENIbHOM BNAaCTU Ha OCHOBAHWUM COO6LU,eHV|ﬂ
B MUCbMEHHOW cbopN\e pykoBoauUTenA Meﬂ,MLLMHCKOVI OopraHnsaunm wuUAn opraHunsauuna, nonyymsllan
pa3pewieHne ynosHOMOYEHHOIo ¢ep,epaanoro OpraHa WMCMNOJIHUTENIbHOM BNACTU Ha opraHunsauuto
nposeaeHNA  KJIMHUWYECKOro wmccneaosaHnA  NeKapCTBEHHOro npenapata  A4aa  MeauumnHCKoro
npUMeHeEHUA.

7. B cpok, He npeBblaoWwmnii NATM pabounx AHen co AHA 3aBepLlUeHMA, NPUOCTAHOBAEHMA UK
NPEeKpaWeHna KAMHMYECKOTO UCCNeA0BaHUA JIeKapCTBEHHOro npenapaTa Anf  MeAMLMHCKOro
npuUMeHeHusa, cooblieHne 06 3TOM HanpaBAAETCA OpraHM3auusaMM, YKa3aHHbIMKU B YacTu 3 cTaTbM 38
HacToAwero ®eaepanbHOro 3akoHa, B YNOJIHOMOYEHHbIM peaepanbHbiA opraH UCMNOJIHUTE/IbHOM BAACTH
Mo yCTaHOBJIEHHOMN UM popme.

8. ®opma cooblieHMs O 3aBepLIeHUW, MPUOCTAHOBAEHUM WAM MPEKpPaLleHUM KAUHUYECKOro
nccnefoBaHMA NEKAPCTBEHHOMO Npenaparta 4na MeAMLMHCKOro NPMMEHEHMA A0KHA COAepKaTh:

1) nHbopmaLumio 0 MeAULMHCKON opraHM3aumMm Uan MeauUMHCKUX opraHnM3aumax, NposoauBLINX
AaHHOe uccnefoBaHue;

2) onucaHne gaHHOro UccneaoBaHus;

3) paHHble nccnegosatens (Gamuans, UMa, OTYECTBO, MeCTO PaboTbl, 3aHMMaemMan AOJIKHOCTb,
cneumanbHoOCTb, CTaxk paboTbl MO  Mporpammam  KAMHUYECKMX UCCed0BaHUI  IEeKAapPCTBEHHbIX
npenapaTtos, nNepeyeHb KAMHUYECKUX WCCNeA0BaHWA NeKapCTBEHHbIX MPEenapaTtoB, B KOTOPbIX OH
NPUHUManN ydyactue (nepuoapl y4acTus) B KayecTBe UccienoBaTeNs UK couccaesoBaTens);

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

4) pe3ynbTaT AaHHOro UCCNeA0BaHMA (3aBepLUeHne, NPUOCTaHOBAEHNE UM NpeKpallleHMe 4aHHOro
nccnenoBaHMA ¢ yKasaHMEM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesybTaToB, 06LLy0 OLEHKY pUCKa U
OXMAaemoi nosb3bl OT NPUMEHEHUA WCCNeayemoro /ieKapCTBEHHOro npenapata, a TaKxke
npegnonaraemble ganbHellwmne genicTemsa).

8.1. Mpu BbiABNeHUMN deaepanbHbIM OPraHOM WCNOJIHATEIbHOM BAAcTU, OCYLLECTBAAKOLWMM
GYHKLMM MO KOHTPOIIO M Hag3opy B chepe 34paBOOXPAHEHMA, HAPYLIEHWI MpPaBWUA HaZNeKallewn
KNAMHUYECKON NPAKTUKU NPU NPOBEAEHUN KAUHUYECKOTO WCCAEAOBAHWUA NIEKAPCTBEHHOrO MpenapaTa,
BAUAIOWMX Ha MOJHOTY U (MAK) OOCTOBEPHOCTb AAHHOTO K/AMHMYECKOIO WCCAeAO0BaHMWA, YKasaHHbIN
desepanbHbI OpraH UCMONHUTENBHOM BAACTU NPUOCTAaHABAMBAET NPOBEAEHME AAHHOMO KAMHUYECKOTO
nccneaoBaHMA U BbIHOCUT MeAMUMHCKOM OopraHu3auum, B KOTOPOM NPOBOAMUTCA AAHHOE KAMHUYEeCKoe
nccnenoBaHue, npegnucaHMe o6  yCTpPaHEHWM BbIIBAEHHbIX HapylweHuin. [lpu  HeycTpaHeHuu
MeAMLMHCKOM OpraHu3aumein BbIIBNEHHbIX HapylWeHWA B YCTAHOB/EHHbIM B nNpeanncaHUM CPOK
YKa3aHHbI deaepanbHblii opraH WCNONHUTENbHOM BAACTM MNPUHMMAET pelleHMe O MpeKpalleHnmn
npoBeAeHNA KIMHMYECKOro UCCeA0BaHMA IEKAPCTBEHHOrNO NpenapaTa WU HanpasnaeT B peaepanbHbIi
OpraH WCNOJIHUTENbHOW BNACTW, OCYLWeCTBAAOWMIA YHKUMM MO BblpaboTke W peanunsaumm
rocygapcTBeHHOM MOAUTUKM U HOPMATUBHO-NPABOBOMY PEry/MpoBaHunio B cdepe 34paBOOXpaHEHMS,
3aK0YEHME O BbISIBIEHUW NPU NPOBEAEHUN SAHHOIO KJIMHMYECKOrO UCCAe0BaHMA HapyLeHU NpaBua
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Haa/NeKallel KAMHUYECKON NPaKTUKM SN NPUHATUA pelleHns 06 oTMeHe paspelleHma Ha OpraH13aumio
npoBeAeHnAa AaHHOIO0 KAMHWUYECKOro UCCNefoBaHUA C AaTbl NPUHATUA pPeLleHns O NMPUOCTAHOBAEHUMU
npoBeAeHNA KIMHUYECKOTo UCCNef0BaHUA IEKaPCTBEHHOIO Npenapara.

(yacTtb 8.1 B peg,. PeanepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. YNo/sHOMOYEHHbIN denepanbHbli opraH WUCNOJHUTENbHON BNAacTU  onyb6/MKOBbIBAET U
pasmellaeT Ha cBoem oduumanbHom cakte B ceTu "UHTepHeT" coobuweHne O 3aBepllieHuM,
NPUOCTAHOBAEHMM WAW MPEKPALLEHUN KANHUYECKOro UCCNeAO0BaHWA IeKapCTBEHHOro npenapaTta Ans
MeAMLMHCKOrO MPUMEHEHUA B CPOK, He MpeBblWatowmnii NATM pabounx AHen co AHA ero NosayyYeHus, B
YCTaHOB/IEHHOM MM NopAAKe.

10. YnonHoMoueHHbI deaepanbHblii OpraH MCNOAHUTENbHOM BAACTU OCYLWLECTBAAET BeAeHue
peecTpa nccneaoBaTteneil, NPOBOAALLMX AN NPOBOAMBLUMX KNMHUYECKME UCCAeA0BaHUA IEKAPCTBEHHbIX
npenapaTtosB AN MeAULMHCKOrO NMPUMEHEHWA, B COOTBETCTBUM C YTBEPMKAEHHLIMW MM MpPaBUIaMMn U
pasmellaeT ero Ha ceoem odpuuManbHOM caite B ceTn "MHTepHeT" B YCTaHOBNEHHOM MM MOPALKeE.
YKazaHHbIN peecTp COAEPKUT MHPOPMALMIO, NPeLyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HACTOALLEN CTaTbMy.

11. OtyeT O pesynbTaTax KAMHMYECKOTO WCCAELOBAHUS JIeKAPCTBEHHOrO npenapaTa Ana
MeAULMHCKOIo NPMMEHEHUA COCTaBASETCA OpraHu3aLmei, ykasaHHOM B YacTk 3 cTaTbM 38 HaAcToALLEero
dPepepanbHOro 3aKOHa, Ha OCHOBAHWM 3aK/IOYEHUN MEAMUMHCKUX OpraHuM3auuii, NpoBOAMBLUMX 3TO
nccnefoBaHue, 1 NPeacTaBAAETCs B YNOJHOMOYEHHbIM denepasnbHblit OpraH UCNONHUTENbHOM BACTH,
Bbl4ABLUMI pa3pelleHne Ha NPoBeLeHME 3TOFO UCCNeA0BaHMA, B CPOK, HE NPEBbILWAOWMI TPEX MecALEeB
CO [HS ero 3aBeplueHusa, MNPUOCTAaHOBJIEHMA WAU MpPEKpalleHua, B NopafKe, YCTaHOBNEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHoOM UCNONHUTENbHOW BNACTU.

12. HapyweHue npaBuA Hagnexalel KAUMHUYECKOW MpakTuMKK, danbcudukauma pesynbTaTos
KAMHWYECKOTrO MUCCNe0BaHUA NeKapCTBEHHOro npenaparta Aaa mMeguuMHCKOro NpUMeHeHUA BAEKYT 3a
cob0i1 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATeNbCTBOM Poccuiickoit deaepaumm.

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

13. T[lpu npoBeAeHUU KAMHUYECKOrOo UCCAedOoBaHWA NeKapCTBEHHOro npenapata A4
MeAULIMHCKOro NpUMeHeHns AonyckaeTca 3abop y naunmeHToB BUonormyecknx martepmanos (06pasubl
OMONOTMYECKMX KUAKOCTEN, TKAHEW, CEKPeToB W MPOAYKTOB KU3HEAEATEe/bHOCTU Yes/I0BeKa,
dU3MONOTNYECKUX U MATONOTMYECKUX BblENEeHUI, Ma3KoB, COCKOBOB, CMbIBOB, MWUKPOOPraHW3MOB,
6UONCUNHBIA MaTepuan) ana ux usydeHna B Poccuiickonn egepaunn u (unu) 3a npegenamm Poccuiickol
depepauum.

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

14. Nopsaok BBo3a B Poccuiickyio ®eaepaumio 1 BbiBO3a 3a npeaensl Poccuitickon deaepaumm
6MONOTMYECKUX  MaTepuanos, MONYYEHHbIX MPU  MPOBEAEHUU  KAMHMYECKOro  MCC/edoBaHUA
NleKapCcTBeHHOro npenapaTta Aas MeAMLMHCKOro MpUMeHeHus, ycTaHaBauBaeTca [1paBUTENbCTBOM
Poccuitckoit epgepaumu.

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

Cratba 41. [loroBop O NpoBeAEeHUU KANHUYECKOro UCCNeA0BaHUA SIEKAapCTBEHHOro npenapara
ANA MeaULUHCKOro NpuMmeHeHuUA

1. KAanHuuyeckoe uccnegoBaHWe NEKapCTBEHHOro npenapaTta Aaa MeAULMHCKOro npumeHeHus
NPOBOAMTCA B COOTBETCTBUN C AOTOBOPOM O NPOBEAEHNN KAUHUYECKOro NCCNeA0BaHMUA NeKapCTBEHHOMO
npenapata A4 MeAMUMHCKOro MNPUMEHEHUA, 3aKAYaeMbiM MeXay OopraHusaumein, noayyusLlen
paspellieHme YnoJHOMOYEHHOro ¢deaepanbHOro opraHa WUCMOJIHUTENbHOMW BAAcTM Ha OpraHuM3auuio
npoBeAeHMA TaKoro MccneaoBaHuA, U MeAMUMHCKOW OpraHusaumeit, OCyLILecTsAALLen nposedeHue
TaKoro uccnegosBaHua.

2. ,Cl,orosop O nposeaeHUn KANMHUYECKOro uccnegoBaHuMA NEeKapCTBEHHOro npenaparta AnA
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MeONLMHCKOTO NpUMeHEHNA OO0/TXKEH COAEPHKATb!
1) yCcnosuAa n CPOKM nposegeHnA AaHHOIo nccnegoBaHuA,;

2) onpepeneHve obuieil CTOMMOCTU MPOrpaMmmbl AAaHHOTO UCCNeAOBaHUA C YKasaHWEM CYMMbI,
npeaHasHavaloLenca 44 BbinaaT uccnegosarteniam, COMccie0BaTeNaM;

3) onpegenenune popmbl NpesCcTaBAeHUA Pe3yIbTaTOB AAaHHOIO UCC/Ie40BaHUA B YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCMONIHUTEIbHOM BNACTM.

CrtaTtba 42. duHaHcoBOe obecneyeHne KIMHUYECKOro uccneaposaHuA 1eKapCTBeHHOro npenaparta
AnAa meagnunHCKoOro npymeHeHua

duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnenoBaHMA NEKApPCTBEHHOrNO npenapata  A4aAa
MeOUNLMHCKOTO NpMeHeHNA OCYLLLECTB/IAETCA 3a CHET!

1) cpencTts peaepanbHoro 60aKeTa;

2) cpeAcTB OpraHM3auumii, MOAYYMBLUMX pPaspelleHMe Ha OpraHusaumio NpPoBeAeHMSA AAHHOro
nccnenoBaHuA, B COOTBETCTBMM C YC/IOBMAMM LOrOBOPaA O €ro NPoBeAeHNH;

3) UHbIX He 3anpeLleHHbIX 3aKoHOAaTeNbCTBOM Poccuitickoin Peaepalm NCTOHHUKOB.

Cratba 43. MpaBa nauueHTOB, Y4acTBYIOLWMUX B KAMHUYECKOM UCCNeA0BaHUU NEeKapCTBEHHOro
npenaparta agna meguymnHCKoro npymeHeHumaA

1. YyacTve nauMeHTOB B K/JAMHUYECKOM MWCCAeA0BaHWM JIeKapcTBEHHOro npenapata Aaa
MeAMLMHCKOro MPUMeHeHUA ABNAETCA 406POBO/IbHbIM.

2. MNMaumeHT nan ero 3aKOHHbIN NpeacTaBUTENb [O/MKEH 6biTb MHGOPMUPOBAH B MUCbMEHHOW
dopme:

1) O NeKapCTBeHHOM npenapate Ogna MeauunHCKOro npMMmeHeHunAa m CywHOCTU KIUHUYECKOTro
nccnengoBaHMA 3TOro /1IeEKapCTBEHHOIO Npenaparta;

2) 0 6e3onacHocTH NEeKapCTBEHHOrO npenaparta Ana megnumnHCKoro npumeHeHuAa, ero O)KMLI,aEMOﬁ
ad)d)EKTVIBHOCTM M CTeNEHN PUCKa ANA NAaUUEHTAQ;

3) 06 ycnoBMAX y4acTus NauMeHTa B KAMHUYECKOM UCC/1ef0BaHUKN 1eKapCTBEHHOIO NpenapaTa a1
MeNLMHCKOTrO NPUMEHeHUS;

4) 0 uUenn UM Uenax U NPOAONKUTENBHOCTU KJAMHUYECKOrO WCCeAOoBaHMA JIeKapCTBEHHOIo
npenapara gns MeauLMHCKOro NPUMEHEHUs;

5) o peicTBuAX NauMeHTa B CAydyae HenpeasuAeHHbIX 3OPEKTOB BAMAHMA NE€KAPCTBEHHOrO
npenaparta g1a MeAULMHCKOro NPMMEHEHMWSA Ha COCTOHWE ero 34,0pP0BbS;

6) 06 ycnosmax o0bA3aTeNbHOro CTpaxoBaHUA KXNU3HU, 300P0BbA NAUUNEHTAQ;

7) o rapaHTMAX KOHPUAEHUMANbHOCTU Yy4acTUA NauMeHTa B KAMHUYECKOM UCCAeaoBaHuu
JIEKAPCTBEHHOrO npenapara a8 MeauLMHCKOro NPUMEHEHMUA.

3. lo6poBo/ibHOE Cornacue naumeHTa Ha y4acTme B KAMHUYECKOM UCCIeA0BaHNU IeKapCTBEHHOro
npenapata 414 MeAMUMHCKOro NPMMEHEHWA MNOATBEP)KAAeTCA ero MOAMMCbI0 MAW MOAMUCHLIO ero
3aKOHHOro NpeacTaBuUTeNns Ha HGOPMaLMOHHOM NNCTKe NaLueHTa.

4. TauneHT nnm ero 3aKOHHbIM npeacrtaBuTe/ib UMEET NMPaBO OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM



nccnegoBaHMM NEeKapCTBEHHOrO npenapata Ana MeanumMHCKOro npumeHeHuA Ha noboit CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

5. MpoBeaeHWe KAMHUYECKOTO WUCCAeA0BaHWUA JIEKApCTBEHHOro npenapaTta Ana MeauLMHCKOro
NPUYMEHEHMWA C y4acTMeM B KayecTBe NaLMeHTOB AeTel SOMYCKAETCs TOJIbKO C Coraacus B MUCbMEHHOW
dopme ux poauTenei, ycoiHoBuTenen. et MOryT paccCMaTpuBaTbCA B KayecTBe MOTEHLMANbHbIX
NauMeHTOB TaKOTO UCC/IeA0BaHUSA, TO/IbKO €C/IM ero NpoBeAeHre HeobXo0ANMO 417 YKPenieHns 340Pp0BbsA
AeTein Ay NpoduUNaKTUKN MHPEKLMOHHbIX 3a60N1eBaHNI B AeTCKOM BO3pacTe IMB0 ec/in Lesibio Takoro
nccneaoBaHUA ABNAETCA NOAYYEHMEe AAaHHbIX O HauAydllek A03MPOBKE IeKapcTBEHHOrO npenaparta Aaa
NeyeHusa geter. B 3TUX cAyyanax TaKoOMy MCCNeOOBaHMIO AO0/KHO MNPealecTBoBaTb KAUMHUYEecKoe
nccnefoBaHWe NIeKapCTBEHHOro npenapata Ans MegMLMHCKOro NPUMEHEHMA Ha COBEPLIEHHONETHUX
rpa)kgaHax, 3a MCK/OYEHMEM C/y4YaeB, €CAN  UCCAedyeMblt  NeKapCTBeHHbIW npenapat A4aa
MeAMLMHCKOro NpUMeHeHUA npegHasHayeH WCKAOYMTENbHO ansa MCNoNb30BaHMA
HecoBepLUEHHONETHUMM rpaxkaaHaMu.

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

6. 3anpeu.|,aeTcs=| nposegeHMe K/IMHUYECKOro uccnenoBaHUA NeKapCTBEHHOroO npenapata AnAa
MeaNnUMHCKOIo npumeHeHnA C yd4actnem B KayecTtee NallMeHTOB:

1) peteli-cMpoT 1 geTei, ocTaBlMxca 6e3 noneyeHusa poauTenei;

2) eHWMH B nepuos 6epemMeHHOCTM, KEeHWWH B nepuog rpyaHOro BCKAapMAMBAHMA, 3a
WCK/IIOYEHNEM CNy4YaeB, eCcn NPOBOAMTCA K/AMHUYECKOe WCCAefoBaHWE NeKapCTBEHHOro npenapara,
npegHasHaYeHHOro A1A YKa3aHHbIX KEeHLMH, NPU YCI0BUM HEOBXOAMMOCTM NOJyYeHUA UHPOpMaLUK
TO/NIbKO BO Bpems MNPOBEAEHUA COOTBETCTBYIOLLMX KAMHWUYECKUX MWCCNeAO0BaHUM WM MPUHATMA BCex
HeobXoAMMbIX MEpP MO MCKAIOYEHUIO PUCKA HAHECEeHWA Bpeda KeHWwWHe B nepuog 6epemeHHOCTH,
EHLLMHEe B Nepuog, rpyAHOro BCKapMAUBaHUSA, Nao4y Unun pebeHky;

3) BOEHHOCAYXKALUMX, 33 WUCK/AKOYEHMEM Cy4aeB MNPOBEAEHMA KAMHUYECKOro Wcc/efoBaHuA
JIeKapCTBEHHOrO npenapaTta, cheumanbHO Pa3paboTaHHOro AAA MPUMEHEHUA B YC/AOBMAX BOEHHbIX
OeNCTBUM, Ype3Bbl4aMHbIX CUTyauuii, nNpoPUNaKTUKM U nedyeHus 3aboneBaHU U MOPAXKEHWUMN,
MOJIyYEHHbIX B pe3ybTaTe BO34elCTBUS HEDAAroNPUATHBIX XMMUYECKNX, BUOIOTMYECKUX, PaanaLMOHHbIX
¢dakTopoB. KAnMHWYeckoe ucciefoOBaHWE TAKOro JIEKAPCTBEHHOrO npenapata MOMKET MPOBOAUTLCA C
yYyacTMem B KayecTBe NaLUeHTOB BOEHHOCAYXKALLMX, 32 UCKIIOYEHNEM BOEHHOCAYXKALLMX, NPOXOAALLMUX
BOEHHY0 Y0y no npusbiBy, c cobaogeHnem TpeboBaHMM, YyCTaHOB/IEHHbIX HacToAWMM PesepanbHbIM
3aKOHOM B OTHOLLUEHWUW FPaXKAaHCKMX NNLL;

4) cOTPYAHMKOB NPaBOOXPaHUTE/IbHbIX OPraHoB;

5) nuu, oTbbiBalOWMX HaKa3zaHWe B MecTax NUlLIeHUs cBobOobl, a TaKKe NuUL, HaxoAAWMXca nog,
CTparkei B cneAcTBEHHbIX U30NATOPaX.

7. DOonyckaeTca npoBegeHWe KAMHUYECKOro WCCNefOoBaHMA JIeKapCTBEHHOro npenapata Aans
MeAMLMHCKOro NPUMEHEHNA, NpeHa3HauYeHHOro ANA 1eYeHNa NCUXmMYecknx 3abonesaHunii, C yyactmem B
KayecTse NaLMeHTOB /ML, C NCUXMYECKMMM 3a601eBaHMAMMU, MPU3HAHHbIX HeaeecnocobHbIMM B MOPALKeE,
YCTaHOB/IEHHOM  3aKoHogaTtenbcTBoM  Poccuiickoit  depepaumn.  KnnHuyeckoe  uvccnegoBaHue
NleKapcTBEHHOro npenapaTa B 3TOM C/lyyae NPoOBOAMTCA MPU HaZMUYUKU COFNacua B NMCbMEHHOW dopme
3aKOHHbIX NpeAcTaBuTENen YKasaHHbIX L.

Ctatba 44. 06s3atenbHoe CTPaxOBaHME JKU3HWU, 340POBbA NALMEHTa, Y4YacTBYIOLWLEro B
KMHMYECKOM UCCNeA0BaHUM IeKapCTBEHHOTO NpenapaTta A41a MeaULUHCKOro NpumeHeHus
(B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHmaau,Mﬂ, nonyymsellaa paspeweHne Ha OopraHmsauunio npoBeaeHnAa KANMHUYECKOTO
ncecnenoBaHMA NEKapCTBEHHOINO npenapata naa MeauuynHCKOro npumeHeHuA, obs3aHa B KayecTBe
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CTpaxoBaTtesiaA CTpaxoBaTb PUCK MNPUYUHEHUNA Bpeda HWU3HU, 3400POBbHO MNMaUMEHTA B pe3y/ibTaTe
nposeaeHNA KAIMHNUYECKOIro nccnenoBaHnA NeEKApPCTBEHHOIO npenaparta Ana MeamumnHCKOro npuMmeHeHnAa
3a CBOWM cyeT nyTem 3aKNH4eHNA 40rosopa obnA3aTenbHOro CTpaxoBaHuA.

2. Ob6bekTomM 06s3aTenbHOro CTpaxoBaHMA ABNAETCA MMyu.LeCTBEHHbIVI nHTEPEC nNnauUneHTa,
CBA3AHHbIN C NPUYNHEHNEM BpELa €ro XU3HUN NN 300PO0BbIO B pe3ysibTaTe nposeaeHUA KIMHNYECKOro
ncecnenoBaHMA NEKApPCTBEHHONO npenaparta Ana megunumMHCKOro npuMmeHeHuA.

3. CTpaxoBbIm C/y4aem Mo A0roBopy 0b6sA3aTe/IbHOro CTPAaXxoBaHMA ABAAETCA CMEPTb NaLueHTa Uau
yXyALeHWe ero 340p0BbA, B TOM YMC/e BAeKyLlee 3a co60l yCTaHOBEHNE NHBAAUAHOCTM, MPU HAMYUM
NPUYUHHO-CNEACTBEHHOW CBA3M MeXA4y HacTynjaeHnem 3Toro cobbiTMA W yyacTMem nauueHTa B
KAMHMYECKOM MCCeg0BaHMM IeKapcTBEHHOMO NpenaparTa.

4, Tp66OBaHMH O BO3meweHunn Bpeda, NPUYNHEHHOTOo XU3HUM Wan 3400PO0BbHO  MAUUEHTA,
npeabABNAKOTCA B Te4YeHune CpoKoB WCKOBO AaBHOCTHU, YCTaHOBJ/IEHHbIX rPaxXgaHCKMm
3aKOHO4AaTe/1IbCTBOM.

5. Pa3N\ep CTanOBOVI BbIM1aTbl NO 40TOBOPY obAsaTenbHoro CTPpaxoBaHMA COCTaBNAET:

1) B CNy4Yae CMepPTU NauneHTa ABa MUNJTUMOHA py6nel7| Ha Ka*Xao0ro nauneHTta, yd4actsoBaBLUero B
KINMHNYECKOM NUCCneaoBaHNUM NeKapCTBEHHOTO NpenapaTa,

2) Npu yxyaLeHnn 340P0BbA NaLMEHTa:

a) nosnekwem 3a coboi yCTaHOBAEHWE MHBANMAHOCTY | rpynMbl, OAMH MWAIMOH MATLCOT ThiCAY
pyb/ieit Ha Kax4oro naumMeHTa, y4acTBOBAaBLUETO B KAMHMYECKOM WCCNeA0BaHMM NIeKapCTBEHHOrO
npenapara;

6) noBnekwem 3a coboi ycTaHOBNEHWE WMHBANAMAHOCTM Il rpynnbl, OOUH MUAIMOH pybsieit Ha
Ka0ro nauneHTa, y4acTBOBaBLLErO B KJIMHUYECKOM UCCef0BaHUN JIeKapCTBEHHOTO NpenapaTa;

B) noB/ieKwem 3a coboii ycTaHoB/AeHWe MHBanuMaHocTu |l rpynnbl, NATbCOT ThicAy pybnein Ha
Kak40ro naumeHTa, y4acTBOBABLLErO B KIMHUYECKOM UCCNEA0BaHNN IEKAPCTBEHHOrO Npenapara;

r) He noBneKLwem 3a coboi yCTaHOBNEHUA MHBANNAHOCTH, He Bonee Yem TpUCTa Thicady pybent Ha
Kak40ro nauMeHTa, y4acTBOBaBLLEro B KNMHNUYECKOM MUCC/Ie40BaHUMN IEKAPCTBEHHOIO Npenapara, McXoas
M3 HOPMATMBOB, OTPAXKAIOLLMX XAaPAKTEP W CTeneHb NOBPEXAEHUA 3[0POBbsA, A TaKKe GaKTUYecKu
MOHECEHHbIX NMaUuUeHTOM PACcXOAO0B, BbI3BaHHbIX NMOBPEXKAEHMEM 340POBbA, HA MEAMLMHCKYIO MOMOLLb,
npuobpeTeHne IeKapCTBEHHbIX NpernapaTos.

(nn. "r" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-¢3)

6. YTpatna cuny ¢ 1 nonsa 2015 roga. - PegepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

7. CpOK Aorosopa obsA3aTeNnbHOro CTpaxoBaHMA He MOXKeT 6bITb meHee, 4em CPOK npoBeneHnA
KTIMHNYECKOTo nccnegoBaHnAa NeKapCTtBeHHOro npenaparta.

8. Ycnosua poroBopa 06s3aTeNIbHOrO CTPaxoBaHWA, B TOM YMC/Ie CTPaxoBble Tapudbl Mo
0653aTe/IbHOMY CTPaxoBaHUIO, NepeyYeHb HEOBXOAMMbIX AOKYMEHTOB ANS OCYLLECTB/IEHUS CTPaxoBOM
BbIN/1aTbl, MOPALOK YCTAaHOB/IEHWA CTpaxoBaTe/lieM WHAWBUAYANbHOTO WAEHTUOUKALMOHHOIO Kogza
nauMeHTa, NopsaAoK MHPOPMUPOBAHMA CTPAXOBaTENEM CTPAXOBLLMKA O NMPUBAEYEHHBIX K KIMHUYECKOMY
nccnenoBaHMI0 JIEKAPCTBEHHOrO npenaparta Al MeAMUMHCKOro MPUMEHEHUs MaumeHTax, nopagok
ynaTbl CTPAXxoBOM NpemMun, NopaA0K peannsaummn onpeseneHHbix Hactoawmnm degepasibHbiM 3aKOHOM
n agpyrmmn deaepanbHbIMM 3aKOHaMKU MNpaB M 06A3aHHOCTEN CTOPOH NO [0roBopy 06s3aTesbHOro
CTPaxoBaHMA, a TaKKe HOPMaTMBbI, OTparkalowme XapaKTep M CTerneHb MOBPEXAEeHUs 340p0BbsA,
YCTaHaBAMBAOTCA TUMOBbLIMUM NpPaBMAaMU 06A3aTeIbHOIO CTPAXOBaHMUS.

(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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9.B CcQly4ae npuynHeHunA speaa XU3HU naymeHTa, y4aCctBoBaBLUEro B KJIMHNYECKOM UCCNENOBAaHNN
NNEKAPCTBEHHOIO npenaparta, BblI'O,CI,OI'IpVIOGpETaTEIIFIMVI no Aoroesopy obnasaTenibHOro CTpaxoBaHUA
ABNIAKOTCA TrpaxgaHe, Mmeruine npaso Ha BO3MeWweHMe Bpeda B Ciyd4ae CMeEPTU KOpmMmuUiabla B
COOTBETCTBUU C TPaXKAAHCKUM 3aKOHOOATENbCTBOM, MPU OTCYTCTBUU TAaKUX FPpaK4aH - poauTenun, Cynpyr,
AEeTN ymepLlero naymeHTa, y4acTtsoBaBlWEro B KIMHN4YeCKOM nccnegoBaHn 1EKapPCTBEHHOTO Npenaparta,
B Cnhy4yae CMepTU NnaumneHTa, yd4acrtBoBaBLIEro B KIMHNYECKOM UccnenoBaHUM NEKAPCTBEHHOTO NpenapaTa
N He MmeBlWero CaMoCToATENIbHOIro Aoxoda, - rpaxgaHe, Ha MXAMBEHUN KOTOPbLIX OH Haxoawunca, B
OTHOWEHUN BO3MELWEHNA pPaACXoa40B Ha norpe6eHme nauymneHTa, y4yacrtBoBaBLUEN0O B K/IMHUYECKOM
ncecnegoBaHMM NEKApPCTBEHHONO nNpenapata, - L0, NOHECLWLEee TakKne pacxoabl.

10. CTanOBaﬂ BbiNNaTa B CYET BO3MelleHMA Bpeda, MNPUYUHEHHOINo XWU3HU NaUUEHTa,
y4acTBOBaBLWEro B K1IMHNYECKOM UCCNENOBAHNUN NEKAPCTBEHHOINO Npenaparta, pacnpeaenaeTrca mexay
Bbll’OAOI’IpMO6pETaTe}1ﬂMM nponopunoHasibHO X KONTIMYECTBY B PaBHbIX A0N1AX.

11. MNpw HacTynNNeHMM CTPaxoBOro C/yyas NaLUMeHT, y4aCTBOBaBLUUI B KIMHUYECKOM UCC/Iel0BaHNN
JIeKapCTBEHHOrO  npenapaTta, BbirogonpuobpeTatenb BNpase NpeabABUTb  HENOCPeACTBEHHO
CTPaxoBLUMKY TpeboBaHME O BO3MELLEHUM NPUYNHEHHOTO Bpena. CTpaxoBasa BbiMJaTa OCYLLECTBAAETCS
CTPaxOBLUMKOM B TeYEHWE TPUALATM AHEN CO AHA NPeACTaBNeHUA HEOOX0ANMbIX LOKYMEHTOB. MauneHT,
Y4YacTBOBABLLUMI B KIMHUYECKOM UCCIeL0BAaHNKN IEKAPCTBEHHOIO NpenapaTa, Uan BbirogonpuobpeTtatenb
06A3aH COOOWNTD CTPaxXOBLMKY [AAA OCYLWECTBAEHMA CTPAxOBOM BbINAATbl  WHAWBMAYA/bHbIN
NAEHTUPUKALUMOHHbBIA KOA, MaumeHTa, YCTaHOBJIEHHbIA CTpaxoBaTe/sieM B COOTBETCTBUM C TUMOBbIMU
npaBuaamm 06sa3aTesIbHOr0 CTPAXOBAHUA.

12. [Jo nonHoro onpepeneHnA pasmepa nNogJexawero BO3MELWEHUIO Bpeaa CTPaxoBWMK NO
3aABJIEHUIO NAUNEHTa, y4aCTBOBaBLUEIo B KIMHUYECKOM NUCCNENOBAHNN NEKAPCTBEHHOIO Npenaparta, nan
3aABsIEHUNIO BbII'OLI,OI'IpVIO6peTaTEJ'Iﬂ Bnpase OCyuw,eCTtBUTb 4acCTb CTanOBOVI BblN1aTbl, COOTBETCTBYOLWYIO
d)aKTM‘-IECKVI onpe,qeneHHoﬁ 4acT NPUYNHEHHOrIO Bpeda.

13. CTanOBaH BblN1aTa B COOTBETCTBUN C A0ITOBOPOM obnasaTenbHOro CTpaxXoBaHUA OCyLWecCTBNAETCA
HE3aBUCMMO OT BbINAT, NPUYNTAOWNXCA MO APYITMM BUOAM CTPaxXxOBaHNA.

14. He ponycKaeTcA yyacTMe nMaumMeHTa B MNPOBEAEHMU KAMHMYECKOro MUCCnenoBaHuA
JIeKapCTBEHHOTO NpenapaTta Npu OTCYTCTBMM A0roBopa 06A3aTeNbHOr0 CTPAaXoOBaHUA.

15. KoHTpoab 3a WCNOJIHEHUEM OPraHu3auuen, noJiydyMBLUEN pa3peLleHMe Ha OpraHu3aumio
npoBeAeHMA  KAMHUYECKOrO WUCCAef0BaHUA  /IEKApPCTBEHHOrO npenapaTta  Ana  MeAMUMHCKOro
NPUMEHEHNA, YCTAaHOBJIEHHOW HacToAWEN cTaTbel 0053aHHOCTM MO 06A3aTeNlbHOMY CTPaxOBaHWUIO
JKM3HW, 340pOBbSA NAUMEHTa, Yy4yacTBylOWEro (y4acTBOBAaBLUEro) B K/AMHWYECKOM MCCAenoBaHUU
NIeKapCTBEHHOrO  NpenapaTta,  OCYLLeCTBAAETCA  YMNOJHOMOYEHHbIM  degepanbHbiM  OpPraHom
WCNO/IHUTENIbHON BNACTX, BbIAABLMM pa3pelleHMe Ha NpoBeAeHUEe KAMHUYECKUX MKCCaeaoBaHuii
NIeKapPCTBEHHbIX NPenapaToB 41A MeAULNHCKOro NPUMEHEHMUA.

Fnhasa 8. MPOU3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoAcCTBO NEKAPCTBEHHbIX CPeAcTB

1. MNMpoun3BoACTBO /IeKAPCTBEHHbIX CPeACTB AO/KHO COOTBETCTBOBAaTb TpeboBaHMAM npasu
Hag/nexallen npoM3BOACTBEHHOM MNPAKTUKK, YTBEPNKAEHHbIM YMNOAHOMOYEHHbIM deaepanbHbiM
OpraHoOM UCMoHUTENbHOM BnacTu. OcobeHHOCTN nepexoda NPou3BOACTBA OTAE/bHbIX NEKAPCTBEHHbIX
CPeACTB K MX NPOM3BOACTBY B COOTBETCTBUK C TpeboBaHNAMM NpaBMA Hag/lexKallen NPpon3BoaACTBEHHOM
NPaKkTUKK ycTaHaBaueatotca [paButenbctBom Poccuitickoit Pepepaumn. Bblgaya 3aknouveHUid o
COOTBETCTBMM MPOU3BOAUTENA /IEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM NpaBuUA  Hag/exallein
NPOM3BOACTBEHHOM MPAKTUKM OCYLLECTBAAETCA MO pes3y/bTaTaM MHCMEKTUPOBaHMA Mpou3BoauTENEen
NeKapcTBEHHbIX CPeACTB B NopAaKe, ycTaHoBAeHHOM paBuTensctBom Poccuiickoit Peaepaummn. Pasmep
NAaThl 33 BblAaYy 3aKNOYEHUA O COOTBETCTBMU MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB TpeboBaHUAM
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npaBuN HaAsexalen npousBoACTBEHHOW MPAKTUKM ycTaHaBauBaeTca [pasutenbctBom Poccuiickoit
depepaunn. Mopaaok OpraHM3aLUKM U NPOBELEHUA MHCMEKTUPOBAHMA NPOM3BOAMTENEN IEKAPCTBEHHbIX
CpeacTB Ha COOTBETCTBME TpeboBaHWMAM NpPaBWU/  Hagne)Kallel NpPOM3BOACTBEHHON MPaAKTUKK
ycTaHasnmBaetca MNpasutenbctsom Poccuiickon deaepauymu.

(B pea. PepepanbHbix 3aKkoHOB 0T 25.06.2012 N 93-93, 01 22.10.2014 N 313-93, 07 22.12.2014 N 429-3)

2. [MMpoun3BOACTBO NEKAPCTBEHHbIX cpeactB B Poccuitickon Pepepaunn  ocyliecTBaseTca
NpPou3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MMELWMMUN JNLEH3UIO HA NPOM3BOACTBO JIEKAPCTBEHHbIX
cpeacTs. MoaTeBeprAeHWe COOTBETCTBUA JIMLLEH3MATa MpPaBuaM HagJjerKalel npous3BOACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PAaMKaxX JIMLLEH3MOHHOTO KOHTPO/IA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckoit Pepepaumm ¢ yueTom 0CObEHHOCTEM, YKa3aHHbIX B YacTK 1 HacTosLEen cTaTbM.

(B pen. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-93)

3. Mpon3BoACTBO NEKAapPCTBEHHbIX CPeaCTB OCYLLeCcTBAAETCA C CO6}1POAEHMEM Tp66OBaHMI‘;1
NPOMbIWNEHHOIO pernameHTa, KOTOprl‘;1 yTBEPXKAAETCA pyKoBOAUTENEM NMPOU3BOANTENA NEKAPCTBEHHbIX
cpeaocte M BK/IKOYAET B cebn nepeyeHb UCNOJb3yeMbIX d)apMaLl,eBTMHECKVIX Cy6CTaHLI,VIl7I n
BCMNOMOraTe/ibHbIX BeWeCTB C yKadaHWemM Ko/in4yecCtBa KaxXaoro M3 HUX, OaHHble 06 ncnosibyemom
O60py,ﬂ,OBaHVIVI, onuncaHMe TexXHO/I0OrM4YeCKoro npouecca MU MeToaoB KOHTPOANA Ha BCeX 3Tanax
NpPoOn3BOACTBa IEKAPCTBEHHbIX CPeACTB.

4. Mpu NpPon3BOACTBE NEKAPCTBEHHbIX CPEACTB MCMONb3YyOTCA dapMaLeBTUYECKMe CybCTaHLMK,
CBEAEHMA O KOTOPbIX COAEepKaTcA B FOCYyAapCTBEHHOM peecTpe /eKapCTBEHHbIX CpeacTs, 3a
UCKNtoYeHneM dapmaLeBTUYECKMX cybCcTaHUMIK, NPOU3BOAMMbBIX AN NPOBeAeHUA  KIMHUYECKUX
nccnefoBaHuii U ansa akcnopTa. K npoueccy nponssoacTea dbapmaueBTUYECKOM CybCTaHLUMN OTHOCATCA
nobble  CTagMM  TEXHONOTMYECKOro npouecca, MNO3BOAAKOWME MNOJAYYUTb FOTOBbIA  MPOAYKT,
COOTBETCTBYIOWMI TpeboBaHMAM dapmaKonemHon cTaTbM, B TOM uyucie GepmeHTauma, SKCTpakuus,
OUYUCTKa, BblAeNIEHWUE, NEPEKPUCTANNN3ALUNS, BbICYLUMBAHWE, U3MeENbYeHNe. B cnyyae HeobxoamMmocTu
NCNo/NIb30BaHMA 3TWU/IOBOrO CNMPTa, B TOM 4Yucie dapmaleBTUYECKON CybCTaHUMWM cnupTa 3TWUJIOBOTO
(sTaHONa), nNpu npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KauyecTBe JeuncTeylowero u  (uam)
BCMNOMOTaTE/IbHOTO BELLECTBA, a TAKXKe B MHbIX TEXHONOTMYECKUX LLENsIX AO0/XKHA ObiTb MCMO/Ib30BaHa
TONbKO papmaLieBTMYECKAsA CybCTaHLUMA cnMpTa 3STUAOBOrO (3TaHOA).

(B peq. PepepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-®3, ot 27.12.2019 N 481-
d3)

4.1. lMepevyeHb NeKapCTBEHHbIX MNpenapaToB ANA MeAMUMHCKOro NpuMeHeHWA, B OTHOLIEHWUU
KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K 06bemy Tapbl, YNaKOBKE W KOMMNAEKTHOCTW, NepeyeHb
JIEKapCTBEHHbIX NPENapaToB A1 BETEPMHAPHOIO NPUMEHEHMUA, B OTHOLLEHWM KOTOPbIX YCTAHAB/MBAKOTCA
TpeboBaHMA K 0b6bemy Tapbl, a Takxe TpeboBaHMs K obObemy Tapbl, YNaKOBKE M KOMMNEKTHOCTU
JIEKapCTBEHHbIX MpPenapaToB AAA MEAULMHCKOTO npumeHeHus, TpeboBaHua K obbemy Tapbl
JIeKapCTBEHHbIX MNpenapaTtoB ANA BETEPUMHAPHOrO NPUMEHEHWA ONpeaenAlTCA COOTBETCTBYHOLLMMMU
YNONHOMOYEHHbIMU defepanbHbIMU OpraHaMn UCMNOJHUTENBHOW BAACTU B MOPAAKE, YCTAHOBJEHHOM
MpasuTenbctBom Poccuiickoli ®epepaumu.

(yacTb 4.1 B peg,. PepepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3auuu, OCyLLecTBAAlOWME NPOU3BOACTBO (apMaLLeBTUYECKOW CcybCcTaHUMM cnupTa
3TMNOBOrO (3TaHOMa) ANA NPOM3BOACTBA CMMPTOCOAEPMKALLUMX NIEKAPCTBEHHbIX NpenapaTtos, 0b6A3aHbl
OCYLLECTBAATL YYET B NOPALAKE, YCTAHOBAEHHOM CTaTbaAMM 8 U 14 depepanbHOro 3akoHa oT 22 HoAbpA
1995 roga N 171-$3 "O rocyaapcTBeHHOM peryanpoBaHMu Npon3BoAcTBa U 060poTa 3TUNOBOrO CNMPTAa,
a/IKOTONbHOM M cNMpTOCOAEpKaled npoaykumm u o6 orpaHuyeHuMu notpebneHuns (pacnutus)
ankoronbHoMW npoaykumn". NpounssoacTso papmaLieBTMUYECKON cybCcTaHUMK cnnpTa 3TUA0BOro (3TaHoNa)
OOMNYCKAEeTCA TOJIbKO OpraHusaumen, OCyLLecTBAAIOLWEN NPOU3BOACTBO PEKTUPUKOBAHHOTO 3TMUJIOBOTO
CNMpTa M3 MNULLEBOTO CbipbA HA OCHOBAHWW JIMLEH3UM HA MPOU3BOACTBO 3TU/OBOFO CNMpTa ANA
npousBoacTBa ¢GapmaLeBTUYECKOW CybCTaHUMM CcnvMpTa 3TWIOBOrO (3TaHONAa) B COOTBETCTBUM C
TpeboBaHMAMKN DeaepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-03 "O rocygapcTtBeHHOM
perynanpoBaHnmM npousBoacTBa M 06OpPOTa 3TUIOBOFO CNMPTA, aJKOTOJIbHOW WM CIMPTOCOAEpKaLLel
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npoAyKuMM M 06 orpaHuYeHuM notpebneHus (pacnuTus) anKoronbHOW npoayKummn', metoaom
pasBefeHna BOAOWN OYMLLEHHOM TaKOro 3STUIOBOTO CAMpPTa, NPOU3BEAEHHOIO AaHHOM OpraHM3aumel no
MeCTY OCyLLEeCcTBAEHNA NPOM3BOACTBA PapMaL,eBTUYECKOM CybCTaHLMM CNMPTA 3TUAOBOTO (3TaHOMA).
(4acTtb 4.2 BBepeHa PepepanbHbim 3akoHoM oT 03.07.2016 N 261-93; B pes,. PegepanbHOro 3akoHa ot
27.12.2019 N 481-3)

4.3. HamnBuayanbHble NpeanpuHUMaTeNn U IOPUANYECKUE NNLA, OCYLLECTBAAIOLLME 3aKYMKy U
ncnosb3oBaHWe dapmaLeBTUYECKOW CYyOCTaHLMK CNUPTA 3TMAOBOIO (3TaHO/A), @ TaKXKe NPOoun3BOACTBO,
usrotoeneHne u (Mnn) o6opoT (3a WCKAKOYEHMEM PO3HUYHOW MPOAAXKM) CIMPTOCOAEpPHKallUX
JIeKApPCTBEHHbIX MNpenapaToB, 00s3aHbl OCYLWECTBAATb WX YY4ET M LeKNapupoBaHMe B NOPALKE,
yCTaHOBNEHHOM cTaTbaMn 8 M 14 depepanbHOro 3akoHa oT 22 Hosbpa 1995 roga N 171-d3 "O
rocyapCTBEHHOM pPEry/JMpoBaHUM MNpPoOM3BOACTBA M 0OOpPOTa 3TUAOBOFO CNMPTA, aNKOTOJIbHOW U
cnupTocodep Kallel NpoayKuumM 1 06 orpaHnuyeHnm notpebaeHns (pacnmuTns) ankorobHoOM npoayKummn®.
(yacTb 4.3 BBeaeHa deaepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4. Tlpn npouM3BOACTBE JIEKAPCTBEHHbIX MPEnapaTtoB A/A BETEPUMHAPHOIro NPUMEHEHUSA
OONYCKAeTCs WCNO/Ab30BaHWE MNPOM3BEAEHHbIX A5 peanunsaumm dapmaueBTUYEeCcKMX cybcTaHuuiA,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbLIN PEECTP /IEKAPCTBEHHbIX CPeACTB YMNO/JHOMOYEHHbIM denepasibHbIM
OpPraHOM  WCMONIHUTENIbHOM  BAACTM, OCYLECTBAAIOWMM BeAeHMe TOCy[apCTBEHHOrO peecTpa
NIEKapCTBEHHbIX CPeaCcTB ANA MeAULUUHCKOIo NPUMEHEHMUA.

(yacTb 4.4 BBeaeHa deanepanbHbim 3akoHoM oT 02.08.2019 N 297-d3)

5. 3anpewaeTca NPoM3BOACTBO:

1) NEeKapCTBEHHbIX CPeacTB, He BK/IIOYEHHDbIX B FOCVAapCTBEHHbIﬁ peecTp NeKapCTBeHHbLIX CPeacTs,
3a MUCKAKYeHUemM NeKapCTBEHHbLIX CpPeacTts, npoussogumbiX AnAa nposeaeHnA  KJAUMHUYECKUX
MCC/'IELI,OBE]HMVI 1M AnAa sKCnopTa;

2) panbcnPUUMpPOBaHHbIX TEKAPCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX cpeacTs 6e3 NLEH3NM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) NneKapcTBeHHbIX CPEACTB C HapylleHWem npaBua OpraHM3auuu MpPoOM3BOACTBA M KOHTPOASA
KayecTBa fieKapCTBEHHbIX CPeAcTB;

5) yTpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-93;

6) cnupTocodeprKallMx NeKapCcTBEHHbIX NpPenapaTtoB MO MeCTy OCYLIEeCTB/IeHWA NpPou3BOACTBA
dapmaleBTMUYECKON CybCTaHUMKM cnupTa 3TUAoBOro (3TaHona) M (MAKM) NO MeCTy OCYLLeCTBAEHUSA
NpoM3BOACTBA 3TU/I0BOrO CNNPTa;

(n. 6 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMyeckon cybcTaHUMM cnupTa 3TUAOBOrO (3TaHona) U (Mam) cnuptocoaep Kallmx
NIeKapCTBEHHbIX MpPenapaToB Ha OCHOBHOM TEXHO/IOFMYeCcKOM o060pyAoBaHWM ANA MNPOW3BOACTBA
3TWU/IOBOrO CNMPTA, YKazaHHOM B nyHKTe 1.1 ctaTtbu 14.1 PegepanbHOro 3akoHa oT 22 Hoabpa 1995 roaa
N 171-®3 "O rocysapCTBEHHOM pPeryanMpoBaHMM MNpousBoAcTBa M 0b6OpOTa 3TMIOBOrO CNMPTa,
a/NIKoroNlbHOM W cnupTocoAepXKalwen npoaykumMm u o6 orpaHudeHun noTtpebneHua (pacnutua)
a/IkoronbHOM nNpoaykumn'.

(n. 7 BBeaeH ®epepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-93)

6. Mpu BBOAE /NIEKAPCTBEHHbIX CPEACTB B rPaXAaHCKMA 060pPOT YNONHOMOYEHHOE NMLO
NPOM3BOAUTENA NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBUA IEKAPCTBEHHbIX
cpeactB TpeboBaHMAM, YCTAHOBAEHHbIM MPU WX FOCYAAPCTBEHHON PErucTpaumn, U rapaHTUpyeT, YTo
JIeKapCTBEHHbIE CPeaCcTBa MpPOM3BeAeHbl B COOTBETCTBUMM C TPebOBaHMAMM MpaBua Haa/exalleln
NPOM3BOACTBEHHOM MPAKTUKMU.

(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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7. YNO/IHOMOYEHHbIM INLOM MPOU3BOAUTENA IEKAPCTBEHHbIX CPeACTB ABAAETCA ero paboTHUK,
aTTeCTOBAHHbIV B YCTAHOBAEHHOM YNOAHOMOYEHHbIM defepasibHbIM OPraHOM UCNOAHUTE/IbHON BAcTH
nopsaKke U MMELNIN CTaxK paboTbl HE MeHee Yem NATb 1IeT B 06/1acTU NPOM3BOACTBA U (M/IM) KOHTPOAS
KauyecTBa JIeKapCTBEHHbIX CPeACTB, BbicLee 06pa3oBaHMe COOTBETCTBEHHO MO O4HOM U3 cneuymanbHoCTel
n (nnn) ogHOMy M3 HanpaBAeHUI NOATOTOBKU: BMOI0rMA, BUOTEXHOIOMMA, BETEPUHAPUSA, BETEPUHAPHO-
CaHWTapHanA 3KCMepTU3a, KAMHUYeCcKaa MeguvuMHa, PagvauuoHHas, XMMUYecKas W buonormyeckas
3awmTa, bapmaums, dyHaameHTaibHaa MeanLMHaA, XMMUYECKasa TEXHOOMMA, XMMUIA.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. MNpouns3BoaMTeNn NeKapCTBEHHbIX CPeacTB (3a McKAtoYeHMem dapmaleBTUYecKon cybcTaHLum
CcnNMpTa 3TUAOBOTO (3TaHO/1a) MOTYT OCYLLECTBAATL NPOAANKY JIEKAPCTBEHHbIX CPEACTB MW NepeaasaTh UX
B YCTaHOB/IEHHOM 3aKoHoAaTeNbCcTBOM Poccuiickon Peaepauum nopagke:

(B pen. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYrMM Npon3BoanNTENAM NIEKAPCTBEHHbIX CPeACTB AN1A NPONU3BOACTBA IEKAPCTBEHHbIX CPeACTB,
2) opraHnsaymnam ONTOBOM TOProB/in NeKapCTBEHHbIMU CPEOCTBAMMU,

3) anTe4YHbIM OpraHM3aunAam, BeTEPUHAPHbIM aNTeYHbIM OpraHnsauunam, UHAUBUAYA/IbHbIM
npegnpuHnmMmatTenam, nmerwmm nnUUeH3N Ha d)apmau,eBTquCKyro AeATeNbHOCTb UIN NNLEH3UIKO Ha
MeaNLIUHCKYIO OeATENIbHOCTb,

4) Hay4YHO-MCCcnegoBaTebCKMUM OpraHn3aumam anA HayLIHO-MCC/'Iep,OBaTel'IbCKOﬁ pa60TbI,‘
5) MeJULUHCKUM OpraHn3aumnam n BeTeEPUHaAPHbIM OpPraHn3aumnam;

6) opraHusauMamM W MHAMBUAYANbHbIM NpeanpPUHUMATENAM, OCYLLECTBAAIOWMM pPa3BedeHue,
BbipallMBaHME W COLEPNKaHUE IKMBOTHbIX (3@ WCKAOYEHMEM MpPoAarKM MM  dapmMaueBTUYECKMX
CcybCTaHUMM UK UX Nepegadn).

(n. 6 B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. Mpoussoantenn ¢apmaLeBTUYECKON CyBCTaHUMKM chiMpTa 3TMNOBOrO (3TaHosa) 06s3aHbI
OCYLLECTBAATL peanunsaumio (nepepady B yCTaHOBNEHHOM 3aKOHOAATeNbCTBOM Poccuitickoit ®eaepaunn
nopagke) ¢dapmaueBTMYECKOW  CybCTaHUMWM  cnupTa  3TWAoBOro  (3TaHONAa) MPOMU3BOAUTENAM
NeKapCTBEHHbIX CPEACTB A5 NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOANTENAM (M3rOTOBUTENAM)
MeANUMHCKUX U3AeNMIA ANA NPOM3BOACTBA U U3FOTOBIEHUA MEANUNHCKUX U3AENNIA B EMKOCTAX 06BEMOM
He 6onee 1 nntpa u (Mnn) He meHee 1000 NUTPOB, a OPraHM3aLMAM, YKa3aHHbIM B NyHKTax 3 - 5 yactu 8
HacTosALeN CcTaTbK, B Tape ob6bemom He bonee 1 nuTtpa.

(4actb 9 BBeaeHa dPeaepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pes. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93)

10. Peanusauus (nepepaya B YCTAaHOB/NEHHOM 3aKoHoAaTenbCTBOM Poccuiickoit Pepepaunm
nopsake) dapmaleBTUYECKOW cybCTaHUMM CcnMpTa 3TUNOBOrO (3TaHONA) OpraHM3auMam ONTOBOM
TOProB/IN IEKAPCTBEHHbIMW CPeACTBAMM He AOMNYCKaeTcA.

(4actb 10 BBeaeHa ®eaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

11. NepeBo3KM dapmaLLeBTUYECKOWN CYBCTaHUMKM cnMpTa STUNOBOIO (3TaHOMA) OCYLLECTBAAIOTCA C
cobntogeHnem TpeboBaHUI, YCTAHOBAEHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTtaTbl 9 PepepasnbHOro
3aKOHa OT 22 Hosbpa 1995 roga N 171-d3 "O rocygapcTBEHHOM Pery/MpoBaHUM MPOU3BOACTBA U
060poTa 3TUAOBOrO CNUPTA, ANIKOFONLHOM W CAMPTOCOAEpPIKalLeit MNpPoAyKLuMM M 06 orpaHuyeHun
notpebneHus (pacnuUTns) ankorosbHOM NpoayKumm".

(4acTb 11 BBEeAeHa PeaepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-d3)

CraTtbAa 46. MapKupoBKa IeKapCTBEHHbIX CpeacTs

1. /lekapcTBeHHble NpenapaTtbl, 33 UCKAOYEHNEM NeKapCTBEHHbIX NpenapaToB, M3roTOBAEHHbIX
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anTe4yHbiMn OpraHn3aunamm, BETEPUHAPHbIMU aANTEYHbIMKU OpPraHuU3aunamun, uUHONBUAYAJ/IbHbIMU
npegnpunHnmarenamm, uwmewwmnmmm AUULEH3UKO Ha d)apmau,eBTquCKyro AeATENDbHOCTb, [A0J1XKHbI
nocTtynaTtb B 06pau.|,eHme, ecnun:

1) Ha wuXx nepBUYHON YyMaKOBKe (3@ MWCKAOYEHMEM MEPBMYHON YMAKOBKU N1EKAPCTBEHHbIX
pacTUTeNbHbIX NPEMNAPATOB) XOPOLIO YMTAEMbIM LWPUHTOM Ha PYCCKOM A3bIKE YKa3zaHbl HAMMEHOBaHMeE
NIeKapCTBEHHOrO npenapata (Me)KAyHapoaHoe HenaTeHTOBaHHOE, WAW  TPYMNMNUMPOBOYHOE, UM
XMMUYECKOE, UM TOProBOe HaMMeHOBaHME), HOMep CepuMM, AaTa BbiNycKa (418 MMMYHOBMOIOrMYECKNX
JIeKApPCTBEHHbIX MPEnapaToB), CPOK FOAHOCTM, A403MPOBKA WAM KOHLEHTpaums, o6bem, aKTUBHOCTb B
eauMHNLAX AEeNCTBUA UM KONMYECTBO 4,03;

(B pen. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, 01 22.12.2014 N 429-93)

2) Ha X BTOpPMYHOI (NOTPebUTENbCKOM) YNaKOBKE XOPOLLO YNTaeMbIM LLIPUPTOM Ha PYCCKOM A3bIKe
YyKasaHbl HaMMeHOBaHWE /eKapCTBEHHOro npenapaTa (Me)KAyHapoAHOe HenaTeHTOBaHHOe, WU
rpynnuMpoBOYHOE, WU XMMUYECKOE W TOProBOE HaMMEHOBaHMWA), HaMMeHOBaHME NPOU3BOAUTENS
JleKapCTBEHHOro npenaparta, HoMep cepun, AaTta BbiNycka (419 UMMYHOBMONOTMYECKUX NIeKapCTBEHHbIX
npenapartos), HOMep PEerncTPaLMoHHOIO Y/AOCTOBEPEHUS, CPOK FOAHOCTU, CMOCO6 NpPUMEHEHMUS,
O03UPOBKA MAWN KOHUEHTpauus, 06bem, akKTUBHOCTb B eAMHMLAX AEUCTBMA MO0 KOAMYECTBO 403 B
ynaKoBKe, ieKapcTBeHHasa Gopma, YCN0BUS OTMYCKa, YC/I0BUA XpaHEHUs, NpeaynpeauTesbHble Haanucu.
(8 pen. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, 07 22.12.2014 N 429-d3)

2. dapmaueBTUYECKMEe cyBCTaHLUMM AO0/MKHbI MOCTyNnaTh B obpalleHue, ecam Ha UX NepBUYHOM
yMNaKoBKe XOPOLLO YUTaeMbIM LWPUEPTOM Ha PYCCKOM A3bIKE YKa3aHbl HaMMeHoBaHMe dapmaL,eBTUYecKon
cybcTaHuMKN (MexayHapoaHoe HenaTeHTOBaHHOoe, MAU TPYNMNUPOBOYHOE, AU XMMUYECKOe U TOprosoe
HaMMeHOBaHMsA), HaMMeHoBaHWe nNponssoauTens GpapmauesTMUEcKol cybcTaHL MM, HOMep cepun 1 AaTa
N3roTOBAEHMA, KOMYECTBO B YNaKOBKE U eAUHULbl U3MEPEHNA KOMYECTBA, CPOK FOAHOCTU U yCI0BUA
XpaHeHus.

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

3. JlekapcCTBeHHble CpeaCcTBa B KaYeCTBe CbIBOPOTOK AOXHbI NOCTYNaThb B 06pa|.u,eHme C YKa3aHnem
XUBOTHOTO, N3 KPOBW, N1a3mbl KPOBU, OpraHoB n TKaHel KOTOPOTro OHU NoJ1y4yeHbl.

4. Ha BTOpUYHYIO (NOTPebuTenbCKyio) yNaKkoBKy JIeKapCTBEHHbIX CPEACTB, MONYYEHHbIX U3 KPOBU,
naasmbl KPOBWU, OPraHOB M TKaHEeM YesloBeKa, AOMXKHA HAHOCUTbCA Haanuck: "AHtTuTtena K BUY-1, BUY-2,
K BMpycy renatuta C 1 NOBEPXHOCTHbIM aHTUIEH BMpYyca renatuTa B oTcyTtcTytoT".

5. Ha nepBUYHYO YNaKoBKY M BTOPUYHYIO (MOTPebUTENbCKYI0) YNaKoBKY paanodapman,eBTUYecKmX
NeKapCTBEHHbIX CPeACTB A0/IKEH HAHOCUTLCA 3HAK PaAMaLLMOHHON ONAacHOCTMY.

6. Ha BTOpMYHYIO (NOTPEBUTENbCKYIO) YNaKOBKY roMeonaTUYeckux ieKapCTBeHHbIX npenapaTos
[O/IKHa HAaHOCUTbCA Haanuck: "FTomeonaTnyecknin'.

7. Ha BTOpuYHylo (NOTpebuUTENbCKYo) YNAaKOBKY JNEKAPCTBEHHbIX PaCTUTE/IbHbIX MpenapaTos
OO0/MKHA HAHOCUTLCA Haanuch: "MpoAyKLuMA NpoLwaa PaanaLMOHHbIN KOHTPOb".

8. Ha nepBuMYHYI0 yNnakoBKy (€Cc/M A4 3TOro CyLLecTByeT TEXHNUYECKan BO3MOXKHOCTb) U BTOPUYHYIO
(noTpebutenbcKyto) ynakoBKY NeKapCTBEHHbIX Npenapatos, nNpeAHasHauyeHHbIX A1A KAUHUYECKMX
nccnefoBaHMM, 4ONXKHA HAHOCUTBLCA HaaNuUch: "N KNMHUYECKUX uccnegoBaHmMin".

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

9. YnakoBKa NEeKapCTBEHHbLIX CpeacTs, npeaHasHaYeHHbIX MWCKAKYUTENIbHO O1A4 3KCNOopPTa,
MapKMpyeTcAa B COOTBETCTBUU C Tp86OBaHMﬂMM CTpaHbl-MMnNopTepa.

10. Ha TpaHCnoOpTHylO Tapy, KOTopaA He npegHasHavyeHa Ansa notpebuteneir M B KOTOpPYHO
NOMELLEHO NEKAPCTBEHHOE CPeacTBO, AOJ/KHA HAHOCUTbCA MHPOPMaLMA O HAMMEHOBAHWUM, Cepun
NIeKapCTBEHHOIO CPeACTBa, AaTe BbIMYCKa, KO/AMYECTBE BTOPWUYHBIX (NOTPEOUTENbCKUX) YNaKOBOK
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NEeKapCTBEHHOro cpeacrtBa, nponssoguTene NEKapCTtBeHHOro cpeacrea C ykasaHMem HammMeHOBaHUNA U
MeCTOHaXoXA4eHNA Npon3BoaAnUTENA NEKAPCTBEHHOIO CpeacTea (a/J,pec, B TOM YUCNE CTpaHa U (VIJ'IVI) mMecTo
npon3soacTBa 1IEKAPCTBEHHOIO CpEACTBa), a TaKXe O CPpOoKe rogHOCTU N1eKapCTBEHHOIO Cpeacrtea m 06
YCNIOBUAX €ro XpaHeHUA U NepPeEBO3KMU, HEOGXO,CI,VIMbIe npegynpeguntenbHble Ha4MUCU U MAaHUNYNATOPHbIE
3HaKWU.

11. Ha nepBWYHYO YNAKOBKY M BTOPUYHYIO (MOTPeBbUTENbCKYIO) YNAKOBKY IeKapCTBEHHbIX CPeACTB
[ONA BETEPMHAPHOIO NPUMEHEHMA A0/KHA HAHOCUTLCA HAaANMUCh: "[AA BeTepMHAPHOTO NpumeHeHna".

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY J/IEKAPCTBEHHOrO MpenapaTa HaHocUTCA
LUTPMXOBOWM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO SEOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUMCKOMN GEAEPALIUN
(8 pea. PepepanbHoOro 3akoHa o1 06.12.2011 N 409-93)

Cratba 47. MNopAaaoK BBO3a /IeKapCTBEHHbIX cpeacTB B Poccuiickyio deaepauunio M BbiBO3a
NleKapcTBeHHbIX cpeacTB U3 Poccuiickoii depepaumnmn
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. BBO3 sieKapcTBeHHbIX cpeacTB B Poccuiickyio Pepepaumio OCYLLECTBAAETCA B MOPAIKe,
ycTaHoBNeHHoM [paButenbctBom Poccuitickont  depepaumm, B COOTBETCTBUM C  TaMOMKEHHbIM
3aKOHOAATENbCTBOM TaMOMKEHHOro coto3a B pamkax EBpA3IC (manee - TaMOXKeHHbIN coto3) u (Mnu)
3aKoHoAaTenbCTBOM Poccuitickoit degepaumm o TaMoXKeHHOM gene.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. BBo3umble B Poccuiickylo deaepaumio IEKapCTBEHHbIE CPEACTBa AOJIKHbI COAEpPKaTbCA B
rocy4apcTBEHHOM PeecTpe /IeKapCTBEHHbIX CPeACTB.
(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-$3, o1 27.12.2019 N 462-$3)

3. lonyckaetca BBO3 B Poccuiickyto denepaliMio KOHKPETHOM NapTUM 3aperucTpupoBaHHbIX U (Man)
He3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX CPEACTB, NpeAHasHayeHHbIX AN NPOoBeAeHUA KAMHUYECKUX
NUCCNeloBaHUI NeKapCTBEHHbIX MpenapaTos, NPoBeAeHMA 3KCNepTU3bl /IeKapCTBEHHbIX CPeacTs Ans
OCYLLECTB/IEHMA TOCYAapCTBEHHON pPerucTpaLum JIeKapcTBEHHbIX MpenapaToB WAW ANA OKasaHus
MEAULMHCKOM MNOMOLLM MO KU3HEHHbIM TMOKa3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHUM
paspelleHunsa, BblAAHHOTO YMNOAHOMOYEHHbIM deaepasbHbiM OPraHOM WCMONHUTENbHOM BAacTM No
3aAB/IEHUAM NI1LL, YKa3aHHbIX B cTaTbe 48 HacTosallero ®eaepanbHOro 3akoHa. PaccmoTpeHue Takoro
3afB/IeHMA U NPUHATME pelleHMA O Bblgade paspellieHMa Ha BBO3 KOHKPETHOW napTuu
3aperncTpupoBaHHbIX U (MAK) He3aperncTPUPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, NpeAHa3HauYeHHbIX A4
npoBeAeHUA KAWHUYECKUX WCCNefloBaHUIA NIeKapCTBEHHbIX NpenapaTtoB, MPOBeAeHUs 3KCNepTusbl
NIeKapCTBEHHbIX CpeacTB  ANSA  OCYLLEeCTB/NIEHUA rOCYyAapCTBEHHOM perucTpaumm  NeKapCTBEHHbIX
npenapaTtoB UAW ANA OKa3aHUMA MeAMLMHCKON MOMOLLM MO XU3HEHHbIM MNOKa3aHWAM KOHKPETHOro
naumeHTa 1Mbo 06 oTKa3e B BblAaye yKa3aHHOro paspeleHna NPoM3BOAATCA B CPOK, He NpeBbILLaoLL i
nATM pabounx gHei. NnaTa 3a BblAauy YKa3zaHHOIO paspelleHns He B3MMaeTca.

(B pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2024 u. 3.1 cT. 47 yTpaumBaet cuny (P3 o1 27.12.2019 N 475-d3).

3.1. lonycKaeTca BB03 B Poccuitckyio Peaepaumio KOHKPETHOM NapTUN He3aperncTpupoBaHHbIX
NIeKapCTBEHHbIX NPenapaTos, CoAep’KallMx HapKoTUYecKne cpeacTBa MAM NCUXOTPOMHbIE BellecTsa, B
nopagKke, ycrtaHosseHHoM [lpaBuTenbcTBOm Poccuiickoit depepalmu, ANA OKasaHUMA MeOULMHCKOM
NOMOLLM MO ¥M3HEHHbIM NOKa3aHUAM KOHKPETHOro NauueHTa Wau rpynnbl NaUMEHTOB B C/yyae, eciu


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA69707140836BA69DF8499092B3BF5A47EBD4FE876390FD3DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA69707140836BA69DF8499092B3BF5A47EBD4FE876390FD5DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEAF9100110B36BA69DF8499092B3BF5A47EBD4FE876310CD2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA69707140836BA69DF8499092B3BF5A47EBD4FE876390FD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA69707140836BA69DF8499092B3BF5A47EBD4FE876390FD7DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005100A36BA69DF8499092B3BF5A47EBD4FE876310FD1DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAF9103120236BA69DF8499092B3BF5A47EBD4FE876310FD5DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADEA69707140836BA69DF8499092B3BF5A47EBD4FE876390FD6DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9005110836BA69DF8499092B3BF5A47EBD4FE8763104D4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9603140C36BA69DF8499092B3BF5A47EBD4FE876310CD2DD1DB595012252DD46CCB59050DAC0QDhEK

MMeeTCA pelleHMe BpPavyebHON KOMWUCCUMM MEAMUMHCKOW OpraHvM3aumm o HedapPeKTUBHOCTU UM
HEBO3MOXHOCTU MPUMEHEHUA Y KOHKPETHOrO MauMeHTa WMHbIX 3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX
npenapaTos, B TOM YWUCNe COAEPKALMX ApYyrMe AeNCTBYOWMe BellecTBa, U 0 He0bXxoaMMOCTU BBO3a
onpefeneHHOro  He3aperncTtpMpoBaHHOIO  JIEKAPCTBEHHOrO  Mpenapata C  YKasaHuem  ero
MeXAYHApPOAHOrO HenaTeHTOBAHHOMO (MM XMMWYECKOrO, WUAM TFPYyNnMPOBOYHOrO) HAMMEHOBaHMA,
dopmbl  BbiNycka M KonudectBa. [lepeyeHb 3aboneBaHWA WM COCTOAHWUIA U COOTBETCTBYHOLLMX
JIeKapCTBEHHbIX MPenapaToB, COAEPKALLMX HAPKOTUYECKME CPeaCTBA M NMCUXOTPOMHbIE BELLLECTBA, B LeaX
OCYLLEeCTB/IEHMA WX BBO3a B COOTBETCTBMM C TpeboBaHMAMM HACTOALLEM YacTU yTBepXKAaeTcA
YNONIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENbHOW BAACTU.

(4acTb 3.1 BBeAeHa PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto Peaepaumio MOMKHO BBO3WTb JIEKAPCTBEHHbIE CPeACTBA, KAa4yecTBO KOTOPbIX
NOATBEPXKAEHO CepTUPMKATOM MNPOM3BOAUTENA  JIEKAPCTBEHHbIX CPEACTB,  YAO0CTOBEPAIOLMM
COOTBETCTBME BBO3MMbIX IEKAPCTBEHHbIX CpeacTB TpeboBaHUAM dpapmaKonenHbIx cTatelt 1Mbo B ciyyae
MX OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMKN MAN HOPMATUBHOIO AOKYMEHTa.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaeTtca BBo3 B Poccuiickyto Peaepaumio danbcudUUMpPOBaHHbIX IEKAPCTBEHHbIX CPEACTB,
Hef,06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAhAKTHbIX JIEKAPCTBEHHbIX CPeACTB.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

6. danbcuPuUuUMpoBaHHbIE NEKAPCTBEHHbIE CPeACTBA, Hef0b6pPOKAaYeCTBEHHbIE J1€KAPCTBEHHbIE
cpeacTBa NOANENKAT U3BATUIO U MOCAEAYIOLLEMY YHUUTOMXKEHUIO UAK BbIBO3Y U3 Poccuiickoit ®eaepaunn,
KOHTpadaKTHble NeKapCTBEHHbIE CPEACTBA - U3BATUIO M NOCAEAYIOLEMY YHUUTOXKEHNIO. YHUUTOXEHNE
uan  BbiBO3 U3 Poccuitickoit  depepaumn  GpanbCUPUUMPOBAHHBIX  JIEKaPCTBEHHbIX  CPEeACTs,
Hefo0b6POKaYeCTBEHHbIX  NIEKAPCTBEHHbIX  CPeACTB, KOHTpadaKTHbIX  /IeKapCTBEHHbIX  CPeacTs
OCYLLEeCTBAAETCA 33 CYeT /LA, OCYWEeCTBMBLIEro WX BBO3. [lOPAAOK YHUUTOXMEHUA U3BATbIX
danbcnPUUMPOBaAHHBIX IEKAPCTBEHHbIX CPeAcTB, HeAobpoKayecTBEHHbIX /IeKapCTBEHHbIX CPesacTs,
KOHTpadaKTHbIX IeKapCTBEHHbIX CPeACTB ycTaHaBAnBaeTcs MNpasutenbcteom Poccuiickoin Peaepaunn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jnua, ocyuwectsasowme BBo3 B Poccuitckyto  ®Pepepaumio  panbcnduumMpoBaHHbIX
NIeKapCTBEHHbIX  CpeacTB, HeAoOpOKayecTBEHHbIX  JIEKAPCTBEHHbIX  CPeacTB,  KOHTpPadaKTHbIX
JIeKapCTBEHHbIX CPeaCTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOAATE/IbCTBOM
TamoxKeHHOro coto3a u (unn) 3akoHogaTenbcTBoM Poccuiickol desepaumm 0 TaMOKEHHOM Zefe.

(B pea. PepepanbHOro 3akoHa o1 06.12.2011 N 409-93)

8. BbiBO3 NeKapCcTBEHHbIX cpeacTs M3 Poccuiickoit deagepaumnm ocylecTeaserca 6e3 npumeHeHus
OrpaHMYEHUN, YCTAHOBJ/IEHHbIX TAaMOMEHHbIM 3aKOHOAATe/NIbCTBOM TaMOMKEHHOro coto3a U (Mnum)
3aKoHoaaTenbcTBOM Poccuiickon degepaunun O rocyaapCTBEHHOM pPeryimpoBaHUMM BHELUHETOProBoW
OEeATeNbHOCTH.

(B peq. PepepanbHbix 3akoHOB oT 06.12.2011 N 409-93, oT 25.11.2013 N 317-d3, ot 22.12.2014 N 429-
?3)

9. BBoZ B rpaxAaaHCKMI 060POT NEKAPCTBEHHbIX NPenapaTtoB 418 MeAULMHCKOro NpuMeHeHus,
BBE3EHHbIX B Poccuitckyto Peaepaumto, ocyLLecTBAsSETCA ¢ cobatogeHMem TpeboBaHNI, yCTaHOBAEHHbIX
ctatbelt 52.1 HacTosAwero PeaepanbHOro 3akoHa.

(4actb 9 BBeaeHa PenepanbHbim 3aKoHOM OT 28.11.2018 N 449-03)

Cratba 48. lOpuauyeckme nuua, KOTOpPbIM paspelleH BBO3 JIeKAPCTBEHHbIX CPeacTB B
Poccuiickyio Pepepauuio
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyto Peaepalimio MOryT BBO3UTh:
(8 peq. PepepanbHOro 3akoHa o1 06.12.2011 N 409-93)
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1) npousBOAMUTENM NEKapCTBEHHbIX CpeacTB AnA  ueneit cobCTBeHHOro MpoM3BOACTBA
NleKapCTBEHHbIX CPeacTs;

2) MHOCTpaHHble pPa3paboTUMKM NeKapPCTBEHHbIX CPEACTB M MHOCTPaHHble MPOWM3BOAUTENN
JIeKapCTBEHHbIX CPeACTB WK ApYyrve lpugnyeckme anua no nopyyeHuto paspaboTymka NeKapCcTBEHHOMO
CpeacTBa 4/A NpoBeAeHUsa KANMHUYECKUX UCCNe0BaHUIA IEKapCTBEHHOMO Mpenaparta, OCyLecTBieHus
rocyfapCTBEHHOW  PEerucTpauMm  NeKapcTBEHHOrO rnpenapata, BKAKOYEHUA  dapMaLeBTUYECKOW
cy6CTaHUMM B rocyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, KOHTPOA KauyecTBa JIeKapCTBEHHbIX
CPeACTB NPU HaMUMKU PaspeLlleHns YNoIHOMOYEHHOro ¢deaepanbHOro opraHa UCMOAHUTENbHOM BAAcTU
Ha BBO3 KOHKPETHOM NapTUM IeKapCTBEHHbIX CPeACTB;

3) opraHu13aLumn ONTOBOM TOProBAN NEKAPCTBEHHbIMW CPeaCTBaMU;

4) HayyHO-uUCCedoBaTe/IbCKME OpraHu3auuu, obpasoBaTesibHble OpraHM3auMu  BbICILErO
06pa3oBaHNA, NPOU3BOAMTENN JIEKAPCTBEHHbIX CPeACTB Aas pa3paboTKu, ucciegoBaHMM, KOHTPOAA
6e3onacHOCTM, KayecTBa, 3P EKTUBHOCTM JIEKAPCTBEHHbIX CPEeACTB MPM  HaAMYMM  paspeLleHus
YMO/HOMOYEHHOTO defepasbHOro opraHa UCNOIHUTEIbHOW BNACTK;

(8 pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

5) meanumHCKne opraHmMsaumm, MHble ykasaHHble B NyHKTax 1 - 4 HacTosALWen CTaTbn OpraHn3aumu
ANA OKa3aHWA MegNUMHCKOM NOMOLLM MO YKU3HEHHbIM NOKa3aHNAM KOHKPETHOro NaLMeHTa Npu Haanunm
paspelleHnsa YNoJHOMOYEHHOro dpesepasbHOro opraHa UCNOJIHUTENbHOM BNACTU Ha BBO3 KOHKPETHOW
NapTUM NeKapCTBEHHOro npenaparta, BblAaHHOMO B YCTaHOBAEHHOM MopsaKke B GOpMe 31eKTPOHHOro
AOKYMEHTa, NoANMCAHHOIO YCUIEHHOW KBaNNGULMPOBAHHOM 3/1€KTPOHHOM NOANUCHIO;
(B pen. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (3 o1 27.12.2019 N 475-93).

6) rocynapcTBeHHble YHUTapHble NPeanpusaTUs, MMYLLECTBO KOTOPbIX HaxoauTca B deaepanbHOM
cobcTBeHHOCTH, onpeaenaemble MpasutenbctBom Poccuiickoit Peagepaumn, B 4act BBO3a B POCCUMCKYO
depepaumnto He3aperucTPUpPOBaAHHbIX NEKAPCTBEHHbIX MNPENnapaToB, COAEpPXalMX HapPKOTMYEcKue
cpeacTBa MAM MCUXOTPOMHblE BELWLeCTBa, A1A OKa3aHWs MeAMUMHCKOM MNOMOLLM NO KU3HEHHbLIM
MOKa3aHMAM KOHKPETHOro NnauMeHTa MM Tpynnbl NAUMEHTOB B COOTBETCTBMM C YacTbio 3.1 ctatbu 47
HacToAwero ®eaepasbHOro 3aKOHa.

(n. 6 BBeaeH ®epepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

CraTtba 49. [lokymeHTbl, NpeAacTaBAsemble B TAMOXeHHble opraHbl Poccuiickoii depgepaumm npu
BBO3e JIeKapCTBEHHbIX CPeAcTB B Poccuiickyto Pepepauuio
(8 pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-d3)

1. Mpu BBO3e /NEeKapCTBEHHbIX cpeacTB B Poccuiickyto degepaumio B TaMOMKEHHblE OpraHbl
Poccuiickolt degepauun  Hapagy C  AOKYMEHTaMW, MpeacTaBNeHMe KOTOPbIX NpeaycMOTpeHo
TaMOEHHbIM 3aKOHOAATEeNIbCTBOM TaMOMKEHHOro cot3a M (MAKM) 3aKoHOAATENbCTBOM Poccuitckol
desepaumnn o0 TaMOXKEHHOM Aene, NPeaCcTaBAATCA Cneayowme JOKYMEHTbI:

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

1) cepTudMKaT Npomu3BOAUTENS JIEKAPCTBEHHOrO CPEACTBa, YAOCTOBEPAIOWMIN COOTBETCTBUE
BBO3MMOIO JIeKapCTBEHHOTO cpeacTBa TpeboBaHuAM dapmaKkonenHoi ctaTbu nMbo B ciyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTALMN UAN HOPMATUBHOTO AOKYMEHTa;

2) paspelleHue YNoSHOMOYEHHOro ¢eaepasbHOro OpraHa MWCMOAHUTENbHOM BAAcTM Ha BBO3
KOHKPETHON MapTUKM /IeKapCTBEHHOro CPeACcTBa B C/yyanX, YCTaHOBAEHHbIX 4YacTblo 3 cTatbu 47
HacTtoAuero ®eaepanbHOro 3aKoHa.
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2. JOKyMeHTbl, yKasaHHble B NyHKTax 1 M 2 4yactM 1 HacToswen cTaTbM, NpeacTaBAAlTCA B
TaMOXeHHble opraHbl Poccuiickon depepaumm npu NpubbITUM NEKAPCTBEHHbIX CPeacT8 B PoccuicKyto
depepaumto.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio Pepepaumio gna JMYHOrO
MCNONb30BaHUA U MHbIX HEKOMMEPYECKUX Lieneil, a TaKkKe AIA UCMOJIb30BAHUA Ha TeppuTOopuMn
MeXAYHApOoAHOro MeAULMHCKOro Kacrtepa
(8 pea. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, oT 29.06.2015 N 160-$3)

1. JleKapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuitickyto depepauumio 6e3 yyeta
TpeboBaHUI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 n 49 HacTonAuwero PeaepanbHoro
3aKOHa, ec/In OHU NpeAHasHayeHbl ANA:

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) AMYHOTO MCNONb30BaHMA PUINYECKUMM IMLLaMU, NPUBbIBLLMMU B Poccuiickyto ®eaepauuto. Mpu
3ToMm BBO3 B Poccuiickyio Peaepaumio nekapcTBeHHbIX NpenapaTos, CoAepKallMX CUAbHOAENCTBYoLLME
1 (MNn) AfOBUTbIE BELLECTBA, BK/IKOYEHHbIE COOTBETCTBEHHO B CMMCOK CU/IbHOAEWCTBYIOLLMX BELLECTB A8
Lenen yroloBHOro 3aKkoHodaTenbCTBa Poccuinckon Peagepaumm 1 B CMMCOK SA0BUTbIX BELLECTB A1 Liesiel
Yro/IOBHOIO 3aKoHoZaTenbcTBa Poccuiickoit degepaumu, yteepKaeHHble MpaBuTenbcTtBom Poccuiickoit
depepauunn, OCyWECTBAAETCA MPU HANMUYMKM  [OKYMEHTOB (3aBEPEeHHbIX KOMUIA [JOKYMEHTOB WU
3aBEPEHHbIX BbIMMCOK W3 HUX), MOATBEPNKAAMOLWMX HasHayeHue U3MYECKOMY ULy YKasaHHbIX
JIeKapCTBEHHbIX MPEnapaToB (3a UCKAOYEHMEM JIEKAapPCTBEHHbIX MPENnapaToB, 3apPerncTPUpPOBaHHbIX B
Poccuinckoit ®epepaumm M oTnyckaembix B Poccuiickoit @epepaumnm 6e3 peuenta Ha NEKAPCTBEHHbIN
npenapar). NMoAaTeepXaatoline AOKYMEHTbI (MX 3aBepeHHble KOMUU UAN 3aBEPEHHbIE BbIMUCKU U3 HUX)
OOJ/IKHbI  coflepKaTb CBEAEHMA O HaMMEHOBAHWM W KOAMYEeCTBE Ha3HAYEHHOro JIeKapCTBEHHOIO
npenaparta. B cnyyae, ecnv noaTeBepAatowme OOKYMEHTbl (MX 3aBEPEHHble KOMWUU MKW 3aBepeHHble
BbIMUCKN U3 HUX) COCTaBNEHbl Ha MHOCTPAHHOM A3blKe, K HUM MpuaaraeTca HoTapnanbHO 3aBepeHHbI
nepesoj, Ha PYCCKUIA A3bIK;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) Mcnonb3oBaHWA PaboTHMKaMM  AMNAOMAaTMYECKOro Kopnyca WaM npeacTaBUTeNs MU
MeXAyHapoAHbIX OpraH13aLmii, akkpeamuToBaHHbIX B Poccuiickoit Peaepaunu;

3) NeyeHUs NacCaKMPOB M YNEHOB 3SKUMAMKEN TPAHCMOPTHbIX CPeACTB, Moe3gHbix 6purag u
BOAMTENIeN TPAHCNOPTHbIX CpeacTs, NpMbbiBwNX B Poccuiickyto Pegepaumto;
(B peq. PepepanbHOro 3akoHa o1 06.12.2011 N 409-93)

4) neyeHWA Y4aCTHMKOB MENKAYHAPOAHbIX KY/IbTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA U YY4ACTHUKOB
MeXKAYHaPOAHbIX IKCNeANLNi;

5) JNneyeHMs KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300CafaX, LMpPKaAX, OKeaHapuymax,
AenbPUHapUAX, NIeYeHUs LUKMX MMBOTHbIX, MOCTOAHHO WM BPEMEHHO HACENALWMX TEPPUTOPUID
Poccuiickolt depepaummn, HAXOAALMXCA B COCTOAHWWM eCTecTBEHHOM cBO6oAbl M MpUHagiexalmx K
BMAAM, 3aHeceHHbIM B KpacHylo KHury Poccuiickon depepaumu u (MAm) KpacHble KHWUMM CyObeKkToB
Poccuiickoit depepaunn, a TaKKe KMBOTHbIX, BBO3MMbIX B Poccuitickylo Peaepauuio gna yyactus B
CMOPTUBHBIX U 3pE/IULLHBIX MEPONPUATUSAX;

(8 pen. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-$3, o1 02.08.2019 N 297-3)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEKAYHAPOAHOIrO0 MeAMLMHCKOro KaacTepa.
(n. 6 BBeaeH ®enepanbHbiM 3aKoHOM 0T 29.06.2015 N 160-3)

2. B cnyyasx, npesycmoTpeHHbIX YacTblo 1 HacToswei cTaTbu, AOMNYCKaeTca BBO3 B Poccuiickyto
depepaumio NekapcTBEHHbIX NpenapaTos, He 3aperncTpupoBaHHbIX B Poccuiickont deaepaunn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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3. JlekapcTBeHHble NpenapaTbl, NpegHa3HayeHHble AN r'yMmaHUTapHOM nomolum (coaeincTeama) unm
NOMOLLM NPU Ype3BblyailHbIX CUTyauusax, BBO3ATCA B Poccuiickyio ®deaepaumio B NOpPsKe,
ycTaHoBNeHHOM [lpaBuTenbcTtBom Poccuiickoli ®degepaumn. 3anpellaetca BBO3 B POCCUMCKYHO
depepaumio  He3apPerucTpMpoBaHHbIX  IEKAPCTBEHHbIX  MpenapaTtoB, NpeAHasHauyeHHbIX  A4ad
ryMaHUTapHON NOMOLLM (COAEMCTBMA) AN MOMOLLM NPU YPE3BbIYAMHbBIX CUTYaLMAX.

(8 pea. PepepanbHoOro 3akoHa o1 06.12.2011 N 409-93)

Cratbna 51. CoTpyaHuyecTBo peaepasbHOro opraHa UCMOIHUTENIbHOWU BNACTU, YNOTHOMOYEHHOro
B 06/1aCTM TAaMOKEHHOrO AeNa, U APYrux yNnoJIHOMOUYEHHbIX pepepanbHbIX OPraHOB UCMONHUTENbHOK
BNACTH

1. YnonHomo4eHHble d)ep,epaanble OopraHbl WMCMNOJIHUTENIbHOM  BAACTH npeaocCTtaBaAOT B
pacnopAaxeHmne cbep,epaanoro OpraHa WMCMNOIHUTENIbHOM  BA1ACTW, YNO/THOMOYEHHOIO B obnactu
TaMOXeHHOIro Aena, I'OCVAapCTBeHHbIﬁ peecTp NeKapCTBeHHbIX CPeacTB, a TaKXkKe Mchopmau,mo o
BblAaHHbIX pa3peweHnax Ha BBO3 KOHerTHOVI napTMn NeKapCTBEHHbIX CpPpeacTtB B Cay4yasnx,
YCTAHOB/IEHHbIX 4aCTblO 3 ctaTbu 47 HacToAwWero dJep,epaanoro 3aKOHa.

2. ®epepanbHblii opraH UCMONHUTENIbHOW BAACTW, YNOJIHOMOYEHHbIA B 06/1aCTM TaMOXKEeHHOro
Aena, nHPopmUupyeT yKasaHHble B YacTu 1 HacToAWweln cTaTbl YNOJHOMOYEHHbIE deaepanbHble opraHbl
UCMOJIHUTENIbHOW BJIaCTM O BBO3€ JIEKAPCTBEHHbIX CpeacTB B Pocculickyio dPepepauumio M BbiBO3e
JIeKapCTBEHHbIX cpeacTB M3 Poccuitickon Pepepaunmn no dopme U B NopsaaKe, KOTOPble YCTaHOBAEHbI
MpasuTtenbcteom Poccuinckoint ®epepaumm.

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

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb
Cratba 52. OcywecTBneHne papmaL,eBTUUECKON AeATENbHOCTU

1. dapmaueBTMYECKan [eATeNbHOCTb OCYLLECTBAAETCA OPraHM3auMamMM ONTOBOW TOProsau
NEeKapCcTBEHHbIMM  CpeAcTBaMM,  anTeYHbIMM  OPraHM3auusasMW,  BETePUMHAPHbIMM  anTeYHbIMM
OpraHusauMaAMK,  UHAMBUAYANbHLIMA  NPEANPUHUMATENAMM,  MMEIOWMMM  JIMLEH3MI0  Ha
bapMaueBTUYECKYIO AEATeNbHOCTb, MEOUUMHCKMMWU OPraHu3aumamu, MMELWMMN JIMLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, U UX 060cobneHHbIMUM NogpasgeneHuammn  (ambynatopuamu,
denbawepckumm 1 GenbaliepcKko-akyLepCKUMM  MyHKTaMK, LeHTpaMn (oTaeneHnsmu) obuien
BpayebHolM (cemeltHOM) MpPaKTUKKM), PaCnoONOXKEHHbIMU B CEbCKUX HaceNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3aLuu, U BETEPUHAPHBIMU OPraHU3auMAMU, UMEIOLLMMUN JNLEH3UIO Ha
dbapmaLeBTUYECKYIO AeATENIbHOCTb.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTIAOC: NpumeyaHue.

06 ycnosuax gonycka B 2021 roay K ocyllecTBiieHU0 GapmaLLeBTUYECKON AeATeNbHOCTU auy, 6es
cepTudmKaTta crneumanmcta M (Mam) no cneumanbHOCTAM, He NPeayCMOTPEHHbIM CepTUdUKATOM
cneuunanucrta, cm. MNMpukas MunHsgpasa Poccum ot 08.02.2021 N 58H.

2. ®usMyeckre NMLA MOTYT OCYLLECTBAATb (apmMaLeBTUYECKYI0 AeATe/NbHOCTb MpU Haauyunm
BbICLLUErO MK cpegHero ¢papmMaLeBTUYECKOro 0bpasoBaHmsa U cepTUdUKaTa Cneumanmcra, Boicliero uam
cpefHero BeTepuHapHOro obpasoBaHus U cepTUdUKaTa CreumnanncTa, a TakKe BbICLUEro UM cpegHero
MegMLMHCKOro 06pa3oBaHuA, cepTUdMKaTa cneumanncta M AONOJIHUTENbHOro MNpodeccMoHanbHOro
06pa3oBaHNA B YaCTM PO3HWYHOM TOPrOBAN NEKAPCTBEHHbIMM NpenapaTammn Npu ycnosumn mx pabotbl B
060c061eHHbIX NOAPa3AeNeHUAX MeANULMHCKMX OpraHM3aumin, yKasaHHbIX B YacT 1 HacToALLeN cTaTbu.
(4acTb 2 B pea. PeaepanbHoOro 3akoHa ot 27.07.2010 N 192-93)
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KoHcynbTaHTIAKOC: NpumeyaHue.

JlekapcTBeHHble Npenapatbl 414 MeAULUHCKOrO NPUMEHEHWA, BBEAEHHbIE B rpaXaaHCKMn 060poT Ao
29.11.2019, nognexkat XpaHeHuto, nepeBo3Ke, OTMNYCKY, peanus3aunmn, nepegayvye, npMMeHeHUo A0
nUcTeyeHmn cpoka ux rogHoctn (43 ot 28.11.2018 N 449-03).

Cratba 52.1. BBopA, B rpaKgaHCKMi 060pOT NIeKapCTBEHHbIX MpenapaToB AAsA MeAULUHCKOro
npumeHeHuA
(sBepeHa depepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepea BBOAOM B rpaxKAaHCKMN 060POT KaxKA0oM CEpUM UAN KaxKAOW NapTMM NPOM3BEAEHHOTO B
Poccuiickolt ®esepaumn NekapcTBEHHOTO NpenapaTta 418 MeaULMHCKOrO MPUMEHEHUS, 3a UCK/TIoYeHNEM
UMMYHOBMONOTMYECKUX  JIEKAPCTBEHHbIX MPEnapaToB, MNPOM3BOAMTENb TAaKOrO JIeKapCTBEHHOMO
npenaparta npeacTasaseT B pefepasibHblli OpraH UCNOHUTENBHOMN BAACTU, OCYLLECTBAAOWMI GYHKLUUN
MO KOHTPO/MIO W Haz3opy B cdepe 34paBOOXPaHEHMUA, OOKYMEHT MPOU3BOAUTENS JIEKAPCTBEHHOMO
CpeacTBa, MOATBEPXKAAMOWMIM  KAYecTBO  JIEKApPCTBEHHOTO  Mpenapata, W NOATBep)KAeHue
YNO/IHOMOYEHHOTO /NLA MNPOM3BOAMTENSA JIEKAPCTBEHHbLIX CPEACTB COOTBETCTBUA JIEKAPCTBEHHOMO
npenaparta TpeboBaHMAM, YCTAHOBIEHHbIM MPU €ro rocyapCTBEHHOW perncTpauun.

2. MNepen BBOAOM B rpakAaHCKMIA 0OOPOT KaXKAOW CEpUM UM KaxKgolk MapTUM BBO3MMOIO B
Poccuiickyto  depepaumio  NeKAapCTBEHHOrO npenapata  Aaa  MeAMUMHCKOTO  MpUMEeHeHun, 3a
UCKOYEHNEM UMMYHOBMONOTMYECKUX IEKAPCTBEHHDBIX MPENApaToB, OPraHM3auma, OCYLLEeCTBAAIOLLAN
BBO3 JIEKAPCTBEHHOrO npenapaTta B Poccuiickyto ®enepaumto, npeacrasnset B peaepanbHblt opraH
WCNONIHUTENbHOM  BAIACTW, OCYWECTBAAKOWMA  PYHKLMM NO KOHTPONKO UM  Hagsopy B coepe
3[paBOOXPaAHEHNA, CepTUOMKAT NPOM3BOAUTENA NIEKAPCTBEHHOINO CPeacTBa, YAOCTOBEPAIOLLMIA
COOTBETCTBME BBO3MMOTO IEKAPCTBEHHOIO NpenapaTa TpeboBaHUAM GapmaKonelHoM cTaTb, a B C/iyyae
oTcyTCTBMA dapMaKonemHON cTaTbl TPebOOBAHMAM HOPMATUBHOM AOKYMEHTaUMM, U MNOATBEPXKAEHME
npeAcTaBUTeNss OpraHW3auuK, OCYLLECTBAAIOLWEN BBO3 JIeKapCTBEHHOro npenapata B Poccuitckyto
®Pepepaumtio M YNONHOMOYEHHOW WMHOCTPAHHbIM  MPOM3BOAUTENEM  JIEKAPCTBEHHbIX CPeACTs,
COOTBETCTBMA BBO3MMOTO JIEKAPCTBEHHOrO MpenapaTa TpebOBaHUAM, YCTAHOB/AIEHHbIM MNpU  €ro
rocyfapcTBEHHOW PerucTpaymm.

3. MNopAgoK NpencTaBneHMsA B COOTBETCTBUM C YacTAMM 1 M 2 HaCcTOALLEN CTaTbM AOKYMEHTOB U
CBEAEHWN O /IEKAPCTBEHHbIX MpenapaTax, BBOAMMbIX B T[paxKAaHCKMA 060poT, ycTaHaB/AMBaeTcA
Mpasutenbctsom Poccuiickon ®egepaumn.

4. B OTHOLIEHWUM NepBbiX TPex Cepuin WAM NapPTUA JNIEKApPCTBEHHOro MpenapaTa, BMepBble
npoussegeHHoro B Poccuiickon deaepaumm MaM Bnepsble BBO3MMOro B Poccuitickyto depepaumio, B
desepanbHbIit opraH UCNONHUTENbHOW BAACTU, OCYLLECTBAAIOWMN PYHKLMN MO KOHTPOO U Haa30py B
chepe 34paBoOOXpaHEHNS, 4ONONHUTENbHO NPeACTaBAAETCA MPOTOKO/ UCMbITaHUI O COOTBETCTBUM CEPUU
WAX MapTUM JIeKapCTBEHHOro npenapata And MeAMUMHCKOrOo MPUMEHEHWUS MOKas3aTeNsaM KayecTsa,
npeaycMoTPeHHbIM HOPMATUBHOW [OOKYMeHTauuel (ganee - MPOTOKON MCMbITaHUIA), NPOBOAUMBIX
aKKpeaMTOBAHHbIMKM B COOTBETCTBUM C 3aKOHOAaTeIbcTBOM Poccuiickolt Pepepaunmn 06 akkpeantTaumm B
HaUMOHANbHOM  cUCTEME  akKpeauTauuum  deaepasbHbIMM  FOCYAAPCTBEHHbIMM  BHOAXKETHbIMM
yyperKaeHMaMKM,  NoaBeAOMCTBEHHbIMU  defepasibHOMY  OpraHy  MCNOJHUTENbHOM  BAACTH,
ocyulecteaatowemy GyHKUUM MO BbipaboTKe M peannsaumm rocyaapCcTBEHHOM NOSIUTUKM U HOPMATUBHO-
NpaBoOBOMY PEryanpoBaHuio B chepe 34paBoOOXpaHeHua, U deaepanbHOMY OpraHy WUCNOJIHUTENIbHOM
B/1aCTU, OCyLLEecTBAALLEMY GYHKLUM MO KOHTPOAO U Haa3opy B chepe 3apaBooxpaHeHus. MNMopsaaok
BblJauM YKasaHHbIMM deaepanbHbIMU FOCYAapPCTBEHHLIMU BIOAKETHBIMU YyUpEXKAEHUAMN AAHHOTO
NPOTOKO/Ma M pa3mep NaThbl 3a ero BblAady ycTaHaBamBatoTcs MNpasutensctBom Poccuiickoit deaepauum.

5. ExxerogHo He nosgHee 1 ¢peBpana NpPoU3BOAUTENN IEKAPCTBEHHbIX CPEACTB UAN OPraHM3aLLmMK,
OCYLLEeCTBAAIOWME BBO3 JIeKapCTBEHHbIX MpenapatoB B Poccuiickyto dPeaepauuio, npeacraBastoT B
deaepanbHbIii OpraH UCMONHUTENIbHOW BAACTU, OCYLLECTBASAIOWMIA GYHKUMM NO KOHTPOJIIO U HaZ3opy B
chepe 34paBoOXpaHEHMs, NPOTOKO/ UCMbITaHMI NOCTYNUBLLETO B TEYEHUE ro4a B rpaxKgaHCcKuin obopot
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NleKapCTBEHHOro npenapata KOHKPeTHOro npousBoauTens (Ha OAHYy Cepuio KaxAoro TOProsoro
HaMMeHOBaHMA C YY4EeTOM JIeKapCTBEHHOW GOPMbl U [03MPOBKK), NPOBOAUMbBIX aKKpPeaUTOBaHHbIMU B
COOTBETCTBMM C 3aKoHoAaTenbcTBOM Poccuiickolt depepaumm 06 akkpeauTauMm B HaLMOHaNbHOWM
cUCTEME aKKpeauTauuu ncnbiTaTeNbHbIMKU NabopaTopuamu (LeHTpamm).

6. MpousBoauTeENN JNIEKAPCTBEHHbIX CPEACTB WAM OpraHv3auuu, OCyLecTBAslowmne BBO3
NleKapcTBeHHbIX NpenapaTtos B Poccuiickyto Penepaumio, He meHee YeM 33 OAMH o A0 NAAHUPYEeMbIX
NPUOCTAHOBAEHMA WMAW MPEKpalLeHna MNPOM3BOACTBA /IEKAPCTBEHHbIX NPenapaToB WAM UX BBO3a B
Poccuiickylo ®epepaumio ysegomnsatloT 06 3Tom deaepanbHbli OpraH WMCNOAHUTENbHOW BAacTH,
OCYLLECTBAAWMIA GYHKLMN NO KOHTPOIO U HaA30py B chepe 34paBooxXpaHeHna u deaepanbHblit opraH
WCMONHUTENbHOW  BNACTM, OCYLLECTBAAKOWMIA  PYHKUMM NO  JMLEH3UPOBAHWMIO NPOM3BOACTBA
NeKapcTBEHHbIX CpeacTs.

7. BBog, B rparkaaHCKMiM 060pOT KaxKaolh CepUM UAM KAXKAOW MAapTUM MMMYHOBMONOrMYECKOro
JIeKapCTBEHHOrO Npenapara, NpounsBeaeHHOro B Poccuiickoit ®eaepaumm nam BBO3MMOro B POCCUCKYIO
dPepnepaumio, OCyLLECTBAAETCA Ha OCHOBAHWW pa3pelleHuda, BblAaHHOTrO ¢denepasbHbIM OpPraHoOM
WCNONIHUTENbHOM  BNACTW, OCYLLECTBAAOWMM QYHKLMM NO  KOHTPOAK W  Haga3opy B coepe
3 paBOOXPaAHEHMNA, Ha OCHOBAHWWU BblAaHHOIO deaepanbHbIMU FOCYAAPCTBEHHbIMU  BIOAMKETHBIMM
yypexaeHnamun, yKasaHHbIMU B 4acCTu 4 HaCTOFILLI,el‘/JI CTaTbW, 3aKIKO4YeHUA O COOTBETCTBUU CepUn UIn
napTMM MMMYHOBUONOrMYECKOro NEeKapCTBEHHOMO npenaparta TpeboBaHMAM, YCTAaHOBAEHHBIM NPU ero
rocyapcTBeHHoON pernctpaumu. Mopaaok BblAauM paspelleHna Ha BBOSA, B FpaKAaHCKMIA 060opoT cepum
WU NAPTUN UMMYHOBMOIOrMYECKOTO IEKAPCTBEHHOIO NPENapaTa, a TakXKe NoOPALO0K BblgauM YKAa3aHHOIo
3aK/l0YeHMA W pasmep NAaThl 3@ ero Bblgavy ycTaHasausatoTca [lpaBuTenbcTBom Poccuiickoi
depepauum.

8. 3a HenpeacTaBAeHME WAM HECBOEBPEMEHHOE NpPeACTaBleHME [AOKYMEHTOB W CBeAeHWUH,
npeaycMoTpeHHbIX YacTamn 1, 2, 4, 5 1 6 HacToALLeN CTaTbM, MPON3BOANUTENN IEKAPCTBEHHbIX CPEACTB U
OpraHusaumMM, oCyLEeCTBAAIOLLME BBO3 NIEKAPCTBEHHbIX NpenapaToB B Poccuitickylo Peaepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon Peaepaumn.

9. MNpeAacraB/ieHne AOKYMEHTOB U CBEAEHWUI, NPeayCMOTPEHHbIX YacTamu 1, 2 1 4 HacTosweln
CcTaTbl, W MNOAyYeHME MPEeAYCMOTPEHHOro 4YacTbld 7 HAcToAWEeN CcTaTbM paspelleHns Ha BBOA
MMMYHODOMOJIOTMYECKOTO J1IeKAapCTBEHHOIO MNpenapata B rpPaXXAaHCKUMA 000opoT He Tpebyiotca B
OTHOLWUEHMW JIEKAPCTBEHHbLIX MNPEnapaToB, MNpPeAHAa3HAYeHHbIX ANA NPOBeAEeHUA  KAMHUYECKMX
NCCNneaoBaHU IEKAPCTBEHHbIX MpenapaToB, MPOBEAEHUA 3KCMEepPTU3bl SIEKAPCTBEHHbIX CpeacTB A/
OCYLLLECTB/IEHNS TOCYAAPCTBEHHON PEerncTpaumm NeKapcTBEHHbIX MPenapaToB, a TaKKe B OTHOLIEHMMU
He3apPerncTpMpPOBaHHbIX SIEKAPCTBEHHbIX NpenapaTos, NpeaHa3HaYeHHbIX A5 OKasaHUA MeaAULMHCKOM
NOMOLLM MO M3HEHHbLIM MOKA3aHMAM KOHKPETHOro MauyeHTa MAKW Fpynnbl NALMEHTOB, BBO3UMbIX B
Poccuiickyto Pegepaumio B cooTBETCTBMU € YacTamum 3 u 3.1 ctatbmn 47 Hactoauwero PeaepasnbHOro
3aKoHa.

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpwn BbIABNAEHMM B TpaXKLaHCKOM 0BOpOTE CEPUM UM MAPTUM NEeKAaPCTBEHHOrO Npenapara,
OOKYMEHTbl U CBEAEHMA O KOTOPbIX, MPensyCMOTPeHHble vactamm 1, 2 u 4 HacToAwen CcTaTbu, He
npeacTasneHol B denepasnbHblii OpraH WMCMNOJAHUTENbHON BAACTKU, OCYLLECTBAAOWMN GYyHKUMKM no
KOHTPOMIO M Haa3opy B cdhepe 34paBOOXPaHEHMA, MO0 CepUN UAM NapPTUU UMMYHOOBMONOTMYECKOTO
NIeKapCTBEHHOrO npenapaTa, He MWMeWMUX paspeweHna Ha BBOA, B TPaXKAAHCKMA  060poT,
npeaycMOTPEHHOI0 4acTbto 7 HacTosllel cTaTbM, denepanbHbii OpraH WMCNOAHUTENbHOM BNACTH,
OCYLLECTBAAOWMI GYHKUMM MO KOHTPOAO W Hags3opy B chepe 34paBOOXPaHEHUs, B MOPALKE,
ycTaHoBNeHHOM [MpaBuTenbCcTBOM Poccuitickoit depepaupnun, NpPUHMMAET pelleHne O MNpeKpaleHun
rpaxgaHcKoro 060poTa TakMx Cepun UM NapTum 4o NPeacTaBAeHNsA YKa3aHHbIX LOKYMEHTOB U CBeAEeHU
Mb0o NoslyYeHMA YKa3aHHOIo paspeLleHus.

Cratba 53. Mpopaxka, nepeAaya IeKapCTBEHHbIX CPeACTB OPraHM3auuAMM ONTOBOI TOProBaAM
JIeKapCTBEHHbIMU CpeaCcTBaMMm
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1. OpraHusaumm ONTOBOM TOProB/AM NEKAPCTBEHHbLIMM CPEACTBaMU MOTYT OCYLLECTBAATb NPOAaKy
NIeKapCTBEHHbIX CPeACcTB WMAM nepepasaTb WX B YCTaHOBAEHHOM 3aKoHOZaTeNbCTBOM Poccuiickolt
depepauunm nopsake (3a ncknrouyeHMem GpapmaLeBTUYECKON cybCTaHUMM CNMPTa STUAOBOrO (3TaHoa):
(B pen. PepepanbHOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmsam ONTOBOM TOPTroB/IN IEKAPCTBEHHbIMW CPEeACTBAMMU;

2) Npoun3BOAUTENAM NIEKAPCTBEHHbIX CPEACTB A/1A Lesieit NPON3BOACTBA 1EKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aUmMaM U BETEPUHAPHbLIM anTeYHbIM OpraHM3aLmMam;

4) Hay4yHO-MCCNEeA0BaTE/IbCKMM OPraHMN3aLMAM 418 Hay4YHO-MUCCIea0BaTeIbCKOM paboThl;

5) nHOnBmnayaabHbiM  npegnpuHMmMmaTenam, uMMmewwnmm JMUEH3UNKD Ha d)apMaLl,eBTM‘-leCKyl-O
AeATENbHOCTb NN TNMUEH3UNIO Ha MEOULLIMHCKYIO OeATE/IbHOCTb,

6) MeAMLMHCKMM OpraHn3aLmam, B TOM YMCEe CO34aHHbIM M 3aperncTpMpoBaHHbIM B COOTBETCTBUK
C 3aKOHOAATeNbCTBOM MHOCTPAHHOrO rocygapctea - u4neHa OpraHusaumm  3KOHOMMYECKOro
COTpyaHWYEeCTBa WM PasBUTUA  MHOCTPAHHbIM  HOPUAMYECKUM  AMUAM,  UHAMBUMAYaNbHbIM
npeanpuHMMaTeNam, ABAAIOLWMMCA YH4aCTHMKAaMM NPOEKTa B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHOM "O
MEXKAYHApPOAHOM MEeAULMHCKOM KNacTepe M BHECEHWW M3MEHEHMUI B OTAENbHble 3aKoHOAaTe/bHble
aKTbl Poccuiickoit Peaepaymmn’, n BeTepMHapHbIM OpraHn3aunam;
(B pen. PepepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauMam M MHAMBUAYaANbHbIM MpeanpPUHUMAaTENAM, OCYLLECTBAAIOWMM pa3BedeHue,
BbipallMBaHME W COAEPNKAHUE IKMBOTHLIX (3@ WCKAOYEHMEM MpPOAaXKM MM  dapmMaueBTUYECKMX
cybCTaHUMM UK UX Nepeaadn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-¢3)

2. OpraHu3auuM OMNTOBOW TOPrOBAW JIEKAPCTBEHHLIMW CPEeACTBAMM HEe BMpPaBe OCYLLECTBNATb
npodaxy (nepegayy B YCTAaHOB/MEHHOM 3aKoHoZaTenbcTBOM Poccuiickon ®Pepepauymn nopsagke)
dbapmaLeBTUYECKON CybCTaHLMM CNUMPTA STUNOBOIO (3TaHOAA).

(4acTb 2 B pea. PeaepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AN IEKAPCTBEHHBIMM CPEeACTBAMMU

OnToBas TOProBAA  /NIEKAPCTBEHHbIMM  CPEACTBAMM  OCYLLECTBAAETCA  NPOM3BOAMUTENAMM
NeKapCTBEHHbIX CPEeACTB M OpraHM3auMaMM ONTOBOM TOPrOBAM JIEKAPCTBEHHbIMM CPEACTBaMMU MO
npaBuiam Hagaexalen gUcTPUBbIOTOPCKOM NPaKTUKM M NPaBMUAaM HaNeKaLlen NPaKTUKN XPaHEHUSA U
NepeBO3KU JIEKAPCTBEHHbIX NPEenapaTtoB, YTBEPMKAEHHbIM COOTBETCTBYHOLLMMM YNOJHOMOYEHHbBIMM
besepanbHbIMU OpraHaMu UCMOSIHUTEIbHOW BAACTHU.

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

Cratba 55. MopAaaoK pO3HUUYHOM TOProBAKM IEKAapCTBEHHbIMM NpenapaTamu

1. Po3HMYHasA TOProBnAA NEKapCTBEHHbIMM MNPEnapaTtamu B KOJMYECTBAX, HeobXoaMMbIX ANs
BbIMNOJIHEHUA BpayebHbix (Ppenbaepckux) HasHaYeHWn WAM Ha3HAYeHU ChneunannucTtoB B 061acTu
BETEPUHAPUM,  OCYLLECTBASETCA  anTeYHbIMWM  OpraHM3auMaMu, BETEPMHAPHLBIMW  anNTeYHbIMM
OpraHM3auMaAMK,  UHOUBUAYANbHbIMM  MpegnpuHUMaTeNaMM,  UMEWUMU  JULEH3UIO  Ha
bapmaLLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKUMWU OPraHM3auMaMn, UMEWUMN NIMLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 0060COBNEeHHbIMW MoapasaeneHuaMmn (ambynatopusamm,
denbawepckumm 1 GenbalepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpaMn (oTaeneHnsamu) obuien
BpayebHolM (cemeltHOM) MpPaKTUKK), PaCnONOXKEHHbIMU B CEbCKUX HAcCeNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auun, U BETEPUHAPHBIMKU OPraHU3aLMAMU, UMEIOWMMU SIULLEH3UIO Ha
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dapMaLeBTMUECKYIO AeATeNbHOCTb. PaspelleHa po3HMYHAA TOProBAA TOJIbKO JIEKAPCTBEHHbIMMU
npenapatamu, 3aperncTpupoBaHHbIMK B Poccuitickoit degepauum AN U3rOTOBAEHHbIMM anTeYHbIMU
opraHusaumnsmu, BETepMHapPHbIMU anTeyYyHbIMK OpraHusaumsmu, WHANBUAYANbHBIMU
npeanpuHUMaTeNaMmn, MMEWMMN NNLEH3UIO Ha dapMaueBTUYECKYD AesTeNbHOCTb. Po3HMYHasn
TOProB/iA NEKapCTBEHHbIMW MpenapaTaMy OCYLLECTB/SETCA MO MpPaBW/iaM Hag/ferKaller anTeyHowm
NPaKTUKN, YyTBEPKAEHHBIM YNOJTHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOTHUTENIbHOM BNACTHU.

(8 pea. PepepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-93)

1.1. PO3HWYHAA TOProBAsA JIEKAPCTBEHHbIMKW MpenapaTaMmu ANs MeAMLMHCKOro NpuUMeHeHus (3a
UCKNOMEHNEM JIeKapCTBEHHbIX MPEnapaTtoB, OTNYCKAEMbIX MO peuenTy Ha JIeKAPCTBEHHbIM Npenapar,
HAaPKOTUYECKNX NEKAPCTBEHHbIX NPenapaTtoB W MCUXOTPOMHbIX JIEKapCTBEHHbIX MPEenapaTos, a TaKkKe
CNUPTOCOAEPHKALMX TIEKAPCTBEHHbIX NpenapaToB ¢ 06beMHOW Aonel 3TUNOBOrO cnvpTa cBblwe 25
MPOLLEHTOB) MOMKET OCYWEeCTBAATLCA aANTEYHbIMU  OPraHU3aLMAMM  AUCTAHLMOHHBIM  CMOCOHOM.
PO3HWYHYIO  TOProBAKD  NEKAPCTBEHHbBIMW  MNpenapatamuM a8  MeSUUMHCKOro  NpUMEHEeHUA
ANCTAHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBAATb anTeYHble OpraHM3aumMu, UMeloLMe AULEH3UIO Ha
dbapmaLLeBTMYECKYIO [eATeNbHOCTb W COOTBETCTBYHOLWLEe paspeweHne deaepanbHOro opraHa
MCNONIHUTENBHON  BAACTW, OCYLWECTBAAKOWEro QYHKUUMM NO KOHTPOAK UM  Hag3opy B chepe
34paBooxpaHeHuAa. [MopAafoK BblgAYM paspelleHMAa  Ha  OCYLLEeCTB/IEHWE PO3HUYHOW TOProBAu
JIEKAPCTBEHHbIMW NMpenapaTtaMmn AUCTAHUMOHHbIM CNocobom, TpeboBaHUA K anTeYHbIM OPraHMU3aLUAaM,
KOTOpPbIE MOTYT OCYLLECTBAATb TAKyl TOProB/O, U MNOPALOK €e OCYLLeCTB/AEHUA, @ TaKXKe MpaBuna
OOCTaBKM NIEKAPCTBEHHbIX MpPenapaTtoB rpa)kgaHam ycTaHasnaueatotcs [pasutensctBom Poccuiickomn
depepauun. MHpopmaums 06 onnayeHHbIX (OTMYLLEHHbIX) U MOMYYEHHbIX NEKAPCTBEHHbIX NpenapaTax
BHOCUTCA B CUCTEMY MOHUTOPUHIa ABUXEHUA NeKapPCTBEHHbIX MNpenapatoB Ana meaulMHCKOro
NPUMEHEHWA B MOPAAKE, NPeayCMOTPEHHOM YacTblo 7 cTaTbM 67 HacToAwero denepanbHOro 3akoHa.
(4acTtb 1.1 BBeaeHa ®eaepanbHbiM 3aKkoHOM oT 03.04.2020 N 105-d3)

2. Buabl anTeyHbIX OpraHWsauuii M MpaBuaa OTMYCKA JIEKAPCTBEHHbIX NpenapaToB A/
MeZNUMHCKOrO NMPUMEHEHMA aNTEYHbIMU OPraHU3aUMAMM, UHAMBUAYAJbHBIMU NpeanpUHUMaTEeNaIMK,
UMEILLMMM TIULLEH3MIO HA papMaLEeEBTUUECKYIO AEATENbHOCTD, @ TAKXKe NpaBuia OTMNYCKA JIEKAPCTBEHHbIX
npenapaTos A8 MeULMHCKOro NPUMEHEHNA MeAULMHCKUMU OPraHM3aLUAMK, UMEIOLWMMN NULLEH3INIO
Ha dapmMaLeBTUYECKYID AeATeNbHOCTb, U UX 0060COBNEHHbIMU NoapasgeneHnamu (ambynaTopuamu,
denbgluepckumm 1 GenballepcKo-aKkyLePCKMMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuwiei
BpayebHol (cemeltHOM) NMpPaKTUKK), PaCnONOXKEHHbIMU B CE/bCKUX HACeNEeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, YTBEPXKAAIOTCA YNOJHOMOYEHHbIM deaepanbHbIM OpraHoOM
NCNOSHUTENbHOM BAACTW.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBuna oTNycka HapPKOTUUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB, 3aPEerMcTPUPOBaHHbIX B
KauecTBe /ieKapCTBEHHbIX MPenapaToB, JEKAPCTBEHHbIX NpenapaToB, coAepKaliux HapKoTU4YecKue
cpeactBa M NCUXOTPOMHbIE BeLLECTBa, YTBEPMKAAKTCA YNOJAHOMOYEHHbIM deaepasbHbiM OpraHom
NCMONHMTENBHOM BNAcTM MO corfacoBaHuio ¢ deaepasnbHbIM OPraHOM WCMONHUTENbHON BAacTH,
YMONIHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl A/l BETEPUHAPHOrO NPUMEHEHMA NOAJIEeXKaT  OTNYyCKY
BETEPUHAPHLIMW aNTEYHbIMU OPraHU3aUUAMK, BETEPUHAPHBIMKU OPraHU3aUMUAMM, UHAMBUAYANbHBIMU
npeanpuvHUMaTeNs M1, VMEIOWMMN  NNLUEH3NI0O Ha GapMaueBTUYECKYlD geATenbHocTb.  OTnycK
NIEKapCTBEHHbIX MPEenapaToB A/ BETEPUHAPHOTO MPUMEHEHMA OCYLLECTBASETCA B COOTBETCTBUM C
NpaBuiamMn HagneKallei anTeyHoW NPaKTUKM NEeKapCTBEHHbIX NpernapaToB ANS BeTepUHAPHOTro
NPUMEHEHUA, YTBEPKAEHHbIMM YNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCMNONHUTEIbHOW BNACTU.

(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. TllepeyeHb MEAMUMHCKMX OPraHusauuii, MMeWmnXx AULEH3UI0 Ha dapMaLeBTUYECKYHo
AeATeNbHOCTb, U UX 060C06/1eHHbIX NoapasgaeneHnin (ambynatopuii, penballepckmx U denbaliepcKko-
aKYLUEPCKUX NYHKTOB, LEHTPOB (O0TAeneHnit) obuiel BpauebHol (cemeliHOM) NPaKTUKM), PaCNONOXKEHHbIX
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B CE/IbCKMX HaCENIEeHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpPraHM3aumnK, a TakKe nepeyeHb
JIeKapCTBEHHbIX NPenapaToB, NPOAa*Ka KOTOPbIX MOXKET OCYLLECTBAATLCA YKa3aHHbIMU OPraHU3aLnsamMm n
Mx 060C06NEHHbIMM NOAPA3AENEHUAMM, YCTAaHABAMBAKOTCA OpPraHamMu MUCNOJAHUTENIbHON BNACTU
cybbeKkToB Poccuiickon Pegepaunu.

(B pea. PepepanbHbix 3aKkoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-$3)

6. AnTeuyHble OpraHuWsauMW, WHOMBMAYA/IbHbIE MpPeANnpPpUHUMATENIM, MMEoWMe ULEH3NIO Ha
bapmaueBTUYECKYIO  AeATeNbHOCTb, 06a3aHbl  obecneyunBaTb YTBEPXKAEHHbIN  [1PaBUTENBCTBOM
Poccuiickoit Peaepaumm n popmmpyemblit B YCTAHOBIEHHOM MM NOPAAKE MUHMMANbHBIN aCCOPTUMEHT
NIeKapCTBEHHbIX NPENapaToB, HEOOXOAMMbIX AN OKAa3aHWUA MEANLMHCKON MOMOLLM.

(4acTb 6 B pea. PeaepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHuM3auuKn, UHAMBUAYaNbHble MNPeAnPUHUMATENN, UMEeKoLLMe ULEH3UI0 Ha
dbapmaLeBTUYECKYO AeATeNbHOCTb, HapAdy C /IeKapCTBEeHHbIMKM nNpenapatamyv  UMEKT Mpaso
npuobpetatb M npogasBaTb, B TOM 4MUCNE AUCTAHUMOHHbIM CMOCOBOM, MeAMUMHCKME W3aenus,
AesvHouumpylowme cpeactsa, NpeameTbl U CPeAcTBa JIMYHOW TUTMEeHbl, nocyay ANf MeAUUUHCKUX
uenen, npegMeTbl U cpeactsa, npegHasHayeHHble ANA yxoda 3a 60/bHbIMU, HOBOPOMKAEHHLIMU U
AeTbMU, He AOCTMILLUMMM BO3PacTa TPEX JIET, OYKOBYIO ONTUKY M CPeACTBa yX04a 3a Hel, MUHepasibHble
BOAbl, MPOAYKTbl NeyebHOro, AETCKOro M AMETUYECKOro NUTaHuA, BUONOTMUYECKM aKTUBHble A06aBKM,
napdomepHble U KOCMETUYECKME CPeacTBa, MeAMUMHCKME U CaHWUTapHO-MPOCBETUTE IbHbIE MeYaTHble
N34aHunA, NpeaHasHavyeHHble 41a nponaraHabl 340Pp0Boro 06pasa MKuUsHu.

(8 pea. PenepanbHbix 3aKkoHOB OT 27.07.2010 N 192-®3, o7 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)

8. [leATenbHOCTb anTeYyHbIX opraHu3auuii BoopyrkeHHbIx Cun Poccuiickon Pepepaumn, npyrmx
BOWMCK, BOMHCKMX GOPMUPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOoZaTenbcTBoM Poccuiickon degepaumnm
NPeayCMOTPEHO MPOXOXKAEHWE BOEHHON CAyKObl uan denepanbHOM roCysapCTBEHHOW CAy¥KObl,
CBA3aHHOM C MpPaBOOXPaHUTENIbHON [eATe/bHOCTbIO, pPernameHTupyeTtca HactoAwmm PepepanbHbiM
3aKOHOM M YTBEPKAEHHbIMU COOTBETCTBYOWMMM pedepasbHbIMU OpraHaMu UCMONHUTENIbHOM BAacTh
nosnoxeHnamn. KoHTposib 3a cobnofeHMeM yKasaHHbIMM anTeYHbIMW OpPraHU3aLMAMM MNONONKEHUM
HacToAawero PenepanbHOro 3aKoHA OCYLLECTB/IAETCA COOTBETCTBYHOWMMUK deaepasbHbIMU OpraHamm
NCNONHUTENBbHOM BNACTK.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHeapa 2021 roaa. - PepepanbHbiii 3akoH o1 03.04.2020 N 105-93.
CratbAa 56. U3rotoBneHme 1 OTNYCK IEKAPCTBEHHbIX NpenapaTos

1. M3roToBneHWEe NeKapCTBEHHbIX MPENapaToB anTeYHbIMU OpraHM3aUMAMK, BeTEePUHAPHbLIMMU
anTeYHbIMW OpPraHM3aLMAMM, UHAMBUAYANbHBIMU NPEANPUHUMATENAMM, UMEKOLWUMU JIULEH3UIO HA
bapmaLLeBTUYECKYIO AeATeNbHOCTb, OCYLLECTBAAETCA NO PeLenTaM Ha NeKapCTBEHHbIe npenapaTbl, No
TpeboBaHMAM MeAULMHCKUX OpPraHM3aLmii, BETEPUHAPHbBIX OpPraHM3aLmii B COOTBETCTBUM C NpPaBUIaMM
M3roTOBJEHMA UM  OTMYCKA JIEKAPCTBEHHbIX MNPENApaToB, YTBEPXKAEHHBIMW  YNOJHOMOYEHHbLIM
denepanbHbIM OPraHOM UCMONHUTENIbHOM BAACTU.

2. MNpun N3roTOBNEHUM IEKAPCTBEHHbIX NPEnapaToB anTeYHbIMM OPraHM3aUUAMM, BETEPUHAPHbBIMM
anTeYyHbIMW OPraHU3aUMAMKM, UHAMBUAYANIbHBIMW NPEeanpUHUMATENS MU, UMEOLWNUMKN SIMLLEH3UIO Ha
dapmMaLeBTUYECKYIO AeATeNbHOCTb, MCNONb3yloTcA dapmaueBTUYecKMe cybCcTaHUMK, BKAKOYEHHblE
COOTBETCTBEHHO B rOCYAapCTBEHHbIN peecTp IeKapCTBEHHbIX CPeACTB ANA MEANLMHCKOTO NPUMEHEHUA K
rocyapCTBEHHbI pPeecTp eKapCTBEHHbIX CPeACTB A/1A BETEPUHAPHOrO NPUMEHEHMUA B YCTAaHOB/IEHHOM
nopsake. He gonyckaercAa M3roToB/eHME anTeYHbIMW OPraHU3aUMAMU, BETEPUHAPHbLIMU anTeUYHbIMU
opraHusaumnsamu, WHANBUAYAIbHBbIMU npeanpuHMMaTensmu, UMEILWMMM  NINLEH3UID  Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, /IEKAaPCTBEHHbIX NPenapaToB, 3aperucTpMpoBaHHbIX B Poccuiickom
depepaunn.


consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA79600110E36BA69DF8499092B3BF5A47EBD4FE877300FD4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9801150836BA69DF8499092B3BF5A47EBD4FE876310FD3DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA99106100D36BA69DF8499092B3BF5A47EBD4FE876310CD3DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFA8990B120C36BA69DF8499092B3BF5A47EBD4FE8723504D4DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA79600110E36BA69DF8499092B3BF5A47EBD4FE877300FD7DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDAC92021E0F36BA69DF8499092B3BF5A47EBD4FE876310FD0DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA79600110E36BA69DF8499092B3BF5A47EBD4FE877300FD9DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9801150836BA69DF8499092B3BF5A47EBD4FE876310FD2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9801150836BA69DF8499092B3BF5A47EBD4FE876310FD2DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA69304140C36BA69DF8499092B3BF5A47EBD4FE876310ED9DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADFAA9801150836BA69DF8499092B3BF5A47EBD4FE876310FD9DD1DB595012252DD46CCB59050DAC0QDhEK
consultantplus://offline/ref=D6F13FBE6AE5B048E46415FB599EE22ADDA796031E0D36BA69DF8499092B3BF5A47EBD4FE876310CD1DD1DB595012252DD46CCB59050DAC0QDhEK

3. MapKMpOBKa NEKAPCTBEHHbLIX MPEnapaTtoB, W3rotoB/IEHHbIX aNTEYHbIMKU OpPraHU3aunamm,
BETEPUHAPHbIMU aNTEYHbIMN OpraHn3aunaAMmn, MHOANBUAYaabHbIMU NpeanpunHMmatTenamm, MMerouwmmmn
NNLEH3UID Ha d)apMaLI,EBTVI‘-IECKYIO AeATENbHOCTb, U Od)OpMJ'IEHVIe TAaKUX NpenapaTtoB O0J/1KHbI
COOTBETCTBOBATb NpaBu/1aM, YKa3daHHbIM B H4aCTu 1 HaCTOFiU.LeVI CTaTbM.

4. AnTeyHble oOpraHM3auuK, BeTepUHapHble anTeyHble OpraHusauuu, WHAUBUAYaANbHbIE
npeAnpvHUMaTENU, UMEIOLLME IMLLEH3UIO Ha papMaLEeBTUUYECKYIO AeATeIbHOCTb, HECYT OTBETCTBEHHOCTb
3a HecobnogeHWe MpPaBUA M3rOTOB/IEHUA UM OTNYCKa JIEKAPCTBEHHbIX NpenapaToB B COOTBETCTBUU C
3aKoHoAaTenscTBom Poccuitckoit depepaumu.

Cratba 57. 3anpewieHue npogaxku ¢anbcuPULMPOBaAHHLIX JIEKAPCTBEHHbIX CPeacTs,
Hef06pOoKauYeCcTBEHHbIX JIEKAapPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX IEKaPCTBEHHbIX CPEACTB

Mpoaarka banbCUPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeAacTs, He06poKayeCcTBEHHbIX
NeKapCTBEHHbIX CPeacTB, KOHTPAdaKTHbIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CTaTbA 58. XpaHeHMe NeKapcTBEHHbIX CPeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPeACcTB OCYLLECTBAAETCA MPOU3BOAUTENAMWU NIEKAPCTBEHHbIX
CcpeacTs, OpraHM3auusMM  OMTOBOM  TOProBAW  NEKAPCTBEHHbIMM  CPeACTBaMW,  anTeYHbIMU
opraHusaumnsamu, BETepMHapPHbIMU anTeyHbIMU opraHusaumsamu, UHANBUAYANbHbIMU
npeanpUHUMaTENAMMN, UMEIOLLUMU INLEH3UIO HA GapMaLLEBTUUYECKYIO AeATebHOCTb UAU NULLEH3MIO Ha
MEAULIMHCKYIO AeATeNbHOCTb, MEAULMHCKUMWU OPraHM3auuaAMn, BETEPUHAPHbIMM OpraHM3auuamu 1
MHbIMW OpraHM3auUmMaMM, OCYLLECTBAAIWMMM obpalleHne NeKapCTBEHHbIX cpeacTB. XpaHeHue
JIeKapCTBEHHbIX CPeACTB ANA BETepPMHaApPHOro MNPUMEHEHWS OPraHU3auusamMu M UHAMBUAYANbHbLIMU
npeanpuHUMaTEeNaIMMU B CAyYasX, €C/IM OHM UCMNONb3YHTCA WCKAYUTENIbHO MPU  pasBeaeHuUM,
BbIPALLMBAHUN, COAEPHKAHUN N NEYEHUM KUBOTHbIX, MOXKET OCYLLECTBAATLCA 63 NoNyYeHUs NNLEH3UM
Ha PpapMaLeBTUUYECKYIO AeATeNbHOCTb.

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

2. I'Ipanma XpaHeHUA NEKaPCTBEHHbIX cpeacrte yTBEPKOAKOTCA COOTBETCTBYHOLLMNM
YNO/THOMOYEHHbIM (I)E,ﬂ,epaﬂbelM OopraHom WUCNONHUTENIbHOWN BNACTW.

3. XpaHeHMe HapKOTUYECKMX JIEKAPCTBEHHbIX CPEeACTB, NMCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB,
pagnodapmMaLleBTUYECKNUX  JIEKAPCTBEHHbIX  CPeACTB  OCYWEeCTBASeTCA B COOTBETCTBUM  C
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunu.

CratbAa 58.1. MpeameTHO-KONIMYECTBEHHbIA YUYeT JIeKapCTBEHHbIX CPeacTB ANA MeAULUHCKOro
npUmeHeHusA
(sBepeHa desepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. MepeyeHb NeKapCTBEHHbIX CPEACTB AN MEANLMHCKOro NPUMEHEHUA, NoA/exallnx NpeameTHO-
KOMYECTBEHHOMY YYeTy, yTBepXAaeTca Yno/JHOMOYEHHbIM deaepanbHbiM OpraHOM UCMONHUTENbHOM
BNaCTU.

2. MopAAoK BKIOYEHWA NEKAPCTBEHHbIX CPEACTB AN MEAWULMHCKOrO NMPUMEHEHUA B NepevyeHb
NNeKapPCTBEHHbIX CPeACTB 4/17 MeAMLMHCKOrO NPUMEHEHMUSA, NOANEHKALWNX NPESMETHO-KONNYECTBEHHOMY
yyeTy, YCTaHaB/MBAETCA YMNOJHOMOYEHHbIM ¢enepasbHbIM OPraHOM MCMNOJNHUTENbHOM BAACTU MO
CornacoBaHuio ¢ ¢deaepanbHbIM OpPraHOM WCMONHUTE/IbHOW BAACTM, YNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Aen.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. npeAMeTHO-KO/'IM‘-IeCTBeHHbIVI Y4YeT NeKapPCTBEHHbLIX CpeacTB ANA MeAUUNHCKOrNro npnmeHeHumA
BeAyT npoun3sBoauUTeENIM NEKAPCTBEHHbLIX CpeacTts, OopraHM3auunu onToBOM TOProssn nNeKapCrBeHHbIMU
cpencresamu, anteyHbie opraHM3aunun, NHAMBUAyanbHblE NpeanpunHMUMmaTenn, nmerwwmne NMUueH3sno Ha
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d)apmau,eBqueCKy}o AeATENbHOCTb UIN NTULEH3UIO Ha MEAUUMHCKYHO AeATEeNbHOCTb, U MmegUUUNHCKUe
opraHun3auuun, ocyuwecrtesadarouime 06pau.|,em/|e NEKaPCTBEHHbIX CpeacTs ANA MeaUULMHCKOTo NnpuMmeHeHuA,
nytem permcrtpauumu N0ObIX CBA3AHHbIX C UX 06paLLI,eHVIEM onepau,m‘/'l, Npn KOTOPbIX U3IMEHAETCA UX
KO/In4ecTeo “ (VIJ'IVI) COCTOAHME, B CNEUMNA/IbHbBIX XKYPHanax y4yeTta onepau,mﬁ, CBA3aHHbIX C 06paLLI,eHVIEM
NEKapPCTBEHHbIX CpeacTs ona MeanunHCKOro npumeHeHumaA (p,anee - cneunanbHblE )KypHaJ'IbI).

4. MpaBuna perucTpauumn onepawymii, CBA3aHHbIX C OOPALLEHMEM JIEKAPCTBEHHbIX CPeacTs ANS
MEeAMLMHCKOrO MPUMEHEHMUA, BKAIOYEHHbIX B MepedyeHb NEeKapCTBEHHbIX CPeaCTB AN MeAMUMHCKOro
NPUMEHEHMA, NoA/AeKaLLMX NPEeAMETHO-KOIMYECTBEHHOMY YYETY, B CNeumnasbHbIX }KypHanax 1 npasuna
BEAEHMA W XpaHEHWUA CheumanbHblX KYPHaN0B YTBEPNKAAIOTCA YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHoOMm MCNOJIHUTENIbHOM BAACTU.

5. KoHTponb 3a cobaogeHvem npasua perucTpaumm onepaumii, cBAsaHHbIX C obpalleHnem
NIeKapCTBEHHbIX CPeACTB AN MeAMLUMHCKOro NMPUMEHEHMUA, BKAKOUYEHHbIX B NepeyeHb /IeKapCTBEHHbIX
Cpeacts AN MeAMUMHCKOTO MPUMEHEHUA, nognexalmux npeaMeTHO-KONNYEeCTBEHHOMY YYeTy, B
cneumanbHbIX KypHanax, a TaKXe 3a cobniogeHuem npaBuA BeAEHUA M XPaHEHUA CchneumanbHbIX
YKYPHaANOB BO3/1araeTca Ha YNoJIHOMOYEHHble dpeaepasibHble opraHbl UCNONHUTENIBHOWM BAACTU M OpraHbl
NCNONIHUTENbHON BNacT cybbekToB Poccuiickont Pepepaumn, ocywecTBASOWME NLEH3UPOBaAHUE
NPoOu3BOACTBA JIEKAPCTBEHHbIX CpeacTB, GapmaueBTUYECKON OeATeNbHOCTM U MegULMHCKOM
OeATeNIbHOCTU, U OCYLLECTBAAETCA B paMKax IMLEH3MOHHOTO KOHTPOAA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA U NOPAAOK YHUUTOXKEHUA JIEKAPCTBEHHbIX CPeacTs

1. HepobpokayecTBeHHble /ieKapCcTBEHHble cpeacTsa, $anbCUPULMPOBAHHbIE eKapPCTBEHHbIE
cpeactBa noaneskaT MU3bATUIO M3 06palleHMA UM YHUUTOMKEHUIO B MOpPAAKe, YCTaHOBJAEHHOM
MpasButenbcteom Poccuitickont ®eaepaunn. OcHoBaHMEM ANA YHUUTOXEHUA NeKapCTBEHHbIX CPeacTs
ABNAETCA  pelleHWe  Bnagenbla  /IeKapCTBEHHbIX  CPeAcTB,  PelleHMe  COOTBETCTBYHOLLEro
YNONHOMOYEHHOTO peepanbHOro opraHa UCNONHUTENbHOM BAacTU UK pelleHue cyaa.

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

2. KoHTpadaKTHble NeKAPCTBEHHbIE CPEACTBA NOANEKAT U3BATUIO M3 0OPALLEHMA N YHUUTOXKEHULIO
no peleHnto cyaa. MopAagoK YHUUTOXKEHUS KOHTPadaKTHbIX SIeKaPCTBEHHbIX CPeACTB yYCTaHaB/IMBaEeTCA
MpasuTtenbctBom Poccuinckoin ®epepaumm.

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

3. Pacxogbl, CBA3aHHble C YHUYTOXKEHMEM KOHTPAAKTHbIX JIEKAPCTBEHHbIX CPEACTB,
Hef06pPOKaYeCTBEHHDbIX JIEKAPCTBEHHbIX CPeacTB, $anbCUPULMPOBAHHBIX /IEKAPCTBEHHbLIX CPEACTB,
BO3MELLAIOTCA UX BNaSEeNbLEM.

4. Bnagenel, NEeKapCTBEHHbLIX CpeacTB AOIXKEH NpeacTtaBuUTb B yI'IOIIHOMO‘-IEHHbIﬁ cbep,epaanblﬁ
opraH NCNOJIHUTENbHON BNACTU AOKYMEHT U/IN 3aBEPEHHYIO B YCTAHOBJIEHHOM MNopAAKe ero Konwuto,
noareepxgakoume d)aKT YHUYTOXEHUA NEKAPCTBEHHbLIX CPeacTB.

5. CooTBeTCTBYHOLWMIA YNOSHOMOYEHHbIN deaepanbHbli  OpraH  WUCMOJIHUTENIbHON  BAacTy,
NPUHABLIMIA pelleHne 06 YHUUTOXKEHWM NeKapCTBEHHbIX CPefCcTB, OCYLLEeCTBASET KOHTPOJ/Ib 3a MUX
YHUUTOXKEHNEM.

6. YHWUUTOMKEHME JIeKapCTBEHHbIX CPeACTB MPOU3BOAMUTCA OPraHMU3aUMAMKM, MMEIOLWNMM
COOTBETCTBYHOLLYIO IMLEH3UIO, Ha creunanbHo 060pya0BaHHbIX NAOLWAAKaX, NOMIOHAX U B CneuManbHO
060pyA0BaHHbIX NOMELLEHUAX C cobatoaeHnem TpeboBaHMI B 06/1aCTM OXpaHbl OKPY»KaloLLei cpeabl B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickolt depepaumm.

7. HapKOTVILIeCKVIe NEeKapCTBEHHbIE CpPeacTBa, MNCUXOTPOMHbIe NEKApPCTBEHHbIE CPEACTBA,
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paguodapmaueBTMUYECKME  NeKapCTBEHHble  CPeACTBa  YHMUTOMKAlOTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickoit degepauymm.

Fnasa 12. TOCYOAPCTBEHHOE PEFY/IMPOBAHUE UEH
HA NEKAPCTBEHHbIE MPEMAPATbI ANA MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. locyaapcTBeHHOe peryivMposaHue LEH Ha JIeKapCTBEHHble npenapaTtbl AnA
MeAULMHCKOro NnpMMmeHeHuns

1. FocypgapcTBeHHOE peryiMpoBaHME LEeH Ha JIeKapCTBEeHHble npenapaTbl A1A MeAWMUMHCKOro
NPMMEHEHMA OCYLLECTBAAETCA NOCPEeACTBOM:
(B pen. PepepanbHoOro 3akoHa ot 26.03.2020 N 67-d3)

1) ytBepaeHua Mpasutensctsom Poccuinckon dPegepaupnm nepeyHs KU3HEHHO HeobXo4MMbIX U
Ba)XHEWLUMX JIEKApPCTBEHHbIX MpPenapaTos, KOTOPbIM GOpPMUPYETCA M He pexe OAHOro pasa B rof
nepecmaTpuBaeTcA B YCTaHOBJIEHHOM MM MOPALKE HA OCHOBE KOMMJIEKCHOM OLLEHKWU JIEKAapPCTBEHHbIX
npenapaToB, BK/OYAA aHaAM3 CBEAEHUM O CPaBHUTENbHOW KAMHWYECKOM 3PPeKTUBHOCTU U
6€30nNacHOCTM /JIEKAapPCTBEHHOTO CPeACTBa, OLEHKY SKOHOMWYECKUX NOCAeACTBUA  MPUMEHEHUS
NeKapCTBEHHOIO CPeAcTBa U U3yvyeHUe A0NOSHWUTENbHbIX MOCAeACTBUIA NPUMEHEHUA NEKAapCTBEHHOTO
CcpeacTBa;

(B pea. PepepanbHbIx 3aKOHOB 0T 22.12.2014 N 429-3, ot 13.07.2020 N 206-$3)

2) yTBepXAeHMA METOAMKW pacyeTa npeaefibHbIX OTNYCKHbIX LeH npousBoauTenei Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/AIOYEHHbIE B MNEpeyYeHb MWU3HEHHO HEeobXOAMMbBIX U BaKHEeMLWux
JIeKapCTBEHHbIX MPenapaTos, a TaKXe BHeAPEHNA MEXaHU3MOB POPMUPOBAHUA CUCTEMBI pedepeHTHbIX
LieH;

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-3)

3) rocypgapCTBeHHOW perncTpauum npeaenbHbIX  OTNYCKHbIX LUEeH npousBoauTenei Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HeobXOAMMbBbIX W BarKHEMLIMX
NeKapCTBEHHbIX NpenapaTos;

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

4) BefeHUA TrocygapCTBEHHOrO peecTpa NpefenbHbiX OTMYCKHbIX LEeH npousBogutesneil Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/OYEHHbIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W Ba*KHEMULIMUX
JIeKapCTBEHHbIX NpenapaTos;

5) yTBEpXKAOEHMA MEeTOAMKM YCTAaHOBNEHUA OpraHamu MCMNONHUTENbHOM BAacTn cybbekToB
Poccuiickoit denepaummn npepenbHbIX PasMepoB OMTOBbIX HAA6aBOK WM MpeaesbHbiX Pasmepos
PO3HWYHbIX HaAbaBOK K aKTMUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENSIMU
NeKapCcTBEHHbIX MPEenapaToB, Ha JIeKApCTBEHHble NpenapaTbl, BK/AOYEHHble B NepeyeHb MU3HEHHO
HeobX0AMMbIX M BarKHEWLLIMX IeKapCTBEHHbIX NPEnapaTos;

6) YCTaHOB/IEHNA NpeaeIbHbIX PAa3MEPOB ONTOBbLIX HaA6aBOK N npeaenibHbiX pasmepoB PO3HUYHbIX
HaA6aBOK K d)aKTVI‘-IECKVIM OTNYCKHbIM LieHaM, YCTAaHOBJZIEHHbIM NpPOUN3BOAUTENAMUN NTEKAPCTBEHHbIX
npenapatoB, Ha /1€eKapCTBEHHbIE MpenapaTtbl, BKAKOYEHHblIE B nepeyvyeHb XXMU3HEHHO HeO6XO,CI,VIMbIX n
BaXKHeMLWmX NNeKapCTBEHHbIX NMPenapaTos,

7) yTBepKAeHWA MopAadKa Bblgauu NpeanucaHWii opraHam MCMONHUTENbHOM BAacTU Cyb6beKToB
Poccuiickoit ®eaepaunn o NpuBeAeHNN B COOTBETCTBME C 3aKoHoAaTenbcTBOM Poccuiickoit ®eaepaunm
pelweHnit 06 yCTaHOBAEHUW MpedenbHbIX Pa3smMepoB ONTOBbIX HaAbaBOK M MpedenbHbiX Pa3smepos
PO3HUYHbIX HaAbaBOK K aKTMUYECKMM OTMYCKHbIM LEeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMMU
NIeKapCTBEHHbIX MPEenapaToB, Ha JIeKApCTBEHHble NpenapaTbl, BK/OYEHHble B MNepeyeHb MU3HEHHO
HEeobXOAMMbIX W BaXKHEMWWX JNIeKapCTBEHHbIX NpPernapaToB, €CAM OHM MPUHATbI C HapyLeHWem
3aKoHogaTenbCcTBa Poccuiickon degepaumm, B NopsaKe, yctaHoBAEHHOM MpaBuTenscTBom Poccuiickoi
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depepauny;

8) HanpaBneHus ynoaHomMoYeHHbIM denepasibHbIM OPraHOM WCMOJIHUTENLHOW BAACTM OpraHam
UCMONHWUTENbHOW BRacTM cybbektoB Poccuitickolt Peaepauun npeanucaHunii o NpuBeAeHUMU B
COOTBETCTBME C  3aKOHOAATenbcTBOM  Poccuiickoit  degepaumm  MNPUHATBIX € HapyleHWem
3aKoHogaTenbcTBa Poccuiickol epepauum pelweHnii 06 yCTaHOBEHUN NPeAebHbIX Pa3MepPOB OMNTOBbIX
HagbaBOK M MpegebHbIX Pa3mMepoB PO3HMYHbIX HAAOABOK K LLeHaM Ha JIeKapCTBEHHble MpenapaTsl,
BK/IIOYEHHbIE B NEPEYEHb }KU3HEHHO HEOBX0AMMbIX U BaXKHENLINX 1eKapCTBEHHbIX NPEnapaTos;

9) ocywecTtBneHna deaepanbHOro rocyaapCTBEHHOro Hagsopa B cdhepe obpalueHun
NEeKapcTBEHHbIX CPeACTB M PErMoHaNbHOrO roCYyAapPCTBEHHOIO KOHTPOAA 3a MPUMEHEHMEM UeH Ha
NeKapcTBeHHble npenapaTbl COOTBETCTBEHHO  YMOJAHOMOYEHHbIMW  deaepanbHbiMM  OpraHamu
MCMNONHUTENLHOW BNACTM M OpraHaMu WCMNONHWUTENbHOW BNacTu cybbektoB Poccuiickoi Pegepauumn
COrNacHO MX KOMMNETeHUMM B MOPAAKe, ycTaHOBNeHHOM lMpaBuTenbctBom Poccuiickont Pegepaumu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

10) npumeHeHUs nNpPeaycCMOTPEHHbIX 3aKoHoAaTenbcTBOM Poccuiickoit degepaummn  mep
OTBETCTBEHHOCTM 3@ HapylweHue MopsaKka UeHoobpa3oBaHWMA Ha /eKAPCTBEHHble Npenaparthl,
BK/IIOYEHHblEe B NepeyeHb }KU3HEHHO HEOBXOANMMBIX W BaXKHEMLLNX IEKAPCTBEHHbIX NPENapaTos.

(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusx upesBbld4aiHON CUTyaumum u (Man) Npyv BOSHUKHOBEHMU Yrpo3bl PacnpocTpaHeHus
3aboneBaHun, NpeacTaBAAIOLWLIErO ONACHOCTb A/1A OKPYMKAKOLWMX, a TaKKe B C/yyae, ecin B TeYeHue
TpMALaTU KaneHAapHbIX gHeW nocne npuHATUA lNpasutensctBom Poccuiickoin deaepaumnm peleHma o
nposeaeHNN MOHUTOPUHIA PO3HUYHbIX LIEH HA IEKAapPCTBEHHbIE NpPenapaThbl, He BKAKOYEHHbIE B NepeYeHb
KM3HEHHO HeobXOoAMMbIX U BaXKHEMWLWMX NEeKAapPCTBEHHbIX MpenapaTtoB, Ha TeppuUTopuax CybbeKToB
Poccuiickoit Pegepaumnm BbIABAEH POCT PO3HMYHbBIX LEH Ha YKa3aHHble eKAPCTBEHHbIE NpenapaTbl Ha
TpUAUaTb NpoueHToB 1 6onee, MpaBuTenbcTBo Poccninickort deaepauunm Bnpase yCTaHOBUTL NpeaesbHblie
OTMNYCKHblE LEeHbl NPON3BOAUTENEN HA YKAa3aHHble JIEKAPCTBEHHbIE NpenapaTbl, Npeae/bHble pasmepbl
ONTOBbIX HaAbaBOK U NpeaesbHble pasmepbl PO3HUYHbIX HaA0aBOK K GaKTUYECKMM OTNYCKHbIM LLeHam
npounssoauTenei Ha yKasaHHble NeKapCTBEHHble NpenapaThbl. [lepeyeHb 1eKapCTBEHHbIX NPenapaTos, He
BK/IIOYEHHbIX B MEPeYEHb KU3HEHHO HEOOXOAMMBIX M BAKHEWMLUMX JIEKAPCTBEHHbIX MPEnapaTos, U
nopaaok ero opmunpoBaHua onpegensatotca MNpasutenbcteom Poccminckon Gegepaumn.

(4acTb 2 BBeaeHa PegepanbHbiM 3akoHOM OT 26.03.2020 N 67-03)

3. B TeyeHmne OeBAHOCTA KaneHAapHbIX AHEN co AHA yTBepxkaeHus MpaButenbctBom PoccuincKom
dPepepaumnm nepeyHs, yKasaHHOro B YacTM 2 HaCTOALLEN CTaTbW, HE AOMYCKAKOTCA peasiM3aumsa U oTnyck
BK/IIOYEHHbIX B HETO NIEKAPCTBEHHbIX MPENapaToB Mo LieHam, NPeBbIWAWMM NpeaenbHble OTNYCKHble
LeHbl NPoOU3BOAUTENEN HA YKasaHHble JIeKApCTBEHHbIE NpenapaTbl, NpeaenbHble pasmepbl OMNTOBbIX
HaabaBoOK W npeaesibHble pasmepbl PO3HUYHbLIX HaAbaBOK K (PaKTUUECKMM OTMYCKHbIM LeHam
Npou3BOAUTENEN HA YKasaHHble JIeKapCTBEHHble MpenapaTbl C y4eTOM Hanora Ha Ao6aBfieHHYo
CTOMMOCTb.

(4acTb 3 BBegeHa PepepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NpyMeYaHume.
3apernctpupoBaHHble go 07.06.2019 npegenbHble OTMYCKHblE LEeHbl MoasexKaT obsa3aTenbHou
nepepernctpauunm B 2019 - 2020 rogax B cooTBeTcTBUM CO CT. 2 3 07 06.06.2019 N 134-03.

CratbA 61. FocypapcTBEHHaA perucTpaumua U nepeperncrpauua npepenbHbiX OTNYCKHbIX LeH
npousBoauTeneil Ha IeKapcTBEHHbIe NPenapaThbl, BK/AOUYEHHbIe B NepevyeHb }XM3HEHHO Heo6XoAMMbIX
M Ba)KHelLMX NeKapCTBEeHHbIX NpenapaTos

(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MNMpepenbHaa OTANYCKHaA LeHa Npou3BoAuTenA Ha ﬂEKapCTBEHHbIVI npenapart, BK/IOYEHHbIN B
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nepeyeHb YMU3HEHHO HEOBXOAUMBIX U  BaXKHEWWWX /NIeKapCTBEHHbIX NpenapaTtoB, MOANEXUT
rocyapCcTBeHHOM pernctpauum B nopaake, yctaHosaeHHom Mpasutensctsom Poccuiickol degepauuuy,
Ha OCHOBaHWM NpPeACTaB/NIEHHOro B YMO/JHOMOYEHHbIN desepanbHbli opraH UCNONHUTENbHOW BAaCTU
3aABAEHUA AepsKaTena UAKn BlageNbla pPerncTpauMoHHOro yA0CTOBEePEeHUs NeKapCTBEHHOrO npenapaTta
(ynonHomoueHHOro nm nnua).

2. 3aperucTpupoBaHHan npefefibHas OTNYCKHAA LeHa MNpou3BOAMTENA Ha JIeKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNepeYeHb KMU3HEHHO HeobBXOAMMbIX W BarKHEWLWMUX JIeKapCTBEHHbIX
npenapaTos, MOXeT 6biTb NepeperncTpMpoBaHa B CTOPOHY YBE/IMYEHUA OAMH Pa3 B KaleHAapHOM roay
Ha OCHOBaHMM NPEACTaBNEHHOrO B YNOAHOMOYEHHbIA deaepanbHblii OpraH UCMOAHUTENbHOM BAAcTU A0
1 oKTABpPA KaX4oro roaa 3aAB/leHUA AepyKaTens MW Bnafenbla PerncrpaumMoHHOro yAoCTOBEpPEHUA
NeKapcTBeHHOro npenapaTa (YNOAHOMOYEHHOIO UM Mua).

3. 3apeructpupoBaHHana npeaenbHasa OTNYCKHAA LEeHa NPOM3BOAMTENA Ha /IeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNEPEYEHb KM3HEHHO HEOBXOAMMbBIX W BarKHEWLWMUX JIeKapPCTBEHHbIX
npenapaTos, MOXKeT 6bITb NePeperncTpMpoBaHa B CTOPOHY CHUMKEHMA HAa OCHOBaHUW NPeACTaB/IEeHHOrO B
YMNO/IHOMOYEHHbIV defepanbHbIii OpraH UCMOJIHUTEIbHOM BAACTU 3asABAEHUA AepiKaTeNa WY BAagenbLa
PerncTpaumoHHOro YAOCTOBEPEHUA IeKapCTBEHHOro NpenapaTa (YNoJHOMOYEHHOTo UM Mua).

4. [OepKaTenb MAM Bnafenel, PerncTpauMoHHOIo yAOCTOBEPEHMA JIeKapCTBEHHOrO npenapara
(ynonHomouyeHHoe MM ML) 06s3aH NpPeAcTaBUTb B YMNOJIHOMOYEHHbIM  deaepanbHblit  opraH
NCMNOJIHUTENbHOM BIAaCTU 3asiBIEHUE O NepeperncTpaLmMm 3aperucTpMpoBaHHON nNpeaeibHOM OTMYCKHOM
LeHbl MPOM3BOAUTENA HA IeKAPCTBEHHbIM NpenapaT, BKAOYEHHbIN B NepeyeHb XXU3HEHHO HE0bX0AMMbIX
N BaXKHEMLINX NeKapCTBEHHbIX NPENapaTos, B CTOPOHY CHUMEHMA B CAeAyOLWMX CAyYanX:

1) CHUKEeHMe LeHbl B MHOCTPAHHOM BaloTe Ha IeKapCTBEHHbIN NpenapaT B CTpaHe Npov3BoguTens
M (MNM) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3aperucTpupoBaH uM (Mau) B KoTopble
nocTaBAAeTCA NPoOU3BOAUTENEM;

2) CHMXeHMe LeH Ha pedepeHTHble JIeKapCTBEHHble npenapaTbl B COOTBETCTBMM C NMyHKTOM 1
HacToAWen YactM (ANA COOTBETCTBYHOLIMX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MOMNOA0BHbLIX)
JIeKapCTBEHHbIX NpenapaTos);

3) npesbllleHMe NpeaebHON OTNYCKHOW LieHbl Ha NepBblil BOCNPON3BeAeHHbIN, B1oaHanorosbii
(6ronoaobHbIN) NekapcTBEHHbIN NpenapaT MHOCTPAHHOrO NPOM3BOACTBA HaZ NpPeae/ibHON OTNYCKHOM
LeHOM npousBoAUTENA Ha BTOPOM  BOCMPOU3BEAEHHbIN, 6uoaHanorosblin (6MoONOAO6HLIN)
NeKapCTBEHHbIM  NpenapaT, pPaccyMTaHHOW B  COOTBETCTBMM C  METOAMKOM, YTBEPXKAEeHHOM
MpaBuTenbctBom Poccuiickoii deaepaunu;

4) npeBbileHNE NPeaeibHOM OTNYCKHOM LLeHbl Ha NepBbli BOCNPOU3BEAEHHbIN, HMOAHANOroBbI
(6nonopobHbIN) NeKapcTBEHHbLIM MNpenapaT nNpPou3BOAUTENA TOCyAapcTBa - usieHa EBpaswuiickoro
SKOHOMMYECKOrOo CO3a Hag npeaesbHOM  OTMNYCKHOM  LLeHOM npousBogMTens Ha BTOpPOW
BOCMNPOU3BEAEHHbIN, OWOaHanoroBbit (6MONOAO6HbIN) NEKApCTBEHHbIM npenapat MNpousBoAUTeNs
rocyfapcrBa - YaeHa EBpasninckoro sKOHOMMYECKOro COt03a, PaCCYUTAHHOM B COOTBETCTBUM C METOLUKOM,
yTBEpHKAEHHON MpaBuTenscTtBom Poccuiickon deaepaumim.

5. Tlopagok nepeperncTpaumMyv  3aperucTpupoBaHHbIX  MPeAenbHbIX  OTMYCKHbIX  LieH
NpouM3BoAUTENEN Ha SIeKAPCTBEHHbIE NPenapaThl, BKAOYEHHbIE B NepeyYeHb XU3HEHHO HeobXxoaMMbIX U
BaXKHEMLIMX IeKapCTBEHHbIX MPEenapaTtos, B Cy4Yanx, NpeayCMOTPEHHbIX YacTaAMM 2 - 4 HacToALLEel CTaTbM,
ycTaHaBaueaetca MNpasuTtensctBom Poccuiickoit Pegepaumm.

6. DKOHOMWYECKMIN aHANU3 NpeseNbHON OTMYCKHOM LEeHbl NPOM3BOAMTENA Ha JIEKAPCTBEHHBIN
npenapaTt, BK/IOYEHHbIA B MNEPeYEeHb KMU3HEHHO HeOobXOAMMbIX W BarKHEWLWMUX JIeKAPCTBEHHbIX
npenapaTtos, NpW ee TOCYZApPCTBEHHOW perncTpaumm wauM nepeperncTpauum  ocyLLecTBaAseTCs
deaepanbHbIM  OpPraHOM WCMOSIHWUTE/IbHOW  BNACTM, OCYLWECTBAAOWMM  GYHKUMM MO MPUHATUIO
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HOPMaTMBHbIX NPaABOBbIX AKTOB WM KOHTPOAKO 3a cobaoAeHMEeM 3aKoHOZaTenbCTBa B coepe
rocygapcTBeEHHOro peryanpoBaHua LeH (Tapndos) Ha ToBapbl (ycayru).

7. PacuyeT npeaenbHbIX OTMNYCKHbIX LieH, YKa3aHHbIX B Y4acTAX 1 M 2 HacCTOsALLeN CTaTbM, NPU UX
rocyZapCTBEHHOW PEerucTpaumm uam nepeperncTpaummn ocywecTBasaeTcs B COOTBETCTBUM C METOAMKOM,
yTBEPKAEHHOM MpaBnTenbCcTBoM Poccuitickoii degepaumm n yunuTbIBatoLWEN B TOM YUCAE:

1) cobnogeHne HbanaHca MHTepecoB noTpebuTenelt NeKapcTBEHHbIX NPENapaToB, BKAOYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbIX U BarKHEWLWMX NEKAPCTBEHHbIX MpenapaTtos, WU npousBoguTeneit
NIeKapCTBEHHbIX MNPEenapaToB, BK/YEHHbIX B MNepeyeHb KU3HEHHO HeobXOAMMbIX W BarKHEWWuX
NleKapcTBEHHbIX NpenapaTos;

2) paKTMUeCcKyto OTMYCKHYIO LLeHY Ha leKapCcTBeHHble npenapatbl B Poccuiickont Peaepaumm, LueHy
BBO3a JIEKAPCTBEHHbIX MNpenapaToB B Poccuiickyio dPepepauymio, a TaKkKe UEHbl HA aHA/NIOTUYHblE
JleKapcTBeHHbIe NpenapaThl, HaxoasAwmeca B obpaleHmm B Poccuiickoin Pepepauuuy;

3) 3aTpartbl Npoun3BoaAUTENA NEKAPCTBEHHOrO npenaparta Ha nNpou3BoacTBO U peanndayuto
NEKAPCTBEHHOTO nNpenaparta,

4) ueHy Ha NeKapcTBEHHbIV Npenapar, ero LeHy B CTpaHe NpoM3BOAMTENA U B CTPaHaX, B KOTOPbIX
NeKapcTBEHHbIV Npenapat 3aperncTpmMpoBaH 1 (M1K) B KOTOpble NOCTABAAETCA MPOU3BOANUTENEM.

8. He ponyckatotcsa peanunsauma u OTNYCK €KapCTBEHHbIX NPENapaToB, BKAOYEHHbIX B NepeyeHb
KU3HEHHO HEeOBXOAMMbIX U BaKHEMLIMX NEeKapPCTBEHHbIX NPenapaToB, Ha KOTOPble NPOM3BOAMUTENAMM
NeKapcTBEHHbIX MNpenapaToB He 3aperucTpupoBaHa npeaenbHas OTNYCKHAA UEHa, peanusauus
NPOU3BOAMUTENAMM NIEKAPCTBEHHbIX MPEnapaTos No LEeHam, NPeBblaloWwmm 3aperncTpupoBaHHbie Uau
nepeperncTpupoBaHHble NpeaesibHble OTNYCKHbIE LeHbl Ha IeKapCTBEHHbIe NpenapaThbl C yY4eTOM Haaora
Ha A06aBAEHHYIO CTOMMOCTb.

9. Ocob6eHHOCTM roCyAapCTBEHHOrO PerynpoBaHns npeae ibHbIX OTMYCKHbIX LLeH Npou3soauTeneil
Ha fleKapCcTBeHHble Mpenapathl, BKAKOYEHHbIE B MepedyeHb MU3HEHHO HeOobXOAMMbIX U BaXKHeMLInX
NIeKapCTBEHHbIX MPenapatos, B 3aBUCMMOCTM OT 3KOHOMMYECKUX W (MAKM) couManbHbIX KpuTepues
(M3meHeHMe ycnoBui, nopsAKa M CTOMMOCTM MNPOM3BOACTBA  JIEKAPCTBEHHbIX MpPenaparos,
MCNONb30BaHWE HOBbIX $GOpPM, MeToAoB U CnocoboB rocygapCTBEHHOrO PeryanmpoBaHMA LeH Ha
NleKapcTBeHHble npenapaTbl, B TOM YMUC/le Ha OCHOBe mMexaHu3ma pedepeHTHOro LeHoobpa3oBaHus,
M3MEHEHUA MOpAAKA OKasaHWA MeAUUMHCKOW MOMOLWM, WU WHble W3MEHeHMA) ycTaHaBAMBAKOTCA
MpaBuTensctBom Poccuiickoit ®eaepaumn.

Cratba 62. locypapcTBeHHbIA peecTp npeaenbHbIX OTNYCKHbIX LeH npousBoguTteneit Ha
JIeKapCcTBeHHble MNpPenapaTtbl, BK/IIOYEHHble B NepeuvyeHb KU3HEHHO Heo6XoAUMBIX U BaKHeMLuX
JIeKapCTBEHHbIX NpenaparTos

1. 3apeructpupoBaHHble WAW MepeperncTpMpoBaHHble MNpefesbHble  OTMNYCKHble  LeHbl
npousBoamuTeneit Ha 1eKapcTBeHHble Npenapatbl, BKAOYEHHbIE B NepeyeHb KU3HEHHO HE0bX0aUMBbIX U
Ba*KHEMLUMX JIEKAPCTBEHHbIX NPEnapaTtoB, MOANENKAT BK/AOYEHUIO B TOCYAAPCTBEHHbIM peecTp
npeaesbHbIX OTNYCKHbIX LEeH NPOU3BOAMTENEN HA JIEKAPCTBEHHbIE MpenapaTbl, BKAOYEHHbIE B NepeYyeHb
KU3HEHHO HEODXOAMMbIX U BaXKHEMLLUX IEKAPCTBEHHbIX NPenapaTos.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

2. TocyaapcTBeHHbIN peecTp NpeAesfibHbIX OTMYCKHbIX LEH MPoOU3BoAMUTENE Ha NeKapCTBEHHbIe
npenapaTtbl, BK/AOYEHHble B MNepeyeHb KU3HEHHO HEeOobXOAMMbIX M BAXKHEWLIMX JIeKapCTBEHHbIX
npenapaTtos, cogepXuT B cebe cneaytowwyto nHGopmaumto:

1) HaMeHOBaHWME Aepxatena nnn snagesibla permctpayMoHHOro yaoctoBepeHmnAa NeKapCTBEHHOTO
npenaparta, HaMmeHOBaHUE MNMPoOU3BOAUTENA JIEKAPCTBEHHOIO npenapara, ceeaeHnA O perncTtpauunmn
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[AepKatensa uauv Bnagaesnbla perucTpaumMoHHOro YA0CTOBEPEHUA NEKapPCTBEHHOrO Npenapara, CBeAEeHUA O
perncTpauumn Nnpons3BoamuTeNs NeKapcTBEHHOro npenapara Aasa MeauLMHCKOro NPUMEHEHMA B KayecTse
HasioroniatenbliMKa B CTPaHe perncrpaumm (4na poccMincKkux PUANYECcKMX AnL, - MAEHTUGUKALMOHHbIN
Homep Hasnoronnatensiimka (MHH), 4nA MHOCTPaHHbLIX OPUAMYECKUX /ML, - CTPaHa perucrpauuu,
HaMMeHOBaHWe PErncTPUPYIOLLEro OpraHa, PerMcTPaLMOHHbIA HOMEpP, KOA HaNoronaaTe /bUnKa B CTpaHe
pernctpauumn (MHKOpNopauun) UM ero aHaaor), MecTo HaxoMKAEeHWA MPOM3BOACTBEHHbIX M/OLWAA0K,
y4acTByIlOLLMX B MPOLECCe NPOM3BO/ACTBA JIEKaPCTBEHHOrO npenapaTa, C yKasaHWem cTaguu npouecca
NpPoOM3BOACTBA;

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

2) HaMmeHOBaHWE /leKapCTBEHHOro npenapaTta (Me)KAyHapogHoe HenaTeHTOBaHHOe, WM
rpPynnMpoBOYHOE, AN XMMUYECKOEe M TOProBoe HaMMeHOBaHMWA);
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep perncTpPaLMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOrO Npenapara;

4) nekapcTBeHHasa popma C yKasaHWeM A03MPOBKM JIEKAPCTBEHHOIO NpenapaTa v ero KoJM4yecTsa
BO BTOPMYHOW (MOTPebUTENbCKOM) YNAaKOBKE, a TAK}Ke KOMMIEKTHOCTb;
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npegenbHan OTNYCKHaA LLeHa Ha NeKapCTBEHHbIM Npenapar B pyonax;
(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

6) oaTa U HOMep NpuKasa ynoJHOMOYeHHoro deaepasibHOro opraHa MCNONHUTE/IbHOM BacTU O
rocyaapcTBEHHOW perncTpauum uan nepeperucTpaummn npeaenbHon oTnyCKHOM LieHbl Ha 1IeKaPCTBEHHbIM
npenapaTt, BK/KOYEHHbIH B MepeYeHb KUSHEHHO HEOoBXOAMMbIX W BaXKHEWWUX JIeKapCTBEHHbIX
npenaparos;

(B pen. PepepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-d3, o1 06.06.2019 N 134-d3)

6.1) gaTa BCTyNAeHUA B CUAY NPUKa3a YNOAHOMOYEHHOTO ¢pefepanbHOro opraHa UCNoHUTENbHOW
BNACTM O rOCYLApPCTBEHHOW perucTpaumMm WAM nepeperucTpaumm npepenbHol OTMYCKHOW  LeHbl
NPOM3BOAMUTENA HA NIEKAPCTBEHHbIA MpPenapar, BK/AOYEHHbIN B NepeyeHb KU3HEHHO HeobXoAMMbIX U
BaKHEWLWMX NEKAPCTBEHHbIX NPenapaTos;

(n. 6.1 BBegeH PepepanbHbiMm 3akoHOM OT 06.06.2019 N 134-03)

7) WTPUXOBOWN KoA, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEBOUTENbCKYID) YNAKOBKY NEeKAapCTBEHHOIO
npenapaTa;
(n. 7 BBegeH ®egepanbHbim 3aKOHOM 0T 22.12.2014 N 429-03)

8) KoA, neKapcTBEHHOro npenapata NO aHAaTOMO-TEPANEeBTUYECKO-XMMMYECKOW KaaccuduKaumu,
pekoMeHA0BaHHOW BceMunpHoOM opraHmMsaumelt 34paBooOXpaHeHMs.
(n. 8 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

3. TocynapcTBeHHas perucTpaums WAW nepeperncTpauma npeaenbHbIX OTNYCKHbIX LieH Ha
JIeKapCcTBEHHble NpenapaTtbl, BK/AIOYEHHble B NepeyeHb XU3HEHHO HeobXOAMMbBIX U BarKHEMLUX
JIeKapCTBEHHbIX MNpenapaTosB, BeJeHMe roCyAapCTBEHHOro peecTpa npefesibHbiX OTMYCKHbIX LeH
npoussoauTeNnei Ha NeKapCcTBeHHbIe NpenapaThbl, BKAKYEHHbIE B MepPeYeHb }KU3HEHHO HEOBXOAMMbIX U
Ba)KHEMLLMX IeKapCTBEHHbIX NPenapaToB, OCYLLECTBAAIOTCA B NOPAAKE, yCTaHOBNEeHHOM MpaBuTeNnbCTBOM
Poccuitckoit egepaumn.

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

Cratba 63. YcraHoB/ieHME OpraHamMu WUCMOJHUTENbHOW BAacTU CcybbeKToB PoccuiicKkoit
depepaumm npepenbHbIX PasMepoB ONTOBbIX Hag6aBOK U MpepesibHbIX PasMepoB PO3HUYHbBIX
Haa6aBOK K GaKTUHECKMM OTMYCKHbIM LieHaM, YCTAaHOB/IEHHbIM MPOU3BOAUTENIAMMU NIEKAPCTBEHHbIX
Npenapartos, Ha JIeKapCcTBEeHHble NPenapartbl, BKAIOYEHHbIE B NepeyeHb }KU3HEeHHO HeobXxoauMbIX U
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BaKHEWLUMX NeKapCTBEHHbIX NpenapaTos
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNONHMUTENbHOM BAacTU cybbekToB Poccuiickoit dPepgepauumn ycTaHaBAMBalOT
npegenbHble pa3smepbl ONTOBbIX HaAbGaBOK M npeaAenbHble pasmepbl PO3HMYHBLIX HaabaBoK K
daKTMYECKMM OTMYCKHbIM LieHam (6e3 yyeTa Hasnora Ha A06aBNEHHYHD CTOMMOCTb), YCTaHOB/IEHHbIM
NPOu3BOAUTENAMW JIEKAPCTBEHHbIX MPEenapaToB, Ha JIeKapCTBEHHble NpenapaTtbl, BK/OYEHHble B
nepeyeHb KU3HEHHO HEeOobXOAMMbIX U BaKHEMLIUX JIeKapCTBEHHbIX NpenapaTtoB, B COOTBETCTBUMU C
YTBEPXKOEHHOW B nopsaaKe, ycTaHoBneHHom [paButenbctBom Poccuitickoit deaepaumm, MeTOAUKOM
YCTaHOB/IEHNA OpraHamyM UCMOAHUTENbHOW BAacTM cybbekTos Poccuitickon Peaepaumnmn npeaenbHbIX
pa3MepoB OMTOBbIX HaAbaBOK WM MpedefibHbIX Pa3mMepoB PO3HMYHBLIX HaAbaBOK K (aKTUYeCKUm
OTMYCKHbIM LieHaM, YCTaHOBEHHbIM MPOU3BOANTENAMM IEKAPCTBEHHbIX NPENapaToBs, Ha IeKapCTBEHHbIe
npenapatbl, BK/AIOYEHHble B MNepeYeHb MU3HEHHO HEeOoBXOAMMbBIX W BarKHEMLIMX SeKapCTBEHHbIX
npenapatos. MPoeKTbl peleHnin opraHoB UCMOAHUTENbHON BAacTK cybbeKkToB Poccuitickoit degepaumm
06 ycTaHOBAEHUU U (UAKN) M3MEHEHUM NpefeibHbIX Pa3mepoB ONTOBbIX HaabaBoOK M NpeaenbHbIX
pa3mMepoB PO3HUYHbIX HaA6aBOK K GaKTUUECKMM OTNYCKHbIM LleHaM, YCTaHOBEHHbIM NPOU3BOAUTENAMMU
NIeKapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHble MNpenapaTtbl, BKAKOYEHHble B MepeyeHb KU3HEHHO
HEeobXOAMMbIX W BaKHeWLWWX IeKapCTBEHHbIX NpenapaToB, noAdsexaT COrnacoBaHUi ¢
YNONIHOMOYEHHbIM deaepanbHbiIM OPraHOM UCMOJIHUTENbHOM BAACTM, OCYLLECTBAAIOWMM GYHKUUKU NO
MPUHATUIO HOPMAaTUBHbIX NPABOBbIX aKTOB M KOHTPO/IO 33 cobtoAeHMeM 3aKOHOAaTeNbCTBa B chepe
rocyaapcTBeHHOro peryanposBaHusa LeH (Tapudos) Ha ToBapbl (ycnyru), B nopafke, yCTaHOB/EHHOM
MpasuTtenbctBom Poccuinckoint ®epepaumm.

(8 pea. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 27.12.2019 N 475-93)

2. OpraHusauuM OMNTOBOM TOProB/M /IEKAPCTBEHHbIMW CPeAcTBaMM, aNnTeyHble OpraHu3aLuy,
WUHAMBUAOYANbHbIE MpeanpUHUMaTENN, UMeKLWMe JNLEH3UI0 Ha dapMaLeBTUYECKYD LeATe/IbHOCTb,
MeANUMHCKME OpraHuM3aumu, Mmelolwme nUeH3Mo Ha $apmMaueBTUYECKYOD AeATeNbHOCTb, U KX
060cobneHHble nogpasaenerusa (ambynatopuun, denvaepckme n denballepPcKo-aKkyLWepPCKUE NYHKTbI,
LUeHTpbl (oTaeneHus) obuie BpayebHoOM (cemerHOM) NPaAKTUKKU), pPaCMOSIOKEHHble B CENbCKUX
HacefleHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpPraHW3auuu, OCYLLECTBAAIOT peannsauuio
NIEeKAPCTBEHHbIX MPEenapaToB, BKAIOYEHHbIX B MepeyeHb MU3HEHHO HEeOBXOAMMbIX W BaxKHEMLWMNX
NIeKapPCTBEHHbIX MpPenapaTos, MO UeHaMm, KoTopble GOPMUPYIOTCA B COOTBETCTBUM C MOPALKOM,
yCTaHOBMEeHHbIM MpaBuTenbcTBom Poccuiickoit ®epepaumm, U ypoBeHb KOTOpbIX (6€3 yyeTa Hasora Ha
[06aBNEHHYIO CTOMMOCTb) HE A0/IKEH NPEBbILLATL CYMMY GaKTUUYECKO OTMNYCKHOM LieHbl, yCTAHOBAIEHHOM
NPoOu3BOAMTENIEM JIEKAPCTBEHHOTO Npenapata, He MpPeBblWaoWwed 3aperucTpuMpoBaHHON UK
nepeperucTpMpoBaHHON MNpefenbHOM OTMYCKHOM UeHbl npou3BoauTens (Ha p[aTy peanusauuu
JIeKapCTBEHHOrO npenapata npou3BOAUTENIEM), M pa3mepa OMNTOBOW HagbaBkM U (MM) pasmepa
PO3HUYHOWN HaAbaBKKM, He NpPeBbIAOLWMX COOTBETCTBEHHO pa3mepa npeaesibHON onToBoM HaabaBKK U
(nnn) pasmepa npeaenbHON PO3HUYHOM HaAOaBKK, YCTAHOBAEHHbIX B CybbekTe Poccuiickoi ®eaepaumu.
(4acTtb 2 B pea. PeaepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MCMNONHUTENbHON BnactM cybbeKkToB Poccuitckon Pepepaummn pasmelLatoTr B CETU
"MHTepHeT" nHPopMaLUIo O 3aperncTPMPOBaHHbIX NPeaesibHbIX OTMYCKHbIX LeHax NpoussoauTenei Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHblE B MNepeyeHb KM3HEHHO HEOOXOAMMbBIX W BaAXKHEMULIMX
NIeKapCTBEHHbIX MpenapaTtoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoit Pepepaumm npepenbHbix
pa3mepax ONTOBbIX HaA6aBOK M (MK) NpeaenbHbIX pa3Mmepax PO3HUYHbIX HafL0aBOK K YCTAHOBEHHbIM
NPOW3BOAUTENAMM NEKAPCTBEHHbIX NPEenapaToB GaKTUYECKMM OTMYCKHbIM LLeHaM Ha NeKapCTBEHHble
npenapatbl, BK/IOYEHHble B MNepevYeHb MW3HEHHO HeobBXOAMMBIX W BAXKHEMLMX JIeKapCTBEHHbIX
NpenapaToB, a TaKXe O CyMMe 3aperucTpupoBaHHbIX NpenefibHbIX OTMYCKHbIX LeH NpoussBoguTeneit Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MepevyeHb M3HEHHO HeoHXOAMMBIX W BaAXKHEMLIMX
NIeKapCTBEHHbIX NPenapaToB, YCTaHOBNEHHbIX B cybbekTe Poccuiickolt Pepepaunm npenenbHbIX
pa3mepoB ONTOBbIX HAAOABOK M Npeae/ibHbIX Pa3MepoB PO3HUYHbIX HaA6aBOK M Halora Ha f06aBAEeHHYI0
cToumocTb. MHPopMaLma, NpeaycCMOTPEHHAA HAaCTOALLEN YacTbto, AO/IKHA HAaXO4MUTbCA TAK¥Ke B aNTEYHbIX
OpraHM3aumsax B AOCTYNHOM ANA BCEX 3aMHTepecoBaHHbIX vy dopme M 0bHOBNATLCA NO Mepe ee
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pa3smeLLeHMA opraHaMmm UCNONHUTENbHOM BiacTu cybbekToB Poccuitckoi Pepepaunn B cetn "UHTepHeT".
(4acTb 3 B pea. PegepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblit 3aKoH oT 27.12.2019 N 475-93.

Fnasa 13. MOHUTOPUHT 3PPEKTUBHOCTU U BESONACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOAALUXCA B OBPALLLEHUU
B POCCUNCKOWN GEAEPALIUN
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaa3op
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHble NpenaparTbl, Haxoaalmeca B obpalueHnn B Poccuinckort egepaumm, noanexar
MOHUTOPUHTY 3bGDEKTUBHOCTM U  6e30nacHOCTU B  UENAX BbIABNEHUA BO3MOMHbIX HEraTUBHbIX
nocneacTBUin UX NPUMEHEHUA, MHAMBUAYANIbHON HENEPEHOCUMOCTHN, NpeaynpexaAeHna MmeanuMHCKUX
paboTHMKOB, crneuMannctoB B 06s1acTM BeTepuMHapuu, NaUMEHTOB UM BNAAENbLEB UBOTHbIX U UX
3aLlMTbl OT NPUMEHEHMNA TaKUX IEKAPCTBEHHbIX NPenapaTos.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

2. dapmakoHag30p OCYLLECTBAAETCA COOTBETCTBYIOLWMM YMNONHOMOYEHHbIM  deaepasnbHbIM
OpraHoOM WCMOJIHUTENbHOW B/IAaCTU B YCTAaHOBAEHHOM MM MOpsAKe NyTemM aHanvM3a npeaocTaB/ifsemMoin
cybbekTamum 0bpaLLeHNA NeKapCTBEHHbIX CpeacTB MHGOPMaLIMK O MODOYHbIX AEACTBUAX, HEMKENATE/IbHbIX
peaKkumaxX, Cepbe3HbIX HexenaTeNbHbIX Peakuuax, HenpeaBuAeHHbIX HeXKenaTeNbHbIX peakuuax npu
NPUMEHEHUN NEeKapCTBEHHbIX npenapaTos, 06 WHAMBUAYaNbHON HENepeHOCMMOCTU, OTCYTCTBUM
30 dEKTUBHOCTM  IeKapCTBEHHbIX NpenapaToB, a TakXe 06 WHbIX ¢akTtax U 0b6CTOATeNbCTBaX,
NPeAcTaBAAOWMX YrPO3y MU3HU WAN 300POBbI0 4YenoBeKa MO0 KMBOTHOMO MNPU MPUMEHEHMUM
NIeKapCTBEHHbIX NPEenapaToB U BbIABAEHHbIX Ha BCeX 3Tanax obpalleHMA NeKapcTBEeHHbIX NpenapaTos B
Poccuiickolt deaepaumm 1 Apyrux rocyaapcrsax.

3. Cy6beKTbl 0bpaLLeHna NeKapcTBEHHbIX CPEACTB B NOPAAKE, YCTAHOBNEHHOM YNOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM  MCNOAHWUTENBHOWM BNAcTM, 06fA3aHbl CcOOOWaATb B YNOJHOMOYEHHbI
denepanbHblA OpraH UCNONHUTENIbHOM BAACTM O MODOOYHbLIX AEUCTBUAX, HEMKENATE/IbHbIX peakumax,
Cepbe3sHbIX HeXKenaTebHbIX Peakuuax, HenpeaBuaeHHbIX HeXenaTeNbHbIX peakuusax npyu npumeHeHum
NIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBMAYANbHOM HENepeHOCMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU
NIeKapCTBEHHbIX NPenapaToB, a TakKe 06 MHbIX ¢akTax n obcToaTenbCcTBax, NPeACTaBAAOWMX YrPO3y
U3HU UN 300POBbI0 YesloBeKa /MO0 XKMBOTHOMO NPU NMPUMEHEHUWN NIEKAPCTBEHHbIX NPEnapaToB U
BbIAB/IEHHbIX Ha BCEX 3Tanax obpalieHUa NeKapCTBEHHbIX npenapatoB B Poccuiickoit degepauyn u
APYrvX rocygapcreax.

4. [epxaTenu uam Bnafenblbl PerucTpaumMoHHbIX YA0CTOBEPEHMI NEKAPCTBEHHbIX NPenapaTos,
topUANYECKME TMLA, HA UMA KOTOPbIX BblAaHbl Pa3peLleHna Ha NPoBeAeHNE KNMHNYECKMX UCCNef0BaHNi
B Poccuitickolii dPepepauyn, nmMbo ynonHOMOYEHHble MMM Apyrue puaMYeckue avua B pamMKax
obecneyeHns 6€30MacCHOCTN JIEKAPCTBEHHbIX NPenapaTos B NOPAAKE, YCTaHOBIEHHOM COOTBETCTBYHOLLMM
YNO/HOMOYEHHbIM desepasbHbIM OPraHOM MCMOJIHUTENIbHOM BACcTW, 0653aHbl OCYLLECTBAATb NPUEM,
yyeT, 06paboTKy, aHaIM3 U XpaHeHWe NOCTYNAIOLLMX B UX a4pec OT CybbeKToB 06paLLeHnsA 1eKapCTBEHHbIX
CPeACTB U OPraHOB rOCYZAapPCTBEHHOW BAACTU COOBLWEHUA O MOBOYHbIX AEUCTBUAX, HEXKenaTeNbHbIX
PeaKLMAX, CEPbe3HbIX HEXKeNaTeIbHbIX U HeMpeaBUAEHHbIX HEXKeNaTeIbHbIX PEaKLLMAX MPU NPUMEHEHUN
NleKapCcTBEHHbIX MpenapaTtoB, 06 OCOBEHHOCTAX WX B3aMMOLEWCTBUA C APYTMMM JIEKAPCTBEHHbIMM
npenapaTtamu, MHAMBMAYANbHOW HENEepPeHOCMMOCTM, a TaKXe 06 MHbIX ¢aKTax M obCcToATenbCcTBaX,
NPeacTaBAAIOWMX YIrPO3y KU3HU WAW 300POBLIO YenoBeKa AN60 HMBOTHOTO MAM BAMUAIOWMX Ha
M3MEHEHME OTHOLUEHWA OXWAAEMOWN MNO/b3bl K BO3MOMHOMY PUCKY MPUMEHEHMA NeKapCTBEHHbIX
npenaparos.

5. Mpw BbIABNEHUN VIHCI)OpMaLI,MM O Cepbe3HbIX HeXenaTe/ibHbIX peakunax n HenpeasnaeHHbIX
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HeXenateNbHbIX peakuuAax npu npumeHeHMn JNeKapCTBEHHbIX MpPenapaTtos, 06 ocobeHHoOCTAX WX
B3aMMOAEﬁCTBMﬂ C APYTMMU NIEeKAPCTBEHHbIMU MNMpenapaTtamu, MH,D,MBM,EI,yaﬂbHOVI HEeNnepeHoCMMoCTu, a
TaKe 06 UHbIX d)aKTaX n 06CTOHTEJ’IbCTBaX, BANAOWNUX HA USMEHEHME OTHOLWLEHNA omm,a,aemof/'l NoNb3bl K
BO3MOXXHOMY PUCKY TMNPUMEHEHUNA NEKAPCTBEHHbBIX MNpPenapaTtoB, AepxaTteanm wan Baagenblbl
PErMcTpaLlMOHHbIX yAOCTOBepeHMVI NEKapPCTBEHHbIX NpenapaTtos, pungnvyeckne amua, Ha MMA KOTOPbIX
Bbl4aHbl pa3peweHnAa Ha npoBegeHne KAnHUYEeCKUX MCCﬂep,OBaHMVI B Poccuitckol ¢e,c|,epau,vw|, nmbo
YNO/IHOMOYEHHbIE MU [pyrue rpuagndeckmne nanua 06A3aHbI NMPUHATb MepPbl, HaMNpaB/IEHHbIE Ha
YCTpaHeHNe HEeraTnBHbIX I'IOCI'IEACTBI/IVI NPpUMEHEHNA TaKuUX NEKAPCTBEHHbIX npenapartos,
npegynpexageHmne npnynHeHna speaa X1M3Hm nam 340poBblo Ye/10BEKA nmbo KNBOTHOrO, 3alLlUTY UX OT
NPpUMeHEHNA TaKNUX NEKAPCTBEHHbIX MPENApPaTos, Ha AOI‘IOJ’IHMTG/’IbeIﬁ c60p AaHHbIX 06 3¢¢GKTMBHOCTM
1 6e30MacHOCTM TaKuMX NEeKapPCTBEHHbIX MPenapaTos.

6. 3a HecoobLeHME UK COKPbITUE MHOPMALLMM, MPEAYCMOTPEHHOM YacTbio 3 HACTOALEN CTaTbMy,
AepXKaTennm WAW  BRafdenblbl PErucTPaLMOHHbIX  YAOCTOBEPEHUI /IEKAPCTBEHHbLIX MpPenapaTos,
IopUANYECKME IMLA, HA MMA KOTOPbIX BblAaHbl Pa3peLleHnn Ha NPoBeAeHNE KNUHNYECKMX UCCNea0BaHNA
B Poccuiickoin ®depepaunn, nMbO YNOSHOMOUYEHHbIE MMU ApYyrue lopUAMYECKMEe NnLa, a TaKxkKe
OONKHOCTHbIE /MU, KOTOpbIM 3Ta MHGOPMAaUMA CTana M3BECTHa NOo poAy MX npodeccMoHanbHoW
[eATeNbHOCTM, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATeIbcTBOM Poccuiickoit degepaumu.

7. Mpu nony4eHUM ynoiHOMOYEHHbIM deaepanbHbiM OPraHoM UCMOAHUTENBHOWN BAACTU B pamKax
oCyLWecTBNeHMa UM papmMaKoHaA30pa A0Ka3aTe/lbCTB O HECOOTBETCTBUM NIEKapCTBEHHOro npenapaTa
YyCTaHOB/IEHHbIM TpeboBaHUAM WAM NPU NOAYyYEHUN MHOOPMALMM O HECOOTBETCTBUM AaHHbIX 06
adpeKTMBHOCTM U 0 6e30MacHOCTN IeKapCTBEHHOro npenaparta AaHHbIM O 1IeKapCTBEHHOM npenapare,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMCe BbISIBAIEHHbIX B XO4€ OCYLLECTB/IeHNA
dbapmaKkoHaa30pa KOHTPO/IbHO-HaA30PHbIMW OpraHaMyM MHOCTPaHHbIX roCyAapcTB), YNOJHOMOYEHHBIN
denepanbHbIA OpraH NCNOIHUTE/IbHOW BNACTU B YCTaHOBIEHHOM MM MOPAAKE paccmaTpuBaeT BOMpPoC O
NPMUOCTaHOBAEHMM MPUMEHEHMA TAKOro NEKaPCTBEHHOrO Npenapara.

CraTbAa 65. [lpMocTaHOBNAEHUE NPUMEHEHUA NeKapCcTBEHHOro npenapara
(B pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpu nonyyeHNn MHPoPMaLMN O HEeXeNaTeNbHbIX PeaKkUMAX NPU NPUMEHEHUM NIEKAPCTBEHHOTO
npenapaTta, He YKasaHHbIX B MHCTPYKUUM MO MPUMEHEHMUIO NEeKapCTBEHHOro npenapaTta, CepbesHbIX
He)KenaTeslbHbIX peakumsax, 06 0COBEeHHOCTAX ero B3auMMOAENCTBUS C APYrMMMU JIEKAapPCTBEHHbIMM
npenapatamu, KOTOpble MOTYT NPeACTaBAATb YIPO3Yy XKU3HWU UK 340PO0BbIO YeNoBeKa MO0 XKMBOTHOTO, a
TaKXXe O HecoOTBETCTBUM AaHHbIX 06 3¢pdeKTMBHOCTM M O H6e30MacHOCTM NIeKapCTBEHHOMO npenapaTa
AaHHbIM O N1eKapCTBEHHOM MpenapaTe, coaepKawnmca B UHCTPYKUUK MO ero npumeHeHumto, B TOmM Yncne
OT YMNO/IHOMOYEHHbIX OPraHOB MWHOCTPAHHbIX rOCYyAapcTB, OOMEH KOTOPOM OCyLecTBAAETCA B
COOTBETCTBMM C COTNALUEHUAMU MENKAY YNOJHOMOYEHHbIM defiepanbHbIM OPraHOM UCMOAHUTENbHOM
B/1ACTU M YMOJIHOMOYEHHbIMW OpPraHamMu WMHOCTPAHHbIX rOCYAapcTB, YNOJHOMOYEHHbIN deaepanbHbiit
opraH UCMOJIHUTENbHOM BNACTU paccMaTpPMBaEeT BONPOC O BO3MOXKHOCTM NPUOCTAHOBNEHUA 06paLleHus
TAKOro J/IeKapCTBEHHOro npenapata B MNopsfke, YCTaHOBJAEHHOM YMO/JHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOJIHUTENIbHOW BNaCTMU.

2. I'IpM HEUCNO/SIHEHUN WUAN HeHagnexXauwlem UCNOHEHUUN AepXKaTenamm wunn Bnagesibuamum
PerncTpatMoHHbIX yAOCTOBEpEHMﬁ NEKAPCTBEHHbLIX Npenapartos, LPngn4eCKMMnU nnuamum, Ha WUMA
KOTOPbIX BblAaHbl pa3peleHnAa Ha npoBegeHne KAIMHN4YeCKnx MCCﬂeAOBaHMﬁ B Poccuiickoi (Deﬂ,epaLl,MVI,
NN YNOJTHOMOYEHHBbIMN UMW OPYTUMU FOPpNONYeCKUMU Il amMin 06’r'|3aHHOCTel‘/JI, YCTaHOB/IEHHbIX YaCTAMMU
3 n 4 ctatbm 64 HacToAwero CDe,u,epaanoro 3adKOHa, nnbo B Cnydaax npencraBieHna COoTBeTCTBYHOWUM
YNO/IHOMOYEHHbIM d)e,u,epaanblm OopraHom WUCNOJIHUTENbHOW BNACTU 3aK/IOYEHUS O HeaAO0CTOBEPHOCTU
pPe3ynbTatoB  KAIMHUYECKOrTo UCCneanoBaHUMA  NEKAPCTBEHHOro npenapara 444 MeguulmnHCKOro
npuMeHeHNA, KOTOpPOe OCHOBAHO Ha pe3y/ibTaTaX MPOBEPKU Me,CI,MLl,VIHCKO[;I OopraHusauuu, I'IpOBO,EI,MBLLIEﬁ
YKa3aHHOE K/IMHNn4YeCKoe nccnegoBaHmne C HapyweHnem npasun Hap,ne»(am,eﬁ KNAMHUYECKOM NPaKTUKKU, n
npmeeno K noayvyeHUo HeJOCTOBEPHbLIX pPe3ynbTaTos, nmbo B C/ly4dae HeBbINOMHEHUA NpeannucaHuAa,
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Bbl4AaHHOIO0 YNO/IHOMOYEHHbIM cbe,u,epaanblM opraHom WUCNONIHUTENbHON BNAcTM MO UTOram
ocyuwecrtsaieHunA Bbl60p0‘-IHOI'O KOHTPONA KayecCTBa JIEKAPCTBEHHOro npenaparta, YI'IO}'IHOMOHEHHbIVI
d)e/J,epaanblﬁ opraH WCNONHUTENIbHOWN BN1ACTK B YCTAaHOB/ZIEHHOM UM NMopAAKE paCcCMmaTpuBaeT BOMPOC O
NPUOCTAHOB/IEHNUUN NPUMEHEHNA TAKOTO NIEKAPCTBEHHOTO Npenapara.

3. YNonHOMOYeHHbI denepanbHbli OpraH MCNOSIHUTENbHOW BAACTU MPU NPeAcTaBAeHUn emy
CBEAEHMI O HEeCOOTBETCTBUM MPOU3BOAMUTENSA JIEKAPCTBEHHbLIX CpeacTB TpeboBaHUAM npaBuA
Hag/exallein NpoM3BoACTBEHHOM NPAKTUKU U (MUAK) O HapYLUEHWUM NNLEH3NOHHbIX TPeboBaHMI, KOTopble
6blAK BbIABAEHbI B X04€ NPOBEAEHUA UHCMEKTUPOBAHUA NPOM3BOANTENSA JIEKAPCTBEHHbIX CPEACTB UK
OCYLLECTB/IEHNA NLLEH3MOHHOIO KOHTPOAA B chepe Npon3BOACTBa IEKAPCTBEHHbIX CPEACTB U NpUBenu
AU MOTYT MPUBECTU K MPOU3BOACTBY NIEKAPCTBEHHbIX MPenapaTtos AAA MeAUUMHCKOro NpUMeHeHus,
NPUYUHMBLLUMX UM CNOCOBHBIX MPUYNHNUTD BPEA, *KMU3HWU UK 340PO0BbIO rparkaaH, pacCcMaTpUBaeT BOMpPocC
O MNPUOCTAHOBAEHMM MPUMEHEHUA NEKAPCTBEHHbIX MPEnapaToB ANA MEAMUMHCKOTrO MPUMEHeHUs B
YCTaHOB/IEHHOM MM NOPAAKE B CNeAYOWMNX CyYanx:

1) coctaB u (UnAn) TexHonorns NPoM3BOACTBA JIEKAPCTBEHHOrO npenapaTta A1 MeAMUMHCKOro
npumeHeHua (C onucaHMem CTaauii NPOU3BOACTBA) OT/IMYAKOTCA OT 3asB/IEHHbIX B PErMCTPALMOHHOM
[OCbE;

2) NeKapCTBEHHbIN Npenapar 419 MeAUUMHCKOro NPMMEHEHMSA NPOU3BEAEH Ha NPOMN3BOACTBEHHOM
NnioWaAKe, He yKa3aHHOM B PErMcTpaumoHHOM 40Che;

3) y npousBoauTeNa NEeKapCTBEHHbIX CPeACTB OTCYTCTBYIOT AOKYMEHTbI, NOATBeprKaatowme
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenapaTa A1a MeAMUMHCKOro NpMMEHEHWsA, BBOAMMOTO B
rpa*kaaHckuii 06opoT, TpeboBaHUAM, YyCTaHOB/IEHHbBIM NPUY Ero rocyAapCcTBEHHOMN perncTpaumm;

4) npousBOAUTENEM JIeKAPCTBEHHbIX CPeACTB B  COMAacoOBaHHbIA C  COOTBETCTBYHOLUUM
YMOJIHOMOYEHHbIM deaepasibHbiIM OPraHOM UCMOJIHUTENbHOM BACTU CPOK HE YCTPaHEeHbl HapylleHun
TpeboBaHUIA NpaBMA HagNeKallled NPOM3BOACTBEHHOW NPAKTUKN U (MNK) NNLEH3UOHHbIX TpeboBaHWA,
KoTopble 6bliM BbIABAEHbI B XO4e NPOBEAEHUA WHCMEKTUPOBAHWUA MPOU3BOAUTENA JIEKAPCTBEHHbIX
CpeacTs UAN OCYLLECTBNEHNA IMLLEH3MOHHOIO KOHTPOA B cdhepe NpoM3BOACTBA JIEKAPCTBEHHbIX CPeACTB
N NPUBEAU UAM MOTYT MPUBECTM K MPOM3BOACTBY /JIEKAPCTBEHHbIX MPenapaTos Ans MeAULIMHCKOro
NPUMEHEHWS, MPUUUHUBLLMX UJIU CMOCOOHbIX MPUUYNHUTL BPEA XKMU3HU UM 340POBbIO rpaKaaH.

(4acTb 3 BBeaeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

4. YNonHOMOYEHHbIV denepanbHblii OpraH MCNOAHUTENLHOM BAACTU NPU HAIMYMUM Y HErO CBeAeHU
O HEeCOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM NpPaBUA  HaANerKallen
NPOu3BOACTBEHHON MPAKTUKU W (MAK) O HapPYLEHUU NULEH3MOHHbLIX TpeboBaHWUM, KoTopble Oblau
BbiABNIEHbl B XOAE MPOBEAEHUA MHCMNEKTUPOBAHUA MNPOU3BOAMTENS JIEKAPCTBEHHbIX CPEeACTB MW
OCYLLECTB/IEHNA JINLLEH3UOHHOIO KOHTPOAS B chepe Npon3BoACTBa IEKAPCTBEHHbIX CPEACTB U NpUBEU
WM MOTYT NPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX NPenapaTtoB A8 BETEPUHAPHOro NpUMeHeHus,
NPUYMHMBLIKUX WAM CMOCOBHbIX MPUYMHUTL Bped, KU3HW WA 300POBbI0 KMBOTHbLIX, pPaccmaTpuBaeT
BOMPOC O MPUOCTAaHOB/NEHUU peanusauunm M MPUMEHEHUS JIEKApPCTBEHHbIX MpenapaTtoB  Aad
BETEPUHAPHOr0 NPMMEHEHMUSA B YCTAaHOBIEHHOM MM NOPAAKE B CNeAYOWMUX CyYanx:

1) coctas U (MAM) TexHONOrMA MPOM3BOACTBA JIEKAPCTBEHHOrO Mpenaparta ANs BeTepUMHApPHOro
npMMeHeHMA (C onucaHWem CTaauii MPOM3BOACTBA) OT/IMYAIOTCA OT 3aSAB/IEHHbIX B PErmcTpaLmMoHHOM
[A0Cbe;

2) neKapCTBEHHbIN Npenapar 41a BeTEPUHAPHOro NPMMEHEHNA NPOU3BEeAEH Ha MPOU3BOACTBEHHOM
NAoLWaAKe, He YKa3aHHOM B PerucTpaLMoHHOM 40CbE;

3) y npousBoAMTENs NEeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT [AOKYMEHTbI, MNOATBeprKaatoume
COOTBETCTBME KAyecTBa JIEKApPCTBEHHOrO npenapaTta A8 BETepMHAPHOro NpPUMEHeHUsi, BBOAMMOIO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY Ero rocyAapCTBEHHON perncTpaLmy;
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4) npousBoAUTENEM JIEKAPCTBEHHbIX CPEACTB B COMMACcOBaHHbIA C COOTBETCTBYHOLIUM
YNOJHOMOYEHHbIM defepanbHbiM OPraHOM WUCMOJIHUTENbHOM BNACTU CPOK He YCTpPaHeHbl HapylleHun
TpeboBaHMI NPaBWUA HagNeMKallelh NPOoM3BOACTBEHHOM NPAKTUKU U (MNK) NNLEH3UOHHbIX TpeboBaHM,
KOoTopble OblAn BbiABNEHbI B X04e MNPOBeAEeHMA WHCNEeKTUPOBAHUA MNPOU3BOAUTENS JIEKAPCTBEHHbIX
CpeacTB UK OCYLLECTB/IEHMA IMLLEH3MOHHOMO KOHTPOASA B chepe NPoM3BOACTBA IEKAPCTBEHHbIX CPEACTB
N NpUBEAN UAN MOTYT MPUBECTM K MPOWU3BOACTBY JEKAPCTBEHHbIX MPEnapaToB A/ BETepMHapPHOro
NPUMEHEHUA, MPUYUHUBLLINX UM CNOCODBHbBIX MPUUYNHUTD BPes, *KU3HU AN 300POBbIO0 *KUBOTHbIX.

(4acTb 4 BBeaeHa PenepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

KoHcynbTaHTlAOC: NpyMeYaHume.
C01.01.2023 cT. 65 pononHsieTca u. 5, 6 (3 o1 27.12.2019 N 475-P3).

Cratba 66. UHPopmauma o pesynbtatax papmakoHagsopa
(8 pen. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNoNHOMOYEHHbIN  degepanbHbli  OpraH  UCMONAHUTENIbHOM  B/IaCTM,  OCYLLECTBAAIOLLUM
dapmaKoHaa30p, MO ero pesy/ibTaTam pasmMelLaeT Ha cBoem oduumanbHOM caiiTe B ceTu "UHTepHeT"
nHbopmaumto o:

1) BblAB/IEHNN HOBbLIX NOATBEPXKAOEHHbLIX OaHHbIX O No6oYHbIX LI,EI‘;ICTBMHX, HeXenartesibHbIX
pPeaKUUnAX, CePbE3HbIX HEXeNaTeJ/ibHbIX peakunAax, HenpeaBunaeHHbIX HeXeslaTe/ibHbIX peakKunax npu
npUMeHeHUN NeKapCTBEHHOIO NpenapaTta, B TOM 4Yncie BANAKLWUNX Ha OTHOLWEHNE ommp,aemoﬁ NoNb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA AAHHOTO 1IEKAPCTBEHHOIO NMpenaparTa;

2) NPUHATbLIX peweHnAX O BHeECEHUU N3MEHEeHUN B UHCTPYKLMIO NO NPUMEHEHNIO IEKAaPCTBEHHOIO
npenaparta, 0 NPUOCTAHOBNAEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 n3bATUM U3 O6paLLI,EHMFI
NEeKapCTBEHHOrO nNpenaparta nin o BO306HOBNEHUU NPUMEHEHNA NeKapCTBEHHOIO Npenaparta.

Fnasa 14. THOOPMALMUA O NEKAPCTBEHHbIX MPENAPATAX. CUICTEMA
MOHUTOPUHTA ABUXKEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
Ana MEAUUUNHCKOIO NPUMEHEHUA
(8 pea. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumna O NneKapCTBEHHbIX npenapatax. Cuctema MOHUTOPUHra ABUXKEHUA
JIeKapCTBEHHbIX NPenapaTtos A1 MeAULMHCKOro NpuMmeHeHUsa
(B pen. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-03)

1. MHdopmauus o neKkapCTBEHHbIX NpenapaTtax, OTMNyCKaeMblX MO PeLenTy Ha JIeKapCTBEHHbIN
npenapar, AO/KHa COAEPXaTbCA TONbKO B CMeLManu3MpoBaHHbIX M3AaHUAX, NpeaHasHaYyeHHbIX ANs
MeANLUMNHCKUX, papMaLeBTMUYEeCcKMX paboTHUKOB, cneumnanunctos B 061acTm seTepuHapun. Mubopmauus o
NIeKapCTBEHHbIX NpenapaTtax 4aa cneunannctos B 061actv obpalleHNa NekapcTBeHHbIX CPeaCcTB MOXKeT
cogep)KaTbCA B MoHOrpaduax, CNpaBoOYHMKAX, Hay4HbIX CTaTbAX, B AOKNafJaX Ha KoHrpeccax,
KOHbepeHUMAX, CUMNO3NYMax, HayyHblX COBETaX, a TaK¥e B WHCTPYKUMAX N0 MNPUMEHEHUIO
NleKapCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

2. UHdpopmauma o NeKapcTBEHHbIX npenapaTtax, OTNyCcKaembix 6e3 peuenta Ha JIEKAPCTBEHHbIN
npenapaTt, MOET CoAep)KaTbCA B MNybAMKaUuMsaX U 0ODBABAEHUAX CPeacTB MaccoBoi WMHdopmauuu,
Ccneumanm3npoBaHHbIX U 0OWMX NeYaTHbIX U3AAHUAX, UHCTPYKLUMAX NO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTtoBs, MHbIX U3AaHUAX CYObEKTOB 06palLeHNA NeKapCTBEHHbIX CPeACTB. PekniaMHble maTepuanbl O
JNIEKapCTBEHHOM rMpenapaTte, OTnyckaemom 6e3 peuenTa Ha J/IEKAPCTBEHHbIM npenapaTt, A0JIXKHbI
COOTBETCTBOBATb MHCTPYKLMW MO NPUMEHEHMIO IEKAPCTBEHHOIO Npenapara.

3. ﬂ,OI’IyCKBETCﬂ Ncrnosb3oBaHMe bbIX MaTepPUanbHbIX HOCMTEHEI\/‘I, NO3BONAKOWNX XPaHUTDb,
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nepenasatb 1 UCMOJZIb30BATb VIHCI)OpMaLI,VII-O O NNEKAPCTBEHHbIX NpenapaTtax 6e3 ee MCKaxKeHus.

4. Ona uenei uaeHTUPUMKaAUMKM YNaKOBOK JIEKAPCTBEHHbLIX MPenapaToB Aaa MeAMLMHCKOro
NPUMEHEHMA NMPOU3BOAUTENN NEKAPCTBEHHbIX CPeACTB B MOPAAKE, YCTaHOBAEHHOM MpaBUTENbCTBOM
Poccwuiickolt ®enepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLWEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeANLMHCKOIo NMPUMEHEHUS, AN KOTOPbIX He NPesyCMOTPeHa BTOPMYHAA YNaKoBKa) U BTOPUYHYIO
(noTpebuTenbcKyo) YNAaKOBKY IeKapCTBEHHbIX NpPenapaToB ANs MeUUMHCKOro NMpUMMEHEeHUs CpeacTBa
naeHTMOMKaUMKN, 338 WUCKIIOYEHWEM JIEKAPCTBEHHbIX MPenapaTtoB A4 MeAUUMHCKOro NPUMEHeHUs,
NPOM3BOAUMbIX ANA MPOBEAEHUA KAMHUYECKUX UCCNEA0BaHWNI, SKCMOPTA, SIEKaPCTBEHHbIX NpenapaTos
ANA MeAWLMHCKOrO NPMMEHEHMA, YKasaHHbIX B Yactax 5 u 8 ctaTbu 13 HacToswero degepanbHoro
3aKOHa, pagnodapmaLeBTUUYECKUX JIEKAPCTBEHHbIX MPenapaTtoB, NWABOK MeAUUMHCKUX W rasos
MeAMNLMUHCKUX.

(yacTb 4 BBegeHa PenepanbHbim 3aKoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepuCTUKKN cpeactBa MaeHTMdUKaUnmn, NopaaoK ero HaHeceHMna U TpeboBaHMA K CTPYKType
n  dopmaty WHOOPMAUUKM, KOTOPYHD COLEPHUT CPeacTBO  MAEHTUPUKaLMK, OonpesenstoTcs
MpasuTtenbctBom Poccuinckoit ®epepaumm.
(4actb 5 BBegeHa PegepanbHbiM 3aKkoHOM OT 28.12.2017 N 425-03)

6. lopAamoK C€O3[aHUA, pPa3BUTUA, BBOLA B ISKCMJ/yaTauMio, 3KCMJyaTauuM W BbiBOAA W3
3KCNAyaTaLMn CUCTEMbI MOHWUTOPWUHIA ABUXKEHUA NEKaApPCTBEHHbIX MPEnapaTtoB AJiA MeLULUHCKOro
NPUMEHEHWSA, MOPAAOK NpPeAoCcTaB/ieHns MHOOPMaUMKN, COAEPIKALLENCA B CUCTEME MOHUTOPUHIA
OBUXKEHMA NIeKapCTBEHHbIX NPenapaToB Aaa MeaUUMHCKOro NPMMEHEHNSA, U NOPSAA0K B3aMMOAEeNCTBMA
YKa3aHHOM  cuCTeMbl C  WMHbIMM  FOCYAQPCTBEHHbIMU  MHPOPMAUMOHHBIMM  CUCTEMAMM U
MHPOPMALUOHHBIMMN CUCTEMAMMU HOPUANYECKUX NNLL U UHAMBUAYANbHbBIX NPeanpUHMMaTENEN, YKa3aHHbIX
B Yactax 7 u 10 HacToAwen cTaTbM, ycTaHaBauBatoTcA [lpaBuTenbctBom Poccuiickon ®degepaumu.
Onepatopamu CUCTEMbI MOHWUTOPWUHIA LOBUXKEHMA IEKAPCTBEHHbIX MPENnapaTtos AnAd MeAULMHCKOro
npuMeHeHusa naABnAlTcA deaepanbHbii OpraH WCMOJIHUTENbHOW BAactM W (MAKM) opraHusaums,
ynosHoMoueHHble MpasuTenbctBom Poccuinckoit deaepaumu.

(4acTb 6 BBegeHa PenepanbHbim 3aKoHOM OT 28.12.2017 N 425-93)

7. lOpuanyeckme nMua u UHOUBUAYaAbHbIE NPEANPUHUMATENM, OCYLLECTBAAIOLLME NPON3BOACTBO,
XpaHeHue, BBO3 B Poccuiickylo ®deaepaumio, OTNYCK, peanusauuio, nepegady, nNpuMeHeHue W
YHUUTOXKEHWNE IeKapCTBEHHbIX NpenapaTtos A8 MeAMLMHCKOro NpumMeHeHns, obecneunsatoT B nopsaaKe
M B COCTaBe, KOTopble ycTaHOB/eHbl [MpaBuTensctBom Poccuiickon deaepauum ¢ yd4eTom BMAA
OCYLLECTBASIEMON UMW AEATeNbHOCTM, BHECeHMe WHPOPMaLMM O NeKapCTBEHHbIX MpenapaTtax Ans
MEAULMHCKOTO MPUMEHEHUS B CUCTEMY MOHUTOPWHIa ABUMKEHUA NEKAPCTBEHHbIX NpenapatoB AAs
MeAULIMHCKOTo NPUMEHEHMA.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7.1. NleKapcTBeHHble nNpenapaTtbl A41A MEOUUMHCKOTO MNPUMEHEHUA, NpegHa3HAYeHHble AnA
obecneyeHuns nuu, 60nbHbIX remoduaneint, MyKOBMCLUA030M, TMNOPU3aPHBIM HAHWM3IMOM, BOJIe3HbIO
lowe, 310KayecTBEHHbIMM HOBOOOPa3oBaHUAMWU NUMGIOUAHOMN, KPOBETBOPHOW M POACTBEHHbLIX UM
TKaHeW, paccesHHbIM CKNePO30M, 1L, MOC/e TPAHCMAHTaLU MM OPraHoB 1 (UnK) TKaHeN, NPou3BeAeHHbIe
00 31 gekabpna 2019 roaa, a TaKKe UHble IEKAPCTBEHHbIE NpenapaTbl 4158 MegULMHCKOTo NPUMEHeHUs,
npousseseHHble o 1 mona 2020 roga, nognexkaT XpaHEHWUIO, MepeBO3Ke, OTMYCKY, Peannsaumu,
nepegaye, npumeHeHuto 6e3 HaHeceHUa cpeacTB MAEHTUOUKALMN 4O UCTEYEHUA CPOKA UX FrOAHOCTMU.
MpasuTenbcTso Poccuiickoit Peaepaunu BnpaBe yCTaHOBUTbL 0COBEHHOCTM BBOA B rpaKaaHCKMIi 060poT
NIeKapPCTBEHHbIX NPEenapaToB A8 MeaUUNHCKOTo NPUMEHEeHMA, Npou3BeaeHHbIX B nepuog ¢ 1 utona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoaa B rpa*kAaHCKMiM 060POT IeKapCTBEHHbIE NpenapaTbl Ans
MeANUMHCKOro NMPUMEHEHMA, 3a MCKAKYEHNEM NEeKAPCTBEHHbIX MpenapaTos, NpeAHa3sHa4YeHHbIX AaA
obecnevyeHuns nuu, 60NbHbIX remoduanein, MyKoBMCLUA030M, TMNOPU3AaPHbIM HAHWM3MOM, 60J1e3HbIO
lolwe, 310KayecTBeHHbIMM HOBOOH6pPa3oBaHUAMWU NMMGOUAHON, KPOBETBOPHOW M POACTBEHHbLIX MM
TKaHen, paccesHHbIM CKNEepPO30M, 1L, MOC/Ie TPAaHCMAHTaL MM OpraHoB 1 (UnK) TKaHel, NPou3BeJeHHbIe
3a npeaenamu Tepputopun Poccuiickont ®epepaummn ao 1 oktabpa 2020 roaa, MoryT 6biTb BBE3EHbI B
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Poccuitckyto degepaumio go 1 anBapa 2021 roga B nopsagKe, YyCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuitckoit Pepepaumm, 6e3 HaHeceHUs cpeacTs MaeHTUGUKaLUU.
(B pea. PepepanbHbIx 3aKoHOB 0T 27.12.2019 N 462-$3, o1 13.07.2020 N 206-$3)

8. OpraHusauma WHPOPMALMOHHOIO B3aAUMOLENCTBUA CUCTEMbI MOHMTOPUHIA  ABUXKEHWUA
JIEKApCTBEHHbIX MNpenapaTtoB ANA MEeAUUMHCKOrO MNPUMEHEHMA C  MHbBIMW  TOCYAapPCTBEHHbLIMU
MHPOPMALMOHHBIMK  cUCTeMaMn  obecrneumBaeTcA B TOM 4ucae NOCPEACTBOM WHOPACTPYKTYpbl,
obecneumBatollelrt MHGOPMALMOHHO-TEXHONOMMYECKOE B3anMMOLENCTBUE MHOOPMALMOHHBIX CUCTEM,
ncnosibdyembiX ANA NpPefoCTaBAeHUA TFOCY[APCTBEHHBIX WU MYHUUMNAABHbLIX YCAYF M UCNONAHEHUA
roCyZapCTBEHHbIX M MYHUUMNANbHBIX GYHKLUMI B SN1EKTPOHHON dpopme.

(4acTb 8 BBegeHa PenepanbHbim 3aKoHOM OT 28.12.2017 N 425-93)

9. ObuwepoctynHaa uWHOOPMaALMA, COAEPKALWAACA B CUCTEME MOHUTOPUHIA  ABUMKEHUNA
NIEeKAPCTBEHHbIX MPEnapaToB ANA MEAUUMHCKOTO NPUMEHEHMUA, pPasmellaeTcs B MHPOPMALMOHHO-
TeNEKOMMYHUKAUMOHHOM ceTu "MHTepHeT" (B ToM uucne B GoOpMe OTKPbITbIX AaHHbIX) B NOpPAAKE,
ycTaHoBNeHHoM lMNpaBuTenbcTtBom Poccuiickoi ®epepaumu.

(4acTb 9 BBeaeHa PenepanbHbIM 3aKoHOM OT 28.12.2017 N 425-03)

10. NMpownssoguTeNn NeKapCTBEHHbIX CPEACTB NOAYYAOT COAEPHKALLYHOCA B CUCTEME MOHUTOPUHTA
OBUMKEHMA NEeKAPCTBEHHbIX NPenapaTtoB A1 MeAUUMHCKOTO NpUMeHeHns MHPopMaLMio O cepusax u
NapTUAX IEKapCTBEHHbIX NPENapaToB, NPOM3BOAUMbIX UMW U HAaXO4ALWMXCA B rparkAaHCKOM obopoTe B
Poccuiickoii Pepepaunn, be3so3mesaHo.

(4acTtb 10 BBegeHa PenepanbHbiM 3aKOHOM 0T 28.12.2017 N 425-03)

11. 3a npon3BOACTBO MAKN NPOAAXKY SIEKAPCTBEHHbIX NPenapaToB A1A MeANUUHCKOro NpUMMeHeHUsA
6e3 HaHeceHMA cpeacTB UAEHTUMOUKAUMKM, C HApPYLUEHUEM YCTAHOBAEHHOro nopAgKa UX HaHeceHus, a
TaKXe 3a HeCBOEBPEMEHHOE BHECEHME AAHHbIX B CUCTEMY MOHUTOPUHIA ABUMXKEHWUA NEKAPCTBEHHbIX
npenapatos A4na MeAWUMHCKOrOo MNpPUMEHEHMA WM BHECEHME B Hee HefoCTOBEPHbIX AaHHbIX
lopugmyecKkme AMua U MHAMBMAYANbHblE NPeaNnPUHMMATENMN, YKa3aHHble B 4YacTax 4 u 7 HacToswen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon deaepauuiu.
(4actb 11 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 28.12.2017 N 425-03)

12. MpasutenbctBo Poccuitickor Pepepaumm BnpaBe YCTAaHOBUTb OCOBEHHOCTM BHEAPEHUS
CUCTEMbl MOHMUTOPUHIA ABUMEHUA JIEKAPCTBEHHbLIX MNpPEenapaTtoB A8 MeAULMHCKOro MNPUMEHEeHMs,
BK/IlOYAnA CPOKU ee BHEAPEHMA, B OTHOLIEHMW JIEKAPCTBEHHbIX MPenapaTtoB AAa MeaULMHCKOro
NPUMEHEHWS, BK/IOYEHHbIX B MEPeYEHb MKU3HEHHO HEOOXOAMMbIX W BarKHEWMWUX NeKapCTBEHHbIX
npenapaToB, /IEKAPCTBEHHbIX MpPenapatoB, npeAHa3HayeHHbIXx Ana obecneyeHua nuul, 60/bHbIX
remoduanenn, MyKoBMCLMAO30M, rMnodpmusapHbiIM HaHM3MOM, 60s1e3Hbl0 lowe, 310Ka4YecTBEHHbIMM
HoBoObOpasoBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CK/IepO30M, L, NOC/IEe TPAHCM/IaHTaL MM OPraHoB U (MAK) TKaHel, MHbIX 1EKAaPCTBEHHbIX NPenapaTos ANs
MeOULMHCKOro NpUMeHeHMA.

(4acTtb 12 BBEAeHa PepepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-03)

Fnasa 14.1. OTPAHUYEHUA, HANATAEMBbIE
HA OPTAHU3ALUU, OCYLLLECTBNAOLWUE AEATE/IBHOCTb
NO OBPALLUEHUIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa PegepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHua, Hanaraemble MNPU OCYLLECTBAEHUM paeAaTenbHocTM B cdepe
o6palleHna nekapcTBeHHbIX cpeacTs

1. OpraHusaumu, 3aHMMalowmecs pas3paboTKoi, NpousBoACTBOM U (MAKM) peanusaumeit
NeKapcTBEHHbIX NPenapaTos 414 MegULUMHCKOro NPpUMEHeHUs, opraHusaumm, obnagatowme npasamm Ha
MCMNONb30BaHWEe TOProBOro HaMMEHOBAaHWA NEKapCTBEHHOro npenapata And  MeaMUMHCKOro
NPMMEHEHMA, OpraHM3aLumn ONTOBON TOPTrOBAW IEKAPCTBEHHbIMM CPeACTBaMM, anTeyHble OpraHn3aunm
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(vx npepcTaBuTENN, MHBIE PU3MYECKME U IOPULMYECKME IMLA, OCYLLECTBAAIOLLME CBOIO AeATEe/IbHOCTb OT
MMEHW 3TUX OpraHn3auunii) B OTHOLIEHUU MELAULMHCKMX PabOTHUKOB M pyKOBOAUTENEN MeAULMHCKUX
OpraHusauuii He Bnpase:

1) Bpy4yaTb NOAAPKM, BbINIAUMBATL AEHEKHbIE CPEACTBA (33 UCK/IOUYEHWEM BO3HarpaxKaeHui no
[OroBopam npu NPOBEAEHUWN  KAMHWYECKMX UCCNeAOBaHUM NEeKapCTBEHHbIX MpPenapaToB  As
MeLMLMHCKOrO NPUMEHEHMUA, BO3HArpa)KAEeHWM, CBSA3aHHbIX C OCYLLECTBNEHVMEM MEeOUUMHCKUM
PaboTHMKOM neaarorMyeckoi u (Mau) HayyHoM AeATeNbHOCTU), B TOM YMCIE ONIaYMBaTh PasBiaeyeHus,
OTAbIX, NPOe34, K MeCTy OTAbIXa, a TaKKe MPUBAEKATb K Y4acTUIO B pa3B/ieKaTesibHbIX MeponpuUaTUAX,
NPOBOAMMbIX 33 CYET CBOUX CPEACTB;

2) 3aKNK4YaTb cornaweHnAa O Ha3Ha4YeHun wan pekomeHaauunnm naunueHTam NeKapCTBEHHbIX
npenapatos 4n1a megnumHCKOro npuMeHeHumA (33 UCKNo4YeHNeM 0orosopos O nposeaeHnn KAIMHNYeCKnX
MCC/'IEAOBE]HMI‘;I NEeKapCTBEHHbIX NpenapaTtos AnAa meanumnHCKoro I'IpVIMeHeHMFI);

3) npenocrasaiATb o6pa3u,b| NEKAPCTBEHHbIX NpenapaTtos 414 MeJULLMHCKOTO NPUMEHEHNA B LLENTAX
BPpy4Ye€eHMA MNaUuMUEHTaM (33 UCKNKDYHEHNEM Chny4yaeB, CBA3aHHbIX C nNpoBeaeHUEmM KAUHUYECKUX
I/ICCI'Ie,CI,OBaHI/II‘/JI NNeKapCTBEHHbIX NpenapaTtos Ana meanunHCKOro I'IpVIMEHEHI/IFI);

4) npeaocTaBnATb HEAOCTOBEPHYIO U (MNK) HEMONHYIO MHPOPMALMIO O SIeKAPCTBEHHbIX NpenapaTtax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTb ux B paboyee BpeMa Ha paboumx mecTtax, 3a UCKAOYEHMEM Cay4YaeB, CBA3AHHbIX C
nposBeAeHMEeM KAUHUYECKMX WUCCNeflOBaHUI  fIeKapCTBEHHbIX NpenapaToB  Ana  MeAMLMHCKOro
NPUMEHeHMA, C yYacTUem B NopaaKe, YCTAHOBNEHHOM PYyKOBOAUTENIEM MEANLMHCKON opraHusauum, B
cobpaHMAX MeAMUUHCKUX PabOTHMKOB U MHbIX MEPONPUATUAX, HanpaBfieHHbIX Ha MOBbILIEHNE WX
npodeccnoHanbHOro ypoBHA WUAM Ha npeaocTaBaeHue MHbOpMaLUKU, CBA3AHHOW C OCYLLEeCTBAeHNem
MOHMTOPUHra 6@30NacHOCTM SIeKapCTBEHHbIX NPenapaTos;

6) NOBYKAaTb K BbIMUCbIBAHUIO IEKAPCTBEHHbIX NMPEnapaTos A48 MeANUMHCKOro NPUMEHEHUA Ha
61aHKax, cofeprawmx NHGOPMaLIMIO PEKIAaMHOMO XapaKTepa, a TakKe Ha peuenTypHbix 6aaHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeHOBaHME JIeKapCTBEHHOro npenapata 408 MeAMUMHCKOro
npUMeHeHus.

2. OpI'aHM3aLI,MVI, YKa3aHHble B a63au,e nepsom yactm 1 HaCTO‘r'lLLI,EI\;I CTaTbW, U X NpeacTtaBuUTeIn B
OTHOLWEHUN d)apMaLI,EBTVIHeCKMX paﬁoTHMKOB n DYKOBO,CI,VITEJ'IQVI anTeYHbIX OpI'aHVI3aLI,VIl7I He Bnpase:

1) Bpy4aTb NoAapKu, BbiNs1a4nBaTbh AeHEXKHbIE CpeacTea, B TOM YNCe Oon1avynmBaTb pa3BievyeHus,
OTAbIX, MNMpoe3n K MeCTy OTAbiXa, U MNpPuUBAEKATb K Y4YaCTUKO B pPaA3BJ/IEKATEJ/IbHbIX MEPONPUATUAX,
npoBognMbIX 3a CHET CBOUX CPEACTB;

2) npepocTaBnaTb 0b6pasubl SIeKAaPCTBEHHbIX MPenapaToB 418 MegMLMHCKOro NpUMEHeHusa a4ns
BPYYEHUS HACENEHMUIO;

3) 3aK/Il04aTb cornaweHnAa o npeanoxeHnun HaceneHuro onpeaeneHHblX NeKapCTBEHHbIX
npenapatos Ana megnumHCKOro npuMeHeHNA;

4) NnpeAoCTaBNATb HEAOCTOBEPHYIO U (MNIN) HEMNOJTHYIO MHPOPMALMIO O IEKAPCTBEHHBIX NpenapaTax
ANA  MeAMUMHCKOro MpUMEHeHMsi, B TOM YUCIE WMEIWMX OAMHAKOBOE MeXKAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. TpeboBaHMA K OpraHM3auuuM WU NPOBeAEHUI0 HAYYHbIX MEPONPUATUIA, WHbIX
MeponpuATUA, HanNpaB/IeHHbIX Ha MOBblWEeHUue NPOoPeCcCUOHANBHOTO YPOBHA MEAULUHCKUX
paboTHMKOB AN HA npeaocTaBiaeHne UHPOPMaLMKU, CBA3AHHOM C OCyLLECTBIEHUEM MOHUTOPUHra
6e30nNacHOCTM IeKapCcTBEHHbIX NpPenapaTos



1. Npw NpoBeAEHMM HAayYHbIX MEPONPUATUIA, UHbIX MEPONPUATUIA, HaNPaBAEHHbIX HA NOBbILEHNE
NPo¢$eccMoHaNbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WM Ha NpeaocTaBleHue CBA3AHHOM C
OCYLLECTB/IEHNEM  MOHWUTOpPMHTa  6E30MacHOCTM  JIeKAapCTBEHHbIX  MpenapaToB  MHGOPMALMMY,
OpraHu3yembIx OpraHW3auMaAMM, YKasaHHbIMM B ab3aue nepBom 4actM 1 cTaTbM 67.1 HacToAwero
denepanbHOro 3akoHa, WX npeactaBuTenamum U (Mam) UHAHCUMPYEMbIX 33 CYeT CPeacTB 3ITUX
OpraHusauuii u ux NpeacTaBUTeNel, 3anpeLLaeTca NPenATCTBOBATbL YYACTUIO B YKa3aHHbIX MEPONPUATUAX
MHbIX OpraHu3aLMi, KOTOpble MPOU3BOAAT WM peann3yloT JieKapCTBeHHble mMpenapatbl A
MeAMULMHCKOTO MPUMEHEHUSA CO CXOXKMM MexaHn3MomM GapMaKoorMyeckoro Aencrauns, 1Mbo co3fasaThb
AVCKPUMMHAUMOHHbIE YCI0BUA A1 OAHUX YYACTHMKOB MO CPABHEHMIO C APYTMMM YYaCTHMKaMW, a
MMEHHO:

1) npeaocTaB/iATb pa3zIMHYHOE KOZTMYECTBO BpemeHU anAa BbICTyHﬂeHMVI Y4aCTHUKOB, Pa3/in4yHble No
pa3mepy 3aHMMaeMol naowaan mecta AnAa 4eMOHCTpaunn o6pasu,03 NEeKapCTBEHHbIX NpenapaTtos ANA
MeONLUNHCKOTO NPUMMEHEHNA WUAN PEKNAaMHbIX MaTEPUAZIOB O J1EKAPCTBEHHbLIX nMNpenapatax A4nAa
MeaAUNLMHCKOTO NPUMEHEHNA HA IKCNO3ULUUNAX, CTEHAAX, 3a UCK/IIOYEHNEM CNyYHaeB, €C/IN TakKne ycnoBuAa
3aKpenaeHbl B CcornaweHnax atunx opraHM3au,m71, nx HpeACTaBMTeﬂeVI o d)VIHaHCVIpOBaHMM YKa3aHHbIX
MepOﬂpMHTMVI n O6YCI'IOBJ'IEHbI Pa3NNYHbIMU 3aTPATaAMUN YHAaCTHUKOB Ha UX OpraH13auuio;

2) ycTaHaB/AMBaTb pasmep B3HOCA AJ1A YY4AaCTHUMKOB MEPONPUATUIA, YKas3aHHbIX B ab3aue nepsom
HACTOALLEN YaCTW, NPEBbILLAIOLLNI CYMMY 3aTPAT Ha OpraHM3aLMIo YKa3aHHbIX MePONPUATUIN 1 BeLYLLWUIA
K He0H6OCHOBAHHOMY OFPaHMYEHMIO YNCNA UX YHACTHMKOB.

2. OpraHu3aumm, yKasaHHble B ab3aue nepsom Yactm 1 ctaTbu 67.1 HacToawero PeaepanbHoro
3aKOHa, UX NPeACTaBUTENN, OCYLLECTBAAIOWME OpraHM3aumio u (M) GUHaHCUMPOBaHNE MepPONPUATUIA,
YKa3aHHbIX B 4acTu 1 HacToAwel cTaTbu, 06A3aHbl 06ecneymsaTtb 4OCTYN K MHGOPMALMM O AaTe, MecTe U
BPEMEHM NPOBEAEHMA YKa3aHHbIX MEPONPUATMIA, NAaHax, Nporpammax MpPOBEeAEHUA YKa3aHHbIX
MEepPONPUATUIA U TeMax, NIAHUPYEMbIX A/18 PAaCCMOTPEHUA, COCTaBe UX YY4AaCTHMKOB NyTem pasmelleHus
cooTBeTcTBylOWEN MHOOPMALMM HA CBOMX OdULMANbHBIX caTax B ceTu "MHTepHeT" He nosaHee AByX
MecALEB 40 Hayana NPoBeAeHNn YKa3aHHbIX MEPONPUATUN.

3. MHdopmauma o NpoBeAeHUN MepPOonpPUATUIA, YKa3aHHbIX B YacTu 1 HaAcTosLLEN CTaTbW, B CPOK,
YCTaHOB/IEHHbIA 4YacCTblo 2 HacTosAlWen cTaTbM, AO/KHA ObiTb HanpassieHa B deaepasibHblA OpraH
WCNOJIHUTENbHOW  BAIACTU, OCYLLECTBAAKOWMIA  PYHKLUMM NO KOHTPOAO W  Hag3opy B cdepe
34 paBOOXPaHEHNA, ANA NOCNAeAyIoWero pasmeLleHnn ee Ha opULMANbHOM CaiTe 3TOro opraHa B CeTu
"UHTepHeT".

lnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOATE/IbCTBA
POCCUIACKOW ®ELEPAL MU NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
M BOSMELLLEHUE BPEOA, MPUMMHEHHOIO 30POBbIO rPAXXAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

CraTba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKOHopgaTenbcTBa Poccuiickoii depepauum npu
06paLLeHUn NeKapCcTBEHHbIX CPeacTB

1. HapyweHue 3akoHogaTenbctBa Poccuiickoit degepaumm npu obpalleHUM SeKapCTBEHHbIX
cpeacTs BneyeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENIbCTBOM Poccuiickoi
depepaunn.

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

2. 3a HenpeacTaB/ieHMe UM HECBOEBPEMEHHOE NpeacTaBneHne MHpopmaLmm n (Mnmn) LOKYMEHTOB
nmMbo npeacTaBneHWEe HeAoCTOBEPHbIX WHPopmaumm U (MAM) LOKYMEHTOB, MNpPesyCMOTPEHHbIX
HacToawum ®denepanbHbiM  33aKOHOM, CyObeKTbl OOpalleHWs NEeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMMU C 3aKOHOAATeNbCTBOM Poccuiickoit Pepepaunm.

(4actb 2 BBeAeHa PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)
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Cratba 69. BoameweHne Bpeaa, NPUHUUHEHHOrO 340POBLIO FPaXKAaH BCAeACTBUE NPUMEHEHUA
JNIEKapCTBEHHbIX NpenaparTos

1. np0VI3BOAVITEJ'Ib NEKapPCTBEHHOIo npenapata 06a3aH BO3MECTUTb Bpea, I'Ipl/l'-lVIHGHHbIVI
340pPOBbIO rpa*KaaH Bcneacrsne NnpuMeHeHMA NeEKApPCTBEHHOIO nNpenaparta, €eCan 40Ka3aHOo, YTO:

1) nekapcTBeHHbIM NpenapaT NPUMEHANCA NO Ha3HAYEeHWI0O B COOTBETCTBMM C MHCTPYKUMEN MO
NPMMEHEHMIO NEKAPCTBEHHOrO NpenapaTta W MPUYMHON Bpeda ABM/CA BBOA B TPaKAAHCKWUIA 060poT
He406pOKaYeCTBEHHOMO IEKaPCTBEHHOrO Npenapara;

2) Bpea, 340POBbID MPUUYMHEH BCNEACTBME HeAOCTOBEpHOM MHOOPMAaUMM, coaeprKalienca B
WHCTPYKLMM N0 NPUMEHEHWNIO NIEKAPCTBEHHOTO NpenapaTa, M34aHHOW NPoM3BOAUTENIEM 1IEKAPCTBEHHOTO
npenapara.

2. B cnyyae, ecnum Bpesd, 340POBbIO FPaXKAaH NPUYUHEH BCAEACTBUE NMPUMEHEHWA SIEKAPCTBEHHOTO
npenapara, NpulIeAWwero B HErO4HOCTb B pesy/bTaTe HapylweHUsA MpaBua XPaHEHUS JIeKapCTBEHHbIX
CPeACTB, NPaBW/ ONTOBOM TOPrOB/IM JIEKAPCTBEHHbIMM NpenapaTamm, NPaBu OTNYCKa JIeKapCTBEHHbIX
npenapatos, NpaBW/A W3roTOB/JIEHMA W OTMYCKa /IeKapCTBEHHbIX NpenapaTtoB, BO3MeELLeHWEe Bpeaa
OCYLLLECTB/IAETCA COOTBETCTBEHHO OPraHM3auuein ONTOBOW TOProB/M JIEKAPCTBEHHbIMU CPeACTBaMM,
anTeyHon opraHusaumen, WHAMBUAYAJbHbIM MNpPeAnpUHMMATENEM, WMELWMMU  JIMLUEH3UIO Ha
bapmaLeBTUYECKYIO AEATENbHOCTb WAWU IMLEH3UIO HA MEAMLMHCKYI0 OeATe/IbHOCTb, MeAULMHCKOWM
opraHusaumen, MMeloWen NULEH3UI0 Ha ¢apMaleBTUYECKyo aeATenbHocTb (ee 060cobieHHbIM
noapasgeneHnem (ambynatopueit, penbaliepckum u GpenballepcKo-akyWepckum NyHKTaMu, LEHTPOM
(oToeneHnem) obuweit BpauebHoOM (cemeliHOM) NPaAKTUKK), PACNONOMKEHHbIM B CE/IbCKOM HaceNeHHOM
NYHKTE, B KOTOPOM OTCYTCTBYET anTeyHaa opraHusauma), 4ONyCTUBLWIMMM NPOAAXKY MAM OTNYCK TaKoro
NleKapcTBEHHOTro npenaparTa.

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

3. BosmelweHwe Bpeaa, MNPUYMHEHHOTO 340POBLIO  TpaKAaH BCAEACTBME MPUMEHEHWUA
JIeKapCTBEHHbIX MPEenapaToB WAWM COBEPLUEHUA NMPOTUBOMPABHbLIX AENCTBUN cybbekTamn obpalieHua
NeKapCTBEHHbIX CPeAcTB, OCYLLECTBAAETCA B COOTBETCTBMM C 3aKoHOAaTesnbCTBOM Poccuiickoi
depepauum.

lnasa 16. 3BAK/TIOMUTE/IbHBIE MOJIOXKEHNA

Cratba 70. O npU3HaHUKM YTPATUBLLUMM CUY OTAE/NbHBIX 3aKOHOAATe/IbHbIX aKTOB (NONOXKEeHUH
3aKOHOoAaTebHbIX aKToB) Poccuiickoii ®epgepauum

MpW3HaTb yTPATUBLIMMM CUNY:

1) ®epepanbHbIi 3aKoH OT 22 nioHsA 1998 roaa N 86-$3 "O nekapcTBeHHbIx cpeacTeax” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon deaepaumm, 1998, N 26, ct. 3006);

2) depepanbHblt 3aKoH oT 2 AHBapsa 2000 roaa N 5-®3 "O BHeECEHUM U3MEHEHUS U AOMNOJHEHUN B
denepanbHblli 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHogaTenbCTBa Poccuiickol
depepaunu, 2000, N 2, cT. 126);

3) ctaTblo 40 PenepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-d3 "O BHeCceHUU U3MEHEHWUI U
OOMNONHEHUI B HEKOTOpPble 3aKOHOAaTenbHble aKTbl Poccuitckolt Pepepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O NIMUEH3NPOBAHMM  OTAENbHbIX BUAOB aeatenbHocTn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaunu, 2003, N 2, cT. 167);

4) ctatbio 31 PegepanvHoro 3akoHa ot 30 utoHa 2003 roga N 86-d3 "O BHeCEHMU U3MEHEHUI U
OONOJIHEHUI B HEKOTOpbIe 3aKoHOAaTe/IbHble akTbl Poccuitickoit desepaumm, NpU3HaHUM YTPATUBLLMMM
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CUNYy OTAEeNbHbIX 3aKoHoAaTeNbHbIX akToB Poccuiickoit dPepepauuu, nNpeaocTaBAEHUM OTAENbHbIX
rapaHTUin COTpyAHMKAM OpraHOB BHYTPEHHWUX Ae/, OpraHoB No KOHTPO/IO 33 060pOTOM HapKOTUUYECKUX
CpeacTs 1 NCUXOTPOMHbIX BELWECTB M YNpa3aHAeMbIX ¢pefepabHbiX OPraHoB HaJl0roBOM NOULMN B CBA3K
C OCyWecTBeHMEM Mep MO COBEPLUIEHCTBOBAHMUIO rocyAapcTBeHHoro ynpasnaeHusa" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon deaepaumm, 2003, N 27, ct. 2700);

5) ctatbio 101 deaepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUN U3MEHEH U
B 3aKoHoJaTenbHble aKTbl Poccuitickolt depepaumm U NPU3HAHUN YTPATUBLLMMMU CUNY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickoin deaepaunm B €BA3M € npuHaTMem degepanbHbix 3akoHoB "O
BHECEHUM U3MEHEeHUl U aononHeHuit B dPeaepanbHblii 3aKoH "O6 06WMX NPUMHUMNAX OpraHM3aLuUM
3aKOHOAATeNbHbIX (NpeacTaBUTENbHbIX) W UCNOAHUTE/NbHLIX OPraHOB rOCYAApPCTBEHHOM BAAacTU
cybbekToB Poccuitckoit epepaumn” n "0O6 obWmUX NpUHLMNAX OPraHU3aLLMnM MECTHOrO CaMoynpaBaeHNs
B Poccuiickonn depepaumn” (CobpaHue 3akoHopatenbctBa Poccuiickon ®epepaumn, 2004, N 35, crT.
3607);

6) ctatblo 28 PepepanbHOro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBeAeHUM B AeiCTBUE
yacTu ueTBepToh [paxpaHcKkoro Kogekca Poccuiickoit ®depepaumn” (CobpaHue 3aKkoHOAaTeNbCTBa
Poccuiickoli ®epepaumu, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®eaepasbHOro 3aKoHa

1. Hactoswmin ®egepanibHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JlekapcTBeHHble cpeAcTBa, 3apPerncTpupoBaHHble A0 AHA BCTYNAEHUMA B CUJIYy HaCToALLero
dJep,epaanoro 3adKOHa, NoanexaT BK/IIDYEHUIO B TOCYyAapPCTBEHHbIE PEECTPbI IEKAPCTBEHHbIX CPeacTB C
BHECeHMeM YyKasaHHbIX B 4actTn 1 ctaTtbu 33 HacToAwero dJep,epaanoro 3adKOHa CBEAEHMVI 06 3Tnx
NEeKapCTBEHHbLIX CpeacrTBax 6es npoxoxageHna BHOBb npoueaypbl I'OCV,D,apCTBEHHOVI perncrpauunm
NEeKapCTBEHHbIX MPenapaTos.

3. TocyaapcTBeHHaa perucTpaums NekapcTBeHHbIX NPenapaTtos, 3a UCKAOYEHMEM IeKapCTBEHHbIX
npenapatoB AnA MeAULMHCKOro MPUMEHEHUs, NPeAcTaBAeHHbIX Ha YKa3aHHYI0 PerucTpaumio Ao AHS
BCTYNNEHUA B CUNYy HacToAwero PeaepasbHOro 3aKOHa, OCYLLECTB/IAETCA B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM Ha OCHOBAHMU AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX A0 AHA BCTYM/EHMA B
cuny Hactosiuero ®eaepanbHOro 3aKoHa.

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

3.1. TocypapcTBeHHaA perncTpauma NekapCcTBEeHHbIX NpenapaTos 414 MeAUUMHCKOro NPUMeEHeHus,
NPeACTaBNEHHbIX Ha TOCYAAPCTBEHHYIO PErUCTpaumio A0 AHA BCTYMJIEHWMA B CWUAY HacCTOALLErO
denepanbHOrOo 3aKoHa, M TOCYHAPCTBEHHAA  PEruMcTpauMa  JIEKAapCTBEHHbIX MNpenapatoB  ANs
MeANUMHCKOTO MPUMEHEHUSA, NPEeACTaBNEeHHbIX Ha 3KCNepTU3y JIeKApCTBEHHbIX CPEeACTB A0 AHA
BCTYNNEHMA B CUAY HacToAwero PenepanbHOro 3aKOHA B LENAX MX MOCAenyHoLel rocyaapcTBEHHOM
pPerucTpaumumn, OCyLLEeCTBAAKOTCA Ha OCHOBAHMM [OKYMEHTOB W [AaHHbIX, MPEeACTaBAEHHbIX A0 AHSA
BCTYNNEHMA B cuAy HactosAwero ®PenepanbHOro 3aKOHA, a TAKXKE 3aABNEHWA O TOCYAAPCTBEHHOM
perucTpauumn  NeKapcTBEHHOrO npenapaTta, NpPeACTaBAEHHOTO MPOM3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaTos UAN YNOAHOMOYEHHbIM MM NLOM B COOTBETCTBMM C HacToAWwMM PeaepanbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIN deaepanbHblii opraH UCNoiHUTeNbHOM BnacTn Ao 1 mapta 2011 roaa, 6e3 TpeboBaHuA
YyNAaTbl FOCYAapCTBEHHOM NOLW/IMHbI, NPeAYyCMOTPEHHOM 3aKoHoAaTeNbCTBOM Poccuiickoint ®epepavmm o
Hanorax u cbopax.

(4acTtb 3.1 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.2. [loaTeepXAeHWe TroCyAapCTBEHHOM pPerncTpaummM eKapcTBEHHbIX Mpenapatos  AnA
MeNLIMHCKOTO NPUMEHEHNA, NPeACcTaBAeHHbIX A4 NOATBEPKAEHMUA rOCyaapCTBEHHON perncrTpaumm 4o
OHA BCTYN/eHUa B cuay Hactosuiero PeaepanbHOro 3akoHa, M NOATBEPXAEHME rocyAapCTBEHHOM
perucTpauumn neKkapcTBeHHbIX NpenapaTos A8 MeAULMHCKOTO MPUMEHeHMA, MpeacTaBAeHHbIX Ha
3KCMepTU3y IeKapCTBEHHbIX CPeACTB A0 AHA BCTYNNEHUA B cuAy HacTosuiero ®eaepanbHOro 3akoHa B
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uenax nocneaylowero MOATBEPXKAEHUS WX TFOCYOAaPCTBEHHOM perncrTpaumun, OCylWwecTBAATCcA Ha
OCHOBaHMW [OOKYMEHTOB M [aHHbIX, MPeACTaBAEHHbIX A0 AHA BCTYN/JEHUA B CWUJYy HaCTOALWLEro
depepanbHOro 3aKOHA, a TaKXKe 3asB/eHUs O MNOATBEPXKAEHUM TOCYyAapPCTBEHHOW perncrpauunm
NIeKapCTBEHHOrO NpenapaTta, NPeACTaB/IEHHONO MPOU3BOAMTENIEM JIEKAPCTBEHHbIX MpPenapatos WU
YNOJHOMOYEHHbIM UM JIULLOM B COOTBETCTBUM C HacToAWMM PeaepasibHbIM 3aKOHOM B YNOTHOMOYEHHbIM
denepanbHbIit opraH McnoaHWUTeNbHOM BnactM ao 1 maprta 2011 ropa, 6e3 TpeboBaHWA ynaaThbl
rocyAapcTBeHHOM NOLW/IMHbBI, NPEeAYCMOTPEHHOM 3aKoHOo4aTeNbcTBOM Poccuiickon Pegepaunm o Hanorax
n cbopax.

(4actb 3.2 B pea. deaepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.3. TpuHATME peleHna O BHECEHUU W3MEHEHU B [OOKYMEHTbl, CcoJeprKalimecs B
pPernmcTpauMoHHOM [0Cbe Ha 3aperucTpMPOBaHHbIN NIEKAPCTBEHHLIM NpenapaT Ans MeAULUMHCKOro
NPUMEHEHUA M NpPeACTaB/ieHHble A0 AHA BCTYNAeHUs B cuay Hactoswero PeaepanbHOro 3akoHa, U
NPUHATUE PELUeHMA O BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAEpPrKallleeca B perucTpauMoHHOM 40Cbe
Ha 3apPEerucTPUpPOBaHHbLIM  NEKAPCTBEHHbIM npenapat ANA  MeAUUMHCKOro  NPUMEHEHUs U
npeacTaB/NeHHblE Ha 3KCNEepPTM3Yy JIeKApCTBEHHbIX CPEACTB A0 AHA BCTYN/AEHMA B CUAY HaCTOALLEro
depnepanbHOro 3aKoHa, OCyLLECTBAKTCA Ha OCHOBAHUU OKYMEHTOB U IaHHbIX, NPeACTaB/NeHHbIX 40 AHSA
BCTYNNEHMA B CMAy HacToslero ®eaepanbHOro 3akoHa, a TaKXKe 3asfB/eHMA O BHECEHUU U3MEHEHUI B
OOKYMEHTbI, Cofep’KalimMeca B PEerncTpauMoOHHOM [OCbe Ha 3apermcTpupoBaHHbIN JIeKapCTBEHHbIM
npenapat Anf MeOMUMHCKOTO MNPUMEHeHWs, MpeacTaBleHHOro NPOoU3BOAMTENEM JIEKAPCTBEHHbIX
npenapaToB UAU YNOJAHOMOYEHHbIM UM IMLOM B COOTBETCTBMM C HacToAwMM PeaepanbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIV dpeaepanbHbIi OpraH UCNONHUTENbHOM BhacTu Ao 1 mapTa 2011 roaa, 6e3 TpeboBaHus
yNAaTbl FOCyAapCTBEHHOM NOLWANHbI, NPeayCMOTPEHHOMN 3aKoHoAaTenbcTBOM Poccuitickoit deaepaunm o
Hasiorax n cbopax.

(4acTtb 3.3 B pea. denepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Bblgaya paspelweHuii Ha NpoBeAeHWE KAMHUYECKUX UCCNeLOBaHUI IeKapCTBEHHbIX
npenapaTos ANA MEAUUMHCKOIO NMPUMEHEHMA MO 3aABAEHMAM, NOAAHHbIM 40 AHA BCTYNJEHUA B CUAY
HacTosAwero PenepanbHOrO 3aKOHa, a TaKXKe No 3asABAEHUAM, NOAAHHbIM NOC/e AHA BCTYN/IEHUA B CUNY
HacTosAwero PeaepanbHOro 3aKOHa Ha OCHOBAHMM 3KCNEPTU3, MPOBEAEHHbIX 40 AHA BCTYN/JEHMA B CUAY
HacToAwero ®PeaepanbHOro 3aKOHA, OCYLLECTBAAETCA B COOTBETCTBMWM C HacToAwMm denepanbHbim
3aKOHOM HA OCHOBAaHWW JOKYMEHTOB U AaHHbIX, NPEACTaBAEHHbIX UAM NOAYYEHHbIX 40 AHA BCTYNAeHUA
B CUAY HacTosLero ®esepanbHOro 3aKOHa, a TakkKe Ha OCHOBAHUW KOMWUKU NpesBapuUTe/IbHOro A0roBopa
06A3aTeNIbHOr0 CTPAaX0BAHMWA XKU3HU, 340P0BbA NALMEHTOB, YHACTBYHOLLMX B KNTMHUYECKOM UCCNEA0BAHUN
JIeKapCTBEHHOrO npenapaTa Ans MegULMHCKOro NPUMEHEHUA, UAW KOMWUU A0roBopa 06s3aTenbHOro
CTPAaXOBaHMA  KW3HW, 340POBbA MNALMEHTOB, YYaCTBYIOLWMX B  K/JAMHUYECKOM WCCAeaoBaHUM
JIeKapCTBEHHOrO npenapaTta 414 MeAUUMHCKOro NpUMeHeHus, IMbo npeacTaBNeHHON KONuMK A0roBopa
0643aTe/IbHOro CTPaxoBaHMWA, 3aK/IIOYEHHOrO B COOTBETCTBUM C TUMOBbIMM NpaBuaaMmn o06a3aTesIbHOro
CTPAaxoBaHMUA, C YKa3aHUEM MpeaenbHOM YUCNEHHOCTM MaUMEHTOB, YYacTBYHOLWMX B KAMHUYECKOM
nccnenoBaHNKM NeKapCTBEHHOIO npenapaTa 418 MeguLMHCKOro npumeHeHus, 6e3 TpeboBaHuMa ynaaTbl
rocyapCcTBEHHOM NOLWAKNHBI, NPeAyCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickoit degepaupm o Hanorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B WMHOCTPAHHOW BajloTe A0 AHA BCTYNJEHUA B CUNY HACTOALLEro
depepanbHOrO  3aKOHA MpefesbHble  OTMYCKHble  LLeHbl  WHOCTPAHHbIX NpoussBoguTeneil  Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNepevyeHb M3HEHHO HeoBXOAMMBIX W BaAXKHEMLIMX
NIeKapCTBEHHbIX NPenapaTos, NogaexKat nepecyety B8 py6am no kypcy LleHTpanbHoro 6aHKa Poccuiickoit
depepaunn Ha AaTy, yctaHoBAeHHyto MpasuTensctBom Poccuiickon Pepepaummn, 6e3 npeacraBneHus
3aABNEHMA O NepecyeTe LieHbl C BHECEHMEM COOTBETCTBYIOLLMX M3MEHEHUI B FOCYAAPCTBEHHbINA peecTtp
npesenbHbIX OTNYCKHbIX LleH NPOn3BoAMTENEN HA IeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeveHb
YKU3HEHHO HEODXOAMMbIX U BaXKHEMLLMX IEKAPCTBEHHbIX NPEnapaTos.

(yacTb 3.5 BBeaeHa denepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)
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3.6. 3apeructpupoBaHHble A0 AHA BCTyn/aeHMa B cuny Hactoswero PepepanbHOro 3akoHa
npegenbHble OTNYCKHblE LEeHbl POCCUMMCKUX MNPOU3BOAUTENEN HA JIeKapCTBEHHble MpenaparTsl,
BK/IlOYEHHble B MepeyYeHb KU3HEHHO HeobXOAMMbIX M BaXKHENWMX NeKaPCTBEHHbIX MpPenapaTos,
nognexaTr mHgekcaumm ¢ 1 Hoabpsa 2010 roga mMcxods M3 MPOrHO3MPYEMOro YPOBHS MHOAAUMM,
ycTaHoBneHHoro ®eaepasibHbiM 3aKOHOM OT 2 Aekabpa 2009 roaa N 308-d3 "O depepanbHom brogkeTe
Ha 2010 rog v Ha nnaHoBbIM nepuog 2011 1 2012 rogos” Ha 2011 roa,.

(4acTb 3.6 BBegeHa PeaepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPon3BoACTBO U BBO3 B Poccuiickyto ®eaepauymto
JIeKapCTBEHHbIX NPENApPaToB B YNaKOBKaX C MAaPKMPOBKOM, KOTOpan Oblna HaHeceHa A0 AHA BCTYNAEHUA
B cuny Hactoawero denepanbHOro 3akoHa. Mo UCTeYeHMN yKa3aHHOIo CPOKA AaHHbIe SIeKapCTBEHHbIE
npenapaTbl MOTYT OTNYCKaTbCA, Peann3oBbIBaTbCA, NepeaaBaTbCca U NPUMEHATHLCA A0 UCTEeYEeHUA UX CPOKa
roAHOCTW.

(B pen. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-93)

4. Co pHAa BCTynneHuna B cuny Hactoawero PepepanbHoro 3akoHa u no 30 anpensa 2011 roaa
BKJIIOYMTE/IbHO A0MYyCKaeTcA NpoBeAeHMe IKCMePTU3bl IEKAPCTBEHHbIX CPEACTB IKCNEePTaMm SKCNEPTHOTo
YYPEKOEHUA [0 NPOXOXKAEHUA MMM aTTecTauuMm B MOpAAKE, YCTAHOBAEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMNOHUTENbHOM BNACTHU.

5. Co gHA BCcTynneHus B cuay Hactosawero ®PepepanbHoro 3akoHa M no 31 aekabps 2013 roaa
BK/IIOUUTE/IbHO OCYLLECTBAAETCA NMepexos, K NpoM3BOACTBY JIEKAPCTBEHHbIX CPenCTB B COOTBETCTBMU C
npasuaamm opraH13aumm NPoun3BoACTBA M KOHTPOJIA KaYecTBa SIEKAPCTBEHHbIX CPEACTB, YKa3aHHbIMMK B
yactm 1 crtatbm 45 HactosAwero depepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexona
NPOM3BOACTBA /NEKAPCTBEHHbIX CPEACTB K MX MNPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHUAMM JaHHbIX MPABW/I, BK/IOYAA CPOKWN aTTecTalmMmn YNOoNHOMOYEHHbIX 1ML, YKa3aHHbIX B YacTaX
6 n 7 ctatb 45 HactoAwero PenepanbHOro 3akoHa, ycTaHaBamBatoTca lMpasuTenbctBom Poccuiickoi
depepaunn.

6. /IMueH3nM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblgaHHble A0 1 ansapa 2014 roaa,
aevicteytoT nocne 1 aHeaps 2014 roga 40 UCTEYEHUA CPOKa UX AENCTBMA MPU YC/IOBUM COOTBETCTBUA
nueH3mnaTa npasuaam OpraHM3aLmMn NPOM3BOACTBA M KOHTPOAA KayecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTh 1 cTatbm 45 HacTtoswero ®enepasibHOro 3aKoHa.

7. ®opmupoBaHMe rocyaapCTBEHHOIO 33JaHMA Ha NpoOBeAeHWEe 3KCMEepPTU3bl JIeKAPCTBEHHbIX
cpeacTs penepasbHOMY FrOCyAapCTBEHHOMY OHOAMKETHOMY yYpeXKAeHMIo Mo NPOBEAEHUIO SKCNEPTU3bI
NIeKapcTBEHHbIX cpeacTs U ¢MHaHcoBoe obecneyeHne BbINMOJHEHWA 3TOTO 3aaHMA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom ®egepanbHbiM 3aKkoHOM oT 12 sHBapAa 1996 roga N 7-93 "O HeKommepyecKkmx
opraHusaumsax".

(4acTtb 7 BBegeHa PepepanbHbim 3akoHOM oT 29.11.2010 N 313-93)

Mpe3naeHt
Poccuitckoit egepaumm
O.MEOBELEB
Mocksa, Kpemnb

12 anpens 2010 roga

N 61-®3
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