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Fnasa 1. OBLWHME NONTOKEHUA
CraTtba 1. MpegmeT peryanposaHua HacToawero ®egepanbHOro 3aKoHa

1. Hactoawuit depepanbHblii 3aKOH peryaMpyet OTHOLWIEHWS, BO3HMKAlOWME B CBA3SKU C
obpaleHnem - pas3paboTKoN, AOKANMHUYECKUMWU UCCNEAOBAHUAMM, KAMHUYECKMMU UCCAeA0BaHUAMM,
3KCMepTU30M, rocyaapCTBEHHON perncTpaumeit B COOTBETCTBUMN C HacToAlWMM PeaepanbHbiM 3aKOHOM
(manee - rocymapcteeHHasa peructpauma) UAM perucTpaumen B COOTBETCTBMM C MeEXKAYyHapoAHbIMM
[OroBOpaMyM M aKTaMu, COCTaBAAWMMM nNpaBo EBpasmitcKkoro sKOHOMMYECKOro cotosa (ganee -
peructpaums), co cTaHgapTM3auMen M C KOHTPO/IeM KayecTBa, MPOM3BOACTBOM, W3rOTOB/IEHUEM,
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XpaHeHneMm, nepeBo3Kon, BBO3OM B Poccuitckyio Peaepaumio, BbiIBO3oM U3 Poccuincko Pepepaumm,
peKknamoin, OTMYCKOM, peanusaumen, nepegadvyein, MPUMEHEHUEM, YHUUTOXKEHUEM JiIeKapCTBEHHbIX
cpeAacTs.

(B peq,. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

2. HacTtoAawumii ®eaepanbHblil 3aKOH YCTaHaB/IMBAET MPUOPUTET rOCYAaPCTBEHHOIO PEryIMpoBaHms
6e3onacHOCTH, KayecTBa U 3PPEKTUBHOCTU IEKAPCTBEHHbIX CPEACTB NPU NX 0BpaLLeHUN.
(8 pen. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Cdepa npumeHeHUA HacToAwwero PeaepanbHOro 3akoHa

Hactoawmin ®epepanbHblii 3aKOH NPUMEHAETCA K OTHOLEHMAM, BO3HUKAIOLWMM NpM obpaLLeHum
JIeKapCTBEHHbIX CPeACTB Ha Tepputopumn Poccuitickoit Pepepauum.

CraTbs 3. 3aKOHOAaTeNbCTBO 06 06paLLeHUM NeKapCTBEHHbIX CPeACcTB

1. 3akoHomaTenbcTBO 06 06paLLEHMM NIEeKAPCTBEHHbIX CPEeACcTB COCTOMT M3  HacTOALLEro
depepanbHOro 3akoHa, Apyrux denepanbHbiX 3aKOHOB W WMHbIX HOPMAaTMBHbLIX MPaBOBbIX aKTOB
Poccuiickon degepauymn.

1.1. 3aKoHo[aTeNbCTBO 06 06paLLEHNN NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUM IOPUANYECKUX NNLY
M WHAMBUAYANIbHBIX  MpeanpUHUMATENEN, OCYLLECTBAAIOWMX LOeATEeNbHOCTb Ha  TeppuTopuu
MeXAYHapoaHOro MeAMLMHCKOro Knactepa, NpUMEeHseTca C Yy4eTOM OCOBeHHOCTel, YCTaHOBAEHHbIX
depepanbHbiM 3akoHOM OT 29 utoHa 2015 roga N 160-$3 "O mexAyHapogHOM MeAUUMHCKOM KnacTepe
M BHECEHUM U3MEHEHMI B OTAE/IbHblE 3aKOHOAaTeNbHblIe aKTbl Poccuiickoin deaepaumn’.
(4acTtb 1.1 BBegeHa PegepanbHbiM 3akoHOM OT 29.06.2015 N 160-93; B pea. PenepanbHOro 3akoHa ot
04.08.2023 N 428-93)

2. fleicTBuMe HacTosAwero ®eaepasbHOro 3aKoHa pacnpocTpaHaeTcsa Ha obpaLLeHne HapPKOTUYECKUX
NNeKApPCTBEHHbLIX CPEACTB M MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB C Y4eToM 0CobeHHoCTew,
YCTAHOB/IEHHbIX 3aKOHOAATeNnbCcTBOM  Poccuiicko  depepaumm 0 HAPKOTUYECKUX  CPeacTBax,
NCUXOTPOMHbIX BELW,ECTBAX U 06 UX NpeKypcopax.

3. [eiictene Hactosuwero degepanbHOro 3akoHa pacnpocTpaHAeTcA Ha obpalleHue
paanodapmMaLeBTUUYECKMX NeKapCTBEHHbIX CpeacTB C  y4eToM o0cobeHHocTel, YCTaHOBAEHHbIX
3aKoHogaTenbcTBoM Poccuiickon Pepepaumm B o0bnacty obecneyeHns pagnaumoHHoM 6e3onacHoCTy.

4. Echv meayHapoaHbiM 20roBopom Poccuinckon Pepepaumm, MexayHapoAHbIMY 40r0BOPamm U
aKTaMM, COCTABAAOWMMM NpaBo EBPasMIiCKOro SKOHOMMYECKOrO COtO3a (fAanee - aKTbl, COCTaBAAOLMNE
npaso Coto3a), YCTaHOB/EHbl WHble MpPaBWfa, YemM Te, KOTOopble MNpPeayCMOTPEHbl HaCTOAWMM
depepanbHbIM 3aKOHOM, NPUMEHAIOTCA NPaBUAa MeXAyHapoAHOro A0roBopa, NpaBuaa, CoaeprKalLmecs
B aKTax, cocTasaatowmx npaso Cotosa.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. PeweHMAa MeXrocyaapCTBEHHbIX OpPraHoB, MPWHATbIE Ha OCHOBAHUW MOJIOKEHWUM
MeXAyHapoaHblXx agoroBopoB Poccuitckon ®Pepepaumm B UX  UCTONKOBAHMM, NPOTUBOPEYALLEM
KoHctuTyunmn Poccuiickoin Pepepaummn, He noanexxat ncnonHeHuno B Poccuiickonn ®epepaumn. Takoe
NPOTUBOPEUYMNE MOKET BbITb YCTAHOBNEHO B NOpAAKe, onpeaeneHHoM dpeaepasibHbiM KOHCTUTYLIMOHHbIM
3aKOHOM.

(4acTb 4.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 08.12.2020 N 429-93)

5. B Poccuitckoit deaepalmm B COOTBETCTBUM C MEMKAYHAapoOAHbIMKU Aorosopamu Poccuitckoi
depepaumm 1 (MAM) Ha OCHOBE MPMHUMNE B3aMMHOCTM MPU3HAIOTCA pPe3ynbTaTbhl KAUHUYECKMX
UCCNeaoBaHUM NIeKapCTBEHHbIX MpenapaTos ANA MeAMLMHCKOrO MNPUMEHEHWA, MNPOoBEeAEHHbIX 3a
npeaenamu Tepputopun Poccuiickoit deaepaumm.
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CraTtba 4. OCHOBHble NOHATUA, UCNOJIb3yemMble B HacToAwem deaepasbHOM 3aKOHe

[na ueneit HacToAwero ®eaepanbHOro 3aKOHa UCMONb3YIOTCA CeAyoLMe OCHOBHbIE MOHATUA:

1) neKkapcTBeHHble CpPeAcTBa - BELWLeCTBA WM MX KOMOMHAUMM, BCTyMalolMe B KOHTAKT C
OpPraHM3MOM Ye/IOBEKa MW KUBOTHOrO, MPOHMKAIOLME B OPraHbl, TKAHW OpraHM3ma 4yesoBeKa MAn
XMBOTHOMO, MpUMeHsemble AnA NPOPUNAKTUKKN, AMArHOCTUKM (33 UCKAIOYEHMEM BELLECTB WAU UX
KOMBMHALMI, He KOHTaKTMPYIOLLMX C OPraHU3MOM YesI0BEKA MW KMBOTHOTO), iedeHnn 3abonesaHus,
peabuautaumm, gna coxpaHeHus, NPeaoTBPaLLEHUA UK NPepPbiBaHMA BepeMeHHOCTM 1 MoyYeHHble U3
KPOBM, N1a3Mbl KPOBU, U3 OPraHOB, TKAHEW OPraHNU3Ma Ye/I0BEKA UM }KUBOTHOTO, PaCTeHUI, MMHEpPasioB
MeTo4aMM CMHTE3a MW C NpUMeHeHMem BMO0rMYecKMX TeXHoMorMin. K nekapcTBeHHbIM cpeacTBam
oTHOCATCA hapmMaLeBTUYECKME CyBCTaHLMM U NIeKapCTBEHHbIE NpenapaThbl;

2) dapmaueBTUYECcKan cybCcTaHLMA - JIeKapCTBEHHOE CPeacTBO B BUAE OLHOMO WM HECKOJbKUX
obnapatowmx GapmaKoIorMyecKonm akTUBHOCTbIO AENCTBYIOLLMX BELLECTB BHE 3aBUCMMOCTM OT NPUpPOabl
NPOUCXOXAEHUS, KOTOpOe npegHasHayeHO [Aaa MNPOU3BOACTBA, M3rOTOBNEHUS  JIEKAPCTBEHHbIX
npenapatos 1 onpeaenaeT ux apPeKTUBHOCTb;

(n. 2 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BCnomorartesbHble  BewecrtBa - BeLWeCTBa HeopraHM4eckoro WM opraHmM4eckoro
NPOUCXoXaeHnAa, ncnosbdyemoblie B npolecce nponssoacrtea, NU3rotoB1IEHNA IEKAPCTBEHHbIX NPENapaTos
ANA NpngaHna um HeO6XO,£I,MMbIX ¢M3MKO-XI/IMI/IL-IECKI/IX CBOD’ICTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHbIe CPEACTBA B BUAE JIEKAPCTBEHHbIX GOpPM,
npumeHsemble Ans NPodUNAKTUKK, LMATHOCTUKKM, NedyeHus 3aboneBaHusa, peabuavTtaumn, Ans
COXpaHeHwus, NpesoTBpaLLEHMSA UK NPepbiBaHUA bepemeHHOCTYH;

5) NeKapCTBeHHaA d)opma - COCTOAHME NeKapCTBEHHOro npenapara, COOTBETCTBYyOLLEE cnocobam
€ro eeegeHnAa n npuMeHeHNA n o6ecneqMBalou.|,ee A0CTUXeHne HGO6X0,CI,MMOI'O neyebHoro 3d)d)eKTa;

5.1) no3npoBKa - coaeprkaHMe 04HOro NN HECKO/IbKUX AEMCTBYIOWMX BELLECTB B KO/IMYECTBEHHOM
BbIPa)KEHUN Ha eguHWULY A03bl, UAN eauHULy obbema, UAUM efuMHULY MacCbl B COOTBETCTBUM C
NeKkapcTtBeHHon dopmon nbo ANs  HEKOTOPbIX BUAOB /JIEKAPCTBEHHbLIX (GOPM  KOIMYECTBO
BbICBODOXK4aEMOr0 U3 /IEKAPCTBEHHOM hOPMbI AEMNCTBYIOLLENO BELWECTBA 33 e4UHULY BPEMEHMU;

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

6) nepeyeHb IKMU3HEHHO HEOOXOAMMBIX W BaXHEULWMWX JIEKAPCTBEHHbIX MPENapaToB -
yTBepKAaemMbli MpasuTtenbcteom Poccuiickoit ®egepaumm nepeyeHb NEKAPCTBEHHbIX NPENapaTos As
MeANUMHCKOrO NpMMeHeHMA, obecrnevmnBatoLwmnX NPUOPUTETHbIE NOTPEBHOCTU 34PpaBOOXPAHEHUS B LLENsAX
NpoduUNaKTUKN N NeveHns 3abonesaHuii, B TOM Yncne npeobaagatowmx B CTPYKType 3a601eBaeMocTm B
Poccuiickon ®epepaumu;

(8 pea. PepepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NeKapCTBEHHble NpenapaTbl - JIeKapCTBEHHbIe Mpenapatbl, NpeAHasHaYeHHble
WCKAOYUTENBHO A5 AMATHOCTUKM, STUONATOreHETUYECKOTO NN NATOTEHETUYECKOTO IeYeHUs (leveHus,
HaNpaB/IEHHOro Ha MeXaHW3M pa3BuTMA 3aboneBaHnnA) peaknx (opdaHHbIX) 3aboneBaHuit;

(n. 6.1 BBegeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa ot
30.01.2024 N 1-93)

6.2) 6uonornyeckme neKapcTBeHHble MpenapaTtbl - JIeKapCTBEHHble npenapaTbl, AeicTeytollee
BELLECTBO KOTOPbIX MPOM3BEAEHO WAM BblAeNeHO M3 BMONOrMYECKOr0o UCTOYHUKA U 1A onpeaeneHus
CBOWCTB M KayecTBa KOTOPbIX HE06X0AMMa KOMBUHALMA BUONOTNYECKUX U GUBUKO-XUMUYECKMX METOA,0B.
K 61onorMyeckmm fneKapcTBEHHbIM MNpenapatam OTHOCATCA MMMYHOBUONOTMUYECKME NEKAPCTBEHHblE
npenapaTbl, 1eKapCTBEHHbIE NpenapaTbl, NOJYyYEHHbIE U3 KPOBM, NAa3Mbl KPOBU YEI0BEKA U HUBOTHbIX
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(3@ ucknoyeHMeM  UenbHOW  KpoBM), BUOTEXHONOTMYECKME  JIeKapCTBEHHble  npenapaThbl,
reHoTepaneBTMYECKNE  JIEKAPCTBEHHble MpenapaTtbl, JIEKAPCTBEHHbIE nNpenapaTbl Ha OCHOBe
COMATUUYECKUX KNIETOK;
(n. 6.2 BBegeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa oOT
04.08.2023 N 466-93)

6.3) BbICOKOTEXHOJIOTMYHbIN NEKAPCTBEHHbIN NpenapaT - reHoTepaneBTUYECKU 1eKapCTBEHHbIN
npenapaTt aaa MeguUMHCKOTro NPUMEHEHUs, NN NeKAapPCTBEHHbIMA NpenapaT Ha OCHOBE COMATUYECKMX
KNETOK A8 MeANLNHCKOTO MPUMEHEHMUA, UM TKAaHEUHIKEHEPHbI IeKapCTBEHHbIV NpenapaT (npenapat
TKAHEBOW MHXEHepuu);

(n. 6.3 BBeaeH deaepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7) VMMMyHOBMONOrMYECKMe JIeKapCTBEHHble Npenapatbl - JIEKAPCTBEHHble Mpenaparbl,
npegHasHavyeHHble a1 GOPMUPOBAHUSA AaKTUBHOFO MAM MACCMBHOrO MMMYHUTETA ANOO [MArHOCTUKM
HaMYMA  MMMYHUTETA  WMAM  OMATHOCTUKM  cleunduyeckoro  npuobpeTeHHOro  U3MeHeHUus
MMMYHONOMMYECKOrO  OTBETAa Ha  anneprusvpylowme Bewectea. K mmmyHobuonornyeckum
JIeKapCTBEHHbIM  MpenapaTtam  OTHOCATCA  BaKUMHbI,  AHATOKCMHbI,  TOKCUHbI,  CbIBOPOTKM,
UMMYHOTN06Y/IMHbI U anfeprexsl;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6uoTexHoNOrMYECKMEe JIeKapCTBeHHble MpenapaTbl - JIeKapCTBeHHble Mpenaparsl,
NPOW3BOACTBO KOTOPbIX OCYLLECTBASIETCA C UCMO/Ib30BaHMEM BUOTEXHONOTMYECKUX NPOLLECCOB N METOL,0B
(8 Tom yncne OHK-peKomBUHAHTHON TEXHONOIMMU, TEXHONOIMU KOHTPOJIMPYEMOM 3KCMPECcCUMU reHoB,
KOAMPYOWMX BMONOrMYECKM aKTUBHble GeNKKM B MPOKApMOTaX M 3yKapuoTax, BKAOYAA U3MEHEHHble
KNETKU MNIEKOMUTAIOLLNX), TMOPUAOMHOIO MeToAa U MeTo4a MOHOK/IOHA/IbHbIX aHTUTEN;

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

7.2) reHoTepaneBTMYECKME JIEKAPCTBEHHbIE MNpenapaTtbl - JIeKapCTBEHHble Mpenapartsl,
dbapmaLeBTMYECKasA CYOCTaHLMA KOTOPbIX ABAAETCS PEKOMOWHAHTHOM HYKJAEMHOBOM KUCNOTOW MM
BK/OYaeT B €ebA pPEeKOMOMHAHTHYIO HYKJEMHOBYID KUCAOTY, TMO3BO/AIOWY  OCYLLECTBAATb
perynMpoBaHue, penapaumio, 3ameHy, fobasaeHne UK yaaneHne reHeTMYecKoi Nocae0BaTeNbHOCTH;
(n. 7.2 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoOTUYECKME NIeKapCTBEHHbIE CPeACTBA - JIEKAPCTBEHHbIE NpenapaTbl U dapmaLeBTMYecKne
cybCTaHUMK, cofep’kalme HAPKOTMYECKME CpeacTBa M BKAOYEHHble B lepeyeHb HapPKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, Nog/eKalLmX KOHTpo o B Poccuiickoit deaepauun,
B COOTBETCTBMM C 3aKoHOZATenbcTBOM Poccuitickon depepaumnu, MeKAyHAPOAHbIMU A0rOBOPaMM
Poccuiickoit ®eaepaLmm, B TOM Yncine EAMHON KOHBEHLMEN O HAapKOTUYECKMX cpeacTBax 1961 roaa;

9) NCMXOTPOMHbIE NEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTtbl U dpapmaLeBTUYECKNE
cybCcTaHUMK, cogepkalime MCUXOTPOMNHbIe BELLECTBA M BKAOYEHHble B [lepeyeHb HaPKOTUUYECKUX
CPeaCTB, NCUXOTPOMHbIX BELLECTB M X MPEKYPCOPOB, Nog/eXKalLmMX KOHTpo o B Poccuiickoi ®eaepauun,
B COOTBETCTBMM C 3aKoHOZATeNbCTBOM Poccuitickon depepaumn, MeKAyHAaPOAHbIMU O0rOBOPaMM
Poccuiickoit ®eaepaumm, B TOM Yncie KoHBeHUMEN O NCMXOTPOMHbIX BewecTBax 1971 roaa;

10) paamodapmaueBTUYECKME NIEKAapPCTBEHHbIE CPEACTBA - JIeKapCTBEHHblE CPeACTBa, KOTopble
coAepKaT B roToBOM AN UCNOAb30BaHWUA GOpMe OAMH PaAMOHYKAUA UM HECKONbKO PaANOHYKIMAO0B
(paamoaKTUBHbIX M30TOMOB);

10.1) OpUrMHANbLHBLIN NIEKAPCTBEHHbIA NpenapaT - JEKapCTBEHHbIM MNpenapat ¢ HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbIA MepBbiM 3apernctpupoBaH B Poccuitickoit depepaumm waun B
WMHOCTPaHHbIX rOCyapcTBax Ha OCHOBAHMM Pe3yNbTaToB AOKIMHUYECKUX UCCNeA0BAHUM TEKAPCTBEHHbIX
CPeacTB U KAMHUYECKUX UCCAeA0BaHMIA NeKAPCTBEHHbIX NPenapaTos, NOATBEPKAAIOLUNX €r0 KayecTso,
3¢ EKTUBHOCTb M 6e30NaCcHOCTb;

(n. 10.1 BBeaeH deaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)
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11) pedepeHTHbI NeKapCcTBEHHbIV NpenapaT - IeKapCTBEHHbIM Npenapart, KOToPbIi UCNob3yeTcs
ONA OLLEHKM BMO3KBMBANEHTHOCTM UM TepaneBTUYECKON SKBUBAIEHTHOCTH, KayecTBa, 3G PEeKTUBHOCTU U
6e30nacHOCTM BOCNPOM3BEAEHHOrO 1IeKapCTBEHHOro npenaparta uau 6uoaHanorosoro (6nonoao6Horo)
NleKapCTBEHHOro npenapara (bvoaHanora). B kayectse pedepeHTHOro NeKapcTBEHHOro npenapaTta 4s
MEANUMHCKOTO MPUMEHEHMA WCMO/b3YeTCA OPUIMHA/IbHBLIN JIeKAPCTBEHHbIM npenapat auvbo, ecnu
OPUTMHA/bHBIMA JIEKAaPCTBEHHbIM NpenapaT He 3aperncTpupoBaH WAM He Haxoautca B obopoTe B
Poccuiickoit ®epepauum n He HaxoguTcs B 060poTe B MHOCTPAHHbIX rOCYAapCTBax, BOCNPOU3BEAEHHbIN
NleKapCcTBEeHHbIN NpenapaT uan bnoaHanorosbil (6UonoaobHbI) NnekapcTBEeHHbIN Npenapat (bruoaHanor),
KOTOPbI NEepBbIM 3apPErncTpUpoBaH M3 Yucia HaxoasawmxcAa B obopote B Poccuitickon Pepepaumm,
OMO3KBMBANEHTHOCTb MM TepaneBTUYECcKasd 3IKBMBAJMIEHTHOCTb, KayecTBo, 3OPEKTUBHOCTL M
6€e30MacHOCTb KOTOPOro OLLEHMBAIMCL MO OTHOLLEHUIO K OPUTMHAIbHOMY IeKapCTBEHHOMY Npenapary, a
TaKKe KayecTBO, 3¢¢deKTUBHOCTb M 6e30nacHOCTb KOTOPOro MNoOATBEPXKAAKTCA pe3yabTaTaMu
dbapmakoHag30pa M MPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HaXO4AWMXCA B rparkAaHCKOM
060poTe, YCTaHOBNEHHbIM TpeboBaHMAM K MX KadecTBy. B KauyecTBe pedepeHTHOro /ieKapCTBEHHOro
npenapata Ans BeTEPUHAPHOTO MPUMEHEHUS  UCMOb3YEeTCA JIEKapCTBEHHbIM npenapat  Aanaa
BETEPUHAPHOrO MPUMEHEHMUA, 3apernucTpupoBaHHbii B Poccuiickon ®Pepepauum Ha OCHOBAHWUM
pe3ynbTaToB AO0KAMHUYECKUX UCCNELOBaHUI NIEKAPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCNenoBaHUiA
JIeKapCTBEHHbIX NPENapaTos, NOATBEPKAAOLMNX ero KauecTBo, 3G PeKTUBHOCTL M 6e30NacHOCTb;
(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpou3BeaeHHbI IeKapCTBEHHbIN Npenapar - 1eKapcTBeHHbIM NpenapaT 48 MeaAnLUHCKOro
NPUMEHEHUNA, KOTOPbIA WMMeeT 3KBUBANEHTHbIN pedepeHTHOMY JeKapcTBEeHHOMY npenaparty
KauyecTBEHHbIi COCTaB M KOJIMYECTBEHHbIM COCTaB AENCTBYIOWMX BelecTB B 3SKBUBAJIEHTHOM
NeKapcTBeHHOW popme, MO0 NeKapcTBEHHbIN NpenapaT ANs BETEPUHAPHOTO NPUMEHEHUS, KOTOpPbI
MMeeT TaKMe e, 4YTo U pedepeHTHbI NeKapCTBEHHbIM npenapaT, KauyecTBeHHbI cocTaB W
KONMYECTBEHHbIM  COCTaB  AEWCTBYIOWMX BELWecTB B TaKOM e  JileKapCTBeHHoM  dopme,
6MO3KBMBANEHTHOCTb  MAM  TepaneBTUYECKas  SKBMBAJIGHTHOCTb  KOTOPbIX  COOTBETCTBYOLLEMY
pedepeHTHOMY NeKapcTBeHHOMY NpenapaTty NoATBep:KAeHa COOTBETCTBY MMM UCCNeA0BaHUAMNY;

(n. 12 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKan 3KBUBANEHTHOCTb IEKAPCTBEHHbIX NPENapaToB - AOCTUKEHUE KAUHUYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3¢p¢eKTa M MNokasatenei appeKkTMBHOCTM M HesonacHoCTM Npu
NPUMEHEHUWN NIEKAPCTBEHHbIX MPEnapaTtoB ANA MeOMUMHCKOro MPUMEHEHUs, WMEKWnUX OogHO
MeXAyHapoaHOoe HemnaTeHTOBaHHOE (MM XMMUYECKoe, WAWM TPYNMNMPOBOYHOE) HAMMEHOBaHWE, B
9KBMBA/IEHTHbIX A03MPOBKaX NO OAHMM WM TEM KE MOKA3aHMAM K MPUMEHEHUIO U NPU OLMHAKOBOM
cnocobe BBeAEHUA Y OAHOM 1 TOM e rpynnbl 601bHbIX;

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

12.2) 6rnoaHanorosbii (6ronoaobHbIA) NeKapcTBEHHbIM NpenapaT (6rMoaHanor) - 6MonorMyeckunit
NIEKapCTBEHHbIM MpenapaT, CXOXWI Mo MapameTpam KadecTBa, 3GEKTUBHOCTM M He30MmacHOCTU C
pedepeHTHbIM BMONOTMYECKMM IEKAPCTBEHHBIM MPENApPAaTOM B TAKOW Ke NeKapCTBeHHOU dopme U
UMEOLLNIN MAEHTUYHDbIA CNOCcob BBEAEHMS;

(n. 12.2 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMO3aMeHSAEMbI NEeKapCTBEHHbIW Npenapar - SIeKapCTBEeHHbIN NpenapaT ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OGUO3KBMBANEHTHOCTbIO B OTHOWEHUM pedepeHTHOro
NeKapCTBEHHOro Npenaparta, UMeIoLWMIA 3KBUBANEHTHbIE €My KauyeCTBEHHbIA COCTaB U KONIMYECTBEHHbIN
COCTaB AEeNCTBYIOWMX BELECTB, COCTAaB BCMOMOraTe/lbHbIX BELLECTB, JieKapcTBeHHY0 ¢opmy M cnocob
BBEAEHUSA;

(n. 12.3 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

12.4) 6103KBMBAIEHTHOCTb NNEKAPCTBEHHbLIX MPEnapaTtoB - AOOCTUXEHUE CONOCTaBUMBbIX
noKasartene CKOPOCTK BCacCblBaHWA, CTeNeHU NOCTYyN/1eHNA K MECTY AGVICTBMH N CKOPOCTK BbiBEeAEHNA
OAHOIro UaAn HECKOJIbKUX o6na,c|,arou.|,14x d)apMaKO}'IOFMLIECKOﬁ dKTUBHOCTbIO ,u,eﬁcmyrom,mx BelwecTs npu
NMPUMEHEHUN NEKAPCTBEHHbLIX MNpenapatos AnAd MEeAUUMHCKOINo nNpuMmeHeHna, wmmernwmx oaHOo
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MeXAyHapoaHOe HenaTeHTOBaHHOe (MM XMMMUYecKoe, WAU TPYNnNUPOBOYHOE) HaMMeHOoBaHWe, B
3KBUBANEHTHbIX A03UPOBKAxX U NPW 0AUHaKOBOM cnocobe BBeAeHUs;
(n. 12.4 BBeaeH deaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

13) nexkapcTBEHHOE PacTUTENbHOE Cbipbe - CBEXME WAN BbICYLEHHble pacTeHns AnMbo ux Yactu,
ncrnosib3yemble ANA NPOW3BOACTBA /IEKAPCTBEHHbIX CPEACTB OPraHM3auusaMn - MPOU3BOAUTENAMMU
NeKapCTBEHHbIX CPEACTB MM N3FOTOB/IEHMA NIEKAPCTBEHHbIX MPEnapaTos anTeyHbIMU OpraHu3auuaMm,
BETEPUHAPHbLIMM anTeYHbIMW OPraHn3aLMAaMMN, UHOMBUAYANbHBIMU NPEANPUHUMETENAMM, UMEIOLLIMMM
NNUEH3UI0 Ha dapMaLLeBTUUECKYHO AeATe/IbHOCTb;

14) nekapcCTBEHHbIN pPacTUTENbHbIMA NpenapaTt - NeKapCTBEHHbI npenapaT, NPoM3BeAeHHbIN UK
W3roTOB/IEHHbIV M3 O4HOr0 BUAA NEKAPCTBEHHONO PacTUTENIbHOTO CbiPbs UM HECKOJIbKMX BUAOB TAaKOro
CbipbA U peannsyemsiii B pacpacoBaHHOM BUAE BO BTOPUUYHOM (NOTpebuTenbcKoit) ynakoBke;

15) romeonaTuyeckunii IekapcTBeHHbIM NpenaparT - 1IeKapCTBEHHbIM Npenapart, NPou3BeAEHHbIN UK
WN3roTOB/IEHHbIV M3 papmaLeBTUYECKON CybCTaHLLMKN AK dapMaL,eBTUYECKMX CyOCTaH LM B COOTBETCTBUM
¢ TpeboBaHMAMM 06LWMX GapMaKoNenHbIX CTaTel K FOMEONATUYECKMM IEKAPCTBEHHbIM NpenapaTam Uan
B COOTBETCTBUM ¢ TpeboBaHmAMM apmakonen CcTpaHbl NPOU3BOAMUTENA TAKOIO J1€KApPCTBEHHOrO
npenapara;

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

16) mexayHapoAHoe HenaTeHTOBaHHOE HaMMEeHOBaHMEe JIeKapCTBEHHOro cpeacTBa -
HaMMeHOBaHMe [OeMCTBYIOWEro Bewectsa GapmaleBTUYeCcKo CcybCcTaHUMKW, pPeKoMeHoBaHHoe
BcemunpHoOM opraHusaumeit 34paBooOXpaHeHus;

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

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOro CcpeAcTBa - HaMMEHOBaHWe /IeKapCTBEHHOro
cpeAcTBa, MPUCBOEHHOE ero paspaboTyMKom, AeprKaTenemM MUAM BRagenblem pPerucTpauyoHHOro
YA0CTOBEPEHUA IeKapCTBEHHOro npenapara;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JIEKAPCTBEHHOrO Mpenapata - HauMMeHOBaHue
NIeKapCTBEHHOrO Npenaparta, He UMEHLWEro MeXXAyHapoAHOro HeNaTeHTOBAaHHOIO HAMMEHOBAHUA, UK
KOMOMHALMM NeKapCTBEHHbIX MPenapaToB, MCMO/Ib3YyEMOE B LeNAX 0ObeAMHEHUSs UX B rpynny nog
eAMHbIM HaMMEHOBaHMEM UCXOAS U3 OANHAKOBOro COCTaBa AENCTBYIOLMX BELLECTB;

(n. 17.1 BBeaeH degepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

18) o6wan dapmakoneliHas cTaTbs - LOKYMEHT, YTBEPKAEHHbIA YNOAHOMOYEHHbIM peaepanbHbim
OpPraHOM WMCMONHUTENbHOM BAACTU U COAEPXKALLMM NepedyeHb NOoKasaTesiell Kavectsa U (Mamn) metonos
KOHTPO/NA KayecTBa KOHKPETHOM JIeKapCTBEHHOM (OPMbI, NEKAPCTBEHHOrO PACTUTENBHOMO CbipbA,
BCMOMOraTe/IbHbIX BELLECTB, ONMCAHUSA BUONOTNYECKUX, BUOXMMUYECKUX, MUKPOBMONOTrNYECcKUNX, GU3NKO-
XMMUYECKUX, GU3NYECKNX, XUMNYECKMX U OPYTUX METOA0B aHaM3a NEKAPCTBEHHOrO CPeCcTBa, a TaKxkKe
TpeboBaHMA K WCMNO/b3yeMbIM B LEAX NPOBEAEHUA AAHHOTO aHa/M3a peakTMBam, TUTPOBAHHbLIM
pacTBOpam, MHAMKATOPaM;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

19) dapmakoneitHaa cTaTbA - AOKYMEHT, YTBEPMAEHHbIA YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMONHUTENBHOM BAACTU U COAEPKALLMIA NepeyeHb NoKa3aTeiei KauecTBa M METOA40B KOHTPONA
KayecTBa /IEKApPCTBEHHOrO CPeACTBa, /1€KAPCTBEHHOIO PACTUTENIbHOMO Cbipbs, BCMOMOraTeNbHbIX
BELLECTB;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-03)

19.1) ctaHgapTHble 0bpa3upl - BELWECcTBa, NOCPeACTBOM CPAaBHEHMA C KOTOPbIMM OCYLLECTBAAETCA
KOHTPO/Ib KayecTBa WCCAeAYyEeMbIX NEKAapCTBEHHbIX CPEeACTB C NOMOLLbI  OU3UMKO-XMMUYECKMX W
6M0NOrMYECKMX METOAOB B LLENAX NOATBEPIKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
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HOPMAaTUBHOW AOKYMEHTaLMM, YCTaHOBAEHHbIM NPU OCYLLECTBNEHUM roCyAapCTBEHHON perucrpaumm, u
KOTOpble NPUMEHSAIOTCA ANA KalMOPOBKM CTaHAapTHbIX 06pasLOB NPOU3BOAUTENA JIeKaPCTBEHHbIX
CpeacTs, MCNoJ/ib3yeMbiX ANA KOHTPOAS KayecTBa W MHbIX Lenei npu obpalleHUM NeKapCTBEHHbIX
CpeAacTs;

(n. 19.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakoneirHblt CTaHAAPTHbIM obpasel, - CTaHAApPTHbIA o0bpasel, NPoOM3BeAEHHbI B
COOTBETCTBMMU C papMaKonerHom cTaTbel;
(n. 19.2 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHaA AOKYMeHTauuAa - OOKYMEHT, COAep)Kalluii nepedyeHb onpeaensembiX Mo
pesynbTaTam COOTBETCTBYIOLLMX 3KCMEpPTU3 MOKasaTesiel KayecTBa JIeKApPCTBEHHOro cpeacTsa Ans
MeAMLMHCKOro NPUMEHeHMs, METOA0B KOHTPO/IA €ro Ka4ecTBa U YCTaHOBJ/IEHHbI ero NpousBoaMTeNEM;

21) HOPMaTUBHbI AOKYMEHT - AOKYMEHT, COAEPKALLMNIA NepeyeHb onpeaenaembixX No pesyabratam
COOTBETCTBYIOLUMX 3JKCMEPTM3 MOKasaTesield KayectBa M (MIM) METOAOB KOHTPO/IA  KayecTBa
NleKapcTBeEHHON GopMbl, ONUCAHUSA BUONOFMYECKUX, BUOXMMUYECKUX, MUKPOBNONOTrMYECKUX, GU3MKO-
XUMUYECKUX, DUBNYECKMX, XMMUYECKMX W APYrMX MEeTOLOB aHa/n3a JIeKapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOro NpuMMeHeHus, TpeboBaHMA K MCNONb3yeMbIM B LeNAX NpoBeAeHMA AAHHOro aHaausa
peakTMBaMm, TUTPOBAHHbBIM PACTBOPAM, MHAMKATOPAM U YCTAHOB/IEHHbIN €ro NPou3BoaUTeNEM;

21.1) obwMin TEXHUYECKUA LOKYMEHT - KOMMNEKT SOKYMEHTOB M MaTepuasoB, COCTOAWMMN U3
HECKONIbKUX  pa3fenoB -  AOKYMEHTAUMWM  agMUHWUCTPATMBHOIO  XapakTepa,  XWUMWYECKOMH,
dbapmaLeBTMYECKOM U  OMONOrMYecKol [OKyMeHTauuu, ¢GapmMaKoNormyeckom, TOKCUKOJIOrMYecKom
AOKYMEHTaLMK, KAMHWYECKOW AOKYMEHTAUMW UM NpeactaBAsdembli O4HOBPEMEHHO C 3asfB/JEHUEM O
rocyapCTBEHHOM PEernucTpaumm eKapcTBEHHOro npenapata Aaa MeAMLMHCKOTO MNPUMEHEHUA B
dopmarTe, yCTaHOBAEHHOM YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTK;

(n. 21.1 BBeaeH dPegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-3)

22) KayecTBO JIEKAPCTBEHHOMO CPEACTBA - COOTBETCTBME JIEKAPCTBEHHOrO CpescTBa TpeboBaHMAM
dapmakoneinHo cTatb NGO B C/lyyae ee OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMU MM HOPMATUBHOTO
[OKYMEHTa;

23) 6e3onacHOCTb NEeKapCTBEHHOrIo CpeAacrtBa - XapaKTEPUCTUKA NEKAPCTBEHHOro CpeAacrtsa,
OCHOBAHHaA Ha CPaBHUTENIbHOM aHan3e ero 3¢¢EKTMBHOCTVI N PUCKa NpunvynHeHnAa spena 340poBbio;

24) 3pPEeKTUBHOCTb /IEKAPCTBEHHOIO MpenapaTta - XapaKTePUCTMKA CTENeHW MOJ0XKUTENbHOro
B/MAHUA NIEKAapCTBEHHOTO MpenapaTta Ha TeuyeHWe, NPOAO/KUTENbHOCTb 3aboseBaHUA WAM  €ero
npeaoTBpalleHme, peabuanTauuio, Ha CoxpaHeHu1e, NPeaoTBPaLLEHNE M NpepbiBaHUE BepemeHHOCTY;

25) cepma nekapCTtBeHHOro cpeacrtea - KOJIMYeCTBO /1IEKAPCTBEHHOIO Cpeacrtea, nponsseaeHHOE B
pe3ysibTate OAHOIo TeEXHO/ION'MYECKOro LKA ero npon3soanTenem,

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2025 n. 26 cT. cT. 4 u3naraetcs B HoBoM pegakumm (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuLyto
peaakumtio.

26) perMcTpauMoHHOE y40CTOBEPEHNE IEKAPCTBEHHOTO NpenapaTa - A0KYMEHT, NOATBEPKAatoLWwmit
baKT rocyiapCcTBEHHON perMcTpaLmm NekapcTBEHHOro NpenapaTa;

26.1) aepkatenb AW BRagenew, PerncTpaumoHHOro yaA0CTOBepPeHMS 1eKapCTBEHHOro npenapara -
pa3spaboTuMK NIeKapCTBEHHOro CPeAacTBa, MNPOM3BOAMUTENb NIEKAPCTBEHHbIX CPEACTB WAM  MHOoe
topuanyeckoe 1Muo, obnagatollee NPaBoM BAAAEHMA PErMCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPblE
HecyT OTBETCTBEHHOCTb 33 KauyecTBo, 3pPpeKTUBHOCTb M 6€30NacHOCTb IeKapCTBEHHOrO Npenapara;
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(n. 26.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

27) perucTpaumoHHbIt HoMmep - KoaoBoe 0603HauYeHWe, NPUCBOEHHOE IEKAaPCTBEHHOMY MpenapaTy
npw ero rocygapCTBeEHHOM PerncTpaummn Uam perucTpaumm;
(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

28) obpalweHne /feKapCTBEHHbIX CPeacTB - pas3paboTKa, AOKJAMHUYECKUE WCCNedoBaHuA,
K/IMHUYECKME WUCC/IeA0BaHWUA, 3KCNepTu3a, TrOCyAapCTBEHHAs pPerncrpaums  WaM  perncrpaums,
CTaHZapTU3aLMA MU KOHTPOJIb KayecTBa, NPOM3BOACTBO, U3FOTOB/IEHME, XPaHEHWE, NePeBO3Ka, BBO3 B
Poccuiickyto ®epepaunto, BbiBo3 U3 Poccuiickon ®eaepaumu, peknama, OTnyckK, peannsauma, nepegaya,
NPUMEHEHWNE, YHUUTOXKEHWNE JIEKAPCTBEHHbIX CPEACTB;

(8 peq,. PepgepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

29) cybbeKkTbl 06palleHMs IeKapCTBEHHbIX Cpeacts - ¢GU3MYeckMe Annua, B TOM  4ucie
WHAMBMAYaNbHbIE MPeAnpUHUMATENM, U OPUAMYECKME MLE, OCYLLECTBAAIOUME AEeATe/bHOCTb Npu
obpalleHNN IeKapCTBEHHbIX CPeACTB;

30) pa3paboTumK IeKapCTBEHHOrO CPeACTBa - OpraHM3aumsa, obaagatoLan NnpaBaMm Ha pPesybTaTbl
OOKNMHUYECKMX  UCCNeLOBAaHWM  JIEKApCTBEHHONO  CPeACTBa,  KAMHUYECKUX  MUCCnenoBaHUi
NleKapCTBEHHOro npenapara 1 (MAn) Ha TeXHONOTMI0 NPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

31) npon3BoACTBO JIEKAPCTBEHHbIX CpeAcCTB - AeATe/IbHOCTb NO NMPoun3BOoACTBY JIEKAPCTBEHHDbIX
cpeacTts opraHnsaumnamm - nponmssogntTenamm NeKapCTBeHHbIX CpeacTB Ha OAHOﬁ CTaann, HECKOJIbKUX
nnn BCeX CTaamnax TeEXHONOITMYeCKOoro npotuecca, a Takxe no XxpaHeHno U peaamsaunmn nponsseneHHbIX
NEeKapCTBEHHbIX CPeacTs;

31.1) npoM3BOACTBEHHAA NAOLWAAKA - TEPPUTOPMANBbHO 060COBNEHHDBIN KOMMNJIEKC NPOU3BOAUTENS
JIeKApCTBEHHbIX CPeACTB, MNpeAHasHauyeHHbIA ANA BbINOAHEHMA BCero npouecca NpPOM3BOACTBA
JIeKapCTBEHHbIX CPEACTB MM ero onpeaeneHHon ctaanu;

(n. 31.1 BBeaeH dPegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

32) npoun3soanTeslib N€KAapPCTBEHHbLIX CPEACTB - OpraHuM3aunAa, ocywecrtsnAalowan npoun3soacTteo
NeKapCTBEHHbIX CpeacTB B COOTBETCTBUU C Tp66OBaHMHMM HaCToALWEro dJe,a,epan bHOIO 3aKOHa;

33) papmaueBTUYECKan AeATeNIbHOCTb - AeATe/IbHOCTb, BK/OYatowWwasn B ceba onToByO TOProB/to
NNeKapCTBEHHbIMM CPeACTBAMM, UX XPAaHEHWE, MePeBO3KY U (MIU) PO3HUYHYIO TOPTOB/IO IEKAPCTBEHHbIMM
npenapaTamu, B TOM YMC/ie UCTaHLMOHHbIM CNOCO60OM, MX OTNYCK, XpaHeHMe, MepeBO3KyY, U3roToBAEHUE
NeKapCTBEHHbIX NPenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHusauMs ONTOBOM TOProBAW JIEKAPCTBEHHbIMM  CPeACTBaMM -  OpraHusauus,
OCYLLECTBAAIOLWLAA ONTOBYIO TOPrOB/O JIEKAPCTBEHHbLIMU CPEACTBAMU, MX XPaHEHWEe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMM HacToAlwero deaepanbHOro 3aKoHa;

35) anTeyHas oOpraHWsauus - OpraHWsauuMsa, CTPYKTYpHOe nogpasgesieHne MeaunUUHCKOWM
OpraHu13aunm, oCyLLeCcTBAAOWME PO3HUYHYIO TOPrOB/KD /IEKAPCTBEHHbIMM MpenapaTamu, B TOM Yyucne
ANCTAHUMOHHbBIM CNOCOHOM, XpaHEHWE, NePEBO3KY, N3FOTOB/IEHME U OTNYCK IEKAPCTBEHHbIX NPENAPaTOB
ANA MeANUMHCKOTO NPUMEHEHUA B COOTBETCTBMM C TpeboBaHUAMM HacToAwero PeaepasbHOro 3aKOHa;
(8 pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-d3, ot 03.04.2020 N 105-d3)

36) BeTepuHapHas anTeyHas oOpraHu3auma - OpraHusauus, CTPYKTYpHOe nogpasgeneHve
BETEPMHAPHOMN OpPraHN3aLmMn, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IeKAapCTBEHHbIMM NpenapaTamu,
B TOM YMCNe ANCTaHUMOHHbBIM CNOCO60M, XpaHEHWNE, N3rOTOBNEHME W OTMYCK JIEKAPCTBEHHbIX NPenapaTos
AN BETEPMHAPHOrO NPMMEHEHWA B COOTBETCTBUM C TpeboBaHMAMM HacToAwero PeaepanbHOro 3aKoHa;
(8 pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)
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37) danbcnduLMpOBAHHOE  NEKAPCTBEHHOE  CPEeACTBO -  JIEKApPCTBEHHOE  CPeacTBso,
COMPOBOXKAAaeMoe JIOXKHON MHOopMaLMelt o ero coctase U (MM) nponssoguTene;

38) HemobpoKayecTBEHHOE JIEKAPCTBEHHOE CPEeACTBO - JIEKApCTBEHHOE CPeacTBO, He
COOTBETCTBYlOLLEE TPpeboBaHMAM dapMmaKonenHomn cTaTbn MMBO B c/iydae ee OTCyTCcTBUA TpeboBaHMAM
HOPMATUBHOM AOKYMEHTaLMN UM HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE IeKapCTBEHHOE CPEACTBO - IEKaPCTBEHHOE CPeACTBO, HaxoasAlleecs B obopoTe
C HapyLIeHNeM rpaX4aHCKOro 3aKoHOoAaTe IbCTBa;

40) [OOKAMHMYECKoe  McCnedoBaHWe  /IeKapCTBEHHOro  CpeactBa -  BUoOsIOTMYecKue,
MWUKPOBMOOrMyeckme, MMMYHO/IOTMYECKUE, TOKCMKOoorMyeckne, dapmakosoruyeckume, dusmnyeckue,
XMMUYECKME U APpYyTUe UCCNeA0BaHUA IeKapCTBEHHOro CPeacTBa nyTem NpUMeEHEHUA HaydHbIX MeToA08
OLEHOK B Le/IfAX NOJlyYeHus AoKa3aTesIbcTe 6e3onacHoCcTH, Kavectsa n 3G GEeKTMBHOCTM SIeKapCTBEHHOro
CpeAacTBa;

41) KAMHMYECKOe WCCNefOBaHWe JIeKapCTBEHHOro npenapaTta - M3ydeHWe ANArHOCTUYECKMX,
neyebHbiX, NPodUIaKTUUECKUX, GpapMaKoIOrMYecknx CBOMCTB /IEKapCTBEHHOro npenapaTta B npouecce
€ro MNMpPMMEHEHUA Yy YeNoBeKa, KMBOTHOTO, B TOM YMC/Ee MNPOLLECCOB BCACbIBAHWA, pacrnpeseneHus,
U3MEHEHUA W BbIBEAEHMWA, NyTeM MPUMEHEHMUS Hay4YHbIX METOLOB OLLeHOK B LEeAAX MoJy4YeHus
[OKa3aTenbcT8 6e30MacHOCTM, KayecTBa M 3GEKTUBHOCTM JIeKapCTBEHHOro rnpenapaTa, AaHHbIX O
He)KenaTesibHbIX pPeaKkuMsaX OpraHM3mMa YesioBeKa, MMBOTHOMO Ha MPUMEHEHWE JIeKapCTBEHHOMO
npenapata 1 o6 adpdekTe ero B3aMMOLENCTBUA C APYTMMU JIEKAPCTBEHHbIMM Npenapatamu 1 (Mam)
NULWEBLIMW NPOAYKTaMM, KOPMaMM;

42) MHOroueHTpoBoe KInMHNn4YeCKoe nccnegoBaHme N1€KapCcrBeHHOro npenaparta ana meanumnHCKoro
npumeHeHnAa - K/AWHUYEeCKoe wuccneaosaHne NeKapCtBEHHOro npenaparta Anad MmMeguunHCKoro
npunmeHeHunA, nposogmmoe paBpa6OT‘-IMKOM NEKAapPCTBEHHOrO npenaparta B AByX U 6onee MeOANLNHCKUX
opraHn3aumax no eauHOMy NpPpoOTOKONY KTIMHUYECKOIo UccnegoBaHA N€EKAPCTBEHHOIO Npenaparta,;

43) MexgyHapogHoe MHOroueHTpoBOE KIMHUYECKOE UcCCnenoBaHMe IEKApPCTBEHHOIO npenapara
ana MmeanumHCKOro npummeHeHumAa - KAMHUYeCKoe WUuccnenoBaHme NeKapCTBEHHOrO npenaparta AnAa
MegnuUnHCKOro npmmeHeHuna, nposoamnmoe pa3pa60T‘-IMKOM NEKapPCTBEHHOrO npenaparta B pas/INYHbIX
CTpaHax no eguHOMy NPOTOKO/Y KIMHUYECKOTO nccienoBaHA NeKapCTBEHHOIO nNpenapara,

44) noCTPerncTpaumoHHOe KAMHUYECKoe MWCCNefoBaHWe JIeKapCTBEHHOro npenapata  Ans
MeAMLMHCKOrO NPUMEHEHUS - KAMHWYECKOe WCCedoBaHMe JIeKapCTBEHHOro npenapaTta  gas
MeAMLMHCKOro NPUMEHEHUSA, NPOBOANMOE NMPOU3BOAUTENEM IEKAPCTBEHHOIO NPenapaTa, rpakKaaHCKui
060pPOT KOTOPOro OCYLLECTBAAETCA MOC/AE FOCYAapCTBEHHOW PerucTpauun Uan perncrpaumm, B Lensax
AonosHWUTeNbHOro cbopa AaHHbIX 0 ero 6e3onacHoOCTU M 3GPEKTUBHOCTU, PaCLIMPEHUA MOKasaHUi K
NPUMEHEHUI0 AAaHHOTO JIEKAPCTBEHHOrO MpenapaTa, a TaK¥Ke BblABNEHUA HeXKenaTesbHbIX peakuuit
nauneHTOB Ha ero AeincTeune;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

45) wuccnepgoBaHWe OWOIKBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata - BMA KAMHWYECKOro
nccaea0BaHNA NEKAPCTBEHHOrO Npenaparta, NPoBeAeHNe KOTOPOro OCYLLEeCTBAAETCA ANA ONpeaeneHus
CKOpPOCTW BCacbiBaHMA W BbiBEAEHWA OAHOTO WAM HECKOAbKMX ob6nagatolmx $apmaKonaormyeckom
aKTUBHOCTbIO [AEMCTBYIOWMX BELWEeCTB, KOAMYECTBA J/IEKAPCTBEHHOro MpenapaTta, AOCTUraloWero
CMCTEMHOrO KPOBOTOKA, W pe3y/bTaTbl KOTOPOro MO3BOAAIOT CAeNaTb BbiBO4, O BGMO3KBMBANEHTHOCTU
BOCMPOWN3BEAEHHOr0 IEKAPCTBEHHOrO NpenapaTa B onpeAe/ieHHbIX IeKapcTBeHHOM Gopme U A03UPOBKE,
CoOTBETCTBYIOWMX GOPME U A03UPOBKE pedepeHTHOro NeKapCTBEHHOIO NpenapaTa;

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

46) nccnenoBaHue TepaI'IeBTVILIeCKOﬁ 9KBMBA/NIEHTHOCTU JN1EKAPCTBEHHbIX NpenapaTtoB - BUA
KIMHNYECKOro nccnenoBaHnAa NekapCrtBeHHbIX NpenapaTos, NpoBeaeHNe KOTOPOro ocyllecresnaeTca ana
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BbIAB/EHNA OANHAKOBbLIX CBOMCTB JIEKAPCTBEHHbIX MPEnapaToB onpeaeneHHON NeKapcTBeHHOM popMmbl, a
TaKXKe Ha/InumAa OANHAKOBbIX NOKa3aTenel 6esonacHOCTU U 3P PEeKTUBHOCTU IEKapPCTBEHHbIX NPenapaTos,
OAVHAKOBbIX KIMHMYECKUX 3 PEKTOB NPU UX NPUMEHEHWNU;

47) NpoTOKO/ KAMHUYECKOro MUCCAeA0BaHNA NEeKapCTBEHHOrO npenaparta - AOKYMEHT, B KOTOPOM
onpeaenaloTca ueau, Gopmbl OpPraHN3aLMmM U METOA0/0MUA NPOBEeAEHNA KAMHNYECKOro UCCNeA0BaHus,
cTaTUCTUYECKME mMeTodbl 06paboTKM pesy/bTaToB TaKOro MCCAeA0BaHWA M Mepbl Mo obecnevyeHuto
6e30MacHOCTU  (OU3NYECKMX NNUL, YYaCTBYIOWMX B KAMHUYECKOM MWCCNEAO0BAHUM NEKapCTBEHHOro
npenapara;

48) 6polutopa UccieaoBaTenNs - CBOAHOE U3/I0XEHNE Pe3yNbTaToB AOK/JIMHUYECKOro UCCe0BaHNA
NIEKapCTBEHHOrO CPeAcTBa WM KAMHWYECKOTO MCCNeA0BaHMA IeKapCTBEHHOro npenapaTta  Ans
MEeAMLMHCKOro NPUMEHEHUS;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2025 B n. 49 cT. 4 BHOCATCA M3MeHeHUa (O3 o1 30.01.2024 N 1-d3). Cm. byayLuyto pegakumio.

49) MHHOPMALMOHHBIM JIMCTOK NALMEHTA - OKYMEHT, B KOTOPOM COZEP*KaTcA B JOCTYNHONM dpopme
CBEAEHMSA, KacaloLlmecs NPpoBOAMMOro KIMHUYECKOTO MCCIea0BaHMA IeKapCTBEHHOrO npenaparta, v B
nMcbMeHHON popme [06POBONLHOE COrlacke NauMeHTa Ha y4vacTve B KJAMHMYECKOM WCC/1ef0BaHuM
JIeKapCTBEHHOro npenapaTa Moc/ie 03HAaKOMJ/IEHUS C OCOBEHHOCTAMM KIMHUYECKOTro MCCNefoBaHus,
MMEILWMMM 3HAYEHME AR BbIPaXKEHUS TaKOro coriacus;

50) no6oyHoe AeﬁCTBMe - peakuma opraHndma, BO3HUKWAA B CBA3UM C MNPUMEHEHUNEM
NEeKapCTBEHHOrNo npenaparta B A03aX, pPeKoMeHAyeMbIX B MUHCTPYKUUKU NO €ero npuMmeHeHuto, AanA
I'IpOd)VIJ'IaKTVIKVI, ANarHoCTUKKn, neveHunA 3abonesaHus uam Aana pea6VII'IVITaLI,VIM;

50.1) HerkenatesnbHana peaKkuus - HenpegHamepeHHas HebnaronpuATHas peakuus OpraHu3ma,
KOTOpas MOXeT bbITb CBA3aHa C MPUMEHEHMEM /IEKAPCTBEHHOTO Npenapara;
(n. 50.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3)

51) cepbe3Haa HexenaTeNbHas peaKkuus - HexenaTes/bHas peaKkuus OpraHvM3ma, CBA3aHHas ¢
NpUMeHeHWEeM JNIeKapCTBEHHOrO npenaparta, NPMBEALLAs K CMEPTM, BPONKAEHHbIM aHOMaAMAM WU
NnopoKam paseBuTUS AnbBo npeacTaBastowan coboi yrposy KusHu, Tpebylowas rocnuTanmsaumm uam
npuBeaLwas K CTOMKOM yTpaTe TpyA0CNoCob6HOCTU U (MIM) MHBANIMAHOCTY;

52) HenpeaBUAEHHAA HeXKenaTeNbHas Peakuma - HeKenatesbHas peaKkuusa opraHusma, Kotopas
CBA3aHA C NPMMEHEHMEM NeKapCTBEHHOrO Npenapata B 403aX, PEKOMEHAYeMblX B MPOTOKO/E €ero
KAMHWYECKOrO MCCAefoBaHWUA, 6polutope uccnefoBatens, WAM C NPUMEHEHWEM N1eKapCTBEHHOMO
npenapata B /033X, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro MPUMEHEHUIO ANA NPOPUNAKTUKM,
ANarHOCTMKM, NedeHuns 3a60neBaHNA UM MeANUMHCKON peabuamTaumm naumeHTa, U CyLLLHOCTb, TAMXKECTb
WA UCXOL, KOTOPOM He COOTBETCTBYET MHGOPMALMM O NIeKAapCTBEHHOM MpenapaTte, CoAeprKalleinca B
NPOTOKO/NE €ro KAMHWYECKOro WUcCAeaoBaHuA, 6polope uccnenoBaTens MAM B MHCTPYKUMKM MO
NPUMEHEHWIO IeKaPCTBEHHOrO Npenapara;

(n. 52 B peg. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) ¢papmakoHaa30p - BMA AEATENbHOCTM NO MOHWUTOPUHIY 3PPEKTUBHOCTM M He3onacHoCTU
NEeKapCTBEHHbLIX MPEenapaTtoB, Hanpas/leHHbl Ha BbiABNEHWE, OLEHKY W NpeaoTBpalleHune
HexKenaTebHbIX NOCAeACTBUI NPUMEHEHNA NEKAPCTBEHHbIX MPEnapaTos;

(n. 52.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaB/ieHUa pUCKaMu - NoapobHoe onucaHue MeponpuAaTUA No dbapmaKoHag3opy,
HanpaBAEHHbIX HA BbIABNEHME, OLEHKY U NpeaoTBpalleHne UM MUHUMU3ALMIO PUCKOB, CBA3AHHbIX C
NeKapCTBEHHbIMM NpenapaTamu, BKAoYan oLeHKY 3GPpeKTUBHOCTM AaHHbIX MEPONPUATUIA;
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(n. 52.2 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHme.
C01.03.2025 B n. 53 cT. 4 BHOCATCA M3meHeHuA (P3 01 30.12.2021 N 463-D3). Cm. byayLLyto peaakumio.

53) peuenT Ha fIeKapCcTBEHHbIM NpenapaTt - MeAULMHCKUA AOKYMEHT YCTaHOB/IEHHOW ¢GopMbl,
copepKalmii HazHaYeHWe SIeKapCTBEHHOroO npenaparta a8 MegUUMHCKOro NPUMEHEHWs, BblAaHHbIM
MeAMULMHCKUM PabOTHUKOM B LEeNAX OTMNYCKa JIeKapCTBEHHOro npenapaTta MAM ero U3roToB/EHMA U
OTNycKa Ha BymaxkHOM HOCUTENEe UM C COFIacmA NAaLMEHTa UM ero 3aKOHHOro nNpeactasuTens B popme
3NEKTPOHHOIO0 [OKYMEHTa, MOAMNUCAHHOIO C WCNOMb30BAaHUEM YCUNEHHOW KBaANGULMPOBAHHOM
3NEKTPOHHOM nognucn MeaUUMHCKOro paboTHMKa, AMbO AOKYMEHT YCTaHOBAEHHOW ¢opmbil,
copepKalmii HasHaYeHWe NeKapCTBEHHOro npenapaTta 418 BETePUHAPHOIo NPUMEHEHUA, BblAaHHbIN
cneumannctom B o06s1acTM BeTepMHapuMM B LeNsAX OTMNYCKa NEeKAapCTBEHHOro npenapata WAM ero
M3roTOB/IEHWUS U OTNYCKa Ha BymarKHOM HocuTene;

(B peq,. PegepanbHbix 3aKoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-93)

KoHcynbTaHTlAOC: NpuMmeYaHue.
C 01.03.2025 n. 54 ct. 4 nsnaraetca B HoBon pegakumm (®3 ot 30.12.2021 N 463-P3). Cm. 6yayLuyto
pefaKumio.

54) TpeboBaHMe MeAWMUMHCKOW OpraHuM3auuu, BeTePUHAPHOM oOpraHu3aumMM - LOKYMEHT
YCTaHOBNIEHHOMN GOpPMbI, KOTOPbIN BbIMMCAH MEAULMHCKUM PabOTHUKOM MM CleuuanmcTom B 061actu
BETepUHapUM, MMelLMMM Ha 3TO NPaBO, U COAEPXMT B MUCbMEHHOW dopme yKasaHue anTeyHoMl
OopraHM3aunn UNK BETePUHAPHOM anTeyHoM opraHn3auumn ob oTnycKe NekapcTBeHHOro npenapaTa uam o
€ro M3roTos/sieHMM 1 06 OTNycKe Ans obecneyeHns neyebHOro npouecca B MeANLUHCKON opraHM3aumm,
BEeTepUHapHOM opraHu3aLmu;

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

55) KOMMNNeKCHasa OUEHKA JIeKapCTBEHHOrO Mpenapata - OLEHKa 3aperncTpupoBaHHOro
NleKapCTBEHHOro Npenapara, BKAoYaLwan B ceba aHanns MHGopmaLmMm 0 CPaBHUTENbHOM KAMHUYECKON
addeKTMBHOCTU M 6e30MacHOCTUN NEKAPCTBEHHOIO NpenapaTa, OLLEHKY SKOHOMUYECKUX NOCNeACTBUIN ero
NPUMEHEHMA, U3yYeHUe [ONOAHUTENbHbIX MOCNAEACTBUN MPUMEHEHUS IEKAPCTBEHHOrO npenapaTta B
LUenax MPUHATMA peeHnn O BO3MOXKHOCTU BK/HOYEHWA JNIEKAPCTBEHHOrO Npenapata B MepeyeHb
KU3HEHHO HEOBXOAMMbIX U BAaXKHEMNLIMX NEKAPCTBEHHbIX NPENAPATOB, HOPMATUBHbIE NPABOBbIE aKTbl U
WHble AOKYMEHTbI, OnpeaenAlLLMe NOPAS0K OKa3aHMA MeANLUNHCKOM NOMOLLM, N UCKNTIIOYEHUA €ro U3
YKa3aHHbIX MepeyHsa, akTOB U JLOKYMEHTOB;

(n. 55 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

56) cuctema MOHUTOPMHIA AOBWKEHMS NIEKAPCTBEHHbIX MPEnapatos AAA  MegULMHCKOro
npumeHeHuna - degepanbHana rocyfapcrBeHHas MHOOPMAUMOHHAA CUCTEMA MOHUTOPUHIA OBUMKEHMA
NIeKApCTBEHHbIX MpPenapaToB ANA MeAMUMHCKOrO NPUMEHEeHMA OT Npou3BOAMTENA [0 KOHEYHOro
notpebutens c MCNONb30BAHMEM B OTHOLIEHUW JIEKAPCTBEHHbIX MpenapaToB ANA MeAMLMHCKOro
NPUMeEHEeHNA CPeacTB MaeHTUdMKaLUN.

(n. 56 BBegeH PenepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 2. NOJIHOMOUYMNA PEOQEPAJIbHbIX OPTAHOB UCNONHUTENBHOMN
BNIACTU, NCNONHUTENbHbIX OPFTAHOB CYBbEKTOB POCCUMCKOM
SEOEPALMU NPU OBPALLLEHUU NEKAPCTBEHHbIX CPEACTB
(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 5. MonHomouna ¢epepanbHbIX OPraHOB MCMOJIHATENbHOW BAACTU Npu obpalleHuun
NeKapCTBEHHbIX CpeacTB
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K nonHomoumsm penepanbHbiXx OPraHoOB UCNOHUTE/IbHOM BAACTM NpU 0bpalleHnn NeKapCTBEeHHbIX
CpencTB OTHOCATCA:

1) npoBeaeHune B Poccuiickon depepaumn eaUHOW TOCYAapCTBEHHOM NOAUTUKM B obnactu
obecneyeHnsa nekapCcTBEHHbIMM NpenapaTaMm rpaxgaH B Poccuitckoit Pepepaunu;
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepXaeHne obuwmx dapmaKkonenHbix cTaTei, ¢apmaKonenHbIx cTaTteil, u3agaHue
rocyaapcrTseHHon dapmakoneu, cosgaHue n BegeHune peectpa papmakonerHbix CTaHAapTHbIX 06pa3LoB;
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTeieHne denepasbHOro rocyaapcTBEHHOrO KOHTpoas (Haasopa) B chepe obpaleHus
JIeKapCTBEHHbIX CPeACTB;
(B peq. PegepanbHbix 3aKOHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-$3)

4) nvUeH3npoBaHWE NPOMU3BOACTBA JIEKAPCTBEHHbLIX CPeacTB, B TOM uucie deaepasbHbIi
rocyA,apCTBEHHbIN NNLLEH3UOHHbIA KOHTPO/Ib AeATENbHOCTU MO NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB,
nepuoamyeckoe noaTBepKaeHNne COOTBETCTBUA SINLEH3MaTa, MMEIOLEero ANLEH3NI0 Ha NPOU3BOACTBO
JIeKapCTBEHHbIX CPeacTB, U GpapmaueBTUYECKON AeATeNbHOCTM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumm;

(8 peq. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

5) opraHusauusa 3KCNepTU3bl NEKapPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMepTU3bl BO3MOMKHOCTU
NPoOBeAEHNA  KAMHUYECKOTO WCCNeA0BaHMA  /IEKApCTBEHHOro npenapata  And  MegMLUMHCKOro
NPUMEHEHUSA, IKCNEPTM3bl LOKYMEHTOB, MPeACTaB/EHHbIX AAA OonpeaefeHMsa  BO3MOMKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM Npenapat s MeAMUMHCKOro NPUMEHeHWst B KayecTBe opdaHHOro
JIeKapCTBEHHOrO NpenaparTa;

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

5.1) opraHu3aumsa npoBeAeHMA KOMMIAEKCHON OLLEHKW NeKapCTBEHHOro npenapata B Lensx
NPUHATUA PELIEHUN O BO3MOMKHOCTM BK/OYEHUA JIEKAPCTBEHHOIO NpenapaTta B NepevyeHb KU3HEHHO
HEobXOoAMMbIX W BaXKHEMLWMX JIEKAPCTBEHHbIX MpPernapaTtoB, HOPMATMBHbIE MPaBOBblE aKTbl U WUHblE
OOKYMEHTbI, onpegensiowme MnopAnoK OKasaHUA MeAWMUMHCKOW MOMOLWM WAW UCKIHOYEHUSA ero us
YKa3aHHbIX NepeyHs, akTOB U LLOKYMEHTOB;

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

6) BblAa4ya paspeLlleHnii Ha NPoBeAeHNE KNMHNYECKUX NCCe0BaHMIA IEKapCTBEHHbIX MPenapaTos,
BeAeHWe peecTpa BblgaHHbIX paspelleHunii Ha NPoBeAeHNE KIMHUYECKMX UCCeA0BaHMI 1eKapPCTBEHHbIX
npenapaTos;

7) rocypapcTBeHHana perncTpauma JeKapCTBEHHbIX NpenapaToB, BeAeHWe rocyAapCTBEHHOro
peecTpa NeKapCcTBEHHbIX CPEACTB;

7.1) peructpauma, NoATBEpPXAEHUE peructTpauuun (nepeperncrpaumsn), BHeCEHWE U3MEHEHMUI B
perucTpaunoHHoe A0Cbe, a TaKKe NpoBeaeHMe NpoLLeayp, CBA3aHHbIX C perncTpaumeit, B COOTBETCTBUM C
yTBEpPXKAEHHbIMM EBPA3MIACKON 3KOHOMMYECKOW KOMMUCCMEN MNpaBuMAaMM PErncTpaummv U 3KCNepTusbl
NEeKapCTBEHHbIX CPEACTB ANA MEAULMHCKOrO MPUMEHEHMA W MpPaBMAaMu PeryanpoBaHuna obpalleHus
BETEPMHAPHbIX IEKAPCTBEHHbIX CPEACTB Ha TaMOMKEHHOW TeppuTopun EBPAsMIMCKOro 3KOHOMMUYECKOro
COl033;

(n. 7.1 BBegeH deaepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7.2) npeactaBneHue  MHGOPMauUMM O  PerucTpaumu,  NOATBEPMKAEHUM  perucrpaumum
(nepepernctpaumnmn), BHECEHUU W3MEHEHWUA B PErMCTPALMOHHOE A0Cbe, a TaKXe O npoueaypax,
CBA3aHHbIX C perucTpaumeit, B EBPasMINCKyl0 3KOHOMMYECKYID KOMMUCCMIO C WCMNO/Ab30BaHWEM
WNHTErpMpoBaHHON MHGOPMALMOHHOW cucTeMbl EBPasnincKoro sSKOHOMMUYECKOro Coko3a B COOTBETCTBUM C
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yTBEPKAEHHbIMU EBpPa3snIACKOM 3KOHOMMYECKON KomMuccuel nopagkom GopmMMpoBaHUA U BeaeHUA
e4MHOro peecTpa 3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX CPeAcTB EBPA3MMCKOro aKOHOMMYECKOro COo3a
M NpaBuAaMKn peryanmpoBaHma obpalleHma BeTEPUMHAPHbIX JIEKAPCTBEHHbIX CPEeACTB Ha TaMOMKEHHOWN
TeppuTopun EBpasniicKoro sSKOHOMUYECKOTO COHO33;

(n. 7.2 BBeaeH depepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7.3) yTBepXaeHMe nopsAdKa NPUOCTaHOBEHUA AeNCTBUSA PErucTPaLMoOHHOro ya0CToBepeHUus
NIeKApCTBEHHOrO npenapata WAM  OrpaHUYEeHUss MPUMEHEHUA JIEKAapPCTBEHHOrO npenapata  Aaad
MEAMUMHCKOTO TMPUMEHEHUA B  C/AydYasX, MPeayCMOTPEHHbIX YTBepXAeHHbIMW  EBpasminckoi
3KOHOMMYECKON KOMWUCCUEN MNpaBUAaMU PErucTpaumm M SKCMEepPTU3bl JIEKAPCTBEHHbLIX CPeacTB Ans
MEANLUMHCKOTO TMPUMEHEHUA, W BO30OOHOBAEHUSA [AENCTBUA PErncTpauMoHHOro YA0CTOBEPEHUSA
JIEKAapCTBEHHOrO npernapata WAM CHATUA OrPaHUYEHUA NPUMEHEHUA NEKAapPCTBEHHOro npenapata AnA
MEeANLMHCKOTrO NPUMEHEHMUS;

(n. 7.3 BBeaeH depepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

8) opraHMsauma u (MiM) NPoBeAEHME UHCMEKTUPOBAHMA CyBbEKTOB 06paLleHUa NeKapCTBEHHbIX
CpencTB Ha COOTBETCTBME YTBEPKAEHHbIM EBPAsMMCKON 3KOHOMMYECKOW KOMMUCCMEN npasuiam
HagnerKallel 1abopaTopHOM MPAKTUKKM, NMPaBUIaM HaZ/ealen KAMHUYECKON NPAKTUKKU, npasBuiam
Haanexallelh AUCTPUObIOTOPCKON MPAKTMKK, NpaBMaaM Hagaexallen NpakTukM dapmakoHagsopa, a
TaKKe YTBEPXKAEHHbIM YNOJHOMOYEHHbIMK denepanbHbIMM  OpraHamMmu WUCNONHUTENbHOM BNACTU
npaBuaam Hagnexallen anTe4HOM NPAKTUKM, MPaBUIaM XPaHEHUA IeKapPCTBEHHbIX CPeaCTB;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

8.1) opraHusauma u (Maun) npoBegeHNe MHCNEKTUPOBAHNA CYyObEKTOB 06paLLEeHMA 1IeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME TPebOBaHUAM MPaBUN Hag/eXKalen NPou3BOACTBEHHOM MPaKTUKM, Bblgada
3aK/IIOYEHUIA O COOTBETCTBUM MPOU3BOAUTENSI JNIEKAPCTBEHHbIX CPeacTB TpeboBaHWAM NpaBuA
HagneXKallen Npom3BOACTBEHHON NPAKTUKK;

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

8.2) ycTaHOB/NEHWE NopAgKa BeAeHWs U BedeHWe rocydapCTBEHHOro peectpa 3aKAH4YeHWU o
COOTBETCTBUM MNPOU3BOAUTENS  JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM NpaBu/  Had/ieXKalen
NPOW3BOACTBEHHOM NPAKTUKW;

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

9) rocypapCTBEHHas perucTpauus  NpegenibHblX — OTMYCKHbIX LeH npousBoauTenein  Ha
NIeKapCTBEHHbIE NpenapaTbl, BK/OYEHHbIE B MNEpeYeHb KMU3HEHHO HEeOBXOAMMbIX W BarKHEWWWX
NNeKapCTBEHHbIX MpPenapaTos, W BeAeHWe roCyAapCTBEHHOIO peecTpa npedesfbHbiX OTMYCKHbIX LeH
npo13BoguUTENIei Ha IeKapCTBEHHbIE NPEenapaThl, BKAOYEHHbIE B NEpeYeHb KU3HEHHO HEOBX0AMMbIX U
Ba*KHEWLMX IeKapCTBEHHbIX NPenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHWe MNPOEKTOB pPELIEeHU WUCNOAHUTENbHBIX OpPraHoB cybbeKToB PoccuiicKol
depepaunm o6 ycTaHOBAEHUM U (MAKU) U3MEHEHUM NpeAesibHbIX Pa3smMepoB ONTOBbIX HAAOaBOK U
npesenbHbIX PasMepoB PO3HUYHBbIX HaA0aBOK K (AKTUYECKMM OTMYCKHbIM LLEeHaM, YCTaHOBJ/IEHHbIM
NpPoOu3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB, HAa JIEKAPCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B
nepeyYeHb *KU3HEHHO HEOBXOAMMBIX M BaXKHEMNLLMX NEKAPCTBEHHbIX NPENAPaTOB;

(n. 9.1 BBegeH depepanbHbiMm 3akoHom oT 13.07.2015 N 241-d3; B pea. desepanbHOro 3akoHa ot
08.08.2024 N 232-93)

10) Bblgaya, yCTaHOBAEHWE MOPAAKA BblAAYM pPaspPelleHMA Ha BBO3 KOHKPETHOM napTuu
NeKapcTBeHHOro cpeactsa B Poccuiickyio Peaepaumio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOB/AEHWE NOPAAKA BblAauM 1 GOPMbl AOKYMEHTA, KOTOPbIM NMOATBEPIKAAET, UTO
NpPOM3BOACTBO J/IEKAPCTBEHHOrO Mpenapata AAf MeAMUMHCKOTO MPUMEHEeHUA OCYLLEeCTBAeHO B
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COOTBETCTBUM C TpebOBaHMAMM NpPaBUA HaALNEXKALLEeW MPOM3BOACTBEHHOM MNPAKTUKM WM  YTO
JIEKapCTBEHHDbIM MpenapaTt Aas BETEPUHAPHOro NpUMeHeHua adonyuweH K obpalleHuto B Poccuinckom
dPepepaumm, M NOANEKMUT NPeACTABAEHNIO NO TPEOOBAHMIO YNOTHOMOYEHHOFO OpPraHa CTPaHbl, B KOTOPYHO
BBO3WUTCA NEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa oOT
02.08.2019 N 297-93)

10.2) Bblgaya, yCTaHOBIEHME MOPAAKA BblAAYM U GOPMbl LOKYMEHTa, COAEPKALLEro CBeAEHUs O
CTaAMAX TEXHOJ/IOrMYECKOro npouecca NPOU3BOACTBA JIEKAPCTBEHHOrO CPeacTsa A/A MeAMLMHCKOro
NPUMEHEHMA, OCYLLLECTBAAEMbIX Ha TeppuTopun EBpa3mniickoro SKOHOMUYECKOro CO33;

(n. 10.2 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. ®enepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) cospaHuMe COBETOB MO BONPOCaM, CBA3AHHbIM C 0OpaLLeHMeM IEKAPCTBEHHbIX CPEACTB;
12) aTTrectauma u ceptudmKaLmsa CNeLmanmcTos;
13) ytpatun cuny ¢ 1 ceHTabpsa 2013 roga. - epepanbHblit 3akoH o1 02.07.2013 N 185-03;

14) ocywecTBneHne papmakoHaA30pa;
(n. 14 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyactue B MeKAyHapOL4HOM COTPYAHMUYECTBE;

16) nosyyeHne no 3anpocam yrnoJHOMOYEHHOro ¢peaepasibHOro opraHa UCMOAHUTENbHOMN BAacTu
OT UCNONHUTENbHbIX OpraHoB cybbeKToB Poccuiickoit Pepepauunm, a Takke oT cybbeKkToB obpalyeHus
NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NpuMeHeHus nHdopmaumm no BoNpPocam yCTaHOBAEHUA U
NPUMeHEeHMA LLeH Ha IeKapCTBeHHbIe Npenapatbl U Hagb6aBoOK K HUM;
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

17) npumeHeHMe mep OTBETCTBEHHOCTM 33 HapylleHMe 3aKoHogaTenbcTBa Poccuickol
depepauuy;

18) yTBepskaeHWe NpaBua HagnexKallen anTedyHon NPaKTUKKU, NPaBUA XPaHEHUA NeKapCTBEHHbIX
cpeAacTs;
(n. 18 B pen,. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

19) yctaHoBNeHWe nopAgKa GOPMUPOBAHUA PErUCTPALMOHHOIO [0Cbe Ha JIEKAPCTBEHHbIN
npenapar 10 BeTEPUHAPHOTO NPUMEHEHUA U TPebOoBaHWUIN K OKYMEHTAM B €ro COCTaBE;
(n. 19 BBepeH depepanbHbiM 3aKoHOM oOT 22.12.2014 N 429-93; B pen. PenepanbHOro 3akoHa oT
30.01.2024 N 1-93)

20) - 21) ytpatunu cuny. - PegepanbHbiii 3akoH ot 30.01.2024 N 1-93;
22) ytpatun cuny ¢ 1 mapTa 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

23) yTBEepKaeHUe TPeboBaHUM K MHCTPYKUUMU NO BETEPUHAPHOMY MPUMEHEHMUIO NEKAPCTBEHHbIX
npenaparos;
(n. 23 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

24) NpUHATUE pPeLIEHU, ABNAIOLLMXCA OCHOBAHMAMM AR BKAOYEHWUA AOMEHHbIX UMEH U (Man)
yKasaTtenen CTpaHuL, CaiToB B MHPOPMALIMOHHO-TENEKOMMYHUKALMOHHON ceTu "NHTepHeT", a TakxKe
CeTeBblX 3APECcoB B eAMHY0 aBTOMATM3UPOBAHHYIO MHPOPMALMOHHYIO cucTemy "EAMHBbIA peecTp
OOMEHHbIX MMEH, YyKasaTesiell CTpaHWL, CalToB B MHGOOPMALMOHHO-TEEKOMMYHUKALMOHHOM CeTu
"MHTepHeT" W ceTeBbIX agpecoB, MNO3BOAANOWMX MUAEHTUPUUMPOBATL CcaliTbl B MHOOPMALMOHHO-
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TeNeKOMMYHUKAUMOHHOW ceTh "UHTepHeT", cogepKawme MHGOPMALUIO, pacnpoCTPaHEHME KOTOPOW B
Poccuiickoit depepauum 3anpelweHo”, B OTHOWeEHUU MHPOpMaLMK, coAeprkallelr npeanoxeHue o
PO3HUYHOI TOProsse NeKAPCTBEHHbIMW Mpenapatamu, B TOM YuCAe AUCTAHLMOHHbIM crocobom,
PO3HWYHAA TOProBASA KOTOPbIMM OFpaHMYEHa WAM 3anpelieHa B COOTBETCTBUM C  HACTOALLUM
depepanbHbIM 3aKOHOM, U (MAK) MHbOPMaALMKM, coaepiKallel NpeaoKeHne 0 PO3HWYHOM Toprosse
NIeKapCTBEHHbIMM MpenapaTamn, B TOM YMCNe AUCTAaHLMOHHbIM CMOCOOOM, NNLAMU, HE UMEIOLWMMU
JIMLEH3MN U paspelleHnss Ha OCYLLECTB/IEHWE TaKOW AeATeNbHOCTU, €CAU MOJyYeHWe NUNLEH3UN U
pa3spelleHma NpesycMOTPEHO 3aKOHO4aTeNbCTBOM 06 06paLLeHMM NeKAPCTBEHHbIX CPeaCTB;

(n. 24 B pen. depepanvHoro 3akoHa ot 03.04.2020 N 105-3)

25) Bblaava paspellieHnin Ha BBOS, B rpaXKAaHCKUIi 060pOoT UMMYHOBMOIOrMUYECKUX 1EKAPCTBEHHbIX
npenapaTos.
(n. 25 BBeaeH deaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-d3)

26) perynmpoBaHMe BONPOCOB, CBA3aHHbIX C B3aMMO3aMeHAEMOCTbIO IEKaPCTBEHHbIX NpenapaTos
AN MeAUUMHCKOro NpUMEHeHMs.
(n. 26 BBegeH PepepanbHbim 3aKoHOM oT 19.10.2023 N 503-93)

Cratbsa 5.1. MNepepaya ocywecTBaeHUs NOJHOMOUYMA deaepanbHbIX OPraHOB UCNOJHUTE/NIbHOM
B/IaCTU NpU 0b6paLLeHUN NIeKAPCTBEHHbIX CPEACTB UCMOIHUMTEIbHbIM OopraHam cybbeKToB Poccuiickoi
depepauum

(8 peq. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

MonHomouus depepanbHbIX OPraHOB UCMOJHUTENBHOW BAACTM NpU 06paLleHUM NeKapCTBEHHbIX
CPeAacTs, NpPefyCMOTPeHHble HacToAawmMm ®denepanbHbIM  3aKOHOM, MOTYT NepepasaTbCs  AnA
OCYLLECTBNEHMA WCNOJIHUTE/IbHBIM OpraHam cybbekToB Poccuitickoi depepaumy NOCTaHOBAEHMAMM
MpasutenbctBa Poccuiickoii Peaepaumm B nopsagke, yctaHoBneHHoOM deaepanbHbiM 3akoHoM oT 21
aekabpa 2021 roga N 414-03 "0O6 0bwmx NpUHLMNAX OpraHM3auMmM Ny6aMYHON BNacTM B CybbeKTax
Poccuiickoin depepaumn’.

Cratba 6. MoAHOMOUMA MCNONHUTENbHbLIX OPraHoB cybbeKTa Poccuiicko dPepepaumm npwm
06paLeHnn NeKapCTBEHHbIX CPEACTB
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

K NoAHOMOYMAM MUCNONHUTENbHBIX OpraHoB cybbeKkTa Poccuitickoi deaepaumm npu obpalieHun
NEeKapCTBEHHbIX CPeACTB OTHOCATCA:
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) paspaboTka W peanusaums  pPernoHaNbHbiXx Nporpamm obecneyeHna  HaceneHus
NeKapCTBEHHbIMM Npenapatamu;

2) YCTaHOB/IEHUE NpeaebHbIX Pa3MepoB ONTOBbIX Ha[l,6aBOK M npeaesibHbiX padmepoB PO3HUYHbIX
Haﬂ,6aBOK K (I)aKTMLIECKMM OTNYCKHbIM U€HAaM, YCTAaHOBJIEHHbIM MNPOU3BOAUNTENAMU NEKAPCTBEHHbIX
npenapatos, Ha N1€KApPCTBEHHbIE MNpenapaTtbl, BK/AKOYEHHbIE B NepeyeHb XMU3HEHHO H606XO,CI,MMbIX n
BaXKHEMLLNX NNEKaPCTBEHHDbIX MPENApPaToBs,

3) ocylecTBNEHNE PErMOHANBHOIO FOCYAAPCTBEHHOINO KOHTPOASA 3a MPUMEHEHMEM UEeH Ha
NIeKapCTBEHHblE MpenapaTbl, BK/AIOYEHHble B MNEPeYEeHb KU3HEHHO HEOOXOAMMbBIX W  BaXKHEWMLWMX
NIeKAPCTBEHHbIX MNPEnapaTos, OpraHM3auMAMM ONTOBOM TOPrOBAW NEKAPCTBEHHLIMU CPEACTBaMMU,
anTeYHbIMW OpPraHU3aUUAMKM, UHOUBUAYANbHBIMU NPEANPUHUMATENAMMU, UMEOLWNMN NULLEH3IUD Ha
bapmaLLeBTUUECKYIO AEeATeNbHOCTb, MEAULMHCKMMWU OPraHU3aunamu, UMENLWMMN NIMLLEH3NI0 Ha
bapmaLEeBTUYECKYIO AEeATENbHOCTb, U UX 0BOCOBNEHHBIMW MOAPA3AENEHUAMM, PACMONONKEHHBIMU B
CeNbCKMX HAaCeNEeHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHu3aLmnuy;

(B pea. epepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, 01 27.12.2019 N 475-3, o1 08.08.2024 N 323-$3)
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4) npuHATME pelleHns 06 MCno/sb3oBaHMM Ha TeppuTopum cybbekTa Poccuiickon degepaumm
Hapagy C peuenTaMmyM Ha JeKapCTBEHHble npenapatbl, 0GOPMIEHHbIMU Ha OyMaxKHOM HocuTese,
peLLenToB Ha IeKapCTBEHHbIe NpenapaTbl, CGOPMUPOBAHHbIX B GOPME SNEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBepeH ®enepanbHbiM 3aKoHOM OT 29.07.2017 N 242-93)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
CraTtba 7. PazpaboTKa 1 usgaHue rocyaapcTBeHHOM GpapmaKkoneu, pasmeLyeHme AaHHbIX O Heil

1. Mop rocygapcTBeHHOW dapmaKkoneen MOHMMaEeTcA CBoA obWwmx dapmakonenHbiX cTaTten u
dapmaKonenHbIx cTaTeu.

2. Pa3pabotka obwmx dapmakonenHbix ctate M ¢dapmaKonelhHbix cTaTell, B TOM u4ucne
dbapmaKonelnHbix cTaTeld Ha d¢apmakoneiHble CcTaHAapTHble 06pasubl, M BKIOYEHWE WX B
rocyapcTBeHHy0 GapmaKoner OcylecTBAATCA B MOpAAKe, YCTaHOBNEHHOM YMNOAHOMOYEHHbIM
desepanbHbIM OPraHOM UCMNONHUTENIbHOM BNACTM.

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

3. Pa3spaboTKa papmakonenHomn cTaTbn Ha pedepeHTHbIN eKapCTBEHHbIN NpenapaT U BKAOYEHMe
ee B rocyZapcTBeHHyto dhapmaKkone B TeYeHWe CPoKa AEeNCTBMA 3alMTbl UCKAOYUTENBHOTO NpPaBa,
YA0CTOBEPEHHOIO NAaTEHTOM Ha pedepeHTHbI IeKaPCTBEHHbIN NpenapaT, OCYLLEeCcTBAATCA C COrnacus
ero pa3spaboTumka.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHasa ¢apmakonesa W34aeTcs  YNOJHOMOYEHHbIM  deaepasbHbIM  OpPraHom
NCMONIHUTENLHOM BNIACTM 3a cYeT cpeacTs denepasbHOro 6104KeTa U NoANEKUT NepensgaHnam He pexe
4yeM OAMH pa3 B NATb NET, B NMEPUOS MeXKAY KOTOPbIMU MU3LAI0TCA NMPUIONKEHUA K roCyAapCTBEHHOM
dapmaKonee, cogeprKawme obwue dapmakonenHble cTaTbM U (Man) dapmakonenHble CTaTby,
yTBEPKAEHHbIE MOC/e U3AaHMA UAW Nepen3aaHmns rocyapcTBeHHoN papmaKkonen.

5. YNonHOMOYEeHHbI ¢eaepanbHblit OpraH MCMOAHWUTENbHOM BAACTU pasmMellaeT AaHHble O
rocygapcTBeHHon dapmaKkonee 1 NPUNOKEHUAX K HEM Ha cBoeM oduLmManbHOM canTe B ceTh "UHTepHeT"
B YCTAaHOB/JIEHHOM MM MopAgKe.

Fnasa 4. TMUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALEBTUYECKOW AEATENBHOCTU, FOCYAAPCTBEHHbIN KOHTPO/Ib
(HAA30P) B CPEPE OBPALLEHMNA NEKAPCTBEHHbIX CPEACTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. J/lMueH3uMpoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTB U dapmaueBTUYECKON
AeATeNbHOCTU

1. JInueH3nposaHme NPomn3BOACTBA IEKAPCTBEHHbIX CPeacTs U d)apMaLI,EBTMHECKOﬁ 0eATeNbHOCTU
OCyLLEeCTBNAETCA B COOTBETCTBUU C 3aKOHOAATE/NTbCTBOM Poccuiickom dJep,epau,MM.

2. ObAzaTenbHbIM YCNOBMEM NPEAOCTaBAEHMA NMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABAAETCA NPUOKEHUE K 3aABNEHUIO COMCKATENA NNLEH3UN NEePEYHs IeKapCTBEHHbIX Gopm U
(van) Bupoe dapmaueBTUUECKMX CybBCTaHUMI, KOTOpble MNPOM3BOAMUTENb JIEKAPCTBEHHbLIX CPEeACTB
HamepeH NPOM3BOAMUTD.

3. B cnyyae HEOBXOAMMOCTM pacluMpeHUn NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
neKkapcTBeHHbIX Gopm M BUA0B PpapmaLL,eBTUUECKUX CyBCTaHLMIA NPON3BOANTEND NEKAPCTBEHHbIX CPEACTB
OO/MKEeH NoAaTh B NLEH3MPYIOWMA OpPraH 3asBJeHNe O BHECEHUU U3MEHEHWUI B PeecTp JIMLLEH3UIN Ha
NPOW3BOACTBO NEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHbix 3akoHoB 0T 02.08.2019 N 297-d3, o1 11.06.2021 N 170-D3)
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4. JInueHsnsa Ha NPoM3BOACTBO /IEKAaPCTBEHHbIX cpeacTB (papmaleBTUYecKkol cybectaHumm cnmupTa
3TMN0BOro (3TaHO/sA) BbIAAETCA MPU YC/IOBUWM HAIMUMSA Yy OPraHM3auMm Ha npaBe COBCTBEHHOCTH,
X03ANCTBEHHOIO BEAEHUA UM ONEPATUBHOTO YNPaB/IeHMUA OCHOBHOIO TEXHONOMMYeCcKoro obopynosaHmA
ONA NPOM3BOACTBA 3TWUJIOBOTO CMNMPTA, 3aPErMcTPMPOBAHHOIO B COOTBETCTBUM €O cTatben 14.1
dPepepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-®3 "O rocypapCTBEHHOM PeEryMpoBaHMMU
npoussoacTea M obopoTa 3TUAOBOrO CNKMPTA, AJKOFONbHOW U CIMPTOCOAEPIKALLEN MPoayKuun mn 06
orpaHmMyeHun notpebneHus (pacnuTma) ankorosibHOM NpoayKumm".

(4acTb 4 BBeAeHa PeaepanbHbim 3aKOHOM 0T 27.12.2019 N 481-93)

Cratba 8.1. 0Oco6eHHOCTM JIMLEH3UPOBAHUA NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeacTB
(bapmaueBTuUecKoii cybcTaHuumM cnupTa 3TMNO0BOrO (3TaHONA)

(sBegeHa dPepepanbHbiM 3aKOHOM OT 27.12.2019 N 481-03)

1. [eictBMe /MLEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX cpeacTs (dapmaueBTUYECcKOi
cybCcTaHuMM cnupTa 3TUAOBOrO (3TaHOMa) MPMOCTAHAB/MBAETCA B 4YacTM NpaBa Ha MPOM3BOACTBO
dapmaueBTMYeckon cybcTaHLMM CNMpTa STUAOBOrO (3TaHOMA) IMLLEH3UPYIOLMM OPraHOM B C/yyvasix,
onpeaeneHHblx ctatbelt 20 PegepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O AnueH3npoBaHMMU
OTAe/IbHbIX BUAOB AeATeNbHOCTM", a TaKKe Ha CPOK MPUOCTAHOBAEHWUSA AOENCTBMA JIMLEH3UU Ha
npou3BOACTBO 3STUI0BOrO CNMPTa A1 NPOU3BOACTBA PpapmMaL,eBTUYECKOM CyOCTaHL MU CNMPTa 3TUI0BOTO
(sTaHONa), BbIAAHHOMN B cooTBeTCTBUKN C PeaepanbHbIM 3aKOHOM OT 22 Hosabpa 1995 roaa N 171-903 "0
rocyfapCcTBEHHOM peryanpoBaHMM Npou3BoACTBa M obopoTa 3TUIOBOrO CNMPTa, asIKOroAbHOW U
cnupTocoaep allei NpoayKumum 1 06 orpaHuYeHun noTpebnaeHnsa (pacnuTma) anKkoroibHoM NpoayKuumn'.

2. [leicTBME AWUEH3MM HA MNPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (papmaueBTUyecKoi
cybCcTaHUMM cnupTa 3TUAOBOFO (3TaHOMA) B 4YacTM MNpaBa Ha NpOM3BOACTBO dapMaueBTUYECKOM
CcybCTaHUMM cnupTa 3TUMAOBOrO (3TAHOMA) NpPEKpaLLaeTca AULEH3UPYIOWMM OpPraHoM B Cay4asx,
onpeaeneHHblx ctatbelt 20 GegepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O AnueH3npoBaHMMU
OTAENbHbIX BUAOB AEATeNbHOCTM", a TaK¥Ke C AaTbl MPEeKpalWeHWa WUAM aHHYAUMPOBAHMA AeNcTBuA
JIMLEH3MN Ha NPOU3BOACTBO 3TMAOBOrO CNMPTA AN NPOM3BOACTBA dapmaleBTUYECKoM cybcTaHumu
cnupTa 3TUN0BOro (3TaHO/a), BblAAaHHOM B COOTBETCTBUM ¢ PeaepanbHbiM 3aKOHOM OT 22 Hoabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryampoBaHUM NPOU3BOACTBA M 06OpPOTa 3TMNIOBOrO CNUPTa,
aNKoroNIbHOM U chnuMpTocoAep:Kawen npoaykumMm M o6 orpaHuyeHun notpebneHus (pacnuTtus)
aNKoronbHOM NpoayKumn".

KoHcynbTaHTlAOC: NpyMmeyaHme.

Ct. 8.2 Ha Tepputopuax [oHeukon HapoaHol Pecnybnuku, flyraHckon HapogHoli Pecny6aunku,
3anopoXkcKoi obnactn, XepcoHckol obnactn npumeHaetca ¢ 01.09.2024 (3 ot 04.08.2023 N 428-
®3).

Cratba 8.2. OCO6EHHOCTU /IMLEH3UPOBaHUA GapMaLEBTUUYECKON [EeATeNbHOCTM B 4YacTu
OCYLLLECTB/IEHUA ONTOBOW TOProB/IN IEKAPCTBEHHbIMM CPeAcTBaMU

(eBepeHa depepanbHbiM 3akoHOM OT 04.08.2023 N 428-93)

1. Jencreue nnueHsum Ha GpapmaLLeBTUYECKYIO AeATEeNbHOCTb B YacTM OCYLLECTB/IEHMA ONTOBOM
TOProBAW  NIEKAPCTBEHHbIMW  CPeACTBAaMWM  ANA  MEeAUUMHCKOrO  MPUMEHEHMA  MnpeKkpalaerca
NINLUEH3MPYIOLWMM OpraHOM B Cay4YanXx, onpeaenieHHbIx ctatbent 20 PegepanbHOro 3akoHa ot 4 mana 2011
roga N 99-®3 "O nMuUeH3UMpOoBaHUW OTAENbHbIX BUAOB AeATeNbHOCTU", a TaKKe Mo peLleHUuro
JIMLLEH3MPYIOLLErO opraHa, MPMHATOMY B COOTBETCTBUM C HACTOALLEN YacTblo. B cnyyae BobiABAEHMA Npu
ocywectBneHnn deaepanbHOro rocyAapcTBEHHOrO KOHTponsa (Hagsopa) B chepe obpaleHus
NeKAPCTBEHHbIX CPeaCTB HapyLEeHMA opraHM3aLmMeit oNToOBOM TOProBAN NEKAPCTBEHHbLIMU CPeACTBAMM
TpeboBaHuit vacter 1 - 3 cratbu 53 HacToaAwero ®enepasbHOro 3aKoHa AeNCTBUE NULEH3MM Ha
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dapmaueBTUYECKY0 AeATeNbHOCTb B YacTU OCYLLECTB/IEHUA OMNTOBOM TOProBAW JIEKAPCTBEHHbIMMU
cpeAcTBamu A8 MeANUMHCKOro NPUMEHEeHMA NpMoCcTaHaB/IMBAETCS B Te4eHMe AecaTn pabounx aHen co
OHA BbIAB/IEHMA YKa3aHHOro HapylweHua. [eictemne AMueH3nm Ha dapmMmaueBTUYECKYo AeATe/IbHOCTb B
YacTU OCYLLECTB/IEHMA ONTOBOM TOPrOBAM NEKAPCTBEHHbIMM CpeAacTBamMM AN MeAULMHCKOro
NpPUMeHeHNs NPUOCTaHaB/IMBAETCA Ha CPOK, KOTOPbI onpeaenaeTcsa MLEH3UPYIOLMM OpraHOM (HO He
MeHee 4YeM Ha oAMH Mecsll), MO WUCTeYEeHUM KOTOPOro AenCTBME AaHHON NULEH3UM MNOANENKUT
NPeKpPaLLeHNIO Ha OCHOBAHWM PeLUEHUNA NLEH3NPYIOLLErO OpraHa, 38 UCKIOYEHUEM CyYasn, YKa3aHHOro
B YacTu 2 HacTosLel cTaTby.

2. [lelicTBME NMLEH3MN HA dapMaLEBTUYECKYO AEeATENbHOCTb B YAaCTU OCYLLECTBAEHUA OMNTOBOW
TOProBAN /IEKAPCTBEHHbIMW CPeACTBaMM AN MEAUUMHCKOrO MNPUMEHEHMUA, LEUCTBME KOTOPOM
NPUOCTAaHOB/IEHO B COOTBETCTBUM C YaCTbio 1 HACTOSALLEN CTAaTbW, NOANENKMUT BO3OOHOB/IEHUIO B Cay4ae,
ec/n B nepuog NpMoCcTaHOBAEHWNS AEUCTBMA OAHHON NNLEH3UM B pamKax gocyaebHoro ob6ykanosaHuA
peleHne KOHTPOJIbHOTO (Hag30pHOro) opraHa B YacTu BbiABNEHHOTO HapyLeHuWs TpeboBaHuii YacTeit 1 -
3 ctatbyu 53 HacToAwero PenepanbHOro 3aKOHA OTMEHEHO. B yKasaHHOM ciyyae AelcTBme NNLEH3UN Ha
bapMaLeBTUYECKYIO AeATeNbHOCTb B YacTM OCYLLECTB/EHWS OMNTOBON TOProB/AM NEKAPCTBEHHbLIMM
CcpencTBamm 4na MeguLMHCKOro NpMmMmeHeHns BO306HOBAAETCA He No3aHee 04HOro paboyero gHA Co AHA
OTMEHbI PeLLeHUA KOHTPOJIbHOTO (HaA30PHOTO) opraHa.

CraTbAa 9. locyAapCcTBEHHDI KOHTPOb (Hag3op) B chepe 06paLLeHUs NeKapCTBEHHbIX CpeacTB
(8 peq. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyfZapCTBEHHbIM KOHTpPO/Ab (Hag3op) B cdepe o0bOpaLLEHUs JIeKAPCTBEHHbIX CpeacTs
OCYLLEeCTBASETCA NocpeacTBoM ¢enepanbHOro rocyfapCTBEHHOrO KOHTposA (Haasopa) B cdepe
obpalleHnn NleKapcTBEHHbIX CPeacTB U denepasnbHOro rocyAapcTBEHHOrO JIMLEH3MOHHOMO KOHTPO/IA
AeATeNbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX peaepanbHbIMU OpraHamm
NCMONHUTENLHOM BNACTH, YNOJHOMOYEHHbIMK MpaBuTenbcTBom Poccuiickon ®eaepauun.

2. Mpegmetom deaepasbHOro rocyfapcTBEHHOIO KOHTpo/A (Haa3opa) B chepe obpaiwieHus
NNeKapCTBEHHbIX CPEACTB ABNAIOTCA:

1) cobntopeHne obssatenbHbix TpeboBaHU B chepe obpalleHns NeKapCTBEHHbIX CPeACTB, B TOM
yucne:

a) TpeboBaHWN K [OKJAMHMYECKMM WCCNEAO0BAHUAM JIEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM
NCCNeA0BaHMAM JIEKAPCTBEHHbIX MPEnapaToB, W3roTOBNEHMIO, XPaHEHMWIO, MNepeBO3Ke, BBO3Y B
Poccuiickyto ®degepaumio, OTNYCKY, peanusaumu, nepegade, MNPOAANKe JIEKAPCTBEHHbIX CPeACTs,
NPUMEHEHWNIO NIEKAPCTBEHHbIX MPENapaToB, YHWUUTOKEHWUIO /IeKAapPCTBEHHbIX CPEeACTB, YCTAHOBAEHWUIO
NpPOM3BOAUTENAMM NIEKAPCTBEHHbIX MPEnapaToB LEeH Ha NeKapCTBEHHbIE MNpenapaTtbl, BKAOYEHHblE B
nepeyeHb *KMU3HEHHO HEOBXOAMMbIX U BarKHEMLWWNX IeKaPCTBEHHbIX NPenapaTos;

6) TpeboBaHUI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPEACTB, HaXoAAlWMXcA B 0b6palleHuw,
noKasaTensm Kauyectsa, 3pPpeKTUBHOCTM M 6€30NacHOCTH, YCTAaHOBNEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHuUI K cobnogeHno cybbekTamm obpalleHUs NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B
yactn 1 ctaTbn 67.1 HacToAwero PegepanbHOro 3aKoHa, orpaHMYeHMin, Hanaraemblx cTatbammn 67.1n 67.2
HacToAawero PeaepanbHOro 3aKOHa;

2) cobnogeHWe  AWUEH3MOHHbIX TpeboBaHMIM K  ocywecTsneHuo  dapmaleBTUYecKomn
AeATeNbHOCTH;

3) cobntogeHme TpeboBaHUI K NpeaocTaBieHnio cybbekTammn obpalleHma NeKapcTBEHHbIX CPeacTs
MHPOPMALMN O NEKAPCTBEHHbIX CPeACTBax M (MAKM) NeKapCTBEHHbIX NpenapaTax, NpeaycMOTPEeHHOM
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ctatbaMmu 9.1, 52.1, 52.2 n 64 HacTtoawero PenepanbHOro 3aKoHa;
(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2026 n. 4 u. 2 cT. 9 yTpaumsaeT cuay (43 ot 20.10.2022 N 405-P3).

4) cobnoaeHne NpeayCMOTPEHHbIX cTaTben 55.1 HacToswero denepanbHOro 3aKoHa TpeboBaHuiA
K MpOBeAEeHUI0 SKCNEPMMEHTA MO OCYLLECTB/IEHUIO PO3HUYHOM TOProB/M IEKAPCTBEHHBIMKW NpenapaTamm
AN MeAMLMHCKOrO MNPUMEHEHUS, OTNYCKaeMbIMM MO PeLenTy Ha JIeKapCTBEHHbIM npenapar,
AWNCTaHUMOHHbIM criocobom.
(n. 4 BBepeH depepanbHbim 3aKoHOM 0T 20.10.2022 N 405-03)

2.1. B uenax obecneyeHWa rocyAapCTBEHHOro KOHTpons (Haz3opa) B cdhepe obpalieHUA
NleKapCcTBEHHbIX cpeacts  ¢denepanbHbli  OpraH  MUCMNOAHUTENBHOW  BAACTW,  OCYLLECTBAAOLIMIA
rocyZapCTBEHHYIO PErMCTPALIMIO JIeKapCTBEHHbIX NpenapaTos, npegocTasaseT denepasbHOMYy OpraHy
WCMO/IHUTENBHON BAAcTH, oOcylwecTBaAowemMy JyHKUMM MO KOHTPOAO W Hagsopy B cdepe
3paBOOXPAHEHMS, MO ero 3anpocy B paMmKax MeXXBeLoMCTBEHHOTO MHGOPMaLMOHHOIO B3aMMOLENCTBUSA
B NOpPALKe, YCTAaHOBNEHHOM YKa3aHHbIMW deaepanbHbIMW OpraHaMm WCMOAHUTE/IbHON BAacTH,
cnepyowme cBefeHUA O IeKAPCTBEHHbIX CPeAcTBax, B TOM YUcie B C/yyae, ecv Takue cBefeHuA
COCTaB/IAOT KOMMEPYECKYHO TalHY:

1) cBeageHus o hapmaLeBTMYECKON cybcTaHumu:

a) HaumeHoBaHMe dapmaLeBTUYECKOM cybCcTaHLMM, ee CTPYKTYpa, obLumne CBOMCTBA;
6) HauMeHOBaHWe ¥ afpec NPOU3BOANTENS;

B) CBOWCTBA U CTPYKTYpPa AENCTBYIOWMX BELLECTB;

r) XapaKTepucTuKa npumecen;

4) cneumomrKaumsa Ha papmaLeBTMYECKYHO CybCTaHLMIO M ee 060CHOBaHME;

e) aHanuMTUYecKne MeTOAMKW, MWCMNONb3yeMble MPU  OCYLLECTBNEHWM KOHTPOAA KayecTsa
dbapmaLeBTMYECKOM CybCcTaHUMW;

) pesynbTaTbl aHaINM30B cepuii bapmaL,eBTMUYECKoM cybcTaHumu;

3) NnepeyeHb CTaHAAPTHbLIX 06Pa3LLOB UK BELLECTB, MCMO/b3YEeMbIX MPU OCYLLECTBEHUN KOHTPONA
KayecTBa papmaLeBTUYECKOW cybCcTaHumu;

1) ONUCaAHWE XapPaKTEPUCTMK M CBOMCTB YNAaKOBOYHbIX MaTEPMA/IOB M YKYNOPOUHbIX CPEACTB;
K) AaHHble 0 CTabUNbHOCTN papMaLEBTUYECKOW CybCTaHUNM;

N) CPOK rogHOCTYH;

2) cBeAEHMA 0 NEeKapCTBEHHOM npenapare 418 MeAMLMHCKOro MPUMEHEHNA:

a) onuncaHme 1 CoCTaB JIeKapCTBEHHOrO Npenaparta g8 MeAULMHCKOrO MPUMEHEHNS;

6) onucaHune dapmaueBTMYEcKo pa3paboTkn (obocHoBaHWe BblI6Opa coCTaBa, MNEPBUYHOM
YNaKoBKK);

B) HanmeHoBaHWE N aapec MecCTa OCyLecTBa1eHNA NPON3BOACTBA IEKAPCTBEHHOIO NpenapaTta AnAa
MegnunHCKoro npmmeHeHuA (B cnyyvyae HanamymAa HeCKOJIbKMX YYaCTHUKOB MpoLlecCa npon3soacTBa
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HeobxoAMMO yKaszaTb HaMMEHOBaHME N aApec Kaxa0ro U3 HuX);
r) MMKPOBMOIOrMYECKME XapaKTEPUCTUKY;
[) onucaHmne xapaKTePUCTMK M CBOMCTB YNaKOBOYHbIX MaTepManoB U YKYNOPOUHbIX CPeACTB;
e) TpeboBaHMA K KauecTBy BCMOMOraTe/IbHbIX BELLECTB;

X) aHaNUTUYEeCKMe MEeTOAMKM, WCMONAb3yeMble MPU  OCYLLECTBAIEHUMM KOHTPOAA KayecTsa
BCMOMOraTe/IbHbIX BELLECTB;

3) ceBeaeHunA 06 MCnonb30BaHMM BCMOMOraTe/IbHbIX BelwecTts 4esioBe4yeCKkoro u XMBOTHOTO
NPOUCXOXAEHUA;

VI) ceBeaeHunA 06 MCN0/Ib30BAHWUM HOBbIX BCMNOMOTATE/IbHbIX BeLlecTs,

K) TpeboBaHMA K KayecTBy JIEKAPCTBEHHOro Mpenapata Ans MeAULMHCKOTO MNpPUMEHEHUs
(cepTdmKaT, cneunduKaL s Ha NEKAPCTBEHHbIM NPenapaT U ux obocHoBaHue);

}'I) dHaInTn4eCckme MeToguKkuy, ucnosbdyemble nNpu  OCywecCTtBNIEHUM KOHTPO/sIA Ka4decCTBa
NEeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMmeHeHnA,;

M) pe3ynbTaTbl aHA/IM30B CePUiA JIEKAPCTBEHHOr0 NpenapaTta 411 MeAULMHCKOro NPUMeHeHUs;
H) XapaKTepUCTUKa NpuMmecel;

O) nepedyeHb CTaHOAPTHbIX O6pa3LI,OB, ncnosb3yembiX NMpn OCyuweCTBIEHNN KOHTPOIA KayecCTBa
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMmeHeHnA,;

n) AaHHble 0 CTabUbHOCTM IeKapCTBEHHOIO NpenapaTa A8 MeANUMHCKOTO NPpUMEHEeHUs;
3) oTYeTbl 0 AOKNNHUYECKMX UCCIe0BaAHMSAX;

4) oTYeTbl 0 KAMHUYECKUX UCCNEL0BAHUAX;

5) macTtep-daitn cuctembl papmakoHan30pa;

6) NnaH ynpaBneHns pUcCKamm.
(4acTb 2.1 BBeaeHa ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

3. MNpu ocywectBneHnn denepanbHOro rocyaapcTBEHHOrO KOHTpona (Haasopa) B cdepe
06palleHna NeKapCTBEHHbIX CPeACTB MNPOBOAATCA caeaylolme BUAbl KOHTPOJIbHbLIX (HaA30pHbIX)
MEepPOonpUATUIA:

1) poKyMeHTapHanA NPOBEPKa;

2) Bble3gHanA NPOoBEpPKa;

3) BbIGOPOYHbIN KOHTPOJIb KAYecTBa;
4) KOHTPONbHAA 3aKynNKa;

5) MHCNEKLUMOHHBI BU3HUT;

6) HabnogeHne 3a cobnogeHnem o6A3aTeNbHbIX TpeboBaHUM (MOHUTOPUHT 6He3onmacHoCTK)
(dapmakoHagzop).

4, OpraHusaums 1 ocyuiecteneHune peaepanbHOro rocyAapcTBEHHOrO KOHTpoAA (Hagsopa) B chepe
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obpalleHma NeKkapCcTBEHHbIX CPeacTs peryampytotca PepepanbHbim 3akoHoM oT 31 uiona 2020 roga N
248-®3 "O rocygapcTBEHHOM KOHTpoae (Haza3ope) M MYHUMUMNANbHOM KOHTpoae B Poccuiickol
depepauun.

5. BHennaHoBbI BbIOOPOYHbLIA KOHTPOJ/Ib KayecTBa MPOBOAMTCA B TOM 4YMC/e HA OCHOBAHWUMU
NporpamMmmbl NPOBEPOK.

6. MN1aHOBbIM BbIDOPOUHbI KOHTPOIb KAYeCTBa He NPOBOAUTCA.

7. Mo pesynbTatam denepanbHOro rocyaapcTBEHHOro KOHTpoAns (Haasopa) B chepe obpalueHus
NIEeKapCTBEHHbIX CPEACTB HapA4y C peleHusmu, npeaycmMoTpeHHbiMM PeaepanbHbiM 3aKoHOM oT 31
uiona 2020 roaa N 248-d3 "O rocynapCTBEHHOM KOHTpoJie (Haa3ope) U MyHULMMNAAbHOM KOHTpOAE B
Poccuiickon ®epepauunmn”, degepanbHbiMM OpraHamMm UCNONHUTENIbHOM BNACTU, YNOJHOMOYEHHbIMW Ha
ocywectsneHne deaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B coepe obpaleHus
JIeKapCTBEHHbIX CPEACTB, MPUHMUMAIOTCA Ceaytolme peweHus:

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) o panbHelwem rpaxkaaHcKom obopoTe cepuu, NapTUM COOTBETCTBYIOLLErO JIEKapCTBEHHOMO
CpeacTBa B C/lyyYae NOATBEPKAEHMA NO pe3ynbTaTaM NPOBeLEeHHbIX UCMbITAaHMIA COOTBETCTBUA KayecTBa
NIeKapCTBEHHOrO CPeACTBA YCTaHOB/IEHHbIM TPEOOBaHMAM;

2) 06 M3bLATUKN U3 rpa*xKa4aHCKoro o6op0Ta cepun, NnapTnmm COOTBETCTBYHOLLEINO /1IEKAPCTBEHHOIO
cpeacrea B C/y4ae BbiAB/IEHMA NO Pe3ysibTaTaM NpoBeaeHHbIX WCNbITAHUN HECOOTBETCTBUA KayecTsa
NNeKapCTBEHHOrIO Cpeacrea YCTAaHOB/IEHHbIM TPE6OBaHWr'IN\,'

3) 0 nepeBoAe NEKAPCTBEHHOrO CPeACTBA Ha MOCEPUIHbIA BbIOOPOYHbIA KOHTPO/Ib KayecTsa
NNeKapCTBEHHbIX CPEACTB B C/ly4yae NMOBTOPHOrO BbiAB/AEHUS HECOOTBETCTBMSA KayecTBa JIeKapCTBEHHOro
CpencTBa yCTaHOB/EHHbIM TpeboBaHMAM U (NpM HEOBXOAMMOCTN) O NPOBEPKe CybbeKTa obpalyeHus
NNeKapCTBEHHbIX CPeacTB. Pacxobl, CBA3aHHbIE C NPOBeAeHNEM NOCEePUIHOIO BbIBOPOYHOrO KOHTPOAS,
OMN/IaYMBAlOTCA NPOU3BOAMTENEM JIEKAPCTBEHHOIO CpeacTsa AMbBO aep:kaTesieM WAW BAage/bLem
PEerncTPaunoHHOro yA0CTOBEPEHUA IEKAaPCTBEHHOTO Npenapara.

4) O CHATMM NIEKAPCTBEHHOIO CPEeACTBA C MNOCEPUIAHOrO BbIBOPOYHOrO KOHTPOAA KayecTBa
NEKapCTBEHHbIX CPEACTB HA OCHOBAHWWM TMOJIOKMTE/IbHbIX 3KCMEPTHbIX 3aKAYEHWUN, BblAaHHbIX
denepanbHbIM roCyAapCTBEHHbIM OHOAMETHBIM YYpEXKAEHMEM, NOABESOMCTBEHHbIM deaepasbHOMY
OpraHy WCMOJHWUTE/IbHOM BNACTW, OCylLecTBAAOWEMY (YHKLMUM NO KOHTPOAO M Hag3opy B cohepe
34,paBOOXpPaHeHNA, U dpeaepanbHOMY OpraHy UCMONHUTENBHOM BNACTM, OCyLLECTBAAOWEMY GYHKUMM
Mo KOHTPO/ItO U HaA30py B chepe obpalleHNA NeKapCTBEHHbIX CPeACTB 15 BETEPUHAPHOIO NPUMEHEHUA,
Ha OCHOBaHMW NPOTOKOJ/IA UCMbITAHUA NEKAPCTBEHHOIO CPeACTBA, NPOBEAEHHbIX NO BCEM MOKA3aTeNam
YTBEPKAEHHOW HOPMATUBHOW AOKYMEHTaUUW (HOPMATMBHOFO AOKYMEHTA) B OTHOLEHWUWN TPEX Cepui
JIeKapCTBEHHOrO CPeacTBa.

(n. 4 BBepeH ®egepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-$3)

8. ®epepanbHbIi rOCYyAapCTBEHHbIM IMLLEH3MOHHBIA KOHTPONb AeATEe/IbHOCTU MO NpPOoM3BOACTBY
NIEeKAPCTBEHHbIX CPEeACTB  OCYLECTB/AAETCA B COOTBETCTBMM C 3aKOHOZATEeNbCTBOM Poccuiickoi
depepaunm.

Cratba 9.1. Mporpamma nposBepoK

(eBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. B uenax opraHunsaumm BbIBOPOYHOro KOHTPOIA KauecTBa JIeKapCTBEHHbIX cpeacTs dopmupyeTca
nporpamma npoBepoK.

2. Ana uenei peannsaumm nporpammbl NPOBEPOK MPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB U
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OpraHu3aumun, OCyLLeCTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeact8 B Poccuiickytio  Pepepaumtio,
npeaocTaBAlOT B  OTHOLIEHMM IEKAPCTBEHHbIX CPeacTB ANA  MEeAULMHCKOro MPUMEHeHUa B
YNONHOMOYEHHbIN deaepanbHbli OpraH WCNOJHUTENbHON BAAcTU, OCyWecTBAAWmMA GYHKUUM Mo
KOHTPOMIO M Haa3opy B cdepe 34paBOOXPaHEHUs, B OTHOLIEHWUM JIeKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO MPUMEHEHUA B YMNOJIHOMOYEHHbIN deaepanbHblii opraH WCNONHUTENIbHOW BAACTU,
OCYLLECTBAAWMNI PYHKLMN MO KOHTPOJIIO U Haa3opy B chepe obpalleHUs IeKapCTBEHHbIX CPeacTB A
BETEPMHAPHOIO NMPUMEHEHUA, CBEAEHUA O Cepuax, NapTUAX NEKAPCTBEHHbIX CPeACTB, NOCTyNawLWmuX B
rpakgaHckuii obopoTt B Poccuiickoit ®epgepaummn, B nopafke, coctaBe U obbeme, YCTaHOBJIEHHbIX
yKasaHHbIMK degepanbHbIMM OpraHaMu UCNOJIHUTEIbHOM BAACTM B OTHOLLEHMWM IEKAPCTBEHHbIX CPeACTB
ANA MeAMUMHCKOTO MPUMEHEHUA W B OTHOLIEHWM JIeKAPCTBEHHbIX CPeAcTB A/ BeTepUHAPHOro
NPUMEHEHWNA COOTBETCTBEHHO.

3. MNporpamma npoBepok GOpMUPYETCA Ha KaNeHZapHbii rog B cpok go 30 pekabps roga,
npeaLecTBYIOLWEro ro4y NnpoBeaeHUs BbIDOPOYHOrO KOHTPOASA.

4. B cnyyae HacTynaeHma cobbITUi, yKa3aHHbIX B noAanyHKTax "6" u "8" nyHKTa 2 4acTu 6 HacTosLwen
cTaTby, desepasbHbIM OPraHOM UCNOJHUTENbHOW BIACTU, OCYLLECTBAAIOWMM GYHKLMMU NO KOHTPOAIO U
Hap3opy B coepe 34paBooxpaHeHusa, denepanbHbIM  OPraHOM  UCMONHUTE/NIbHOM  BAACTH,
OCYLLECTBAAOLWMM GYHKLMKN MO KOHTPOAIO U Haa30py B chepe obpallleHNA NeKapCTBEHHbIX CPeACTB ANA
BETEPUHAPHOIO NPUMEHEHUA, NpU HeobXOAUMOCTM BHOCATCA COOTBETCTBYIOWME W3MEHEHUA B
nporpammy NpoBEpPOK.

5. B nporpammy NpoBEPOK MOTYT BKNKOUYATLCA MEPONPUATUA C y4ETOM HapyLIEHW, BbISBIEHHbIX B
pPaMKax KOHTPOJIbHbIX (HaZA30PHbIX) MEPONPUATUI 3a NPeabIAYLLIMIA KaneHAaPHbIN roa,

6. Nporpamma NpPoBEpPOK COAEPKUT:

1) nepeyeHb NEeKapCTBEHHbIX CPeacTs, 0T6op 06pasLoB KOTOPbIX BYAET OCYLLECTBAATLCA B paMKax
BbIOOPOYHOTO KOHTPO/IA, GOPMUPYEMBIN C YY4ETOM PE3y/IbTaTOB roCcyAapCTBEHHOTO KOHTPOAA (Haa30pa)
B cpepe 0bpalLleHNn NeKapCTBEHHbIX CPeACTB 3a KaNeH4apHbIN rog, NpeLwecTsyoLWml rogy NnposeaeHus
BbI6OPOYHOrO KOHTPONS;

2) YKa3aHue Ha CO6bITMe, HacTynjieHne KOTOpOoro ABAAETCA OCHOBaHMEM ONA OCyWweCTBEHUA
Bbl60p0‘-IHOI'O KOHTPOAA:

a) nonyyeHue cBeAeHUI, NpeacTaBAsemMbiX B CocTaBe M ob6beme, YCTaHOBAEHHbIX deaepasbHbim
OpPraHOM WCMOJIHUTE/NIbHOW BNACTW, OCYLLECTBAAIOLWMM GYHKLUMM MO KOHTPOO M Hagsopy B cdepe
34paBOOXpPaHeHUs, dpesepanbHbiM OPraHOM MCMOAHUTENBHOM BAACTW, OCYLLECTBAAIOWMM GYHKLMU NO
KOHTPOJIIO M HaZ30py B chepe obpalleHNs 1eKapCTBEHHbIX CPeacTB A4/1A BETEPUHAPHOrO MPUMEHEHNS, O
cepusx, MapTUAX JIeKapCTBEHHbIX CPEeACTB, MOCTYMNaloWMX B rPakAaHCKUA 06opoT B Poccuitckol
depepaumm, YKasaHHbIX B MyHKTe 1 HacToAWwel 4acTu, OpraHuM3auMAmMM, OCYLLECTBAAIOLMMM
NPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB B Poccuiickoint Pesepaummn M BBO3 /IeKAapPCTBEHHbIX CPeACTB B
Poccuiickyto Pegepaumio, 33 UCKAOYEHMEM CEPUIA MW NAPTUIA IEKAPCTBEHHbIX NPENapaToB, YKa3aHHbIX
B YacTi 4 ctatbM 52.1 M yacTn 6 cTatbm 52.2 HacToAwero PeaepanbHOro 3aKoHa;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6) nonyyeHre nocTynatoLlei B NopagKe, YyCTaHOBEHHOM cTaTben 64 HacToawero PeaepanbHoro
3aKOHa, MHPOPMALMM O MOBOYHbIX AENCTBUAX, HEXKENATE/bHbIX PEAKUMAX, CEPbE3HbIX HeXenaTesbHbIX
peakumax, HenpeaBUAEHHbIX HEXKeNaTebHbIX PeakUMaxX Npu NPUMEHEHUW eKapCTBEHHbIX NPenapaTos,
06 MHAMBMAYANbHON HENepeHOCMMOCTU, OTCYTCTBUM 3PPEKTUBHOCTM NEKAPCTBEHHbLIX MpenapaTtos, a
TaKXe 06 MHbIX PpaKTax M 0bCcToATeNbCTBAX, NPEACTABAAIOWMX YrPO3Yy KMU3HU UAN 340POBbLIO YenoBeKa
NGO KMBOTHOTO NPW MPUMEHEHUU NIEKAPCTBEHHbIX MPEnapaToB M BbIABAEHHbIX Ha BCeX 3Tanax
obpalleHna NeKapcTBeHHbIX NpenapaTtos B Poccuiickoit Pegepaumm u 4pyrux rocyaapcreax;

B) nonyyeHune B cooTBeTCcTBUM ¢ PeaepanbHbiM 3akoHOM oT 31 uionsa 2020 roga N 248-d3 "O
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rocyaapcTBeHHOM KOHTpo/se (Hagsope) M MyHMUMNANbHOM KoOHTpone B Poccuitckoii depepaumn”
CBEAEHUN O NMPUYMHEHUM Bpeda MaM 06 yrpose NPUUYMHEHUA BPEeAa KU3HW, 340POBbIO rpaxKaaH Uau
YKUBOTHbIX.

Cratba 9.2. locypapcTBeHHbIi KOHTponb (Hag3op) 3a peanusaumeid UCNOSIHUTENbHbIMU
opraHamu cyb6bektoB Poccuiickon ®Pegepauun nonHomouuit B chepe obpalieHUA NeKapCTBeHHbIX
CpeacTB ANA MeAULIMHCKOTO NPUMEeHeHUs
(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. focypapcTBEHHbIM KOHTPObL (HaA30p) 33 peanusaumeli UICNONHUTEIbHBIMUW OpraHamu CybbeKToB
Poccuiickoin depepaumm nonHOMo4YM B chepe obpalLeHMA eKapCTBEHHbIX CPeACTB A1 MeAULMHCKOro
NPUMEHEHUNA OCYLLECTBASETCA YNONHOMOYEHHbIM MpaBuTenbctBom Poccuiickoli deagepaumm opraHom
WCMOJIHUTE/IbHOW BNacCTM.

(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. MNpeameTom rocyfapCTBEHHOrO KOHTpoAna (Hazsopa) 3a peanvsaumein WCNONHUTENbHbIMU
opraHamu cybbeKktoB Poccuiickont depepaumm nonHOMoOYM B chepe obpalLeHUa eKapCTBEHHbIX
CPeacTs AnA  MeAMUMHCKOrO  NMPUMEHeHUs  ABAAeTcA  cobofjeHue  YyNONHOMOYEHHbIMM
NCMONIHUTENbHBIMW OpraHamu cybbekTos Poccuiickont degepaumm MeToAMKM YCTaHOBAEHWA NPeaebHbIX
pa3mepoB ONTOBbIX HaAGaBOK W MNpefesibHbIX Pa3sMepPoB PO3HWMYHbLIX HagbaBOK K (aKTUYECKUM
OTNYCKHbIM LLeHaM, YCTaHOB/IEHHbIM NPOU3BOAMUTENAMM IEKaPCTBEHHbIX MPENapaToB, Ha IEKAaPCTBEHHbIE
npenapaTtbl, BKAKOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOAMMbLIX WM BaKHEMLWMUX JIeKAPCTBEHHbIX
npenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

3. MNpu OCyLecTBNEHUU TOCYAAPCTBEHHOIO  KOHTpoANA (Hags3opa) 3a  peanusaumen
WUCNONIHUTENIbHBIMM OpraHammn cybbekToB Poccuitckolt ®egepaunmn nonHomoumin B chepe obpalueHun
NNeKapCTBEHHbIX CPEACTB A1 MeAMULMHCKOTo NPUMEHEHMA NPOBOAATCA CeAyoLLMe BUAbI MePONpPUATUIA:
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) AOKYMEHTapHbIe NPOBEPKMY;
2) Bble3gHble NPOBEPKM.

4, OpraHusaums M OcCyllecTB/eHMe roCyfapCTBEHHOro KOHTponsA (Haz3opa) 3a peanusauument
NCMONHUTENbHBIMW OpraHaMu cybbekToB Poccuiickoit Peasepaumm nonHomounii B coepe obpalleHus
NEeKapCTBEHHbIX CPeACTB ANA MEAULMHCKOrO NpMMeHeHUa peryanpytotca deaepanbHbiM 3aKOHOM OT 21
nekabpa 2021 roga N 414-d3 "0O6 obwux NpuHLMNAX opraHM3auMmM NybAMYHON BNacTM B CybbeKTax
Poccuiickoit deapepaumn’.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

5. MonosKeHne o rocyaapCcTBEHHOM KOHTposae (Hag3ope) 3a peanvsaumein UCMOAHUTENbHbIMM
opraHamu cybbekToB Poccuiickoii Pegepaumy NOAHOMOUMI B chepe obpalleHUA eKapcTBEHHbIX
CPeacTB ANAa MeAMLMHCKOrO MPMMEHEeHUA yTBepKaaeTca MpaButenbcTBom Poccuiickoit depepaumu.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 9.3. PerMoHanbHblii rocypapcTBeHHbl KOHTPOAb (Hag3op) 3a NnpumeHeHUEM LEeH Ha
NeKapCTBeHHble NpenapaTtbl, BKAKOYEHHble B NepeyeHb XM3HEHHO Heo6X0AUMBIX U Ba)KHeMULMX
NleKapCTBeHHbIX NpenapaTos

(sBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. PernoHanbHbI rocyAapCTBEHHbIA KOHTPO/b (HaA30p) 338 NPUMEHEHNEM LLEH HA SIEKAPCTBEHHbIe
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npenapaTtbl, BK/OYEHHbIE B MNEpeyeHb MMU3HEHHO HEOBXOAUMBIX W BAXKHEWMWMX JNEKAPCTBEHHbIX
npenapaToB, OCYLWECTBASETCA WCNONHUTE/IbHbIM OpraHom cybbekta Poccuitckon depepaunu,
YNONHOMOYEHHbIM BbICLLUMM UCMOAHUTENbHBIM OPraHOM Ccy6beKTa Poccuitckoin ®epepaumu.

(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

2. NpeameTom pernoHanbHOro rocygapCcTBEHHOro KOHTPOA (Haa30pa) 3a MPUMMEHEHMEM LEeH Ha
JleKapCTBEHHble MpenapaTbl, BK/AOYEHHble B MNEpeyYeHb MKU3HEHHO HEeobXOAMMbBIX U  BaKHEWL WX
JIeKapCTBEHHbIX  MpenapaToB, ABAsAeTca  cobsogeHue  opraHM3auMamMyM  ONTOBOW  TOProB/U
NIeKapCTBEHHbIMW CPEACTBAMM, aNTEYHbIMU OPraHM3aLUMAMM, UHAMBUAYAbHBIMU NPEANPUHUMATENAMM,
UMEWNMN  JINLEH3MUI0O Ha GapMaLLeBTUYECKYI0 [eATe/NbHOCTb, MEAWMUMHCKMMMK OpraHM3aLmamMM,
UMEOLMMU NNLEH3MI0 Ha papMaL,eBTUYECKYIO AeATeNbHOCTb, U UX 060C0b1eHHbIMM NOAPa3AeNEHUAMM,
PacnoioXKeHHbIMU B CE/IbCKUX HaCeNEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHM3auuu,
npwu peanusaumn IeKapCTBEHHbIX NpPenapaTtoB TPeboBaHUN K NPUMEHEHUIO LIEH, YPOBEHb KOTOPbLIX He
OO/KEH npeBblwaTtb CymmMy aKTUYEeCKOM OTMYCKHON LeHbl, YCTAaHOBAEHHOM Npou3BOAUTENEM
JIeKapCTBEHHbIX NPENAapaToB, M KOTOPble HE MPEBbILAOT 3aPErMCTPMPOBAHHbIX NpPeae/ibHbIX OTMYCKHbIX
LUEeH, U pa3smMepoB ONTOBbIX HaAbaBOK U (MAK) pa3smepoB PO3HUYHBLIX HaAOaBOK, HE MPEeBbIWAOWUX
COOTBETCTBEHHO Pa3MepoB Npeae/bHbIX ONTOBbIX HaA6aBOK U (M) pa3mepoB Npeae/bHbIX PO3HUYHbIX
Haf0aBOK, YCTAHOB/IEHHbIX B cybbekTe Poccuiickon deaepauymm.

(8 peq. PepgepanbHoro 3akoHa ot 08.08.2024 N 323-93)

3. OpraHu3aumsa M OCyLEecTB/IeHWEe PernoHaNbHOro rocyAapCTBEHHOTO KOHTPOAA (Hag3opa) 3a
NPUMEHEHNEM LEH Ha IeKapCTBEHHbIe NPenapaTbl, BK/AOYEHHbIEe B NepeveHb }KM3HEHHO HEOHX0AMMbIX
M BaXKHEMLW WX NIeKapCTBEHHbIX NpenapaTos, peryanpytotcs PegepanbHbim 3akoHom oT 31 utonsa 2020
roga N 248-®3 "O rocygapcTBeHHOM KOHTpose (Haa3ope) U MyHMUMMNaNAbHOM KOHTpoae B Poccuinckoi
depepauun’.

4. MonoxeHne 0 perMoHasbHOM rocygapcTBEHHOM KOHTpoe (Hag3ope) 3a NpUMEHEHUEM LLEH Ha
NIeKapCTBEHHbIE MpenapaTtbl, BK/OYEHHblE B MNepeyeHb KU3HEHHO HEeobXOAMMbBIX M BaKHEMLnX
JIeKapCTBEHHbIX MPENapaToB, YTBEPKAAETCA BbICLUMM UCNOHUTEIbHBIM OpraHomM cybbekTa Poccunitckol
depepauum.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

Cratba 9.4. depepanbHbli roCysapCTBEHHbIA JIMUEH3UOHHbIA KOHTPOJIb AeATeNbHOCTU No
NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB

(eBepeHa depepanbHbiM 3akoHOM oT 11.06.2021 N 170-93)

1. depepanbHbIA rocyAapCTBEHHbIN IMLEH3MOHHbIN KOHTPO/b AEATENbHOCTM MO NPOM3BOACTBY
NEeKapCTBEHHbIX CPeacTB OcCyllecTBAseTcA ¢enepanbHbIMU  OpraHaMuM  UCMOAHUTENbHOW BAACTH,
yNoAHOMOYEHHbIMU MpaBuTenbcTBom Poccuiickoi ®eaepaumn.

2. ®epepanbHbIi roCcyAapCTBEHHbIN JNLLEH3MOHHBIA KOHTPO/Ib AEATENbHOCTUM NO NPOM3BOACTBY
NIeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA B COOTBETCTBMU C PegepanbHbiM 3akoHOM oT 4 mana 2011 roaa
N 99-®3 "O nnueHanpoBaHUMN OTAENbHbIX BUAOB AeaTenbHOCTU" n deaepanbHbiM 3aKoHOM OT 31 utona
2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpose (Hag3ope) M MyHUUMNANAbHOM KOHTpoOJsie B
Poccuiickonn depepaunn”. B pamKax denepanbHOro rocyaapCTBEHHOrO JMLEH3MOHHOIO KOHTPOASA
OEeATeNbHOCTU NO NPOM3BOACTBY JIEKAPCTBEHHbIX CPeACTB M/AaHOBble KOHTPO/bHble (HaA30pHbIE)
MEepOonpuUATMA He NPOBOAATCA, NMPU 3TOM NPOBOAMUTCA NepuogMyeckoe NoATBEPrKAEHME COOTBETCTBUSA
JIMLLEH3MATOB INLEH3NOHHbIM TpeboBaHUAM B cOOTBETCTBUMN ¢ PeaepanbHbiM 3akoHOM oT 4 masa 2011
roga N 99-®3 "O nnueH3MpoBaHUU OTAE/bHbIX BUAOB AeATebHOCTU" .

Fnasa 5. PASPABOTKA, LOK/IMHUYECKUE NCCNNEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTUHNUYECKME UCCNEQOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA
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CraTtba 10. Pa3paboTKa neKapcTBEHHbIX CPeACTB

1. Pa3paboTKka NleKapCTBEHHbIX CPEACTB BKAKOYAeT B cebA NOMCK HOBbIX $apMaKONOrM4ecKu
aKTMBHbIX BELLeCTB, MOCAeAylollee M3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOK/JAWHWUYECKue
uccnenoBaHma, paspaboTKy TeXHOMOrMi npomsBoacTBa dapmaLeBTUUYECKUX CybcTaHuui, pa3paboTKy
COCTABOB M TEXHOJIOTUIA NPOM3BOACTBA JIEKAPCTBEHHbIX MPenapaTos.

2. ®uHaHcoBOe obecneyeHme pa3paboTKKM IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET:
1) cpeacTts peaepanbHoro 6roaxeTa;
2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPeACTB;

3) cpepctB  npousBoAMTENEN  NIEKAPCTBEHHbIX  CPEACTB  MPU  BbIMOAHEHUM  HAy4YyHO-
nccnefoBaTenbckMx paboT MNo  A0roBopy MexAy pPa3paboTyMKOM  IeKapCTBEHHbIX CPeacTs U
NPON3BOAMUTENEM JIEKAPCTBEHHbIX CPEACTB;

4) UHbIX He 3anpeLleHHbIX 3aKoHO4aTeNbCTBOM Poccuitickot Peaepauym NCTOYHUKOB.

3. MpaBa  pa3paboTyMKa  JIEKAPCTBEHHOrO  CPEACTBA  OXPAHATCA  TParKAaHCKUM
3aKOHO4,ATE/IbCTBOM.

Cratba 11. [JoKAMHUYeECKOe uccneaoBaHUE JNIeKAapCTBEHHOro cpeacrtsa ANA MeAULMHCKOro
npUMeHeHuUn

1. loknnHu4yeckoe uccnepoBaHue NEeKapCTBEHHOro cpeacrtea 414 MeANUMHCKOTo npuMMmeHeHuA
nposogunTCca nytem MNpuMeHEHUA Hay4YHbIX METOAOB OLEHOK B UenAx noayyvyeHuAa [OO0Ka3aTe/ibCTB
6630I’IaCHOCTVI, KavyecTtBa K 3d)d)eKTMBHOCTM NNEKapPCTBEHHOrIO Cpeacrea.

2. [lokNMHWYEeCcKoe UccneaoBaHWe NEKApPCTBEHHOrO CpeacTsa AN MeAUUMHCKOTO NpUMEHEHUSA
npoBoOAMTCA B COOTBETCTBUWM C MpPaBUAAMU Hag/exallelh nabopaTopHON MPAKTUKK, YTBEPKAEHHBbIMM
EBpasuniicKkon SKOHOMUYECKOW KOMMUCCHEN.

(8 pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

3. Ona opraHusaunu 1 NnpoBeaeHna AOKINHMYECKOTro Nccne0BaHMA NekapCTBEHHOrO cpeacTBa AnA
MEeANUMHCKOTO MPUMEHEHMA Pa3pabOTUMKM NEKAPCTBEHHLIX CPEACTB BMNpPaBe MPUBAEKATb HayyHble
opraHM3aunn, obpasosaTesibHble OPraHM3aLLMK BbiCLEro 06pasoBaHMA U MHble OpraHU3aLUKN, UMEtoLWME
HEODXOAMMYID  MaTepuanbHO-TEXHMYECKy0 6asy U KBAaAMPUUMPOBAHHBIX  CMELManUCToB B
COOTBETCTBYHOLLEN 061aCTU UCCNef0BaHUA.

(4acTb 3 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. [loKNMHM4Yeckoe mnccnegoBaHue NEeKapCTBeEHHOro cpeacrtea AnA MeaANUMHCKOTro npMMmeHeHuA
nposognTCA No yTBepPXAEHHOMY pa3pa6OT‘-IMKOM NEeKapCTBeHHOro cpeacrea naaHy C BegeHUeEm
NPOTOKO/1a 3TOro nccnengoBaHMA U COCTaB/IeEHMEM OTYETaA, B KOTOPOM COAEepXaTCA pe3ynbTaTbl 3TOro
nccnegoBaHMA UM 3aKwo4eHnMe O BO3MOXKHOCTM  npoBegeHuA  KAMHUYECKOro mccnenosaHuA
NeKapCTBeHHOro npenaparta A4na megnumMHCKOro npuMmeHeHnA.

5. lpoBeaeHWe NPOBEPOK COBAOAEHMA NPaBUA Hagnexauweih NabopaTopHOW NPAKTUKM U
NPaBoBbIX HOPM WCMNO/Jb30BAaHUA KMBOTHbIX NPW NPOBEAEHUN AOKAMHUYECKMX UCCNeA0BaHWUM
NEeKapCTBEHHbIX CPEeACTB ANA  MeAMUMHCKOro MPUMEHEHMA OCYLLEeCTBAAETCA  YNOAHOMOYEHHbIM
denepanbHbIM OPraHoM UCNOHUTE/IbHOM BAACTM.

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

6. PesynbTaTbl AOK/AMHMYECKOTO UCCAeA0BaHWA JEKapCTBEHHOrO CPeacTBa ANA MeAWLMHCKOro
npUMeHeHna MoryT 6biTb NpPeAcTaB/ieHbl B YNOAHOMOYEHHbI deaepanbHblii OpraH MCNOMHUTENbHOM
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B/1ACTW B YCTAHOB/IEHHOM MOPSAKE B LENsAX PErMcTpaumnmn IeKapcTBeHHOro npenapara.
(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

Cratba 12. [lOKAMHMUYECKOE UCCNeAoBaHWE JIeKapCTBEHHOro CpeacTsa M KAMHUYECKoe
nccnepoBaHne NeKapCTBEHHOrO npenapaTta Ala BeTepUHapHOro NpUMeHeHun

1. loknMHUYECKoe UccnefoBaHWE IeKapCTBEHHOrO CPeacTBa ANA BETEPUHAPHOro MPUMEHEHMs
npoBoAMTCA MyTeM MPUMEHEHMUA HAYYHbIX METOAO0B OLEHOK B LEeNAX MOJIyYeHUA [0Ka3aTenbCrs
6e30MacHOCTU, KayecTsa U 3GPEKTUBHOCTM SIeKapCTBEHHOrO CPeACTBa, B TOM YMC/e Onpeae/ieHus CpoKa
€ro BblBEAEHMA U3 OPraHM3ma XUBOTHOIO, B Liensix obecrneveHna 6e30nacHOCTM NPOAYKLMN }KUBOTHOIO
NPOMCXOXAEHNA NOCAEe MPUMEHEHNA COOTBETCTBYIOLLErO NEKaPCTBEHHOrO Npenapara.

2. [loKAvHMYecKoe wWccnepsoBaHME J/IEKAapCTBEHHOMO CPeACTBa M KAMHMYECKoe MucciefoBaHue
NIeKapCTBEHHOro npenapata AAA BETePUHAPHOro MPUMEHEeHWA, uccnesoBaHue GMO3KBMBANEHTHOCTU
YKa3aHHOro JieKapCcTBEHHOro npenapaTta NpoBOAATCA B COOTBETCTBUM C MPaBWUAAMM, YTBEPKAEHHbIMM
YyNONHOMOYEHHbIM dpesepasibHbIM OPraHOM UCMONHUTENbHOW BAACTY.

3. [JoKnuHuYyeckoe wuccnepoBaHue NNeKapCTBEHHOIo cpeacrtea U KJIMHUYECKOe uccnenosaHue
NEeKapCTBEHHOro npenaparta AaAa BETEPUHAPHOINo MNPUMEHEHUA NpoBOAATCA NO YyTBEPXKAOEHHOMY
pa3pa60T‘-IVIKOM NEeKapCTBEHHOro cpeactea MnJjaHy C BegeHUMeEM MPOTOKOJ/I0B 3TUX MCCJ'Iep,OBaHVIﬁ n
COCTaB/IEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA PE3Y/IbTATbI 3TUX MCCﬂeAOBaHMVI.

4. na OopraHnsaumm n npoeeneHnAa OOKJIMHNYECKOro nccienoBaHnA 1eKapCrBeHHOro cpeacrea u
KIMHU4YECKOro unccnenoBaHUA  JIEKAPCTBEHHOINO npenapata 414 BEeTepUHAPHOro npumMmeHeHuAa
pa3pa60TqMK NNEKAPCTBEHHOIO CpeacrtBa MOXET MNMPUBJIEKATb OpraHuU3auunn, nmerwme HGO6X0,CI,MMyP0
mMmaTepnasibHO-TEXHNYECKYHO 6a3y n KBaJ'IVId)VILI,MDOBaHHbIX cneunanncTtos B COOTBETCTByPOLLI,EVI obnactu
nccnenoBaHuA.

5. KnnHunyeckue mnccneposaHma NEKAPCTBEHHbIX MPenapaTtos ANA BETEPUHAPHOIO NpMMeEHEHUA
npoBOoOATCA B BETEPUHAPHbLIX OpPraHn3aumnAax M B OpPraHuM3aumAax, OCyWwecCTBAAWMNX pa3seaeHue,
BblpalWinBaHUe N cogepKaHne XKNBOTHbIX, B LLeNAX:

1) YCTaHOB/IEHNA NEPEHOCUMOCTUN NIEKAPCTBEHHbIX NMPENapaToB 340P0BbIMU XKUBOTHbIMMWU;

2) no,u,60pa ONTUMa/IbHbIX A03UNPOBOK JNEKAPCTBEHHbIX NpenapaTtoB WM KypCa J/1e4YeEHUA Ha
KOHKpETHOVI rpynne *MBOTHbIX C onpeaeneHHbiMm 3a6OHEBaHMEM,'

3) ycTaHoBNEHUA 6e3onacHOCTU M 3pHEKTUBHOCTM IeKaPCTBEHHOIO Npenapara, NpegHasHayeHHoro
AN NeveHnn onpeaeneHHbix 3a601eBaHNI }KUBOTHBIX, UK 3G EKTUBHOCTM 1IEKAapPCTBEHHOTO NpenapaTa
ANA NPOOUNAKTMKM 3a601€BaHUI 30,0POBbIX XKUBOTHbIX;

4) n“3yyeHUs BO3MOXKHOCTEM PACIMPEHMA MOKa3aHWUA K MPUMEHEHWMIO 3apPerncTPMpoBaHHOMO
NNeKapCTBEHHOrO NpenapaTta 1 BbiiBIEHWUA paHee HeN3BECTHbIX MOBOYHbIX AeNCTBUN.

6. KnnHunyeckoe mnccneposaHue NEeKapCTBEHHOrNo npenaparta ANA BEeTepMHAPHOro nNpMMeHeHUA
OCYyLLECTBNAETCA 3a CHET CPpeacTs pa3pa60TLu4Ka NeKapCTBEHHOro cpeacrtea.

7. OTt4yeTbl © pe3ynbtatax OOKINHUYECKOTo WUCCneaoBaHUA NeKapCTBEHHOrNo cpeacrsa u
KIMHN4YECKOro unccnenoBaHMA NIEKAPCTBEHHOrNoO npenapata 414 BeTepUMHaApPHOro npumMeHeHunAa
COCTaBAKOTCA paBpaﬁoT‘-lMKOM NNIEKAapPCTBEHHOIo Cpeacrtea C yy4eTom 3aKNH04EHUN opraHM3au,m7|,
NPUHMMaBLWNX y4aCTue B oOpraHn3auunm n nposegeHnmn atnx MCCﬂeAOBaHMVI.

8. KOHTponb 3a nposegeHnem [OOKANHUYECKUX MCC}'IeLI,OBaHMﬁ NNeKapCTBEHHbIX CpeAacts wu
KANHUNYECKUNX VICCI'Ie,CI,OBaHVIVI NEeKapCTBEHHbIX MNpenapatoB A4 BeTeEPUHAPHOrNro nNpummMmeHeHuA
ocyliecresnAaeTca yno1HOMOYEHHbIM d)ep,epaanblM OopraHom NCNONHUTENbHOM BNACTU.
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Fnasa 6. OCYLLECTBJ/IEHUE FOCV,D,APCTBEHHOVI PETUCTPALIUN,
PETMCTPALUMUN NEKAPCTBEHHDbIX MPENAPATOB
(B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)

KoHcynbTaHTlAKOC: NpumeyaHue.

Mo 3aasneHuam, nogaHHbim a0 01.01.2021, nekapcTBeHHble npenapatbl A48 MeLULUHCKOro
NPUMEHEHUA PETMCTPUPYIOTCS B COOTBETCTBMM € TpeboBaHMAMM, aencTBoBaswmmm 4o 30.01.2024. O
npmMBeaeHNM B COOTBETCTBME C akTaMu EAIC TakMX 1 paHee 3aperncTpupoBaHHbIX npenapatos cm. ©3
0T130.01.2024 N 1-@3.

Cratba 13. locypapcTBeHHaAA perucTpauma, perucrpaumsa 1eKapCcTBeHHbIX NpenapaTtos
(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

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

1. B Poccuitckoit depepaumm [OMNYyCKAOTCA NPOM3BOACTBO, XPaHEHMe, nepeBO3Ka, BBO3 B
Poccuitckyto ®epepaumto, BbiBo3 13 Poccuiickoit ®epepaunm, peknama, OTNycK, peanmsauns, nepesava,
NPUMEHEHNe JIeKAapCTBEHHbIX MpenapaToB, €CAM OHWM  3aPerncTpuMpoBaHbl  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BAACTU B COOTBETCTBUM € HacToAlMM DeaepasibHbIM 3aKOHOM
N1Mb0 B COOTBETCTBMM C aKTaMU, COCTaBAAOLWMMM Npaso Coto3a.

(8 pea. PepepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, o1 30.01.2024 N 1-03)

2. TocypapcTBEHHOW perncTpaumnm noanexKar:

1) Bce nekapcTBeHHble MpenapaTbl, BNepeble noanexalwme Beoay B obpalieHne B Poccuinckol
depepauuy;

2) neKapcTBeHHble MpenapaTbl, 3aperucTPUpPOBaHHbIE pPaHee, HO NPOU3BeAEeHHble B APYrux
NNeKapCTBEHHbIX GOPMax B COOTBETCTBUM C NMepeyHeM HaMMeHOBaHWI leKapCcTBEeHHbIX GOpPM, B HOBOM
[O3UPOBKE NPUY A0KA3aTENbCTBE €€ KAMHMYECKOW 3HAaYMMOCTU U 3P PEKTUBHOCTH;

3) HOBbl€e KOM6MHaLI,VIVI 3apPerncTpnpoBaHHbIX paHeEE NEeKaPCTBEHHbIX NPEeNapaToB.

3. locypapcTBEHHAs pPerncTpauma NeKapCcTBEHHbIX MNPEenapaToB OCYLECTBASETCA NO pe3y/bTaTaM
3KCNepTM3bl NEKAPCTBEHHbIX CPEACTB.
(4acTb 3 B peq. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. TocyfapCTBEHHAA PErUCTPaALMA NEKAPCTBEHHOMO NpenapaTta OCyLLLEeCTBAAETCA COOTBETCTBYIOLLMM
YNOAHOMOYEHHbIM defepanbHbiM OpPraHOM WMCMONHWUTENbHOW BAACTM B CPOK, HE MpeBblWaloWwmii cTa
wectnaecatm paboumx AHeW co AHA MPUHATAA 3aABJEHMA O TOCYAAPCTBEHHOM perucrpaumun
NeKapCTBEHHOrO Npenapara AAsa MeguLMHCKOro NPUMEHEHUA, U B CPOK, HE NPEBLILLAIOWMIA CTa ABAALATH
pabounx AHeN co AHA NPUHATUA 3aABEHMSA O FTOCY4AaPCTBEHHOW PerMcTpaLmMm 1eKapcTBEHHOro npenapara
AN BETepPUHaAPHOro NpMMeHeHUA. B yKasaHHbIV CPOK BK/OUYaEeTCA Bpema, Heobxoanmoe 418 NOBTOPHOro
NnpoBeAeHNA 3KCNepTU3bl NEKAPCTBEHHOIO CPeACTBa B COOTBETCTBMM CO cTaTbei 25 HacToAllero
depepanbHOro 3akoHa. CpoK rocyapcTBEHHOW perncTpaummn AeKapcTBeHHOro npenaparta ucumncaseTca
CO AOHA MPUHATMA COOTBETCTBYIOLLMM YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTENbHOWM
BJ1aCTU COOTBETCTBYIOLLErO 3aAB/IEHNA O FrOCYAapCTBEHHOM PerncTpaunmn NekapcTBeHHOro npenaparta ¢
NPUNOKEHNEM HEeOBXO4UMbIX AOKYMEHTOB MO AEHb BblgauM PEerMcTpauMoHHOro yA0CTOBEPEHMUSA
NeKapcTBeHHOro npenapara. Bpems, HeobxoamMmoe Ans HanpaB/ieHUa YyNoJHOMOUYEHHbIM dpeaepasbHbiM
OpraHOM WCNOSIHMTE/NIbHOW BNAacTM 3anpoca O MPeACTaBAeHUN HeobXoAMMbIX MaTepuanos MU
npeAacTaBfeHNA 3asBUTENEM OTBETa Ha AaHHbIA 3anpoc B COOTBETCTBMM CO cTaTbaAmM 16, 19 u 23
HacToawero ®eaepanbHOro 3aKoHa, He Y4YUTHIBAETCA MNPU UCYMCNEHUM CPOKa FOCYAapCTBEHHOM
perucTpauumn NekapcTBeHHoro npenapara.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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5. FocyaapcTBEHHOM perucTpaumm He nogaerkar:

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.03.2025 B n. 1 4. 5 ct. 13 BHOCATCA nameHeHua (®3 ot 30.12.2021 N 463-$3). Cm. byayuyto
pefaKkumio.

1) nekapcTBeHHble MpenapaTtbl, U3roTOB/IEHHbIE anTeYHbIMKU OpPraHU3aUMAMKU, BETEPUHAPHLIMU
anTeYHbIMW OPraHM3aUMAMKU, NHANBMAYAIbHLIMU NPEANPUHUMATENAMM, KOTOPbIE MMEIOT JINLLEH3UIO Ha
bapmaLeBTUMUYECKYIO AeATe/IbHOCTb, MO peLenTam Ha /1IeKapCTBEHHble npenapatbl U TpeboBaHUAM
MeAULMHCKUX OpraHmn3aLmii, BeTepnHapHbIX opraHu3aumii;

2) nekapcTBeHHble Npenapartbl, NpMobpeTeHHble GU3NYECKMMU NMLAMM 33 Npeaenamu Poccuinckom
depepaumm 1 npegHasHaveHHbIe 418 IMYHOTO UCMO/b30BaHUS;

3) nekapcTBeHHble NpenapaTbl, BBO3MMble B Poccuiickyto Pesepaunto AN okasaHMA MegUUMHCKOM
MOMOLLM MO KU3HEHHbIM NOKAa3aHUAM KOHKPETHOro MaumMeHTa Ha OCHOBaHWW paspeLleHus, BblAaHHOro
YyNONHOMOYEHHbIM desepasibHbIM OPraHOM UCMOAHUTENbHOW BAACTY;

4) NNeKapCTBeHHbIE CpencTtBa, BBO3MMbIE B POCCMﬁCKyiO d)e,u,epau,mo Ha OCHOBAHWW BbIAAHHOIO
YNO/IHOMOYEHHbIM d)ep,epaanbHV\ opraHom NCNONHUTENbHOM BNaCTH pa3peweHna n npegHasHa4yeHHble
ana nposeaeHnAa KAMHUYECKUX MCCﬂe,LI,OBaHI/Iﬁ NEKapPCTBEHHbLIX NpenapaTtos U (MI'IM) nposeneHuA
3KCNepTn3bl /1IEKApPCTBEHHbLIX Cpeacts AOaAa  OCywecTB/aeEHUNA FOCY,CI,apCTBEHHOﬁ perncrpauumn
NEeKapCTBEHHbIX MPEeNapaTos,

5) dapmaueBTuyeckme cybcTaHumm;

6) pa,u,mocbapmauesmqecme NNEKapPCTBEHHbIE MpPeEnapaTtbl, N3roToOB/IEHHbIE HENOCPeaACTBEHHO B
MEeONUNHCKUX OpraHun3aumnax B nopAaaKke, yCtraHoBJ1IEHHOM YNO/IHOMOYEHHbIM d)e,u,epaanblM OpraHom
WUCNONHUTEIbHOM BNactu,

7) NeKapCTBeHHbIE NpenapaTtbl, NPon3BoanMble ON1A SKCNOpPTa,

8) BuoTexHoNorMyeckne neKapcTBeHHble NpenapaTbl, NpeAHasHaYeHHble AAA NPUMEHEHUA B
COOTBETCTBUM C MHAMBMAYANbHbIM MEAUUUHCKMM Ha3HayeHWem W crneumnanbHO M3roToB/IeHHble ANA
KOHKPETHOro NaLMeHTa HEMNOCPEACTBEHHO B MEAMNLMHCKON OpraHM3aLmMm, B KOTOPOM NPUMEHAETCA TaKOM
OMOTEXHONOTMYECKMIA  NNIEKAPCTBEHHBIM  NpenapaT, MMetlowMe B CBOEM COCTaBe COeAMHEHMs,
CUHTE3MPOBAHHbIE MO pe3y/bTaTaM reHeTUYeCKUX UCCef0BaHUI MaTepunana, MoSy4eHHOro OT MaLMEHTa,
ONA KOTOPOro W3roToB/JIEH TaKoM OMOTEXHONOTMYECKUA NeKAPCTBEHHbIM npenapaT. [lepeyeHb
MeANUMHCKUX OPraHn3aumii, MMerLLmMX NPaBo M3roTaBaAMBaTb U NPUMEHATb TakMe BUOTEXHONOTNYECKNE
NleKapcTBeHHbIe npenapartbl, yTeepxaaetca MpaButensctBom Poccuinckon dPepepaumm. PaspeweHne Ha
NPUMeEHEHNEe TaKMX OUOTEXHONOMMYECKUX NIEKAPCTBEHHbIX MPENapaToB BblAAETCA YNOAHOMOYEHHbBIM
depepanbHbIM OpraHOM MCNOAHUTENIBHOM BAacTM B MopAAKe, ycTaHaBansaemom [lpaBuTenbcteom
Poccuitckont ®epepaunn. Mopagok 06paLLeHMA TaKMX BUOTEXHONOTMYECKUX IEKAPCTBEHHbIX NPENApaTos,
BK/ItOYAA NOPALOK UX U3TOTOB/IEHMA, NPOBEAEHMA SKCNEPTU3bI, OCYLLLECTBJIEHUA KOHTPOA KayecTBa TaKMX
OMOTEXHO/IOTMYECKMX JIEKAPCTBEHHbIX MNpPenapaToB, NPUMEHEHWA, XPaHEHWA, TPAHCMNOPTUPOBKU U
YTUAN3AUMM TaKMX BUOTEXHOIOTMYECKMX NIEKAPCTBEHHbIX MPENapaTos, a TaKKe TPebOBaHWA K TaKMM
OMOTEXHONIOTMYECKMM  NIEKAPCTBEHHbIM  NpenapaTam WM MeAUUMHCKMM  OpraHu3aumam,  ux
M3roTaB/IMBAOLWMM N MPUMEHAIOLLMM, yCTaHaBAuBatoTcA MpaButenscteom Poccuiickont Pepepaunu.

(n. 8 BBegeH ®egepanbHbiMm 3aKoHOM oT 30.01.2024 N 1-93)

5.1. 3aABneHne o perncrtpaunm BOCNpomM3BeaeHHOro J/1eKapCtBeHHOro npenaparta AnA
MeONUNHCKOTO NPUMEHEHUA MOXKET 6bITb noaaHo B ynOﬂHOMOHeHHbIVI d)e,a,epaanbu‘/’l opraH
MCMNOSIHUTENIbHOW  BAACTW, OCVUJ,ECTBJ'IFIK)LLI,MVI rocyaapCrtBeHHYO  pPerncTtpaunuto NeKapCTBEHHbIX
npenapartos, No UCTeYEeHUU YeTblpex NeT C Aatbl FOCYAapCTBeHHOﬁ perncrpauum nam perncrtpaummn
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pedepeHTHOro IeKAapPCTBEHHOTO NpenapaTta 418 MeAULMHCKOro npuMmeHeHuma B Poccuiickon deaepauum.
(4actb 5.1 BBeageHa GegepanbHbiMm 3akoHOM 0T 30.01.2024 N 1-93)

5.2. 3asBneHne o peructpaumm buoaHanorosoro (6Monoao6HOro) nekapcTBeHHOro npenaparta
(bnoaHanora) ana MeANLMHCKOrO NPUMEHEHUA MOXKET BbITb NOAAHO B YNONHOMOYEHHbIN peaepanbHbIi
OpraH WCNOJHUTENIbHOM BAIACTM, OCYLLECTBAAIOWMNA TOCYLAPCTBEHHYIO PErucTpaLMmio JIeKapCTBEHHbIX
npenapatos A8 MeANLMHCKOTO MPUMEHEHMA, MO WUCTeYeHUM Tpex JIeT C AaTbl rocyAapCTBEHHOM
perucTpauum nam perncTpaumnm pepepeHTHOro AekapcTBeHHOro npenapara B Poccuinckon degepaumu.
(4acTb 5.2 BBeaeHa deaepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-d3)

5.3. He pgonyckaeTcs WCNO/b30BaHME B KOMMEPYECKUX uensax MHopmauuu o pesyabTatax
OOKNMHUYECKUX UCCNef0BaHNI NEKAPCTBEHHbIX CPEACTB U KINMHUYECKUX UCCAE0BaHN A NEKAPCTBEHHbIX
npenapaTtos 418 MeAMUMHCKOrO NPUMEHEeHWUs, NpeacTaB/NeHHOW 3anaBUTENeM AN FoCyAapCTBEHHOM
perncTpauum Uam perncTpaumm nekapcTBeHHOro npenaparta, 6e3 ero cornacus B TeYEHME LWeCTU NeT ¢
0aTbl TOCYAapCTBEHHON pPerncTpaummn Uan perucTpaumm pedepeHTHOro NeKapcTBEHHOro npenapaTta B
Poccuiickon depepauymm.

(4acTb 5.3 BBeaeHa ®eaepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-d3)

6. He gonyckaeTca rocyaapcTBeHHAs perucrTpaums:

1) NEeKapCTBEHHbLIX MNpPenapaTtoB, OT/MYAOWKUXCA Apyr OT Apyra KayeCTBEHHbIM COCTaBOM
Ll,ef/‘ICTBy}OLIJ,VIX Beulects, No4d O4NMHAKOBbIM TOProBbiM HAMMEHOBAHUEM;

2) oHOro NeKapcTBEHHOro npenaparta, NpeAcTaBAeHHOro Ha rocyfapCTBEHHYIO perucTpauunio B
OTHOWEHMM OAHOTO WM TOTO e AepyKaTens WM BNagenbla PerucTpauuMoHHOro YyAoCToBepeHMus
NleKapCTBEHHOro npenapaTta B BuAe ABYX U 6onee nekapcTBeHHbIX MpenapaToB Noj PasAnUyHbIMM
TOProBbIMM HAMMEHOBAHMUAMM.

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

7. Mo 3anpocy B 31EKTPOHHON ¢opme cybbeKkTa o0OpPaLLEeHUA JNIeKapCTBEHHbLIX CPeacTB
COOTBETCTBYIOWMM  YNOJHOMOYEHHbIM  deAepasbHbiM  OPraHOM  UCMOJHWUTENIbHOM  BNacTu,
OCYLLECTBAAIOLLMM rOCYAaPCTBEHHYIO PETUCTPALLMIO IEKAPCTBEHHbIX MPENapaToB, B YCTAHOBAEHHOM UM
MopsiZKe OCYLLECTBAAETCA HayyHOEe KOHCY/bTMPOBaHWE MO BOMPOCAM, CBA3aHHbIM C NpPoBeAEeHMEM
AOKNMHNYECKUX UCCNEA0BAHWUM, KAMHUYECKUX UCCNeA0BaHUI IeKapPCTBEHHbIX NPENapaToB, 3KCNePTU3bI
KauyecTBa JIEKApCTBEHHbIX cpeacts, 3$PeKTMBHOCTM M 6e30MacHOCTM, C  OCYWECTBNEHWEM
rocyfapCTBEHHOM perncTpauMm JeKapCTBeHHbIX npenapatos. KoHCybTMpoBaHME OCYLWECTBASETCA C
npusiedeHvem deaepanbHbiX TFOCYAaPCTBEHHbIX OHOAMKETHbIX YUYpPEeXKAeHWA, MoABEeLOMCTBEHHbIX
AaHHOMY deaepasbHOMY OpraHy MWCMOAHWUTENbHOM BAACTM M He YYacCTBYIOWMX B OpraHusaumu
NpoBeAEeHNA 3JKCMepTM3bl KayecTBa /NIEKAPCTBEHHbIX CPeACTB B LENAX OCYWECTBAEHMA  UX
rocyAapCcTBEHHOM perncTpaLmm B COOTBETCTBMM CO CTaTbel 16 HacTosAwero deaepanbHoOro 3akoHa, B BuAe
OTBETa B MUCbMEHHOW Popme YyNoAHOMOYEHHOrO dpeaepasnbHOro opraHa MCNONHUTENbHOM BAACcTM Ha
3anpoc. Pasmep B3MMaemoW C 3asaBUTeNA NAaTbl ONpeaenseTcs B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickoit depepaunm 06 opraHM3aLmMm NPeaoCcTaBNEHMA FOCYAAPCTBEHHbIX U MyHUUMNANbHBIX YCAYT.
NHpopmauma 06 OCyWEeCcTBAEHUM HAYYHOrO KOHCY/bTMPOBAHMA, B TOM YuCie cTaTbW, 0630pbl,
CNpaBoYHble MmaTepuanbl U MHaA MHbOpPMauMA 06 OCYLLECTBAEHMM HAYYHOTO KOHCY/bTUPOBaHMA,
pasmeuwaetca Ha odpuUMaNbHOM calTe YNOJAHOMOYEHHOro ¢eAepanbHOro opraHa MCNOAHWUTENbHOM
BAacTM B ceTn "WHTepHeT" c cobalogeHnem orpaHuWYeHWi, YCTaHOB/IEHHbIX 3aKOHOAATeNbCTBOM O
NepPCOHaNbHbIX AaHHbIX, KOMMEPUYECKOM U (MAK) rocyaapCTBEHHOM TalHe.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. TocypapcTBeHHan perMcTpaumsa fIeKapcTBEHHbIX MPenapaTtoB, KOTopble MnpeAHasHayeHbl AnA
NPUMEHEHNA B YCNOBMAX BOEHHbIX AENCTBUI, uUpesBblYalHbIX CUTyauui, npeaynpexaeHus
ypesBblyaliHbIX CUTYauuii, NPOOUNAKTUKN N NedeHna 3aboneBaHunin, NpeacTaBAAOWMX ONACHOCTb ANSA
OKpY*KatoWwmx, 3a601eBaHNIA 1 NOPaXKEHUN, NONYUYEHHbIX B pe3y/bTaTe BO3AENCTBUA HEBNArONPUATHBIX
XMMWUYECKMX, BUONOrMYECKUNX, paamnalLMoHHbIX GpaKTOpoB, M KoTopble paspaboTaHbl B TOM uucae Mo
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3agaHuio dedepasnbHbIX OPraHOB WCMONHUTENbHOM BAACTU, YNOJHOMOYEHHbIX B 06nact 060pOoHbI
CTpaHbl M 6€30NacHOCTM rocyAapCTBa, a TaKXKe JIEKAPCTBEHHbIX CPeACTB B caydyae ux aedeKktypbl Uam
pUCKa BO3HWKHOBEHMA AedeKTypbl B CBS3M C BBeAeHMEeM B OTHoleHuu Poccuiickoit Pepepaumm
OrPaHNYUTENbHBIX MEpP SKOHOMMYECKOro XapaKTepa OCYLLeCcTBAAEeTCA B MOpPsAKe, YCTaHOBAEHHOM
MpasutenbctBom Poccuinckon degepaumn.

(8 pea. PepepanbHbix 3akoHoB 0T 01.04.2020 N 98-d3, o1 08.03.2022 N 46-03)

Cratba 14. NMpuHUUNbI 3KCNepTU3bl IEKAPCTBEHHbIX CPEeACTB
(8 peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTU3a NeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCA Ha NMPUMHLMNAX 3aKOHHOCTM, cOBa0AeHMA
npas “ csobod 4YenoBeKka W rpaxgaHuHa, Mpas OPUAMYECKOro /Mua, HEe3aBUCMMOCTM 3KCnepTa,
0O6bEKTUBHOCTM, BCECTOPOHHOCTM W MOJIHOTbI UCCAeAO0BaHMIA, MPOBOAMMbBIX C WCMOJb30BaHUEM
COBPEMEHHbIX [AOCTMMEHMI HayKM M TEXHUKM, OTBETCTBEHHOCTUM ¢eaepasibHOro rocyAapcTBEHHOro
BIOAKETHOrO yUYpeXxaeHuUss MO MNPOBEAEHMIO SKCMEePTM3bl NEKapCTBEHHbIX CPeACTB M 3KCMepToB 3a
npoBeAeHNe 1 KauecTBO 3KCMepTuU3bI.

2. 3KCFIepTM3a NNEeKapCTBEHHbIX NpenapaToB A4 MEAULUNHCKOIO NpUMeHEHNA BKIIOYAET B cebs:

1) aKcnepTU3y OOKYMEHTOB, NpeAcCTaBAEHHbIX ANA onpeaeneHns BO3MOXKHOCTU paccmaTpuBaTb
JIeKapCTBEHHbIVM npenapaT Aas MegULUMHCKOro NpUMeHeHWs B KavecTBe opdaHHOro IeKapCTBEHHOrO
npenapara;

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

2) 3KcnepTU3y NpeaoXKeHHbIX MeTOA0B KOHTPO/IA KauyecTBa /SIeKapCTBEHHOro cpeacTsa u (1am)
KayecTBa NpeAcTaB/ieHHbIX 06pa3loB NEeKapCTBEHHOro cpeacTBa C MCMNOAb30BaHUEM 3TUX MeEToA0B
(manee - akcnepTU3a KayecTBa NeKapPCTBEHHOrO CpeacTBa);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) 9KCNepTnsy OTHOoWeHUA ommp,aemoﬁ nonb3bl K BO3MOXHOMY pPUCKY NPUMEHEHUA
NeKapCTBEHHOro npenapara,

4) 3KCnNepTM3y PEerncTpPaumoHHOro A0Cbe Ha JIEeKApPCTBEHHbIM MNpenapaT B Lenax onpeaeneHus
B3aMMO3aMeHAEMOCTM JIEKAPCTBEHHbIX NPENapaToB A1 MeAULNHCKOro NPUMEHEHUSA.
(n. 4 BBegeH ®egepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

3. 3KCI'IepTMBa NEeKapCTBEHHbIX NpenapaTtoB ANA BETEPUHAPHOIO NPpUMeEHEHUA BK/IKOYAET B cebs
IKCNepTn3y KavyecCctBa /1€KapCTBEHHOrNo Ccpeacrsa M 3KCNEPTU3Y OTHOLWEHUA ommp,aemoﬁ nonb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOIO Npenapara.

Cratba 15. depepanbHoe rocyAapcTBeHHoe 6l04KeTHOe yupeKaeHue no npoBeaeHUuto
3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a eKapCTBEHHbIX CPeACTB NpoBoauTca denepasibHbIM rocyAapCTBEHHbIM BHOAMKETHbLIM
yypeKaeHnem CoOTBETCTBYIOLLErO YNOAHOMOYEHHOTO peaepasbHOro opraHa UCNONHUTENbHOWN BNacTH,
co3gaHHbIM ans obecrneyeHMa WCNONHEHMA NOSIHOMOYMIA 3Toro deaepanbHOro opraHa no Bblgaye
paspelleHnii Ha NpPoBeAEeHNE KAMHUYECKUX WUCCNeAO0BaHMI NEeKapCTBEHHbIX MpenapatoB M (uau) no
rocyAapCTBEHHON perncTpaumm (permcTpauumn) NekapcTBEHHbIX MpenapatoB (Aanee - 3KcnepTHoe
yupexaeHue).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumeyaHue.
MonoskeHus ct. 16 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaocTaBNeHMaA roc. yCayr npu
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obpallleHMN NeKapCTBEHHbIX CPeacTB: ANA MeLULMHCKOTO MPUMEHEHUS MOCPEeACTBOM e4WHOM
cuctembl U (Man) eamnHoro noprtana, npumeHsatoTcs ¢ 01.01.2025; ana BeTePUHAPHOrO NPUMeEHeHUn
nocpeacTsoM egmMHoOro noptana, npumeHsatoTca ¢ 01.01.2026.

CratbAa 16. OpraHusauua nposeaeHnA 3KCNepTM3bl IEKAaPCTBEHHbIX CpeacTB
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

1. JKcnepTusa /fIEKAPCTBEHHbIX CPEACTB MPOBOAUTCA KOMUCCMEN 3KCMEepTOB 3KCMepPTHOro
yupemaeHuns, HasHauYeHHON ero pyKoBoAmMTeleM, Ha OCHOBAHUM 3a4aHUA Ha NPOBEAEHME IKCMepTUsbl
NeKapCTBEHHOro CPeACcTBa, BblAAHHOMO YNOAHOMOYEHHbIM deaepasibHbIM OpPraHoOM MCMOAHUTENbHOM
BNACTU. PYKOBOAMTE/Ib IKCMEPTHOTO yupexaeHua obecnevmBaeT Hagnexallee nposeaeHne sKcnepTussbl
NNeKapCTBEHHbIX CPeACTB B COOTBETCTBMM C 3afaHMEM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasibHbim
OpraHoOM MCMONHUTENbHOMN BNACTM, U OPraHMU3yeT NOArOTOBKY CBOAHOMO 3aK/l0YeHUs 3To Komuccuun. B
COCTaB 3TON KOMMUCCUM NO PELLEHNI0 PYKOBOAUTENN SKCNEPTHOrO yUpeXAeHUA MOTyT 6biTb BK/IOUYEHbI B
KauecTse 3KCMepToB AnLa, He paboTatowme B 4aHHOM SKCMEPTHOM yUpeXaeHUn, eciv UX cneumasbHble
3HaHWA HeobXoAMMbl A8 MNPOBEAEHMA SKCMEePTU3bl M TaKMe 3KCMepTbl OTCYTCTBYHOT B AaHHOM
3KCNEPTHOM YUpEKAEHUN.

2. 3KCI'IepTOM no nNpoBeneHUNID 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacTB ABNAETCA aTTeCTOBAHHbIN
pa6OTHVIK SKCNEePTHOro y4ypexageHua, KOTOprﬁ nmeeT Bbicllee megunuunHckoe, d)apMaLI,eBTM‘-IeCKOE,
6MOI'IOI'VI‘-IeCKOG, BETEPUHAPHOE NN XMMHNYECKOE o6pa303aHme M NPOBOAUNT 3KCNEPTU3Y NNEKAPCTBEHHDbIX
cpeacts B nopAaaKe NCNosIHEHNA CBOUX O0/TKHOCTHbIX obasaHHoOCTEMN (,u,anee - 3KCI'IepT).

3. an nposegeHnn sKCNEPTU3bl NIEKAPCTBEHHDLIX CPEACTB 3KCNEPT HE MOXKET HaxXo4AUTbCA B KaKoM-
nmbo 3aBMcMmoCTH OT Nnua, Ha3dHa4YuBLUIEro 3Ty 3KCNepTusy, pa3pa60Tt-|MKa NeKapCTBEHHOro cpeactea
UNn opyrmx 3aMHTEPECOBAHHbDIX B Pe3y/1IbTaTaX 3KCNEPTU3bl TINLL.

4. Mpyn nNpoBeaeHMM 3SKCMepTU3bl JIEKAPCTBEHHbIX CPEACTB He A0nycKaetcs ucTpeboBaHue
3KCNepTom Yy 3aaBuTeNn AMBO MHbIX ANL, MaTepunanos, HEOBXoAUMbIX A1a NPOBeAEHUA IKCNepTu3bl. B
C/ly4ae HenoCTaTOYHOCTM MpPeACTaB/IEHHbIX 3KCNepTy MaTepuasioB B JIMYHbIA KabUHET 3asBUTENs B
eAVHOMN rocyaapCTBEHHON MHPOPMaLMOHHON cucTeme B chepe 3apaBooxpaHeHUs (ganee - eauHas
CUCTEMA) IKCMEPTHbIM Y4YpeXKAEHMEM HaMpaBffeTca 3anpoc O MNpeacTaBleHMM Heobxoaumblx
MaTepunanos, NOANUCAHHbIN pyKoBoguTenem (YnolHOMOUYEHHbIM JIMLOM) IKCMEPTHOMO YUYPEKAEHUA C
MUCNO/Ib30BaHMEM YCUIEHHOW KBaIMPULMPOBAHHOM 3/1EKTPOHHOM NOANUCH.

(4acTb 4 B peq,. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. 3aaBuTenb 0683aH HaNPaBUTb B IMYHbIN KABUHET 3KCNEPTHOIO yYpEKAEHNA B €4UHOM CUCTEME
NOAMWUCAHHbIN YCUNEHHOM KBaIUPULMPOBAHHOM 3/1EKTPOHHOM NOAMNUCHIO OTBET Ha 3aMpoC SKCNEePTHOro
YUYpEeXKAEHUA B CPOK, HE MPEBbIWAOWMI AEBAHOCTA Pabounx AHEN CO AHA NOJYYEHMA SKCNEPTHbIM
yupexgeHnem 3/1eKTPOHHOro YBEeAOMJIEHMA O MNOAy4YeHWW 3aaBuTenem 3anpoca. Bpema co AgHA
HAMNpaB/IEHMA SKCNEPTHLIM YYPEKLAEHNEM B JIMYHBIN KAOUHET 3aABUTENA B €4MHOM CUCTEME 3aMnpoca O
npeAcTaBfeHUN AONOJAHUTE/IbHBIX MaTePUANOB A0 AHA HANpaBieHUA 3aABUTENEM B SINYHbLIA KabuHeT
3KCNEepPTHOrO y4YpexaeHnA B e4MHOM CUCTEME OTBETA Ha 3aMpoC HE YYUTbIBAETCA NPU UCYUCIEHMN CPOKA
npoBeAeHNA 3KCNepTU3bl IEKAPCTBEHHOrO CpeacTBa.

(4acTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. Ecnv 3aABUTENEM B COOTBETCTBUM € YacTbio 1.1 ctaTtbm 30 MAKM YacTbio 2 cTaTbk 34 HacToALLEro
depnepanbHOro 3aKoHa npeAcTaB/eHa KOMUA pelleHWs YNOAHOMOYEHHOro ¢enepasbHOro opraHa
WCMNONHUTENbHOW BAacTU O NpoBeaeHMM hapmaLLeBTUYECKOM MHCNEKL MM NPOU3BOACTBA JIeKapCTBEHHbIX
CPeacTs ANA MEAMLMHCKOrO NPUMEHEHUA Ha cooTeBeTcTBMe TpeboBaHMAM npaBua HaanesKallen
NPOV3BOACTBEHHOM MNPaKTUKM EBPa3sMIACKOro 3KOHOMMYECKOro COK3a, 3KCMepTy A0 odopmaeHus
pe3ynbTaToOB 3KCMEPTU3bl IeKapCTBEHHOMo CPeACcTBa NPeAcTaBAAeTCcA KONUA 3aK1l04eHNA O COOTBETCTBMU
Npoun3BOAUTENA NEKapCTBEHHbIX CpeacTs TpeboBaHMAM MpaBUA Had/nexalleid npou3BOACTBEHHOMW
NPaKTUKK, BblAAHHOIO YNOJAHOMOYEHHbIM PpeaepanbHbIM OpraHoOM UCNONHUTENbHOW BAACTU, UM KONKA
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cepTMduKaTa COOTBETCTBMA NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB ANA MEeAUUNHCKOro NpUMeHeHns
TpeboBaHMAM nNpaBua Hagnexallel NpPou3BOACTBEHHOM MNPAKTUKU EBPaA3sMIICKOro 3KOHOMWYECKOro
coto3a.

(yactb 4.2 B pea. GepepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4.3. 3anBuTeNb 0653aH HanPaBUTb B IMYHbIN KADWMHET IKCMEPTHOIO yYpEXKAEHNS B ANHON CUCTEME
KOMWIO 3aK/MIOYEHMA WU KOMUIO CEPTUPUMKATA, YKa3aHHbIX B YacTM 4.2 HaAcToALWEN CTaTbM, B CPOK, He
NpeBbIWaloWMIA CTa BOCbMUAECATU Pabouymx OHENW cO AHA MNONYYEHUS SKCMEPTHbIM yYpeKaeHUem
3/IEKTPOHHOIO  YBEAOMJIEHMS O  MOJIyYdEHWM  3asABUTE/IeM  MOAMWCAHHOTO  PyKoBOAUTENEM
(yNnONHOMOYEHHBIM  IMLUOM)  SKCMEPTHOrO  YYPEeXKAEeHUs  C  MCMO/b30BaHUMEM  YCU/IEHHOM
KBanMUUMPOBAHHOW 3NEKTPOHHON MOANUCK 3anpoca O NpenoCTaBAeHUU AOKYMeHTa. Bpems co aHA
HanpaB/IeHMA 3KCMEPTHbIM yYpEXKAEeHUEM 3aNpoca B IMYHbII KabUHET 3aaBUTENA B e4UHON cucTeme 40
[OHS HanpaBAeHWA 3a8BUTENIEM B JIMYHbIN KaBUHET 3KCMEPTHOrO YYpPEeXAeHNA B e4NHOM CUCTEME KOMUu
3aK/MIOYEHMA UM KONMUK cepTudMKaTa, YKa3aHHbIX B YacTK 4.2 HaCTOALLEN CTaTbW, HE yYUTbIBAETCA MpK
WCYMCNIEHMM CPOKa NpOoBeAEeHUs SKCNEPTU3bl IEKAPCTBEHHOIO CPeacTBa.

(yactb 4.3 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. DKcnepT MNpuv NpoBeAEHUM MOPYYEHHON €My PYKOBOAMTENEM 3KCNEPTHOro y4yperKaeHua
3KCNepTU3bl NEKAPCTBEHHOIO CpeacTBa 06A3aH:

1) npoBectn nosHoe wuccneagosaHne npeacraB/l€HHbIX emy OG'bEKTOB, maTtepuanos, AOaTb
oboCcHOBaHHOE W OOBEKTUBHOE 3aKAKYEHWE MO MNOCTAaB/EHHbIM nepeg HuMm BoOnpocam UMU
MOTUBUPOBAHHOE 3aKnKo4YeHMe O HEeBO3MOXHOCTKU npoBeneHMA UM 3SKCNEPTU3bl JIEKAPCTBEHHOIO
cpeactBa, eCan NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 3a npeaenbl cneunaszibHbiX 3HAHWM 3KCnepTa, 06BbEKTDI
MCC}'IeAOBaHVIf/‘I N MaTtepuanbl HENPUTOAHbI UM HEAOCTATOYHbI AN1A NpoBegeHUA MCCﬂe,ﬂ,OBaHMVI n aadun
3aK/oYeHua nmbo COBpEMeHHbIﬁ YPOBEHb PAa3BUTUA HAYKN HE MNMO3BONAET OTBETUTb Ha NOCTAaBJ/IEHHbIE
BOMpPOCHI;

2) He pasrnawartb CBeAEeHMWA, KOTOpble CTa/Iu eMy M3BECTHbI B CBA3W C NPOBEAEHUEM 3KCNEPTU3bI
NIeKapCTBEHHOTO CPeACTBa, a TaKKe CBeAeHWs, COCTAaBAAIOWME TOCYAaPCTBEHHYO, KOMMEPYECKYH UK
WNHYIO OXPaHSAEeMYH 3aKOHOM TaliHy;

3) obecneynTb COXPAaHHOCTb NPeACcTaBAeHHbIX 06bEKTOB UCCAEA0BAHUIA U MATEPUAIOB.
6. JKcnepT He Bnpase:

1) NpoBOAUTb 3KCMEPTU3Y NEKAPCTBEHHOIO CPeacTBa NO 0OpPALLEHMIO HEMNOCPEACTBEHHO K HEMY
opraHmMsauuni nam GUsnYecknx nnu;

2) CaMOCTOATENIbHO CO6VIpaTb mMmaTepuanbl onAa nposeaeHUA aKCNepTU3bl 1€KAaPCTBEHHOIO CPEACTBA,
3) NnpoBOANTb 3KCNEPTU3Y /IEKAPCTBEHHOIO CpeacCTBa B Ka4eCTBE HEITroCy4apCTBEHHOIO 3KCNEPTA.

7. B cnayuvae H606X0,CI,MMOCTM 9KCNepT BNpase XOAaTaﬁCTBOBaTb nepeg pyxkosoguTenem
9KCMEePTHOro y4ypexgeHna o npusaev4eHun K nposeaeHNIO SIKCNEPTU3bI IEKAPCTBEHHOIO CPeACTBa APYrnx
9KCNepToB..

8. KaxKablil 3KCnepT, BXOAALWMIN B COCTaB KOMMCCUMN IKCMEPTOB, KOTOPOK MOPyYeHo NpoBeaeHne
9KCMepTU3bl JIEKaPCTBEHHOMO CPEeACTBa, HE3aBMCMMO M CaMOCTOATE/NbHO MPOBOAMT MCCAef0BaHWA,
oueHMBaeT pe3y/nbTaTbl, MOAYYEHHbIE UM JANYHO U APYrMMM 3KCnepTamu, U GpopMyaMpyeT BblBOAbI
OTHOCWUTENbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX cneLmasnbHbIX 3HaHWUNA.

9. Pe3ynbTaTbl aKCNepTU3bl NEKAapCTBEHHOrO cpeacTsa Od)OpMﬂFHOTCFl 3aKno4YeHnem Komuccmu
9KCMnepToB. B 3aKNOYEHUM KOMMCCUMM IKCNEepPTOB YKa3blBAKOTCA NepeyeHb MCCﬂeAOBaHMVI, obbem
nposeaeHHbIX KaXAbliM 3KCNEPTOM VICC!'Ie,CI,OBaHVIﬁ, YCTaHOB/IEHHbIE KaXXAbIM U3 HUX d)aKTbI n caenaHHble
B pe3y/sibTaTte VICCI'Ie,CI,OBaHVIVI BblBOAbI. 3KCI'IepT, MHeHMe KOTOpPOoro He coBnagaeT C peweHnem KOMmmccnm
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3KCMepToB, BNpaBse Bblpa3nTb CBOE MHEHME B MMCbMEHHOM dopme, KOTOpoe NPMOBLLAETCA K 3aKNHOUEHMIO
KOMMCCMM 3KCNEPTOB.

10. 3KcnepTbl, BXoAAlWME B COCTaB KOMMCCMW, npeaynpexaatorca o6 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuitickol Depepaumm 3a fadvy 3aKAOHMEHUA, COAEpPrKaLLEero
HeoboCHOBaHHbIEe UM GanbcUPUUMPOBAHHBIE BbIBOAbI, O YEM OHW AAKOT MNOAMMUCKY.

11. OnpepgeneHune ypoBHs nNpodeccMoHanbHOM NOATOTOBKM SKCNEPTOB M aTTecTauma Ux Ha Npaso
npoBeAeHMA 3KCNEepPTU3bl IEKaPCTBEHHbIX CPEACTB OCYLLECTBAAITCA IKCNEPTHO-KBAMOUKALMOHHBIMM
KOMWCCUAMM B NOPALKE, YCTAaHOB/IEHHOM COOTBETCTBYHOLLMM YNOIHOMOYEHHbIM dpesiepasibHbiM OPraHOM
WUCNONHUTENbHOM BNACTU. YpoBeHb NPodecCMOoHaNbHON NOATOTOBKM 3KCMEPTOB NOA/EXKUT NepecmoTpy
YKa3aHHbIMU KOMUCCUAMM HE pexxe YeM OAMH pas B NATb JeT.

12. MNpaBuna nNpoBeAeHUs 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCMepTu3bl
OTAENbHbIX BWAOB JIEKAPCTBEHHbLIX MpenapaToB (pedepeHTHbIX NeKapCTBEHHbIX NpPenapaTtos,
BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbLIX MNpenapaToB, 6OMONOrMYECKMX JIeKApPCTBEHHbIX MpPenaparos,
6uoaHanorosbix (6MONOAO6HbLIX) JIeKAPCTBEHHbIX MpenapaToB (6MoaHaNoroB), romeonaTUYyecknx
JIeKapCTBEHHbIX NPENapaToB, IEKAPCTBEHHbIX PACTUTENbHbIX NPENapaTos, KOMBUHALMIA EKAPCTBEHHbIX
npenapatoB), GOPMbl 3aK/JOYEHUI KOMMUCCUM 3IKCMEPTOB YCTAHAB/AMBAOTCA COOTBETCTBYHOLLMM
YMNO/IHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTENBHOM BIACTU.

(4actb 12 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NpumeyaHue.

Oo 31.12.2024 pnAa npenapatoB, npou3BedeHHblx B P® B uUenax MmMNopTo3amelleHus,
YCTaHaB/MBAETCA PEXMM  YCKOPEHHOM Mpoueaypbl FOCPerncTpaLuMmM B COOTBETCTBUM €
MocTtaHoBneHnem Mpasutenoctea PO ot 12.03.2022 N 353.

Cratba 17. MNopaya M paccmoTpeHuMe 3afBAEHUA O T[OCYAapCTBEHHOW perucrpauum
NIeKapCTBEHHOro npenapara A/ BeTePMHapHOro NpuMmeHeHus

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

KoHcynbTtaHTMAOC: NprMmeyaHme.

MonoxkeHus ct. 17 (B peqg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs npenocTaBAeHUA roc. yCayr npu
06paLLeHNN NEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO MPUMEHEHMA MNOCPEACTBOM €AMHOro
noptana, npumeHatotca ¢ 01.01.2026.

1. [Ona rocyfapcTBEHHOM perncTpaumMm NeKapcTBEHHOro npenapaTa AAA BeTepuMHapHOro
NpPUMeHeHna pPa3paboTYMK TAKOrO NEKAPCTBEHHOro Mpenapata MAM YNOJHOMOYEHHOE UM Apyroe
ropuamyeckoe Anuo (fanee B HACTOALWEN CTaTbe - 3aABUTE/Ib) HanpaBAaeT nocpencTsom deaepanbHoli
rocyapcTBeHHOMU MHPOPMALMOHHOM cucTeMbl "EAMHBIN NOPTan rocyfapCTBEHHbBIX M MYHULMMAAbHbIX
yenyr (pyHKumin)" (ganee - eguHbIA NopTan) B yNoJHOMOYEHHbIN deaepasnbHbiiA OpraH UCNONHUTENbHON
BNIACTM 3aAB/IEHNE O FOCYAAPCTBEHHOW PErMCTPaLMM NEKAPCTBEHHOrO npenapaTta s BeTepuHapHOro
NPUMEHEeHNA, MOAMUCAHHOE YCWUIEHHON KBa/AMOUUMPOBAHHOM 3NEKTPOHHOW NOAMUCBID, a TaKXkKe
AOKYMEHTbI, M3 KOTopbiXx GOopMMpyeTca pernctpaLMoHHOe A0Cbe Ha JIEKApCTBEHHbINM npenapaT gns
BETEPUHAPHOIO NPUMEHEHUS.

(4actb 1 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. B 3asBneHMM 0 rocyAapcTBEHHOM perncTpaumm 1eKapcTBeHHOro npenapara 414 BeTepuHapHOro
NPUMEHEHNA YKa3blBatoTCA:

1) HanmeHoBaHWe W aapec 3aABUTENA, pa3pa60TqMKa M nponssoantTena nNeKapcrBeHHOro
npenapata AnAa BETEPUHAPHONo nNpuMmeHeHMA WU aapec MeCcta OocyuecTtsieHnA npomsBoacCTBa
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NeKapCTBeHHOro npenapata AnAa BeTepUHapHOro npumeHeHuAa (B c/lydyae Hananm4yma HeEeCKOJIbKUX
Y4YaCTHMKOB npoLecca NpoM3BoACTBa HEOOXOANMMO YKa3aTb KarKA0ro ns Hux);

2) HaMmeHOBaHME  JIEKAPCTBEHHOro  Mpenapata A/la  BEeTepPUHAPHOro  MPUMEHEHUsA
(meXkaoyHapogHoe HenaTeHTOBAHHOE, WM  TPYNMNUPOBOYHOE, WM  XMMUYECKOe W  Toprosoe
HaMMeHoBaHWsA);

3) nepeyeHb AEUCTBYIOWMX U BCMOMOraTe/ibHbIX BELLECTB, BXOAALWMX B COCTaB /IEKapCTBEHHOrO
npenaparta Ans BeTepUHapHOro NPUMEHeHMUs, C YKazaHMeM KOIMYECTBA KaKA0ro 13 HuX;

4) neKkapctBeHHaa ¢opma, [03MPOBKa, crnocobbl BBeAEHMA M MPUMEHEHUA, CPOK TFOAHOCTU
JleKapCcTBEHHOro npenaparta 415 BeTepMHapHOro NpUMeHeHus;

5) papmakoTepaneBTUYECKan rpynna;

6) He06X0AMMOCTb MPUMEHEHMUA YCKOPEHHOW MpoLLeAypbl SKCNEPTU3bl IeKAPCTBEHHbIX CPEACTB B
Lenax rocyapCTBeHHON perucTpaLmMm NekapcTBEHHOro Npenapara;

7) KONUKU LOKYMEHTOB, NOATBEPKAAIOLWMX YNAATY rOCYAapCTBEHHOW MOLW/IUHBI:

a) 33 nNpoBefeHWEe 3KCMepTM3bl KauyecTBa JIEKAPCTBEHHOrO CPeAcTBA M 3KCMEpPTU3bl OTHOLLEHUSA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHMS JIEKAPCTBEHHOr0 Npenaparta 4/19 BEeTepPUHAPHOTo
NPUMEHEHNA NPU ero rocyapCTBEHHOW perncTpaumm;

6) 33 BblAaYy PermcTpaLmMoHHOrO y4,0CTOBEPEHUA NEKAPCTBEHHOTO Npenapara;

8) Hannuue cornacus, NpPeayCMOTPEHHOrO 4acTbio 7 HacToswel cTaTbW, eCcAnM C MOMEHTa
perucTpauumn pedepeHTHOro NeKapCTBEHHOro npenapaTa A/A BeTEepPUHAPHOro MPMMEHEHWs MNPOoL/o
MeHee Yem LecTb NeT.

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

3. PernctpaumoHHOe AoCbe B LeNAX 3KCNepTM3bl IeKapCcTBEHHOro npenaparta 418 BeTepuHapHoOro
npumMmeHeHns GopmupyeTca ns cneayoWwmx 4OKYMEHTOB U CBeAeHUIA:
(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBepeHMA 0 gate NpenocTaBAeHUA U PEFUCTPALMOHHOM HOMeEpe SIMLLEH3UN Ha NPOM3BOACTBO
NEKapCTBEHHbIX CPEACTB, NPEeAOCTaBNEHHON NPOU3BOAMUTENO PEFUCTPUPYEMOrO JIEKAPCTBEHHOMO
npenaparta ANA BETEPUHAPHOIO NPUMEHEHUSA, ANA POCCUNCKUX NPOU3BOAUTENEN;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-D3)

2) cBefieHMA 0 gaTe NpPeAoCTaBAEHUA U PETUCTPALLMOHHOM HOMEPE JINLEH3MM HA NPOU3BOACTBO
NEKapCTBEHHbIX CPeACTB, NPenoCTaBlAeHHOMW npoussoauTento dapmaueBTUYecKon cybcTaHumm,
BXOAALLEN B COCTaB PErucTtpMpyemoro JIeKapCTBEHHOro npenapata A/1A BeTEPUHAPHOIOo NpPUMEHeHWUS,
ONA POCCUNCKMX NPOUN3BOAUTENEN;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-d3)

2.1) KonuA AO0KYMEHTa, BblAAHHOMO YMNONHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAMTENA ANA
KaXgoi nNpou3BOACTBEHHOW MNJ/IOWAAKM  PErUCTPUPYEMOrO  JIeKapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO MPUMEHEHMA U MNOATBEPIKAAIOLWLErO COOTBETCTBME MPOU3BOAUTENSA NEKAPCTBEHHOMO
npenapaTta TpeboBaHMAM NPaBUI HaaeXKallel NPOM3BOACTBEHHOW NPAKTUKK, U €ro NepeBoa Ha PYCCKUiA
A3blK, 3aBepeHHble B YCTAHOBJAEHHOM MNOPAAKE, a TaKXKe KOMWA 3aK/OYEHMA O COOTBETCTBMM
NpoM3BOAMUTENA /IEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MNPaBUA Hagaexallein npou3BOACTBEHHOWM
NPaKTUKK, BblAAHHOMO YNOAHOMOYEHHbIM dheaepanbHbIM OpraHOM UCMONHUTENBHOMN BAACTU ANA KaXKA0M
NPOM3BOACTBEHHOW MN/IOLWAAKN PErncTPMpPyemMoro JeKapCTBEHHOro npenapaTta ANA BeTepUHApPHOro
npumeHeHua, MM60o Konua peLleHns o NpoBeAeHUMN MHCNEKTUPOBAHNA NPOU3BOANTENA NEKAPCTBEHHbIX
CPeAcCTB, MPUHATOrO YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MCNOAHUTENbHOM BAACTU ANA KaXKAoM
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NPOW3BOACTBEHHON NAOWAAKN PETUCTPUPYEMOrO NEKAPCTBEHHOrO npenapaTta AAA BETepUMHapHOro
npUMeHeHMs. YKasaHHble JOKYMEHTbI NPeaCTaBAAOTCA B C/lyvae, eC/iM NPOM3BOACTBO IEKAPCTBEHHOTO
npenapara ocyLlecTsaseTcsa 3a npeaenamm Poccuinckon degepauymu;

(n. 2.1 BBegeH PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

2.2) Konua [OOKYMeHTa, BblAAaHHOrO YMNOJHOMOYEHHbIM OpPraHomM CTpaHbl MpPOU3BOAUTENA
dapmaueBTUYECKOM cybcTtaHumm n NnoATBep KAatoLero COOTBETCTBME npoussoaunTens
dapmaueBTMYECcKo cybcTaHUMK, BXOAALLEN B COCTaB PEFMCTPUPYEMOTO /IEKaPCTBEHHOIO Npenaparta ans
BETEPMHAPHOIO NPMMEHeEHUA, TpeboBaHMAM NPaBUA Hag/eXallen NPOU3BOACTBEHHOM NPAKTUKN, U ero
nepeBof Ha PYCCKUI A3bIK, 3aBePeEHHble B YCTAHOB/JIEHHOM MOpPAAKe, B C/ly4yae, ecv NPoM3BOACTBO
dapmaueBTMYECcKoM cybcTaHLMK ocyLecTsaneTca 3a npeaenammn Poccuiickon ®epepaumnu;

(n. 2.2 BBegeH depepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

3) NPoOEeKT HOPMaTUBHOrO JAOKYMEHTa Ha JIeKapCTBeHHbIM npenapat Aasa BeTepUHapHOro
NpPUMeHeHus;

4) [OKYMEHT, coaepawuii cneayrolyo nHpopmaumio o bapmaueBTUYECcKon cybcTaHumMu uam
bapmaueBTUYECKUX CyBCTaHUMAX, BXOAALLMX B COCTAB JIEKAPCTBEHHOrO npenaparta g8 BeTepPUHapHOro
NpUMeHeHus:

a) HaumeHoBaHuWe ¢apMaLEeBTMYECKON CybCTaHUMKM, ee CTPYKTypa, oblime cBoicTBa (npwu
rocyfapCTBEHHOM  perncrpaumMm  MMMYHOBMONOTMYECKMX  NIEKAPCTBEHHbIX  MpPenapatoB  Ajs
BETEPMHAPHOIO MPUMEHEHUA NPEeACTaBAAIOTCA CBEAEHWA O WTaMMme, BK/IOYas ero HaumeHOBaHWe,
MHPOPMALMIO O MPOUCXOMKAEHMUM, EFO CBOMCTBAX, XaPAKTEPUCTUKAX U MECTe AeNOHUPOBAHUSA);

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

6) HaumeHoBaHMe 1 apec NPOU3BOAUTENS;

B) TEXHO0rMA nNpon3soacrtea C onNNCaHMem CT3,£I,VII7I npon3soacTBa U MeTo40B KOHTPOA Ha BCEX
CTaanAax nponsBoacTsa,

r) uHbopmauma o npumecax (He npeacTaBnseTcA MNPW  rOCYyAapPCTBEHHOW perncrpauum
UMMYHOBMONOTMYECKUX IeKapCTBEHHbIX MpenapaTos A1A BeTepUHaPHOro NpUmMmeHeHna);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmrKauma Ha bapMaLEeBTUYECKYIO CybCTaHLMIO (He NpeacTaBAseTca Npu rocyapcTBeHH o
perucTpauyn UMMyHOBMONOTMYECKUX IEKAPCTBEHHbIX NPENapaToB AN BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

E) onncaHme meToankK KOHTPOA Ka4yecCTBa,

) pesynbTaTbl aHanusa cepuii papmauesBTMYEcKOW cybcTaHuMM (He npeacTaBaAloTcAa npwm
rocyfapCTBEHHOM  perncTpaumMm  MMMYHOBMONOTMYECKMX  NIEKAPCTBEHHbLIX  NpenapatoB  AasA
BETEPMHAPHOrO NPUMEHEHWUA);

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

3) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB U1 BeWecCTs, NCNOJIb3yeMbIX NMPUN OCYLLECTB/IEHNUN KOHTPONA
Ka4yecCTBa,

M) OnnCaHne XapaKTepnuctnk 1 CBOWCTB YNaKOBOYHbIX MaTePNaNoB U YKYNOPOUYHbIX CPEACTB,

K) AaHHble o CcTabunbHOCTM (He MNpPeacTaBAAOTCA MNPU  FOCYAAPCTBEHHOW perncrpaumm
MMMYHOBMON0rMYECKNX IeKapCTBEHHbIX NPenapaTos 4/ BETEPMHAPHOIO NpUMEHEHUA);
(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK FOAHOCTU, YCNOBMA XPAHEHMUS;
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KoHcynbTaHTlAOC: NpumeyaHue.

Mpn yCKOpeHHOM Mpouesype PerncTpauun BOCMPOM3BELEHHOrO MpenapaTa AOMNycKaeTca
HenpeAcTaB/ieHMe OMNUCAHMA METOAOB U UX AOKYMEHTA/IbHOro NMOATBEPXKAEHWUA, NPU MUCbMEHHOM
o0bA3aTeNbCcTBE MX NPeacTtaBuTb B TeyeHue 12 mecaueB co AHA peructpaumm (MocTaHoBneHWe
MpaBuTtenbcTea PO ot 12.03.2022 N 353).

5) otyeT 0 pesynbTaTax AOKAMHWYECKOrO WCCAeAO0BaHUA JIeKapCTBEHHOro cpeactsa AnA
BETEPMHAPHOIO NMPUMEHEHWA, BKAOYAIOLWMIA ONMcaHMe METOA0B Onpeae/ieHNA OCTaTOUYHbIX KOANYECTB
OEeNCTBYIOLLIEro BellecTBa (AeWCTBYIOWMX BeLLecTs), Aocturatollero (gocturaouimx) CUCTEMHOrO
KPOBOTOKa, B NPOAYKLUUN XKUBOTHOITO MNPOUCXOXKOEHMUA Nnocne NpuMeHeHUNA TaKoro J1eKapCTtBeHHOro
CPeACTBa, a TaK¥Ke AOKYMEHTaIbHOe NOoATBEPKAeHMe (BaMaauma) yKasaHHbIX METOA0B;

(B peq,. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) OT4eT O pesy/nbTaTax K/JAMHWMYECKOrO WCCNeAO0BaHUA JIEKAPCTBEHHOrO npenapata AnA
BETEPUHAPHOIO MPUMEHEHUA Y KaXXA0ro BUAA KMBOTHbIX, YKa3aHHbIX B UHCTPYKLMK NO BETEPUHAPHOMY
NPUMEHEHWIO;

7) NPOEKT WHCTPYKUMM NO BETEPUMHAPHOMY MPUMEHEHUIO JIeKapCTBEHHOro Mpenapara,
cofepKallei cneayrowme ceeseHus:

a) HauMmeHOBaHME  JIeKapCTBEHHOro  npenapaTa A4As  BeTepPUHApPHOro  MNpuUMeHeHwus
(mexkayHapogHoe HenmaTeHTOBaHHOE, WAW  TPYNMNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HauMeHOBaHMA);

6) NeKapCTBeHHanA cbopma C YKasaHunem HaMMEHOBAHWIN N KOJIMYECTBEHHOIO COCTaBa ,D,elzCTBYPOU.LMX
BewecTB M Ka4eCTBEHHOIO COCTaBa BCMNOMOraTe/ibHbIX BELWECTB,

B) onncaHme BHeWHero snuaa 1IEKapCTBEHHOIO nNpenapata 414 BETEPUHAPHOIO NPUMEHEHUA,;

r) papmakoTepaneBTUUYECKas rpynna JeKapcTBeHHOro npenaparta 419 BEeTepPUHAPHOTo NPUMEHEHUs
WU YKa3aHMe "romeonaTUyecKmii NeKkapCTBEHHbIN npenapat”;

4)  dapmakoavHamMKa M dapMaKOKMHETMKa (33 MCKAloYeHMem  papMaKOKUHETUKM
romeonaTMyecknx NEeKapCTBEHHbIX MPEnapaToB M PaCcTUTE/bHbIX JIeKAPCTBEHHbIX MPenapaToB) MAu
onuncaHne MMMYHOBMOIOTMYECKMX CBOMCTB JIeKapCcTBEHHOIo NpenapaTa;

€) NoKasaHuA aNa NPUMEHEHUS;
) NPOTMBONOKAa3aHUA 414 NPUMEHEHMUS;
3) Mmepbl NPeAoCTOPOKHOCTU NPU NPUMEHEHUN;

M) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NPpUMeEHEHNA Y 6EDEMEHHbIX KNBOTHDbIX, Y "KUBOTHbIX B
nepunoa naktauun, y nOTOMCTBa XUBOTHbIX;

K) pexunm ao3nposaHuAa, cnocob BBeAEHNA N NPUMEHEHUA, NPU HEO6XOAMMOCTM BpemMa npmema
NeKapCTBEHHOro npenaparta AnAa BETEPUHAPHOIo NpUMeHeHNA, NPOAO/IXKUTENbHOCTb 1IeHEHNA;

I'I) BO3MOMKHble NOBOYHbIE ILl,el"/iCTBMFl, HeXenaTtesibHble peakunn npn npumeHeHMmn NeKapCTtBeHHOTo
npenaparta 4n1a BeTepnHapHOro NnpuMeHeHUA;

M) CMMNTOMbI Nepeno3npoBKU, Mepbl NO OKa3aHUIO NOMOLKM NPpK Nepeano3npoBKe,;

H) B3aMMoAeNCTBME C APYIMMWN NEKAPCTBEHHbIMM NpenapaTamm 1 (Man) Kopmamu;
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0) dopMbI BbiMyCcKa JIeKapCTBEHHOrO npenapara A/19 BEeTEPUHAPHOIo NPUMEHEHUS;

n) ykasaHue (npu HeobxoAMMOCTM) ocobeHHOCTel AEeWCTBUA JSIeKapCTBEHHOro npenaparta gns
BETEPUMHAPHOrO NPUMEHEHUSA NPU NEPBOM NPUEME WU NPU IO OTMEHE;

p) onucaHue (Npyn HeobxoaAMMOCTHN) AEACTBUIA cneunanncta B 0bi1actu BeTepuHapun, Baagensbla
KMBOTHOIO NpW MpPOMNycKke npuema OAHOW WM HECKONIbKUX [03 JIeKapCTBEHHOrO npenapata Ans
BETEPUHAPHOro NPUMEHEHUS;

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

C) CPOK roAHOCTM W YKasaHMe Ha 3anpeT MNPUMEHEHUA J/IeKapCTBEHHOro npenaparta A/
BETEPUHAPHOrO NPUMEHEHMSA MO UCTEYEHMMN CPOKA FOAHOCTH;

T) yCnoBusA XpaHeHus;

y) yKasaHvMe Ha HeobXO4MMOCTb XpaHeHWUsA NeKapCTBEHHOro npenaparta ANA BeTepUHapHOro
NPUMEHEHNA B MecTax, HeJOCTYNHbIX 419 AeTel;

¢) ykasaHue (npy HeobXOAMMOCTM) cneLmanbHbIX Mep NPesoCTOPOKHOCTM NMPU YHUUTONKEHUU
HEeWCMNo/Ib30BaHHbIX IEKAPCTBEHHbIX MPENapaToB A/19 BETEPUHAPHOTO NMPUMEHEHUS;

X) CPOKN BO3MOHOIo UNCNosib3oBaHMA NpoayKunn XMBOTHOIMO NpPOnNCXoxXOeHUA nocne seeaeHunA
KNBOTHOMY JIEKAPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIO NPUMEHEHUNA;

L) ycnoBumA oTnycKa;

‘-I) HauMeHOBaHNA U agpeca NpousBOoACTBEHHbLIX NAOWAAOK npoussoanTena NeKapCrBeHHOro
npenaparta gs1a sBeTepnHapHOro NnpuMeHeEHUA;

W) HaMmeHOBaHMe, agpec OpraHU3auMu, YMNONHOMOYEHHOW AepskaTenem WAU Bnagesnblem
PerucTpauMoHHOro  YAOCTOBEPEHMSA NIeKapCTBEHHOro Mpenapata Ha MNPUHATME NpeTeH3ui oT
norpeburtens;

8) NPOeKTbl MaKeToB NEPBUYHOI YNAKOBKN M BTOPUYHOW YNaKOBKM IeKapCTBEHHOIO NpenapaTta 415
BETEPMHAPHOIO NPUMEHEHWS;

9) cnepytolwme cBeAeHMA 0 NIEKAPCTBEHHOM Mpenapare 411 BeTePUHAPHOTo NPUMEHEHUS:
a) onucaHue 1 CoCTaB JIEKaPCTBEHHOrO Npenapara 411 BeTepUHaPHOro NPUMEHeHNs;
6) onvcaHue dapmaLeBTUYECKOW pa3paboTKuy;

B) onucaHuWe npouecca NpoM3BOACTBA M €r0 KOHTPOAA, NoANMCcaHHOE B NopAAKe, YCTaHOBNEHHOM B
COOTBETCTBMM C YaCTbio 1 HACTOALLEN CTaTbMy;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) OnNMCaHWe KOHTPOAA KPUTUYECKMX CTaaAMA NPOM3BOACTBA WM MNPOMENKYTOYHOW NPOAYKLMUMK,
noAnuMcaHHoe B NOPAAKE, YyCTAHOBAEHHOM B COOTBETCTBMM C YacTblo 1 HacToALWEelN CTaTby;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) HaMmeHoOBaHMA M afpeca pa3paboTyumKa, AeprKaTena WAM BRafesbla perncrtpalyMoHHOro
YOOCTOBEPEHUA  NIEKAPCTBEHHOrO  MpenapaTta, MPOM3BOACTBEHHbIX MNJOWAAO0K  MNPOU3BOAUTENSA
NIeKApCTBEHHOrO NpenapaTa 4/1A BETEPUHAPHOIO NPUMEHEHUA C YKA3aHMEM CTaAMI TEXHOIOTMYECKOTO
npouecca, OCYLWEeCTBAAEMbIX HA NPOM3BOACTBEHHbIX MOLWAAKAX NPOM3BOAMUTENA JIEKAPCTBEHHOIO
npenaparta 414 BETEPUHAPHOIo NPUMEHEHUS;

(8 pea. PepepanbHbix 3akoHOB 0T 13.07.2015 N 241-d3, ot 02.08.2019 N 297-d3)
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e) papmaLeBTMYECKan COBMECTUMOCTb;
) MUKpOBUMONOrMYECKME XapPaKTEPUCTUKI;
3) MaTepuanbHbIi banaHc AN NPoOU3BOACTBA CEPUM FOTOBOMO NPO/YKTa;

1) onMcaHne XxapakTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUasioB U YKYNOPOUHbIX CPEACTB;

KoHcynbTaHTlAKOC: NpumeyaHue.

Mpu perncrpaumm Mo YCKOPEHHOM npoueaype AOMyCKAaeTca HenpeacTaB/ieHne [OOKYMEHTOB,
npeaycmoTpeHHbIx nn. "K" n. 9 4. 3 ct. 17, np1 ycnoBUmM NMCbMEHHOTo 0653aTe1bcTBa UX NPEeA0CTaBUTb
B TeyeHune 12 mecaues co AHs peructpaumm (MocraHosneHue Mpasutenscrsa PO ot 12.03.2022 N 353).

K) LOKYMEHTa/IbHOe NOoATBEPKAEHUE (Bannaaums) NPoLeccos U (MM) UX OLEHKa;

n) TpeboBaHMA K KayecTBy BCrnomoraTe/ibHbiXx Bellects (cepTuduKkart, cneumduKauma Ha
BCMOMOraTe/ibHble BeLLecTsa U ux ob6ocHOBaHue);

KoHcynbTaHTlAOC: NpumeyaHue.

Mpun pernctpaumMm nNO YCKOPEHHON npoueaype [AOMYyCKaeTcA HenpeacTaBieHWe [OKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 cr. 17, npuM ycnoBuUM NUCbMEHHOro 0653aTenbCTBa WX
npefocTaBuTb B TeueHne 12 mecaues co gHA pernctpaumm (MoctaHosneHue MpaBuTtensctea PO ot

12.03.2022 N 353).

M) dHaAnTnyeckme MeToaukn, ucnosibsyemble npn OCywecTtBIEHUN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB,

KoHcynbTaHTlAOC: NpMMeYaHue.

Mpu perncrpaumm no YCKOPEHHOM Mpoueaype AOMYCKAeTCcA HenpeacTaBieHMe [OOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "H" n.94. 3 cT. 17, npn ycnoBUM NMCbMEHHOro 0653aTeNbCTBa UX NPEeAO0CTaBUTb
B TeueHune 12 mecaues co aHs pernctpaumm (MoctaHosneHue Mpasutensctsa PO ot 12.03.2022 N 353).

H) QOKyMeHTanbHOEe noATBepXAeHWe (Banngauma) aHaIUTUYECKUX METOAMK, UCNOJb3yeMbliX Npu
OCYLLECTBAEHUN KOHTPOIA KauecTBa BCMIOMOraTe/ibHbIX BELLECTB;

0) MHd)OpMaLI,Mﬂ 06 MCNO/Ib30BaHUM BCMOMOraTe/IbHbIX Beuw,ecTBs 4enoBeyeCkoro m XMBOTHOIO
NPOUCXOXKAEHUA,

n) yTpatun cuny. - deaepanbHbiit 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K KAuyecTBY JIEKAPCTBEHHOro npenapaTta ANs BeTEPMHAPHOIO MPUMEHEeHMUs
(cepTndmKaT, cneunduKaLma Ha NEKAPCTBEHHbIM NpenapaT U ux obocHoBaHue);

C) aHaAnTnyeckme MeTogunkuy, wuncnonb3dyembie TMpu  OCYWEeCTBZIEHMMN KOHTPONA Ka4decCTBa
NeKapCTBEHHOrO nNpenapaTta A1Aa BETEPUHAPHOIO NpnMmeHeHuA,

KoHcynbTaHTIAOC: NpumeyaHue.

Mpu perncTpauym nNo YCKOPEHHOW Mpoueaype ALOMYyCKAETCA HenpeacTaBieHue [LOKYMEHTOB,
npeaycmoTpeHHbIx Nn. "1 n. 94. 3 c1. 17, npun ycnoBMM NMCbMEHHOIo 06A3aTeNbCTBa UX NPEeAoCTaBUTb
B TeueHune 12 mecaues co AHA peructpaumm (MoctaHosneHue Mpasutensctsa PO ot 12.03.2022 N 353).

T) AOOKYMeHTa/IbHOE noarBepxXaeHue (Ba}'IMAaLI,MFI) dHaMNTUYECKNX METOAUNK, NCMOJIb3yeMbIX Npu
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OCYLLEeCTBAEHMM KOHTPONA KavecTBa 1IeKapCTBEHHOTO NpenapaTa AN BeTePUHAPHOro NPUMEHeHUs;

Y) OOKYMEHT, MOATBEP)KAAOLWMIA KauyecTBO JIEKAPCTBEHHOro npenapaTta Tpex MPOMbIWAEHHbIX
cepuii (NpoToKon aHanMn3a unm cepTdUKaT aHaM3a), ogHa cepus KOTOPOro A0/XKHA COBNaZaTh C cepueii
06pasLa IeKapcTBEHHOro Npenaparta, NogaHHOro Ha PerncTpaLmio;

) XapaKTepucTnka npumecei;

X) nepeyeHb CTaHAAPTHbIX 06Pa3LOB, UCMOJb3yeMbIX MPU OCYLLECTBIEHUN KOHTPOAA KayecTBa
NIeKapCTBEHHOro npenapara A/19 BeTePMHaPHOro NPUMEHEHMS;

KoHcynbTaHTMAOC: NprMeyaHue.

Mpu ycKopeHHONM npoueaype perncrtpauuyM BOCMPOU3BEAEHHOrO MpenapaTa AO0nycKaeTca
HenpeacTaBAeHUE CBeAEHWUM, MpeayCcMOTpPeHHbIXx nn. "u" n. 9 4. 3 cr. 17, Npu NUCbMEHHOM
0b6A3aTeNbCcTBE MX NPEAOCTaBUTb B TedeHWe 12 mecaueB co AHa peructpaumm (MoctaHoBneHue

MpaBuTtenbcTBa PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabuibHOCTH NNEKAPCTBEHHOrO nNpenaparta 414 BETEPUHAPHOIO NPUMEHEHUA,

10) KonuAa AOKyMeHTa, cogep’kallero MHGOPMaLMIO O HaAMdMM MaM o6 OTCyTCTBUM (aKToB
perncTpauum NeKkapcTBEHHOro NpenapaTa 414 BETEPMHAPHOro NpMmeHeHus 3a npeaenammn Poccminckoi
depepauuy;

11) cornacue B NMcbMeHHOW dopme, NPeayCMOTPEHHOE YacTbio 7 HacToALEen cTaTbM, B clyyae
perMcTpauumn BocnponsseaeHHOro 1eKapcTBeHHOro npenapara;
(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTa HAa PYCCKOM A3blKe, 3aBEPEHHOro B YCTAaHOB/JIEHHOM MOpsAAKe W
NOATBEPKAAIOLWEro MPaBOMOYHOCTb 3asiBIEHUA O TFOCYAapCTBEHHOW PErucTpaummn ekapCTBEHHOMO
npenaparta gas BeTePUHapHOro NpuMeHeHus (40BePEeHHOCTb);

KoHcynbTtaHTMAOC: NprMmeyaHme.

[031.12.2030 pocCMNCKMM NPOU3BOANTENAM Pa3peELLEHO He NPeACTaBIATb CBEAEHMA B COOTBETCTBMMN
c n 13 4. 3 cr. 17 npu perucTpauum MMMYHOBMONOTMYECKUX NEKAPCTBEHHbIX NpenapaTos
(MocTaHoBneHue Mpasutenbctea PO ot 12.03.2022 N 353).

13) cBepeHMA O TOCYZapCTBEHHOM pPEerncTpauunm  reHHO-MHKeHepHO-MoAUUUMPOBAHHbIX
OpraHM3MoB, MNpeAHa3HAYeHHbIX A/1A BbINYCKA B OKpyatowylo cpedy (npu rocyaapCTBeHHOM
perncTpauym NeKapCTBEHHbIX MNPenapaTtoB [ANA BETEPUMHAPHOrO MNPUMEHEHUA, MNOJYYEeHHbIX C
NPUMEHEHNEM TEHHO-UHKEHEPHO-MOANDULMPOBAHHBIX OPraHM3MOB WAW  COLEpPHKALLMX TaKue
OpraHusmsl).

(n. 13 BBegeH PenepanbHbim 3aKkoHOM oT 02.08.2019 N 297-93)

4. Mpn nNpoBefeHUUN YCKOPEHHOM MpoLeAypbl 3KCNEepPTM3bl JIEKAPCTBEHHOroO npenapata Aas
BETEPUHAPHOIO MNPUMEHEHUs (33 MCKAIOYEHMEeM J/IeKApCTBEHHOrO npenapata A/na BeTepuMHApHOro
NPUMeHeHMA, yKasaHHOro B Yactm 4.1 HacToALleNn cTaTbu) B LENAX €ro rocyapCTBEHHOW pernctpaumm
BMECTO OTYeTa pa3paboTumKa o0 pe3ynbTaTax AOKIMHUYECKOTO UCCNeA0BaHMA IEKAPCTBEHHOIO CpeacTBa
ONA BEeTEepMHAPHOro MpPUMEHEHMs MoOKeT ObiTb NpeacTaBieH 0630p HayyHbIX pPaboT o pesynbTaTax
OOKNMHMYECKOro uccnepoBaHna pedepeHTHOro NeKapCTBEHHOrO npenapata A1 BeTepUHAPHOro
NPUMEHEHNSA, @ BMECTO OTYETA O pe3y/ibTaTaxX KAMHUYECKOrO UCCe40BaHMA IEKAPCTBEHHOrO NpenapaTta
ONA  BETEePUHAPHOrO MPUMEHEHUSA OTYEeT O pesynbTaTax MCCAefoBaHU  BMO3KBMBANIEHTHOCTU
BOCNpPOM3BEAEHHOrO IEKAPCTBEHHOMO NpenapaTa A1A BETEPUHAPHOIrO NPUMEHEHMSA.

(8 pea. PepepanbHbix 3akoHoB 0T 02.08.2019 N 297-d3, o1 28.04.2023 N 171-d3)
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4.1. Npu NpoBefeHUM YCKOPEHHOW Mpoueaypbl 3KCNEepPTU3bl JIEKapCTBEHHOrO npenapata Aas
BETEPMHAPHOIo NPUMEHEHMUA, NpeaHa3HAYEeHHOro ANA eYeHUA AOMALUHUX XKUBOTHbIX, ONpeaesieHHbIX
dPepepanbHbiM 3aKOHOM OT 27 aeKabpa 2018 roga N 498-903 "O6 oTBeTcTBEHHOM 06palWeHun C
UBOTHbIMM U O BHECEHMUN M3MEHEHUI B OTAE/IbHble 3aKOHOAaTe IbHble aKTbl Poccuitckon ®epepauunmn”,
M 3aperncTtpupoBaHHOrO B KayecTBe JIeKapCTBEHHOro npenaparta Ana MeAULMHCKOro NMpUMeEHeHus, B
LeNIAX ero rocy4apcTBeHHON perncTpaumMm BMecTo oT4eTa pas3paboTyumKa o pesybTaTax A4OKNIMHUYECKOTO
NCCNefoBaHUA IEKAPCTBEHHOMO CPEACTBA 411 BETEPUHAPHOTO NPUMEHEHMA MOTYT ObITb NpeacTaBAEHbI
pe3ynbTatbl  OOKJAMHUYECKOrO MUCC/ef0BaHUA COOTBETCTBYIOWLErO /NEeKApCTBEHHOrO CpeacTsa  AfiA
MEAMLMHCKOTO NPUMMEHEHUA, a BMECTO OT4eTa O pe3ysibTaTax K/AMHUYECKOro WucciefoBaHUA
JIeKapCTBEHHOTO MpenapaTta A1 BETEPUHAPHOIO NpUMeHeHUs - 0630p Hay4yHbIX PaboT O pesynbTaTax
KNAMHUYECKUX UCCNeLO0BaHUIA NeKApCTBEHHOro npenapaTta AaAa MeAUUMHCKOrO NPUMEHEHUsA Ha BuAaax
YKMBOTHbIX, KOTOPbIM NpeAHa3HavYaeTca nccneayemolii NeKapCcTBEHHbIM Npenapar.

(4actb 4.1 BBeaeHa GegepanbHbiM 3aKOHOM OT 28.04.2023 N 171-93)

5. Ha akcnepTu3y passinyHbIX 1€EKAapCTBEHHbIX GOPM OLHOr0 U TOTO *Ke SIEKAapCTBEHHOMO NpenapaTa
019 BETEPUHAPHOTO NPUMEHEHMA 3asBUTENb NPeACTaBAAET OTAE/bHbIE 3aABEHMA U PETUCTPALLUOHHbIE
[0Cbe Ha KaXKayto IeKapcTBeHHYo dopmy. Mpun ycioBum ogqHOBPEMEHHOM NOAAYM Ha SKCNepPTU3y o4HOM
NeKapcTtBeHHON GOpMbl € PasAUYHbIMKU - A03UMPOBKOM, KOHUEHTpauuen, obbemom 3aAaBUTESb
npeacTaBAseT OAHO 3aAB/IEHWE W PErucTpaLMOHHOE [0Cbe C NPUIOKEHMEM MAKeTOB MNepBUYHOWN
YNaKoBKM W BTOPMYHOM YNaKoBKW. Ha MaKeTax NepBMYHOM YMaKOBKM W BTOPUYHOM YNaKOBKMU
yKa3blBalOTCA BCE MPOM3BOAMMbIE [,03UPOBKU, KOHLLEHTPALMKN, 06 beMbl U KONNMYECTBO [03 B YNaKOBKe
JleKapCcTBEHHOrO nNpenaparta 4/18 BeTePMHAPHOro NPUMEHEHMA.
(8 peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaBieHMA C 3aABNEHMEM O FrOCY4aPCTBEHHOW PerucTpaumm eKapcTBEHHOMO
npenapara 4/19 BeTEPUHAPHOro NPMMEHEeHUs AOKYMEHTOB, NOATBEPKAAOLWMX YNaaTy rocy4apCcTBeHHOM
MOLUNMHbI M YKa3aHHbIX B MYHKTe 7 YacTu 2 HacTosALWen CTaTbW, CBEAEHUN O IMLLEH3UAX, YKa3aHHbIX B
nyHKTax 1 1 2 4yactm 3 HacToALWEeN CTaTbM, a TaKXKe BblgaBaembix (NpeaocTaBAseMblX) YNOJTHOMOYEHHbIMU
denepanbHbIMM OpraHamm UCNONHUTENIbHOM BNACTU AOKYMEHTOB (CBeAEHMUI), YKa3aHHbIX B MyHKTe 2.1
yactTM 3 HacTosWeWn CTaTbW, YMNOAHOMOYEHHbIN deaepasnbHblii OpraH MCNOAHUTENbHOW BAACTU
3anpallMBaeT YKa3aHHble AOKYMEHTbI (CBeAEHUsA) B NOPAAKE MEXBEeAOMCTBEHHOro MHGOPMALLMOHHOIO
B3aMMOAenCTBuS.

(4acTb 6 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcs MCNONb30BaHME B KOMMEPYECKMX Lenax WMHOGOpMauMM O pesynbTaTax
AOK/NMHNYECKMX UCCNef0BaHWUIA NEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX UCCNef0BaHUI IEKAPCTBEHHbIX
npenapaToB A/ BETEPUHAPHOro NPUMEHEHUs, NPeACTaB/NeHHOW 3asBUTENeM AN FoCcyAapCTBEHHOM
perucTpauumn NeKkapcTBEHHbIX npenapatoB, 6e3 ero cornacMa B TedyeHWe LWecCTM neT c  AaTbl
rocyAapcTBeHHON pernctpaunmn pedpepeHTHOro 1eKapcTBEHHOro nNpenapara B Poccuitickolt degepaunu.

8. JepkaTtenb nnv Bnagenew, perucTpalMoHHOro ya0CTOBEPEHNA NEKAPCTBEHHOrO Npenaparta anA
BETEPMHAPHOro NPUMEHEHNA NPeACTaBAAET B YNOJHOMOYEHHbIN defepanbHbIi opraH UCNOHUTEIbHON
B/IACTW OTYET NO pe3y/bTataM papMaKoHaA30pa OAMH Pas3 B WeECTb MeCALLEB B Te4eHWe AByX /1eT nocne
rocyfapCcTBEHHOM perncTpaLmm 1ekapcTBeHHOro npenaparta B Poccuitickon depepaumm, 3aTem exerogHo
B TeYeHMe Noc/efyoLnX TPeX NeT N B Aa/ibHelwemM OA4MH pas B TpW roaa.

(4acTb 8 BBegeHa PenepanbHbim 3akoHOM oT 02.08.2019 N 297-93)

CraTtba 18. YTpatuna cuny c 1 ceHTabpa 2024 roaa. - PegepanbHblii 3aKoH ot 30.01.2024 N 1-P3.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHus ct. 19 (B peg. ©3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaocTaBNeHMaA roc. yCayr npu
0bpallleHn NeKapCTBEHHbIX CPeacTB: ANA MEAMLMHCKOTO MNPUMEHEHMA MOCPeACTBOM eaMHOWM
cuctemsl U (MAKn) eanHoro noptana, NnpumeHstotca ¢ 01.01.2025; ans BeTEPUHAPHOTO NPUMEHEHUS
nocpeacTBOM egMHOro noptana, npumeHatTca ¢ 01.01.2026.
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Cratba 19. NpuHATME peleHna O Bbigaue IKCNEepTHOMY yupeXXaeHuUI0 3aaH1A Ha NpoBeaeHue
3KCNepTM3bl NIEKAPCTBEHHOTO CPEACTBA

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

1. B TeyeHune gecatn paboumx AHen co AHA NPUHATUA 3aABAEHUA O FOCY4aPCTBEHHOM PerMcTpaLmm
JIeKapCTBEHHOro npenapaTa WMAW 3asBNEHMA O NPU3HAHWW NIEKAPCTBEHHOro npenapata opdaHHbIM
JIEKApPCTBEHHbIM  MpenapaTtom  COOTBETCTBYIOWMIM  YNOJHOMOYEHHbIM  dedepanbHbli  opraH
WCMNOJIHUTENIbHOW BNACTM MPOBOAUT NPOBEPKY MNOJIHOTbI, LOCTOBEPHOCTU M NPaBUIbHOCTU OpopmaeHUs
NnpeAcTaB/eHHbIX AOKYMEHTOB PErMcTpauMoHHOrO A0Cbe Ha /IeKAapCTBEHHbIM npenapat U NpuHMMaeT
pelweHue o Bblgaye 3a4aHna Ha NpoBeaeHune:

(8 peq,. PepgepanbHoOro 3akoHa ot 30.01.2024 N 1-93)

1) aKkcnepTn3bl AOKYMEHTOB, NPEACTAB/EHHbIX AR OnpefeseHns BO3MOXHOCTM pPaccMaTpmBaTb
JIeKapCTBEHHbIN NpenapaTt Aaa MeAULMHCKOro NMPUMEHEHUA B KayecTBe oppaHHOro SIeKapCTBEHHOTO
npenapara;

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 n. 2 4. 1 c1. 19 yTpaumsaet cuay (®3 ot 30.01.2024 N 1-P3).

2) IKCNepTn3bl 1EKAPCTBEHHOIO CpeacTBa B 4aCTU SKCNEPTU3bl KAa4YECTBA JIEKAPCTBEHHOIO CpeacTea
N 3KCNEPTU3bl OTHOLWLEHUA O)‘KMABEMOﬁ NnoNb3bl K BO3SMOXHOMY PUCKY NMPUMEHEHUA NEKAPCTBEHHOIO
npenaparta ga1a meauunHCKOro npumeHeHuA;

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 n. 3 4. 1 cT. 19 yTpaumsaet cuny (®3 ot 30.01.2024 N 1-93).

3) IKCNepTn3bl 1EKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bI Ka4eCTBa ZIEKAPCTBEHHOIO CpeacTea
N 3KCNEPTU3bl OTHOLWIEHUA ommp,aemoﬁ NoNb3bl K BO3SMOXHOMY PUCKY NMPUMEHEHUNA NEKAPCTBEHHOIO
npenapata gaa mMeauumHCKOro npuMmMmeHeHnAa B nopAaake yCKOpEHHOVI npouenypbl 3KCNEPTU3bI
NEeKapCTBEHHbIX CpeacTB B COOTBETCTBUU CO cTaTbel 26 HaCTOoALWEro dJe,u,epaanoro 3adKOHa;

4) 9KCNEepPTU3bl NEKAPCTBEHHOINo cCpeacrea B OTHOWEHUU NEKAPCTBEHHOro npenapata A4nA
BETEPUHAPHOIo NpUMEHEHUA.

2. YNoNHOMOYEHHbIN denepanbHbii OpraH MCNOAHUTENbHOM B/IACTM HaMNpaBAAeT B JINYHbLIN
KaOWHET 3KCNEePTHOrO YYpEKAEHMA B €ANHOWN CUCTEME MOANUCAHHOE YCUNEHHOM KBAIMPULMPOBAHHOM
3N1EeKTPOHHOM NOANUCHIO 3afaHNE HA NPOBeAEHME IKCNEPTU3, NPeLyCMOTPEHHbIX YacTbio 1 HacToALleln
CTaTbM, B JIMYHbIN KabuHeT 3asBuUTeNA B eAMHOW CUCTeMe - MOAMUCAHHOE  YCWUIEHHOW
KBannMdUUMpPOBAHHOM 3/IEKTPOHHOM NOANUCBIO YBEAOMAEHUE O NPUHATOM pelleHnn O Bblaadve 3a4aHuA
Ha NpoBeAeHMe 3KCNepTU3, NPeAYCMOTPEHHbIX YacTbto 1 HAaCcToOALWEN CTAaTbW, U B C/ly4ae HEOBXOAMMOCTH
O Bblgaye pa3peweHMA Ha BBO3 B Poccuiickylo ®depepaumio KOHKPETHOW MNapTun, Cepum
3aperncTpMpoBaHHbIX U (MM) He3aperncTPUpPOBaAHHbIX NEKAPCTBEHHbIX CPeacTB MAM 06 OTKase B
NpoBeAeHNN TaKMX IKCMEPTU3 C YKa3aHMEM NPUYMH OTKasa.

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. B cnyyae BbISBAIEHUA OTCYTCTBUA WM HEAOCTOBEPHOCTM WMHOOPMaUUK, coaeprKalienca B
NnpeAcTaB/ieHHbIX 3aABUTENEM AOKYMEHTaX, YNOJAHOMOYEHHbIW desepanbHblit opraH UCNONHUTEIbHON
B/IACTM HaNpaBAsieT 3asBUTE/O NOCPEACTBOM e4MHOro NopTana Wau B ero JNYHbIM KabuHeT B eguHOM
cucteme 3anpoc 06 YTOYHEHUM 3Tol MHPOPMaLMKM, NOAMUCAHHBIN YCUNEHHOW KBannGULMPOBAHHOM
3/1EKTPOHHON NoANUCbIO (Janee - 3anNpoc YNOJAHOMOYEHHOIO dpeaepanbHOro opraHa UCMOAHUTENbHOM
B/lacTU).
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(4acTtb 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. 3aaBuTenb 0063aH HanpaBuTb MOCPEACTBOM €4MHOro noptasa B  YNOJAHOMOYEHHbIM
denepanbHblii OpraH UCAOAHUTENIbHOW BAACTU MW B IMYHbIN KabUHET ynosIHOMo4YeHHoro dpeaepanbHoro
OopraHa MCMoJIHUTENIbHOW BAAcTM B eAMHOM cucTeme MOoAMUCAHHbIN YCUIEHHON KBaanduumMpoBaHHOM
3NEKTPOHHOM NOANMCLID OTBET Ha 3anpoC YNOAHOMOYEHHOro desepasbHOro OpraHa UCMONHUTENbHOM
B/IACTU B CPOK, He MpPEeBbIWAOWMA AeBAHOCTA pabounx gHel co AHS MOAydYeHUA YNOAHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMONHUTENIbHOW BAACTU  3NEKTPOHHOIO YBEAOMJIEHUS O MOJYY4EHUU
3anABuTENIEM AaHHOro 3anpoca. CpoK, yKasaHHbIM B YacTu 1 HacToALwen cTaTbM, MPUOCTAHAB/IMBAETCS CO
OHA HanpaB/ieHMA NOCPeACTBOM eANMHOIo NOPTaNa UAM B IMYHBIN KaBMHET 3aABUTENS B €4MHON cucTeme
3anpoca ynoaHOMOYEHHOro ¢enepasbHOro opraHa WCNOJHUTENbHOM BAACTM A0 AHA HanpaBieHUA
3anABMTENIEM NOCPEACTBOM €ANMHOIO NOPTana UAN B IMYHbIN KabUHET ynoJlHOMOYeHHOro ¢desepasbHOro
OpraHa UCNoJIHUTENIbHOM BNACTW B €4MHOMN cMCTEeME OTBETa.

(4actb 4 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHOBaHMEM ANA OTKas3a B OpPraHuW3aLuu 3KCNepTus, NpeaycMoTPeHHbIX YacTbio 1 HacToswewn
cTaTbW, ABNAETCA MpeacTaBiAeHMe HeobXoAMMbIX A8 MNPOBeAeHUA NPeayCMOTPEHHbIX 3KCnepTus
LLOKYMEHTOB B HEMNoJIHOM 06beme UAKN HenpeaCcTaBAeHe 3aaBUTeIeM B YCTaHOB/IEHHbIN CPOK OTBETa Ha
3anpoc ynoJIHOMOYEHHOro ¢eaepasbHOro opraHa MCMOJIHUTENbHON BAACTM, @ TaKKe npeacTaBieHue
[OKYMEHTOB, HE COAEPKALLMX NCYEPTbIBAIOLLETO NEpPeYHs HEOBXOAMMbIX CBELEHUA.

6. Mpn OTKase B OpraHW3aLMK 3KCNEepTM3bl, NPeAYyCMOTPEHHON NMyHKTOM 4 yactu 1 HacTosLei
CTaTbW, AOKYMEHTbI, BXOASLIME B COCTaB PErmcTpauMOHHOIO A0Cbe Ha JIEKAapCTBEHHbIVM nNpenapaT 4ns
BETEPUHAPHOrO MPUMEHEHMA, MOryT ObiTb BO3BpalLEHbl 3aABUTE/NII0 HA OCHOBAHWMM €ro 3anpoca,
NoAMNWCAaHHOIO YCUNEeHHOM KBanMUUMPOBAHHON 3/EKTPOHHOM NOAMWUCBID M HamnpaB/EHHOrO
nocpeacTBOM e4MHOro NopTassa B yNOAHOMOYEHHbIM denepasibHbli OpraH UCNOAHUTENbHOM BAACTU UK
JIMYHDBIN KabMHET yNoOAHOMOYEHHOro peaepasibHOro opraHa UCMOIHUTENIbHOM BNACTU B e4UHON CUCTEME,
B TeYeHue TpuAauatTn paboumx gHeW Co AHA MNPUHATMA YNOJHOMOYEHHbIM deaepasbHbIM OpPraHoOMm
WUCNOSIHUTENIbHOM B/IAaCTM pelleHMAa o6 OTKase B OpraHM3auMy TaKoM 3KcnepTmsbl. YNOJAHOMOYEHHbIM
denepanbHbIi OpraH UCNONHUTENbHOW BNaCTU BO3BPALLLAET 3aABUTENI0 YKa3aHHbIe OKYMEHTbI B Te4eHune
aecatn paboumx gHel co AHS NoayYeHUa COOTBETCTBYHOLLEro 3anpoca 3aaBUTENS.

(4yactb 6 BBEAeHa PenepanbHbiM 3akoHOM oT 02.08.2019 N 297-03; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

KoHcynbTtaHTtMAOC: NprMmeyaHme.

MonoxkeHus ct. 20 (B peq. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs nNpenocTaBAeHUA roc. YCayr npu
06paLLEHNN NEKAPCTBEHHbIX CPEACTB A1 MEAMUMHCKOTrO MNPUMEHEHUs MocpenCcTBOM  eAMHOW
cuctembl, npumeHatoTca ¢ 01.01.2025.

Cratba 20. 3Kcnepm3a AOKYMEHTOB, npeAacTtaB/IeHHbIX AnAa onpeageneHna BO3MOXKHOCTU
paccmaTpuBaTtb nEKapCTBEHHbIﬁ npenapar gna meguuyuHCKoro npymeHeHnA B Kavecrtee Opd)aHHOFO
NNEKapPCTBEHHOro npenaparta

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. Mpoueaypa onpeaeneHns BO3MOMKHOCTM pPAcCMaTpMBaTb JIEKAPCTBEHHbIM npenapaTt Aans
MeAMLMHCKOro NPUMEHEHNA B KayecTBe OpdaHHOro IEKapCTBEHHOrO NpenapaTa MOXKET NPOBOAUTLCA
KaK B OTHOLIEHWWM NEKAPCTBEHHOro npenapaTa, 3apPerMcTPUPOBAHHOrO B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM NMB60 B COOTBETCTBMM C aKTamM, cocTaBastowmmu npaso Cotosa, Tak U B
OTHOLWEHMM  HE3aPerncTPMPOBAHHOTO  /IEKAPCTBEHHOrO npenapaTta. JKCNepTu3a  AOKYMEHTOB,
NpPeAcTaBAeHHbIX ANA OnpeAeneHMs BO3MOXHOCTM PaccMaTpMBaTh JIEKAPCTBEHHbIM npenapaTt Ans
MeAMLMHCKOro MPUMMEHEHMA B KayecTBe OpPQaHHOro JeKapcTBEHHOro npenapaTta, CocTaBleHue
KOMMCCMEN 3KCNepTOB  3aK/IOYEHMA O BO3MOMKHOCTM WM HEBO3MOMHOCTM  paccMaTpuBaThb
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JIEKapCTBEHHDbIM npenapaTt Aas mMeAUUMHCKOro NpMMeHeHMa B KadectBe op¢daHHOro JIeKapCTBEHHOrO
npenapata W HanpaBAeHME B JIMYHbIA KabuHeT ynosAHOMO4YeHHoro deaepasbHOro opraHa
MCMOJIHUTE/IbHOW BAACTU B €AMHON cUCTEME AaHHOMO 3aKa4YeHua B Gopme 3/1eKTPOHHOIo AOKYMEHTa,
NOAMNMUCAHHOTO YCUAEHHOW KBaANPULMPOBAHHOMN 3/IEKTPOHHOM NOAMUCHIO, OCYLLLECTBAAIOTCA B CPOK, He
npesbllaoWwmii Tpuauatn pabouymx AHEM cCO AHA Hanpas/eHUs B JIMYHbLINA KabWHET 3KcnepTHOro
yupexneHusa B eguHon cucteme 3aZaHuA yNnoaHOMOYeHHOro ¢defepanbHOro opraHa MCNOAHUTENbHOM
B/IACTU U CNefyoWMX 4OKYMEHTOB M CBEAEHUN:

1) 3aABneHME O NPU3HAHMM NIEKAaPCTBEHHOTO Npenaparta opdaHHbIM N€KAaPCTBEHHbIM NPenapaTom,
cocTaB/ieHHoe Mo dopme, YTBEPKAEHHOW YNOAHOMOYEHHbIM deaepabHbiM OpraHoM UCNOJIHUTENIbHOM
B/1AaCTWU, NMOANUCAaHHOE YCUIEHHOW KBaAUUUMPOBAHHON 3/EKTPOHHOW MOAMUCHIO YNOJAHOMOYEHHOIO
npeacTaBUTENA IOPUANYECKOTO NNLA, AENCTBYIOWEro B COBCTBEHHbIX MHTEpPEcax Uan YNOJHOMOYEHHOTO
npeacTaBATb UHTEPECHI APYroro PUANYECKOro nua;

2) KonuA [OOKYMEHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTAHOBJIEHHOM MNOPAAKE W
noATBEPKAAIOWErO NPaBOMOYHOCTb 3afBUTENA MOAABaTb 3aABAEHWE O MPU3HAHUU JIEKAPCTBEHHOIO
npenaparta oppaHHbIM JIeKapCTBEHHbIM NpenapaTom (Npyu HeobxoaMMocCTH);

3) obocHoBaHWe opdaHHOCTM 3ab0NeBaHUA, HE OTHECEHHOro B cooTBeTcTBMM ¢ depepasbHbiM
3aKoHOM oT 21 Hoabpsa 2011 roga N 323-®3 "O6 ocHOBax OXpaHbl 340p0BbA rpaxkaaH B Poccuitckoit
depepaunmn”" K peakum (opdaHHbiM) 3aboneBaHMAM, B TOM uucie nogpobHaa wuHdpopmauma o
AVarHoCTMKe, NPodUIaKTUKE UAN IeYeHUN TaKoro 3aboneBaHus;

4) yTBEpXKAEHHaA WHCTPYKUMA NO MeAMUMHCKOMY NPUMEHEHWIO NIeKapCTBEHHOro npenapara,
3aperncTpupoBaHHOro B COOTBETCTBMM C HactoAwmm deaepanbHbiM  3aKOHOM, WAM  0b6Wwas
XapaKTepUCTMKa JIeKapCTBEHHOro npenapaTta, 3aperncTpupoBaHHOrO B COOTBETCTBMM C aKTaMu,
cocTtasaAowmMmMm npaso Cotosa (Npy Hanuumm);

5) MHCTPYKUMA NO MEAVUMHCKOMY NMPUMEHEHUIO UM KpaTKas XapaKTepUCTUKA /1IeKapCTBEHHOTO
npenapara, yTBepKAeHHble B CTPaHe NponssoauTens (Mpu Haamumm);

6) KOMUM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JIEHHOM MOPSAKE W NOATBEPXKAAOWMX GaKT
perucTpauumn NeKapcTBEHHOro npenapata B WMHOCTPAHHbIX rOCyZapcTBax B KayectBe Op¢aHHOro
NNeKapCTBEHHOrO Npenapara (Mpu Haauuum);

7) NPOEKT XapaKTEePUCTUKM HE3apPerncTpMpPOBaHHOIO NIEKAPCTBEHHOMO Mpenaparta, CoAepPKalero
cnegylowme MWHUMaNbHbIE CBEAEHWA O He3aperncTpMpoBaHHOM /JIEKAPCTBEHHOM npenaparte
(monyckaeTca npeacTaBAeHME NPOEKTa XapPaKTEPUCTMKU HE3aperncTpUpoBaHHOIO /1€KaPCTBEHHOMO
npenapaTta, COCTaB/IeHHOro B COOTBETCTBUM C AOCTYNHbIMU AaHHbIMM MO NPOBEAEHHLIM KNMHUYECKUM
nccnefoBaHMAM IEKApPCTBEHHOTO npenapata U AOKAMHUYECKUM WCCNef0BaHUAM NeKapCTBEHHOMO
CpeacTBa Ha MOMEHT MoJayM 3aAB/EHUA O MPU3HAHUKM IeKApPCTBEHHOro npenapaTta opdaHHbIM
NeKapCTBEHHbIM NPenapaTom):

a) HanmeHoBaHWE NEeKapCTBEHHOro npenapata (ME)KAyHapOAHOE HenaTeHToBaHHOE, WK
rpynnnpoBoYyHOE, 1 Xummn4yecKkoe n Toprosoe HaMMeHOBaHMﬂ),‘

6) NeKapcTBeHHaAnA cbopma C YKasaHunem HaUMEHOBaHWI U KO/IMYECTBEHHOMO COCTaBa AEVICTBYPOLLLMX
Bew,ecTB N Ka4eCTBEHHOIO COCTaBa BCNOMOraTe/ibHbIX BELLECTB (an HEO6XOAMMOCTM KON1IM4eCcTBeHHOTIO
COCTaBa BCNOMOraTe/ibHbIX BeLLI,eCTB),‘

B) papmakoanHammKa U GapMaKoOKMHETHKa;
r) NoKasaHWA 4NA NPUMEHEHUS;

,El,) NPOTNUBOMNOKA3aHMA ANA NPUMEHEHUA;
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€) BO3MOXHble MObOYHble [ENCTBMA U HeXenaTesibHble peakumn npu  NpUMEHEHUM
NleKapCTBEHHOro npenapara 419 MegUUUHCKOTro NPUMEHEHUS;

) HanmeHoBaHMA W agpeca NPOU3BOACTBEHHbLIX M/IOLWAA0K NPOU3BOAMTENSA JIEKAaPCTBEHHOrO
npenapara;

3) cBegeHMs O paspaboTyMke JNIeKAapCTBEHHONO CPeAcTBa (geprkaTtene perncTpaumoHHOro
yA0CTOBEPEHMUS);

8) cBeaeHUsA 0 TEKyLWEM CTaTyce pa3paboTKM He3aperncTpMpPoBaHHOIO IEKaPCTBEHHOrO Npenapara,
a TaK»e naaH ero paspaboTky;

9) 0630pbl JOKAMHUYECKUX UCCNEA0BAHMI NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCeA0BaHNM
He3aperncTpupoBaHHOrO NEKAPCTBEHHOrO Npenapara, A4OCTyMHble Ha AeHb NoLaYU 33aABAEHUS;

10) oTyeTbl O MpoOBeAEHHbIX AOKINMHUYECKMX WCCNEAO0BaHUAX JNIeKapCTBEHHOIO CpeacTsa M
KAMHUYECKMX UCCNeA0BaHNAX HE3aPErnCTPMPOBAHHOrO NEKapCTBEHHOrO Npenapara (npu Haauumm);

11) peKBU3UTbI OKYMEHTA, MOATBEPKAAIOLLErO YNNATY rOCyAaPCTBEHHOM MOLWJIUHBI.

2.B CQly4ae HegOoCTaTOYHOCTU NpeacTtaBZIEHHbIX MaTepnasioB B LENAX NpoBeAEHNA SKCNEPTU3bl ANA
onpegeneHnAa BOSMOXHOCTU PaCCMaTpuBaTb ﬂeKapCTBEHHbIﬁ npenapart gna meguumnHCKoro npumeHeHmaA
B Ka4decTtBe Opd)aHHOI'O NEKAPCTBEHHOIO npenaparta 3KCNEPTHOE y4dpexgeHne HanpaB/IAET B JINYHbIN
KabuHeT 3asBuTENA B EAMHOﬁ cmcteme  3anpoc O npeacrasieHuu HEO6XOLI,VIMbIX maTepumanos,
I'IOLI,I'IVICBHHbIVI pyroBoauTeNneEm (YI'IOﬂHOMO‘-IEHHbIM ﬂMLI,OM) IKCNepTHOro ydypexaeHua C
MCnos1b30BaHNEM YCMﬂeHHOﬁ KBaﬂMd)MLI,MpOBaHHOﬁ 3J'IEKTpOHHOl7I nognucu. 3aAsuTenb 06A3aH
HanpasuTb B JNINYHbINA KabuHeT IKCNEePTHOro y4dypexaeHunAa B e,D,MHOIz cncreme I'IOAI'WIcaHHbIﬁ YCMJ'IEHHOﬁ
KBaﬂMd)MLLMDOBaHHOVI 3J'IeKTpOHHOI7I noAnMCbio OTBET Ha 3aMpocC B CPOK, HE I'IPEBbILLIalOLI.I,Mﬁ wecthgecaTtun
pa60qu AHEﬁ CO AHA NONy4YEHUNA SKCNEPTHbLIM yYpeXJeEHNEM INNEKTPOHHOIO yBEAOM/TIEHNA O NONIYyHEHUN
3aAaBuTenem 3anpoca. CpOK, YKa3aHHbIl\/‘1 B Yactm 1 HaCTO‘r'ILLI,e17I CTaTbn, NPUOCTaHaB/IMBAETCA CO AHA
Hanpas/ieHNA 3aABUTENIO B €0 JINYHbI KabUHET B e,ﬂ,MHOD’I Cncreme 3anpoca aKCNepTHOro yypexageHua
A0 OHA HanpaBneHUA 3aABUTENEM B JIMYHBIN KabuHeT SKCNEePTHOro y4ypexgeHna B E,CI,MHOﬁ cncreme
OTBETA Ha 3aMpoC U HE Yy4YUTbIBAETCA NPU UCHUCNTEHUN CPOKa npoBeaeHUNA 3KCNnepTusbl AOKYMEHTOB,
npeagcraBneHHbIX AnAa onpegeneHna BO3MOXKHOCTU pPacCMaTpuBaTb I'IeKapCTBEHHbIﬁ npenapar anAa
MegNUNHCKOro npuMeHeHA B Ka4ecrtee Op(baHHOI'O NEeKapCTBEHHOro npenapara.

3. B CcpoK, He npeBblWaloWmMn NATM pabounmx AHen co AHA HanpaBJeHWUA B JINYHbIN KabWUHeT
YNOHOMOYEHHOTO pesepanbHOro opraHa UCMOAHWUTENLHON BAACcTU B €AMHOW CUCTEME 3aK/oYeHus,
YKa3aHHOro B 4actM 1 HacToAwel cTaTbM, YNOJHOMOYEHHbIW deaepanbHblii opraH MUCNONHUTE/IbHOM
B/1aCTU OCYLLLECTBAAET OLEHKY 3aKNI0UYEHNA A1 ONpeae/ieHNA ero COOTBETCTBMA 3a4aHMIO Ha NpoBeAeHne
3KCMepTU3bl M HanpaBAAeT B IMYHbIV KaBUHET 3aaBUTENA B e4ANHOW cucTemMe NOANUCAHHOE YCUAEHHOM
KBa/IMOULMPOBAHHOW 3NEKTPOHHOM NOAMNMUCHIO YBEAOMIEHNE O pe3y/bTaTax NPOBEAEHHOW IKCNePTH3bI
C NPUNOXKEHMEM KOMUM SKCMEPTHOrO 3aK/0YeHUs (C coxpaHeHMem KOHOUAEHUMANbHOCTM HPOpMaLUn
0 COCTaBe KOMMCCUM 3KCMEPTOB) M BO3MOMKHOCTU UM HEBO3MOXKHOCTM PACcCMaTPMBaTb JIEKAPCTBEHHbIN
npenapar 4aa MeAMLMHCKOro MPUMeHEeHMA B KadecTBe oppaHHOro IeKapcTBEHHOro nNpenapara.

CraTtba 21. YTpatuna cuny c 1 ceHTabpa 2024 roaa. - PegepanbHblii 3aKoH ot 30.01.2024 N 1-P3.

CraTtbsa 22. YTpatuna cuny c 1 niona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoskeHus ct. 23 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaocTaBNeHUa roc. ycayr npu
0bpallleHNn NIeKapCTBEHHbIX CPEeACTB A8 MEAULMHCKOTO MPUMEHEHMA MOoCPeacTBOM eaUHOWN
cuctembl, npumeHsatotca ¢ 01.01.2025.
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CratbAa 23. JKcnepTu3a KauvecTBa JIeKAPCTBEHHOrO CpeacTBa M 3KCNepTusa OTHOLWEHUA
OXMUAaemoil nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JIEKAPCTBEHHOro npenapata AnAa
MegULUHCKOro NpUMeHeHunA

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

1. 3KcnepTn3a KayecTBa IeKaPCTBEHHOIO CPEeACTBA M KCNEPTM3a OTHOLLEHUA OXKMAAEMON NO/b3bl
K BO3MOXHOMY PUCKY NpUMeHeHUA NeKapCTBEHHOro npenapata Anaa meaunumnHCKOro npumeHeHusa,
COCTaB/IeHWE KOMMUCCMAMM 3SKCMEpPTOB 3aK/AYEeHWA NO pe3ynbTaTamM NPOBEAEHHbIX 3KCMEepPTU3 U
HanpasaeHune 3Tunx 3aKJ1IO'~IeHVI[/‘I, noAMUCaHHbIX YCUNEeHHbIMU KBaﬂVICbMLI,VIpOBaHHbIMVI 9/1EKTPOHHbIMU
noanuUcAMM, B IMYHbIA KabMHET ynoaHOMOYeHHOro dgesepasbHOro opraHa UCNOHUTENIbHON BNACTU B
e4MHOW CUCTEME OCYLLECTBAAIOTCA B CPOK, He MNpeBblaloWnin cta Aecatn paboumx aHen co AHA
HanpaB/ieHUA B JIMYHbIA KaOWHET 3KCMEepPTHOro yuyperKAeHUA B eAUHON cucTeme COOTBETCTBYIOLLENO
3aflaHMA  YNOJIHOMOYEHHOro ¢enepasbHOr0 OpraHa WUCMNOJHUTENbHOW BAACTM U HEobXoAMMbIX
OOKYMEHTOB.
(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpumeyaHue.

Mo 3aasneHuto, nogaHHomy B MuH3sgpas Poccum o 11.04.2022, npn HEBO3MOXKHOCTU NpoOBeAeHMUA
3KCMepTM3bl KayecTBa JIEKAPCTBEHHbIX CPeACTB B SKCMEPTHOM Y4YpeXAeHWW, [AO0MyCKaeTca ee
nposegeHMe MOCPeacTBOM AUCTAaHLMOHHOIO B3aMMOAENCTBMA, MOPALAOK M GOpMbl KOTOPOro
onpeaensAtTCs 3KCNepTHbIM YyYperKAeHWEM MO COr/facoBaHuto ¢ 3aaBuTenamm (MoctaHoBAeHUe
MpasuTenbctea PO ot 05.04.2022 N 593).

2. B TeyeHue [eBAHOCTa AHEW CO AHA MOJYYEHUS YNOJHOMOYEHHbIM deaepanbHbIM OpraHoOM
WCMONHUTENLHOMN BNACTU YBEAOM/IEHUA B 3/IEKTPOHHOW GOpMe O MOYYEHMM 3asiBUTENEM pPeLleHus O
NpoBeAEeHNM 3KCNepTu3, NPeayCMOTPEHHbIX YacTbio 1 HacTosAwel cTaTbW, 3aABUTE/b NPeACTaBAsAeT B
9KCMEepTHOE yypexKaeHWe 4N NPOBEeLEeHUA 3KCMepTU3bl KayecTBa JIEKAaPCTBEHHOMO cpeacTBa 06pasiibl
NIeKapCTBEHHOrO npenapata A8 MeAMUMHCKOTO MPUMEHEHMUs, MPOU3BEAEHHOro B COOTBETCTBUMM C
TPeboBaHMAMMU OMbITHO-MPOMBIL/IEHHOTO W (MAW) NPOMBIWIEHHOTO PErnameHTOB, YTBEPMKAEHHbIX
pyKoBOAMUTENEM NPOU3BOAMUTENA IEKAPCTBEHHbIX CPEACTB, @ TAKXKE B COOTBETCTBYIOLMX CyYasnx 06pasLbl
dapmaueBTUYECKOM cybcTaHLMM, TECT-LUTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNETOK, 06pasubl BELeCTB,
NPUMEHAEMbIX AR KOHTPONA KayecTBa JIEKAPCTBEHHOrO CpeacTBa MNyTEM CPaBHEHWA C HUMMU
nccaesyemoro 1eKapcTBEHHONO cpeacTea, cneunduyeckne peareHTbl, HeobxoaMmble ANA NPOBEAEHMS
MCMbITaHWMI  0BpasuoB  /IeKAPCTBEHHbIX MPEenapaTtoB, B  KOAMYECTBaX, HeobxogumbIx  Ans
BOCMPOWN3BEAEHNA METOA0B KOHTPO/IA KauyecTsa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. Mpn nonyvyeHmMn 06pasLOB NEKAPCTBEHHOrO npenapata M dapmMaueBTUYECKOM CybCTaHUMM
3KCMEPTHOE yUYperKAeHMEe HAMPABAAET B IMYHbIN KAaOUHET 3a8BUTENA B €4NHOWN CUCTEME YBELOMIEHME,
noATBepXKAAtoLWEE NOyYEHME YKa3aHHbIX 06pa3yos.

(4acTb 3 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YKa3aHHbIA B YacTM 2 HACTOALWLEM CTaTbM CPOK ANs NpencTaB/eHMs 3assBuTesiem 06pasuos
NleKapCTBEHHOro npenapaTta M papmaleBTUUYECKON CYOCTaHUMM He BKAOYAETCs B CPOK NpoBeseHus
3KCnepTm3, NpeayCcMOTPEHHbIX YacTblo 1 HacToALLen cTaTbu.

(4acTb 4 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. YTpaTtuna cuny. - ®egepanbHoliit 3akoH ot 30.01.2024 N 1-$3.
KoHcynbTaHTIAOC: NpumeyaHue.

MonoxkeHus ct. 24 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatoumecs NpeaocTaBAeHUA rocC. YCayr npu
0bpallleHNn NeKapCcTBEHHbIX CPEeACTB AN BETEPUHAPHOTO MPUMEHEHMA MOCPeACcTBOM eAMHOro
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noptana, npumeHatotca ¢ 01.01.2026.

Cratba 24. 3Kcnepm3a KayecTBa /1eKapCTBEHHOro cpeacrea U 3KCNepTu3a OTHOLWEeHUuA
omup,aemoﬁ noJib3bl K BO3MOXXHOMY PUCKY MNPUMEHEHUA JieKapCTBeHHOro npenapata Ana
BEeTEPUHAPHOIo npumeHeHuA

1. dKcnepTnsa KayecTBa JIEKapCTBEHHOIO CPEACTBA U SKCMEPTU3a OTHOLLEHMA OXKUOAEMOI NO/b3bl
K BO3MOXHOMY PUCKY NpUMeHeHUNA NeKapCTBeHHOro npenapata ANAA BeTepUMHapHOro npunmeHeHwA,
COCTaBNEHME KOMWUCCUAMM 3SKCMNEPTOB 3aK/AOYEHMIA NO pes3ysbTaTaM YKA3aHHbIX 3KCNepTU3 MU
Hanpas/ieHNE TaKUX 3aKJOYEHWUM B 3/IEKTPOHHOM dopme B YNOJIHOMOYEHHbIN dedepanbHbli OpraH
WCNOSIHUTENIbHOM BIACTM OCYLLECTBAAIOTCA B CPOK, HE NPEBbILWAOWMI CTa A4ecATM pabounx gHen co gHA
NOJIYYEHMA IKCNEPTHbIM YyYperKAeHWemM B 3SNeKTPOHHOM dopme 33[aHMs  YNOJHOMOYEHHOrO
denepanbHOro opraHa WMCMNOJIHUTENIbHOW BNACTU C AOKYMEHTAMM, YKa3aHHbIMW B 4Yactk 3 ctatbu 17
HacToswero PegepanbHOro 3akoHa.
(B peq,. PepgepanbHbix 3aKoHOB 0T 22.10.2014 N 313-d3, o1 13.07.2015 N 241-3, o7 30.01.2024 N 1-3)

2. B TeuyeHue TpuAUaTM paboumx AHEN cO AHA MOSYYEHWUS YMNOSHOMOYEHHbIM deaepanbHbIM
OpPraHOM MCMNONAHWUTENIbHOM BNIACTU YBEAOM/IEHUA B 3/IEKTPOHHON dopme O NOAy4YeHWUWU 3asiBUTENEM
peLleHns o NpoBeAeHMM YKa3aHHbIX B YacTK 1 HacTosALelN CTaTbM IKCNEPTU3 3aABUTE/Ib NPEeACTaBASET B
3KCNepTHOEe yypexkaeHue A1a NPoBeAeHUs SKCMepTU3bl KayecTBa JIeKapCTBEHHOro cpeactsa obpasupl
JIeKapCTBEHHOro npenapaTta A1 BETEPUHAPHOro MPUMEHEHMUA, NPOU3BEAEHHOrO B COOTBETCTBUM C
TpeboBaHMAMMU TEXHOJIOTMYECKUX PEr1aMeHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM MPOM3BOAMUTENA
JIeKApPCTBEHHbIX CPEACTB, a TaKXKe B COOTBETCTBYIOLWMX CAy4yasx TecT-WTaMMbl MWKPOOPraHM3MOB,
KY/IbTYpbl KNETOK, 06pasupbl dapmaueBTUYecKkon cybcTaHumM, obpasubl BewecTs, NPUMeEHsAemMble 4N
KOHTPO/IA KayecTBa JIEKAPCTBEHHOrO CPeAcTBa, B KOAMYECTBAX, HEOOXOAMMbIX ANA BOCNPOU3BEeAEHUN
METO/0B KOHTPO/IA KayecTBsa.

(B pea. PepepanbHblx 3akoHOoB oT 02.08.2019 N 297-d3, o1 30.01.2024 N 1-93)

3. MNpu nonyyeHnn ob6pPasLOB JIEKAPCTBEHHOrO npenapata U dapmaueBTUYecKon cybcTaHumm
3KCNepTHOE yYypeKAeHNE B AEeHb NoAyYeHMUa 06pa3LoB HaMNPaBAAET B 3/IEKTPOHHOW dopme 3aaBUTENO
yBe4oMNeHWe, NoATBEPKAAtoWEE NOyYeHMe YKa3aHHbIX 06pasLoB.

(4acTb 3 B peq. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. YKa3aHHbIA B YacTM 2 HACToOALLEN CTaTbW CPOK ANA NpencTaBieHMA 3assBuTesem obpasuos
NleKapCTBEHHOro npenapaTta M dapmaLeBTUYECKON CyBCTaHUMKM He BK/OYAETCA B CPOK MpoBeAeHMA
3KCNepPTU3, NPeayCMOTPEHHbIX HYacTbio 1 HacToALLelM cTaTbu.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. ¥Y1TpaTtun cuny. - degepanbHoiit 3akoH ot 30.01.2024 N 1-$3.

CraTtba 25. MoBTOpHOE NpoBegeHNe IKCNePTU3bl JIEKAPCTBEHHDIX CPeACTB
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx Heao0CTaTOYHON 06OCHOBAHHOCTM UM HEMOAHOTbI 3aK/NHOYEHUA KOMUCCUWN SKCNEPTOB,
HaAMuMA B HEM MNPOTUBOPEUMBLIX AaHHbIX, hanbcudMKaUMM BbIBOAOB 3IKCMEPTU3bl /IEKAPCTBEHHOMO
CPeACTBa, COKPLITUA OT YNOJHOMOYEeHHOro $eaepanbHOro opraHa UCNoIHUTEIbHOW BAACcTU OCHOBaHWIA
ANA OTBOAA 3KCMepTa BCAEACTBME €ro 3auMHTEPecoBaHHOCTM B pe3yabTaTax COOTBETCTBYHOLLEN
3KCMepTU3bl, HAIMUYMA AaHHbIX O NPAMOM AM60 KOCBEHHOM BMELLATEIbCTBE B MPOL,ECC COOTBETCTBYIOLLEN
3KCMepTU3bl UL, He YYacTBYIOLLMX B ee NPOBEeAEHUU, HO OKa3aBLUMX BAMAHME Ha MPOLECC U pe3ybTaTbl
ee npoBeAeHMsa, YyNoJHOMOYEHHbIM deaepanbHbiM OPraHOM MCMOJAHUTENbHOM BAAcTUM HasHavaeTcAa
NOBTOPHAA 3KCNePTM3a NEKAPCTBEHHOIO CPEeACTBA U (MM) STUYECKan IKCNepTM3a.

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

MonoxeHus cT. 25 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacatowmeca NpeaocTaBAeHUs roc. ycayr npu
obpallleHNN NeKapCTBEHHbIX CPeacTB: ANA MeLULMHCKOTO MPUMEHEHUS MOCPEeLCTBOM e4UHOM
cuctembl U (Man) eamnHoro noprtana, npumeHsatoTcs ¢ 01.01.2025; ana BeTePUHAPHOrO NPUMeHeHUn
nocpeacTtsom eguHoro noptana, npumeHatotca ¢ 01.01.2026.

2. MNoBTOpHaA 3KcNepT13a NEeKapCTBEHHOrO CPeaCcTBa MPOBOAUTCA C YY4ETOM pe3y/bTaToB paHee
NpOBeAEHHOM 3KCNepTU3bl B CPOK, YCTAaHOB/IEHHbIM YMOJHOMOYEHHbIM efepasibHbiM  OpraHoOM
WUCNONIHUTENIbHOM BIACTU U HE NPEBbLIWAOWMNA TPMALATM Paboumx gHel co AHA NOAYYEHUA IKCMEPTHbIM
yypexkaeHnem B IMYHOM KabuHeTe B eAUHON cucTeMe 3a4aHMA Ha NPoBeAeHME NMOBTOPHOM SKCNepTU3bI
JIeKapCTBEHHOTO CPEACTBA, NOANMCAHHOIO YCUAEHHOMN KBAIMPULMPOBAHHON 3/1€KTPOHHOM NOANMUCHIO.
(8 peq. PepgepanbHbix 3aKOHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-93)

3. ®uHaHcoBoe obecneyeHue BbINOJIHEHMA 334aHUA Ha NpPoOBeAEHWE MOBTOPHOM 3KCMepTU3bl
JIeKapCcTBEHHOro CpeAcTBa He OCyLLeCcTBAAeTCA.
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 c1. 26 He pacnpoCTpaHAETCA Ha NMPaABOOTHOLUEHWA, BO3HWKalLWMe Npu obpaLeHum
JIeKapCTBEHHbIX CPEACTB ANA MeAULMHCKOro npumeHeHma (3 ot 30.01.2024 N 1-93).

CraTtbA 26. YCKOpeHHaA npoueaypa sKCnepTusbl IeKapCTBEHHbIX CPeCcTB

1. YcKopeHHas npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbIX CPeACTB B LLeAAX rocy[apCTBEHHOM
perncTpauum NeKkapcTBeHHbIX MNPEnapaToB MNPUMEHSIeTCS B OTHOWEHWW OpPdaHHbIX NEeKapPCTBEHHbIX
npenapaTos, NepBbiX TPEX JIEKAPCTBEHHbIX NPenapaTos, perncTtpupyemblix B Poccuinckont ®egepaumm B
KauecTBe BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX MPenapaToB, O4YepenHOCTb KOTOPbIX onpeaenseTcs B
COOTBETCTBMM C HOMEPOM W [aTOW BXOAALWMX 3aABNE€HUMA O TOCYAAPCTBEHHOM perncrpaumm
IeKapCTBEHHbIX NPEnapaTtoB B pamMKax OAHOIM0 MEeXAYHAapOoAHOro HenaTeHTOBaHHONo HaMMeEHOBAHUA
NIeKapCTBEHHOro npenapaTa WAWM TFPYNNUPOBOYHOIO HaMMEHOBAHMA JIEKAPCTBEHHOrO Mpenapara,
NIeKapCTBEHHbIX NPEenapaTtoB A/ BETEPUHAPHOIO MNPUMEHEHUA, MpeaHa3HAYeHHbIX AN JlevYeHuA
OOMaLLIHNX }KUBOTHbIX, onpeaeneHHbix PegepanbHbim 3aKkoHOM OT 27 aekabpa 2018 roga N 498-d3 "06
OTBETCTBEHHOM O06pPaLLEHNN C X KUBOTHBIMW U O BHECEHUM U3MEHEHUI B OTAE/bHbIE 3aKOHOAATENbHbIE
aKTbl Poccuiickon degepauymmn”, 1 3aperucTpupoBaHHbIX B KaYeCTBE JIEKAPCTBEHHbIX NPEnapaToB A/
MEeAMNLMHCKOrO NPUMEHEHUA, U NEKAPCTBEHHbIX NpPenapaToB, NpeAHA3HAYEHHbIX UCKAOUYUTENBHO ANA
NPUMEHEHUA HECOBEPLLUEHHONETHUMM rPaXKAaHAMM.

(B peq. PegepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-3, ot 28.04.2023 N 171-
d3)

2. YcKopeHHaa npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPEeACTB B LENAX rocyAapCTBEHHOW
perucTpaunmn NeKapcTBeHHbIX MPEnapaTos He MPUMEHAETCA B OTHOLLEHUN:

1) 6noaHanorosbix (6MoONoA0H6HbLIX) NEKAPCTBEHHbIX NpenapaTos (6MoaHanoros);

2) pedepeHTHbIX NEeKAPCTBEHHbIX MNPEnapaToB (3a WMCKAOYEHMEM OPQaHHbIX JIeKapPCTBEHHbIX
npenaparos);

KoHcynbTaHTIAOC: NpumeyaHue.

0o 31.12.2024 poCCUIACKMM MPOU3BOAUTENAM NEKAPCTBEHHbIX NPEnapaTtoB Aas BETEPUHAPHOrO
NPUMEHEHMA pa3peLLeHOo NoAaBaTb PEMMCTPALMOHHOE A0Cbe MO YCKOPEeHHON npoueaype 6e3 yyeTa
TpeboBaHuii n. 3 4. 2 cT. 26 (MocTtaHoBneHUe MpaButensctea PO ot 12.03.2022 N 353).
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3) BOCNpPOM3BEAEHHbLIX JIEKAPCTBEHHbIX MpPenapaTtos (3a WCKAOYEHMEM MepBbIX Tpex
peructpupyemsbix B Poccuinickoit Peagepaumm B Ka4eCcTBE BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaTos
M NeKapCTBEHHbIX  MpenapaToB, MNPeAHA3HAYeHHbIX  UCKAYUTENIbHO A48  NPUMEHEHUSA
HEeCOBEPLUEHHONETHUMWN TPaXKAaHamM, a TaKKe NIeKapCTBEHHbIX MpenapaToB, NpeAHa3Ha4YeHHbIX Aas
JleyeHusa AOMaALLHUX XXMBOTHbIX, onpeaeneHHbix PegepasbHbiM 3aKoOHOM OT 27 AeKabpna 2018 roga N 498-
®3 "O6 oTBeTcTBEHHOM O00palleHUN C KUBOTHbIMU M O BHECEHUM W3MEHEHUA B OTAE/IbHble
3aKoHOAaTe/ibHble aKTbl Poccuitckon degepaumn”, n 3aperMcTpMpoBaHHbIX B KaUECTBE JIEKapCTBEHHbIX
npenapaTos A1a MeANLUHCKOro NPUMEHEHUA);

(8 pen. PepepanbHoro 3akoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMBWHaLUWIA 3apPerMcTPUPOBaHHbIX PaHee IeKapCTBEHHbIX NPenapaTos;

5) NekapcTBeHHbIX NPenapaTtos, 3apPernmcTPUPOBaHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrux
NeKapCTBEHHbIX GOpMax B COOTBETCTBMM C NEpeYHEM HaMMEHOBAHMI NeKapCTBEHHbIX GOPM 1 B HOBOM
[L03VPOBKE;

6) NeKapCTBEHHbIX NpenapaToB A1 MeAULNHCKOrO NPUMEHEHUA, rocyAapCTBEHHAA perncrTpaums
KOTOPbIX OTMEHEHA, NMPU UX PErUCTPALMU B KAYECTBE JIEKAPCTBEHHbIX NPENapaToB A5 BETEPUHAPHOIo
NPUMEHEHMUA.

(n. 6 BBeaeH deaepanbHbim 3aKoHOM OT 28.04.2023 N 171-03)
(4actb 2 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. YcKopeHHaa npoueaypa 3KCNepTusbl JIEKAPCTBEHHbIX CPEACTB MNPOBOAUTCA MO pPELUeHUIO
COOTBETCTBYIOLLENO YNOJHOMOYEeHHOro deaepasbHOro opraHa UCNOMHUTENIbHOM BNAaCTW HAa OCHOBAHWUU
3aAB/IeHMA 3aABUTENS B CPOK, HE MPEBbIWAOWMIA BOCbMUAECATN paboumx aHel. MNpu 3Tom 3KcnepTusa
OOKYMEHTOB, COAEPKALUMXCA B PErMCTPALMOHHOM [0Cbe Ha NeKapCTBEHHbIM npenapaT, NpPoBOANTCA B
CPOK, He MPEeBbIWAOWNA AecATU pabounx AHel, 3KCNepTU3a KayecTBa NeKapCTBEHHOro cpeacTsa M
3KCnepTMsa OTHOLIEHUA OXWUAAEMOM MOJb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA NEKAapPCTBEHHOro
npenaparta NpoBOAATCS B CPOK, HE NPEBbLILWAOLWMNA LIECTUAECATN Paboynx AHEN.

(4acTb 3 B peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. YTpatun cuny. - PepepanbHbiii 3akoH ot 30.01.2024 N 1-d3.

4. YcKOpeHHasa npoueaypa 3KCNepTusbl NEeKApPCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPAAKE,
yCTaHOBNAeHHOM cTaTbamu 17, 19, 20, 23 un 24 HactoAwero ®enepanbHOro 3akoHa, U He O3Ha4vaeT
CHUKeHMA TpeboBaHUI K 6e3onacHoCTH, KauecTBy U 3GDEKTUBHOCTU IEKAPCTBEHHbIX NPENapaToB.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

CraTtbAa 27. PewieHue o rocyAapcTBEHHON perncTpaumMm NeKapcTBEHHOro Npenapara

1. B CpoK, He npeBbiWatoWmii AecAT paboumx AHEN co AHA MOAyYeHUA 3aKAOYEHUA KOMUCCUM
3KCMepPTOB NO pesy/ibTaTaM 3KCNEPTMU3bl KAYECTBA JIEKAPCTBEHHOMO CPeACTBa M 3KCNEPTU3bl OTHOLEHUS
0XXMAaEeMOM MN0Nb3bl K BO3SMOXKHOMY PUCKY NPUMEHEHMA NEKAPCTBEHHOIO NpenapaTa, COOTBETCTBY LN
YNONHOMOYEHHbIN deaepanbHbIi OpraH UCNOAHUTENbHOM BAACTU:

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

1) ocywecTBAseT OLEHKY 3aKNHOUYEHWUIA KOMUCCUM 3IKCNEPTOB AAA ONpeaesneHus COOTBETCTBUA
3a4aHWIO Ha NPOBEAEHNE 3TUX IKCMEePTU3;
(n. 1 8 pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) NPUHMMaET peLleHne O rocyAapCTBEHHON pPerncrpauMy NeKapcTBeHHOro npenaparta wuauM o6
OTKase B rocy4apCTBEHHOW PerMcTpaumm N1ekapcTBeHHOro npenapara;

KoHcynbTaHTIAOC: NpumeyaHue.
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C 01.01.2025 B n. 3 cT1. 27 BHOCATCA M3MeHeHUA (®3 o1 30.01.2024 N 1-d3). Cm. byayLuyto pegakumio.

3) BHOCUT Npu NPUHATMM PeELLEHUS O FOCYapCTBEHHOM perMcTpaLmmn nekapcTBeHHOro npenaparTa
AaHHble O 3aperncTpMpoBaHHOM JIEKapCTBEHHOM MpenapaTte, B TOM uyucne o dapmaueBTUYEeCcKon
cybcTaHuMM, BXOAALWEW B COCTaB JIEKApPCTBEHHOro MpenapaTta, B rOCYAapCTBEHHbIA peecTp
NIEKapCTBEHHbIX CPEACTB WM BblAaeT 3afBUTENI0 PEerncTpauMoHHOE YAOCTOBEpPEeHUE EeKapCTBEHHOro
npenapata, <¢opma KOTOPOro YTBEPXAAeTca  YMNOJHOMOYEHHbIM  deaepanbHbIM  OpraHom
WUCNONHUTENbHOM BAacTM, COrNacoBaHHble HOPMATUBHYIO AOKYMEHTaLUMIO, HOPMAaTUBHbINA [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHMIO IEKAPCTBEHHOMO NPenapaTa U MakeTbl NEPBUYHOMN YNAKOBKN U BTOPUYHOIA
(noTpebuTenbckoi) yNakoBKM C YKasaHMEM Ha HUX HOMEpa pPerncrTpauMoHHOro YAOCTOBEPEHUS
JleKapCTBEHHOrOo Npenaparta v 4aTbl ero rocy4apCTBEHHOM perncTpaLmm Uam B cilydae NPUHATUA PeLIEeHUs
06 OTKase B rocygapCTBEHHOW perucTpaummn NekapCTBEHHOro npenaparta yBegomMaseT B NUCbMEHHOM
dopme 3asBUTENA 06 3TOM C yKasaHMEM MPUUYMH TaKoOro OTKasa. 3a Bblgayy PerncrpaumMoHHOro
YO0CTOBEPEHMA NIEKaPCTBEHHOMO Npenaparta B3MMaeTcA rocy4apCTBeHHas MOLWJ/IMHA B COOTBETCTBUM C
3aKoHogZaTenbcTBOM Poccuiickon dPepepaumm o Hanorax u cbopax.

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

2. OcHOBaHMEM A/ OTKasa B rocy4apCTBEHHOW PerucTpaumm NeKapCTBEHHOro npenaparta A
MEAMLUMHCKOTO  MPUMEHEHUA  ABNAETCA  3aK/JlOYeHMEe  COOTBETCTBYIOLWLErOo  YNOJAHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOM BAAacTM O TOM, UYTO KayecTBo U (Maun) 3ddeKTUBHOCTb
PErucTPUPYEMOro J1IeKapCTBEHHOrO npenapata 417 MeAMUMHCKOTo NPUMMEHEHUA He MOATBEPKAEHDI
NONYYEHHbIMU AAHHBIMU UM YTO PUCK NPUYMHEHMA Bpeda 340pOBbI0 YesloBEKa BCAeACTBME MpUema
NIeKapCTBEHHOro npenapata 448 MeAULMHCKOro MNpuMeHeHus npesbiwaeT 3¢EeKTUBHOCTbL ero
NPUMEHEHMUA.

(4acTb 2 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

3. MNoBTOpHOE npeacTaB/ieHMe B COOTBETCTBYIOWMA YNOAHOMOYEHHbIM deaepasnbHbli opraH
WUCNONIHUTENIbHOM BAACTU JIEKAPCTBEHHOrO MpenapaTa, B OTHOLEHMM KOTOPOro MNoJlyYyeH OTKas B
rocyfapcTBEHHOMN perucTpaumm U KoTopblit BNocaeACTBUN NOABEPrca M3MEHEHMI0 B YacTu ero cocTaBa,
paccmaTpmuBaEeTCcA Kak npeacTtaBieHUMe HOBOFO JIEKAPCTBEHHOrO Mpenapata Ha ero rocyAapCTBEHHYHO
perucTpaumio He3aBUCUMO OT COXPAaHEHUA ero NepBUYHOrO HAaMMEHOBAHMA.

(4acTb 3 B peq. deaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Mpu NpeaocTaBNeHUM 3aABUTE/IEM B COCTABE PErMCTPALLMOHHONO AOCbe Ha JIeKAPCTBEHHbIN
npenapar 414 BETePUHAPHOrO NPUMEHEHMUA KOMUK peLlleHnsa yNoJHOMOYEHHOro ¢penepasibHOro opraHa
WCNONHUTENbHOW BAACTM O MPOBEAEHWN MHCNEKTUPOBAHMA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB
CPOK MNPUHATUA peWeHMA O T[OCY[aPCTBEHHOW perucTpaumm eKkapCTBEHHOro npenapata  AnA
BETEPUMHAPHOro NPMMEHEHMA NPUOCTAHABMBAETCA CO AHA NOJYYEHUA 3aKNHOUYEHUIN, YKa3aHHbIX B 4acTyu
1 HacToAWeN CcTaTbW, A0 AHA NPUHATUA YNONHOMOYEHHbIM desepasbHbIM OpPraHOM WMCMOJIHUTENbHOM
BNACTW pelleHns O Bblaave uam ob oTKase B Bblgaye 3aKAOYEHMA O COOTBETCTBUWM MPOM3BOAUTENA
NeKapCTBEHHbIX CPeAcTB TpeboBaHMAM NPABUA HaAEXKaLLeN NPON3BOACTBEHHOM NPAKTUKK, HO He 6onee
YeM Ha CTO BOCEMbAECAT Paboumx gHEN.

(4acTb 4 BBegeHa PenepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

5. OcHOBaHMEM gAa OTKasa B rocyAapCTBEHHOW pPerucTpauMu JeKapcTBeHHOro npenaparta gan
BETEPMHAPHOIO MNPUMEHEHUA ABAAETCA 3aK/lOYEeHWEe YNOAHOMOYEHHOro ¢eaepanbHOro opraHa
NCMNONHUTENBHOM BNACTU O TOM, YTO KauecTBO U (MAn) adpPeKTUBHOCTb PETUCTPUPYEMOTO 1EKAPCTBEHHOTO
npenapaTta 4158 BETEPMHAPHOIO NPUMEHEHWNA HEe NOATBEPKAEHbI MOAYYEHHBIMW AAHHBIMM UAK YTO PUCK
NPpUYNHEHUA Bpeaa 340POBbIO KMBOTHOTO BCAEACTBME NpUEMa NEeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHMA npesbiaeT 3GPEeKTUBHOCTb ero NPMMEHEHUA, OTKa3 YNOJAHOMOYEHHOrO
benepanbHOro opraHa UCNOHUTE/IbHOW BAACTM B BblAadye 3aKN0YEHWUA O COOTBETCTBUM NPOM3BOAMTENA
NeKapCTBEHHbIX CPeACTB TPeboBaHMAM NPaBUA Haanexalllein NPoON3BOACTBEHHON NPAKTUKM ANA KaXKaoM
NPOM3BOACTBEHHOW MN/IOLWAAKN PErncTPMpPyemMoro JeKapCTBeHHOro npenapaTta ANA BeTepUHAPHOro
NpUMeHeHWAa B C/ly4Yae, ecAn NPOU3BOACTBO /NEKAPCTBEHHOro mnpenapata ANs BeTepuHapHOro
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NPUMEHEHUA OCYyLLEecTBAAETCA 3a npegenamu Poccuitickoit depepaumn, wan  OTCYTCTBME TAKOrO
3aKN0YEeHMA.
(4actb 5 BBeaeHa PegepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
O nopagKe un cpokax onpeaeneHna B3aMMO3aMEHAEMOCTU NEKAPCTB NIEKAPCTBEHHbIX NMPenapaTos,
3apernctpuposaHHbix 4o 01.03.2020, cm. cT. 3 3 01 27.12.2019 N 475-P3.

Cratba 27.1. B3aMmo3ameHAEMOCTb JIEKapCTBEHHbIX MNpenapaTtoB ANA MeAULUHCKOro
npUMeHeHUsA

(8 peq,. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

1. B3auMMo3amMeHSeMOCTb JIEKApPCTBEHHbLIX MPEnapaTtoB AAs8 MeAULMHCKOrO MPUMEHEHUS
onpeaensercs yno/HOMOYEHHbIM defepasbHbIM OPraHOM UCMONHUTENbHOM BNACTU, OCYLLECTBAAIOLLNM
rocy4apCTBEHHYIO PErnMcTPaLMIO IEKaPCTBEHHbIX MPEenapaToB AN MeANLMHCKOrO MPUMEHEHMSA, B paMKax
OAHOr0O  MeXAYHapOoAHOro  HemnaTeHTOBaHHOro  (MAM  XMMMYECKoro, WAW  TPynnMPOBOYHOrO)
HaMMEHOBaHMA Ha OCHOBE 3aK/NOYEHUS KOMMUCCUM OSKCNEpPTOB IKCMEPTHOTO Yy4YperKAeHuA o
B3aMMO3aMeHAEMOCTN NIeKapCTBEHHOro npenapaTa ANa MeAULUHCKOrO MPUMEHEHUA IMB0o O TOM, YTO
NleKapCTBEHHbIN Npenapar 414 MeAULMHCKOro MPUMEHEHUSA He ABNAETCA B3aMmo3amMeHAeMbIM. Mopaaok
onpeaeneHns B3anMo3aMeHAEMOCTM IEKapPCTBEHHbIX NpenapaToB ANA MeAULMHCKOTOo NPUMeEHEeHUs 1
dbopma 3aKNOYEHUA KOMMUCCUM 3SKCMNEepTOB 3KCMEPTHOrO Yy4YperaeHMa O B3aMMO3aMeHAEMOCTU
NleKapCTBEHHbIX NPenapaTos A1 MeANLUHCKOTO MPUMEHEHMA IMB0 0 TOM, YTO IeKapPCTBEHHbIN NpenapaT
ANA MeAULMHCKOro NPUMeHeHUn He ABNAETCA B3aMMO3aMeHseMblM, YCTaHaBMBatoTca peaepanbHbiM
OpraHoM WCNONHUTENbHON BAacTW, OCYLLECTBAAWMM OGYHKUMM No BbipaboTKe U peannsauuu
rocy4apCTBeHHOW NOAUTUKM U HOPMATUBHO-NPaBOBOMY pPeryiMpoBaHuio B chepe 34paBooxXpaHeHuns, no
corfacoBaHuio ¢ ¢eaepasbHbIM OPraHOM WMCMOAHUTENbHOM BNAaCTU, OCYLLECTBAAOWMM GYHKUUKM MO
NIMLEH31POBaHMIO NPON3BOACTBA IEKAPCTBEHHbIX CPeACTB.

(8 pea. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

2. Komuccna aKcnepToB 3KCMEPTHOTO yypexkaeHus AaeT 3aKNoYeHWe O B3aMMO3aMeHAEMOCTU
NNeKapCTBEHHOrO Npenaparta 418 MeANUMHCKOTo NpMMeHeHUA 1MB0 0 TOM, YTO JIEKAPCTBEHHbIM Npenapat
ANA MEeAMUMHCKOTO NPUMEHEHUA He ABNAETCA B3aMMO3aMeHAEMbIM, Ha OCHOBAHMM CleAyloLLMX
KpUTEPUEB (XapaKTePUCTUK):

1) aKkBMBaneHTHocTb (gns 6uoaHanorosbix (6MONOAO6HbLIX) J/IEKAPCTBEHHbLIX MPEnapaTos
(6roaHanoros) - CONOCTaBMMOCTb) Ka4eCTBEHHbIX M KOIMYECTBEHHbIX XapaKTepUCTUMK papmMmaLeBTUUYECKUX
cybCTaHUMA AN COMOCTaBMMOCTb aHTUIEHHOrO COCTaBa BaKUMH. Mcnonb3oBaHMe pas/ivyHbIX CONel,
3GMpOB, KOMMIEKCOB, M3OMEPOB, KPUCTANIMUYECKUX GOPM M APYr1MX NPOU3BOAHbLIX OAHOMO U TOrO e
OeWCTBYIOLIero BellecTBa He ABAAETCA NPenATcTBMEM AN onpedefeHUus B3auMo3amMeHAeMoCTU
NleKapCTBEHHbIX MpenapaToB, €ecAuM Mpuv  NpoBeAeHUU  uccnefoBaHUA  BMOIKBUBANEHTHOCTU
NleKapCTBeHHOro npenapata UAM UCCNeA0BaHUA TepaneBTUUYECKON SKBUBANEHTHOCTM JIeKapCTBEHHOro
npenapata A0Ka3aHO OTCYTCTBUE KAMHUYECKU 3HaYMMbIX PasiMunii GapMaKOKUHETUKU U (1an)
a¢dbeKTUBHOCTU 1 6e30NacHOCTM 1IeKapCTBEHHOrO Npenaparta 418 MeAMLUUHCKOro NPpUMEHEHUS;

2) 3KBMBA/NIEHTHOCTb 1I€KAPCTBEHHOM GopMbl. MoA 3KBMBANEHTHBLIMW NEKAPCTBEHHbIMKU HOpMamMm
NOHMMAIOTCA Pa3Hble NEeKapCTBEHHble GOPMbI, MMelWMe oAnHaKoBble cnocob BBeaeHMA M cnocob
npumeHeHunn, obnagalowme COMOCTaBUMbIMK  GAPMAKOKMHETUYECKUMU  XapaKTepUCTUKaMuM U
bapmaKoiormyeckum aencrenem n obecneunealoLime Takke AOCTUNKEHME HEOBXOAMMOr0o KNMHNYECKOTO
apdeKkta. Pasnnuma nekapcTBeHHbIXx GOpM He ABAAIOTCA NPEnATCTBMEM ANA  onpeneneHus
B3aMMO3aMEHAEMOCTN  NIEKapCTBEHHbIX MNpenapatos, ecan Npu  NPOBEAEeHUM  UCCNeAO0BaHUSA
OWO3KBMBANEHTHOCTM  JIEKAPCTBEHHOro  npenapata WAM  UCCAeAOBaHWA  TepaneBTUYecKoW
3KBMBA/NIEHTHOCTN NEKAPCTBEHHOrO NpenapaTa A0Ka3aHO OTCYTCTBME KAMHMYECKM 3HAUYMMBbIX Pasanyuni
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dbapMaKoKnMHeTUKM un (nnn) 3sddekTnBHOCTM U  6e30nMacHOCTU NeKapCTBEHHOro npenapaTta  Ans
MeANLUMHCKOro NPpMMEHEHMUS;

3) 3KBMBAJIEHTHOCTb WJ/IM COMOCTaBMMOCTb COCTaBa BCMOMOraTe/ibHbIX BELLECTB JIEKAPCTBEHHOTO
npenapata Aaa MeOUUMHCKOTO MpUMeHeHMA. PasamumAa  cocTaBa BCNOMOraTeslbHbIX BELLECTB
JIeKApCTBEHHOrO nNpenapata He ABAAIOTCA NPEnAaATCTBMEM A/1A OnpenefieHMA B3aMMO3aMEHSeMOCTH
JIeKApCTBEHHbIX NpenapaTtoB, ecan Npu  MNPOBEAEHUM  UCCNeLOBAaHUA  BMO3KBUBANEHTHOCTU
JIeKapCTBEHHOrO MpenapaTta WUAM UCCNenoBaHUA TepaneBTUYECKOW 3KBMBANIEHTHOCTU JIEKAPCTBEHHOIO
npenapata [A0Ka3aHO OTCYTCTBUE KJAMHUYECKU 3HAYMMBbIX PasiMuMii  GapMaKOKUHETUKM U (1an)
3¢ PEeKTMBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO npenapaTta 4aa MeAULMHCKOro npumeHeHua. MNpu
HaIMUYUU KAMHUYECKU 3HAYUMBbIX Pasinunii GapMakoKMHETUKN U (nan) adhdeKkTMBHOCTM 1 Be3onacHoCcTU
JIeKapCTBEHHOrO npenapata Aaa MeAUUMHCKOro NpPUMEHEHUs B3aMMO3aMEHAEMOCTb OnpeaensaeTcs
YKa3aHMEeM Ha UCKoYeHMEe OTAENbHbIX FPYMn NaLMeHTOoB;

4) naeHTNYHoCTb cnocoba BBeAEHUA U cnocoba NPUMEHEHUS;

5) cooTBeTCTBME NPOM3BOAUTENA IEKAPCTBEHHONO CPeACTBA TPEOOBaHUAM NPaBWUA Hag/exallen
NPOW3BOACTBEHHOM NPAKTUKM.

3. bes HEO6XOAMMOCTM AOKa3aTenbCrBa 6MO03KBMBANEHTHOCTHU ocywecrtBnAaeTca onpeaeneHume
B3aMMO3aMeHAEMOCTN BOCNpOn3BeAEHHbIX Z1IEKAPCTBEHHbLIX NPENapaToB, KOTOPbIE!:

1) npepHasHayeHbl A NApPeHTepasbHOro (MOAKOMKHOIO, BHYTPMMBILLEYHOTO, BHYTPWUBEHHOTO,
BHYTPUI/IA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOIO) BBEAEHUA MU
npeacTaBastoT coboli BogHblE PacTBOpPbI;

2) npeacTaBnAoT coboli pacTBOpbI 415 MepopasbHOro NPUMEHeHUs;
3) nponsBeaeHbl B Gopme NOPOLLKOB UM TIMOPUIN3ATOB 415 NPUTOTOB/IEHNA PACTBOPOB;
4) AaBnAoTCA razamu;

5) ABNAKOTCA YW HbIMU UNUN TNNAa3HbIMU NEKAPCTBEHHBbIMU NpenapaTtamMmu, NnponsseaeHHbIMAU B d)OpME
BO4HbIX PaCTBOPOB,

6) NnpeaHasHayYeHbl 48 MECTHOTO M (MAKM) HAPY)KHOTO NMPUMEHEHMA U NPUIOTOB/IEHbl B popme
BOAHbIX PAacCTBOPOB;

7) npeactasnAoT coboi BOAHbIE PacTBOPbI A7 UCMO/b30BaHMA B GOPME UHTANALNIN C MOMOLLbIO
Hebynansepa UAM B KayecTBe Ha3a/ibHbIX CNpeeB, NMPUMEHAEMbIX C MOMOLLbIO CXOAHbIX (MOXOXMX,
aHaNorMYHbIX) yCTpolicTB (NpmMbopoB., annapaTtos).

(4acTb 3 B peq. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4, OcobeHHOCTM onpefeneHus  B3aMMO3aMEHAEMOCTM  BMONOTMYECKUX  NIEKAPCTBEHHbIX
npenapaToB, KOMBMHMPOBAHHbIX IEKAPCTBEHHbIX MPENapaToB (coaepKallumx KombuHauuo aByx U bonee
AENCTBYIOWMX  BELLeCTB), JIEKAPCTBEHHbIX MNPenapaTtoB AAA MapPeHTepaNbHOro  MUTaHuAa MU
HeO03MPOBaHHbIX  NIEKAPCTBEHHbLIX  NpPEnapaToB  ycTaHaBAMBaloTcA  ¢defepasnbHbiM  OpraHoMm
NCMNONHUTENBHOM BAACTU, OCYLLECTBAAOWMM GYHKLUM NO BblpaboTKe M peannsalmm rocyaapcrBeHHom
NONMTUKM M HOPMATUBHO-NPABOBOMY PEry/iMpoBaHuio B chepe 34paBoOXpaHEHMA, MO COrIacoBaHMUIO C
denepanbHbIM OPraHOM WCMOAHUTENbHOW BAACTU, OCYLLECTBAAOWMM QYHKUMUM NO AULEH3NPOBAHMIO
NpPOM3BOACTBA SIEKAaPCTBEHHbIX CPEACTB.

(8 pen. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

5. Onpep,eneHme B3aMMO3aMeEHAEMOCTN He OCYyLLecTBNAeTCA B OTHOWEHUN ANeKapCTBEHHbIX
PaCTUTENbHbLIX NPENapaToB, rOMeoNnaTUYECKNX IEKAPCTBEHHbIX MPENapaToBs.
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6. PopmMmMpoBaHME NepeyHn B3aMMO3aMeHAEeMbIX JIEKaPCTBEHHbIX NPenapaToB 418 MeANLNHCKOro
NPUMEHEHMA OCYLLECTBSETCA IKCNEPTHbLIM yYpeXKaeHNeM nocpencTBom 06begMHEHUA IEKAPCTBEHHbIX
npenapaToB B OTAE/bHble TPYNMbl, B Ka)XAON W3 KOTOPbIX JIeKapCTBEHHble Mpenapatbl ABAAOTCS
B3aMMO3aMeHAEMbIMMU.

7. B cny4yae BKAOYEHUA B WMHCTPYKLUMIO MO MEOMUMHCKOMY MNPUMEHEHUIO IeKapCTBEHHOTO
npenaparta Ha OCHOBaHWW Pe3y/IbTaTOB COOTBETCTBYOWMX UCCIeA0BAHNI NOKA3aHUIN A5 MPUMEHEHUS,
KOTOpblE OT/IMYAIOTCA OT MOKa3aHWI ANA NMPUMEHEHUA APYIMX IeKapCTBEHHbIX NPenapaTtoB M3 rpynnbl
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX MpenapaToB, B MNepeyHe B3aMMO3aMeHAEMbIX JIeKapCTBEHHbIX
npenapartos A58 MeAULMHCKOro NpUMEHeHUA A0/XKHa bbITb YKasaHa COOTBETCTBYOLLAA MHPOopmaLms.

8. MepeyeHb B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NPenapaTos A8 MeULMHCKOro NPUMEHEHMUSA
pa3smeLLaeTcsa yrnoJHOMOYeHHbIM pesepasbHbIM OpraHOM MUCMOJIHUTEIbHOM BAACTW, OCYLLECTBAAOWMM
rocy4apCTBEHHYIO PErucTpaumio NIEKapCTBEHHbIX MpPenapaToB A1 MEAUUMHCKOrO MPUMEHEHMA, Ha
csoem oduumanbHom cante B cetn "UHTepHeT". UHbopmauma B nepevyHe B3aMMO3aMeHSEMbIX
JIEKAPCTBEHHbIX NPENAPATOB A/ MEAULMHCKOTO NPUMeHeHUsA 0BHOBAAETCA YKa3aHHbIM denepasibHbim
OpPraHOM WCMOJIHUTE/IbHOW BNIACTU C Y4ETOM HOBbIX 3apPermcTpUpPOBaHHbIX JIEKAPCTBEHHbIX MPEnapaTos
ONA  MEOMUMHCKOTO NPUMEHEHMA W BHECEHHbIX WM3MEHEeHUA B [OKYMEHTbl, coAeprkalimeca B
PErucTPaUMoHHbIX AOCbe Ha 3aperncTpUMpoBaHHbIe JIeKapCcTBEHHble NpenapaTbl 418 MeLWULMHCKOro
NpUMeHeHus.

9. NopsaAoK McNonb3oBaHMA MHGOPMALIMM O B3aMMO3aMeHSAEMbIX JIEKapCTBEHHbIX NpenapaTtax gas
MEANUMHCKOTO NPUMEHEHUs M MNOopPALOK Aayu pPasbACHEHUI NO BOMPOCam B3aMMO3aMEHAEMOCTU
NIeKapCTBEHHbIX MpenapaTtoB AAA MeAULMHCKOro NpPUMEHeHUa YycTaHaBAMBaloTCa denepanbHbiM
OpPraHoOM WCNONHUTENbHOM BNACTU, OCYLLECTBAAOWMM (YHKUMM No BbipaboTKe M peanusaumnn
rocy4apCcTBeHHOW NOAUTUKM U HOPMATUBHO-NPaBOBOMY pPeryiMpoBaHuio B chepe 34paBooxpaHeHns, no
cornacoBaHuio ¢ ¢eaepanbHbIM OPraHOM WCMOAHUTENbHOW BNACTM, OCYLLECTBAAOWMM GYHKUUM MO
NIMLEH31POBaHMIO NPON3BOACTBA IEKAPCTBEHHbIX CPeACTB.

(8 pea. PepepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTIAOC: NnpyMeYaHme.

CpoK peructpaumm NeKapCTBEHHOro npenapaTa Aaa BETEPUHAPHOTO MPUMEHEHMUSA, UCTEKAKOWMI C
14.03.2022 no 31.12.2022, a Takke B 2023 roay, npoaneH Ha 12 mecaues (MocTraHoBneHUe
MpasuTenbctea PO ot 12.03.2022 N 353).

KoHcynbTaHTIAOC: NpumeyaHue.

CpOKM 0eNCTBUA PETMCTPALMOHHBIX YA0CTOBEPEHMIN IEKAPCTBEHHbIX NPENapaToB A4 MeAULLNUHCKOTro
NPUMeHeHUA, KoTopble uctekatoT B 2024 1. npogneHbl Ha 12 mecaues (MoctaHoBneHMe MNpaBuTenbCTBa
P® ot 12.03.2022 N 353).

CraTbAa 28. PerncrpaunoHHoe y4,0CcToBEPEeHME JIeKapCTBEHHOrO npenapara

KoHcynbTaHTIAOC: NpumeyaHue.

Paspeluaetca obpalleHne B PO 3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX MPenapaTos, CPOK AeNCTBUS
pPerncTpaLnoHHOro ya0CTOBEPEHUA KOTOPbIX UCTEK B Cay4vae, NpeaycMoTpeHHom 4. 11 cT. 4 @3 ot
30.01.2024 N 1-@3.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pPacnpoCTPaHAKTCA Ha MPABOOTHOLLUEHWUA, BO3HWKalOWMe MNpwu
0obpallleHUN NeKapCTBEHHbIX CPeACTB AN MeAULMUHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).
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1. PerncrpaumoHHoe yaoCTOBEPEHME JIEKAPCTBEHHOMO MnpenapaTta C YKazaHMeM NeKapCTBEHHbIX
dbopm U [03MPOBOK BblaaeTca 6ecCpPoyYHO, 32 WCKAOYEHMEM PErUCTPALMOHHOIO YAOCTOBEPEHUsA
JIeKapCTBEHHOTO NpenapaTa, Bbl4aBaeMOro CO CPOKOM AEeNCTBUA NATb /IET, HA BNEPBble perncTpmpyemble
B Poccuinckoit ®epepaumm nekapcTBEHHbIE NpenapaThbl.

2. Mo wucteyeHMn yKasaHHOro B 4acT 1 HacToAwel cTaTbU CpPOKa BblgaeTcA bHeccpoyHoe
perucTpaumoHHoOe YyAO0CTOBEPEHUE JIEKapCTBEHHOrO MpenapaTta NpW YCNOBUWM MOATBEPMKAEHUA €ro
rocyf,apCcTBEHHON perncTpaLmm.

3. B cnyyae BHeceHusa B cooTBeTCcTBUM co cTaTbsimin 30 n 31 HactoAwero PenepanbHOro 3akKoHa
M3MEHEHUN B copepKalpmeca B PEerMcTpalMoOHHOM [OCbe HA 3aperncTpuMpOBaAHHbIN NEKAPCTBEHHbIM
npenapaTt AOKYMEHTbl, 3aTparuBaowWmx CBeAeHUA, OTParKeHHble B PermcTpPauuoHHOM yA0CTOBEPEHUM
JIeKapCcTBEHHOrO NpenapaTa, yNoJHOMOYEHHbIN peaepanbHbli OpraH UCNOAHUTEIbHOW BAACTM BblgaeT
HOBOE PEerucTpauMoHHOe y40CTOBEPEHNE NEKAPCTBEHHOIO NpenapaTa, CoAepKaLlee BHECEHHbIE B HEro
N3MeHeHwuA.

(4actb 3 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2026 4. 4 cT. 28 yTpaumsaeT cuay (3 ot 30.01.2024 N 1-P3).

4. B cnyyae yTpaTbl WAM MNOBPEXAEHUA PErUCTPALMOHHONO YAOCTOBEPEHWUA NIEKAapCTBEHHOIO
npenapata no 3afB/EHUIO B MUCbMEHHOM dopme aepkaTens uaun Bnafjenbla perncTpalmoHHOro
YyA0CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTta Uan yrnoJHOMOYEHHOTO MUK APYroro KPUAUYECKOro nLa o
Bblgaye Ayb6/MKaTa permcTpalMoHHOro yAOCTOBEPEHUA SIEKAPCTBEHHOMO NpenapaTa ynoJHOMOYEHHbIN
denepanbHbIit OpraH UCNOSIHUTENIbHOW BNACTU B CPOK, HE NPEBbILLALWNN AecaTh paboymnx AHeN co AHA
NoCcTynieHna 3asBfeHMUA, BbloaeT Ayb6AMKAT PerncTpaumoHHOro YAOCTOBEPEHWUA JIEKAPCTBEHHOTO
npenapata. 3a Bblgayy Ayb/AMKaTa perucTpauyoHHOrO YyA0CTOBEPEHWMA NIEKAPCTBEHHOrO npenapaTa
B3MMAETCA rocyapCTBEHHaA NOLW/IMHA B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickol ®epepaumm o
Hanorax u cbopax.

(4acTb 4 BBegeHa PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

KoHcynbTtaHTMAOC: NprMmeyaHme.
C 01.01.2026 cT1. 29 He pacnpocCTpaHAEeTCA Ha NPaBOOTHOLLEHWUSA, BO3HWKalLWMe Npu obpaleHum
JIeKapCTBEHHbIX CPEACTB ANA MeaUUMHCKoro npumeHeHumsa (3 ot 30.01.2024 N 1-93).

KoHcynbTaHTIAOC: NpumeyaHue.

MonoxkeHus ct. 29 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs NpeaocTaBNeHUA rocC. YCayr npu
06paLleHNN NEeKAPCTBEHHbIX CPEACTB: ANA MEeOMULMHCKOTO MNPUMEHEHMA NOCPeACTBOM eAMHOM
cuctembl U (Mnn) eanHoro noprtana, npumeHsatoTcs ¢ 01.01.2025; ana BeTepUHAPHOrO NPUMEHEHMA
nocpeacTsoM egunHoro noprtana, npumeHatotrca ¢ 01.01.2026. PerncrpaumoHHble yaoCToBepeHUs
NIeKapCTBEHHbIX NPEMNapaToB AN MeAULMHCKOIO NPUMEHEHUS, Ha ByMaXKHOM HocuTese U Ay6anKaTbl
¢ 01.01.2025 He BblgatoTCA.

KoHcynbTaHTIAOC: NpumeyaHue.

CpoK peructpaumm NeKapCTBEHHOro npenapaTa A/1a BETEPUHAPHOrO MPUMEHEHMUS, UCTEKAKOLWMI C
14.03.2022 no 31.12.2022, a TaKkxe B 2023 roagy, npoaneH Ha 12 mecaues (MocTtaHoBNeHUE
MpasuTenbctsa PO ot 12.03.2022 N 353).

CraTtba 29. MoaTBepKAeHUE rocyAapCcTBEHHON perncTpaumm ieKapcTBeHHOro npenapara

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. NoaTBEpPXKAEHUE TOCYAAPCTBEHHOW PErncTpaummn IeKapCcTBEHHOrO Npenapara ocyLecTBASeTCs
npu Bblgadye 6eccPoOYHOro PerucTpaumMoHHOro YAOCTOBEPEHMUA JIeKAaPCTBEHHOrO Mpenaparta B cay4ae,
YKa3aHHOM B 4acTu 2 ctaTbu 28 HacToawero PeaepasbHOro 3aKOHa, B CPOK, HE MPEBbILAIOLWNI COPOKa
paboumnx gHen co AHA HanpaBAeHUA NocpeacTBOM e4ANHOro NopTasa B yNoJHOMOYEHHbI deaepanbHbli
OpraH MWCMOMHUTENIbHON BAACTU WU JIMYHbIA KabMHET ynoJIHOMOYeHHOro deaepanbHOro opraHa
WUCNONHUTENIbHON BAACTM B eAMHOM cucTemMe 3aAB/IEHMA O MOATBEPXKAEHWU TOCYAAPCTBEHHOWM
perucTpauum  NeKapcTBEHHOro  npenaparta, MOAMUCAHHOIO  YCUMAEHHOW  KBa/iMOULMPOBAHHOM
3/IEKTPOHHON noanucbio. He ocyliecTBifeTcA NOATBEPIKAEHME TOCyAapCTBEHHOW perncrpauum B
OTHOLWEHWM JIeKapCTBEHHOro npenapata A/Aa BeTepUHAPHOro npuUMeHeHua, He HaxoAuBLIeroca B
obpaweHun B Poccuiickont Pepepaumm B TeyeHMe Tpex M 6osiee fieT, a TaKKe B OTHOLWEHWUMU
NIeKapCTBEHHOrO cpeacTBa, NPOM3BEAEHHONO C HapylleHnem TpeboBaHMA, YCTaHOBEHHOIO YacTbio 3.7
cTaTbM 71 HacToAwero denepasibHOro 3aKOHa.

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3aABneHMe O MNOATBEPXKAEHWUW FOCYAAPCTBEHHOW pPEerncTpauuu NeKapcTBEHHOro npenaparta
HanpasaAeTcA NoCpeacTBOM  eAMHOro fnopTana B YNOJHOMOYEHHbI  denepanbHbli  opraH
WUCNONHUTENbHOW  BAACTU  WAM  JIMYHBIA  KabWHET ynosHOMOYeHHoro defepanbHOro opraHa
WCNONHUTENbHOWM BNAaCcTU B €4MHOWM CUCTEME HE paHee YeMm 3a CTO BOCEMbAECAT AHEN A0 UCTeYeHUA CPoKa
[EeNCTBUA PerncTpaLmMoHHOro ya0CTOBEPEHUA NIEKAPCTBEHHOMO NpenapaTa U He No3gHee OKOHYaHUA
CPOKa ero AencTeus.

(4actb 2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

2.1. YTpatun cuny. - PepepanbHbiii 3akoH ot 30.01.2024 N 1-P3.

3. MNoaTBepKAEeHWE FOCyAapCTBEHHOM PEerncTpaumm NeKapcTBEHHOrO NpenapaTa ocyLLecTBAAeTCs
Nno pesy/ibTaTamM 3KCMEpPTU3bl OTHOLIEHWUA OXWAAEMOW MNOJb3bl K BO3MOMKHOMY PWUCKY MPUMEHEHMUSA
NNeKapCTBEHHOrO NpenapaTta Ha OCHOBAHWW Pe3y/IbTaTOB MOHUTOPWUHIa 3pEKTUBHOCTU M 6e30MacHOCTH
NIeKapCTBEHHOrO npenapaTta, MPOBOAMMOro AepKaTesleM WAW  BAageNblem PerucTpalMoHHOro
YAOCTOBEPEHUS| NNEKAPCTBEHHOTO npenapata Mb60 YNOJIHOMOYEHHbIM UMW OPUANYECKUM JIMLOM, a
TaKXKe COOTBETCTBYIOLMM YMNOJHOMOYEHHbIM deaepasnbHbiM OpPraHoOM WCNOJIHUTENIbHOW BAacTn B
COOTBETCTBUM C TpeboBaHUAMM cTaTbM 64 HacToAwero PeaepanbHOro 3akoHa.

4. K 3aaBneHuto o noavTeepxgeHnn I'OCY,CI,apCTBEHHOﬁ perncrtpaunmn nekapCrBeHHOro npenaparta
ana megnunHCKOro npuMeHeHUA NpnaaratoTca:

1) [AOKYMEHTbl, cogep:Kalme pe3ynbTaTbl MOHWUTOPUHIA 3GPEKTUBHOCTM M HesonacHoCTU
NeKapCTBEHHOro npenapata ANs MeAUUMHCKOro NPUMEHEHMA, NPOBEAEHHOro AepKaTenem Wan
BNAAE/NbLEM PEruCTPaLMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOro npenapata gaa MeaMUMHCKOro
npumeHeHUa NGO YNOAHOMOYEHHLIM UM OPUANYECKMM IMLOM, NOo ¢opme, YTBEPKAEHHOM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENBHOM BAACTH;

2) cBefeHMA 0 gaTe NpPefocCTaB/eHUA U PErUCTPALMOHHOM HOMEPE NINLLEH3UM HA NPOU3BOACTBO
NeKApPCTBEHHbIX CPEeACTB, WM CBEAEHMA O p[aTe MpefoCTaBleHUA U PerucTpauymoHHOM HoMepe
3aK/NIOYEHMA O COOTBETCTBMM MNPOM3BOAUTENA JIEKAPCTBEHHbIX CPeact8 TpeboBaHMAM Mpasun
Hagne)Kalle NpPou3BOACTBEHHOW MPAKTUKKU, UAM KonuA cepTMdMKATa COOTBETCTBMA MPOU3BOAUTENA
NEKapPCTBEHHbIX CPeacTB ANA MEAMUMHCKOTO MNPUMEHEHUs TpeboBaHMAM MpaBua  Hagaexalen
NPOW3BOACTBEHHOM  MpPaKTMKM  EBPAsMMCKOro  3KOHOMMYECKOTO  COK3a,  MNPefoCTaB/eHHbIX
YNOJIHOMOYEHHbIM peepanbHbIM OPraHOM UCMOJIHUTENBHOM BAACTU B OTHOLWEHWM NPON3BOLCTBEHHOM
NJOWAAKM IeKAapCTBEHHOIO NpenapaTta 418 MeANLMHCKOrO NPUMEHEHMUA, TOCYAapPCTBEHHAA pPerncTpauma
KOTOPOro MOATBEPXKOAETCA B C/yvyae, €Cin NPOU3BOACTBO JIEKAPCTBEHHOro npenapata  AnaA
MeLMULMHCKOro MpMMeHeHMUA ocylecteaaeTca B Poccminickon ®epepaumu;

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-03)

3) Konua npeAOCTaBﬂeHHOVI YNO/THOMOYEHHbIM OpPraHOM CTpaHbl nNnpoun3soanTena NNLEH3NUN Ha


https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100178
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100179
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100181
https://login.consultant.ru/link/?req=doc&base=LAW&n=205035&dst=100012
https://login.consultant.ru/link/?req=doc&base=LAW&n=378462&dst=100121
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&dst=100010
https://login.consultant.ru/link/?req=doc&base=LAW&n=470146&dst=100196
https://login.consultant.ru/link/?req=doc&base=LAW&n=468341&dst=100183

NpPOM3BOACTBO /IEKaPCTBEHHOro npenapaTa A48 MeAULMHCKOro NPUMEHEHUA U ee NepeBos, Ha PYCCKUiA
A3blK, 3aBepeHHble B YCTAHOB/JEHHOM MOPAAKE, a TaKKe KOMWUA 3aK/YeHUAs O COOTBETCTBUM
NpoM3BOAMUTENA J/IEKApPCTBEHHbIX CPeAcTB TpeboBaHMAM NpPaBMA HaANexalleid npou3BOACTBEHHOWN
NPaKTUKN, WUAM Konua cepTudUKaTa COOTBETCTBMA MNPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeacTB A/s
MEeAMULMHCKOTrO NpUMeHeHUA TpeboBaHMAM MpaBWA Haafexalein npoM3BOACTBEHHOM MPAKTUKM
EBpa3sniCKOro 3KOHOMMYECKOrO COH3a, BblAaHHbIX YMNOJAHOMOYEHHbIM deaepanbHbiM  OpraHoOm
NCMOSIHUTENbHOM BNACTU B OTHOLLEHWUM MPOM3BOACTBEHHOMN N/IOLLAAKM IeKapCTBEHHOro npenapaTa 4aa
MegnUNHCKOro npmmeHeHuAa, rocyaapcrBeHHaa pernctpauna KOToporo noarsepXaaetca, Uanm Konua
peleHna ynoaHomo4YeHHoro ¢enepanbHOro OpraHa MCMOAHUTENbHOM BAAacTM O MPOBEAEHMM
bapmaueBTUYECKON WMHCNEKUMM NPOU3BOACTBA /IEKAPCTBEHHbIX CPeACTB A8  MeAMLMHCKOro
nNpUMEHEeHNA Ha cooTBeTcTBMe TpeboBaHMAM MNpPaBUA Hag/eskallehd MNPOU3BOACTBEHHOW MPaKTUKK
EBpasniicKoro sKOHOMMYECKOTO CO3a B C/lydae, ec/iv NPOU3BOACTBO /IEKAPCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro MpUMeHeHuWs ocyLiecTeaseTca 3a npeaenamu Poccuiickoin Peaepaumm.

(n. 3 B pea. ®eaepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

(4actb 4 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

4.1. B oTHOWEHNM BUONOTNYECKMX IEKAPCTBEHHbIX NPEenapaToB A58 MeAULMHCKOro NpUMeHeHUs
3anABUTE/Ib AOMNOJIHUTENIbHO MPEACTaBAsSeT pe3ynbTaTbl MepPOonpUATUN, MNPesyCMOTPEHHbIX MNA3aHOM
yNpaBieHNA PUCKaMU, YTBEPKAEHHbIM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMOJIHUTE/IbHOM
B/IACTM MpPU  OCYLLECTBJIEHUM TFOCYAAPCTBEHHOW pPerucTpaummnm NeKapcTBEHHOro npenapaTta  Aas
MEeLMNLMHCKOrO NPMMeEHEHUA.

(4actb 4.1 BBeaeHa ®egepanbHbiM 3akoHOM OT 04.06.2018 N 140-3)

4.2. K 3aaBNeHM1I0 0 NoATBEPKAEHUN rOCYAaPCTBEHHOM PErnCTPaLLIMKM NeKapCcTBEHHOro npenapaTta
0N BETEPUHAPHOro NPUMEHEHWUs NPUAAraloTca AOKYMEHTbI, coAaeprKalime pesyibTaTbl MOHUTOPUHIA
30 dPEKTMBHOCTM M 6E30MaCHOCTM JIEKAPCTBEHHOrO Mpenapata A8 BETEPUHAPHOrO MNpPUMEHEHMUS,
NPOBOAUMOro AepKaTeNemMm WAW BAaLeNbLEM PerncTpalmMoHHOro yAOCTOBEPEHMA JIEKAPCTBEHHOIO
npenaparta 418 BETEPMHAPHOro NPUMEHeHUs MB60 YNOJHOMOYEHHBIM UM OPUAMYECKMM NIMLLOM, MO
dopme, yTBEPHKAEHHOW YMNOJHOMOYEHHbIM deaepasbHbIM OPraHOM MWCMNOAHUTENbHOM BAacTU, U
OOKYMEHTbI, YKasaHHble B NyHKTax 1, 2 - 2.2, nognyHkTax "a", "6", "K", "n" nyHkTa 4 yacti 3 ctatbn 17
HacToswero PegepasbHOro 3aKoHa. B OTHOWEHMM MMMYHOBMONOrMYECKMX NEKAPCTBEHHbIX MPENapaTos
015 BETEPUHAPHOTO NPUMEHEHUA HE NPeACTaBAAITCA CBeAEHMA, YKasaHHble B nognyHKTe "K' nyHKTa 4
yactn 3 ctaTbu 17 Hactoswero PegepanbHOro 3aKoHa. B OTHOLWEHMM NeKapCTBEHHbIX NpenapaToB A
BETEPUHAPHOrO MPUMEHEHMA, MOJYYEHHbIX C NMPUMEHEHUEM TF€HHO-UMHKEHEePHO-MOANDULMPOBAHHbIX
OpPraHU3MoOB WU cCOoAep)Kalmx TaKMe OpraHM3mbl, AOMOJSIHUTENbHO NpPeacTaBAAlOTCA CBeAEeHuUs,
yKasaHHble B NyHKTe 13 yactu 3 ctatbyu 17 HacTosAwero ®eaepanbHOro 3akoHa.

(4acTb 4.2 BBeaeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

4.3. 3aABuTeNb BMNpaBe NpPeACTaBUTb C 3aABNEHMEM O MNOATBEPKAEHWU TOCYyAapPCTBEHHOM
perncTpauym NeKapCcTBEHHOrO Npenapata pPeKBU3UTbl  [AOKYMEHTa, MNOATBepKAalowero ynaaTy
rocyfapCTBEHHOM MOLW/MHbI 33 MOATBEPXKAEHME TrOCY[SaPCTBEHHON PErncTpaunmn NekapcTBEHHOro
npenapara, a TakKe BblAaBaemble (NpeaocTaBasemble) YNOJHOMOYEHHbIMU desepanbHbIMU OpraHamm
WCNONHUTENbHOM BNACTU AOKYMEHTbI (CBEAEHMA), YKa3aHHble B MyHKTaxX 2 U 3 4acTu 4 HACTOALLEN CTaTbMu.
B cnyyae wmx HenpeacTaBAeHUA YMNOJAHOMOYEHHbIN deaepanbHbli OpraH MCMNOAHUTENIbHOM BAACTU
3anpalmBaeT yKasaHHble AOKYMEHTbl (CBeAeHUA) B NOPAAKE MEKBEAOMCTBEHHOIO MHPOPMALIMOHHOIO
B3aMMoOeNncTBus.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-$3)

5. B TeuyeHue naTM paboumx OHEW CO AHA HanpaB/ieHWs MOCPeACcTBOM eAMHOro nopTana B
YNO/IHOMOYEHHbIN  peaepanbHblii  OpraH  WUCNONIHUTENbHOW  BAACTU  WAM  JIMUHbIA  KabuHeT
YNONHOMOYEHHOTO dpeaepasbHOro opraHa MCMNOSHUTENIbHOW BAACTU B €4AMHON CUCTEME 3asiBIEHUA O
noATBEPXKAEHUN TOCYHAPCTBEHHOW  PEruMcTpauMmM  IeKApCTBEHHOrO Mpenapata W AOKYMEHTOB,
coaeprKalmx pesynbTaTbl MOHUTOPUHTA 3GDEKTUBHOCTM M BE30MacCHOCTU IeKAPCTBEHHONO Npenapara,
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NPOBOANMOrO AepKaTtenem WAM BAagenblem pPerucTtpalmoHHOro YA0CTOBEPEHUS JIEKAPCTBEHHOIO
npenapara M60 yNnoSIHOMOYEHHbIM MU HOPUANYECKUM INLLOM, YIOJITHOMOYEHHbIN deaepanbHbln opraH
MCMOJIHUTE/IbHOM BNACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) NpoBOAMT NPOBEPKY MOAHOTbI CBEAEHWN, COAEpPMKalLMXCA B NPeACTaBJeHHbIX 3asBuUTeNem
[OKYMeHTaXx;

2) NPUHMMAET peLleHne 0 NposeaeHUn uamM ob OTKase B NPOBEAEHMM IKCMEepPTU3bl OTHOLLEHUA
OXWMAAEMON NOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOro npenaparta Ha OCHOBaHWUK
pe3y/bTaToB MOHUTOPMHTIa 3pPeKTUBHOCTM M He30MacHOCTN NEeKapCTBEHHOro npenapaTa, NPOBOANMOro
AepxKaTefniem WaM BAafeNblem PerncTpaumMoHHOro yA0CTOBEpPEHMA JIeKapCTBEHHOro npenapara nMbo
YMNOJIHOMOYEHHbIM UMW IOPUANYECKUM JINLLOM, a TaKxkKe deaepanbHbiM OPraHoOM UCMOIHUTEIbHOM BAacTU
B COOTBETCTBMM C TPpeboBaHNAMM cTaTbM 64 HacTosAwero ®eaepasibHOro 3aKOHa;

3) HanpaBAAeT B /INYHbIA KabBUHET 3KCNEPTHOrO YyUYperKAEHUA B eAMHON cucTeme noanucaHHoe
YCUIEHHOW KBaNMOUUMPOBAHHOW 3NEKTPOHHON MOAMUCHIO 33afaHME HA NPOBELEHME 3KCMEPTU3bl,
npeayCcMOTPEHHOM NYHKTOM 2 HaCcTOALLLEM YacTy, a TaKKe HanpaB/aeT 3asBUTE0 NOCPeaCcTBOM e4MHOro
noptana MWAM B JINYHBIA KabuHeT 3aABuUTeNA B eAMHOW CUCTeMe NOAMNMCAHHOE YCUAEHHOM
KBaMPUUMPOBAHHOW 3NEKTPOHHOM NOANUCHIO YBEAOMIEHME O NPUHATOM PELLUEHUM O BblAaYe 3afaHuA
Ha NpoBeAeHWe yKa3aHHOM 3KkcnepTusbl M6o 06 OTKase B MPOBeAEHMWM YKA3aHHOW 3SKCNepTusbl C
yKa3aHMeM NpUYMH OTKasa.

(n. 3 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

6. B cnyyae BblfiBNEHMA HEAOCTOBEPHOCTU U (MNM) HEAOCTAaTOYHOCTM MHOOPMaL MK, CoaeprKaLLenca
B NPeACTaBAEHHbIX 3aABUTENIEM JOKYMEHTAX, YNOJHOMOYEHHbIV deaepanbHblil OpraH MCMOAHUTEIbHOM
BNACTM HAMpaBAAeT 3aABMTE/0 NOCPEACTBOM eAMHOro MopTasa WUAM B NIMYHBINA KabUHeT 3aAaBMTens B
eauHOM cucteme 3anpoc 06 YTOYHEHWM YKasaHHOW MHpopMaLMK, NOANUCAHHBLIA YCUIEHHOM
KBanUOULMPOBAHHOW 3NEKTPOHHOM NOANMUCHIO.
(4acTb 6 B peq,. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. 3asBuTenp 006M3aH HanpaBuTb MNOCPEACTBOM €AMHOro nopTana B YNOJAHOMOYEHHbIN
denepanbHbI OpraH UCMONHUTENbHOMN BNACTU WAU IMYHBIA KaBWMHET YyNOAHOMOYEHHOro pesepasbHOro
opraHa MCNOMHWUTENbHOW BAACTU B €4AMHOW CUCTEME MOAMUCAHHBIA YCUNEHHON KBANMOUULMPOBAHHOM
3N1EKTPOHHOMN MOAMWUCHIO OTBET HA 3aNpPOC YNOAHOMOYEHHOTo dpesepasibHOro OpraHa UCNOHUTENbHOWN
BNACTM, YKa3aHHOIO B YAacTN 6 HACTOALLEN CTATbW, B CPOK, HE NMPEBbILLIAIOLLMIA AEBAHOCTA Paboumnx AHeN co
AHA NONYYeHUA YNONAHOMOYEHHbIM deaepasbHbIM OPraHOM MCMOAHUTENbHOW BAACTU 3/1EKTPOHHOTO
yBeA40M/EHUA O MOJlYyYEHUMN 3aABUTENEM TaKOro 3anpoca. CpoK, yKa3aHHbIN B 4acTU 5 HAcTOALLEN CTaTby,
NPUOCTaHaBANBAETCA CO AHA HAaNPaB/IEHMA 3aABUTEN0 NOCPEACTBOM €4AMHOro NopTana UAn B JIMYHbIN
KabWHeT 3anaBUTENA B €4MHOM CMCTEME TAaKOro 3anpoca A0 AHA Hanpas/ieHMA 3asBUTEIEM MOCPEeACTBOM
eAMHOro nopTasa B YNOJHOMOYEHHbIN deaepanbHbll OpraH MUCNOAHUTENBHON BNACTU WU JINYHbBIN
KabWHeT ynosHoMmo4YeHHoro pesepanbHOro opraHa UCNONHUTENbHOM BAACTU B eAUHON cUCTEME OTBETa
Ha TaKOM 3anNpoc WU He Y4YMTbIBAETCA NPU WCYUCIEHUM CPOKa MOATBEPKAEHWA TFOCYAAPCTBEHHOM
perncTpauum 1ekapcTBeHHOro npenapara.

(4acTtb 7 B peq. depepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. OcHOBaHMEM ANA OTKasa B NPOBEAEHMM IKCMEPTU3bl OTHOLIEHWA OXMAAEMOM MOAb3bl K
BO3MOMKHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOro NpenapaTa ABAAETCA NpeAcTaBAeHMEe AOKYMEHTOB,
cofepKalmx pesynbTaTbl MOHUTOPUHIA 3GHEKTUBHOCTM M HE30MaCHOCTU NeKapCTBEHHOrO NpenapaTa, 1
(van) B OTHOWEHWMM BMONOTMYECKMX JIEKAPCTBEHHbIX MPEenapaTtoB pPes3ynbTaToB OCYLLECTBAEHMUA
MEpPOMNpPUATUIA B COOTBETCTBMM C NIAHOM YMPABAEHWA PUCKaMM, YTBEPXKAEHHbIM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM MCMONHUTENbHOW BAACTU MPU OCYLLECTBAEHUN FroCyAapCTBEHHOM perncTpaunm
NeKapCTBEHHOro npenapara, B HENO/JHOM 06beMe, OTCYTCTBME MHPOPMALMKM, NOATBEPKAAtOWeEN daKT
ynAaTbl rocy4apCcTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHME roCcyAapCTBEHHOW PErncTpaLLMm 1eKapcTBEHHOro
npenapara, IMbo HenpeACTaBAeHMe 3aABUTENIEM B YCTAaHOB/IEHHbI CPOK OTBETa Ha YKa3aHHbIM B YacTu 6
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HacToALWEN cTaTbW 3aNpoc YNOSHOMOYEHHOro deaepanbHOro opraHa UCNOJIHUTENIbHOW BAAcTH, a TaKXke
OTCYTCTBME B YKa3aHHbIX ZOKYMEHTax MHPOpMaLLMK, KOTOPasa A0JXKHA ObITb B HUX OTPArKeHa.

9. 3JKcnepTu3a OTHOLWEHMA OXMMAAEMON MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA
NIeKapCTBEHHOTO MpenapaTa B Lensx NOATBEPKAEHMA FOCYAAPCTBEHHOW PerncTpaLmmn NeKapcTBEHHOMO
npenaparta NpoBOAMTCA KOMWUCCUEN IKCMEPTOB IKCMEPTHOFO YUYPEKAEHUA B CPOK, HE MPEBbLILIAOLLNIA
TpuauatTm paboumnx gHe.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

10. B cnyyae HeAOCTaTOYHOCTM NPeACTaBNEHHbIX SKCNepTy MaTepuasioB 414 AayuM 3aK/I04eHUs B
JIMYHBIN KabUHeT 3a8BUTENA B e4MHOM CUCTEME HanpaBaseTca 3anpoc O NpeacTaBieHUU HeobXoANMbIX
MaTepuanos, NOANUCAHHbIA pyKoBOoAUTENEM (YNONHOMOUYEHHbIM JIMLLOM) SKCMEPTHOro yYpexaeHus c
MCMNO/Ib30BaHUEM YCUIEHHOM KBAaIMOULIMPOBAHHOM 3/1EKTPOHHOM NOANUCH.

(4actb 10 B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11. 3assutenb 0653aH HaNPaBUTb B IMYHbIA KaBUHET SKCNEPTHOrO YYPEKAEHMA B €4MHON CUCTeEME
NoANUCaHHbIA YCUNEHHON KBaMOULIMPOBAHHOMN 31EKTPOHHOW MOAMNMCHIO OTBET HAa 3aMNpoC 3KCNEePTHOro
YyUYperKAEHUA B CPOK, HE MPEBbILIAKLWNIA WecTuaAecATM pabounx AHel Co AHA NONAYYEHUA IKCMEPTHbIM
yupexxgeHnem 31eKTPOHHOro yBegoMAeHUA O MOJlyYEeHUN 3aABUTENIeM YKa3aHHOro 3anpoca. Bpems co
[AHA HanpaBAeHMA B INYHbIN KaBUHET 3aABUTENA B eAMHON cMCTeMe 3anpoca SKCNEPTHOTO yUpexaeHns
[0 [OHA HanpaBieHWA 3aABUTENEM B JIMYHbIN KabMHET SKCNEepTHOro yuYperKAeHUA B eAMHOU cucteme
OTBETA HA YKa3aHHbIA 3anpoc He YYUTbIBAETCA MPU MCYUCIEHUWU CPOKa MNPOBEAEHWA 3SKCNepTU3bl
OTHOLUEHUA OXWAAEMOWN NOb3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA NIeKapCTBEHHOrO npenapata Ha
OCHOBAHWWM [OKYMEHTA, COLEep}Kallero pesynbTaTbl MOHUTOpPUHra 3¢deKTMBHOCTM M HEe30nNacHOCTM
JIeKapCcTBEHHOrO npenapara.

(4acTb 11 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

12. B cpoK, He npeBbiWwalowmi NaTm paboumnmx AHeN Co AHA HanpaB/JEHWS B /INYHbIMA KabuHeT
YNO/IHOMOYEHHOTO $eaepanbHoOro OpraHa WCMOJIHUTENbHOM BNAcTM B e4MHON cUCTeMe 3aK/IloYeHun
KOMMCCMM 3KCMEPTOB MO pe3ynbTaTaM 3KCMEepPTM3bl OTHOLLIEHWUA OXWOAEMOMN MOMb3bl K BO3MOXKHOMY
PUCKY MPUMEHEHWA NEKApPCTBEHHOro Mpenaparta, COOTBETCTBYIOWMI YNOJNHOMOUYEHHDbIN deaepanbHbii
OpraH UCNONHUTENIbHOM BNACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLWlecTBNAET OUEHKY 3TOro 3akKnk4yeHuAa anAa onpeaeneHunAa ero CooTtBeTCTeMnA 3a4aHUKO Ha
nposeaneHune yKa3aHHOI\/‘I 3KCNepTUns3bl,

2) NpuvHMMaeT peleHWe O MNOATBEPKAEHMM TOCYAaPCTBEHHOM PErucTpauMm NeKapCcTBEHHOro
npenapata wauM o6 OTKase B MOATBEPXKAEHMM [OCYAAPCTBEHHOW pPerncTpaumMm NeKkapcTBEHHOMo
npenapara;

3) BHOCUT MpPU MPUHATUW PELUEHUA O NOATBEPKAEHUM TOCYHAPCTBEHHON perncrpaunm
NeKapCTBEHHOro npenaparta CBeAEHUS B roCyAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEACTB M BblgaeTt
3anBUTEN0 BEeccpoYHOe PerncTpaLMoHHOE yA0CTOBEPEHME /IeKAapCTBEHHOMO MnpenapaTta NocpeacTBom
HanpaBAeHMA Yepe3 eAnHbIN NOPTan UAN NIMYHbIA KabUHET 3aABUTENA B €ANHOW CUCTEME BbINMUCKU U3
rocyAapCTBEHHOrO peecTpa JEKAapPCTBEHHbIX CPEACTB, MOAMUCAHHOW YCUIEHHOW KBaAUGUUMPOBAHHOM
3/1eKTPOHHOM NOANUCHIO.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. OcHoBaHMeEM ANA OTKasa B NOATBEPXKAEHUN rOCYAapPCTBEHHOW PerncTpauumn neKapcTBeHHOro
npenapata fABAAETCA 3aK/OYEHMEe COOTBETCTBYIOWEro YMNOAHOMOYEHHOro ¢eaepanbHOro opraHa
WCMNOMHUTENLHON BAACTM O TOM, YTO PUCK MPUYMHEHUA Bpeaa 340POBbIO YeNOBEKa WAM KUBOTHOMO
BC/NeACTBME NPMEMa IeKapCTBEHHOro nNpenapara npesbiwaeT 3GGeKTUBHOCTb ero NPUMeEHeHMs.

(8 pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)
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14. B nepuon npoBeAeHMA npoueaypbl MNOATBEPXHKAEHMA TOCYAapCTBEHHON perncrpaumnu
JIeKapCTBEHHOrO npenapara ero obpaueHme B Poccuiickoin Pegepaumm He npuocTaHaBAMBaETCA.

15. [JdonyckaeTca obpalleHue NeKapCTBEHHbIX MnpenapaToB [0 WCTEYEHUA CPOKa roAHOCTH,
npounsseneHHbIX B TeyeHWe CTa BOCbMUAECATU Ka/leHAapPHbIX p,HeVI nocne Aatbl NPUHATUA
YNONHOMOYEHHbIM ¢defiepasibHbiIM OPraHOM WCMOJIHUTE/IbHOW BAACTU PELIeHUs O MNOATBEPXKAEHUU
rocyapCTBEHHOM perucTpauum, B COOTBETCTBUM C MHPOpMaALMEN, codeprKallencs B AOKYMeHTax
PEerucTpauyoHHOro A40Chbe Ha IeKAPCTBEHHbIV Npenapar 40 AaTbl MPUHATUA TaKOTO PeLleHus.

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

KoHcynbTaHTlAKOC: NpumeyaHue.
MonoskeHns c1. 30 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacawowmeca NpPeaoCTaBNEHMA TOC. YCAyr
nocpeAcTBOM eAMHOMN CUCTEMbI U (MK) eanHOro nopTtana, npumeHaroTca ¢ 01.01.2025.

Cratba 30. BHeceHue n3ameHeHuii B AOKYMEHTbI, COAepIKalLMecs B permcTpauMoOHHOM A0cbe Ha
3aperucTpuMpoBaHHbIA IeKapCTBEHHDbI Npenapar AAa MeAULMHCKOro NpMMeHeHuA

1. B uensx BHeCEHWs U3MEHEHWUI B AOKYMEHTbI, Cogep’Kallmeca B PermcTpaumoHHOM A0Cbe Ha
3aperucTpMpoBaHHbIN JIEKAaPCTBEHHLIN MpenapaTt ANa MeAULMHCKOTO MPUMEHEHMUA, AeprkaTeNb WK
B/lagenel, pPerucTpaLmMoHHOro yaoCToBepPeHUs NeKapCTBEHHOro npenapata Ui YnoJIHOMOYEHHOEe UM
ApYyroe lopuanyeckoe AnLo (ganee B HacToALLEM cTaTbe - 3aABUTE/b) HanpaBAseT NocpeacTBOM e4UHOro
nopTtasa B YNOJIHOMOYEHHbI denepasbHbi OpraH UCMOJIHUTENIbHOW BAACTU WAW B JINYHLIN KabuHeT
yno/sIHOMOYeHHOro desepasbHOro opraHa UCMNOJIHUTENBHOM BNACTU B €AMHOM cUCTeMe MognucaHHoe
YCUIEHHOW KBaMGULMPOBAHHOM 31EKTPOHHOM NOANUCHIO 3aAB/IEHME O BHECEHUWN TaKUX U3MEHEHMUI MO
dopme, YCTAaHOB/IEHHOW YMNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOJIHUTENIbHOW BAAcTu, WM
npunaraemble K HEMY M3MEHEHWUs B YKa3aHHble OOKYMEHTbI, a TaKKe AOKYMEHTbl, NOATBepKAatowme
HeobXxoAMMOCTb BHECEHMA TaKUX USMEHEHWNA.

(B pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-®3, o1 04.06.2018 N 140-d3, ot 30.01.2024 N 1-d3)

1.1. Mpn HeobXoAMMOCTU BHECEHUA B AOKYMEHTbI, COAEpKaliMecs B perucTpaumoHHOM A0Cbe Ha
3aperncTpmpoBaHHbIM NeKapcTBEHHbIM npenapat Ans MeAUUMHCKOrO MNPUMEHEHUS, W3MEHEeHMUI
OTHOCUTENbHO MecTa NPOW3BOACTBA JIEKAPCTBEHHOro npenapata AnAa MeAWMUMHCKOro MpUMeEHeHUs,
Tpebyowmx NpoBeAeHUA 3KCMepTM3bl KayecTBa /IeKapCTBEHHbIX CPeAcCTB, 3adaBUTENb AOMOAHUTENbHO
HanpasaAeT NoCPeAcTBOM eANMHOro NopTana B yNnoAHOMOUYEHHbIN dpeaepanbHblit opraH UCNOIHUTENbHOM
BNACTU WAN NNYHBIA KabUHeT ynoaHomMouyeHHoro ¢denepanbHOro opraHa WCMONHUTENbHOM BAacTU B
eIMHOM cucteme:

1) cBepeHMA 0 gaTe NpeaoCTaBieHUA U PErncTPaLMoOHHOM HOMepe NMLEH3UN Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPE/CTB, a TaKXKe KOMUIO 3aK/IYeHNA O COOTBETCTBUN NPON3BOAMTENA NEKAPCTBEHHbIX
cpeacts ANA MeAMUMHCKOro npumeHeHusa TpeboBaHMAM NpaBuMA Hagjexaleid npou3BOACTBEHHOM
NPaKTUKK, UAN Konuilo cepTudMKaTa COOTBETCTBMA MNPOU3BOAMUTENA NEKAPCTBEHHbIX CPeacTs AnA
MeANUMHCKOrO npuMeHeHMA TpeboBaHMAM NpaBuUA  Haanexalleld npPousBOACTBEHHOW MPaKTUKK
EBpPasMiiCKOro 3KOHOMWYECKOro COol3a, BblAAaHHbLIX YMNOJHOMOYEHHbIM deaepanbHbIM - OpraHom
WUCNONHUTENbHOW BAAaCTUM B OTHOLWIEHWUM U3MEHEHHOW W (MAKM) AONOAHEHHOW NPOU3BOACTBEHHOM
NAOWAAKN NEeKapCTBEHHOro npenapata ANs MeAWMLMHCKOTO NPUMEHEHUA, WAN KOMUIO pelleHus
ynonHomodeHHoro deaepanbHOro opraHa UCNOAHUTENbHOM BAacTU O NposeaeHnn dapmaL,eBTUYecKoin
WMHCNEKLUMN NPOM3BOACTBA SIeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NpUMeHeHMA Ha COOTBEeTCTBME
TpeboBaHMAM MNpaBWUA HaffexKalllel NPou3BOACTBEHHON MPaKTUKU EBPa3sMIMCKOro 3KOHOMMYECKOro
COt03a B OTHOLLEHWN U3MEHEHHOW U (MAK) AONOAHEHHOW NPOM3BOACTBEHHON NIOLWAAKM 1IEKaPCTBEHHOIO
npenaparta 418 MeAULMHCKOro NPUMEHEHUA B CaydYae, eCan NPoU3BOACTBO IeKapCTBEHHOroO npenapaTa
ocyulectensetca B Poccuitickon Pegepaumu;

2) Konuto I'Ipep,OCTaB/'IeHHOﬁ YNO/THOMOYEHHbIM OPraHOM CTpaHbl nNnpoun3soauUTeNAa TMUEH3UN Ha
NPOn3BOACTBO NEKAPCTBEHHOrO NpenapaTta AnAa meanmumnHCKoro npumeHeH1nA 1 ee nepesos Ha pyCCKMVI
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A3blK, 3aBEPEHHble B YCTAaHOBNEHHOM MOPAZKE, @ TaKXKe KOMUIO 3aKAYEeHMA O COOTBETCTBMMU
npou3BOAUTENA NEKAPCTBEHHbIX CPeACTB TPeboBaHMAM MpPaBWUA HagNeXKallel NpPOM3BOACTBEHHOM
NPaKTUKKU, WUAM KOMWIo cepTudUKaTa COOTBETCTBMA MPOM3BOAMTENA JIEKAPCTBEHHbLIX CPeAcTB AnA
MEeAMULMHCKOTO NpPUMeHeHUA TpeboBaHMAM MpPaBUA Haanexalein npoM3BOACTBEHHOM MPAKTUKM
EBpa3niACKOrO 3KOHOMMYECKOFO CO3a, BblAAHHbLIX YMOJHOMOYEHHbIM defepasbHbiM  OpPraHoOM
WUCMNOJIHUTENIbHOW B/ACTU B OTHOWIEHWMM W3MEHEHHOW W (MAKn) [ONOJAHEHHOW NPOU3BOACTBEHHOM
NJOWAAKMN NEeKAPCTBEHHOTO NpenapaTa, UM Konuio peleHmna yrnoaHoMoYeHHoro ¢peaepasbHOro opraHa
WUCNONIHUTENIbHOM BIACTM O NpoBeAeHUN GapMaLLeBTUYECKOM MHCMEKLUM NPOM3BOACTBA IEKAPCTBEHHbIX
CpencTs Ana MeAMUMHCKOrO NPUMEHEHMSA Ha COOoTBeTCTBME TpeboBaHMAM NpaBMA Haaaexallein
NPOW3BOACTBEHHON MPaAKTUKM EBPA3MICKOrO 3KOHOMWYECKOrO COK3a B Cayyae, eciim NpoM3BOACTBO
JleKapCcTBEHHOTO NpenapaTta OCyLecTBAAETCA 3a npeaenamm Poccnitckoit Pepepaunu.

(yactb 1.1 B pea. GegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.2. NMpn HeoHXO4MMOCTM BHECEHUS B LOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHOM A0Cbe Ha
3aperucTpMpPoOBaHHbIN  IEKAPCTBEHHbIM Npenapat Aaa MeAUUMHCKOrO MNPUMEHEHUA, W3MEHEHWN
OTHOCUTENbHO MOKa3aTesiell KayecTBa JIEKAPCTBEHHOroO npenapaTta 4a8 MeAMUMHCKOrO NPUMEHEHUA U
(nnn) meTomoOB KOHTPONA KayecTBa JIEKApPCTBEHHOro npenaparta gas MegULMHCKOTO NPUMEHEHMUS,
Tpebyowmx NpoBeAeHMUA IKCMepTM3bl KauyecTBa JIeKAPCTBEHHbIX CPeACTB, 3adABUTENb AOMNOAHUTENbHO
HanpasaAeT NOCPeACTBOM EAUHOIO NOPTANA B YNOJAHOMOYEHHbIM desepanbHblil OpraH UCNOAHUTENbHOM
BNACTU WAW JINYHBINA KabUHET YNnOAHOMOYEHHOro ¢deaepasbHOro opraHa WCMOAHUTENbHON BAAcTU B
eINHOM cucteme:

1) cBepeHMA 0 gaTe NpenoCTaBAeHUA U PErncTPaLMOHHOM HOMepe /IMLEH3UN Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB WM CBeAeHUs O Aate npeaocTaBleHUMA W PerucTpaumoHHOM Homepe
3aKMOYEHMA O COOTBETCTBMM MPOM3BOAUTENA JIEKapPCTBEHHbIX CcpeacT8 TpeboBaHMAM Mpasun
Haf/exallell NpoM3BOACTBEHHOW MPaKTUKM UKW KOMUIO cepTUdUKaTa COOTBETCTBMA MpoM3BOAUTENA
NeKapCTBEHHbIX CPeacTB ANA MEeAMUMHCKOTO MNpUMEHEeHUs TpeboBaHMAM NpaBWUA  Haa/exKalleln
Npoun3BOACTBEHHOM NPaKTUKM EBPa3MiACKOro 3KOHOMMYECKOro COH03a, BblAaHHbIX (NpeaocTaBAeHHbIX)
YNONHOMOYEHHbIM dpesepasbHbiM OPraHOM UCNONHUTENbHOW BAACTM B OTHOLUEHUM NPOM3BOACTBEHHOM
NAOWAAKN NleKapCTBEHHOro NpenapaTta, B CAy4vyae, ecln MPOM3BOACTBO JIeKapCTBEHHOro npenapaTta
ocyulectenseTtca B Poccuiickont Pegepaumu;

2) Konuto NpenocCTaBieHHOM YNONHOMOYEHHbIM OPFraHOM CTPaHbl MPOM3BOAUTENA NULLEH3UMN HA
NpPou3BOACTBO IEKAPCTBEHHOIO NpenapaTa 418 MeULMHCKOTO NPUMEHEHUA U ee NepeBos Ha PYCCKUN
A3blK, 3aBepeHHble B YCTAHOB/NEHHOM TMOPAAKe, a TaKXe CBeAeHWA O JAaTe npenocTaB/ieHuA U
pPerncTpauyMoHHOM HOMEpPEe 3aK/YeHMA O COOTBETCTBMM NPOM3BOAMTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBUA HagNeXKallei nNPOU3BOACTBEHHOM MPAKTUKU, WAM  KONUK cepTUdMKaTa
COOTBETCTBUA MPOM3BOAUTENA SIEKAPCTBEHHbIX CPEACTB A7 MEANLMHCKOTO NPUMEHEHNA TPeboBaHUAM
npaBuA Hag/exalen NPoM3BOACTBEHHOM NPaKTUKM EBPa3MinCKOro SKOHOMMYECKOro COH3a, BblAAHHbIX
YNOJIHOMOYEHHbIM PeepanbHbIM OPraHOM UCMOJIHUTENBHOM BAACTU B OTHOLWEHUM NPON3BOLCTBEHHOM
NJoWAaAKN NeKapCTBEHHOrO Npenaparta, UAM CBeAEHMA O AaTe NpefoCcTaBAeHUA U PerncTpauuoHHOM
HOMepe peLleHUa yNoAHOMOYeHHOro deaepanbHOro opraHa MCMNOJIHUTENbHOM BIACTM O NMPOBEAEHUU
dbapmaLeBTMYECKOM  WHCNEKUMW NpPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB  A1A  MeAMLMHCKOro
NPUMEHEHNA HA COOTBETCTBME TpeboBaHMAM MPaBMA HAA/NENKallel NPOU3BOACTBEHHOM MPAKTUKM
EBpa3niiCKOro aKOHOMUYECKOrO CO03a, eC/IM NPOM3BOACTBO IEKAPCTBEHHOIO NpenapaTa OCyLLecTBAAETCA
3a npegenamm Poccuinckoit Pegepaumm.

(4acTtb 1.2 B pea. degepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

1.3. MNpuHATUE pelleHnA O BHECEeHUU M3MEHEHUA UM 0B OTKase BO BHECEHWW WM3MEHEHWI B
OOKYMEHTbI, coaepiKauineca B pernctpaumMoHHOM A0Cbe Ha SapeFVICTpVIpOBaHHbIVI ﬂEKapCTBEHHbIVI
npenapart gna meanumHCKOro npumeHeHua, B cayvyae HeO6XO[J,VIMOCTVI nposeaeHnA sKCNepPTU3bl KA4YECTBA
NeKapCTBeHHbIX Cpeacts u (M}'IM) 9KCNepTn3bl OTHOWEHUNA ommp,aemoﬁ NoNb3bl K BO3MOXHOMY PUCKY
NPUMeHeHNA NeKapCTBEHHOrO npenapaTta Ana megnumHCKoro npumeHeHnAa oCywecTBnAeTCcA B CPOK, He
I'IpeBbILLIaIOLLI,Mﬁ naTnaecaTun pa6oqv|x ,CI,HEI‘;L d B OCTa/IbHbIX C/ly4aAX B CPOK, He HpeBbILuaIOU.LMVI AecAatn
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paboumnx gHen co AHA HanpaBAeHUA NocpeacTBOM e4ANHOro NopTasa B yNoJHOMOYEHHbIM deaepanbHbli
OpraH WCMNONIHUTENIbHOM BNAACTU WAW NIMYHBIA KabWHET ynoNHOMOYEeHHOro deaepanbHOro opraHa
MCMOJIHUTE/IbHOW BNACTU B €AMHOMN CUCTEME 3asiIBIEHMA O BHECEHUM TaKUX U3MEHEHUN.

(4acTtb 1.3 BBeaeHa PeaepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.4. YNONHOMOYEHHbIN ¢eaepasnbHbii OpraH MCMOJHUTENbHOM B/IAaCTU C YYETOM pPe3y/ibTaToB
dbapmaKoHaz30pa M NPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAXOAALMXCA B FPaKAaHCKOM
obopoTe, ycTaHOBAEHHbIM TPEOOBAHMAM K WX KAayecTBy B TeyeHWe AecATM paboumx gHeil co AHA
NOCTYMN/JIEHUA COOTBETCTBYlOWENM MHPOpMaALMM pa3mellaeT Ha cBoem oduUMaZbHOM caliTe B CETU
"MHTepHeT" cBegeHMA O HEOBXOAMMOCTM BHECEHMA B MHCTPYKLMIO MO MEAUUMHCKOMY MPUMEHEHUIO
JIeKapCTBEHHOrO MpenapaTta U3MEHEHWI B OTHOLUEHMWU CBELEHMM O MOKasaHWAX AN NPUMEHEHUs U
NPOTMBONOKa3aHMAX A48 NPUMEHEHMA IEKAaPCTBEHHOMO NpenapaTa, BbisiBJAEHHbIX MOBOYHbIX AENCTBUAX,
HeXenaTeNbHbIX pPeakumax Npu NPUMEHEHUM NEeKAPCTBEHHOMO NpenapaTa U HanpasaseT nognucaHHoe
YCUIEHHOW KBanUUUMPOBAHHOM 3N1EKTPOHHOM NOAMNUCHIO YBEAOMIEHUE B IMNYHBINA KabMHET 3asBuTeNs
B €4MHON cuCTeme, a TaKKe B JIMYHble KabuHeTbl 3aaBUTeNe B e€4MHON cucTeme, ABAAIOLLMXCA
Oep)KaTenamMm  MAM  BAAgenblaMn  PErMcTpaLMoOHHbIX  YAOCTOBEPEHUA  B3aMMO3aMEHAEMbIX
NIeKapCTBEHHbIX NPenapaToB (MM YNOAHOMOYEHHbIX UMUK APYTUX IOPUAUYECKUX NL).

(4acTtb 1.4 BBegeHa PegepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.5. lep:kaTtenb Uav Bnagenew permcTpaumoHHOro yaoCTOBEPEHMA IEKAaPCTBEHHOrO Npenapara, a
TaKKe aepKaTenu uav Bnasenblibl permcTpaLoHHbIX YA0CTOBEPEHMIA IEKAPCTBEHHbIX NpenapaTos (Man
YNO/HOMOYEHHbIE MMW ApYrMe pugMYeckMe nuua), KoTopble SBAAIOTCA B3aMMO3aMeEHSEMbIMU,
006M3aHbl HANPaBUTb B /INYHbLIA KabUHET ynosAHOMOYeHHOro denepasbHOro opraHa WUCNOJHUTENbHOM
BNACTU NOAMNUCAHHbIE YCUEHHBIMU KBANIMOULMPOBAHHBIMU 3NEKTPOHHBIMU NOAMNUCAMM 3aIBIEHUA O
BHECEHWM  U3MEHEHWA B  [OKYMEHTbl, COAep)KalumMecs B  PErucTpauMoHHbIX  AOCbe  Ha
3aperucTpupoBaHHble JIeKapCTBEHHble npenapaTtbl AAA MeAWMUMHCKOrO NPUMEHEHUA, B OTHOLEHUM
CBEAEHWUM, YKA3aHHbIX B UHCTPYKLMUM NO MEeAULMHCKOMY NMPUMEHEHUIO IEKAPCTBEHHbIX NPenapaTos, B
TeYeHWe copoKa paboumx AHEW co AHA MOAYYEeHUA YNOJHOMOYEHHbIM deaepasnbHbIM OpraHoOM
WUCNONHUTENbHOW BNACTU 3NEKTPOHHOIO YBEAOM/EHUA O MOJYYEHUWU AepiKaTesleM MAU BAALENbLEM
PEerncTPaLMoOHHOIO YA40CTOBEPEHUA JIEKAPCTBEHHOrO MpenapaTta (MAM YynoAHOMOYEHHbIM UM APYrMm
HOPUAMYECKUM NNLOM) MHPOPMALLMK, YKA3aHHOW B YacTu 1.4 HacToAwen cTaTbu. [laHHOe TpeboBaHUe He
pacnpoCTpaHAETCA Ha C/ly4an BHECEHUA B MHCTPYKLMIO MO MeANLMHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHOTO
npenapaTta UsMeHeHM’ B OTHOLLEHUWN HOBbIX MOKAa3aHWIM A5 NPUMEHEHWUA NEKAPCTBEHHOIO NpenapaTa Ha
OCHOBAHWW PE3Y/IbTAaTOB COOTBETCTBYHOLIMX UCCEL0BaHUINA.

(4acTtb 1.5 BBegeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

2. PeweHne o npoBeaeHUN IKCNEPTU3bl KAYECTBA JIEKAPCTBEHHbIX CPEACTB U (MAKM) IKCNepTUsbl
OTHOLLEHMA OXWAAEMOM MNOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JIeKAapCTBEHHOrO nNpenaparta gns
MEeOMULMHCKOTO MNPUMEHEHUA MNPUHMMAETCA B COOTBETCTBMW C YTBEPXKAEHHOW YMNOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM  UCMOJHUTENBHOW BAACTU  KnaccuduKkaumein W3MeHeHU, BHOCUMbIX B
OOKYMEHTbI, cofeprKalimeca B PErucTpauMoOHHOM [0Cbe Ha 3aperucTpuMpoOBaHHbLIA NEKAPCTBEHHbIN
npenapar.

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3aasuTenb Bnpase npeacrtaBuTb No COBCTBEHHOM MHUNUUNATUBE BMeECTE C 3aAB/1IEHNEM O BHECEHUN
M3MEHEHUN B AOKYMEHTbI, cogepxauwmeca B pernctpaumMoHHOM AoCbeé Ha 3apeFMCTpMpOBaHHbIﬁ
ﬂeKapCTBeHHbIl\/’I npenapart 4na meanumHCKOro npumeHeHunAa, pekBn3nTbl AOKYMEHTOB, NOATBEPKAAOLWNX
ynnaty I'OCV/.'J,apCTBeHHOVI NOLW/IMHbI 3a BHECEHME B AOKYMEHTbI, coaepXawmneca B permctpalMoOHHOM
AoCbe Ha 3apeFMCTpMpOBaHHbIﬁ }'IEKapCTBEHHbIﬁ npenapat Aana megunumHCKOro npumeHeHus,
M3MEHEHUN, Tpe6y|ouj,mx nposeaeHnA sKCNeEPTU3bl NEKAPCTBEHHbIX CPEACTB B 4aCTU SKCNEPTU3bl Ka4eCTBa
NeKapCTBeHHOro cpeacrtsa “ (M}'IM) 9KCNepTn3bl OTHOLWEHNA omm,u,aemoﬁ NoNb3bl K BO3SMOXHOMY PUCKY
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NpPUMeHeHWs IeKapCTBEHHOrO Npenaparta 414 MeAULMHCKOro NPUMEHEHUSA, FOCYyAapCTBEHHOM NOLL/IUHbI
3a BHECeHMe B AOKYMEHTbl, CoAep)Kalimecs B PEerncTpauMoHHOM [OCbe Ha 33aperMcTpuMpoBaHHbIN
JIeKapCTBEHHbIM NpenapaTt Aaa MeAULUHCKOro NPUMEHEHUs, U3MEHEHWI, He Tpebyolinx nposeaeHUs
3KCNepTm3bl NEKAPCTBEHHOrO CPeACTBa, a TaKXe BblJaBaemble (NpeaocTaBasiemble) YyNoAHOMOYEHHbIMA
desepanbHbIMM OpraHamu UCMOJIHUTENIbHOM BNACTU AOKYMEHTbI (CBeaeHuA), yKasaHHble B Yactax 1.1 u
1.2 HacTosAweln cratbn. B cnyyae ux HenpeacTaB/ieHMs YNOJHOMOYEHHbIM deaepanbHblii opraH
WUCNOJIHUTENbHOW  B/IACTW  3aMpaliMBaeT  yKasaHHble  [OOKYMeHTbl  (cBegeHuAa) B nopagke
MEeKBeLOMCTBEHHOIo MHGOPMALMOHHOIO B3aMMOLENCTBUA.

(8 pea. PepepanbHbix 3aKkoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-®3)

4. B TeyeHuMe nATU paboumnx AHen co AHA NOCTYMJ/IEHUA YKAa3aHHOMo B 4acTu 1 HacToALLEN CTaTby
3aAB/IeHMA U HeobXOAMMbIX AOKYMEHTOB YMOJHOMOYEHHbIA denepanbHblii OpraH UCMOAHUTENbHOM
B/aCTU:

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) NpoBOAUT NPOBEPKY NOAHOTbI M AOCTOBEPHOCTU CBEAEHUM, COAEPIKALLMXCA B NPEACTaBAEHHbIX
3anBUTENEM MaTepuanax;

2) NMPUHUMAET pelleHne 0 nposeaeHNN YKa3aHHbIX B 4HaCTn 2 HaCTOHU.Lepl CTaTbM COOTBETCTBYHOLMX
IKCNepTn3 1eKapCTtBEHHOIO Cpeacrtea Unun 06 oTKase B ux nposeaneHUu,

3) HanpaBnseT B AWNYHbIN KabuHeT 3asBUTeNA B eAMHOW cucTeMe MNOAMMCAHHOE YCUAEHHOW
KBanMOUUMPOBAHHOW 3/1IEKTPOHHOM MNOANWUCHIO YBEAOMJIEHWE O MPUHATOM PeLeHun UAM B Cayyae
NPUHATMA peleHns ob oTKase B NPoBeLEHNN COOTBETCTBYIOLLLEM SKCMEPTU3bI C YKazaHUEM NPUYMH TAaKoro
OTKa3za.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

4.1. B cnyyvae BbIIBAEHMA HEAOCTOBEPHOCTM CBEAEHWM, COAEpKalMXCA B NpeacTaBAeHHbIX
3aABuTEIEM MaTepuanax, YNnoNHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENLHOM BAACTWU HanpasaseT
B JIMYHbIN KabuHEeT 3aABuTENA B €4MHON cucTeme 3anpoc 06 YTOYHEHWW YKa3aHHbIX CBEAEHWW,
NoAnNMCaHHbIN YCUNEHHON KBAaNNPULIMPOBAHHOM 31EKTPOHHOM NOAMNUCHIO.

(4acTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. 3aaBuTeNb 06A3aH HanpPaBUTb B JIMYHbBIA KaBUHET YNONHOMOYEHHOrO dpesepasbHOro opraHa
WUCNONHUTENbHOW B/AACcTM B  €4MHOM CUCTeMe MNOAMWUCAHHbIA  YCUAEHHOW KBaAMUUMPOBAHHOM
3N1EKTPOHHOWM MOAMWUCHIO OTBET HA 3anMpPOC YNoJHOMOYEHHOro denepanbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, HE MpPEeBblLAOWMI AeBAHOCTA pabounx AHel co AHA NONYYEHUA YNOJAHOMOYEHHbIM
depepanbHbIM  OpPraHOM  WCMONMHUTENbHOMW BAACTU  3/1EKTPOHHOTO  YyBEAOMJIEHMA O MOJIyYEeHUU
3aABuTENIeM AaHHOro 3anpoca. CpoK, yKa3aHHbIM B 4acTu 4 HaCTOALLEN CTaTbW, MPUOCTAHAB/INMBAETCA CO
OHS HanpaBNeHWA B JIMYHbIN KabWHeT 3aABMTENs B e€4MHOM CUCTeMe 3anpoca YNnoJHOMOYEHHOro
benepanbHOro opraHa WCNONHUTE/NIbHOM BAAcTM A0 AHA HanpaBAeHWA B JIMYHbLIA  KabuHeT
YNOJIHOMOYEHHOrOo dpefepasibHOro opraHa UCNOSHUTENIbHOW BNACTU B AMHOM cUCTeMe OTBETa Ha AaHHbIM
3aMpoC WU He Y4YMUTbIBAETCA NPU UCYUCIEHUWU CPOKa MPUHATUA PELEHUA O BHECEHUM U3MEHEHWUN B
OOKYMEHTbI, cofeprKallMecad B PErucTpauMoOHHOM A0Cbe Ha 3aperucTpMpoBaHHbIN JIEKAPCTBEHHbIN
npenapar 18 MeAnLMHCKOro NPpUMEHEHMUS.

(4acTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-3)

5. OcHoBaHMeM A/1A OTKa3a B MPOBEAEHUM YKA3aHHbIX B YaCTU 2 HACTOALLEM CTaTbW IKCMepTus
ABNAETCA NpeAcTaBieHNe AOKYMEHTOB, MePeYNC/IEHHbIX B YacTax 1 1 3 HacToALWel cTaTbM, B HEMOJHOM
obbeme, HenpeacTaB/eHe 3aABUTENEM B YCTAHOBJ/IEHHbIWN CPOK OTBETA Ha YKasaHHbIM B 4Yactu 4.1
HACTOALLEN CTATbM 3aNpPOC YNOSIHOMOYEHHOTO dpenepasbHOro opraHa UCNONHUTENIbHOM BAACTH, @ TaKXKe
OTCYyTCTBME B NPEACTaBAEHHbIX LOKYMEHTAX 4OCTaTOYHbIX CBEAEHUI, MOATBEPHKAAOLMNX HEOBXOAMMOCTb
BHECEHMWA U3MEHEHW, UAN OTCYTCTBME MHPOPMALLIMK, NOATBEPKAAOLWEN GAKT ynaaTbl rOCYSapPCTBEHHbIX
NOLLU/IMH, YKa3aHHbIX B 4acTu 3 HacToALLEeN cTaTbM.

(8 pea. PepepanbHbix 3aKkoHOB OT 25.11.2013 N 317-®3, 01 22.12.2014 N 429-d3)
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6. YKasaHHble B YacTu 2 HACTOALLEN CTaTbW IKCNEPTU3bl NPOBOAATCA B MOPALAKE, YCTAHOBAEHHOM
cTaTbel 23 HacToswwero PeagepasnbHOro 3akoHa.

7. B cpoK, He npesbiWaWmWii NATM pabounx AHEen co AHA Hanpas/eHUs NocpeacTBOM eANHOro
nopTtasa B YNOJHOMOYEHHbIN deaepanbHbI OpraH WUCNOJNHUTENIbHOW BAACTU WMAW AINYHbLIN KabuHeT
YNOAHOMOYEHHOro ¢eaepasbHOro opraHa MCNOJIHUTENbHON BNACTU B €AMHOM cUCTeMe MoANUCaHHbIX
YCUNEHHbIMM KBaIMOULMPOBAHHBIMWN SNEKTPOHHbBIMM MOANMMUCAMM 3aKHOUYEHUA KOMUCCUIA SKCNEPTOB Mo
pe3y/bTaTam YKa3aHHbIX B YaCTM 2 HACTOALLEN CTaTbW SKCNEPTU3, YNOJHOMOUYEHHbIN deaepasibHbli opraH
WUCNONHUTENIbHOM BNACTMU:

(8 pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-®3)

1) npuMHMMaeT peleHMe O BHECEHUM U3MEHEHWUA B [AOKYMEHTbl, COAep)Kallmecs B
pPerncTpauMoHHOM AOCbe Ha 3apPerncTpupoBaHHbIN JIeKapCTBEHHbIM Npenapat Ana MeauuUMHCKOro
npUmMeHeHns, uan 06 OTKase BO BHECEHMM TaKMUX UBMEHEHUI;

2) BHOCUT B roCy4apCTBEHHbIN PeecTp SIeKapCTBEHHbIX CPeACTB Ha OCHOBAHWUM PELLEeHNs O BHECEHUM
M3MEHEHUN B [OOKYMEHTbl, COAEeprKaliMecs B PErucTpauMoOHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIV Npenapar g8 MeANLMHCKOro NPpMMEHeHUs, HeobxoaMmble U3MEHEHUS;

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

3) BblgaeT 3anABUTE/IO HOBOE PErvcTpaunoHHOe yAOoCTOBEepeHUe fIeKapCTBEeHHOro npenapaTa B
C/ly4ae U3MEHEeHUs CBEAEHWI, COAEpPrKalLMXCA B HeMm, NMyTeM Hanpas/ieHUs 3aaBUTE/0 NOCPeaCcTBOM
eAMHOro nopTtasna Uan B IMYHbIA KabUHET 3aABUTENA B €AUHOM CUCTEME BbIMUCKU U3 rOCYAapPCTBEHHOIO
peecTpa /IEKapCTBEHHbIX CPeacTB, MNOAMMUCAHHON YCUNAEHHOM KBanMOUUMPOBAHHOW 3N1EKTPOHHOM
noAnNucbIo.

(n. 3 BBepgeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pen. PenepanbHOro 3akoHa oT
30.01.2024 N 1-93)

8. OcHoBaHMem JAnA OTKasa BO BHECEHWUMU U3MEHEHU B AOOKYMEHTbI, cogepxawmeca B
PeErncTpatlMoHHOM AoCbe Ha 3ap6I'VICTpVIPOBaHHbIl7I ﬂeKapCTBeHHblﬁ npenapatr gna meaumuynHcKoro
NPpUMeHeHUA, ABNAETCA 3aK1lo4eHne ynoJIHOMo4YeHHOro cl)e,u,epaanoro OopraHa WUCNOSIHUTEIbHOM BNACTH
O BO3MOXHOCTU CHUXKEHWNA 6e3OI'IaCHOCTM, Ka4yecTBa, 3¢¢EKTMBHOCTVI NeKapCTBEHHOrO Cpeacrtsa B Cny4yae
BHECEHMA TaKNX U3MEHEHWA.

9. [JonyckaeTca obpalleHne NeKapCTBEHHbIX NPenapaToB ANA MeAULMHCKOro NPUMEHEHUs [0
NCTEYEHMA CPOKa roAHOCTH, NPOU3BEAEHHbIX B TEYEHNE CTa BOCbMUAECATU AHEN NOCAe AaTbl NPUHATUA
YNONHOMOYEHHbIM pesepanbHbiM OPraHOM UCMONHUTENIbHOM BNACTU PeLUEHNA O BHECEHUU U3MEHEHUI
B [OOKYMEHTbl, cogep)Kalwmeca B pPerucTpalMoHHOM [0Cbe, B COOTBETCTBUM C MHPOpMaumen,
copeprKallenca B LOKYMeHTaxX PermcTpaLMoHHOro 40Chbe Ha JIeKapCTBEHHbIM Npenapart 4,0 AaTbl NPUHATUA
TAKOro peLeHus.

(4acTtb 9 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MpasutenbctBo Poccuitickon depepaumm BrnpaBe YCTAaHOBUTb OCOBEHHOCTU BHECEHMUSA
M3MEHEHUN B [AOKYMEHTbl, COAeprKallMecA B PErucTtpauyMoOHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
NIeKApCTBEHHbIA Npenapat Aaa MeAMUMHCKOTO MNPUMEHEeHusA, B ciydae pedeKkTypbl WAM  pucka
BO3HWKHOBEHMA AedeKTypbl TIEKAPCTBEHHbIX NPENapaToB B CBA3M C BBEAEHWEM B OTHOLWEHUN Poccninckoit
Pepepaumnm orpaHNUUTENIbHBIX MEP SKOHOMMUYECKOTO XapaKTepa.

(4yacTtb 10 BBeaeHa PenepanbHbiMm 3akoHOM oT 08.03.2022 N 46-93)

KoHcynbTaHTlAOC: NpuMmeyaHue.
MonoxkeHns c1. 31 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacalowmeca NpPenoCcTaBNeHMA rOC. YCayr
nocpeacTBOM egMHOro noptana, npumeHatoTca ¢ 01.01.2026.

CraTtba 31. BHeceHMe M3MEHEeHN1 B OKYMEHTbI, coaepKalimecs B permcTpalMoHHOM AoCbe Ha
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3aperMCTpMpOBaHHblﬁ ﬂeKapCTBEHHbIVI npenapart gna seTepuHapHoOro npumeHeHuA

1. B uenax BHECEHUS U3MEHEHWI B AOKYMEHTbI, CoAeprKalmeca B PerncTpalMoHHOM A0Cbe Ha
3aperncTpMpoBaHHbIN NEKAaPCTBEHHbIM NpenapaT Ans BETEePUHAPHOro MPUMEHEHUS, AepXKaTenb WM
BNajenel, perncTpaLMoHHOro ya0CTOBEPEHMs JIeKapCTBEHHOrO npenapaTa MAU YroJIHOMOYEHHOEe UM
ApYyroe lopuandyeckoe AnLo (ganee B HaCTOALLENM CTaTbe - 3asBUTE/b) HaMnpaBAseT NocpeacTBOM e4UHOro
nopTasia B YNOJIHOMOYEHHbIN peaepanbHblii opraH UCNOJHUTEIbHOM BAACTU NOAMNUCAHHOE YCUIEHHOM
KBanMOUUMPOBAHHOW 3NEKTPOHHON MOAMNUCbIO 3aABAEHME O BHECEHUM TaKMX U3IMEHEHUI No popme,
YCTaHOB/IEHHOM YNONHOMOYEHHbIM defepasibHbiM OpraHOM UCMONHUTEIbHOW BAACTU, U NpUaaraembie K
HEMY M3MEHEHUA B yKasaHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, MoATBEpKAaowme HeobxoaumocTb
BHECEHWA TaKUX U3MeHeHWI. Npu HeEOBXOAMMOCTU BHECEHMA U3MEHEHUI B LOKYMEHTbI, COAepKaLumecs
B PErncTpaLlMoOHHOM O0Cbe Ha 3aperucTpUMpPOBaHHbIA NEKAapPCTBEHHbINM NpenapaTt Aas BeTepUHApPHOro
NPUMEHEHUs, B CAy4asX W3MeHeHMA U (MAn) [OOMNONHEHUs MPOM3BOACTBEHHON NJOWAAKK
JIeKapCTBEHHOrO CPeACTBA, a TaKXKe M3MEHEHMA MoKasaTeslell KauecTBa JIeKapCTBEHHOrO npenapara 4as
BETEPUHAPHOIO NPUMEHEHUA U (MIM) METOA0B KOHTPONA KayecTBa JIeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIo NPUMEHEHUA 3aABUTENb AONONHUTENbHO HanpaBaseT NocpeaCcTBOM eANMHOro nopTana B
YMNONHOMOYEHHbIN peaepanbHblii OpraH UCNOIHUTENbHOM BNACTU Ceayolme LOKYMEHTbI (cBeaeHus):
(B pea. PepepanbHblx 3aKkoHOB 0T 27.12.2019 N 478-d3, o1 30.01.2024 N 1-93)

1) cBepgeHMA o gaTe NpenoCTaBAeHUA U PErncTPaLMOHHOM HOMepe /IMLEH3UN Ha NPOU3BOACTBO
NIeKApPCTBEHHbIX CPEeACTB, MNPeaoCTaB/NeHHOW NPOU3BOAUTENIO J/IEKAPCTBEHHOro npenapaTta  Aas
BETEPUHAPHOIro NPUMEHEHUS, AN POCCUMCKUX NpousBoauTenei;

(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 478-93)

2) cBefieHMA O gaTe NpeAocCTaBieHUA U PermcTpauMoHHOM HOMepe NULLEH3UM Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB, NpeaocCTaBlAeHHOW npou3soauTento dapmaueBTUYecKoi cybcTaHumm,
BXOAALLEN B COCTaB NeKapCTBEHHOro npenapata Ana BEeTePUHAPHOro MPUMEHeHUA, ANA POCCUNCKUX
npoussoauTenei;

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

3) KonuA AOKYMeHTa, BblAaHHOIO YNOJHOMOY€EHHbIM OpraHOM CTPaHbl MPOU3BOAUTENA ANA KaXK A0
Npou3BOACTBEHHOM NAOWAAKM NeKapcTBEHHOro npenapata ANA BETEPUHAPHOTO MNPUMEHEHMA U
NnoATBEPXKAAaloLWEro COOTBETCTBME MPOU3BOAUTENA JIeKapCTBEHHOro npenapaTta TpeboBaHMAM Npasua
Hafd/exalleld NPou3BOACTBEHHOM NPaKTUKKU, M €ero nepeBos, Ha PYCCKUA A3blK, 3aBepeHHble B
YCTaHOB/IEHHOM MOPAJAKE, a TaKXKe KOMWUA 3aKN0YeHMs O COOTBETCTBUU NPON3BOAMUTENA NEKAaPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBuA  Haanexalen MNPOM3BOACTBEHHOM  NPAKTUKKM,  BblAaHHOrO
ynonHoMoYeHHbIM deaepanbHbiM OPraHOM UCMONHUTENbHON BNACTU A4 KaxAol Npou3BoACTBEHHOM
NAOWAAKN NeKapcTBEHHOro npenaparta ANA BETePUHAPHOro NpUMeHeHus, NMBo Konusa pelleHus o
nposeAeHUN MHCNEKTUPOBAHNA NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOAHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMONHUTENbHOW BNAcTU ANA  KakAOW NPOU3BOACTBEHHOM MAOLLAAKM
NleKapCTBEHHOro npenapara 418 BeTePUHAPHOro NPUMeHeHUs. YKasaHHble OKYMEHTbI NpeacTaBAsoTCA
B CAyYyae, eciM NPOM3BOACTBO JIeKAapCTBEHHOrO npenapaTa A4 BeTePUHAPHOrO NPUMeEHeHUA
ocyllecTBnseTca 3a npegenamu Poccuiickoit deaepaunm;

4) Konus [OKYMEHTa, Bbl4AHHOMO YMNO/JHOMOYEHHbIM OPraHOM CTpaHbl Npou3BoAMTENA
dapmaueBTUYECKOM cybcTaHumm " noATBep:KAatoLLero cooTBETCTBUE npoussoauTens
dapmaueBTUYECKON cybCcTaHLMM, BXOAALEN B COCTAB JIEKAPCTBEHHOrO Npenaparta AN BETEPUMHAPHOro
npumeHeHunn, TpeboBaHMAM NpPaBWUA HagNeXKalleld NPOWM3BOACTBEHHOM MPAKTUKKU, M ero nepesosd Ha
PYCCKMI  A3bIK, 3aBepeHHble B YCTAaHOBJEHHOM MOpAAKe, B CAy4ae, ecAu NPOM3BOACTBO
bapmaueBTUYECKOM CybCcTaHL MM OCYLWEeCTBARETCA 3a Npegenamm Poccuitckot degepaunn.

(4actb 1 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

1.1. B cnyyae usmeHeHuna U (MAn) AONOAHEHWUA NPOM3BOACTBEHHOW MAOWAAKMA NEKAPCTBEHHOMO
CpeacTBa AOKYMEHTbI, yKasaHHble B 4acTu 1 HacToAwei cTaTbu, NpeacTaBAAOTCA 3anBUTENEM B
OTHOLWEHMUM W3MEHAEeMON W (MAK) AONONHAEMOM NPOM3BOACTBEHHOW MAOWAAKMA J/IEKAPCTBEHHOMO
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cpencTBa. PeweHne o BHECEHUW U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PErUCTPALUOHHOM A0Cbe
Ha 3apPerncTpMpPOBaHHbIM IEKAPCTBEHHbIM NpenapaT 414 BETEPUHAPHOIO NpUMeHeHus, unm ob oTKase B
MX BHECEHUW NPUHUMAETCA B Cayvyae HeoOXOAMMOCTU NPOBEAEHWUSA 3KCNEpPTU3bl JIEKAPCTBEHHOIO
CpeAcTBa B CPOK, He MpeBbllaloWnii aeBAHOCTa paboumx AHel, a B OCTa/ibHbIX Cay4yanX B CPOK, He
npesblllaloWwmii TpuauatTM paboymx gHeM co AHA Hanpas/ieHWA MOCPeAcTBOM eAMHOro noprtana B
YNONHOMOYEHHbIN deaepanbHbii OpraH WCMOJIHUTE/IbHOW BAACTM 3asiBIEHMA O BHECEHUU TaKuX
MU3MEHEHWN.

(4actb 1.1 BBegeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

1.2. B cnyyae peopraHmMsauum aepxatensa Uan Bnajesbla PerncrpalnmoHHOro yaoCToBEpeHUs
JIeKapCTBEHHOrO npenapata 48 BETEPMHAPHOro MPUMEHEHMUA, pa3paboTynmKa MAM NPOU3BOAUTENS
JIeKapCcTBEHHOrO npenapaTa 418 BETEPUHAPHOrO NPUMEHEHUS B 3aABEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, CofeprKallMecs B PErnmcTpauMoOHHOM [0Cbe Ha 3aperMcTpMpoBaHHbIN JIEKAPCTBEHHbIN
npenapaTt 4/id BETEPUHAPHOrO NPUMMEHEHUA, YKA3blBAOTCA AAHHbIE OOKYMEHTA, NMOATBEPXKAAMoLLEero
BHECEHWE COOTBETCTBYIOLWMX U3MEHEHWIA B EAMHBIN rocyAapCTBEHHbIN peecTp topuamyeckux auy, (ansa
OopraHM3aunin, 3aperncTpupoBaHHbIX Ha TeppuTopun Poccuiickoit ®eaepaunn), UaM MHOrO LOKYMEHTA,
NnoATBEPXKAAIOLWErO PEopraHM3aLUmio PUANYECKoro nmua (ana opraHM3aumii, He 3aperncTPUpPOoBaHHbIX
Ha Tepputopun Poccuitickolt Pepgepaumn). 3asBneHMe O BHECEHUM UIMEHEHUN B OOKYMEHTHI,
copeprKalmecs B PermcTpauMoHHOM A0Cbe Ha 3apPerncTPUpPOBaHHbIMA NIEeKAPCTBEHHbIM npenapaT ans
BETEPMHAPHOIO MPUMEHEHUA, U NPUNAraemble K HEMY LOKYMEHTbI HaMpaBAATCA NOCPEeACTBOM €4UHOr0
nopTtasa B YNOJIHOMOYEHHbIN denepanbHblii OpraH UCMOJHUTENIbHOW BNAacTU He nosgHee yem 4yepes
TpMAauaTtb pabounx gHen co gHA BHECEeHUS COOTBETCTBYIOLMX M3MEHEHUN B EAMHbIN rocyaapCTBEHHbIN
peectp lpuUaMYEcKUX Aul, (aNA opraHuWsaumii, 3aperucTpupoBaHHbIX Ha TeppuTopumn Poccuitickoin
depepaumnm) UaM co AHA NPUHATUA COOTBETCTBYIOLLLErO AOKYMEHTA, NOATBEPKAAOLWEro peopraHmnsaLmto
opuanyeckoro avua (4na opraHus3auunii, He 3apPerncTpMpoBaHHbIX Ha TeppuTopuu Poccuiickom
depepauum). B cnyyae peopraHmnsauum gepraTens uav Bnagesbla perucTpaumMoHHOro ya0CcToBepeHuns
JIeKapCcTBEHHOro npenapaTa 4719 BETEePUHAPHOro NPUMEHEHMA 3aABJeHUE O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, CofeprKallMecs B PErncrpauMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN JIEKapPCTBEHHbIN
npenapat Ans BETEPUHAPHOrO MNPUMEHEHUA, MNOLAETCA HPULUYECKUM JIMLLOM, KOTOPOMY B XOoAe
peopraHMsaLmnm nepesaHo NpPaBo BAAAEHMA TaKUM PETUCTPALMOHHBIM YA0CTOBEPEHNEM.

(4acTb 1.2 BBeageHa PegepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93; B pea. PenepanbHOro 3akoHa oT
30.01.2024 N 1-93)

2. B cnyyae BHECEHUS U3MEHEHWUI B AOKYMEHTbI, COAeprKallmeca B permcTpaumMoHHOM A40Cbe Ha
3apervcTpMpoBaHHbIM JIEKAPCTBEHHbIM NpenapaTt A8 BETePUHAPHOr0 NPUMEHEHMUA, B OTHOLIEHWUM
CBeZlEHWNM, YKa3aHHbIX B mognyHKrax "e", "»x", "k", "n", "n", "c", "x" nyHKTa 7 yactn 3 ctatbn 17 HacToALWErO
depepanbHOro 3akoHa, UsMeHeHus U (MAK) 4ONOAHEHWUS NPOU3BOACTBEHHOM NNOLWAAKN NEKAaPCTBEHHOTO
CpeacTBa, a TaKXKe B CAyyae M3MEHEeHMA MOoKasaTesield KayecTBa JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MPUMEHEHMUA U (MAKN) MEeTOA0B KOHTPONA KayecTBa JIeKapCTBEHHOro npenaparta ans
BETEPUHAPHOro NPUMEHEHMA MPOBOAMUTCA SKCMEPTU3a NIEKAPCTBEHHOrO CPeacTBa A/1A BETEPUHAPHOro
npumeHeHus. B cnyyae HEOH6XOAMMOCTU BHECEHWUS UHbIX U3MEHEHUI B AOKYMEHTbI, cogepsKawmecs B
pPerncTpaumMoHHOM [A0Cbe Ha 3aperncTpMpoBaHHbIM NEKAPCTBEHHbIA Npenapat ANA BeTepuMHapHOro
NPUMEHEHUS, SKCNEPTU3A JIEKAPCTBEHHOIO CPeACcTBa A1 BETePMHAPHOro NPUMEHEHMA HE NPOBOAUTCA.
(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-d3, 01 22.12.2014 N 429-d3)

3. 3asBuTeNb BrpaBe NPeaCcTaBUTb NO CO6CTBEHHOM MHULUMATUBE BMECTE C 3asB/IEHUEM O BHECEHUU
M3MEHEHUA B [OKYMEHTbl, COAEprKallMeca B PErucTpaumoHHOM A0Cbe Ha 3apernmcTpupoBaHHbIN
NeKapCTBEHHbIM  npenapaT ANA  BETEPUMHAPHOTO  MNPUMEHEHWA,  PEKBM3UTbI  AOKYMEHTOB,
NOATBEPKAAWMX YNNaTy rocygapCTBEHHOM MOLWANHBI 32 BHECEHME B AOKYMEHTbI, coaeprKalimeca B
PerucTpaumMoHHOM A0Cbe Ha 3apPermcTpUpPOBaHHbIN /IeKAaPCTBEHHbIM npenapat Ana BeTepuHapHOro
NPUMEHEHWNA, W3MEHEHWIA, TPebylolWmMX NPoBeAeHUA 3KCNepTU3bl JIeKapCTBEHHOro cpeacTsa, WM
M3MEHEeHWN, He TpebylowmMx MNPOBEAEHUA 3SKCNEepTM3bl JIeKapCTBEHHOro cpeactBa. B cayyae
HEeobXoAMMOCTN W3MEHEHMS CBEAEHWM, codepKaluxcA B PerncTpauyMoHHOM  YAOCTOBEPeHUM
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JIeKapCTBEHHOrO NpenapaTta AaA BETEPMHAPHOrO NPUMEHEHUA, C 3aABAEHMEM, YKA3aHHbIM B Yactn 1
HacToALLEN CTaTbM, 3aABMUTE/Ib BNPaBe NPeacTaBUTb N0 COOGCTBEHHOM MHMLMATMBE PEKBU3UTLI OKYMEHTA,
NnoATBepXKAatoLero ynaaTy rocyAapCcTBEHHOM NOLW/IMHbBI 33 BblAavyy PErmcTpaLMoOHHOro ya0CTOBEPEHUS
JIeKapCTBEHHOro npenapaTta. 3aaBuTe/ib BNpaBe NpeacTaBuTb N0 COBCTBEHHOMW MHULMATUBE CBEAEHUSA O
JINUEH3MAX, YKasaHHble B MNyHKTax 1 M 2 yactm 1 HacToAwen craTbM, a TaKXKe BblaaBaemble
YNO/NHOMOYEHHbIMU deaepanbHbiMM OpraHaMn MUCMONIHUTENbHON BAACTU AOKYMEHTbI, YKa3aHHble B
NyHKTe 3 Yactu 1 HacTosuwen ctaTbM. B caydyae HenpeacTaBAeHUs YKa3aHHbIX JOKYMEHTOB (cBeaeHuiA)
YNONHOMOYEHHbIN deaepasbHbli OpraH UCMOJIHUTE/IbHOM B/IACTM 3anpallMBaET YKa3aHHbIe JOKYMEHTbI
(cBepeHMs) B nopaaKke MexxBegoOMCTBEHHOIO MHPOPMALIMOHHOTO B3aMMOAENCTBUA.

(8 pea. PepepanbHbix 3aKkoHOB OT 27.12.2019 N 478-®3, o1 30.01.2024 N 1-®3)

4. B cpoK, He npeBbllaloWmi gecatm pabounx gHel co AHA NOCTYNJeHUA YKa3aHHOro B Yyactu 1
HacToAWEN CTaTbM 3aBMIEHUSA U HEOOXOAMMbBIX AOKYMEHTOB, YNOJHOMOYEHHbLIN denepanbHblii opraH
MCNONHUTENbHOM BNACTU:

1) NnpoBOAUT NPOBEPKY NOAHOTbI U AOCTOBEPHOCTU CBEAEHWUI, COAEPKALLMXCA B NPEACTaBAEHHbIX
3aABUTENEM JOKYMEHTaX;

2) NPUHUMAET peLleHne o nposeaeHNUN SKCNEPTU3bl N1EKAPCTBEHHOIO CpeacTBa AN1A BETEPUHAPHOTO
NPUMEHEHUA NN 06 oTKase B ee nposeaeHun;

3) HanpasBnseT nocpeacTBOM e€AMHOro nopTtana 3aABUTEN0  NOAMUCAHHOE  YCUAEHHOW
KBaAMPUUMPOBAHHOW 3/1EKTPOHHON MOANUCbIO YBEAOMAEHWE O MPUHATOM pelleHUn WAM B Caydae
NPUHATUA peleHna o6 0TKase B NPOBeAEHNMN SKCNEePTU3bl IEKaPCTBEHHOIO CPeACTBA A/1A BETePUHAPHOTo
NPUMeEHEHUA C yKasaHMeM NPUYMH TaKoro oTKasa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. B cnyyae BblfIBNEHUA HEAOCTOBEPHOCTU U (MN) HEA,OCTAaTOYHOCTU CBELEHUI, COAEPHKALLMXCA B
npeAcTaBNeHHbIX 3aABUTENEM MaTepuanax, YNnoJHOMOYEHHbIW deaepanbHbIi opraH UCNONHUTENbHOM
BNACTM HanpaBAAeT MocpeacTBOM eAMHOro rnopTana 3adABUMTEN0 3anpoc 06 YTOYHEHMM YKa3aHHbIX
CBeAEHWUM, NOANUCAHHbINA YCUNEHHOM KBaNUDULMPOBAHHOM 3/1EKTPOHHOMN NOAMNUCHIO.

(4acTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. 3asutenp o06A3aH HanpaBuTb MNOCPEACTBOM €4MHOFO MNOPTaNa B  YNONHOMOYEHHbIN
denepanbHbli  OpraH WCMNOAHUTENIbHOW BAACTU  MOAMNUCAHHBLIN  YCUAEHHOW KBaAMOUUMPOBAHHOM
3N1EKTPOHHOWM MOAMWUCHIO OTBET HA 3anMpPOC YNoJHOMOYEHHOro denepanbHOro opraHa UCNOHUTENbHOM
BNACTU B CPOK, HE MpPEeBbIAOWMIA AeBAHOCTA pabounx AHEN CO AHA MOAYYEHWUA YNOJAHOMOYEHHbBIM
depepanbHbIM  OpPraHOM  WCMONMHUTENbHOMW BAACTU  3/1EKTPOHHOTO  YyBEAOMJIEHMA O MOJIyYEeHUU
3aABuTENIeM gaHHoro 3anpoca. Cpoku, yKasaHHble B YacTu 1.1 HacToALen CTaTbW, NPUOCTaHAB/IMBAIOTCA
CO [AHA HanpaB/JeHWA NOCPeACTBOM €AMHOro nopTana 3aABWUTE/0 3anpoca  YNoJHOMOYEHHOro
depepanbHOro opraHa UCNOJHUTENILHOW BAACTU A0 AHA HanpasAeHWA NoCpesCcTBOM eAMHOro nopTasa B
YNOJIHOMOYEHHbIN peaepancHbli OpraH MCNOAHUTENBHOW BAACTWM OTBETA Ha [aHHbIM 3anpoc U He
YUYMTBIBAIOTCA MPU UCHUCAEHUM CPOKA MPUHATUA pPEeLleHUA O BHECEHUU W3MEHEHWIM B [O0KYMEHTbI,
copeprKalimecs B pPermcTpaLMoHHOM A0Cbe Ha 3aperncTPUpOBaHHbIA NIEKAPCTBEHHbIM NpenapaT ans
BETEPUHAPHOrO NPUMEHEHMUS.

(4acTb 4.2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-3)

5. OcHoBaHMEeM AN OTKasa B MPOBEAEHWMM 3KCNepPTU3bl JIEKApCTBEHHOrO cpeacTBa AnA
BETEPMHAPHOIO NPUMEHEHUA ABAAETCA NpPeACTaB/leHWe OO0KYMEHTOB, YKasaHHbIX B 4yactax 1 u 3
HacToALLEeN cTaTbW, B HENO/JIHOM O0bbeme WAK OTCYTCTBME B NPEACTaB/AEHHbIX AOKYMEHTaX 4OCTaTOYHbIX
CBeAEHMI, NOATBEPKAAOWMX HEeObXOAMMOCTb BHECEHUA W3MEHeHMI, Anbo HenpeacTaBiaeHue
3aABUTENEM B YCTAHOB/NEHHbIA CPOK OTBETA Ha YKas3aHHbIM B 4actu 4.1 HacToAlen cTaTby 3anpoc
YyNOAHOMOYEHHOrO peaepanbHOro opraHa UCNOJIHUTENbHOM BAACTH.

(8 pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)
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6. DKcnepTmnsa NeKapCTBEHHOro cpeacTBa ANA BETePMHAPHOro NPUMMEHEHUA B Lenax BHeCeHusA
M3MEHEHUN B [OKYMEHTbl, coAaep)KaliMeca B PErucTpauyMoHHOM [OCbe Ha 3aperucTpUpOoBaHHbIN
JIEKAapCTBEHHbIM npenapaT Als BETEPUHAPHOrO MNPUMEHEHMUA, OCYLEeCTBAAeTCA B  MNOPsAKe,
YCTaHOBNEHHOM CTaTbel 24 HacToswero PeaepanbHOro 3aKoHa.

6.1. B cpoK, He npeBblllatoWmMii AecaTn paboumx AHen co AHA HanpaBAeHUsA NOCPeACTBOM €AMHOIO
nopTasia B YNOJIHOMOYEHHbIN deaepanbHbii OpraH UCMONHUTEIbHOM B1IAaCTU NOANUCAaHHOIO YCUNEHHOM
KBaMPUUMPOBAHHOW 3N1EKTPOHHOW NOAMUCHIO 3aKAOYEHUA KOMMCCUM IKCMEPTOB MO pesysibTaTam
YKa3aHHOM B 4acTM 2 HacToAwein CcTaTbM 3KCNepTM3bl, YNOJHOMOYEHHbIN ¢enepanbHbii opraH
WUCNONHUTENIbHOM BNACTMU:

(8 pen. PepepanbHbix 3akoHOoB 0T 02.08.2019 N 297-®3, o1 30.01.2024 N 1-®3)

1) npuMHMMaeT pelleHMe O BHECEHUMM W3MEHEHWUW B [AOKYMEHTbl, coaepKalmeca B
PerncTpaLMoHHOM A0Cbe Ha 3apervcTpUpOBaHHbLIA JIeKapCTBEHHbIM npenapaT AAS BeTepUHapHOro
npumeHeHns, uan 06 oTKase BO BHECEHMM TaKMUX UBMEHEHWUI;

2) BHOCUT B roCy4apCTBEHHbIN PEecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBAHUM PELLIEHUS O BHECEHUN
M3MEHEHUN B [AOKYMEHTbl, COAEeprKallMecs B PErncTpauMoOHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIV Npenapar g8 BeTePMHAPHOro NpUMeHeHun, HeobxoanuMble U3MEHEHUS;

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

3) BblAaeT 3aABUTE/IO HOBOE PErncTpaLMoHHOe YA0CTOBEPEHUE IeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOr0 NPMMEHEHUs B C/lydae HEOOBXOAMMOCTU USMEHEHMA CBEAEHUI, COAEPKALLMXCA B HEM, C
COXpaHeHMeM HOMepa paHee BblgAHHOIO PErucTPauMOHHOIO YA0CTOBEPEHUA NEKAPCTBEHHOTO
npenapara Ansa BeTepPMHapHOro NPUMEHeHMA.

(n. 3 BBegeH PegepanbHbiMm 3akoHOM oT 02.08.2019 N 297-93)
(4acTb 6.1 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHMA U3MEHEHUIM B OKYMEHTbI, COAepKaLMeca B PErMcTpaLMoHHOM A0Cbe Ha
3aperncTpMpoBaHHbI  NEKApPCTBEHHbIM npenapaTt AaAa BETEPUMHAPHOTO MNPUMEHEHMA, B 4acTu,
Kacatowenca wu3MeHeHuA U (MAnM) [ONONAHEHUsA MPOU3BOACTBEHHOM MNAOWAAKM NEKAPCTBEHHOIO
npenapara, Npu NpeacTaBAeHUN 3aAaBUTENEM B COOTBETCTBMM C MYHKTOM 3 YacTh 1 HacToAwen cTaTbM
KOMWUWU peLlleHns YNoNHOMOYEHHOro ¢denepasbHOro opraHa WMCMOJNHUTE/NIbHOM BAACTU O NpoBeSEeHUM
WMHCMNEKTUPOBAHMA NPOU3BOAMUTENA NNEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTu 6.1 HacToswei
CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA NOAYYEHUA 3aKNOHYEHUA KOMWUCCUM IKCNEPTOB A0 AHA NPUHATUA
YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTE/IbHOM BNACTU peLlleHmna O Bblgade uan ob oTkase
B BblAaye 3aK/JOYEHNA O COOTBETCTBMM MPOU3BOAUTENA NIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM NpPaBuA
Haa/Nexallel Npon3BOACTBEHHOM NPAKTUKK, HO He Boslee Yem Ha CTO BOCEMbAECAT pabounx gHeil.
(4acTb 6.2 BBeAeHa PeaepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM [ANnAa OTKasa BO BHECEHUM U3MEHEHUW B [AOKYMEHTbl, COoAeprKaliMeca B
pPEerncTpaumoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbLIA NEKAapPCTBEHHbIM MNpenapaTt Aaa BeTepuHapHOro
NPUMEHEHMA, B CNyYanX, He TPebyoLWMX NPoBeAEHNA SKCNEPTU3bl JIEKAPCTBEHHOMO CPeACTBa, ABAAETCA
npeacTaBieHNe AOKYMEHTOB, YKa3aHHbIX B YacTax 1 M 3 HacToAlel cTaTby, B HENOJHOM o6beme WK
OTCYTCTBME B NPeACTaB/leHHbIX AOKYMEHTaX CBEAEHWUIA, KOTOPble AO0MKHbI ObITb B HUX OTpParKeHbl, 160
HenpeacTaBieHWe 3aAaBUTE/IEM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIM B Yactu 4.1 HacToAweln
CTaTbW 3anNpoc yNosHOMO4YeHHOoro ¢peaepasbHOro opraHa UCMOIHUTEIbHOM BACTMU.

(4acTtb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMem AN OTKasa BO BHECEHWWM W3MEHEHWUI B [OKYMEHTbI, cogeprKawmeca B
pPerucTpaumMoHHOM A0Cbe Ha 3apernmcTpUpPOBaHHbLIN IeKapCTBEHHbIN NpenapaT AaA BeTEePUMHApPHOro
NPpUMEHEHUA, B Cayvasx, TPebylolWmMX NpoBeAeHNA 3KCNepTU3bl NEKAPCTBEHHOrO CPeAcTBa, ABAAETCA
3aK/l0YeHMe ynoAHOMOoYeHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BAAaCTM O BO3MOMKHOCTM
CHUMKeHMA 6e3onacHoCcTH, KavecTsa, 3GHEKTMBHOCTU IeKapCTBEHHOrO Npenaparta BCAeACTBUE BHECEHUA
N3MEHEHWI B yKa3aHHble AOKYMEHTbI, OTKa3 yNno/JHOMO4YeHHoro ¢deaepanbHOro opraHa UCnoAHUTENbHOM
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B/IaCTWU B BblAaye 3aK/JAOYEHUA O COOTBETCTBUMN MPOM3BOANTENA SIEKAPCTBEHHbIX cpeacTB TpeboBaHUAM
npaBui HaaNe)kallei Npou3BOACTBEHHOW MNPAKTUKUM B C/Ay4ae M3MEHEeHMs U (MaM) AOMNOoAHEeHUs
NpPOM3BOACTBEHHON NAOLWAAKA /IEKAaPCTBEHHOrO npenapaTa, €cin NPOM3BOACTBO JIEKAPCTBEHHOIO
npenapara A1a BeTepPUHaApPHOro NpMMeHeHUsA oCyLLecTBAseTCs 3a npegenamu Poccuinckont Peagepaumm,
NN OTCYTCTBUE 3TOIO 3aK/II04EHUA.

(4acTtb 7.1 BBeAeHa DeaepanbHbiMm 3aKoHOM oT 04.06.2018 N 140-93)

8. [onyckaeTca obpalleHne nekapcTBEHHbIX NPenapaTtoB ANA BETEePUHAPHOro NpUMeHeHus Ao
WCTEYEHUA CPOKa rogHOCTH, NPOU3BEAEHHbIX B TEYEHNE CTa BOCbMUAECATU AHEN Nocae AaTbl NPUHATUA
yNoNHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOHUTENbHOMW BACTU PELIEHUA O BHECEHUU U3MEHEHUI
B LOKYMEHTbI, COAEPXKALLMECA B PETUCTPALMOHHOM A0Chbe Ha IeKaPCTBEHHbIV Npenapar, B COOTBETCTBUM
¢ MHbOpMaUMen, coaeprKallenca B 4OKYMEHTaX PErMCTPALMOHHOIO A0Cbe Ha IEKapCTBEHHbIM Npenapat
400 AaTbl NPUHATUA TAaKOro peLlleHunA.

(4actb 8 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

KoHcynbTaHTMAOC: NprMeyaHme.

O BO3MOXKHOCTM 0bpaleHuns B PP nekapcTBEHHbIX MpenapaToB Noc/ie NPUHATUA pelleHna 06 oTmeHe
rOCperucTpaumm M WUCKAOYEHHbIX M3 peecTpa dapmMaueBTUYecKMx cybctaHumit cm. cr. 4 ®3 ot
30.01.2024 N 1-®3.

CraTtba 32. OTMeHa rocyAapCcTBEHHOM perncTpauumn 1eKapcTBeHHOro npenapara

PeweHne 06 oTmeHe I'OCVABpCTBEHHOI?I perncrpaunmn neKapCreBeHHOro npenaparta U UCKAKYeEHNN
NEeKapCTBEHHOrNo npenaparta wu3 rocyaapCrBeHHOro peecrtpa J/1eKapCTBEHHbLIX Cpeacts NpPUHUMaETCA
YNO/IHOMOYEHHbIM d)e,u,epaanblN\ opraHom NCNONHUTENbHOW BNACTU B cnyyae:

1) npeacraBneHnA COOTBETCTBYHOLLMM YNOZTHOMOYEHHbIM d)e,u,epaanblN\ OpraHom
WUCNONIHUTE/IbHOM BNACTU 3aKAHOYEHUS O pucke unnun 06 yrpose 340p0BblO, XKU3HU 4YesioBEKA WU
KUBOTHOIO nNpu nNpuMeHeHUU NEKapCTBEHHOro npenaparta, npesbilaklowmnx ero 3¢¢eKTMBHOCTb, no
pe3ysibTaTaM OCyLLeCTBAAEMOIro UM MOHUTOPUHTa 6e3sonacHoCTH NEeKapCTBEHHOrO nNpenaparta,;

KoHcynbTtaHTMAOC: NprMmeyaHme.

MonoxkeHus ct. 32 (B peqg. ®3 ot 30.01.2024 N 1-d3), Kacatowmecs nNpenocTaBAeHMA roc. YCayr npu
06palleHNN NEeKApCTBEHHbIX CPeACTB: ANA MEeLMLMHCKOrO NPUMEHEHUA MOCPeAcTBOM eANHOMN
cuctembl U (MnKn) egnHoro noptana, npumeHstotca ¢ 01.01.2025; ans BeTEPUHAPHOTO NPUMEHEHUS
nocpeacTBOM eguMHOro noptana, npumeHatoTca ¢ 01.01.2026.

2) nogaun peprkatenem WAM BAAAENbLEM PErucTpalMOHHOrO YAO0CTOBEPEHUA SIEKAPCTBEHHOMO
npenapata WAM YNOJAHOMOYEHHbIM MM APYTUM  OPUANYECKMM AULOM 3asBaeHUAa 06 OoTmeHe
rocy4apCTBEHHOMW  perncTpauun  IeKAapCTBEHHOrO  npenapata,  NOAMWMCAHHOIO  YCUAEHHOM
KBaMPUUMPOBAHHOW 31EKTPOHHOM NOAMNMUCHIO, MYTEM €ro HanpasBAeHUA NOCPeACTBOM eANMHOMO NopTana
B YNO/JHOMOYEHHbI deaepanbHbli  OpraH  MWCNOJHUTENbHOW BAACTU  WAW  NINYHBIA  KabuHeT
ynonHoMo4eHHoro pesepasbHOro opraHa UCNOAHUTENbHOM BAACTU B €4MHOM CUCTEME;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pPACnNpPOCTPAHAKOTCA Ha MPABOOTHOLUEHWA, BO3HWUKalOLWME MNpu
0obpallleHUN TeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) HenoATBepPKAEHMA rOCYAaPCTBEHHON PErMCTPaLMM NeKapCTBEHHOrO npenapara no UcTedeHunm
CPOKa AeNCTBUA perncTpaLmMoHHOro ya0CTOBEPEHUA, BblAaHHOIO Ha NATb /1ET;
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4) HenpeactaBneHuA 3asBuTesNeM  WMHPOPMALMKM, KOTOpas MOMKET mnoBneyb 3a cobow
HEeobXx0AMMOCTb BHECEHUA U3MEHEHUIN B AOKYMEHTbI, COAEPrKALLMECA B PErMCTPaLMOHHOM A0OCbe Ha
3aPErncTpPUpPOBaAHHbIA NEeKAPCTBEHHbIM NpenapaT, B TeyeHue Tpuauatu pabouymx AHe co AHA
HACTYN/IEHUA 3TUX U3MEHEHUIA;

5) ocyliecTBiieHMs rocyAapCcTBEHHOM perncrpauuy NeKapCcTBEHHOro npenapaTa nog, TOproBbiM
HaVMMEHOBAHWEM 3apPErnCTPUPOBAHHOIO paHee Mo, STUM TOProBbiIM HAMMEHOBAHWEM JIEKAPCTBEHHOMO
npenapara, OT/IMYatoLWEeroca Ka4eCTBEHHbIM COCTAaBOM L,EMCTBYIOLMX BELLECTB;

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

6) ocyLLeCcTBAEHWNA roCyAapCTBEHHOMN perncTpauum o4HOro M TOro YKe IeKapCTBEHHOrO NpenapaTa B
OTHOLIEHMW OAHOr0 M TOr0 e JAepKaTena WAN BAafesibla PerucTpauyMoHHOro yA0CTOBEPEHUA
JIeKapCTBEHHOrO npenapata B BUAE ABYX W Oonee NeKapCTBEHHbLIX MPENapaToB MNOA Pas/MYHbIMM
TOProebiIM HaMMeHOBaAHNAMMU;

(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BbIHECEHUSA CYA0M PELLUEHMA O HapyLIEeHMM NpaB NpaBoobaagaTena 06 bEKTOB UHTENNEKTYaIbHOW
COBCTBEHHOCTU NpW 06paLLEHMM IEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2026 n. 8 cT. 32 He pacnpOCTPaHSAETCA Ha NPaBOOTHOLLEHMA, BO3HMKatoWme npu obpaLeHum
JIeKapCTBEHHbIX CPEACTB AN1A MeAULMHCKOro npumeHeHma (3 ot 30.01.2024 N 1-93).

8) oTcyTCTBMA NeKapCTBEHHOrO NpenapaTa B obpaleHnn B Poccninckont deagepaumm B Te4eHMe Tpex
n bonee nert;
(n. 8 BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHUSA JepXKaTesem WAW  BAALENbLEM PErUCTPALMOHHOIO  YA0CTOBEPEHUA
JIeKapCTBEHHOro npenaparta AMb60o YNoJIHOMOYEHHbIM UMU APYTUM HOPUANYECKUM IULOM MEPONPUATUIA
no obecneyeHWto 6E30MACHOCTM NEKAPCTBEHHbLIX MPEnapaToB, YCTAaHOB/EHHbLIX YMNOJHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONHUTENIbHOW BNACTU B COOTBETCTBUM C YacTaMM 3 1 4 cTaTbM 64 HACTOALWENO
denepanbHOro 3aKOHa, B paMKax ocyLecTBneHnsa GpapMakoHaa30pa;

(n. 9 BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

10) oTKasa pep:KaTena waAM BAaAe/bLA PErncTpalMoHHOro YAO0CTOBEPEHMA NIEKAPCTBEHHOIO
npenapata AM60 YyNnOAHOMOYEHHOTO UMW APYrOro HPUANYECKOrO AnUa OT BHECEHWUA W3MEHEHUN B
WMHCTPYKLMIO MO MPUMEHEHUIO0 NeKapCTBEHHOro npenapaTta, KacalowmxcA HOBbIX MOATBEPKAEHHbIX
OaHHbBIX O TOM, YTO PUCK NPUUYUHEHUA Bpeaa 340POBbI0 Ye/I0BEKa MM XKMBOTHOMO BCAEACTBME NpUema
JIeKapCTBEHHOTO NpenapaTta npesbiwaeT 3GPeKTUBHOCTb ero NPUMEHEHUA.

(n. 10 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

Cratba 33. FlocyAapCcTBEHHDIN peecTp IeKapCTBEHHbIX CPeacTB

1. TocyAapCTBEHHbIM PEecTp NEKAPCTBEHHbIX CPEACTB COAEPMKUT MNepeyeHb NeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX rocyAapCTBEHHYIO PerMcTpaLumio, nepedeHb GapMaueBTUYECKUX CybCTaHUNN,
BXOAALLMX B COCTAB IEKAaPCTBEHHbIX NPENapaTos, U CAeayoLwyo MHopMaLMIo:

1) B OTHOLWIEHMM NEeKAPCTBEHHbIX NPENapaTos:

a) HaMMeHOBaHWe NEeKapCTBEHHOro npenapata (MeXAyHapoAHOoe HenaTeHTOBaHHOe, WK
rPynnMpPoOBOYHOE, UK XMMUYECKOE M TOProBOE HaMMeEHOBaHWUA);
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) NnekapcTBeHHan popma C yKasaHMem A03MPOBKM IeKapCTBEHHOrO Npenapara U ero Ko/MyecTsa B
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noTpebunTeNbCKON YNAKOBKE;

B) HAUMEHOBaHWE AepKaTeNs UM BaLebla PErncTPaLMOHHOrIO YA40CTOBEPEHMA IeKAPCTBEHHOIO
npenapaTta U CBEAEHMA O PErUCTPALLUN AeprKaTeNs UAN BAALENbLA PErMCTPALMOHHOIO YA,0CTOBEPEHNA
JleKapCTBEHHOro npenaparta 418 MeANLUMHCKOro NPMMEHEHMA B Ka4ecTBe HaoronnaTeIbluMKa B CTpaHe
pervcTpaumm (aNs pOCCUMCKUX IOPUANYECKUX NNL, - UAEHTUDMKALMOHHBIA HOMEpP Ha/loronaaTesblimKa
(MHH), ans MHOCTPaAHHbIX PULMYECKUX UL, - CTPAHA PerncTpaumm, HaMeHOBaHME PEruCTPUPYIOLLErO
opraHa, permcTpaLMoHHbIN HOMEP, KoA HaoroniaTe bLMKa B CTPaHe perucTpaunm (MHKoprnopauum) nunm
ero aHanor);

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

r) HaUMeHoBaHMe U aZpec NPOU3BOAUTENN IEKAPCTBEHHOTO Npenaparta U CBeAeHns 0 perncTpaumm
npousBoAUTENA NIEKAPCTBEHHOro npenapata A48 MeAMUMHCKOrO NPUMEHEeHMs B KayecTse
Ha/loronsaTeNibWMKa B CTPaHe perncrTpaumm (418 pocCMnCKUX lopuaMuecknx uL, - MaeHTUOUKaLNOHHbIN
HoMep Hanoronnatenbwmka (MHH), AnA MHOCTPaHHbLIX PUANYECKUX NUL, - CTpaHa pPerncrpauuu,
HaMMeHOBAHME PEFUCTPUPYIOLLEFO OpraHa, PErMCTPaLLMOHHbIN HOMEp, Ko, HafloroniaTe bLMKa B CTPaHe
perucTpauum (MHKopnopauun) UAun ero aHanor);

(nn. "r" B pea. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

A) dapmakoTepaneBTMyeckasa rpynna, KoJf /IeKapCTBEHHOro nmnpenapata NO aHaTOMoO-
TepaneBTUYECKO-XMMUYECKOW  KnaccubuKauuu, peKkomeHaoBaHHOW BcemupHOW  opraHusauumeit
34paBOOXpaHeHwus;

(nn."a" B pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

e) NOKa3aHMA N NPOTUBOMNOKA3aHNA K NPUMEHEHUNIO NEKAaPCTBEHHOTO Npenaparta,;
)'K) nob6oyHble AGVICTBMFI NEKapCTBEHHOrO nNpenapara,

3) CPOK rogHOCTMN NeKapCTBEHHOrIO nNpenapara,

VI) YCNOBUA XPaHEHUA NEKAPCTBEHHOIO Npenapara,

K) YCN0BUA OTNYCKa N€KAapPCTBEHHOIO nNpenapara,

N) Homep ¢apmMaKonenHoW CTaTbM WAM B C/lydyae ee OTCYTCTBUS HOMEepP HOPMaTUBHOW
AOKYMeHTauumn AiMbo HOPMaTUBHOTO AOKYMEHTA;

M) [aTa rocyfapCTBEHHOW pPerncTpauum feKapcTBEHHOro npenapaTta M ero permcTpaumoHHbIN
HOMep, AaTa 3aMeHbl PerncTpaLMOoHHOro YA0CTOBEPEHNA NIEKAPCTBEHHOro npenapaTa Ha 6eccpoyHoe
perucTpaunoHHoe YAOCTOBEPEHWE JIeKAapCTBEHHOrO npenapaTa, gaTa nogayu  3asaBieHUA O
NoATBEP)KAEHUM TOCYAAPCTBEHHOM perncTpaumMyM JeKapCTBEHHOro npenapaTa, Aata  OTMEHb!
rocyAapCTBEHHOM perncTpauumn NekapcTBEHHONoO Npenapara;

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

H) KayecTBEHHbI COCTaB M KOJIMYECTBEHHDbIN COCTaB AEMCTBYHOLWMX BELECTB M KayeCTBEHHbIN
COCTaB BCNOMOraTe /ibHbIX BELLECTB IEKAPCTBEHHOrO Npenapara;
(nn. "H" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) MHpopmMauma 060 BCeX paspelleHHbIX BUAaX BTOPUUYHOM (MOTPebUTenbCcKo) ynakoBKu;
(nn. "o" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

n) gata NPUHATUA PELLEeHUA O BO3MOMHOCTM pPacCMaTpuBaTb JfIeKAapCTBEHHbIM npenapaTt npu
rocyAapCTBeHHOM perucTpauum B Kadectse opdpaHHOro NeKapcTBeHHOro npenapara (418 NeKapcTBEHHbIX
npenapaTos 41A MeAULMHCKOro NPpUMeHeHMs);

(nn. "n" BBepeH depepanbHbim 3aKoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa oT
27.12.2019 N 475-93)
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p) HannuMe NeKapCTBEHHOro npenapaTta B NepeyHe KU3HEHHO HeOobXOAMMbBIX M BarKHEMLUX
JIeKapCTBEHHbIX NPenapaTos (418 IeKapCTBEHHbIX NpenapaTos A4 MeAULMHCKOro NPUMeEHeHNA);
(nn. "p" BBepeH denepanbHbiMm 3aKoHOM OT 22.12.2014 N 429-d3; B pen. deaepanbHOro 3akoHa OT
27.12.2019 N 475-03)

C) HaNMUMe B NIEKAPCTBEHHOM NpenapaTe HaPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U UX
NPeKypcopos, NoaaerKallumx KOHTPoo B Poccuiickoit depepaumm, B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM
Poccuiickoit Pepepauunm, mexxayHapoaHbimu gorosopamm Poccuiickoit ®egepaumm, B Tom yncie EamHoin
KOHBEHUMEeN 0 HapKoTuyeckux cpeactsax 1961 roga v KoHBEHUMEN O NCUXOTPOMHbIX BewecTsax 1971
roaa;

(nn. "c" BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

T) uHPopmaums o TOM, ABAAETCA /M LAHHbIN JIeKAPCTBEHHbIM npenapat pedepeHTHbIM
JleKapCTBEHHbIM NpenapaTom;
(nn. "r" BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBefieHMA O nogaye 3afAB/EHMA O BHECEHUM U3MEHEHWA B AOKYMEHTbI, cogepskalimeca B
perucTpaumMoHHOM A0Cbe Ha IEKaPCTBEHHbIV Npenapar;
(nn. "y" BBeaeH ®eaepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

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

X) CPOK BBeAEHUA NeKapCTBEHHOro nNpenaparta AN BeTePUHAPHOro NPUMEHEHUN B FParkAaHCKNi
obopor;
n,n

(nn. "x" BBepeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PesepanbHOro 3akoHa ot
30.01.2024 N 1-93)

u) uHPopmauua O TOM, SABASAETCA /M AaHHbIM  NeKAPCTBEHHbIM npenapat opdaHHbIM
NNeKapCTBEHHbIM npenapaTom, MMMYHOBMO0rMYEeCKNM NeKapCTBEHHbIM npenapaTom,
pagrodapMaLLeBTUYECKMM  JIEKAPCTBEHHbIM  MPEnapaTtom, T[OMEONAaTUYECKUM  JIEKAPCTBEHHbIM
npenapaTom, 6MONOTMYECKUM SIEKAPCTBEHHBIM MPENapaToOM, BbICOKOTEXHOIOTMYHBIM JIEKAPCTBEHHbIM
npenapaTom, BNepsble 3aperncTpMpoBaHHbIM B Poccuiickoii ®eaepaumnn B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM MM aKTaMu, COCTaBAAOLWMMM NpaBo Cotosa;

(nn. "u" BBeaeH dPeaepanbHbiM 3akoHOM oT 30.01.2024 N 1-93)

2) B oTHOWeEHUM dapmaLeBTUYECKUX cybCTaHLNIA:

a) HaumeHoBaHWe dapMauEeBTMYECKON cybCcTaHUMKM (MeXAyHapoaHOe HenaTeHTOBAaHHOE, WAU
rPyNnMpPoOBOYHOE, UAM XMMWMYECKOE M TOProBoe HaMmeHoBaHuA), ¢dopma BbiNycka (C yKasaHWeMm
003UPOBKK (NPU HanMuumM), GacoBKM M yNaKoBKM);

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

6) HaumeHoBaHMe W agpec NpousBoguTens GpapmaueBTUYECKON cybcTaHUMM (ANA POCCUIACKMX
IOPUANYECKMX UL, - UAEHTUPUKAUMOHHBLIA HOMep Hanoronnatenblumka (MHH), ona MHoCTpaHHbIX
IOPUANYECKMX UL, - CTPAHA PErnCTPaLMN, HAMMEHOBAHWE PETUCTPUPYIOLLLErO OpraHa, PermcTpaunoHHbI
HOMEp, KOZ, HasloroniaTebluMKa B CTPaHe perncTpaumnmn (MHKopnopauun) Uam ero aHanor);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

B) CPOK rogHOCT papMaL,eBTUYECKON CybCTaHLMu;
r) ycnoBuaA xpaHeHUA papmMaLeBTUYeCcKoW cybcTaHumm;

A) Homep dapmaKkonerHoW cTaTbM WAM B C/Ayyae ee OTCYTCTBMA HOMEP HOPMATMBHOM
AOKYMeHTaummn AMbo HOPMaTUBHOIO AOKYMEHTA;

e) Hannune dapmaLeBTUUYECKOW CybCTaHL MM B NepeyHe HapKOTMUYECKMX CPeacTB, MCUXOTPOMNHbIX
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BELLECTB U MX NPEKYPCOPOB, NoAjerKalmx KOHTPoJs B Poccuinckoit Pepepaunun, B COOTBETCTBUUN C
3aKoHopgaTesnbcTBOM  Poccuiickot  Pepepaunn, MeXAyHapoAHbIMM  AoroBopamu  Poccuiickol
dPepepauunm, B Tom yncne EAMHON KOHBEHLMEN O HapKOTUYECKUX cpeactBax 1961 roga u KoHBeHUMEN O
NCMXOTPOMHbIX BewecTBax 1971 roga.

(nn. "e" BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

2. dapmaueBTuyeckaa cybcTaHums, NpousBeaeHHas AN peannsauumn, MOXKeT 6biTb BK/IOYEHa B
rocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAaHWWM 3asB/lEHMA pa3paboTuMka WK
Npoun3BOAUTENA JIEKAPCTBEHHOrO CPeAcTBa MB0O YMOJIHOMOYEHHOTO MMM OPUAUYECKOro nua npwm
YCNOBMW MPOBEAEHUS B OTHOLWEHMU Takoh ¢apmaueBTUYECKOM cybCcTaHUMM 3KCNepTu3bl KayecTBa
dapmaueBTUYECKOM cybCcTaHUMM B nopsagKe, YCTaHOBAEHHOM cTaTbel 34 Hactoauwero ®eaepanbHoOro
3aKoHa. B oTHoweHun apmaueBTUYECKMX CyBCTaHUMIA, MPOM3BEAEHHbIX A1 peanusauuu, B
rocy4apCTBEHHOM PEecTpe IEKapCTBEHHbIX CPEACTB COAEPKUTCA cneaytollas MHpopmaums:

1) HaumeHoBaHMe ¢dapmaueBTUYeckon cybcTaHumMM (MeXkayHapoaHoe HenaTeHTOBaHHOe, WU
rPynnMpoOBOYHOE, WM XMMMUYECKOE M TOProBoe HaumeHoBaHuAa), ¢dopma BbiNycka (C yKasaHWeEM
[O3UPOBKM (MPU HanmMumm), GacoBKK M YNAKOBKM);

(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) HaMmeHoOBaHMe, agpec npousBoanTena GpapmaLeBTUYECKON cybCcTaHUMK, a TaKKe B OTHOWEHUU
NIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro NPUMEHEHUA CBeAEeHMsA O Perucrpauumn npovsBoauTens
dapmaueBTMyeckon cybCcTaHUMM B KayecTBe HasioroniatefbliMKa B CTpaHe peructpaummn (gns
POCCUNCKUX HOPUONYECKUX NIUL, - UAEHTUPUKAUMOHHBIM HOMmep Hanoronnatenbwmka (MHH), gns
WMHOCTPAHHbIX OPUAMYECKUX /UL, - CTPaHa perucTpaumn, HaMmeHoBaHME PEerncTpuUpyloLLero opraHa,
perucTpaumoHHbIi HOMep, KoA HasoronnatenbliMKa B CTpaHe perncrtpaumm (MHKopnopauuu) uam ero
aHanor);

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

3) cpok rogHocTM dapmMaLLeBTUYECKOM CybCTaHLUW;
4) ycnosua xpaHeHua papmaueBTUYecKkon cybctaHuuuy;

5) Homep ¢apmaKoneliHon cTaTbM AMBGO B Ccayyae ee OTCYTCTBMA HOMEpP HOPMaTUBHOM
AOKYMEHTALMM MW HOPMATUBHOIO AOKYMEHT];

6) Hannune dbapmaLeBTUYECKOW cybCTaHUMM B NepeyHe HapKOTUYECKMX CPeacTB, NCUXOTPOMHbIX
BELLECTB U UX MPEKYPCOPOB, NnognexKalmx KoHTpoato B Poccuiickol depepaummn, B COOTBETCTBUMN C
3aKoHopgatenbctBom  Poccuiickort  depepaumn, MeXAyHapoAHbIMM  AoroBopamum  Poccuiickon
depepauum, B Tom yncne EAMHON KOHBEHUMEN O HapKOTUYECKUX cpeactBax 1961 roga u KoHBeHLMEN O
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAOYEHUA dapMaLLeBTUYECKOW CyHCTAHLMN B FOCYAAPCTBEHHbIA PEECTP IEKAPCTBEHHbIX
CPeAcTB, AaTa BHECEHUA U3MEHEHWUIN B AOKYMEHTbI papmMaL,eBTUYECKOM cybCTaHLMKM, AaTa UCKIOYEeHUS
dbapmaueBTMYECKOMN CyOCTAHLMM M3 FOCYAaPCTBEHHOMO PeecTpa IeKAPCTBEHHbIX CPEACTB.

(4acTb 2 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. MopAanoK BeaeHMA rocygapCTBEHHOrO peectpa JIeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOro
npuMmeHeHnA W“ nopAaoK BeAeHUA ToCyaapCTBEHHOrNo peectpa /1IeKapCTBEHHbLIX CpPeacts  AnAa
BETEPUHAPHOIo nNpUMeHeEHUA YTBEPXKAAKTCA COOTBETCTBYHOWMM YNO/IHOMOYEHHbIM ¢ep,epaanb|N\
opraHom MCNOJIHUTEIbHOW BNACTM.

KoHcynbTaHTlAOC: NpumeyaHue.

MonoxkeHus ct. 34 (B peg. ®3 ot 30.01.2024 N 1-d3), Kacatouimecs NpeaocTaBAeHUSA roc. YCayr npu
06pallleHNN NeKapCTBEHHbIX CPeacTB: ANA MeOULMHCKOTO MPUMEHEHUA MNOCPeLCTBOM eAMHOM
cuctemsl U (MnKn) eanHoro noptana, npumeHstotcs ¢ 01.01.2025; ans BeTEPUHAPHOTO NPUMEHEHMA
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nocpeacTsomM egmMHoOro noptana, npumeHsatoTca ¢ 01.01.2026.

Ctatba 34. BKnloueHue B rocygapCTBEHHbIN peecTp IEKAPCTBEHHbIX CPeACTB U UCKOUEHUe U3
rocyfAapCcTBEHHOrO  peecTpa  JIeKapCTBEeHHbIX  CpeacTB  ¢papmaL,eBTUYECKOM cybcTaHuum,
npousBeAeHHOM ANA peannsaumm
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BKAOYeHMs dapmMaLEeBTUYECKON CybCTaHUMKW, NPOU3BEAEHHOW A/A peanusauuu, B
rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB, MPOBOAUTCA SKCMepTM3a ee KayecTsa.
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. DKCNepTU3a KayecTBa YKa3aHHOM B YacTu 1 HacToAwwel cTaTbM dapmaLeBTUYECKOM cybcTaHuuu,
COCTaB/IeHWE KOMWUCCUEN 3KCMEepTOB 3aK/OYEHMI MO pesynbTaTaM 3TOM 3KCMepTM3bl, NoAnucaHue ux
YCUNEHHbIMU KBa}'IVId)VILI,VIpOBaHHbIMVI 3/IEKTPOHHbIMU NOANUCAMU, HaNpaBeHUE AaHHbIX 3aK/N0YEeHU B
JINYHDBIN KaBMHET ynosHOMOYeHHOro peaepanbHOro opraHa UCNOMHUTENbHOM BNACTU B e4UHOMN cucteme
OCYLLLECTBAAIOTCS B CPOK, HE NpeBblllaloWwmnii Tpuauatm paboumx AHeM co gHA HAanpaBAEHUA B SINYHbIN
KabWHET 3KCNEePTHOro YYpEesKAEHUA B eANHON CUCTEME COOTBETCTBYIOLLErO 3a4aHMA YNOJHOMOYEHHOTO
denepanbHOro opraHa WCNONHUTENbHOM BAACTW, NOAMWUCAHHOIO YCUAEHHOW KBaMUUMPOBAHHOM
3/IEKTPOHHOW NOAMNWCHIO, U CNeAYIOWNX LOKYMEHTOB (CBeAeHM):

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-d3)

1) cBepeHuMA 0 gaTe NpenoCTaBieHUA U PErncTPaLMOHHOM HOMepe /IMLEH3UN Ha NPOU3BOACTBO
JIeKApCTBEHHbIX CpeacTB MAM CBEAEHWs O fate npenocTaBAeHUs W PerncrpauMoHHOM Homepe
3aK/IlOYEeHMA O COOTBETCTBMM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM npaBua
Hagne)Kalle npou3BOACTBEHHOM MNPAKTUKK, BblAAHHbIX (NPeaoCcTaBAeHHbIX) YNOJAHOMOYEHHbIM
depepanbHbIM OpPraHOM WCMOJHUTENILHOW BAAacTWU, B C/ly4ae, €CM MPOU3BOACTBO JIEKAPCTBEHHOIO
cpepcTBa ocywecTsanetcs B Poccuiickont Pegepaunu;

(8 pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-93)

2) KonuA [O0KYMEHTa, BblAAHHOMO YMNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA
NIeKapCTBEHHOrO CPEACTBA M NOATBEPKAAIOLLENO Pa3peLleHMEe NPON3BOACTBA IEKAPCTBEHHOIO CPeACTBa,
W ero nepeBos, Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBAEHHOM MOPAAKE, @ TAKKE KOMKUA 3aK/0UYeHNA O
COOTBETCTBUM  NPOU3BOAMTENS  NIEKAPCTBEHHbIX CPeAcTB  TpeboBaHMAM MpPaBUA  HagNerKallen
NPOW3BOACTBEHHOM NPAKTUKM, BbIAAHHOIO YNONHOMOYEHHbIM desepasibHbiM OPraHOM UCMONHUTENbHOM
BNACTU, IMHO KOMWA pelleHuA YNoNHOMOYEHHOro ¢eaepanbHOro opraHa MCMOAHUTENbHON BNACTU O
nposeaeHnn papmaL,eBTUHECKON MHCNEKLMN NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB ANA MEANLMNHCKOTO
NPUMEHEHNA HA COOTBETCTBME TpPebOoBaHMAM MPaBMA HAANEXKalleld MPOU3BOACTBEHHOM MPAKTUKM
EBpPasMiNCKOro 3KOHOMMYECKOTO COt03a. YKasaHHble AO0KYMEHTbl MNPeACTaBAsTCA B C/ydae, ecau
NpPOu3BOACTBO SIEKAPCTBEHHOrO CPEACTBA OCYLLECTBAAETCA 33 Npeaenammn Poccuninickon Pegepaumu;

(8 pea. PepepanbHbix 3akoHOB oT 04.06.2018 N 140-d3, o1 30.01.2024 N 1-$3)

3) AOKYMEHT, coaepraLimii cneaytowme ceeaeHns o papmaLeBTMUecKol cybcTaHLmm:
a) HaumeHoBaHWe GapMaLEBTUYECKON CybCTaHL MK, ee CTPYKTYpa, 06LumMe CBONCTBA;
6) HauMeHOBaHWe 1 aApec NPOU3BOANTENS;

B) TeXHON0IrMA nNpon3soacrTtesa C onncCaHnem CTaAMVI npon3soacTBa U MeTo40B KOHTPONA Ha BCeX
CTaamax nponssoacCcTsa,

r) onncaHue pa3paboTKM Npouecca NPOU3BOACTBA;

,El,) OonnCaHme KOHTPOIA KPUTUYECKUX CTa,EI,Mﬁ npouecca npoun3soactBa wu I'lpOMe)KyTOLIHOﬁ
npoayKumm;
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€) AOKyMeHTalbHOe NOATBEPXKAeHME (BanmaaLma) NpoLeccos 1 (MAn) nx oLLeHKa;
) CBOWCTBA U CTPYKTYpa AENCTBYIOLLMX BELLLECTB;

3) XxapaKTepucT1Ka npumecei;

n) cneundmrKauma Ha papmaueBTMYECKyto cybcTaHuMIo 1 ee 060CHOBaHMe;

K) aHanuMTU4Yeckne MeTOAMKW, WCMNONb3yeMble TpPW  OCYLLECTBAEHUW KOHTPONSA KayecTBa
dapmaueBTMYecKoi cybctaHumu;

N) AOKYMEHTaNbHOE MoATBEPKAEeHUE (BanMaaumna) aHaAMTUYECKMX METOAMK, UCTMOb3yeMbIX Mpu
OCYLLECTBNEHMUM KOHTPOAA KavecTBa GpapmaLeBTMYecKol cybcTaHumm;

M) pe3ynbTaTbl aHan3a cepuii bapmaLeBTUYECKON CybCTaHUuu;

H) NepeyeHb CTaHAAPTHbLIX 06Pa3L0B UK BELLECTB, MCNO/b3YeMbIX NPU OCYLLECTBAEHUN KOHTPONA
KauyecTBa;

0) onMcaHue XapaKTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMasioB U YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 cTabunbHOCTU GapmaLeBTUYECKON CybCcTaHLUW;
p) CPOK rogHoOCTY;

4) [OKYMEHT, COAEeP KaLLNM CBEAEHUS O PErncTpaLLmMmn Npom3BOAMTENA IEKAPCTBEHHbIX CPEACTB s
MeAMULMHCKOro NPUMEHEHMA B KaYeCcTBE HaJIOronnaTesblUMKa B CTPaHe perncrpauum (418 poccumncKkux
OPUANYECKUX NUL, - UAEHTUPUKAUMOHHBLIM HOoMep HanoronnatenswuKka (MHH), ana MHOCTpaHHbIX
HOPUANYECKUX NULL - CTPAHA PErncTpaumm, HAMMEHOBaHME PErNCTPUPYIOLLEro OpraHa, PermcTpaLMoHHbIMI
HOMep, KOZ HasoroniaTenblyKa B CTPaHe perncrTpauunm (MHKopnopauum) nam ero aHanaor).

(n. 4 BBegeH ®egepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [na npoBeaeHMA 3KCMepTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwen cTaTbu
dapmaueBTMUecKkon cybCTaHUMM 3asBUTeNb  HanpasBaseT NocpeACcTBOM eAMHOro nopTana B
YNONHOMOYEHHbIN  deaepanbHblt  opraH  UCNONHUTENbHOW  BNAacCTM  WAW  NIMYHBIA  KabuHeT
yrnonHomodeHHoro pesiepasnbHOro opraHa MCNOAHUTENbHOWM BNacTU B e4MHON cUcTeme:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHME O BK/IIOYEHUM B TOCYHAPCTBEHHLIA pPEecTp NEeKApCTBEHHbIX CPeacTB AaHHOW
dapmaueBTMYECKOW cybcTaHUMKM, NoANUCAHHOE YCUAEHHOM KBanUOUUMPOBAHHOW 3NEKTPOHHOM
noAnuco!o;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) PeKBM3UTbI AOKYMEHTaA, MOATBEPKAAIOLLErO YNAATy rocyAapCTBEHHON MNOLW/IMHbLI 32 BKAOYEHUE
B rOCYyapCTBEHHbIN peecTp fIeKapcTBEHHbIX cpeacTs GapmMaL,eBTUYECKON CybCcTaHLMKN, NPpon3BeaeHHOM
ANnA peanusaumn, AMbo No COBCTBEHHOW WMHUUMATMBE YKA3aHHbIA LOKYMEHT. YMNOAHOMOYEHHbIN
denepanbHblii opraH UCNONHWUTENbHOW BAacTU npoBepsaeT GaKT ynnaTbl rocyaapCTBEHHON MOLUHBI
3aABUTENEM C UCNOJb30BaHMEM MHPOPMaLMK 06 ynnaTe rocyapCTBEHHOM NOLW/IMHbI, COAEP KaLLeinca B
locynapcTBEHHOW MHOOPMALMOHHOW CUCTEME O FOCYAAPCTBEHHbIX M MYHUUMNAAbHBIX NaaTe)Kax, Ha
OCHOBaHWW MpPeACTaB/EHHbIX 3anBMTE/NIEeM PEKBU3MTOB [AOKYMEHTa, NOATBEpPXKAalolWero ynnaty
rocyAapCcTBeHHOM NOW/IMHbI;
(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-03)

3) AOKYMEHTbI, YKa3aHHbIe B YacTU 2 HACTOALLEN CTaTbh;
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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4) 3anaBneHMe O BblAaye paspellieHuns Ha BBO3 B Poccuiickyio deaepalMio KOHKPETHOW naptuum
He3aperucTpMpPoBaHHOIO JIEKAaPCTBEHHOMO CPeACTBa, NpeAHa3HAYeHHOoro A1A NpoBeAeHMsA YKa3aHHOM
3KCnepTmssbl.

(n. 4 BBepeH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

3.1. B cnyyae HenpeacrtaB/AeHUs C 3aAB/IEHMEM O BKJ/IIOYEHUM B TOCYAAPCTBEHHbIA peecTp
NIEeKapCTBEHHbIX  cpeacTB  ¢dapmaLeBTUYECKOW  CcybCTaHumMM  BblAaBaembiX  (MpepocTaBasembix)
YNONHOMOYEHHbIMWU  deaepanbHbIMM OpraHamu MCMONHUTE/NIbHOW BAACTU [OKYMEHTOB (CBeaeHui),
YKa3aHHbIX B MyHKTax 1 M 2 yacTM 2 HACToAWEWN CTaTbW, YNOJHOMOYEHHbIN denepanbHbi opraH
WUCNONIHUTENbHOW  B/ACTW  3aMpaliMBaeT  yKasaHHble  [JOKYMeHTbl  (cBegeHuAa) B nopagke
MEeXBeA0MCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOLENCTBUA.

(4actb 3.1 BBeaeHa deaepanbHbIM 3aKOHOM OT 27.12.2019 N 478-03; B pea. PenepanbHOro 3akoHa ot
30.01.2024 N 1-93)

4. B TeyeHue NATU paboumx gHEN co AHA NPUHATUA 3aABIEHMA O BKIOYEHUN YKa3aHHOM B YacTh 1
HacTosLEeN cTaTbM papmaLLeBTUYECKON CyBCTaHUMM B rOCY4aPCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB
W [LOKYMEHTOB, MEePEeUYUC/IEHHbIX B YacT 1 M NyHKTe 2 4acTuM 3 HaCTOALLEN CTaTbW, YNOJHOMOYEHHbI
desepanbHbIit OpraH UCNOJHUTENbHOM BAACTHU:

(8 pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

1) npoBoAMT NPOBEPKY NOJSIHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEPMKALLMXCA B NPeacTaBieHHbIX
3anABUTEIEM AOKYMEHTaX;
(8 peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHUMAET peLleHne O HamnpaBNeHWWM B IKCMEPTHOE yupexaeHue 3a4aHua Ha npoBeneHue
3KCNepTm3bl KayecTBa yKasaHHOM B YacTM 1 HacToswel cTaTbM dpapmaueBTUYeckon cybctaHuum nam ob
OTKase B TAKOM Hanpas/eHuY;

3) HanpaBnseT B /INYHbIA KabWHeT 3aaBUTeNss B eAWHOM cucTeme NoANUCaHHOE YCUIEHHOWM
KBanUOUUMPOBAHHOWM 3/1EKTPOHHOW NOANUCHIO YBEAOMJIEHME O NPUHATOM PELUEHUN UM B C/lyYae OTKa3a
C YKa3aHMeM NMpuYKMH TaKoro oTKasa.

(8 pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-$3)

4.1. B cnyyae BblfiBNEHUA HEAOCTOBEPHOCTU U (MAN) HEAOCTAaTOYHOCTM CBELEHUIM, COAEPHKALLMXCA B
npeAcTaBNeHHbIX 3aABUTENEM MATepuanax, YyNnoaHOMOYEHHbIM desepanbHbl opraH UCNOAHUTENbHOW
BNACTM HAMpaB/AET 3aABMTE/I0 NOCPEACTBOM €AMHOr0 MopTasa WUAM B IMYHbINA KabUHeT 3aaBuTens B
eguMHOM  cucTeme 3anpoc 06  YTOYHEHWWM YKa3aHHbIX CBEAEHWW, MOAMUCAHHLIA  YCUIEHHOM
KBaIMPUUMPOBAHHOM 3/IEKTPOHHOM NOANMUCHIO.

(4acTb 4.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

4.2. 3asBuTtenb ob6a3aH HanpaBuTb NOCPeACTBOM €AMHOro nopTana B YNOJAHOMOYEHHbIM
denepanbHblit opraH UCNOAHUTENBHOW BNACTU UK IMYHBIN KaBMHET yNosHOMOYEHHOro peaepanbHOro
opraHa MCMNOJIHUTENIbHOW BNACTM B eAMHOM CMCTEME NOANUCAHHbBIA YCUNEHHON KBaMPUUUPOBAHHOM
3NEeKTPOHHOM NOANMUCBHI0 OTBET Ha 3anpocC YNOJHOMOYEHHOro ¢peaepanbHOro opraHa UCNOIHUTEIbHOM
B/IAaCTU B CPOK, He MpEeBbIlWAOWMA AeBAHOCTA pabounx AHEN co AHA NOAyYeHUA YNOAHOMOUYEHHbIM
denepanbHblM  OPraHOM MCMONHUTENBHON BNACTM  3NEKTPOHHOFO YBEAOMEHMA O MNOAYYEHUMU
3anaBUTENEM AaHHOro 3anpoca. CpoK, YKa3aHHbI B YacTu 4 HAcToALWEN CTaTbM, MPUOCTaHABAMBAETCS CO
OHSA HanpasieHUs 3aABUTEN0 NOCPeACTBOM eAMHOro nopTana WAW B NIMYHbLIN KabuHeT 3asBUTeNs B
eANHOMN cucTeme 3anpoca ynosIHOMOYeHHOro gpeaepanbHOro opraHa MCNONHUTENBHON BAACTU A0 AHA
Hanpas/ieHNA 3aABUTEIEM MOCPeACTBOM eAMHOro nopTasna B YyNOJHOMOYEHHbIN peaepanbHbli OpraH
WUCNONHUTENIbHOM  BNAacTM  WUAW  NIMYHBIA  KabWHET yNnoJHOMOYeHHOoro deaepanbHOro oOpraHa
MCMOSIHUTENIbHOW B/IACTU B €4AMHOM CUCTeMe OTBeTa Ha [AaHHbIA 3anpoc M He y4uTbiBaeTca npu
WUCYUC/IEHMM CPOKa 3KCMepTusbl KayecTBa dapmaueBTUYECKOW cybcTaHuuMM, NpPOM3BEAEHHON Aann
peanusaunu.

(4yacTb 4.2 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-3)
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5. OcHoBaHMeEM AN OTKa3a B HaMpaB/IEHUU B IKCNEPTHOE yYperKaeHue 3aJaHnA Ha nposeaeHune
3KCMepTM3bl Ka4YecTBa yKa3aHHOM B YacTu 1 HacTosALLel cTaTbM dapmaLeBTUYecKolr cybcTaHumm asaseTca
HenpeacTaB/fieHNe AOKYMEHTOB, YKa3aHHbIX B 4acTWM 2 HacToALEeN CTaTbW, OTCyTCTBUE MHPOpMaLMK,
noaTeepxaatowein ¢akt ynaaTbl rOCYyAapCTBEHHOM MOLWMHbLI 33 BKAOYeHMe dapmaleBTUYecKomn
cybcTaHumMKn, NnpousBeaeHHON ANA peannsauun, B rocyaapCTBEHHbIN PeecTp JIEKapCTBEHHbIX CPeACTB,
HenpeacTaB/ieHne 3aAaBUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA HA YKasaHHbIM B YacTu 4.1 HacToALleln
CTaTbW 3aMpoC YyNoJHOMOYEHHOro pesepanbHOro opraHa MCNONHUTENIbHON BAACTU AW NpeacTaBAeHne
OOKYMEHTOB, He CoAepKalumx ncHepnbiBatowwero nepeyHa HeobxoanMbix CBeAEHU.

(4acTtb 5 B peq. deaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeyeHume nATHaguaTU paboumx AHEW CO AHA NOAYYEHUS peleHMA YNoJIHOMOYEHHOro
besepanbHOro opraHa UCNOIHUTENIbHOM BAACTU O HaNpaB/JeHUW B SKCNEPTHOE yYperKAeHWe 3a4aHus Ha
npoBeAeHWe 3KCNepTM3bl KayecTBa YKasaHHOW B 4YacTu 1 HacTosAwen cratbM dapmaleBTUYECKOW
cybCcTaHUMM 3aABUTENb NPEACTABAAET B IKCMEPTHOE yUperKaeHWe 419 NPOBeAeHUs LaHHOM SKCnepTusbl
06pasupl papmaueBTUYECKOM CybCcTaHLMKM B KOMYeCTBe, HeobXo4MMOM 418 BOCNPOU3BELEHNSA METOLO0B
KOHTPOJIl KQYeCTBa. IKCNEPTHOE YUPEKAEHWE NPU Noy4eHMM 06pasLLOB YKa3aHHOM B YacTu 1 HacTos e
CTaTbl dapmaueBTUYECKON CYOCTaHLMM B TOT e AeHb HanpaBAdeT B JIMYHbIN KabWHeT 3asBuTenda B
eoMHOM cucTeMe yBeAOMJ/IEHME, MOATBepKAatowee nosaydyeHne 3STUX o6pasLoB. ITU CPOKM He
BK/IIOYQIOTCA B CPOK NPOBEAEHMNA AAHHOM 3KCNEPTU3bI.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

7. Ytpatun cuny. - PegepanbHblin 3akoH oT 30.01.2024 N 1-93.

8. B cpokK, He npesbiWaloWmii NATU pabounx gHen co AHA HanpasieHUA NOCPeacTBOM eANHOro
noptasa B YMNO/JIHOMOYEHHbIN deaepanbHblii OpraH MCMOAHUTENbHOW BAACTU WM NUYHLIN KabuHeT
ynonHomodeHHoro ¢enepanbHOro opraHa MCMOAHUTENbHOM BAacTU B eAMHOW cUcTeme 3aKalyeHun
KOMWCCUM 3KCNepToB MO pe3y/abTaTam 3KCNepTU3bl KayecTBa yKa3aHHOM B YacTu 1 HacToAwen ctaTby
dbapmaLeBTMYECKOW CybCTaHLLMM, YNIONTHOMOYEHHbIM defepanbHbIi OpraH UCMOIHUTEIbHOM BNACTU:

(8 pea. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLleCTBNAET OUEHKY TAaKOro 3aknw4eHunAa OnAa onpegeneHna ero CoorBeTtCcreBvA 3a4aHUIO Ha
nposeaneHune AaHHOl\/‘I 9KCNepTUs3bl,

2) NPUHMMAET peLleHne O BKIOYEHUM YKa3aHHOM B 4acTK 1 HacToALen cTaTbn papmaLLeBTUYECKON
cybCTaHUMM B FOCYAapCTBEHHbIN PEecTp JIeKAPCTBEHHbIX CPeACTB WM pelleHue 06 OTKase B TaKoOM
BKIOYEHWW;

3) BHOCMT MNPV MNPUHATUM PELUEHUA O BK/IIOYEHWM YKA3aHHOM B 4YacT 1 HacToAwen craTbu
dbapmaueBTMYeCcKon cybCcTaHLMM B FOCYAapPCTBEHHbIM PeecTp NeKapPCTBEHHbIX CPeACTB NPeayCMOTPEHHYIO
Yyactblo 2 ctaTbM 33 Hactoawero PenepanbHOro 3akoHa MHPOPMAUMIO W HaMNpPaBAfeT 3aaBUTENHO
nocpescTBOM €AMHOro nopTana MAM B NINMYHbIA KabWHET 3aaBUTENA B €AMHOW CUCTEME BbIMUCKY U3
rocyapCTBEHHOIO peecTpa IEKAaPCTBEHHbIX CPEACTB.

(B pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-d3, ot 30.01.2024 N 1-d3)

9. OcHoBaHMEeM AanA OTKa3a BO BK/IKOYEHUMWM YKA3aHHOWM B 4actM 1 HacToAwen cTaTbu
dapmaueBTMYECKON CyOCTAaHUMM B TOCYHAPCTBEHHBIN pPEEecTp JeKapCTBEHHbIX CPeACTB ABASETCS
3aK/Il0YEeHME COOTBETCTBYHOLLENO YNOJHOMOYEHHOro dpenepasibHOro opraHa UCNOAHUTE/IbHON BAACTU O
TOM, YTO Ka4yecTBO papmaLLeBTUYECKOW CYyOCTaHLMN HE NOATBEPHKAEHO MONYYEHHbIMU AAHHBIMM.

(4actb 9 BBEAEHa PeaepanbHbiM 3aKoHOM OT 22.10.2014 N 313-3; B pea. denepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponycKaeTca BKAKOYEHWE B FOCYAAPCTBEHHbIN PeecTp NEeKAPCTBEHHbIX CPeACTB OLHOM
dapmaueBTMYECKon cybCTaHLUMKM, NPOU3BEAEHHOM ANA peann3aummn U BbiMyCKaeMol O4HUM U TEM Ke
npousBoauTenem, B BUAE ABYX U 6oslee peecTpoBbIX 3anmnCeN.

(4yacTtb 10 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)
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11. BHeceHMe U3MeHEeHWUI B LOKYMEHTbI Ha GapMaLLeBTUYECKYHO CYyDOCTaHLMIO, NPOU3BEAEHHYIO ANA
peann3aumm 1 BKAKOYEHHYO B FOCYAapPCTBEHHDbIA PEecTp NEeKAPCTBEHHbIX CPEeACTB, OCYLLECTBAAETCA B
nopaake, ycraHoBaeHHom cTtatbamu 30 M 31 Hactoawero ®PepepanbHOro 3akoHa, C ynaatoun
rocyAapCcTBEHHOM NOLW/INHbI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickolt eaepaumm o Hanorax
n cbopax.

(4acTtb 11 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTlAOC: NpUmeyaHue.
O BO3MOXXHOCTM O0bpalleHua dapmaueBTUYECKOM CyOCTaHLMM, UCKAKOYEHHOM M3 rocpeectpa, CM.
Takxke ®3 o1 30.01.2024 N 1-P3.

12. OdonyckaeTtca obpalieHne papmaueBTUYECKON CyO6CTaHLMM 4O UCTEYEHMA CPOKA rogHOCTH,
NPOV3BEAEHHON A/A peanun3aumMmM B TeYeHMe CTa BOCbMWUAECATM [AHel nocie [aTtbl MNPUHATUA
YyNoNHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTEIbHOM BACTU PeLLleHUss 0 BHECEHUN U3MEHEHUI
B AOKYMeHTbl Ha dapmaLeBTMYECKYtO CybCcTaHUMIO, B COOTBETCTBMM C MHPOPMaLIMEN, coaeprKallenca B
AOKYMEHTax Ha ¢papmaLLeBTUYECKYI0 CybCTaHLMIO A0 AaTbl NPUHATUA TaKOTO peLleHus.

(4actb 12 B pea. GeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

13. PeweHne 06 WCKAOYEHUN U3 rocygapCtBeHHOro peecrtpa /eKapCTBEHHbIX Cpencrs
d)apMaLleBTMHECKOVI Cy6CTaHLI,MM, I'IpOI/I3Be,CI,EHHOI7I ana peannsauunn, npuHnmaeTca ynosIHOMOYEHHbIM
d)e,u,epaanblM OopraHom WUCNONHUTE/IbHOWN BNACTU B cny4yae:

1) npeacrasneHnA COOTBETCTBYHOLLMM YNONNTHOMOYEHHbIM d)ep,epaanblN\ OpraHom
WUCNOSIHUTE/IbHOM BNACTU 3aKNOYEHUS O pucKke nnan 06 yrpose Xmn3sHm mnn 300pOBbHO 4Yesl0BEKA nmbo
KNBOTHOTO NP UCNO1Ib30BaHUN IEKAPCTBEHHOIO CpeacTBa,

2) HanpaBneHWs pa3pabOTYMKOM  /IeKapCTBEHHOro  cpeAcTBa MAM  NPOU3BOAUTENIEM
NleKapCTBEHHOro cpeacTBa MB0 YNONHOMOUYEHHbIM UMW APYTUM OPUANYECKUM IMLOM NocpeaCcTBOM
egMHOro nopTana B YNOJHOMOYEHHbIN deaepanbHblii opraH MCNONAHWUTENbHOW BAACTU WUAM NINYHBbIN
KabuHeT ynonHomouyeHHoro ¢enepansbHOro opraHa WMCMOAHUTENbHOM BAacTU B eAUHOW cucTeme
noAnNUCcaHHOro YyCUAEHHOM KBaAMbULMPOBAHHOMN 31EKTPOHHOM NOANUCHIO 3a8BAEHMUA 06 UCKAOYEHUN U3
rocyapCTBEHHOro peecTpa NeKapCTBEHHbIX cpeacTs ¢papmaLeBTUYecKol cybcTaHUMM, NPoU3BeaeHHOM’
ANA peannsaumu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpocCTpaHAETCA Ha MPABOOTHOLIEHMA, BO3HMKAlOWME npu
0bpallleHUN NTeKapPCTBEHHbIX CPeACTB AN MeAMLMUHCKOro npumeHeHus (®3 ot 30.01.2024 N 1-d3).

3) oTcyTcTBUA PapMaueBTUUECKON CyBCTaHL MM, NPOM3BEAEHHON ANA peannsaumnm, B 06palleHnn B
Poccuiickon deaepaumm B TedeHune Tpex u 6onee ner.
(4acTtb 13 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roga. - PegepanbHblii 3aKoH oT 22.12.2014 N 429-93.

Cratba 36. O6)kanoBaHue peweHna o6 OTKase B BblAauye paspelleHUMs Ha nposepeHue
K/IMHMYECKOro UCCNeA0BaHUA IeKapCTBEHHOro npenapara, peweHua o6 oTkase B rocyAapcTBEHHOMU
perucTtpauum /IeKapCcTBEHHOro npenaparta, 3aK/lloYeHUs KOMMCCUMM  3KCMEepPTOB  3IKCNEepTHOro
yupeKaeHUA Uan 3aKAlo4eHUs CoBeTa No 3TUKe

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

PeweHue cooTBeTCTBYOLWENO YNOAHOMOYEHHOIO d)ep,epaanoro OpraHa NCNONHUTENIbHOM BAACTH
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06 OTKase B Bblgaye paspelweHMsa Ha NpoBeAeHUEe KAMHMYECKOTO WCC/ef0BaHUA JIeKapCTBEHHOTO
npenaparta, peleHue YKasaHHoro ¢enepasbHOro opraHa MWCNoSHUTENbHOW BAacTM 06 OTKase B
rocylapCTBEHHOM perncTpauMmM JIeKapCTBEHHOro MpenapaTta, 3aK/lloYeHMe KOMWMCCUM  IKCMepToB
9KCMEPTHOTrO YUYPEKAEHUS MU 3aK/IOYEHUE COBETa MO 3TUKE MOMKET ObiTb 06XKanoBaHO B MOpAAKe,
YCTaHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuitickor Pepepauuun. 3aknoueHUMe KOMUCCUM 3KCNepToB
9KCMEPTHOrO YUYPEKAEHUSA O B3aMMO3aMEHSEMOCTU JIEKApCTBEHHbIX NMPenapaTtoB A8 MeAWMUMHCKOro
npumeHeHna TMbo 0 TOM, YTO JIeKapPCTBEHHbIM NpenapaT 414 MegULMHCKOro NPUMEHEHUA He ABAAeTcA
B3aMMO3aMeHSAEeMbIM, MOMKET ObiTb 00)Ka/fioBaHO Aep)KaTenem WAM BnageNbuemM PerncTpaumoHHOro
YA0CTOBEPEHMA JIEKAPCTBEHHOrO NpenapaTta B YNOoJIHOMOYEHHbIW ¢peaepasnbHblii OpraH UCNOHUTEIbHOM
BJ1ACTM, KOTOPbIM NPUB/IEKAET K PACCMOTPEHUIO YKa3aHHOM *Kanobbl NoABEeAOMCTBEHHbIE €MY Hay4Hble
opraHuMsaumm U1 obpasoBaTesibHble OpraHM3auum Bbiclero o06pas3oBaHMA, OCyLLEeCTBAAOWME
AeATeNbHOCTb B cdhepe 06paleHUAa NEeKapCTBEHHbIX CPeacTB. 3aK/AloYeHWe KOMUCCUMM 3SKCNepToB
SKCMEPTHOro y4pexaeHus, opopmMaeHHOe MO UToram nepecmoTpa O6KasoBaHHOIO 3aK/OYEHUS
3KCMepTa, MOXKET 6bITb OCMOPEHO AepyKaTenem WUaM BNafesbLemM PervcTpaunoHHOro ya0CToBepeHus
JleKapCTBEHHOro npenapata AM60 YNOAHOMOYEHHbIM WMMWU JIMLUOM B TMOPAAKE, YCTaHOB/IEHHOM
3aKoHogaTenocTBOoM Poccuiickon Pegepaumn. [Mpu  06KanoBaHUM  peleHns  YNnoJHOMOYEHHOrO
denepanbHOro opraHa WCNOJIHUTENbHOM BAACTM, 3aK/MOYEHMA IKCMEpTa MAM KOMMUCCUWU ISKCMEPTOB
3KCNEPTHOrO yUYpeXKAEeHUA, 3aKNI0UYEHMA COBETA MO 3TUKE AepKaTeslb AN Bhafenel, permcTpaLMoHHoOro
YA0CTOBEPEHUA NEKAapPCTBEHHOro npenapaTta AM60 ynoAHOMOYEHHOE MMM IMLO BRpaBe NpeacTaBUTb
pe3y/abTaTbl 3KCMEPTM3bl SIEKAPCTBEHHOrO NpenapaTa, MPOTOKOJbl MOJYYEHHbIX AKKPEeAWTOBAHHbLIMMU
ncnbiTaTeIbHbIMU NabopaTopuaAMKM (LLeHTPaMM) pesyIbTaToB UCCAEL0BAHWUMI, UCTBITAHWUI,

(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHdopmauuma, cBA3aHHAA C OCYLLECTB/IEHMEM FOCYyAapPCTBEHHOM peructpauum uam
perucrpauum IeKapCTBEeHHbIX npenapaTtos, MHPOPMALMUA O 3aperMcTPMPOBAHHBIX JIEKAPCTBEHHbIX
npenapaTtax W JIEKapCTBEHHbIX MNpenapaTax, MWCK/YEHHbIX W3 TOCYAapCTBEHHOrO peecrtpa
NeKapCTBEHHbIX CpeacTs
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. CooTBeETCTBYIOWMI YNONHOMOYEHHbIM heaepasbHbli OpraH UCNOAHUTENIbHOW BAACTM pasmeLlaeT
Ha cBoem oduuManbHOM caiite B ceTu "UHTepHeT" MHPOPMALMIO, CBA3AHHYK C OCYLLECTBJAEHUEM
rocyflapCTBEHHOM perncTpaumm WAM PErucTpaunm  NeKkapcTBEHHbIX MNpenapaToB, B TOM 4ucie
NpoBeAEHMEM 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeAcCTB  (BK/AOYAA pe3y/ibTaTbl €e  NpoBefeHwus),
MHPOPMALMIO O 3aPErMCTPMPOBAHHbIX JIEKAPCTBEHHbIX Mpernapatax WM JIeKapCTBEHHbIX Mpenaparax,
WCK/OYEHHbIX M3 FOCYAAaPCTBEHHOMO pPeecTpa /IeKAPCTBEHHbIX CPeACTB, He Mo3gHee Yem yepes NATb
paboumx AHEN CO AHA NOAYYEHUA YNOJHOMOYEHHbIM deaepasbHbiM OPraHOM UCMOAHUTENbHON BAACTH
COOTBETCTBYIOLWEN MHOOPMALUMN.
(8 pea. PepepanbHblx 3aKoHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-d3, o1 30.01.2024 N 1-d3)

2. CpoKM M nopagoK pasMelleHMA YKasaHHOW B 4yacTM 1 HacToswein cTtatbl mMHOpMauuUn
YCTaHaBAMBAlOTCA YNONHOMOYEHHbIM deaepanbHbiM OPraHoOM UCMOAHUTENLHOM BAacTU. MHpopmauun,
YKasaHHas B yacTu 1 HacToAwel cTaTbW, ABAAETCA OTKPLITOW M 06LLef0CTYNHOM U NpeaocTaBAseTcs
3aMHTEepPeCcOBaHHbIM IMLLAM B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoin Peaepaumm.

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

Fnasa 7. KNIMHUYECKUE UCCNNIEOAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AN1Aa MEAULUMHCKOIo NPUMEHEHUA, AOIrOBOP
OB UX NMPOBEAEHNA, MPABA NALMUEHTOB, YYACTBYIOLLUX
B 9TUX UCCNEAOBAHUAX

Cratba 38. KauMHuueckue uccnepoBaHuA NNeKapCTBEHHbIX nNpenapatoB AaAAa MeaguuunHCKOro
npumeHeHunA

1. KnnHnyeckmne nccnefoBaHUA IEKAPCTBEHHbIX NpenapaTtoB 4NA MeAULMHCKOro NpuMeHeHus, B
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TOM 4ucC/ie MeXayHapoaHble MHOTOLEHTPOBbIE, MHOTOLLEHTPOBbIE, MOCTPErNCTPALMOHHbIE, NPOBOAATCA
B O/HOM MAN HECKONbKUX MEAMLMHCKMX OPraHN3aLUMaX B CAeAYIOWNX Lensx:
(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 30.01.2024 N 1-®3)

1) ycTraHoBNeHMe 6e30NacHOCTU IeKapCTBEHHbIX NPenapaToB A/1A 340P0BbIX 406P0BOAbLEB U (M1K)
NepeHoCMMOCTM WX  340POBbIMM  A0OPOBOMBLAMM, 33 WUCKAOYEHMEM TaKUX  UCC/Ief0BaHUM
JIeKapCTBEHHbIX NPenapaToB, NPOMU3BeAEHHbIX 3a Npeaenamu Poccuiickont deaepaumu;

2) noabop onTMMasibHbIX A403MPOBOK IEKAaPCTBEHHOrO Npenapara v Kypca fedeHuns 41a naumeHTos
C onpefeneHHbim 3a6onesaHMem, ONTUMasIbHbIX A03 MU CXeM BaKLUMHALUMKM MMMYHOBMOMOrMYECKUMM
NeKapCTBEHHbIMU NpenapaTamm 340p0BbiX 406POBObLEB;

3) ycTaHOB/IeHMe 6e30MacHOCTM IeKapPCTBEHHOrO NpenapaTta U ero 3¢pheKTUBHOCTM 415 NaLUEHTOB
C onpeaeneHHbiM 3aboneBaHunem, NPoPUNAKTUYECKON IPPEKTUBHOCTU MMMYHOBNONIOrUYECKUX
JleKapCTBEHHbIX NpenapaToB ANA 340POBbIX f06POBONbLEB;

4) U3yyeHue BO3MOXKHOCTU pacLUMpPEHUNs NOKasaHWU 414 MeAULMHCKOTo NPUMEHEHUA U BbiABAEHUA
paHee HeM3BECTHbIX MOBOYHbIX LEeNCTBUIM 3aPerMcTPUPOBAHHbIX JIEKAPCTBEHHbIX MPEnapaTos.

1.1. KnuHnyeckune mccnenoBaHMA NEKAapPCTBEHHbIX NPENAPaToOB 417 MeAULMHCKOrO NPUMEHEHUS
NPOBOAATCA B COOTBETCTBMM C MNPaBMAAMM HaAfeXKaWen KANHMYECKON MPAKTUKK, YTBEPHKAEHHbLIMM
EBpasuniicKo SKOHOMUYECKOW KOMMUCCHEN.

(yactb 1.1 BBeageHa ®egepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

2. B OTHOWeEHUM BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB ANs MeAULUHCKOro
NPUMeHEeHNA  NPOBOAATCA  UCCNeAOoBaHUA  BUOSKBUBANEHTHOCTM UM (MAKM)  TepaneBTUYECKOM
3KBUBAJIEHTHOCTM B NOPAAKE, YCTaHOBAEHHOM aKTaMu, COCTaBAAOLWMMM Npaso Coto3a.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. OpraHM3au,mo nposeaeHnA KANMHUYECKUX MCCﬂe,ﬂ,OBaHMVI NEeKapCTBEHHOro npenaparta A4nA
MegNUNHCKOro NnpuMmeHeHA Bnpase OCyLweCcTBNATb:

1) pa3paboTumnK NeKapcTBEHHOTO NpenapaTa Uan ynoJHOMOYEHHOE UM JINLLO;

2) obpasoBaTefibHble OpraHM3auMu Bbicllero o06pa3oBaHMA, OpraHWsauuM A0MOAHUTENbHOro
npodeccnoHanbHoro o6pasoBaHus;
(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Hble opraHMn3aLmm.
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. KnnHnyeckue muccnenoBaHWA JIeKapCTBEHHOrO npenapaTta AfA MeAMUMHCKOrO NpUMEeHeHUA
NPOBOAATCA HA OCHOBaHWUW pa3peLleHnA Ha NpoBeAeHME KIMHNYECKOTo UCCe40BaHUA IEKAPCTBEHHOTO
npenaparta, BblLAHHOIO YMNOAHOMOYEHHbIM deaepasbHbIM OpPraHOM MWCNOAHUTENIbHON  B/ACTMU.
YnonHomoueHHbIM denepasbHbI OpraH UCNOJIHUTENIbHOM BAACTU BEAET PEECTP BblAaHHbIX pa3peLleHni
Ha NpoBeAEeHUE KNIMHUYECKMX UCCIeL0BaHWUI IEKAapCTBEHHOIO NpenapaTa, COAEPKALLMM YKa3zaHWe Ha nx
uesb UAN Lenu, B yCTAaHOBIEHHOM 3TMM OpraHOM NopsaaKe.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 13.07.2015 N 241-d3)

5. ¥Y1TpaTtun cuny ¢ 1 uiona 2015 roaa. - PegepanbHbi 3aKoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumm nposBeAeHUA KAMHUYECKMX UCCAeAOBaHWI NeKapCTBEHHOro npenapata gas
MeAMLMHCKOro MpUMeHeHMs pas3paboTyMKoM /IeKapCTBEHHOro npenapata MOryT NpuB/AeKaTbeA
lopuandeckme anua  Noboi  opraHM3auMoHHO-NPaBoBoM Gopmbl NpWM  ycioBMM obecnevyeHun
COOTBETCTBMA 3TUX UcCegoBaHMIi TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.
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7. Ytpatun cuny. - PegepanbHolin 3akoH oT 30.01.2024 N 1-3.

8. [lepeyeHb MEAMUMHCKMX OpraHu3auuii, nNpPoBOAAWMX K/AMHMYECKME WucceaoBaHUA
JIEKAapPCTBEHHbIX NpenapaToB A8 MeANLMHCKOro NMPUMEHEHUs, U PeecTp BblAaHHbIX pa3pelleHnii Ha
nposeaeHne KAMHUYECKUX MCCﬂe,LI,OBaHMVI NNeKapCTBEHHbLIX MNpenapaTtos OI'Iy6I'IVIKOBbIBaIOTCﬂ n
pasmeLLatoTca YNoJHOMOYEHHbIM pesepanbHbIM OPraHOM MCNOJHUTENIbHON BNACTU B YCTAHOBIEHHOM
MM nopsaake Ha ceoem opumuUMaibHOM caiTe B ceTn "UHTepHeT".

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
MonoskeHns c1. 39 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacawolmeca NpPeaoCTaBAEHMA rOC. YCAyr
nocpeAcTBOM eAUHOM CUCTEMbI U (MK) eauHOro nopTana, npumeHaroTca ¢ 01.01.2025.

Cratba 39. PewweHue 0 npoBeaeHUN KANHUYECKOro UCCNeA0BaHUA IeKapCTBEHHOro npenapara
ANA MeAULUHCKOTro NpuMmeHeHuna

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

1. KnnHnyeckoe wmccnegosaHue NEKapCTBEHHOrNo npenaparta Ana meguunHCKoro npummeHeHuA
nposoaunTCcA Ha OCHOBaHWKM pa3pelweHnAa Ha nposeaeHne K1IMHNYeCKOoro nccnegoBaHmaA 1€KapCcrBeHHOro
npenaparta, Bbl4aAHHONO YMNO/IHOMOYEHHbIM cbe,u,epaanblM OopraHom WCNONHUTENbHOW BAACTU NO
pe3ysibTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XOAI/IMbIX Aana nonydeHuna paspeweHna Ha nposegeHune
KIMHNYECKOIro nccnenoBaHMA NeKapCTBEHHOIO npenapata u 3TUYECKOM 9KCNepTuns3bl.

2. s nonyyeHus paspelleHMA Ha NpoBefeHMe KAMHUYECKOro UCCNeAoBaHMA NeKapCTBEHHOro
npenaparta ANs MeAULUMHCKOro NPUMEHEHUA 3aaBMUTeIb HanpaBaaeT NocpeacTBOM eAMHOro nopTana B
YNO/IHOMOYEHHbIN  deaepanbHbli  OpraH  WUCMONHWUTENbHOW  BAACTM  WAM  JIMYHbIM  KabuHet
yrnonHomodeHHoro pesiepasnbHOro opraHa UCNOAHUTENbHOM BAacTU B e4MHON cUcTeme:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHue O Bblgaye paspewleHna Ha nposBedeHUe KAMHUYECKOro UccnenoBaHusA
NleKapCTBEeHHOro npenapata Ans  MeAMUMHCKOro  MpuUMeHeHuAa, NoAnucaHHoe  YCUAEHHOW
KBaANPpUUUPOBAHHOW 3NEKTPOHHOW NOAMMUCHIO;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) yTpatun cuny. - deaepanbHbiii 3akoH ot 30.01.2024 N 1-93;

3) NPOTOKO/1 K/IMHUYECKOTro uUccnenoBaHMA NEKAPCTBEHHOro npenapata Agna megunumHCKOro
NPUMEHEHUA,

4) 6polwtopy UccneaoBaTensa (419 3aperncTpMpPoOBaHHONO IeKapcTBEHHOro nNpenapaTta A4onycTMMo
3aMeHUTb 0J06peHHOl O06LWel XapaKTePUCTMKOM NEeKapCTBEHHOrO npenapaTta, €ciM  TaKoW
NeKapCTBEHHbIW NpenapaT 3aperMcTpMpoBaH B COOTBETCTBMM C aKTaMM, COCTaBAAOLWMMM Npaso Coto3a, u
€ro NpMMeHeHMe B KNIMHNUYECKOM UCCIeA0BaHMM HEe NPOTUBOPEUYMT 0406 peHHOM 06LLEN XapaKTepPUCTMKe
NeKapCTBEHHOro NpenapaTta A1a MeANLMHCKOro NPUMEHEHUA);

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MHGOPMALMOHHbIN INCTOK NALMEHTA;

6) csegeHuA 06 onbiTe pa60TbI MCCﬂep,OBaTGHEﬁ NO COOTBETCTBYHOWMM CneunanbHOCTAM U UX
onbiTe paGOTbI no nposeaeHNO KAMHNYECKNUX MCCﬂeAOBaHMﬁ,‘

7) - 8) yTpatnnum cuny. - deaepanbHblii 3aKkoH oT 30.01.2024 N 1-03;

9) KOnuto Aorosopa obA3aTeNbHOro CTpaxoBaHWA, 3aKNKOYEHHOINo B COOTBETCTBUU C TUMOBbLIMU
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npasniaamm obs3arenbHOro CTpaxXoBaHWMA, C YKa3aHuUeMm I'IpE,EI,GI'IbHOVI YNCNEHHOCTN NaUUnNeHTOos,
ydyacTByrOWKnUX B KJAWMHUYECKOM WUccnenoBaHUMM NeKapCTBEHHOrNo npenapata Ana meguunHcKoro
npumMmeHeHuaA,

10) nHpopMaLMIO O COCTaBe JIeKapCTBEHHOro npenaparta Aaa MeAULMHCKOro npumeHeHus (3a
UCKAOYEHNEM BNOIOTMYECKUX NEeKAapPCTBEHHbIX NPenapaTos);
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11) AOKYMEHT, COCTaB/IEHHbIV NPOM3BOAMUTENIEM JIEKAPCTBEHHOIO NPenapaTta A1a MeAULMHCKOro
NPUMEHEHUNA U COAEP)KaLLUMIA MOKas3aTeNn (XapaKTepPUCTUKKU), a TaKKe CBEAEHWUA O JIEKAapCTBEHHOM
npenaparte Anaa MeguunHCKoro npumeHeHuna, npounssegeHHOM AnAa nposeageHnA KANMHUYECKUX
nccaen0BaHuii (3a MCKNOYEHEM BUOIOTMYECKMX IEKAPCTBEHHbIX MPENapaTos);

(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

11.1) [OKYMeHTbl M cBeAeHWA, NPeayCcMOTPEHHble NpaBUAaMK MPOBEAEHUA UCCNeLOoBaHUMN
6MONOrMYECKMX NEKAPCTBEHHbIX CPeacTB EBPA3sMMCKOro 3KOHOMMYECKOrO COH3a, YTBEPHKAEHHbLIMM
EBpasmiicKoi IKOHOMMYECKOM KOMUCCHE;

(n. 11.1 BBeaeH depepanbHbiM 3akoHoM OT 30.01.2024 N 1-93)

12) cBepeHuMA o AaTe NpeaocTaBAEHUA U PETMCTPALMOHHOM HOMepe IMLLEH3UN Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeACTB B C/ly4ae, ec/iM NPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLecTBAseTcA B
Poccuiickon ®Pepepaunn, WA  LOKYMEHT, COAEPMKALLMN CBEAEHMA O p[ate npefocTaBAeHUs U
PErnmcTpaLuMoHHOM HOMEpPE 3aK/IHYEHUA O COOTBETCTBUM NPOU3BOAUTENSA NEKAPCTBEHHOro npenapaTa
TpeboBaHMAM npasun Hagnexallen NpPon3BOACTBEHHOM NPaKTUKK, npegocTaBAeHHOro
YNOJIHOMOYEHHbIM OPraHOM CTPaHbl NPON3BOANTENS IEKAaPCTBEHHOrO Npenapara.

(B pea. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-d3, o1 30.01.2024 N 1-d3)

2.1. CsepgeHua, noatsepxkaatowme ¢GaKT ynaatbl rocyfapCTBEHHOW MOW/AMHbLI 3a NpPOBeAeHMue
STUYECKOM 3KCMEePTM3bl, 3SKCNepTU3bl AOKYMEHTOB HA JIEKAapPCTBEHHbIW npenapaT AAA NOAy4YeHus
paspelleHMa Ha nNpoBeAeHWE KAMHWYECKOro WCCefOoBaHUA NeKapCTBEHHOro npenapata  Aanaa
MeOMVLMHCKOrO NPUMEHEHMA, 3a Bblgauy pa3pelleHua Ha MpoBefeHue KAMHUYECKOro MUCCaefoBaHuA
JIeKapCcTBEHHOrO npenapaTa 414 MeAUUNHCKOro NPUMEHEHMA, 33 NPOBeAeHNe SKCNePTU3bl JOKYMEHTOB
Ha JIeKapCTBEHHbIA Npenapat A1a MOAYYEeHUs paspelleHMs Ha NPOoBEAEHME MEeXAYHapoAHOro
MHOTOLLEHTPOBOrO K/JMHMYECKOrO WCCNeAoBaHUA JIEKAPCTBEHHOrO Mnpenapata Ana MeAMUMHCKOro
NPUMEHEHWA, 3a Bbl4aYyy paspeweHna Ha nNpoBefAeHWe MEXAYHApPOAHOro0 MHOrOLEHTPOBOro
KNMHWYECKOro WCCNef0oBaHUA NeKapCTBEHHOro npenapata Ana MeAMUMHCKOro NpUMeHeHMs, 3a
npoBeAeHNe 3TUYECKON 3KCMEPTM3bl, SKCNEPTU3bl LOKYMEHTOB Ha JIeKAPCTBEHHbIM npenapat Ans
nosly4eHMA paspelleHna Ha npoBedeHue MNOCTPErnMcTPaLMoOHHOIO KAMHUYECKOro WccnenoBaHuA
JIeKapCTBEHHOrO NpenapaTta 414 MeAULMHCKOrO NPUMEHEHMA, 33 Bbl4avy pa3pelleHma Ha nNpoBeaeHue
NOCTPErncTpaLMoOHHOIO KAMHMYECKOTO UCCNe0BaHUA NEKAaPCTBEHHOMO npenapaTta An1a MeAUUUHCKOro
NPUMEHEHMNA, a TaKXKe CBeAeHMA O BblAaBaemblx (NpesocTaBAseMblX) YNOJHOMOYEHHbIMM
denepanbHbIMU OpraHaMm UCMONHUTENBHOW BNACTU AOKYMEHTAX (CBeAEHMAX), yKasaHHbIX B MyHKTe 12
YyacTM 2 HacToAWEWN CTaTbW, YNOAHOMOYEHHbIN denepanbHblii OpraH WCMONHUTENIBHOM BAacTu
3anpalimBaeT B NOpALKe MeKBeLOMCTBEHHOIO 3/IEKTPOHHOFO B3aMMOAENCTBUA.

(4acTb 2.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3. B cpOK, He npeBbllalOWMiA Tpex paboumx AHeW co AHA HANpas/JeHMA B JIMYHBLIN KabuHeT
yrnonHomodeHHoro defepanbHOro opraHa UCNOAHUTENBHOW BNACTU B €4AMHOW CUCTEME YKA3aHHOMo B
nyHKTe 1 YacTM 2 HacToAWEeN CTaTbW 3asABAEHUSA UM HEODXOAMMbBIX AOKYMEHTOB, YMNOJHOMOYEHHbIN
denepanbHblii OpraH UCNONHUTENIbHOM BAACTU:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) npoBoAUT NPOBEPKY NOJIHOTblI U AOCTOBEPHOCTU CBe,D,eHMVI, cogepXxalmxca B npeancrtaBieHHbIX
3aABUTENEM OOKYMEHTAX;
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2) NPUHUMAET peLleHre O NPOBELEHMM IKCNEPTU3bI OKYMEHTOB A/1A NONYYEHUS paspeLlleHns Ha
nposeseHMe KNIMHNUYECKOrO NCCNe0BaHNA NEKAPCTBEHHOIO NpenapaTa A1 MeaULMHCKOTo NPUMeEHeHNA
M 3TUYECKOW 3KCMepTU3bl UAK 06 OTKase B NPOBEAEHUN YKA3aHHbIX IKCNEPTUs;

3) HanpaBsAaseT 3aABUTEN0 NOCPEACTBOM €IMHOro nopTana UauM B NYHbIA KabUHET 3aaBuTeNs B
eZINHOWN cUCTeMe NoANMCaHHOE YCUNEHHOW KBaIMGULMPOBAHHOM SN1EKTPOHHOM NOAMNUCHIO YBEAOMJIEHNE
O MPUHATOM peleHnn nubo B Cciydae NpUHATHNA pelleHnA 06 OTKa3e TaK»e C YKa3aHnem npmuyvnH Takoro
OTKa3a;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4) HanpaBAAET B IMYHbIA KABUHET SKCNEPTHOIO YUPENKAEHUS B €AUHOM CUCTEME U INYHbIA KabUHET
coBeTa Mo 3TUKe 33a4aHUA Ha NPOBeAeHWEe COOTBETCTBYHOLMX SKCMEPTU3, NOLANUCAHHbIE YCUAEHHbBIMU
KBanMUUMPOBAHHbIMM 3NEKTPOHHBIMW NOANUCAMM.

(n. 4 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-$3)

4. B cny4yae BbIABNEHUA HEMOJIHOTbI U (MAK) HEAO0CTOBEPHOCTM MHPOPMALMK, COAEpIKalLenca B
npeAcTaB/eHHbIX 3aaBUTENEM AO0KYMEHTaX, YNOAHOMOYEHHbIA desepanbHblit opraH UCNOHUTEIbHOM
B/1ACTW HanpaB/AeT B IMYHbIN KabUHET 3aABUTENA B e4MHON cUCTEME 3anpoc 06 YTOYHEHMM YKa3aHHOM
nHdopmaumm, NOANUCAHHbIA YCUNEHHOW KBaANPULMPOBAHHON 3N1EKTPOHHOW MNognucbio. 3asaBuUTE/b
06A3aH HanpaBUTb B JIMYHbIN KAaBWHET ynonHOMo4YeHHoro dezepasbHOro OpraHa MCMNOHUTE/IbHOM
B/IACTU B €AMHOW cucTemMe NOAMWMCAHHbIMA YCUIEHHOW KBAaNNPULMPOBAHHOM 3NEKTPOHHOM NOANWUCHIO
OTBET Ha 3anpoc YnoJHOMOYeHHoro ¢enepasbHOro opraHa WMCNOJHUTENbHON BNACTU B CPOK, He
NpeBbILALLNA AeBAHOCTA paboumx gHen co gHA NoAyYeHUs YNOoNHOMOYEHHbIM desepasibHbIM OpraHoM
WUCNOSIHUTENIbHOM BAACTU 3/IEKTPOHHOIO YBEAOMJIEHMA O MNOAy4YeHUW 3asBuTenem 3anpoca. Cpok,
YKa3aHHbIN B YacTW 3 HaACTOALLEMN CTaTbUW, NPUOCTAHAB/IMBAETCS CO AHS HanpaBAeHUA B INYHbIN KabuHeT
3anABUTeNA B e4MHOW cucTeme 3anpoca YNnoJHOMOYEHHOro ¢enepasibHoOro opraHa MCNOAHUTENIbHOM
B/IACTM [0 [AHA HanpasBneHMA B JIMYHbIN KabWHET ynoAHOMOYeHHoro deaepanbHOro opraHa
WCNOSIHUTENIbHOM BNACTU B €ANMHOM CUCTEME OTBETA Ha 3aMpocC U He YYNTbIBAETCA NPU UCYUCIEHUN CPOKA
NPUHATMA YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONHUTEIbHOM BNACTU PELLEHNA O NPOBEAEHUN
3KCNepTm3bl AOKYMEHTOB AN1A NOAYYEHUA paspelleHns Ha NpoBedeHne KAMHWUYECKOro Mcc/enoBaHus
JIeKapCTBEHHOrO nNpenaparta 418 MeAnUNHCKOro NpUMeHeHus.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5. OcHOBaHWEM A1l OTKa3a B NPOBEAEHMM IKCNEPTU3bl AOKYMEHTOB A1 NOJYYEHUN paspeLleHmns
Ha npoBeAeHWe K/AMHMYECKOrO WCCAeA0BaHUA JIeKapCTBEHHOro mnpenapata Ana MeaMUMHCKOro
NPUMEHEHNA UM 3TUYECKOM 3SKCNepTU3bl ABAAETCA NPeACTaB/leHUe AOKYMEHTOB, MNpPesyCcMOTPEHHbIX
YacTblo 2 HacToAWEN CTaTbk, B HENOMHOM 0bbeme, HenpeacTaB/NeHMe 3aaBUTE/IeM B YCTAaHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4acTM 4 HacToALWEN CTaTbM 3aNPOC YNOJHOMOYEHHOTO peaepanbHOro opraHa
WCMNONHUTENLHOM BNACTM NMBO OTCYTCTBME B NPeACTaBNeHHbIX 4OKYMEHTAX MCYEPbIBalOLLErO NepeyHs
Heobxoanmon MHbopMauMM UAM MHPOPMALMKM, KOTOPas A0/KHA OblTb OTpa)KeHa B HUX, a TaKKe
OTCYTCTBME CBEAEHWI, KOTOpble B Aa/ibHENIIEeM NOATBEPKAAIOTCA NOCPEACTBOM MEKBELOMCTBEHHOMO
3/1EKTPOHHOr0 B3aMMOAENCTBUA, O GaKTe ynaaTbl rocyAapCTBEHHOM NOLW/IMHbI 33 NPOBEAEHME 3TUYECKON
3KCMepTU3bl, IKCNepPTU3bl JOKYMEHTOB Ha NIEKAPCTBEHHbIM NpenapaTt AN NoAy4YeHUs paspelleHus Ha
npoBeAeHNe KAMHWYECKOTO MUCCNeA0BaHMA  /IEKApCTBEHHOrO npenapata  Ana  MeAMUMHCKOro
NpUMeHeHWA, 3a Bblgauy paspeleHns Ha NPoBeAeHNE KANMHUYECKOrO UCCNeA0BaHUA NeKapCTBEHHOMO
npenapata Ans MEeAMUMHCKOTO NPUMEHEHMA, 3a MpPOBEeAEHME IKCMepTU3bl [AOKYMEHTOB Ha
NEeKapCTBEHHbIM MpenapaT Ana MNOJAyYeHUA paspelleHMa Ha NPOBeAeHWE MEeXAyHapoAHOro
MHOFOLEHTPOBOrO K/AMHWYECKOro WCCAef0BaHWUA /IEKAapCTBEHHOrO Mpenapata Ana MegvuUMHCKOro
NPUMEHEHWA, 3a Bblgayy paspelweHna Ha npoBeAeHME MEeXAYHapOoAHOro MHOTOLEHTPOBOrO
KAMHWYECKOrO WCCNefoBaHMA JIeKApCTBEHHOro npenapaTta ANs MEeAUMUMHCKOTO MPUMEHeHMA, 3a
npoBeAeHNe 3TUYECKON 3KCMepTM3bl, IKCMEPTM3bl AOKYMEHTOB Ha JIeKApPCTBEHHbIM npenapaTt AnA
NoNyYeHUa paspelleHMa Ha npoBeAeHWe MOCTPErmcTPaLMOHHOMO KAMHUYECKOTO MccienoBaHMA
NeKapCTBEHHOro npenaparta 414 MeAUUMHCKOro NPMMEHEHWA, 3a Bblaady paspelleHna Ha NnposeaeHune
NOCTPErUCTPALLMOHHOIO KAMHUYECKOrO MCCNeA0BaHUA IeKapCTBEHHOro npenapaTa 414 MeAnUMHCKOro
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NnpUMeHeHus.
(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. [MpoBegeHMe 3KCNEepTU3bl AOKYMEHTOB A/A MOJYyYEeHUA paspelleHns Ha nposeaeHue
K/IMHMYECKOro UCCe0BaHUA 1eKapCTBEHHOro npenapaTta A41s MeauLMHCKOro NPUMEHEHUA U 3TUYECKOM
3KCNepTm3bl, COCTaBJEHNE KOMUCCHEN SKCNEPTOB U COBETOM MO 3TMKE 3aKJAHYEHMNI O BOSMOMXKHOCTU UK
HEBO3MOXHOCTU MNPOBEAEHMA TAKOTO K/JAMHMYECKOTOo MCCNeaoBaHMA, NOANWCAHME  3aKIYEeHUN
YCUNEHHbIMU KBaAUPULMPOBAHHBIMU SNEKTPOHHbIMM MOAMUCAMM U HaMNpPaBieHME AaHHbIX 3aKAHYEHUN
B JINYHbIA KabWHET ynosiIHOMOYeHHOro deaepasibHOroO opraHa MCMAOJIHUTENbHOW BAacTU B €A4UHOM
CUCTEME OCYLLLECTB/IAKOTCA B CPOK, HE MPEBbIWAOWMIA ABaALATU NATU Paboymx gHelN co AHSA HanpaBaeHUs
B JINYHbIA KaAOMHET 3KCNEepTHOro y4ypekaeHus B eAuMHOM cucTteme 3afaHus YNOJAHOMOYEHHOro
denepanbHOro opraHa UCNOJIHUTENbHOM BAACTM C NPUIOKEHNEM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3,
4,10,11 1 11.1 4acTn 2 HACTOALLEN CTaTbW, M HANPaBAEHMUA B IMYHbI KABUHET coBeTa MO 3TUKe B e ANHOM
cucTeme 3a4aHus YNOAHOMOYEHHOro deaepanbHOro opraHa UCNONHUTENbHON BAACTU C NPUIOKEHUEM
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 M 9 4acTu 2 HacToALLEN CTaTbM.

(4actb 6 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

7. B cpoK, He npeBblWaoWmii Tpex pabounx gHel co AHA HanpasleHWUA B JIMYHBLIA KabuHeT
YyNOAHOMOYEHHOro denepasbHOro opraHa UCMOAHWUTENIbHOW BNACTU B €A4MHON CUCTEME 3aK/OYEeHUN,
YKa3aHHbIX B 4acTW 6 HaCTOALLEN cTaTbW, YNOJHOMOYEHHbIN deaepasnbHblid OpraH WUCNOAHUTENbHOMN
BNaCTU:

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

1) OoCywecTBnAeT OUEHKY NOCTYNMUBLUNX 3aK/0YEHMUM anaonpeaeneHna nx COoTBETCTBUA 3a4aHNAM
Ha nposeaeHne COOTBETCTBYHOLWNX SKCNEPTUS;

2) NpUHUMaeT pelleHWe O Bblgaye paspelleHUs Ha NpoBedeHUe KAMHUYECKOro McciedoBaHusA
NleKapCTBEHHOro npenapara Ans MeAUUUHCKOro NPUMEHEHNA, BHOCUT B PeecTp BblAaHHbIX paspelleHuii
Ha nNpoBeAeHMe KAUHMYECKMX WUCCNeA0BaHMIA /IeKapCTBEHHOro Mnpenapata COOTBETCTBYIOLLYIO
MHbOpPMaLMIO U HanpaBaAeT MocpeacTBOM eAMHOro nopTana 3asBUTENO WAM B NIMYHBLIA KabuHeT
3aABUTENA B eAUHOWN CUCTEME BbIMMCKY M3 peecTpa BblAaHHbIX pa3pelleHuit Ha NnpoBeaeHne KAMHUYECKUX
MUccneaoBaHWM  NeKapCcTBEHHOro npenapaTta, MNOAMNUCAHHYID  YCUAEHHOW  KBaAMOUUMPOBaAHHOWM
3N1EeKTPOHHOW NOAMMUCHIO;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) npuHUMaeT pelleHWe 06 OTKase B Bblgaye paspeleHMs Ha MpPoBeAEeHME KAMHWYECKOro
nccaen0BaHNA 1IeKapcTBEHHOTO NpenapaTa 41 MeANLMHCKOTo MPUMeHeHMA U HanpaBAseT NOCPeACTBOM
eAMHOro NopTana 3asaBUTENO UKW B INYHbINA KabWUHET 3aABUTENS B eQUHOM cUCTemMe JaHHOe PeLleHue,
NnoAnMcaHHOE YCUNEHHOM KBaandULMPOBAHHOM INEKTPOHHOM NOANUCHIO, C YKazaHWEM NPUYMH OTKa3a.
(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

8. OcHoBaHMeM A/1a OTKasa B Bblgaye pa3peweHnAa Ha nposegeHne KIMHNYeCKOro nccneaosaHuA
NeKapCTBEHHOro npenaparta Ana meanumHCKOro npumeHeHmnAa ABNAeTCA Haim4yme 3akK1i04eHNA KOMUCCUU
JKCNepToB WAN 3aKIHYEHUA COBE€Ta MO 3TUKE O HEBO3MOXHOCTM npoBeaeHnA KAUMHUYECKOro
nccnegoBaHMA  NEKapCTBEHHOro npenapata Anad MeauumuHCKOro npumeHeHuA no  pe3ysbTtatam
nposeaeHHbIX 3KCNepTn3, NnpegyCcMoTpeHHbIX YaCTbiO 6 HaCTOFlUJ,El\;I CTaTbM.

9. PeweHne 06 oTKase B NPOBEAEHUM IKCMEPTU3bl AOKYMEHTOB A4 NOJAYYEeHUA paspeLleHns Ha
nposeAeHne KNMHMYECKOro UCCAeA0BaHNA IeKapCTBEHHOro npenapara 414 MeguLUMHCKOro NpUMeHeHns
M 3TMYECKOM 3KCNEepTU3bl M B BblAaye paspelleHua Ha NposeAeHMe KAUHMYECKOro uccaeaoBaHuA
NleKapCTBEHHOro npenaparta Aaa MeAULMHCKOro MpMMeHeHMA MOXKeT bbiTb 06XanosaHo B nopagdxe,
yCTaHOBNEHHOM 3aKoHOAaTeIbcTBOM Poccuiickoin depepaumu.

KoHcynbTaHTIAOC: NpumeyaHue.
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MonoxeHus ct. 39.1 (B peqg. P3 ot 30.01.2024 N 1-d3), Kacatowmecs NpenoCTaBAeHUA TOC. YCayr
nocpeacTBOM eanHON cucteMbl, npumeHstotca ¢ 01.01.2025.

Cratba 39.1. 3TMUecKana aKcnepTusa
(BegeHa dPepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

1. 3TnyecKana sakcnepTU3a NPOBOAUTCA COBETOM MO 3TUKE, CO3A4aHHbIM B NOPAAKE, YCTaHOBAEHHOM
YNO/THOMOYEHHbIM cbep,epaanblN\ OopraHom NCNONHUTENbHOWM B/1aCTH, B LLeNAX BblAa4n 3aKIOYEHUA 06
3TUYecKo 060CHOBAHHOCTU BO3MOXKHOCTH nposeaeHUA KAIMHNYECKOro nccnenoBaHnAa nekapCcreBeHHoro
npenaparta 4a1a meanumHCKOro npumeHeHuaA.

2. dKcnepTamu COBETA MO 3TUKE MOTYT ObITb NPeacTaBUTENN MEeLUUMHCKMX OPraHU3aL M, HayYHbIX
opraHusaumit, obpasoBaTesibHbIX OpPraHW3aLMin Bbiclero o6pa3oBaHMA, a TaKXKe npeacTaBuTenu
06LLECTBEHHbIX OPraHN3aLUuni, PesIrMo3HbIX OPraHn3aLmii U cpeacTs maccoBoit MHdopmaunn. JaHHble
9KCMepTbl HE [AO/MKHbl HAaXOAMUTbCA B KAaKOW-IMOO 3aBUCMMOCTM OT Pa3paboTUMKOB JIEKAPCTBEHHbIX
npenapaToB U APYruX UL, 3aMHTEPECOBAHHbIX B Pe3y/ibTaTax 3TUYECKOMN IKCNepTuUsbl.

3. Onnata ycayr 3KCNepToB COBETa MO 3TUKE OCYLWECTBASETCA Ha OCHOBaHMM [0roBOpa,
3aK/IlOYEHHOTO MeXA4Y YNONHOMOYEHHbIM defepasbHbiM OPraHOM UCMONHUTENbHON BAACTU, KOTOPbIM
CO3JaH COBET MO 3TWKEe, M IKCMEepPTOM COBEeTa MO 3TUKe, 33 cyeT OHAMKETHbIX aCCUrHOBAHUM,
NnpeaycMOTPEHHbIX YNOJHOMOYEHHOMY ¢deaepasbHOMYy OpraHy MCMOAHUTENbHOM BAACTW, KOTOPbIM
CO34aH COBET MO 3TKe, B deaepanbHOM blogyKeTe Ha COOTBETCTBYIOWMIA rof Ha obecneyeHue ero
AeATeNbHOCTH, B pa3mepax, yCTaHOB/IeHHbIX Mpasutensctsom Poccuiickoit deaepaumm.

4. DKcnepTbl coBeTa MO 3TMKe HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon deaepauymn.

4.1. MNpu nNpoBeAeHUU STUYECKOM IKCMEePTM3bl He [AOMycKaeTca WUcTpeboBaHWe 3KCNepTom y
3aaBuTeNsA AMBO MHbIX ANL, MaTepnanos, HEOBXOAMMbIX ANA MPOBEAEHMA 3TUYECKOM 3KcnepTusbl. B
Cny4ae HeAoCTaTOMHOCTM MpPeACTaBAEHHbIX IKCMEPTY MaTepuasioB B JIMYHbIA KabWHeT 3asaBuTens B
eAMHOM cucTeme YynosHOMOYEHHbBIM IMLLOM COBETA NO 3TMKE HAMPABAAETCA 3anNpoc O NPeACTaBAeHUM
HeobX0AMMbIX MaTepPManos, NOANNCAHHbIN pyKoBogMTeneM (YNONHOMOYEHHbBIM IMLLOM) COBETA MO 3TUKE
C WMCNO/Ib30BaHMEM YCUNEHHON KBANUOULMPOBAHHON 3NEKTPOHHOM MOAMUCK, A TaKKe HanpasaseTca
yBegoMNeHWe 06 yKasaHHOM 3anpoce B JIMYHbIA KabUHET ynoaHOMOYeHHOro denepanbHOro opraHa
WCNONIHUTENbHOWM BNACTU B €AUHON CUCTEME.

(4acTb 4.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4.2. 3assutenp 06s3aH HanpaBuTb B JIMYHbIN KabMHET coBeTa MO 3TUKe B €4MHOM cucTeme
NOAMWUCAHHbIN  YCUNEHHON KBAaAMPUUMPOBAHHOM 3/1EKTPOHHOW MOAMNUCBI0 OTBET Ha 3anpoc o
npeAcTaBfeHNN HeOBXOAMMbIX MATEPUANOB COBETY MO 3TUKE B CPOK, He MPEBbIAOWMIA AeBAHOCTA
pabounx pHen co AHA NOSYYEeHWUA COBETOM MO 3TUKE 3/1IEKTPOHHOIO YBEAOMIEHWUA O MONYYEHUU
3aABUTENIEM YKA3aHHOro 3anpoca. Bpemsa co AHA HanpaBieHMA COBETOM MO 3TUKE B JINYHbIN KabWHeT
3aABUTENs B €4MHOM CUCTeMe 3anpoca O NPeacTaB/leHMM HeobXOAMMbIX MATepUasnioB A0 AHSA
HanpaBs/ieHMA 3aABUTENEM B /INYHbIA KaOUHET COBETA MO 3TUKE B €ANHON CUCTEME OTBETA Ha YKA3aHHbI
3aMpocC He y4UTbIBAETCA MPU UCUUCIEHMM CPOKA NPOBEAEHUA ITUHECKON IKCMEPTU3bI.

(4acTb 4.2 BBeaeHa denepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

5. CoctaB coBeTa Mo 3TUKe, NONOKEHNE 06 3ToM coBeTe, NopAAOK ero AeATe/qIbHOCTH, TPE6OBaHMF|
K KBaﬂM(bMKaLI,MM n onbiTy pa6OTbI no 3KCI'IepTHOVI OuUeHKe Hay4HbIX, MeANLUNHCKUX N I TUYECKUNX aCNEKTOB
KANHUYECKUNX MCC}'Ie,EI,OBaHMﬁ NeKapCTBeHHbIX MNpenapatos 414 MeaUUUHCKOro npumeHeHuA,
npegvAasaiAaemblie K 3KCNepTam COBETa MO 3TUKe, NMopAAOK OpraHuM3auuMn M nposeneHuA 3TUYeCKoM
IKCnepTuns3bl, cbopma 3aK/1l04eHNA COBETaA NO 3TUKE YCTaHaB/IMBAKOTCA YNOJIHOMOYEHHbIM d)ep,epaanblM
OopraHom MCMNONIHUTENbHOW BAacTU. Yucno npep,CTaBMTeneﬁ MegnuUnHCKnX opraHM3au,m7| HEe MOXeT
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npesbiWwaTb NO/TOBUHY OT 06LLI,€FO YMNC/la SKCNEPTOB COBETa MO 3TUKE.

6. MHPopmauma o cocTaBe coBeTa MO 3TUMKEe, MNaHax ero paboTbl M Tekywen AeaTenbHOCTU
pasmewaetca Ha odpuUMANbHOM caliTe YNoJHOMOYEHHOro deaepasibHOro opraHa WCMNOJIHUTE/IbHOM
B/lacTU B ceTu "MHTepHeT" B yCTaHOBNEHHOM MM NOpAAKe.

KoHcynbTaHTlAKOC: NnpumeyaHue.
MonoskeHus c1. 40 (B pea. ®3 ot 30.01.2024 N 1-d3), Kacawolwmeca nNpeaoCcTaBAEeHMA rOC. YCayr
nocpeacTBoOM eanHOM cucteMbl, npumeHstoTca ¢ 01.01.2025.

Cratba 40. [lpoBeaeHWe KAWMHUYECKOro WCCNeAOBaHUA JIeKapCTBEHHOro rnpenapara Ansa
MeaAULUNHCKOro npymeHeHua

1. PyKoBoguTenb MeAMUMHCKOW OpraHu3aumnmn, Kotopas NpoBOAMT KAMHUYECKOE UccieLoBaHue
JIeKapCTBEHHOrO  npenapata A48  MeAMUMHCKOrO NPMMEHEHMA, Ha3HayaeT uccneposaTens,
OTBETCTBEHHOr0 3a MPOBEAEHME TAKOro MCCNef0BaHUA U MMEIOLWEro ne4vyebHylo CneunanbHOCTb,
COOTBETCTBYIOLLYID MPOBOAMMOMY KAMHUYECKOMY WCCNEA0BaHUIO JIEKApCTBEHHOrO npenapaTta, co
CTaxkem paboTbl MO NporpaMmamM KJAMHUYECKUX UCC/IeL0BAaHUIN NeKapCTBEHHbIX NPenapaTtoB He MeHee
Yem TpY rofa 1 No ero NPeaNoKEHUIO Ha3HaYaeT comccneaoBaTe e U3 Ymcna Bpayen sTol MeguLLNMHCKOM
opraHusauum.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. UccneposaTtensb ocywecrendaeTr Bbl60p naunMeHToB, KOTOpblie MO MEOUUNHCKMM MNOKAa3aHUAM
MOoryT 6bITb npueaedYeHbl K y4aCtuio B KIMHNYECKOM UCChenoBaHUW NIEKAPCTBEHHOIO npenaparta 4nAa
MegNUNHCKOIo NnpuMeHeHuUA.

3. WccneposBaTens W couccnefoBatenu  OOKHbI 6bITb  O3HAKOMJIEHbI C pe3ysbTaTamu
AOKNNHNYEeCKOoro wumnccnenosaHnAa  N1€KapCTBEHHOrNo  cpeacrtea, codepxalwmmuca B 6p0Lurope
ncenegoBartena, NPOEKTOM MPOTOKO/1IAa K/IMHUYECKOro nccnengoBaHmMA NeKapCrBeEHHOrNo npenaparta anAa
MegnunHCKOro npnumMmeHeHuAa, paBpa6OTaHHbIM pa3pa60Tl-|m<0N\ NEeKapCTBEHHOIO npenaparta Nan UHbim
opnandyeckmum amMuom, npuBaeKaembiM K OpraHuMsaunMn npoBeneHunAa KAMHUYECKOro uccneanoBaHuA
NEeKapCTBEHHOro npenapara A4 MeaAUUUMHCKOro npumMmeHeHuA, U ApyruMmm matepuaziaMun TaKoro
nccnenoBaHuA.

3.1. PykoBoauTENb MEAULMHCKOW OpPraHM3aLnmn B CPOK, He NPeBbIWAOLLMA Tpex paboumx gHen co
OHA Havyana NpoBeAeHUA KIMHMUYECKOTO UCCNe0BaHNA NeKapCTBEHHOrO npenapaTta Aaa MeguLUMHCKOro
npUMeHeHns, coobuiaetT 06 3ToM B YNOJAHOMOYEHHbIN desepanbHblii OpraH UCNONHUTENBHOW BAACTY,
BblAaBLUNI pa3peLleHme Ha NPoBeaeHMe TAKOro Uccaen0BaHMA, MO YCTaHOBAEHHOM UM dopme.
(4acTb 3.1 BBeAeHa PeaepanbHbim 3aKkoHOM oT 29.11.2010 N 313-93)

4, OpraHusaumMm, OCYLLECTBAAIOWME OPraHM3auMio NpPoBedeHMA KAMHUYECKOro ucciepoBaHua
NeKapCTBEHHOro npenapata Aaa MeOMUMHCKOTO MPUMEHEHMA M yKasaHHble B 4yacTu 3 cTatbu 38
HacToalwero PeaepanbHOro 3akoHa, B C/y4yae HeO6XOAMMOCTM BHECEHMSA WM3MEHEHMIH B MPOTOKON
KAMHWYECKOrO UCCe0BaHMA IeKapcTBEHHOrO NpenapaTta g8 MeAULMHCKOro NpMMeHeHMs coobuwatoT
06 3TOM B YNOAHOMOYEHHbIN deaepanbHblii OpraH UCNONHUTEIbHOW BAACTH, BbiAABLUMIA paspeLlleHne Ha
npoBeAeHMe TaKoro Uccaef0BaHKA, MO YCTaHOBAEHHOW um dopme.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma COO6LI.I,eHVIFI O BHECEHWM M3MEHEHWUN B NPOTOKON K/IMHUYECKOro muccnenoBaHuA
NeKapCTBeHHOro npenaparta Ana MegunumHCKoro npumeHeHuAa AO0J1XKHa CcoAaepXaTb caeayrwouime
cBegeHuA:

1) HanmeHoBaHWe, VI,CI,eHTVId)VIKaLI,VIOHHbIVI HOMEP U AaTa NPOTOKO/1a KIMHNYECKOro nccneanoBsaHua,
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2) nata BHeCeHUA U3MEHEHUI B NPOTOKOJ KIMHUYECKOro UccnenoBaHus;
3) HaMMeHOBaHNE M MECTO HaXOXKAeHUs 3aABUTeNs;

4) HaumeHOBaHWE OpraHu3aLuMuM, NPUBJIEYEHHOM Pa3pPaboTYMKOM JIeKAPCTBEHHOrO Npenaparta K
OpraHM3aumnmn NpoBeaeHns KAMHNYECKOro nccnedoBaHma (Npu Haamuum);

5) HaMMeHOBaHMA M MecTa HaXOXAEHUA MEeAMUMHCKUX OpraHusauuii, B KOTOPbIX MPOBOAMUTCA
KMHUYECKoe uccneoBaHue;

6) OaTa BblaayM paspelleHus Ha NpoBedeHWe KAMHUYECKOrO MCCAeA0BaHMA U HOMepP 3TOro
paspelueHus;

7) U3ameHeHwuA, BHOCMMbIE B MPOTOKOJ KIMHUYECKOro NccefoBaHuA.
(4acTb 4.1 BBeaeHa DeaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-93)

5. B cpoK, He npesblWwatowmii ABaALATU BOCbMU pabounx AHEN co AHA NOAYYEeHUA YKa3aHHOro B
YyacTu 4 HacToALLel CTaTbM COOBLEHUNSA, YNOJHOMOYEHHbIV PpefepanbHblii OpraH MCNOAHUTENbHOM BAACTH
paccmaTtpusaeT 3To coobuieHne B YCTAHOBJAEHHOM MM MOPALKE W MPUHUMAET pelleHne O BHECEHUU
WU3MEHEHWU B NPOTOKON KAMHUYECKOrO MCCNEA0BAHUA NEKAPCTBEHHOIO NpenapaTta ANA MeAULMHCKOro
npumeHeHna wamM o6 OTKase BO BHECEHUMM TaAKUX W3MEHEHWHN, NoAMNUCAaHHOE YCWIEHHOM
KBaMPUUMPOBAHHOW  3/1EKTPOHHON MNOAMMUCBbID, MOCPEACTBOM HamnpaBieHUs COOTBETCTBYHOLLENO
peleHna B /INYHbIA KabWHET 3asBUTeNAa B eAuHOW cucteme. [pu paccmoTpeHun coobueHuna o
HEeoOXOAMMOCTM BHECEHUA WU3MEHEHUI B MPOTOKO/ KAMHWYECKOrO WCCAefOBaHUA NEKapCTBEHHOro
npenapata Aaa MeAUUMHCKOTO MPUMEHEHUA B LENAX OUeHKM OBOCHOBAHHOCTW npeasaraembix
U3MEHEHUA M onpesesieHnsa CTEMEHU PUCKa ANA NaLMEHTOB, MPUHUMAOWMX y4acTUe B KAMHUYECKUX
NUCCNeaoBaHUAX, YMNOJHOMOYEHHbIM  deaepasbHbIM  OPraHOM  UCMOJIHUTENbHOM  BAACTU  MOTYT
NpuMBAEKaTbCA SKCNepPTbl COBETA MO 3TUKE U (MIM) SKCNEPTbl SKCMEPTHOTO YYpeXAeHUA.

(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

6. KnMHMueckoe wccnegoBaHMe NEKApCTBEHHOro npenaparta gasa MeAWUMHCKOrO MpUMEHeHUs
MOXeT 6bITb NPMOCTAHOB/NIEHO MW MPEKPalleHo, ecin B npouecce ero nposegeHus obHapyKeHa
OMNacHOCTb A1 }KMU3HW, 34,0P0BbA NALMEHTOB. B c/ly4ae BOSHMKHOBEHMA ONACHOCTU ANA KU3HU, 340P0BbA
nauyeHTa, Y4yacTBYIOWEro B KAMHMYECKOM UCCNedOBaHUM  NIeKapCTBEHHOro npenapaTta  Ans
MeAMLMHCKOro NpuUMeHeHus, uccnegosatenn obsasaHbl NponHGopMmMpoBaTb 06 3TOM pyKoBOAUTENA
MEAMLMHCKOWM OpraHuM3aumMmM W  OpraHuMsaumio, MOJYYMBLLYIO paspeleHne  YNoJIHOMOYEHHOro
denepanbHOro opraHa WCNONHWUTENbHOW BNACTM HA OpraHM3auMio MPOBEAEHUA  KIUHUYECKOro
nccaea0BaHNA IeKapCTBEHHOro Npenaparta. PeleHre 0 NPMOCTaHOBAEHUU KNMHUYECKOTO UCC1eA0BaHMA
NeKapCTBEHHOro NpenapaTta Aa MeaAnUMHCKOro NPUMEHEHUA NPUHUMAIOT PYKOBOANUTENb MeAMULMHCKOM
opraHusaunn n (nn) opraHmsaLms, NoAy4YMBLIAA paspeLleHne yrnoJHOMOYeHHOro ¢pesepasbHOro opraHa
NCMNONHUTENLHOM BNACTM Ha OPraHU3aumio NpoBeAeHNUa KAMHUYECKOro UCCNeL0BaHNA NEeKAPCTBEHHOMO
npenapata A48 MeAWUMHCKOTO MNPUMEHEHMS, pelleHWe O MpeKpaweHUM TaKoro wuccaenoBaHuA
NPUHUMAET YNONHOMOYEHHbIN dpesepanbHblii OpraH UCMONHUTENBHOM BAACTU HA OCHOBAHMM COOBLLEHUSA
B NUCbMEHHON ¢opme pyKoBOAUTENS MEAMLMHCKOM OpraHuM3auMuM UM OopraHusauma, noJsyuymBLUIas
paspelleHne YNoJHOMOYEHHOro ¢eaepasbHOro OpraHa WCMONHUTENbHOM BAACTM Ha OpraHM3aumio
NpoBeAeHNA  KAMHWYECKOro MUCCNeAOBaHMA  /IeKapCTBEHHOro npenapata  Aada  MeaMUMHCKOro
NpUMeEHEHUA.

7. B CpOK, He MpeBbllLAOWMIA NATU pabounx AHEN CO AHA 3aBepLUEHUS, NPUOCTAHOBAEHUSA UK
NPeKpawWeHns KAMHUYECKOrO UCCNef0BaHUA  NIEKAPCTBEHHOrO npenapata  Aada  MeAUUMHCKOro
npumeHeHus, coobleHne ob 3TOM HanpPaBASETCA OPraHM3aUUsAMM, YKa3aHHbIMKW B 4acTM 3 cTaTbk 38
HacToAwero PeaepanbHOro 3aKoHa, B YNOJIHOMOYEHHbIM ¢eaepanbHblii OpraH UCNOIHUTENIbHOM BNACTU
Nno yCTaHOBAEHHOMN Um popme.

8. dDopma COO6LLI,eHVIFI O 3aBepuweHunn, npunocCctaHoBAeEHUN WUAN NpeKpaweHUNn KAUMHUYECKOTo
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nccnenoBaHMA NeKapCTtBeHHOro npenapaTta Ana MeaNLIMHCKOTo npumMmeHeHna A0N1XKHa coaepKaTb:

1) MHpopMaLMio O MeANLMUHCKON OpraHn3aummn UM MeauLmMHCKMX OpraHn3aLmsax, NpoBoaMBLLINX
OAHHOe UccnefoBaHUE;

2) onuncaHue AaHHOrO NUCCe0BaHWUSA;

3) AaHHble nccnegoBaTens (pamuans, UMs, OTYECTBO, MECTO PaboTbl, 3aHMMaemasn [0/KHOCTb,
CNeunanbHOCTb, CTaX pPaboTbl MO MPOrpaMmMaM  KAMHUYECKUMX WCCAeLOBAHWUIMA  JIEKAapPCTBEHHbIX
npenapaToB, MNepevyeHb KAMHUYECKMX WCCNen0BaHUM NeKapCTBEHHbIX MPEenapaToB, B KOTOPbIX OH
NpUHUManN yyactue (Nepuogbl y4acTus) B KauecTse UccienoBaTens Uam comccaenoBatens);

(8 pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT 4aHHOIO UCC/e0BaHUsA (3aBepLUEHMNE, NPUOCTAaHOBEHNE UM NPeKpaLLeHMe AaHHOTo
UCCNea0BaHUSA C YKa3aHUEM UX NPUYMH M BIMSHUA HA OLLEHKY €ro pesy/bTaToBs, 06LLy0 OLEHKY PUCKa U
0XWOaemoi nosib3bl OT MPUMEHEHUS UCCIeQYEMOro JIeKapCTBEHHOro MpenapaTta, a TaKKe
npeanosaraemble gajabHenlme AencTens).

8.1. Mpwn BbiaBneHMM deaepasbHbIM OPraHOM WCMOAHUTENBHOM BAACTM, OCYLLECTBAAIOLLMM
OYHKLMM MO KOHTPOJIO M Hagsopy B cdhepe 34paBOOXPaHEHMA, HapyeHWN MpaBui HagfiexKallen
KAMHUYECKOM MPAKTUKU NpU NPOBEAEHUN KIMHWYECKOro WCC/eLOBaHUA JIEKAapPCTBEHHOMO Mnpenapara,
BAUAIOWMX Ha NOAHOTY WU (MAM) AOCTOBEPHOCTb AAaHHOIO K/AMHMYECKOro MCCNeAoBaHUA, YKasaHHbIN
desepanbHbIit OpraH MCNOAHUTENIbHOM BAACTM NPUOCTaHaBAMBAET NpoBeAeHNe JAHHOMO KMHUYECKOro
NCCNefoBaHUA U BbIHOCUT MEAMLMHCKON OpraHM3aummn, B KOTOPOWM NPOBOAMUTCA AaHHOE KAMHUYEecKoe
uccnefoBaHue, npeanucaHne o6 YCTpPaHEHMM BbIABNEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MeOMLMHCKOM oOpraHusauMel BbIABNEHHbIX HapyWeHWN B YCTAaHOB/IEHHbIM B NpeanucaHuM CPOK
YKa3aHHbIN denepanbHblii OpraH WCNOAHUTENbBHOW BAACTM NPUHUMAET pelleHMe O MNpPeKpaLleHnu
NpoBeAeHNA KMHMUYECKOTO UCCea0BaHMA TeKAPCTBEHHOMO npenapaTa M HanpasaseT B ¢deaepanbHbii
OpraH WCMNONHUTENbHON BNACTW, OCYLLECTBAAOWMN GYHKUMM MO  BbipaboTKe UM peanmsauunm
rocyapcTBEHHON MOJMTUKM U HOPMATUBHO-MPABOBOMY PEry/JMPoOBaHUI0 B chepe 34paBOOXPaHEHUS,
3aK/Il0OYEHME O BbIABNEHMM NPU NPOBEAEHUN JAHHOIO KAMHUYECKOrO UCCeA0BaHUSA HapyLIEHUA NPaBua
HagNerKallen KAMHUYECKON NPAKTUKKN ANA NPUHATUA pelleHna 06 oTMeHe paspeLleHmnsa Ha OpraHn3aLmio
nposeAeHNs AaHHOINo KAMHWUYECKOro UCCAef0BaHUA C AaTbl NPUHATUA PeELleHNs O NPUOCTAHOBAEHUMU
npoBeAeHNA KNIMHMUYECKOrO MCCNea0BaHMA NeKapCTBEHHOrO Npenapara.

(4acTb 8.1 B pea. PeagepanbHoro 3akoHa ot 13.07.2015 N 241-93)

8.2. TMpu npoBeAeHUN KJAMHMYECKOTO MUCCNeAO0BaHMA JIEKApPCTBEHHOro Mpenapata Agas
MeANUMHCKOTO MPUMEHEHMSA B C/ly4ae YTOUYHEHUs (M3MEHEHUA) AaHHbIX, COAEPMKALUMXCA B pa3peLleHmm
Ha npoBefeHMe AAHHOTO K/AWMHWUYECKOTO WUCCNefOBaHMA, HA OCHOBAHWUM HAMpPaBAEHHOro B JIMYHbIN
KabWHeT ynoNHOMOYEHHOro ¢enepasbHOr0 OpraHa WCMONHWUTE/IbHOM BAAcCTU B eAMHON cucTeme
obpalleHna 3aaBuTENsA, NOANMCAHHOIO YCUAEHHON KBAaAMPUUMPOBAHHOW 3/1EKTPOHHOM MOAMMUCLIO, C
NPUNOXKEHNEM MOTMBMPOBAHHOTO OOOCHOBAHMA M LOKYMEHTOB, MOATBEPKAANOLWMX HEOHBXOAMMOCTb
YTOYHEHUA [OaHHbIX, YNOJHOMOYEHHbIM (deaepanbHblii OpraH WCNONHUTE/IbHOM B/IAaCTM B CPOK, He
npeBbIWAoOWMIA ABaALATU BOCbMM paboumx AHel co AHA NOCTYNAeHWa Takoro obpalleHus, BHOCUT
M3MEHEHUA B paspelleHMe Ha NpoBefeHME KIMHUYECKOro MCCNea0BaHMA NeKapCTBEHHOro npenapaTta
ONA MeOULMHCKOTO NMPUMEHEHUA W PeecTp BblAAHHbLIX pPaspelleHnit Ha NpoBefeHne KANHUYECKUX
NUCCNeA0BAHUI TIEKAPCTBEHHBIX MPenapaToB, a TaKXe HanpasaseT B /JMYHbIA KAabWHeT 3aasuTens B
eAMHON cucTemMe BbIMUCKY W3 peecTpa BblAaHHbIX pPaspeleHnii Ha nNpoBeAeHUE KAMHUYECKUX
WUCCNefO0BaHUIMA  NEKAPCTBEHHbIX MpenapaTosB, MNOAMUCAHHYKD  YCUIEHHOW  KBanMPULMPOBAHHOM
3N1EKTPOHHOM NOANMUCHIO, IMBO NPUHUMAET pelleHne 06 OTKa3e BO BHECEHUN U3MEHEHWI B paspeLleHne
Ha npoBefeHME KAMHUYECKOrO WCCNenoBaHWA NEeKAapCTBEHHOrO Mpenapata Aaa MeguLMHCKOro
NPUMEHEHMA M HANPAB/AET B IMYHbIN KAaBMHET 3a89BUTENA B €4MHOM CUCTEME 3TO PeLEHWNE, NOLNUCAHHOE
YCUIEHHOW KBaNMPULMPOBAHHOMN 3/1EKTPOHHOM NOAMMUCHIO, C YKa3aHWMEM NPUYNH OTKa3a.

(4yacTb 8.2 BBeaeHa depepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)
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9. YnonHomouyeHHbI defepanbHblit OpraH WCNOAHUTENbHON BAnactM onybaAnKoBbIBaeT W
pasmewaetr Ha cBoem oduuMasbHOM caiiTe B cetTu "MHTepHeT" coobuieHMe O 3aBeplleHuM,
NPUOCTAaHOBAEHUN UAN MPEKPALLEHUN KAMHUYECKOTO UCCNEAOBAHMA JIEKAPCTBEHHOrO npenapaTta A
MEANUMHCKOTO NPUMEHEHUA B CPOK, HE MPEBbILLAIOWMIA NATU Pabounx AHeln co AHS ero noayvyeHus, B
YCTaHOB/IEHHOM MM MopsAgKe.

10. YnonHOMOYEHHbI deaepanbHbli OpraH WUCMNOJIHUTENbHOM BAACTU OCYLLECTBASIET BefeHue
peecTtpa ncciegoBaTene, NPoBOAALMX NN NPOBOAMBLINX KIMHUYECKUE UCCNeA0BaHNA NEeKapPCTBEHHbIX
npenapatoB AN8 MeAUUMHCKOro NpUMeEHEHMUA, B COOTBETCTBMU C YTBEPXKAEHHBIMU MM MNpaBUAaMU U
pasmellaeT ero Ha ceoem oduuManbHOM canTe B ceTn "MHTepHeT" B YCTAHOBAEHHOM MM MNoOpAAKe.
YKa3aHHbIN peectp coAepKUT MHGOPMaLUIO, MPEeAYyCMOTPEHHYIO MYHKTOM 3 4acTu 8 HacToALLEN CTaTbMy.

11. OtyeT O pesynbTaTax KAMHWUYECKOTO WCCAELOBAHUA JIEKAPCTBEHHOrO npenapata A
MeAMLMHCKOro NPMMEHEHMA COCTaBAAETCA OopraHu3aLmeit, yKasaHHOM B YacTu 3 cTaTbM 38 HacToALero
dPepepanbHOro 3akoHa, M NPeACTaBAsSETCA B YNOJHOMOYEHHbIN deaepanbHblit OpraH UCMONHUTENbHOM
B/1IACTW, BbIAABLUMI paspelleHne Ha NpoBeAeHMe 3TOro UCCAeLOBaHWUA, B CPOK, He NpeBbllUatowmii
OBEHagLaTM MecALeB CO AHA ero 3aBeplueHUus, NPUOCTaHOBIEHWUS WM NpeKpalleHua, B Mnopaake,
YCTaHOBAEHHOM YNOJIHOMOYEHHbIM pefepanbHbiM OPraHOM UCNONHUTEIbHOM BNACTM.

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-03)

12. HapyweHune npaBua HagnerKalleh KANHMYECKOW NPaAKTUKKM, danbcuduKauma pesy/ibTaTos
KNMHUYECKOro UCCNef0BaHUA IEKApPCTBEHHOMO npenapaTa Aaa MeauLMHCKOro NPUMEHEHMA BNEKYT 33
06011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitckolt Pepepauum.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

13. Mpu npoBeaeHMU KAMHMYECKOrO WCCNeAO0BaHWS JIeKApPCTBEHHOro npenapaTta And
MeOMULMHCKOro NPUMEHEHUs AonycKaeTca 3abop y nauneHToB 6uonormyecknx matepuanos (06pasubl
OMONIOTMYECKNX KUOKOCTEN, THKAHEW, CEKPeTOB W MPOAYKTOB KU3HEAEeATe/NbHOCTM YeNOBEKa,
dU3MONOrMYECKUX U NATONOTMYECKMX BblAENEHUN, Ma3KOB, COCKODOOB, CMbIBOB, MWKPOOPraHM3MOB,
6MONCUIAHBIN MaTepuan) 4nsa ux usydyeHma B Poccuiickon deaepauymm u (Mnm) 3a npegenamm Poccminckoit
depepauum.

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

14. Mopsgok BBo3a B Poccuitickyto depepaumio 1 BbiBo3a 3a npegensl Poccuiickoi depepaunm
B6MONOTMYECKMX  MATEPUanoB, MOJIYYEHHbIX MNPU  NPOBEAEHUN  KAMHWYECKOTO  UCCNefoBaHUs
NNeKapCTBEHHOrO npenapata AnA MegMUMHCKOro NpUMeHeHUs, ycTaHaBauBaeTcA [1paBMTeIbCTBOM
Poccuiickon deaepauymu.

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

Cratba 41. JAorosBop 0 NpoBeAeHUN KIMHUYECKOro UCCNea0BaHUA IeKapCTBEHHOro npenaparta
AnAa MeaununHCKOro npumeHeHuna

1. KnnHnyeckoe wmnccnepgosaHue NeKapCTBeHHOro npenaparta Ana mMmeaguumnHCKoro npummeHeHuA
nposoaunTCA B COOTBETCTBUUN C 4OIrOBOPOM O npoBeaeHUN KIMHNYECKOIo nccaneaoBaHnMA N1eKapCcrBeHHOro
npenapata Ana mMegununHCKOro npumeHeHuA, 3aKnr4vaembiM mexay OpFaHM3aLI,ME'l71, I'IOI'IV‘-IVIBUJGVI
pa3pewieHne ynoaHOMOYEHHOro d)ep,epaanoro OpraHa WUCNONIHUTENIbHOM BNAaCTU Ha OopraHunsauuto
nposeaeHMA Takoro mccnegosaHuAa, m MeAMLI,MHCKOﬁ OpFaHM3aLLMEV1, OCYUJ,ECTB/'IFII'OU.I,GVI nposeaneHune
TAKOro nccneanoBsaHuA.

2. Jorosop O nNpoBeAeHWM KAMHMYECKOro WCCNe[0BaHUA JIeKapCTBEHHOrO npenaparta A/
MegnUNHCKOro NnpuMmeHeHnAa A01XKeH coaepaTtb:

1) YCNoBUA N CPOKKM NpoBedeHNA AaHHOIo NccneaoBaHuA,

2) onpegeneHune O6LLI,€VI CTOMMOCTK nMporpamMmmbl AaHHOro nccneanosBaHnA C yKasdaHMEM CyMMbl,
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npefHasHavaloLLenca 414 BbinaaT UccneaoBaTeiam, COMccnenoBaTeNam;

3) onpeaeneHue dopmbl NpeaCcTaBNeHUS Pe3yN1bTaTOB AaHHOMO UCC/IeA0BaHUA B YNOHOMOYEHHbIM
denepanbHblii OpraH UCNOHUTE/IbHOM B1ACTU.

CratbAa 42. duHaHcoBOE obecneyeHne KNIMHUYECKOro UCC/1eA0BaHMA IEKAapCTBEHHOro npenapara
ANA MeAULUNHCKOro NPUMeHeHus

duHaHcoBoe obecrneyeHne KAMHUYECKOr0 MUCCAefO0BaHUA JIeKapCTBEHHOro npenaparta A/
MeAMLMHCKOro NPUMEHEHNA OCYLLLECTBNAETCA 3a CYeT:

1) cpeacTs peaepanbHOro 610AXKeETa;

2) cpepcTB OpraHMsauuMii, NONYYMBLUMX PaspelleHuMe Ha OpraHM3aumio NPOBEAEHMA [AHHOro
nccnefoBaHuA, B COOTBETCTBUM C YCIOBUAMM 4,0rOBOPA O €ro NpoBeaeHuu;

3) MHbIX He 3anpeLLeHHbIX 3aKoHOoAaTeNbCTBOM Poccuiickoi depepauvm UCTOYHNUKOB.

Cratba 43. lpaBa NnauMeHTOB, YYacTBYIOLWMUX B KAUHUYECKOM UCCNeA0BaHUUN NEKAPCTBEHHOrO
npenapara g1 MegULNHCKOro NPUMMeEHEHUA

1. YvyacTve nauMeHTOB B K/JMHUYECKOM UCCAenoBaHUMU NEeKapCTBEHHOro npenaparta AnAa
MegNUNHCKOTIo NpUMeEHEHUNA ABNAETCA AO6pOBOJ’IbeIM.

KoHcynbTaHTlAOC: NpumeyaHue.
C 01.01.2025 B a63. 1 4. 2 ct. 43 BHOCATCA M3MeHeHUusa (P3 ot 30.01.2024 N 1-93). Cm. 6yayLuyto
peaakumtio.

2. NMaumeHT MAn ero 3aKOHHbIN NPeacTaBUTENb A0/KeH ObiTb MHOOPMUPOBAH B MUCbMEHHOW
dopme:

1) O NeKapCTBEHHOM npenaparte ana MmeaguumnHCKOro npMMeHeHnAa U CywHOCTU KIMHUYECKOTro
nccnenoBaHMA 3TOro IEKApPCTBEHHOIO Npenaparta;

2) o 6e3onacHocTM NEeKapCTBEHHOrO nNpenaparta Ana meanymnHCKoro npumeHeHuA, ero omm,qaemoﬁ
3q)d)eKTVIBHOCTVI M CTeNEHUN PUCKa ANA NaUNeHTa;

3) 0b YCNOBUAX Yy4aCTUA NauneHTa B KIMHNYECKOM NUCCNea0BaHNUNU NEKAPCTBEHHOIO npenapaTta AnA
MegununHCKOro npuMeHeHuA,

4) O uennm uan uenax n npoaoIXUTeNIbHOCTU KINMHUYECKOro mnccnenoBaHUA NEKAPCTBEHHOIO
npenaparta g1a meanunHCKoOro npumeHeHuA;

5) o peicTBMAX nNauMeHTa B C/ly4Yae HenpeaBUAEHHbIX 3ODEKTOB BAMAHMA IEKAPCTBEHHOro
npenapaTta A8 MeAnUMHCKOro NPMMEHEHMA HA COCTOAHUE ero 34,0P0BbS;

6) 0b YCNoBuUAX 0b6A3aTeNbHOro CTpaxoBaHWA XU3HU, 340P0OBbA NAUNEHTA,

7) O TrapaHTunAx KOHd)VI,CI,eHLl,Ma}'IbHOCTM y4yacCtMa nauyneHtTa B KJAMHUYECKOM WUCCnenoBaHUn
NeKapCTBeHHOro npenaparta A4na megunumHCKOro npuMmeHeHuA.

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.01.2025 uy. 3 cT. 43 usnaraetca B HoBol pegakummn (®3 ot 30.01.2024 N 1-d3). Cm. 6yayuLyto
penakumto.
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3. lobpoBosibHOe cornacue naumeHTa Ha y4acTme B KAIMHUYECKOM UCCNeA0BaHNN 1eKapCTBEHHOTO
npenapata Ans MeAuLMHCKOro MPUMEHEHMA MOATBEPMKAAETCA €ero MOAMUCbI0 MAM NOAMUCLIO ero
3aKOHHOro npeacTasmTens Ha MHPOPMaLIMOHHOM /INCTKE MaLmneHTa.

4. NMaumneHT UK ero 3aKoHHbIN NpeacTaBUTe b UMEET NPaBOo 0TKa3aTbCA OT Y4aCTUA B KAMHNUYECKOM
nccneaoBaHUM NIEKaPCTBEHHOro npenapata Aaa MeAUMUMHCKOro npumeHeHua Ha awbol craguu
npoBeAeHUA TaKoro UCCNea0BaH M.

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2025 B 4. 5 cT. 43 BHOCATCA uameHeHus (3 ot 30.01.2024 N 1-d3). Cm. byayulyto peaakLmio.

5. MpoBegeHne KAMHUYECKOro MCCeL0BaHMA JIEKapCTBEHHOro npenapata gns MeauuMHCKOro
NPUMEHEHUA C y4acTUEM B KauyecTBe MalMeHTOB AeTel A0NYyCKaeTcsa TO/IbKO C COrnacusa B NMUCbMEHHOM
dbopme wux poguTenei, ycbiHoBuTenen. [eTn MOryT paccMaTpuBaTbCA B KauyecTBe MOTeHLMasbHbIX
NnaLMeHTOB TaKOro UCC/1ef0BaHUSA, TONIbKO €C/IM ero NPoBeAeHME HEOBX0AMMO ANA YKPENnAeHUs 340P0BbA
aeten unm npodunakTuKmM MHGEKLMOHHbIX 3ab601eBaHNt B eTCKOM Bo3pacTe IMb0 ecaun Liesibio Takoro
UCcCcNeaoBaHUA ABASETCA MONYYEHNE AaHHbIX O Hauydllel [03MPOBKe IEKapCTBEHHOrO nNpenaparta gns
NeyeHua petel. B aTUX cayyvasx TaKoOMy WCCAeAO0BaHWUIO AO/KHO NPeAWecTBoBaTb KAMHUYECKOoe
nccnefoBaHWe JIEKapCTBEHHOroO npenapata 444 MeAMUMHCKOrO NMPUMEHEHMA HA COBEPLUEHHONETHUX
rparkgaHax, 3a WCK/AIOYEHWEM C/Ily4aeB, €CAU  UCCNeayeMbl  IeKapCTBEHHbIM npenapaTt  Aanas
MeAMULNHCKOro npUMeHeHus npeaHasHayeH NCKNIOYUTENBHO ana NCNO/Ib30BaHMSA
HeCcoBepLUEHHOIETHUMU FpaXkaaHamu.

(8 peq. PepgepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

6. 3al'lpeLLI,86TCﬂ nposegeHne KAMHUYECKOTo uMccnenoBaHUA NEKAPCTBEHHOroO npenaparta 4aAa
MeONUNHCKOIo NpUMeHEeHUA C yd4aCTUuem B Ka4yecCTBe NauneHTOB:

1) oeten-cnMpoT 1 aeTen, ocTaBLIMXCA 6e3 nonevyeHnsa poanTenemn;

2) XeHWWH B nepuos 6epeMeHHOCTM, EHWWH B Mepuod TPyaHOro BCKapMAWBAHMSA, 3a
WCK/IIOYEHNEM CNy4aeB, eCM NPOBOAMUTCA KNMHUYECKOE UCC/ef0BaHME NIeKapCTBEHHOro npenapaTa,
npeaHasHa4YeHHOro A1A YKa3aHHbIX KEeHWMH, NPU YyCI0BUMM HEOBXOAMMOCTU NoayYyeHns nHpopmaumm
TO/IbKO BO BPEMA NPOBEAEHUA COOTBETCTBYIOLLMX KAMHUYECKUX MCCNELOBaHUM WM NPUHATMA BCex
HeobXoAMMbIX Mep MO WCK/IOYEHUIO PUCKA HAHECEHWA Bpeda eHlWMHe B nepuos HepemeHHOCTH,
YKEHLMHE B Nepuos rpygHoro BCKapmanBaHus, naoay unm pebeHky;

3) BOEHHOCAY)KALWMX, 33 WCKIOYEHUEM CAy4yaeB MNPOBELEHUS KAMHMYECKOro MUCCNen0BaHuUA
NleKapCTBEHHOro npenapaTa, cneunanbHO paspaboTaHHOro ANA MPUMEHEHUA B YC/0BUAX BOEHHbIX
OENCTBUIM, 4pesBblyalHbIX CUTyauuid, NpodUNaKTUKM W fleyeHUs 3aboneBaHUt UM MopaxKeHui,
NnoJsly4eHHbIX B pe3ynbTaTe BO34eNCTBUA HEONAronpuUATHbIX XMMUYECKNX, BUONOTMYECKUX, PaSMALLMOHHbIX
¢dakTopoB. KnnHMYecKoe MccnenoBaHWE TAKOro JIEKAPCTBEHHOrO MpernapaTa MOMeT MpoBOAMTbCA C
y4YacTMeM B KayecTBe MALMEHTOB BOEHHOC/YXKALLMX, 32 UCKAIOYEHMEM BOEHHOC/YKALLMX, MPOXOAALMX
BOEHHY10 Cy*KOy no npm3biBy, C cObN0AEHNEM TPEOOBAHWUM, YCTaHOBIEHHbIX HacToALMM PeaepanbHbIM
3aKOHOM B OTHOLLUEHUU TPAXKLAHCKUX NNLL;

4) cOTpyAHMKOB NPaBOOXPaHMTE/bHbIX OPraHoB;

5) Anu, oT6bIBAOWMX HaKa3aHWe B MecTax AULLIEHUA cBOBOAbI, a TaKkKe 1L, HaXOAALMXCA Noa,
CTparkei B cnefCTBEHHbIX U30NATOPaX.

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2025 B u. 7 cT. 43 BHOCATCA uameHeHus (3 ot 30.01.2024 N 1-d3). Cm. byayulyto peaakumio.
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7. [onyckaeTcA npoBefeHWe KAMHWYECKOro WUCCAefOoBaHUA J/IeKapcTBEHHOro npenaparta Ana
MeAMLMHCKOro NPUMEHEHUA, NpeAHa3HauYeHHOro ANA NeYeHMs NCUXMYecKnx 3ab6onesaHnin, c yyactmem B
KayecTse NauneHTOB /ML, C NCUXMYECKUMM 3a601eBaHMAMM, MPU3HAHHbIX HeAeecnocobHbIMN B MOPAAKeE,
YCTaHOBAEHHOM  3aKoHOAaTenbCcTBOM  Poccuiickoit  degepaumn. KanHuMyeckoe  MccnefoBaHuWe
NeKapCTBEHHOro npenaparta B 3TOM Cay4ae NPOBOAUTCA NPWU HAaANYMK COracus B MMCbMeHHOMN dopme
3aKOHHbIX NpeacTaBMTeein yKasaHHbIX L.

Cratba 44. 06aA3aTtenbHoe CTPaxoBaHME XWU3HW, 340POBbA MNALUMEHTA, Yy4yacTBylOwWero B
K/IMHUYECKOM UCCNIe80BaHNM IEKAaPCTBEHHOrO npenapara aAaa MegauuuHCKOro npMmeHeHums

(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auma, MOAY4YMBLIGA pPa3peLIeHNe Ha OpraHuM3auuio NpPoBedeHUA KAMHUYECKOro
MCCNefoBaHWA NEKAapCTBEHHOrO npenapaTta AA8 MeSMUMHCKOro npumeHeHus, obsasaHa B Kayectse
CTpaxoBaTenA CTPaxoBaTb PUCK MPUYMHEHUA Bpeda W3HM, 340POBbLI0 NaLMEHTa B pesy/bTaTe
npoBeAeHNA KIMHMYECKOro UCC1Ie0BaHNA IeKapCTBEHHOrO npenapaTa A8 MeAnLUMHCKOro MpMMeHeHun
3a CBOW CYET NyTem 3aK/ueHna f0roBopa 06a3aTeIbHOro CTpaxoBaHua.

2. Ob6bekTomM 0653aTenbHOrO CTpaxoBaHUA ABNAETCA VIMyLLI,eCTBeHHbII‘/JI nHTEPEC nauyneHTa,
CBA3AHHbIN C NMPUYNHEHNEM BpELQA €TI0 XXU3HU UK 300P0BbIO B Pe3y/sibTaTe nNposeaeHUA KIMHNYeCKoro
nccnenoBaHMA NeKapCTBEHHOIO npenaparta 4nAa MeanLmMHCKOro npuMmeHeHnA.

3. CTanOBbIM cnydyaem no gorosopy ob6A3aTenbHOro CTpaxoBaHMA ABNAETCA CMEPTb NauneHTa namn
yxyglweHue ero 340poBbA, B TOM HMNC/1E BIEKYLLEE 3a cobom yCTaHOB/1EHNE UHBAaIMAHOCTN, NPU HaUY1Un
I'IpVI‘-IMHHO-CI'Ie,CI,CTBeHHOVI CBA3M MeXAay HactyniaeHnmem 3Toro cobbITnA U ydyactmem nauyneHTa B
KIMHNYECKOM nUccnegoBaH NeKapCTBEHHOIO npenapara.

4, TpeﬁoBaHMﬂ O BO3mMeWweHunn Bpena, NPUYUHEHHOTO XKU3HU UKW 3400POBbHO NAUUEHTA,
npegbvABaAOTCA B TeyeHune CpOKoOB MCKOBO AaBHOCTH, YCTaHOBNEHHbIX rpaxXgaHCKMm
3aKOHOA4aTENbCTBOM.

5. Pa3mep CTanOBOﬁ BbiNn1aTbl NO 40roBopy obA3aTeNnbHOro CTPpaxoBaHWMA COCTaBNAET:

1) B C/ly4ae CMepTh nauneHTa asa MUIJIMOHA py6neif'1 Ha KaxXa4oro naumneHTta, ydacrtsBoBaBLUEro B
KIMHNYECKOM nccnegoBaHnmM NeKapCTBeEHHOIO nNpenapara,

2) Npu yXyAaLweHnn 340p0BbA NaLMeHTa:

a) noBneKkwem 3a coboll ycTaHOBAEHME MHBANUAHOCTU | rpynnbl, OAMH MUAIMOH NATLCOT TbiCAY
pybnei Ha KaKAOro naumeHTa, y4yacTBOBaBLUErO B K/AMHWYECKOM WCCNEA0BaHUW NEeKapCTBEHHOMO
npenapara;

6) nosneKkwem 3a coboli ycTaHoBAEHWE MHBaAMZHocTW |l rpynnbl, OAMH MUAAMOH pybnel Ha
KaXk4,0ro nauyeHTa, y4acTBOBaBLLEro B KIMHNUYECKOM UCCeA0BaHNM IEKapCTBEHHOrO Npenapara;

B) noBnekwem 3a coboit ycTaHoBAeHWE MHBanMaHocTu Il rpynnbl, NATLCOT TbicAY pyb6iei Ha
KaXk40ro nauneHTa, y4acTBOBaBLLEro B KNIMHNUYECKOM UCCAeA0BaHNM IeKaPCTBEHHOrO Npenapara;

r) He NoB/eKLWem 3a coboi yCTaHOBAEHWNA MHBANUAHOCTH, He Boslee Yem TpUCTa TbicaY pybaeit Ha
KakA,0ro NauMeHTa, y4acTBOBaBLUErO B KNIMHNMYECKOM UCCNEA0BaHUM IeKapCTBEHHOIO NpenapaTta, Mcxoan
M3 HOPMAaTMBOB, OTPAXKAMOWMX XapaKTep M CTeneHb MOBPEXKAEHUA 340PO0BbA, a TaKKe (GaKTUYECKM
NMOHECEHHbIX NAaLMEHTOM PaCcXOA0B, BbI3BaHHbIX NOBPEXKAEHMEM 340P0BbA, HA MEAULMHCKYIO MOMOLLb,
npuobpeTeHune NeKapcTBEHHbIX NpenapaTos.

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

6. YTpatun cuny ¢ 1 nona 2015 roga. - PeaepanbHbliii 3aKkoH 0T 22.12.2014 N 429-93.
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7. Cpok porosopa 06s3aTe/ibHOro CTPaxoBaHMA He MOXET bbiTb MeHee, YeM CPOK MpoBeaeHus
KAMHUYECKOro UCCNea0BaHNA IeKapCTBEHHOrO npenapara.

8. Ycnosus poroBopa 06A3aTe/NIbHOTO CTPAxoBaHMA, B TOM 4YMC/le CTpaxoBble Tapudbl No
0653aTe/IbHOMY CTPaxoBaHUIO, NepeYyeHb HeObX0AMMbIX AOKYMEHTOB A/ OCYLLECTBAEHUA CTPaxoBOWM
BbIMN/aTbl, MOPALOK YCTAaHOB/IEHWA CTpaxoBaTeNem WMHAUBUAYANbHOTO MAEHTUPUKALMOHHOIO Koga
naumneHTa, NopALoK MHGOPMMPOBAHMA CTPAXOBATE/IEM CTPAXOBLLMKA O NMPUBJIEYEHHbIX K KIMHUYECKOMY
WCCNea0BaHUIO JIEKAPCTBEHHOrO npenapata Aad MegMUMHCKOro MNMPUMEHEHUs naumMeHTax, nopsaok
ynnaTbl CTPAXOBOWM NpeMun, NOpPAA0K peannsaumnn onpegeneHHbix Hactoawmm PeaepanbHbiM 3aKOHOM
n apyrummn penepanbHbiMM 3aKOHaMKM NpaB M 06A3aHHOCTEN CTOPOH MO AoroBopy o06A3aTenbHOro
CTPaxoBaHMA, a TaK¥e HOPMAaTUBbI, OTPaKaloWMe XapaKTep U CTeneHb MNOBPEKAEHWUA 340pPO0BbS,
YyCTaHaB/AMBAIOTCA TUMOBbLIMU NpPaBMAaMmn 0643aTeIbHOro CTPaxoBaHMA.

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

9. B cnyyae NnpuMYMHEHMS Bpesa *KM3HM NaLMeHTa, y4acTBOBABLUErO B KNMHUYECKOM UCCae0BaHnN
NIeKapCTBEHHOro npenapaTa, BbirogonpuobpeTatenamm Mo AOroBopy 06A3aTeNbHOro CTPaxoBaHWsA
ABMAIOTCA rpa)AaHe, MMellWMe MNpaBO Ha BO3MELLEHWE Bpeda B C/lyYae CMepTU KOopmu/bua B
COOTBETCTBUM C FPaXKAaHCKMM 3aKOHOAATE/IbCTBOM, MPU OTCYTCTBMM TaKMUX FPakaaH - poauTenn, Cynpyr,
AeTV yMepLIero nauneHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCNeL0BaHUMN NEKAPCTBEHHOTO Npenapara,
B C/ly4ae CMepTM NALLMEHTa, y4acTBOBABLUErO B KIMHUYECKOM UCC/IeA,0BaHNM IeKapcTBEHHOTO NpenapaTa
M He MMEBLLEro CamMOCTOATE/IbHOTO AO0X0A4a, - FpakAaHe, Ha WKAMBEHUM KOTOPbIX OH HaxoAuAcA, B
OTHOLIEHMM BO3MELLEHUA PACXOL0B Ha norpebeHve naumeHTa, y4aCTBOBABLIErO B KAMHUYECKOM
nccaef0BaHNM IEKAPCTBEHHOTO Npenapara, - Lo, MOHecLlee Takne pacxoasl.

10. CTanOBaﬂ BbiMN/21aTa B CYET BO3MeWeHUA Bpeda, NPUYUHEHHOIo MWU3HKU NalUeHTa,
y4yacTBOBaBWEro B KIMHNYECKOM UCCeaoBaHNN NeKApPCTBEHHOIO npenaparta, pacnpegenaetca mexay
Bbll’Oﬂ,OI’IpMOﬁpeTaTEHHMM nponopuynoHaibHO X KOJTIMYECTBY B PaBHbIX O01AX.

11. an HaCTynJ1eHnn CTpaxoBoro cny4yad naumeHT, y‘-IaCTBOBaBLUMﬁ B KIMHN4YECKOM nccnenoBaHmnm
NNeKapCTBeHHOro npenaparta, BbII'O,EI,OI'IpVIO6peTaTEIIb Bnpase npeaobvABUTb HenocpeacCTBEHHO
CTPaxoBLUKRY Tpe603aHl4e O BO3MelWeHNN NpUYNHEHHOIO Bpeaa. CTanOBaﬂ BbiMN/1aTa OCYLW,ECTBNAETCA
CTPaxXoBLWWMKOM B TeHEHUE TPUAOLUATU ,u,Heﬁ CO AHA nNpeacrtaBaeHunA H606XO,D,VIMbIX AOKYMEHTOB. MaumenT,
yLIaCTBOBaBLLIVIl\/‘I B KIMHN4YEeCKOM nccnegoBaHnmM NeKapCTBEHHOIO npenaparta, uan Bbll'O,D,OI'IpMO6pETaTEﬂb
0b6A3aH COO6LLI,VITb CTpaxoBWwMKy ONnA oOcywecrBaeHnAa CTanOBOﬁ BbINaThbl MH,D,MBVI,CI,yaﬂbeIﬁ
MAEHTMd}MKaLLMOHHbIVI KOo4, nauueHTa, yCTaHOBHEHHbIVI CTpaxoBaTtesnem B COOTBETCTBUU C TUMOBbIMU
npasuiamm obA3aTeNbHOro CTpaxoBaHUA.

12. o nonHoro onpegeneHnA pasmepa nognexawero Bo3meweHU Bpeda CTpaxoBWWMK MO
3aAB/IEHUNIO NaUMEHTa, y4acCcTBOBaBLEro B KIMHNYECKOM NccaneaoBaHUMN NeEKAPCTBEHHOIO nNpenapata, uan
3aAB/IEHUIO BblI'O,EI,OI'IpVIOﬁpeTaTeJ'Iﬂ Brnpase OCyuw,eCTBUTb 4acCTb CTanOBOﬁ BbIN1aTbl, COOTBETCTBYIOLLYIO
d)aKTVIHeCKVI onpep,eneHHoi& 4aCT NpUYNHEHHOIO Bpeaa.

13. CTanOBaﬂ BbiMN1aTa B COOTBETCTBMU C 40I0OBOPOM 0b6A3aTeNIbHOro CTpaxXxoBaHWMA OCyLLECTBNAETCA
HEe3aBMUCMMO OT BbINNAT, NPUYNTAOLWNXCA NO APYITMM BUOAM CTPaxoBaHUA.

14. He AONyCKaeTca Yy4dactme nauneHta B NpoBeaAeHUn KAMHUYECKOro wuccneanoBaHuA
NeKapCTBEHHOro npenapata Npn oTCyTCTBUKU A0roBoOpa obA3aTeNnbHOro CTpaxoBaHUA.

15. KOHTpOAb 3a WMCNO/SIHEHMEM OpraHuM3auMen, NoAyYMBLUEA paspelleHWe Ha opraHM3aumio
NpoBeAeHNA  KAMHWYECKOrO MCCNeAOBaHMA  /IeKapCTBEHHOro npenapata  Aada  MeaMUMHCKOro
NPUMEHEHUNA, YCTaHOBAEHHOM HacToAWeW cTaTbel 06M3aHHOCTM NO 06M3aTe/IbHOMY CTPaxoBaHUIO
KM3HM, 300POBbA NaUMeHTa, ydacTBylollero (y4acTBOBaBLIEro) B KAMHWYECKOM UCCAeA0BaHWUU
NeKapCTBEHHOro  npenapaTa,  OCYLECTBAAETCA  YNOJHOMOYEHHbIM  dedepanbHbiM — OpraHom
WCMONHUTENLHON BAACTW, BbIAABLWIMM paspelleHne Ha MpoBedeHUEe KAMHUYECKMX MWCCNeAoBaHWUi
NeKapCTBEHHbIX NpenapaTos A1 MeAULUMHCKOTo NpUMEHeHNA.
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Fnasa 8. NIPOU3BOACTBO N MAPKUPOBKA JNIEKAPCTBEHHbIX CPEACTB
Cratba 45. [pon3BOACTBO IEKAaPCTBEHHbIX CPEeACTB

1. Mpon3BoACTBO /IEKAPCTBEHHbIX CPEACTB LO/IKHO COOTBETCTBOBATb TPebOBaHMAM MpaBu
Hagnesalleih npOM3BOACTBEHHON MPAKTUKM, YTBEPXAEHHbIM YMNONHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCNoNHUTENbHON BacTU. OcobeHHOCTU Nepexoaa NPOM3BOACTBA OTAE/bHbIX IEKAPCTBEHHbIX
CPeACTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NPaBU Haa/ eXKallel NPoOn3BOLCTBEHHOM
NpaKTUKN ycTaHasauBatoTca [paButensctBom Poccuitickon ®Pepepaumun. Bbigaya 3aKalO4eHU O
COOTBETCTBMM NPOU3BOAMTENS NIEKAPCTBEHHbIX CcpeacTB  TpeboBaHMAM NpaBuA  Hag/exalein
NpPOW3BOACTBEHHOM MPaKTUKM OCYLLECTBASAETCA NO pe3y/ibTaTaM MHCMEKTUPOBaHUA Mpou3BoAUTENEN
NIeKapCTBEHHbIX CPEACTB B MOpsAAKe, ycTaHOBeHHOM MpaBuTenbcTBom Poccuitickont epepauumn. Pasmep
nnaTbl 3a BblAaYy 3aK/OYEHMUA O COOTBETCTBUU MPOM3BOAUTENA IEKAPCTBEHHbIX CPEACTB TPeboBaHUAM
nNpaBuA HagjerKalelr Npou3BOACTBEHHON MPAKTUKU ycTaHaBnvBaeTca [paButenncTBom Poccuitckoi
depepauum. Mopaaok opraHM3aLUKN U NPOBEAEHMA MHCMIEKTUPOBAHMA NPOM3BOANTENEN NEKAPCTBEHHbIX
CpeAcTB Ha COOTBeTCTBME TpeboBaHMAM NpPaBUA  Hag/NeXallel NPOM3BOACTBEHHOM MPAKTUKU
yctaHaBnmBaeTca MNpasutenncteom Poccuitickont Pepepaunu.

(8 pea. PepepanbHbIx 3aKOHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-®3, 01 22.12.2014 N 429-d3)

2. TMpou3BOACTBO /NIEKapCTBEHHbIX cpeacts B Poccuiickont Pepepaumm  ocywectsaseTcs
NpPOV3BOAUTENAMMN NEKAPCTBEHHbIX CPEACTB, UMEKOLMMU JINLLEH3UIO HA NPOU3BOACTBO IEKAPCTBEHHbIX
cpeacts. MNoaTtseprKAeHME COOTBETCTBUA /MLEH3MATA MNpaBuMiIam Hagjexaleih Npou3BOACTBEHHOWN
NPaKTUKKN OCYLLECTBAAETCA B PaMKax JIMLEH3MOHHOIO KOHTPOAA B COOTBETCTBUM C 3aKOHOAATe/IbCTBOM
Poccuiickoin deaepaumm ¢ yueTom ocobeHHOCTEN, YKasaHHbIX B YaCTU 1 HacToALLEN CTATbU.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, 01 22.12.2014 N 429-93)

2.1. Ona uenen NULEH3NPOBAHMA MPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB A8 MeAULMHCKOro
NPUMEHEHNA U MHCMEKTUPOBaHUA CyObEKTOB OOpaLLEeHUA NeKapCTBEHHbIX CPeacTB HAa COOTBETCTBME
TpeboBaHMAM  NpPaBUA  Hagfexkallein NPOU3BOACTBEHHOM  MpaKTUKM  depepanbHbli  opraH
WCMONHUTENbHON  BNAcTW, OCYLUECTBAAIOWMIN  TFOCYAAPCTBEHHYIO  PErncTpaumio  JIeKapcTBEHHbIX
npenapaToB A8 MEeANUMHCKOTO NPUMEHEHUS, NPeaoCcTaBAseT penepaibHOMY OpraHy UCMONHUTEIbHOM
B/1ACTW, OCYLIECTBAAIOLWEMY dpelepanbHbli rocyaapCTBEHHbIN IMLEH3MOHHBIN KOHTPOb AeATEeNbHOCTU
Nno NPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB ANA MEeANUMHCKOro NPUMEHEHUA, NO ero 3anpocy B pamKax
MeXXBeA0MCTBEHHOrO MHPOPMALMOHHOIO B3aMMOAENCTBUA B NOPAAKe, yCTaHOBNEHHOM deaepasibHbiM
OpPraHOM MCMOJHUTENIbHOM BNACTU, OCYLLECTBAAIOWMM IMLEH3MPOBAHME NPON3BOACTBA IEKAPCTBEHHbIX
CPeacTs ANa MeAMUMHCKOTO NpPUMEeHeHus, U deaepanbHbiM OPraHoM WCMNONHUTENbHOW BAAacCTH,
OCYLLECTBAAIOWMM FOCYAAPCTBEHHYIO PErUCTPaLLMIO NEKAPCTBEHHbIX MPenapaTtoB ANA MeAMUMHCKOro
NpUMeEHEHUA, cleaytolme CBEAEHMA O NEKAPCTBEHHbIX CpeacTBax (B TOM yMcae B C/yvae, ec/im Takue
CBEAEHMA COCTaBAAIOT KOMMEPYECKYIO TalHY):

1) B oTHOWEHWUM hapMaLEBTUYECKON CYyBCTaHUMMN AN GpapmMaLLeBTUYECKUX CyBCTaHUMIA, BXOAALLMX
B COCTaB JIEKAPCTBEHHOrO Npenapara (3a UckatoueHnem hbapmau,eBTUHECKMX CyBCTaHUMI, BKIOYEHHbIX B
roCyAapCTBEHHbIM peecTp /IeKapCTBEHHbIX CPeAcTB B COOTBETCTBMM CO CTaTbel 34 HacToAllero
depepanbHOro 3aKoHa):

a) HaumeHoBaHWe GapMaLEBTUYECKON CybCTaHL MK, ee CTPYKTYpa, 06LumMe CBONCTBA;
6) HauMeHOBaHWe 1 aApec NPOU3BOANTENS;

B) TeXHO0rmAa nNpon3soacTtesa C onncaHnem CTaAMﬁ npon3soacTBa U MeTo40B KOHTPONA Ha BCeX
CTaamax nponsBoacCTBa,

r) onncaHue pa3paboTKM Npouecca NPOU3BOACTBA;
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[) onrcaHne KOHTPOAS KPUTUYECKMX CTaAMIA NPOU3BOACTBA M MPOMENKYTOYHOM NPOayKUMY;
€) AOKyMeHTalbHOe NOATBEPXKAeHME (BanmaaLma) NpoLeccos 1 (MAn) nx oLLeHKa;

) CBOWMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XxapaKTepucT1Ka npumeceil;

n) cneundmrKauma Ha papmaueBTMYECKyto cybcTaHuMIo U ee 060CHOBaHMe;

K) aHanuMTU4Yeckne MeTOAMKW, WCMOoNb3yemble MNPW  OCYLLECTBJEHUM KOHTPOAS KayecTBa
dapmaueBTMYecKoi cybctaHumm;

N) OOKYMEHTaNbHOE MoATBEPXKAeHME (BaiMAauma) aHaIMTUYECKUX METOAMNK, NCMNO/Ib3YEeMbIX MPU
OCYLLECTBAEHMUM KOHTPOAA KavecTsa GapmaLeBTMYecKol cybcTaHumm;

M) pe3ynbTaTbl aHan3a cepuii apmaLeBTUYECKOW CybCcTaHLMN;

H) NepeyeHb CTaHAAPTHLIX 06PAa3L0B UK BELLECTB, MCNO/b3YeMbIX NPU OCYLLECTBAEHUN KOHTPONA
KayecTsa;

0) onMncaHue xapaKTepPUCTUK 1 CBOMCTB YNaKOBOYHbIX MaTePMasioB U YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 cTabunbHOCTU papmaLLeBTUYECKON cybCTaHUMN;
p) CPOK roaHoOCTY;

2) B OTHOLWEHUN d)apMaLI,EBTMLIECKMX Cy6CTaHLI,l/Il7I, BXO4ALWMNX B COCTAB JIEKAPCTBEHHOIO Npenapara
N BK/ZIKOYEHHbIX B FOCY,CI,apCTBeHHbIﬁ peecTp nekapCrtBeHHbIX Cpencrts B COOTBETCTBMU CO ctatben 34
HacToAullero (Dep,epaanoro 3aKOHa:

a) HanmeHoBaHMe dapmaLeBTUYECKOM cybCTaHLMK, ee CTPYKTYpa, obLumne CBOMCTBA;
6) HauMeHOBaHWe W afpec NPOU3BOANTENS;

B) pe3yabTaTbl aHann3a cepuin dapmaLeBTMUYECKON cybcTaHLmu;

r) CPOK rog4HOCTH;

3) B OTHOLWEHMM IeKapCTBEHHOTO NpenapaTa AN8 MeANLMHCKOTO NPUMEHEHUA:

a) onucaHue 1 CoCTaB JIEKaPCTBEHHOrO NpenapaTta g1a MeAULMHCKOrO MPUMEHEHWS;

6) onucaHne dapmaueBTMYECKOW pa3paboTkm (obocHoBaHWe BblIbOpa cocTaBa, MNEPBUYHOM
YNaKoBKK);

B) TeXHON0IrnMA nNponssoacTtesa C onncaHnem CTaAMVI npon3soacTBa U MeTo40B KOHTPONA Ha BCeX
CTaamax nponssoacTsa,

F) OonncCaHme KOHTPONA KPUTUYECKUX CTaAMVI npouecca npoussoacrea w npomemyTquoﬁ
npoayKuum;

A1) HaMMeHoBaHMWe M afpec MecTa OCyLLEeCTBNeHWUA NPON3BOACTBA IeKapcTBEHHOro nNpenaparta AN
MeAMLMHCKOro MPUMEHEHUA (B Cay4ae HaAMuMA HECKOJIbKUX YYacTHWMKOB npouecca NpoM3BOACTBA
YKa3blBaeTCA KarKabl U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;



) MUKPOBMONOTMYECKME XapPaKTEPUCTUKN;

3) maTepuanbHbIi 6anaHc A4Ns NPOM3BOACTBA CEPUM TOTOBOIO MPOAYKTA;

n) onucaHmne XapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTepManoB U YKYNOPOUHbIX CPeACTB;

K) AOKYMEHTabHOE NOATBEPKAeHME (BanMaaLmMa) NPoLLeccCoB NPOU3BOACTBA U (MAKN) UX OLEHKa;
N) TpeboBaHMA K KayecTBy BCNOMOraTe/IbHbIX BELLEeCTs;

M) aHaNUTMYECKME METOAMKM, WCMONb3yeMble MPU  OCYLLECTBEHUMM KOHTPOAA KayecTsa
BCMOMOraTe/IbHbIX BELECTB;

H) OOKYMeHTa/bHOEe NoATBepXKAeHUe (Banngauma) aHaIMTUYECKUX METOAMK, UCMOJIb3yeMbIX MpuU
OCYLLLECTBNEHUM KOHTPO/IA KAYeCcTBa BCMOMOraTe/bHbIX BELLLECTB;

O) VIHd)OpmaLI,VIﬂ 06 MCNO/Ib30BAHUM BCMOMOraTeNbHbIX Belwects 4yenoseyeCkoro n XmMBOTHOIO
NPOUCXOXKAEHUA;

FI) VIHd)OpMaLI,VIﬂ 06 MCNO/b30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeulLecTs,

p) TpeboBaHWA K KayecTBy JIeKapCTBEHHOro npenapata A8 MEeAWUUMHCKOTO MpUMeHeHuUs
(cepTudmKaT, cneunduKkauma Ha NekapcTBEHHbIN NpenapaT u ux obocHoBaHKe);

C) dHaAnTn4yeckme MeTogukuy, wucnonb3dyembie TMpu  OCyWweCTB/IEHMM KOHTPONA KadecCTBa
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMmeHeHnA,;

T) AOKYMeHTabHOe NoATBepAeHue (Banngauma) aHaMTUYECKMX MeTOAMK, UCNO/b3yeMblX Mpu
OCYLLECTBAEHUN KOHTPOJIA KauecTBa /IeKapCTBEHHOro npenaparta 418 MeAUUMHCKOro NpUMeHeHus;

y) pesynbTaTbl aHa/IM30B CepUii IeKapCTBEHHOIO NpenapaTa 418 MeAUUNHCKOTO NPpUMEHEeHUs;
) XxapaKkTepucTnka npumecein;

X) nepedyeHb CTaHAAPTHbIX O6pa3LI,OB, NMCNoJib3yemMbIX MPU OCylWw,eCTBNIEHNUN KOHTPO/IA KayecCTBa
NeKapCTBEHHOro npenaparta Ana megunumHCKOro npuMeHeHuA,;

L) AaHHble 0 cTabUAbHOCTM NEKAPCTBEHHOro NpenapaTta 418 MeAULUNHCKOro NPUMEHEHMUA.
(4acTb 2.1 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-d3)

3. Mpon3BoOACTBO /NIEKAapPCTBEHHbIX CPeacCTB OcylecTBnaeTca ¢ COGHI‘OAEHMGM Tpe6OBaHMﬁ
NPOMbIWNEHHOIO pernameHTa, KOTOprﬁ yTBEPXKAaEeTCA pyKoBOAUTENEM NPON3BOANUTENA NEKAPCTBEHHbIX
cpeactB M BK/IKOYaAEeT B cebs nepedyeHb WUCNOJIb3yeMbIX d)apMaLI,EBTM‘-IECKMX Cy6CTaHLI,Ml71 n
BCNOMOraTe/ibHbIX BELWECTB C YKa3daHUEM KOJ/IMYECTBA KaXXA0ro M3 HUX, OaHHble 06 ncnosibsyemom
060pYﬂ,OBaHMM, onncaHmMe TEXHONONM4YeCcKoro npouecca M METOA0B KOHTPO/NA Ha BCeEX 3Tanax
npon3BoACTBa JIEKAPCTBEHHbIX CPEACTB.

4. Mpy NPON3BOACTBE JIEKAPCTBEHHbIX NPenapaToBs ANsA MegULMHCKOro MPMMEHEHUA MCNO/b3YHOTCA
dapmaueBTUYecKMe cybCcTaHUMKM, CBeAEHUA O KOTOPbIX COAEp’KaTca B rocyfapCTBEHHOM peecTpe
NEeKapCTBEHHbIX  CPeACTB  ANA  MEeOMUMHCKOro  NpuMMeHeHua U (MaM)  eguHOmM  peecTpe
3aPErMcTPUPOBAHHbIX 1EKAPCTBEHHbIX CPeACTB EBPa3MIACKOro 3KOHOMMYECKOTO COt03a, 33 UCKNOYEHNEM
dapmaueBTUYECKMX CybCTaHLMIM, NPON3BOAMUMBIX ONA NPOBEAEHMA KAMHUYECKMX UCCNeaoBaHMi u (Maum)
ANnA  3KcnopTta. [lpyv Npou3BOACTBE /IEKAPCTBEHHbLIX CPEACTB ANA BETEPUMHAPHOrO MNPUMEHEHMUA
Ncnonb3yloTca GpapmaueBTUYeckue cybcTaHumMmM, CBEAEHMA O KOTOPbIX COAEPXKATCA B roCcyAapCTBEHHOM
peecTpe fleKapCcTBEHHbIX CPeACTB ANA BETEPUHAPHOro NPMMEHEHUA, U (MAK) rocyAapCTBEHHOM peecTpe
NEeKapCTBEHHbIX CPeacTB  ANA  MEAMUMHCKOTO  NPUMeHeHus, U (Man)  eauHOM  peecTpe
3apPErMcTPUPOBaHHbIX BeTepMHAPHbIX /IeKapCTBEHHbIX NpenapaToB EBpPasMiCKOro 3KOHOMWYECKOro
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coto3a, U (M) eguMHOM peecTpe 3aperncTPUpoBaHHbIX JIEKAPCTBEHHbIX cpeacTs EBpasuiickoro
SKOHOMMYECKOro COK3a, 3a MWCKAYeHMem dapmaueBTUYeckuMx cybcTaHuuiA, nNpousBOAMMbIX ANA
npoBeAeHNa KAMHUYECKUX UccnefoBaHnin u  (Mnu) pna skcnopta. K npoueccy npowsBoacTsa
dapmaueBTMYECKOMN CybCTaHUMM OTHOCATCA Ntobble CTaanKM TEXHOIOTMYECKOTO Npouecca, No3sonsioLwme
NOJY4UTb TOTOBbLIM MPOAYKT, COOTBETCTBYIOWMNIM TpeboBaHUAM dapMaKonemHoOM cTaTbM, B TOM 4ucne
bepmeHTaums, SKCTPaKLUMSA, OUUCTKA, BblAeIeHNe, NepeKkpucTanIv3aLmsa, BbiCylUMBaHWE, N3MEIbYEHME.
B cnyyae HeobxoAMMOCTM WMCMOAb30BAHMA 3STUIOBOMO CNMPTA, B TOM uYucie dapmaueBTUYECKOM
cybCcTaHuMM cnmpTa 3TWoBOro (3TaHosa), NP MNPOU3BOACTBE JIEKAPCTBEHHbIX CPeACcTB B KayecTse
AEeWCTBYIOLLEro U (M11) BCMOMOraTe/IbHOro BELECTBa, a TaKXKe B UHbIX TEXHONOTMUYECKUX LLeNsAX A0/KHA
6bITb MCNONb30BaHa TONIbKO papmalieBTUYecKan cybcTaHLUmMa cnMpTa 3TUI0BOrO (3TaHoN).

(8 pen. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-d3, o1 27.12.2019 N 462-®3, o1 27.12.2019 N 481-
®3, 01 24.07.2023 N 341-d3)

4.1. lMepe4yeHb NEKAPCTBEHHbIX NpenapaTtoB A1 MeAULUHCKOro NpUMeHeHUA, B OTHOLEeHWUU
KOTOPbIX YyCTaHaBAMBalOTCA TpeboBaHMA K 0O6bemy Tapbl, YNAaKOBKE W KOMMIEKTHOCTU, MNepeyvyeHb
JIEKapCTBEHHbIX NPENapaToB A1 BETEPUHAPHOIO NPUMEHEHUA, B OTHOLLIEHWM KOTOPbIX YCTaHAB/IMBAOTCA
TpeboBaHMA K 0ObemMy Tapbl, a Takke TpeboBaHWA K obbemy Tapbl, YNAaKOBKE W KOMMIEKTHOCTU
JIeKapCTBEHHbIX MpenapaToB A4 MeAMLMHCKOrO npuMeHeHusi, TpeboBaHMA K obbemy Tapbl
JIEKapCTBEHHbIX NpenapaToB A8 BETEPUMHAPHOro NMPUMEHEHWUA ONPefensAtTCA COOTBETCTBYHOLLMMMU
YNOJIHOMOYEHHbIMK denepasibHbIMM OpraHamm MCNOAHUTENbHON BNACTU B NOpPsAAKE, YCTAHOBNEHHOM
Mpasutenbcteom Poccuiickon deaepauymm.

(4actb 4.1 B pea. GegepanbHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OocyLlecTBAAOWME NPOM3BOACTBO dapmaleBTUYecKon cybcTaHumMM cnvpTa
3TMNOBOro (3TaHONA) ANA MPOM3BOACTBA CMMPTOCOAEPNKALUMX IEKAPCTBEHHbIX NMPenapaTos, 06A3aHbl
OCYLLECTBAATL YYET B NOPALKE, YCTAaHOBNEHHOM CTaTbAMM 8 N 14 PepepanbHOro 3akoHa oT 22 HoAbpsA
1995 roga N 171-®3 "O rocyaapcTBeHHOM perympoBaHMm Npon3BoAcTBa M 060poTa 3TUNOBOrO CNMPTAa,
aNKOroNIbHOM W cnuMpTocoAep:Kalwen npoaykumMm M o6 orpaHuyeHun notpebnenuns (pacnutus)
anKorosbHoOM npoaykumn". NpounssoacTeo ¢papmaLLeBTUYECKOM CybCTaHLMKM CIMPTA STUA0BOTIO (3TaHONa)
[OMNYCKaeTcA TONbKO OpraHusaumen, oCyLLecTBAAOWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TU/I0BOTO
CNUPTA M3 MULLEBOTO CbipbA Ha OCHOBAHMM JINLEH3MM HA NPOWM3BOACTBO 3TMIOBOrO CnMpTa ANA
npoussoacTBa ¢apmaLeBTUYECKOW cybcTaHUMM CnUpTa 3TWIOBOrO (3TaHOMAa) B COOTBETCTBUM C
TpeboBaHMaMKN DdegepanbHOro 3akoHa OT 22 Hoabps 1995 roga N 171-03 "O rocyaapcTBeHHOM
peryaMpoBaHUM NPou3BoACTBa M 0obOpoTa 3TMNOBOrO CNMPTA, AJIKOFOAbHOM M CNMPTOCOLEPIKALLEN
npoayKuMM M 06 orpaHMyYeHUM noTpebneHus (pacnuTma) ankoronbHoM npoayKumn', meToaom
pa3BeneHus BogoN OYMLLEHHOM TAaKOro 3TUAOBOrO CNMPTa, NPOM3BEAEHHOIO AAHHOW OpraHu3aLlmMen no
MEeCTY OCyLLEeCTBAEHMA NPOM3BOACTBA PpapMaL,eBTUYECKOM cybCTaHLMM CNNPTA 3TMA0BOTO (3TaHONA).
(4acTb 4.2 BBeageHa PenepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. NupmsmayanbHble npegnpuHUMATENN U HOPUANYECKME NLA, OCYLLECTBAAOWME 3aKYMKy W
MCNONb30BaHWE dpapmMaLLeBTUHECKOW CybCTaHUMM CNMPTA 3TUOBOTO (3TaHONA), @ TaKKe NPOM3BOACTBO,
usrotosneHne w (Mam) ob6opoT (3a MCKAOYEHMEM PO3HUMYHOW MNPOAAXKM) CMUPTOCOAEPKALUMX
NIEKapCTBEHHbIX MNpenapaTtoB, 06A3aHbl OCYWECTBAATb MX Y4eT M [AEeKNapupoBaHMe B TMOPALKE,
YyCTaHOBNAEHHOM cTaTbaMn 8 u 14 depepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-d3 "O
rocy4apCTBEHHOM pPEeryiMpoBaHMM MNPOM3BOACTBA M 0060OPOTA 3TMAOBOrO CNUPTA, ANIKOTOJILHOM W
cnupTocoaep Kallen NpoayKuum n ob orpaHnyeHmm notpebnaeHma (pacnuTns) ankoronbHoM npoayKumm'.
(4acTb 4.3 BBeaeHa PeaepanbHbiM 3aKoHOM oT 29.07.2017 N 278-93)

4.4, Tlpn nNpPOU3BOACTBE JIEKAPCTBEHHbIX MPEenapaTtoB Aaa BETEPUHAPHOro MNPUMEHEHUA
[AOMYyCKaeTcA WCNo/b30BaHME MPOM3BEAEHHbIX ANA peannsaumm dapmaueBTUYecKUX CybcTaHuMiA,
BK/IIOYEHHbIX B rOCYAAaPCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeACTB YNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM WUCMOAHWUTENbHOM BAAcTW, OCYLLECTBAAIOWMM BedeHWe rocyAapcTBEHHOro peecTpa
NEeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOTO NPUMEHEHUS.
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(4actb 4.4 BBepeHa GegepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
5. 3anpewaeTca npon3sBoAaCTBO:

1) nekapcTBeHHbIX CPEeACTB, CBEAEHUS O KOTOPbIX HE COAEPKAaTca B rocyAapCTBEHHOM peectpe
NIeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro MpUMeHeHuA, U (Man) rocygapcTBEHHOM peecTpe
NIeKapCTBEHHbIX CpeACTB ANA  BETePUMHaApHOro  npumeHeHusa, u  (MaM) eauMHoOm  peecTpe
3aperncTpmpoBaHHbIX JIEKapPCTBEHHbIX cpeacTB EBpasMiicKoro sSKOHOMMUYECKOro coto3a, U (Mim) eguHom
peecTpe  3aperncTpupoBaHHbIX  BETEPUHAPHbLIX  NEKAPCTBEHHbIX  NpenapatoB  EBpasuiickoro
SKOHOMMYECKOrO COK3a, 33 UCK/IIOYEHNEM NIEKAPCTBEHHbIX CPEACTB, MPOM3BOANMBIX ANA NPOBEeLEeHUA
K/IMHUYECKUX UCCNed0BaHUN UKW AS1A SKCNOPTa;

(n. 1 B pea. epepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) banbCcnPUUMPOBaHHbIX TEKAPCTBEHHbIX CPEACTB;
3) neKkapcTBeHHbIX cpeacTs 6e3 NLEeH3UM Ha MPON3BOACTBO /IEKAaPCTBEHHbIX CPEeACTS;

4) NneKkapcTBEHHbIX CPEACTB C HapylweHWem MNpaBuA OpraHM3aLMuM MPOM3BOACTBA M KOHTPOAA
KauyecTBa SIeKapCTBEHHbIX CPEACTB;

5) yTpatun cuny. - desepanbHbiii 3aKoH oT 27.12.2019 N 481-93;

6) cnupTocoAepKalmxX IeKapCTBEHHbIX MPenapatoB Mo MeCTy OCYLLeCcTBAeHMA MpPoM3BOACTBA
dapmaueBTMyeckon cybcTaHUMM cnupTa 3TUAOBOrO (3TaHona) M (MAKM) NO MeCTy OCyLLeCTBAEHUS
NpOM3BOACTBA 3STUNOBOIO CNUPTA;

(n. 6 BBegeH ®egepanbHbIM 3aKoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NpumeyaHue.

®PepepanbHbiM 3akoHOM OT 22.12.2020 N 436-®3 cT. 14.1 ®3 o1 22.11.1995 N 171-®3 n3noxeHa B
HOBOW peaakuum, Hopma n. 1.1 ct. 14.1 cTrapoii peaakumm ®3 cooTBeTcTByeT Hopme n. 2 cT. 14.1 HoBoW
peaakuum.

7) dapmaueBTMYECKOM cybCcTaHUMKM CnMpTa 3TMAOBOro (3TaHona) u (MnAuM) cnupTocodep:Kalmx
NIEKapCTBEHHbIX MpenapaToB HAa OCHOBHOM TEXHONOrMYeCKOM o6opyAoBaHWWM ANA NPOM3BOACTBA
3TUNI0BOro CNMPTA, YKazaHHOM B nyHKTe 1.1 ctatbu 14.1 PepepanbHOro 3akoHa ot 22 HoAbpsa 1995 roaa
N 171-#3 "O rocygapCTBEHHOM pPeryiMpoBaHUM npousBoacTBa M obopoTa 3TUNOBOrO CNUpTa,
a/IKOTO/IbHOM W CNMPTOCOAEp)KaLleld NpoAyKuMM M 06 orpaHuydeHun notpebneHua (pacnutus)
aNKoronbHOM NpoayKumn".

(n. 7 BBeaeH ®egepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

6. Mpu BBOAE /NEKAPCTBEHHbIX CPEACTB B rpaXAaHCKMI 060pPOT YNOJAHOMOYEHHOE /Lo
NpoM3BOAUTENA IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBUA IEKAPCTBEHHbIX
cpeacTs TpeboBaHUAM, YCTAHOBAEHHbIM MPU UX TOCYAAPCTBEHHOW PErncrpaumu, U rapaHTUpyeT, YTo
NeKapCTBEHHbIE CpeacTBa MNpPou3BeAeHbl B COOTBETCTBMM C TpeboBaHMAMM MpPaBWA HaaNerKallel
NPOM3BOACTBEHHOW NPAKTUKMN.

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

7. YNOAHOMOYEHHbIM NNLOM NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB ABAAETCA ero paboTHMK,
aTTeCTOBaHHbIN B YCTAHOBNEHHOM YMOJAHOMOYEHHbIM peaepanbHbIM OPraHoM MUCMOAHUTENBHOMN BAACTU
nopsAaKe M UMeloLWKii cTaxk paboTbl He MeHee Yem NATb /1eT B 061acTU NPON3BOACTBA U (MK) KOHTPOAA
KayecTBa /IeKapCTBEHHbIX CPEACTB, BbiCLlee 06pa3oBaHMe COOTBETCTBEHHO NO 0O4HOW U3 cneuManbHOCTeN
1 (UAn) ogHOMY M3 HanpaBAeHUIM NOArOTOBKU: BUoNOrus, BUOTEXHONOTNA, BETEPUHAPUSA, BETEPUHAPHO-
CaHUTapHaA 3KCMepTM3a, KAMHMYECKas MeauuMHa, pagualMoHHas, XMMMUYecKas M Buosiornmyeckas
3alWmTa, papmauma, pyHAaMeHTaIbHAA MeaMLMHA, XMMUYECKasa TEXHOIOMMA, XMMUA.
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(B peq. PegepanbHbix 3aKOHOB 0T 22.10.2014 N 313-d3, o1 02.08.2019 N 297-93)

8. MpounsBoanTeNn NieKapcTBEHHbIX CPeACTB (3a UCKAoYeHnem dapmaLeBTUYeckon cybcTaHumm
CnupTa 3TUI0BOTO (3TaHONa) MOTYT OCYLLECTBIATb NPOAAXKY EKAPCTBEHHbIX CPEeACTB UK NepeaasaTtb UX
B YCTAHOB/IEHHOM 3aKOHOAaTeIbcTBOM Poccuiickoit Peaepaunm nopagke:

(8 pen. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npon3BOANTENSAM NEKAPCTBEHHbIX CPEACTB A1 NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB;
2) opraHn3aumMam onTOBOW TOProB/N NEKaPCTBEHHbIMMN CPeACTBaMMU;

3) anTeyHbIM OpraHu3auMAM, BeTePUHAPHbIM anTeYHbIM OPraHM3auuaM, WHAUBUAYANbHbIM
npegnpMHUMaTens M, MMELWUM IMLEH3NI0O Ha dapMaLLeBTUUYECKYIO AEeATeNbHOCTb WAN JIMLLEH3MIO Ha
MeOMULMNHCKYIO AeATeIbHOCTb;

4) Hay4YHbIM OpPraHM3aUMAM 418 HayYHO-MCCNea0BaTeNbCKON paboThl;
(8 peq. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) MeONUNHCKUM OPraHn3aumnamMm M BETEPUHAPHbLIM OPraHU3aUlUAM,

6) opraHMsauMaMm M WHAMBUAYANbHBIM NpPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pa3BeneHue,
BblpallMBaHNUE W COAEP!KAHME MHMBOTHbIX (33 WCKAOYEHMEM MpoAaxkM UM  dapmMaLeBTUYECKUX
cybCTaHLM NAK UX Nepeaaydn);

(n. 6 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ucnbiTaTenbHbiM nabopaTopuam (LeHTpam), NPOBOAALMM UCMbITAHUSA B 0671aCTU KOHTPOAS
KauecTBa JIEKAPCTBEHHbIX CPEeACTB, aKKPeAUTOBAHHbIM B COOTBETCTBMW C 3aKOHOAATE/IbCTBOM
Poccuiickon depepaumm 06 akkpegmTaLmMmn B HaLMOHaNbHOM CUCTEME aKKpeaUTaLuum.

(n. 7 BBegeH ®egepanbHbiMm 3akoHOM oT 04.08.2023 N 428-93)

9. MpowussoauTtenu ¢dapmaLeBTUYECKON CcybCcTaHUMKM CcnupTa 3TMAOBOro (3TaHosa) 06A3aHbI
OCYLLECTBAATL peannsaumio (nepegady B yCTaHOBAEHHOM 3aKOHOZaTenbcTBOM Poccuiickont Pepepauymm
nopagke) <¢apmaueBTUYECKOM  CyOCTAHUMM  CNMpPTA  3TWIOBOFO  (3TaHOMa) nNpousBoOgMUTENsM
NeKapCTBEHHbIX CPEeACTB A1 NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOU3BOAUTENAM (M3rOTOBUTENAM)
MeANUMHCKUX U3aenunii ANA NPOM3BOACTBA U U3rOTOBEHUA MEAULMHCKUX U34ENNIN B EMKOCTAX 06 beMom
He 6onee 1 nnTpa u (Mnm) He meHee 1000 UTPOB, @ OPraHM3aLMAM, YKa3aHHbIM B NyHKTax 3 - 5 1 7 yactu
8 HacTosALel cTaTby, B Tape ob6bemom He 6onee 1 auTpa.

(4actb 9 BBegeHa deagepanbHbiM 3aKoHOM OT 29.07.2017 N 278-93; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, 01 22.12.2020 N 444-®3, ot 04.08.2023 N 428-3)

10. Peanusauma (nepefadva B YCTaHOBNEHHOM 3aKoHoZaTesnbcTBOM Poccuitckon depepaumm
nopagKke) ¢dapmaueBTMUecKon cybCcTaHUMM CNMPTA 3TMNOBOrO (3TaHO/MA) OpPraHM3auMam ONTOBOW
TOProB/IY NEKAPCTBEHHBIMW CPEeACTBAMM He ,0MNyCKaeTCA.

(4acTtb 10 BBeaeHa ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

11. MepeBo3KkKN papmaLeBTUHECKOM CYyOCTAHUMKU CNMPTa 3TUAOBOrO (3TAHOMA) OCYLLECTBAAIOTCS C
cobnogeHnem TpeboBaHMI, YCTaHOBNEHHbIX ab3auem YeTBepTbiM MyHKTa 3 cTaTbk 9 PepepanbHOro
3aKoHa oT 22 Hosbpa 1995 roga N 171-d3 "O rocygapcTBEHHOM pPeryiMpoBaHUM MPOU3BOACTBA U
060poTa 3TWIOBOrO CNWMPTA, aZIKOTO/IbHOM UM CNMPTOCOAEPHKALEN NPOAYKLMM M 06 orpaHuyYeHun
notpebneHus (pacnuUTna) ankoroabHoOM NpoayKumun'.

(4acTtb 11 BBeaeHa ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

Cratba 46. MapKUpoBKa NeKapCTBEHHbIX CPeacTB

1. JlekapcTBeHHble npenapaTbl, Npoweglmne rocygapCTBEHHYO perncTpauunio B COOTBETCTBUM C
Tpe6OBaHMﬂMM HacCToAllero d>ep,epaanoro 3adKOHa, 3a WUCKAKYEeHMNEeEM NeKapCTBEHHbLIX MpenaparTos,
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M3rOTOB/MIEHHbIX aANTEYHbIMW  OPraHU3aUMAMM, BETEPUHAPHBIMM  ANTEYHbIMU  OPraHM3auUMAMM,
MHAMBMAYANbHBIMM  MPEANnPUHUMATENAMM, UMEIOWUMM  NIMLUEH3UI0  Ha  dapMaLEeBTUYECKYHO
AEeATEeNbHOCTb, A0/KHbI MOCTYyNaTh B 0bpalleHme, ecnu:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) Ha WX NepBWYHOM YNaKoBKe (3a MCKAOYEHMEM MEepPBUYHON YMNAKOBKM /IeKAaPCTBEHHbIX
pacTUTEeNbHbIX NPenapaToB) XOPOLIO YMTaeMbIM LIPUGTOM Ha PYCCKOM A3blKe YKa3aHbl HAMMEHOBaHUe
JleKapCTBEHHOro npenapata (Me)kayHapogHoe HenaTeHTOBaHHOEe, WM  TPYNMUPOBOYHOE, WU
XUMUYECKoe, NN TOProBoe HaMMeHOBaHMe), HOMep Cepun, AaTta BbiNycKa (419 UMMYHOBNONOTMYECKUX
JIEKapCTBEHHbIX MPEnapaToB), CPOK FOAHOCTU, A03UPOBKA WM/IM KOHLEHTpauusa, obbem, aKTMBHOCTb B
eANHULAX AeNCTBUA NN KOIMYECTBO A03;

(B peq,. PepgepanbHbix 3akoHOB 0T 11.10.2010 N 271-d3, o1 22.12.2014 N 429-$3)

2) Ha UX BTOPUYHOI (NOTPEBUTENLCKOIM) YNAaKOBKE XOPOLLIO YNTAaEMbIM LIPUGTOM Ha PYCCKOM A3bIKe
YKa3aHbl HaMMeHOBaHWME JeKapCTBEHHOro npenapata (MexAyHapoAHOe HenaTeHTOBaHHOe, WM
rpynnupoBOYHOE, WM XMMUYECKOE U TOProBOE HaMMEHOBaHWSA), HaMMEHOBaHMEe NpousBoguUTeNs
JIeKapCTBEHHOrO Npenaparta, HoOMep cepun, AaTa BbiNycka (419 MUMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapaTtoB), HOMEpP PEerncTPaLMoOHHOro YAOCTOBEPEHUs, CPOK FOAHOCTU, CMOCO6 NPUMEHEHMS,
[03MPOBKA WM KOHLEHTpauusa, obbem, akTMBHOCTb B eAMHULAX AEeUCTBUA MO0 KOAMYECTBO 403 B
YMaKoBKe, NeKapcTBeHHan popma, yCNoBMA OTNYCKA, YCNOBUA XPaHEHUA, NpeaynpeanTeNbHble HAAMUCK.
(8 pea. PepepanbHblx 3akoHOB 0T 11.10.2010 N 271-®3, 01 22.12.2014 N 429-93)

2. dapmaueBTUYecKMe cybCTaHUMKM O0/MKHbI MOCTyNaTbh B obpallleHue, eciv Ha UX NepBUYHON
YMaKOBKe XOPOLLO YMTaeMbIM WPUPTOM Ha PYCCKOM fA3blKe YKa3aHbl HaumeHoBaHMe dapmaL,e BTUYECKOM
cybcTaHuMM (MexayHapoaHoe HenaTeHTOBaHHOoe, UK PYNMUPOBOYHOE, UAN XMMMUYECKoe U Toprosoe
HaMMeHOoBaHMA), HaMMeHOBaHWe NponssoauTens GpapmaLeBTUYecKon cybCcTaHLUK, HOMep cepumn 1 aaTta
W3roTOBAEHWA, KONNYECTBO B YNaKOBKE U eAUHULbI U3MEPEHUA KOIMYEeCTBa, CPOK roAHOCTU U YCN0BUA
XpaHeHus.

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

3. ﬂeKapCTBEHHbIe cpeAacTtBa B Ka4yecTBe CbIBOPOTOK A0/TIXKHbI MOCTYNaThb B o6pau.|,eH ne C ykasaHnem
KUNBOTHOTO, N3 KPOBW, NZ1a3Mbl KPOBU, OPraHoOB " TKaHel KOTOPOro OH" noay4yeHbobl.

4. Ha BTOpUYHYO (NOTPebUTENbCKYIO) YNAaKOBKY NEKAaPCTBEHHbIX CPeACTB, NOAYYEHHbIX U3 KPOBM,
naasmbl KPOBM, OPraHOB M TKaHeM YeNoBeKa, A0KHA HaHOCUTbCA Haanuck: "AHTuTtena K BUY-1, BUY-2,
K BMpycy renatuTa C 1 NOBEPXHOCTHbIN aHTUIEH BMpPYCa renaTtuTa B oTcyTtcTByoT".

5. Ha nepBUYHYIO yNaKOBKY M BTOPUYHYIO (MOTPEebUTENBCKYIO) YNAKOBKY pagmodapMaLeBTUYECKMX
NeKapCTBEHHbIX CPEACTB A0/IKEH HAHOCUTBLCA 3HAK PaANALMOHHOI OMACHOCTM.

6. Ha BTOpUUYHYIO (NOTPEBUTENbCKYIO) YNaKOBKY roMeonaTUYecKnx NeKkapcTBeHHbIX npenapaTos
AONX¥KHa HAHOCUTbLCA Haanuck: "TomeonaTnyecknin'.

7. Ha BTOpWYHYIO (NOTPEBUTENLCKYIO) YNAKOBKY /NEKAPCTBEHHbIX PACTUTE/bHbIX MPenapaTos
AO/MKHA HAHOCUTBLCA Haanuco: "MpoAyKuMA NPoLWAa PagnaLMOoHHbIN KOHTPOAL".

8. Ha nepBUYHYO YNaKOBKY (ecnun A5 3TOro CYLLEeCTBYET TEXHUYECKan BO3MOKHOCTb) M BTOPUYHYHO
(noTpebuTenbcKylo) yMaKkoBKY /IeKapCTBEHHbIX MPEenapaTtoB, NpeAHasHaAYeHHbIX AAA KAUMHUYECKUX
nccneaoBaHuii, A0NKHA HAHOCUTLCA Hagnuck: "N KNMHUYECKMX UccneaoBaHmin',

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

9. ¥YnaKoska NeKapCTBEHHbIX Cpeacrts, npeagHasHa4YeHHbIX WCKAKYUTENIBHO A4 3KCNOoPTa,
MapKNpyeTcAa B COOTBETCTBUMN C Tp66OBaHMF|MM CTpaHbl-MMnNopTepa.

10. Ha TpaHCMopTHylO Tapy, KOTopas He npeAHasHayeHa gna notpebuTenein M B KOTOpylo
NOMELLEHO /IeKapCTBEHHOE CPEeACTBO, AO/MKHA HAHOCUTLCA MHPOPMALMA O HaUMEHOBaHUW, cepuu
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JIeKapCTBEHHOrO CpPe/CcTBa, JAaTe BbINyCKa, KOAMYECTBe BTOPUYHbLIX (NOTPebMTeNbCKMX) YNaKoBOK
JIeKapCTBEHHOrO Cpe/cTBa, NPOU3BOAUTENE NIEKAaPCTBEHHOrO CPeACTBa C YKa3zaHMeM HaMMeHOBaHMA U
MECTOHaXOAeHUA NPOMU3BOAUTENA NEKAPCTBEHHOrO cpeacTBa (agpec, B TOM YMcae cTpaHa u (Mam) mecTto
Npou3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ TaKKe O CPOKe rogHOCTU IeKapCTBEHHOMo cpeacTsa U 06
YC/IOBUSAX €r0 XPaHEeHUA U NePEeBO3KU, HEOBXoANMbIe NpeaynpeanTebHble HAANUCU U MaHUMYNATOPHbIE
3HaKM.

11. Ha nepBUYHYIO YNaKOBKY 1 BTOPUYHYIO (MOTPEBUTENbCKYIO) YNaKOBKY NEKapCTBEHHbIX CPecTB
019 BETEPMHAPHOIo NPUMEHEHMA A0/KHA HAHOCUTbCA Hagnuck: "[1A BETEPUHAPHOTO NPpUMEHeHUs".

12. Ha BTOpuYHYlO (NOTPEBUTENbCKYIO) YNaKoBKY /IeKapCTBEHHOro mnpenapaTta HaHOCUTCA
LUTPUXOBOW KOA.

nhaea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO GEAEPALIUIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOWN GEAEPALIUN
(8 peq,. PepepanbHoOro sakoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAaaoK BBO3a JieKapCTBEHHbIX cpeactB B Poccuiickyio Pepgepaumio u BbiBO3a
NleKapcTBeHHbIX cpeacTB U3 Poccuiickoii Pepgepauun
(8 peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1. BBO3 neKapcTBEHHbIX cpeactB B Poccuitckyto denepaumio ocCylecTBAfeTca B MNoOpsaKe,
ycTaHoBaeHHOM lNpasuTenbctBom Poccuitckoit depepauymm, B COOTBETCTBUM C aKTaMM, COCTABAAOLWMMMU
npaso Coto3a, n (nan) 3akoHogaTenbcTBOoM Poccuiickon deaepauyMm o TaMOXKEHHOM PEryiMpoBaHnu.

(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpuMmeyaHue.

[o 31.12.2024 poccUACKMM NPOU3BOAUTENAM Pa3peLleHo B YBEAOMUTE/IbHOM MOPAAKE BBO3UTb He
BHECEHHble B peecTp ¢dapmaueBTUYeckne cybCcTaHUMM ANA BETEPUHAPHOTO MPUMEHEHUA ANs
MPOM3BO/ACTBA 3aPErMCTPUPOBAHHbIX IEKAPCTBEHHbIX cpeacTs (MocTaHoBneHMe MpaBuTenscTsa PP ot
12.03.2022 N 353).

2. BBosumble B Poccuiickyto denepaumio NeKapcTBEHHbIE CPEeACTBA AO/KHbI COAEPKATbCA B
rocy4apCTBEHHOM peecTpe /NEeKapCTBEHHbIX CPeACTB, WAW eAMHOM pPeecTpe 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX  cpeacTB  EBPasMIMCKOro  3KOHOMMYECKOrO  COl3a, WM  eAWHOM  peecTpe
3aperncTpMpoBaHHbIX BeETEPMHAPHbIX JIEKAPCTBEHHbIX MpenapatoB EBPasMMCKOro 3KOHOMWYECKOro
cotosa.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-d3, o1 30.01.2024 N 1-d3)

3. JonyckaeTca BB0O3 B Poccuiickyto ®eaepaupio KOHKPETHOM NapTUM 3aPErMCTPUPOBAHHDBIX U (M)
He3aperncTpUpPoBaHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHasHaYeHHbIX 418 Pa3paboTKM SeKapCTBEHHbIX
CPeAacTB, NPOBEAEHMA Hay4HbIX M MHbIX WCCNeAO0BaHMIA, NPOBEAEHWUA KAMHWYECKMX MCCNeAoBaHWUM
NEeKapCTBEHHbIX NPENapaToB, NPOBEAEHNA IKCNEPTM3bl JIEKAPCTBEHHbIX CPEACTB A/1A OCYLLEeCTBAeHUA
rocyAapCTBEHHON PEerncTpauum UM pPernctpaumm NekapcTBeHHbIX MPenapaTtoB MAM AN OKasaHuA
MEAMLMHCKOM MOMOLWM MO KM3HEHHbIM MOKA3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHUU
paspelleHns, BblAaHHOrO YMNOJAHOMOYEHHbIM ¢eaepasbHbIM OPraHOM MWCNOAHUTENLHOM BAACTU MO
3aABNEHMAM /IML, YKa3aHHbIX B cTaTbe 48 HacTosAwero deaepasnbHOro 3akoHa. PaccmoTpeHuMe Takoro
3a8BNEHUA W MPUHATME pPeleHMA O BblAaye paspelleHns Ha BBO3 KOHKPETHOW napTum
3apPermcTPMPOBaHHbIX U (MAK) HE3aPEerncTPUPOBaHHbIX IEKAPCTBEHHbIX CPeACTs, NpeaHasHaYeHHbIX Ann
pa3paboTKM NeKapCTBEHHbIX CPeACTB, MPOBEAEHUA HayyHbIX M WMHbIX WUCCAeA0BaHWA, NpoBeneHMA
KAMHUYECKMX UCCNeAO0BaHWUIA NIeKapCTBEHHbIX MpernapaToB, NPOBEAEHUA 3KCNEepPTM3bl IEKAaPCTBEHHbIX
CPeAcTB ANA OCYLLECTBNEHMA rOoCyAapCTBEHHOW perucTpauuMuM WaM PerucTpaumu  NeKapCTBeHHbIX
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npenapaTtoB WAM ANA OKA3aHMA MEAMUMHCKOMW MOMOLLM MO KM3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauneHTa nMbo 06 oTKase B BblAaye YKa3aHHOMO paspeLleHns NpomM3BoSATCA B CPOK, HE MPEBbLILLAOLWMIA
nAatTn pabounx gHen. Maata 3a BblAa4Yy YKa3aHHOro pa3peLleHnsa He B3aMMaeTcA.
(B peq,. PepepanbHbix 3aKoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-93)

3.1. Y1paTtun cuny c 1 aneapa 2024 roga. - PepepanoHblii 3aKoH 0T 27.12.2019 N 475-93.

3.2. [o 31 pekabps 2024 roga AonycKaloTcA BBO3 Ha Tepputopuio Poccuiickon Pepepaumun u
obpauweHne B Poccuitckon Pegepaunm c yyetom ocobeHHOCTel, YCTaHOB/EHHbIX [1paBUTENbCTBOM
Poccuiickon degepaumn, 3apermcTpMpPOBAHHbIX NIEKAPCTBEHHbIX MPEnapaToB AAA MegUUMHCKOro
NPUMEHEHUA B YNaKOBKaX, NpeAHasHa4yeHHbIX A41a 0bpalleHma B MHOCTPaHHbIX FOCy4apcTBax, B Cayyae
OedeKTypbl /IEKAapPCTBEHHbIX NPenapaToB WM pPUCKA ee BO3HMKHOBEHWMA B CBA3M C BBEAEHWEM B
oTHoweHun Poccuitickon Pepepaumm orpaHUYUTEIbHBIX MEP SKOHOMUYECKOTO XapaKTepa npu ycl1oBun
COOTBETCTBMSA BBO3MMbIX JIEKAPCTBEHHbIX MNpenapaToB TpeboBaHWUAM, YCTAHOBAEHHbIM MNPU  UX
perucTpaumm, 3a MCKAYeHUem TpeboBaHUM K NepBUYHOW YNaKoBKe, BTOPUYHOM (NOTpebutenbckomn)
YMaKOBKe, a TaKXKe MNpW HaanuuyMmM Ha BTOPMYHON (NOTPebuUTeNbCKOoW) YMNaKoBKe JIeKapCTBEHHbIX
npenapaTos, Haxo4AWMXCcA B obpalleHnmM, camoKieawencs STUKETKKN, cogepKawein nHpopmaumo o
JleKapCcTBEHHOM NpenapaTe Ha PYCCKOM f3bIKe.

(4acTtb 3.2 BBegeHa PepepanbHbiM 3akoHOM OT 26.03.2022 N 64-93; B pean. PepepanbHOro 3akoHa ot
19.12.2022 N 519-93)

3.3. Jonyckatotca BBO3 B Poccuitckyto Pepepauymio n obpaweHme B Poccuiickon Peaepaumm ¢
y4yeTom ocobeHHoCTeN, YCTaHOBNEHHbIX MpaBuTENLCTBOM Poccuitckoit depepauum,
3aperncTpMpoBaHHbIX  OPUrMHaNbHbIX  OpdaHHbIX  JIeKAPCTBEHHbIX  MNpenapatoB U (uan)
BbICOKOTEXHONOTMYHbIX JIEKAPCTBEHHbIX MNPEenapaTtoB AN MeAUUMHCKOrO MPUMEHEHUA B TeyeHue
OBeHaguaTM mecsaueB nocie AaTbl MX peructpauum B Poccuiicko degepaumm B ynaKoBKax,
npegHasHayeHHbIX A0 0bpalleHMa B MHOCTPaHHbIX rOCyAapcTBax, NpM YCA0BUM COOTBETCTBMA BBO3MMbIX
NIeKapCTBEHHbIX MpenapaToB 418 MeAULMHCKOrOo NpumMeHeHus TpeboBaHUAM, YCTaHOBAEHHbIM NPU UX
perncTpauum, 3a UCKItoYeHnem TpeboBaHUM K NepBMUYHOM YNaKOBKE, BTOPMYHOM (NoTpebutenbckomn)
YyMNaKoBKe, U NPpU HA/IMYMK Ha BTOPUYHOM (NOTpebunTenbCKoM) ynakoBKe NeKapCTBEHHbIX MpenapaToB gns
MEeAMLUMHCKOIO NMPUMEHEeHMUs, HaxoasaWwmnxcs B 0bpallleHnn, caMoKNealenca 3TUKETKKU, coaeprKallen
MHPOPMALMIO O JIEKAapCTBEHHOM MNpenapate ANa MeAMUMHCKOro MPUMEHEHMA Ha PYCCKOM A3blke. B
OTHOLWEHMN AaHHbIX IEKAPCTBEHHbIX NPENapaToB He NPUMEHAOTCA MONOXKEHUA YacTU 7 CTaTbM 9 M vacTen
11 2 cratbu 52.1 HacTosawero PepepanbHOro 3aKoHa.

(4acTb 3.3 BBeaeHa deaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4. B Poccuickyto depepaumio MOXKHO BBO3WUTb JIEKAPCTBEHHbIE CPEACTBA, KAauyeCTBO KOTOPbIX
NnoATBEPXKAEHO  CepTUOMKATOM  MPOU3BOAMUTENA  JIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPAIOLMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeaCcTB TPeboBaHUAM, YCTAaHOBAEHHbIM NMPU UX PEFUCTPaLUM
WA NpoBeAEeHUM NpoLLeayp, CBA3AHHbIX C PErUCTpaumen.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, o1 30.01.2024 N 1-$3)

5. 3anpeuwaeTca BBo3 B Poccuiickyto Peaepaumio panbcuduLMpoBaHHbIX 1EKAPCTBEHHbIX CPEACTB,
HeA06poKayecTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAMAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. ®anbcMdmLMpoBaHHbIE NEKAPCTBEHHbIE CPeACTBa, Hef06pPOKAYeCTBEHHbIE NEKAPCTBEHHbIE
CpeAacTBa NoA/iexKaTt U3bATUIO U NOCNeAYIOWEMY YHUUTOXKEHMIO UK BbIBO3Y U3 Poccuiickon ®eaepaumu,
KOHTpaaKTHble /IeKapCTBEHHbIE CPeACTBa - M3BbATUIO U NOCAEAYIOWEMY YHUUTOXKEHMUIO. YHUUTOXKEHMUE
wan  BbiBO3 M3  Poccuiickon  ®egepaumm  $anbCUOUUMPOBAHHBLIX  JIEKAPCTBEHHbLIX  CPEACTB,
HeA06pOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB, KOHTPAadaKTHbIX  /JIEKAPCTBEHHbIX  CPeAcTB
OCYLLEeCTBAAETCA 3a CYeT /Mua, OCYLLeCTBMBLIEro WX BBO3. [lOPAAOK YHUUYTOMEHMA U3BATbIX
banbCcPUUMPOBAHHBLIX NEKAPCTBEHHbIX CPeAcTB, HeA06POKAaUYeCTBEHHbIX NEKAPCTBEHHbIX CPEACTs,
KOHTpahaKTHbIX IeKapCTBEHHbIX CPeACTB ycTaHaBAMBaeTca NpasutenbcTBom Poccuiickoit degepaumn.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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7. Jvua, ocyuwecTteasowme BBo3 B Poccuiickyio  Pepepaumio  dpanbcudPpuumMpoBaHHbIX
NIeKAPCTBEHHbIX  CPeAcTB, HeAOOPOKAYECTBEHHbIX J/IEKAPCTBEHHbIX  CPeAcTB,  KOHTPadaKTHbIX
NIeKAPCTBEHHbIX CPeAcTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuitckoit
depepauun.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-03)

8. BbIBO3 /IeKapCTBEHHbIX CPeacTB M3 Poccuiickon Pepepauymm ocyLwecTBaseTca B COOTBETCTBUM C
aKkTamu, coctasasiowmmm npaso Coto3a, M (MAKM) 3akoHopaTtenbcTBoM Poccuiickoli Pepepauumn o
rocyf,apcTBEHHOM peryanpoBaHMM BHELUHETOPrOBOMN AeATENIbHOCTU.

(4acTb 8 B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. BBOA B rparkAaHCKUI 06OPOT IeKAPCTBEHHbIX NPENapaToB A8 MeAULMHCKOTo NPUMEHEeHUs,
BBE3€EHHbIX B Poccuitckyto ®epepaumto, ocywecTeaserca ¢ cobnogeHnem tTpeboBaHUM, yCTaHOBAEHHbIX
ctatben 52.1 HacTosAwero PesepasbHOro 3aKoHa.

(yactb 9 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlAOC: NnpyMeYaHme.

Y. 10 cT. 47 He pacnpoCTpaHAETCA Ha CepuUn NeKapCTB A1A BETePMHAPHOro NpUMEHEHNA, BBEAEHHbIE
B rpaxgaHckuii obopot o 01.09.2023, KoTopble nogaeXKaT NPUMEHEHUIO A0 UCTEYEHUA CPOKA MUX
rogHocTn (P3 ot 02.07.2021 N 317-P3).

10. BBog B rpa*kaaHCKnit 060poT IeKapCTBEHHbIX NPenapaToB 415 BETEPMHAPHOro NPUMEHEHMS,
BBE3eHHbIX (MepemelyeHHbIX) B Poccuitckyto ®eaepaumio, ocyliecTeanseTca ¢ cobnogeHmem TpeboBaHui,
YCTaHOBAEHHbIX CcTaTben 52.2 HacTosAwero PegepanbHOro 3akoHa.

(4acTb 10 BBeaeHa ®enepanbHbiM 3akoHOM oT 02.07.2021 N 317-93)

Cratba 48. Opuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeAacTs B
Poccuitckyio Pegepaumio
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTsa B Poccuiickyto ®eaepaumio MOryT BBO3UTh:
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) nponssoauTeNnn NEKApPCTBEHHbLIX CpeacTts 404 LI,EIIEﬁ CcO6CTBEHHOIO npon3soAacTBa
NEeKapCTBEHHbIX CPeacTs;

2) WHOCTpaHHble pPa3paboTuMKM NEKAPCTBEHHbLIX CPEACTB M WMHOCTPaHHble MPOU3BOAUTENN
NEeKapCTBEHHbIX CPEACTB UK ApYTUe IopUANYECKME ML NO NOPYYEHUIO Pa3paboTymKa IeKapcTBEHHOIO
cpeacTBa Ans paspaboTKM NeKapCTBEHHbIX CPEACTB, NPOBEAEHMA HayYHbIX M WMHbIX MUCCNedoBaHUM,
NpoBeAeHNA  KAMHWYECKMX  WUCCNedoBaHMK  NIeKapCTBEHHOro  NpenapaTta,  OCYLWEeCTBAeHUA
rocyJapCTBEHHOM  perucTpaumMum  WAM  perncTpaumyM  JIeKapcTBEHHOro MpenapaTta, BK/YEHUS
dapmaueBTUYECKO CcybCTaHUMM B TOCYAAPCTBEHHbIA PEecTp NEKApCTBEHHbIX CPeacTB, KOHTPOAA
KayecTBa JIeKapCTBEHHbIX CPEACTB MPU HaMYMUK pPaspeLleHna YNoJTHOMOYEHHOro ¢pegepasbHOoro opraHa
NCMNONHUTENbHOM BNACTM Ha BBO3 KOHKPETHOM NapTMM NEKAPCTBEHHbIX CPEACTB;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) opraHu13auumn oNTOBOM TOProBAN IEKAPCTBEHHbIMWN CPeaCTBAMMU;

4) HayyHble oOpraHusaumm, obpasoBaTesibHble OpraHM3auMuM  Bbiclwero 06pa3oBaHus,
NpPOW3BOAUTENN JIEKAPCTBEHHbIX CPEACTB ANA Pa3paboTKM, UccnefoBaHWN, KOHTPOAA 6e30MacHoCTH,
KayectBa, 3$PEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB MPU HANMYUKM pa3pelleHMA YNOJIHOMOYEHHOTO
denepanbHOro opraHa UCMONHUTENIbHOM BNACTY;

(8 pea. PepepanbHbix 3akoHoB oT 02.07.2013 N 185-d3, o1 30.01.2024 N 1-$3)
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5) MmeaMLUMHCKME opraHn3aLmm, MHble YKa3aHHble B MyHKTax 1 - 4 HacToALEeN cTaTbM OpraHM3auum
ONA OKa3aHUA MeAULUUHCKOM MOMOLLM MO }KU3HEHHbIM MOKa3aHUSAM KOHKPEeTHOTo NauMeHTa Npy Haan4ymm
paspeleHns ynoJiHOMoYeHHoro peaepanbHOro opraHa UCNOJIHUTE/IbHOM BNACcTM Ha BBO3 KOHKPETHOM
napTUM NeKapCTBEHHOro npenapaTa, BblAAHHOIO B YCTAHOBJEHHOM MopsaKe B popme 31eKTPOHHOro
AOKYMEHTa, NOANNCAHHOIO YCUIEHHOM KBaANPULMPOBAHHOM 3/IEKTPOHHOM NOAMNUCHIO;
(8 pen. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

6) yTpaTun cuny c 1 aHBapa 2024 roga. - PegepanbHblit 3aKoH oT 27.12.2019 N 475-03.

7) npon3BoAUTENN MEANLMHCKUX U3LeNNA ANS Lenel Npou3BoACTBA MeANLUNHCKUX U34ENNI.
(n. 7 BBeaeH depepanbHbim 3akoHom oT 30.01.2024 N 1-$3)

CraTbsa 49. [lokymeHTbl, NpeAcTaBAsembie B TAMOXeHHble opraHbl Poccuiickoii ®egepauum npu
BBO3€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyio deaepauuto
(B peq,. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-3)

1. Mpn BBO3e /IeKApPCTBEHHbIX CPeacTB B Poccuiickyio Pepepaumnto B TaMOXKEHHble OpraHbl
Poccuiickoin ®epepaummn Hapagy € AOKYMEHTaMK, NpeacTaBleHWe KOTOpbIX NpesyCcMOTPEHO aKTamMy,
cocTtasnsaowmmn npaso Cotosa, U (M1M) 3akoHodaTeNnbLCTBOM Poccuiickolt depepaym 0 TaMOXKEHHOM
peryinpoBaHumn, NPeACTaBAAIOTCA CAeayowme 4OKYMEHTbI B 3/1eKTPOHHON dopme:

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-$3)

1) cepTudukaT NpomsBoAUTENA NEKAPCTBEHHOrO cpeacTBa ANA BETEPUHAPHOrO MPUMEHEHMA,
YA0CTOBEPAIOLLMIA COOTBETCTBME BBO3MMOTO JIEKAPCTBEHHOIO CPEACTBA A4 BETePUHAPHOro NPUMEHEH WA
TpeboBaHMAM papmaKonenHow cTaTbM NM6O B C/lyyae ee OTCYTCTBUA HOPMATUBHOIO AOKYMEHTa;

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) pa3peweHne ynoHOMOYEHHOro ¢e,u,epaanoro OpraHa WCNONHUTENbHON BAacTM Ha BBO3
KOHKpETHOVI napTmMn NeKapCtBeHHOro cpeacrtea B C/iy4aAx, YCTAHOBJIEHHbIX 4aCTblo 3 cratbn 47
HacToAllero (Dep,epaanoro 3aKOHa.

2. [JoKyMmeHTbl, yKasaHHble B NyHKTax 1 M 2 yactu 1 HacToAlel cTaTbM, NPeacTaBAAlTCA B
TaMOXeHHble opraHbl Poccuiickon Pepepaumm npu NpubbITUN NEKAPCTBEHHBIX CpeacT8 B Poccuiickyto
depepaumto.

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

Cratba 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio Pepepauuio Ana JUYHOTO
MCNONb30BaHUA U MHbIX HEKOMMEPYECKUX Lenei, a TaKXKe ANA UCNO/Nb30BaHUA HA Tepputopuu
MeXAYyHapOoA4HOro MeguLMHCKOro Knacrepa
(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-3, o1 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapaTbl MoryT ObiTb BBe3eHbl B Poccuiickyto Pepepauunto 6e3 ydyeta
TpeboBaHMi, NpeayCMOTPEHHbIX YacTamMmK 1 - 4 ctatbn 47, ctatbamu 48 u 49 HacTosawero ®PenepanbHOro
3aKOHa, ec/iM OHU NpeaHa3HayeHbl ANA:

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

1) AMYHOro UCNoNb30BaHUA GU3NYECKMMM LMK, NPUBbIBLIXMM B Poccuiickyto ®eaepauuto. Mpu
3TOM BBO3 B Poccuiickyto deaepaumio NeKapCTBEHHbIX MPenapaTos, COAEPHKaLUX CUAbHOAENCTBYOLWME
1 (Mnn) A40BUTbIE BELLECTBA, BKAOYEHHbIE COOTBETCTBEHHO B CMIMCOK CUAbHOAENCTBYIOWMX BELLECTB ANA
uenei yronoBHOro 3akoHoaaTebcTBa Poccuiickoit desepaLmmn 1 B CNMCOK AA40BUTLIX BELLECTB 414 Lenei
Yro/I0BHOro 3aKoHoAaTenbcTBa Poccuiickont ®eaepaumn, yTeepaeHHble MpaBuTensCcTBoM Poccuiickoi
depepaumm, OCYLWECTBAAETCA MPU HAAMUMM OOKYMEHTOB (3aBEPEHHbIX KOMUIA OOKYMEHTOB WM
3aBEpPEHHbIX BbIMMCOK M3 HUX), MNOATBEP)KAAIOWMX HaszHayeHUe U3MYECKOMY KLY YKa3aHHbIX
NeKapCTBEHHbIX NPEnapaToB (3a MCKAYEHMEM fIeKapCTBEHHbIX NPEenapaToB, 3aperMcTPUpPOBaHHbIX B
Poccuiickont Pegepaunm nMM60 3aperncTpMpoBaHHbIX B COOTBETCTBMM C aKTamMM, COCTaBAAOWMMM NPaBo
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Coto3a, u otnyckaembix B Poccuitickot degepaumm 6e3 peuenta Ha NeKapCTBEHHbIM npenapar).
I'Iop,mepmp,arow,me AOKYMEHTbI (VIX 3aBepeHHble KoM MNan 3aBepeHHble BbIMUCKU U3 HVIX) AOTXKHbI
COAEeprKaTb CBEAEHUS O HaMMEHOBaHMM U KOJIMYECTBE Ha3HAYeHHOro JIeKapCTBEHHOro npenaparta. B
cnydyae, ecav noATBepXKAaloLMe AOKYMEHTbI (MX 3aBepeHHbIe KOMUKN UKW 3aBEePEHHbIE BbIMUCKU U3 HUX)
COCTaB/IeHbl Ha UHOCTPAHHOM f3blKe, K HUM NpuaaraeTcs HoTapnasabHO 3aBEPEHHbIV NepeBos, Ha PYCCKU
A3bIK;

(8 pea. PepepanbHbix 3akoHoB 0T 02.06.2016 N 163-®3, o1 30.01.2024 N 1-®3)

2) wucnonb3oBaHMA  pabOTHUKaAMM  AUMJOMATMYECKOro Koprnyca WAM  NpeacTaBUTeNsamu
MeXAYHapPOoAHbIX OpraHM3aumii, akkpeanuToBaHHbIX B Poccnitickoit ®epepaumu;

3) NeyeHUs NaccaXkMpoB M UYNEHOB SKMMAXKel TPaHCMOPTHbIX CPencTB, noesaHbix 6purag wu
BOAMUTENIe TPAHCMOPTHbIX cpeacTs, NpmbbiBlwmMx B Poccninckyto ®epepauntio;
(8 peq,. PepgepanbHoOro 3akoHa ot 06.12.2011 N 409-3)

4) neyeHunn y4acTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUI U YY4ACTHUKOB
MeXAYHapOaHbIX SKCNeANLLNiA;

5) neyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cajax, LMPKax, OKeaHapuymax,
AenbdrHapUaxX, NeYeHUs OUKUX KUBOTHbIX, MOCTOSAHHO WAM BPEMEHHO HaCeNArLMUX TeppuUTopuUto
Poccuiickon depepaumn, HaxoOAWMXCA B COCTOAHMWU €CTECTBEHHOM CBOGOAbI M MPUHAZNENKALMNX K
BMAAM, 3aHeCceHHbIM B KpacHyo KHury Poccuidickoit depepaumm U (MAM) KpacHble KHUMM cybbeKkToB
Poccuiickon ®epepaunn, a TakKe KUBOTHbIX, BBO3MMbIX B Poccuiickyio Pepepaumto ona yyactms B
CNOPTMBHbBIX 1 3pE/INLLHbBIX MEPONPUATUAX;

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-d3, ot 02.08.2019 N 297-d3)

6) NICNONb30BAHUSA Ha TEPPUTOPUN MEXKAYHAPOLHOrO MeAULIMHCKOro Knactepa.
(n. 6 BBegeH ®egepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasx, npenycMoTpeHHbIX YacTbio 1 HacTosiwel cTaTbM, A0MNYyCKAaeTca BBO3 B POCCUIMCKYIO
depepaumto NekapcTBEHHbIX NpenapaTos, He 3aperncTpmMpoBaHHbIX B Poccninckolt deaepaymm anbo He
3apervcTpmpoBaHHbIX B COOTBETCTBMMU C aKTaMu, cocTaBastowmmu npaso Cotosa.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-$3)

3. JlekapCTBEHHble NpenapaTbl, NpeAHa3Ha4YeHHble AN 'YMaHUTapHOM nomMmowm (cogencTemns) unm
NOMOLWM MpPM  upe3BblYalHbIX CUTyauusAx, BBO3ATCA B Poccuiickyto depepaumio B NOpsLKe,
ycTaHoBneHHOM [paBuTenbcTBom Poccuiickoii depepaumn. 3anpeuwaetcs BB03 B Pocculickyio
denepaumio  HE3apPermcTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  MpenapaTtos, NpeAHasHaYeHHbIX  AAaA
ryMmaHWTapHOM NomoLm (coaencTBma) nam NOMOLLM NPU YPE3BbIYAMHbIX CUTYaLUAX.

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

Cratba 51. CoTpyaHuyecTBO PpeaepanbHOro opraHa UCMONHUTENBbHO BIACTU, OCYLLECTBAAIOLLErO
$YHKUMM MO KOHTPO/IIO M HaA30py B 061aCTM TaMOMKEHHOro Aena, U APYruX YNoJIHOMOYEHHbIX
depepanbHbiX OPraHOB UCNONHUTENIbHOM BNacTU
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1. YnonHomoueHHble ¢eaepasnbHble OpraHbl WCNOAHWUTENBHOW BNACTM NPEAOCTaBAAT B
pacnopsaeHue ¢eaepanbHOro opraHa MCNOAHUTENbHOM BAACTM, OCYLLECTBAAIOLWEro ¢YHKUMM No
KOHTPOJ110 M HaA30pY B 061aCTU TAMOXKEHHOTO AeNa, rocyAapCTBEHHbI PeecTp IeKapCTBEHHbIX CPEACTB,
a Tak*Ke MHGOPMALMIO O BblAAHHbIX Pa3pelleHNaX Ha BBO3 KOHKPETHOM NapTUM NeKapCTBEHHbIX CPEACTB
B C/ly4anX, YCTaHOBAEHHbIX YacTbio 3 cTaTbk 47 HacToAwero PeaepasnbHOro 3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. ®epepanbHblit opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLUMN NO KOHTPOIO U
Hag3opy B 06/1aCTM TaMOMKEHHOro Aena, MHPOPMMPYET yKasaHHble B 4YacTu 1 HacToAlen cTaTbu
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YNONHOMOYEHHble deaepasibHble OpraHbl UCMOAHUTEIbHOM BAACTU O BBO3€ JIEKAPCTBEHHbIX CPeACTB B
Poccuiickyto ®eaepaumio 1 BbiIBO3€e JIEKAaPCTBEHHbIX cpeacTB U3 Poccuinckont Peaepaunm no popme u B
nopsaaKe, KOTopble ycTaHoBAeHbI MpaButenscteom Poccuiickoit Pegepaunu.

(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 30.01.2024 N 1-®3)

Fnasa 10. PAPMALEBTUYECKAA AEATENIbBHOCTb
Cratba 52. OcywectBneHne papmaueBTUUECKON AeATE/IbHOCTU

1. dapmaueBTUYECKaA [eATeNbHOCTb OCYLLEeCTBAAETCA OPraHM3auuamMu ONTOBOW TOProBaAu
NeKapCTBeHHbIMM cpeacrtesamu, anTe4YHbIMU OpraHn3aumnamm, BeTepnHapHbIMU anTe4yHbIMn
OopraHunsauunamm, nHaounsnayaabHbiMmu npeanpuHMMmatTenamm, nmeruwmmmn NLUEeH3U Ha
bapMaLeBTUYECKYIO AeATeNbHOCTb, MEANLMHCKMMU OPraHU3aunsamm, UMELWMMN JIMLLEH3NIO Ha
bapmaLeBTUUECKYIO AeATeNbHOCTb, U X 060C06NEHHbIMU NoApa3feNeHUAMN, PACNONOKEHHbIMU B
CENIbCKMX HACENEHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3auuu, U BeTepUHAPHbIMU
OpraHM3aunAMMU, UMEOLWUMU NLEH3UIO HA dapMaLEeBTUYECKYIO AeATEIbHOCTb.

(B peq,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-®3, o7 08.08.2024 N 323-$3)

KoHcynbTaHTlAOC: NpumeyaHue.

Y. 2 ct. 52 (B pea. ®3 ot 28.04.2023 N 149-d3) B YacTn aKKpeaMTaLMN CNELMANUCTOB C BbICLUMM UK
cpegHUM BETEPUHAPHbIM 0Opas3oBaHMEM, OCYLLECTBAAKOWMX dapMaLeBTUYECKYD AeATeNbHOCTb,
npumeHsetcs ¢ 01.03.2026. CeptudurKaTbl TaKMM nnLam BblgatoTca no 28.02.2026 n AeNCTBYIOT He
6onee 5 ner.

2. dusnyeckne aMua MoryT ocywecTBiAaTb GapMaLleBTUYECKYIO AeATEeNbHOCTb MPU Hanuumm
BbiClIEro wan cpegHero dapmaueBTMyeckoro obpasoBaHuAa M ceptTudmKata crneumanucra ambo
NPONAEHHON aKKpeauTauMu Cneumanncta, BbiCWIEero WaM cpegHero BeTepuMHapHoro obpasoBaHus U
ceptuduKata cneymanncta nMbo NPoMAeHHON aKkKkpeauTauMm Cheumanncta, a TakMKe BbICLIEero uau
cpepHero meguuUMHCKOro obpasoBaHus, ceptuduKaTta cneymanncta AMb6o NPoNaeHHOM aKKpeanTaumnm
cneumnanncTa U AonNoAHUTENIbHOIO NPodeccMoHaNbHOro o0bpasoBaHMA B 4acTU PO3HMYHON TOProBM
NIeKapCTBEHHbIMM Npenapatamy  Aaa MeAULMHCKOTO MPUMEHEHMA Mpu ycnoBuu ux paboTtbl B
060c06.1eHHbIX NoApPa3AeNeHUAX MeAULMHCKMX OpraHM3aLUnii, yKasaHHbIX B YacTu 1 HacTosAwen cTaTbm.
(4acTb 2 B peq,. depepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTtaHTMAOC: NprMmeyaHme.

JleKkapcTBeHHble NpenapaTtbl A58 MeAULMHCKOTO NPUMEHEHWA, BBEAEHHbIE B IrPaXKAaHCKUN 060poT 40
29.11.2019, nognerkaT XpaHeHUIo, NepeBo3Ke, OTMYCKY, peannsauum, nepeaadye, NnpUMeEHEHU0 A0
NCcTeYEeHMA cpoKa Ux rogHoctum (P3 ot 28.11.2018 N 449-93).

Cratba 52.1. BBO4 B rpaKAaHCKUA 06OPOT NEKApPCTBEHHbIX CPEACTB ANA MeAULMUHCKOro
npUMeHeHusA
(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

(eBepeHa depepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

1. Nepen BBOAOM B rpaxKAaHCKMM 06OPOT KaxKA0W CepUN UAM KaXKaoM NapTUN NPOU3BEAEHHOrO B
Poccuiickoit depepaunm NekapcTBEHHOIO Npenaparta ANs MeAULMHCKOro NPUMEHEHUS, 38 UCKNIOYEHNEM
MMMYHOBMONOMMYECKUX IeKAapCTBEHHbIX MpenapaTtos, MNPOM3BOAMUTE/Nb TaKOro JIeKapCTBEHHOro
npenapata NpeacTaBndeT B 3/1€KTPOHHON ¢opme B deaepanbHblit OpraH WCNOAHWUTENbHOW BNacT,
OCYLLECTBAAOWMI  GYHKUMM MO KOHTPOMO WM HaA30py B cdepe 34paBOOXPAHEHMA, OOKYMEHT
Npo13BOAUTENA NEKAPCTBEHHOIO CPEACTBa, MOATBEPKAAIOLLMI KauecTBO IeKapcTBEHHOrO Npenapara, u
NnoATBepKAeHWe YNOJAHOMOYEHHOTO /iMLUA MNPOM3BOAMTENA NEKAPCTBEHHbIX CPEACTB COOTBETCTBUA
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NleKapCTBEHHOro npenaparta TpeboBaHMAM, YCTaHOB/IEHHbIM MPU ro PerucTpaumm.
(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1.1. Nepepn BBOAOM B rpa*kAaHCKMIN 060POT KaXKA0M CEPUM UM KAXKA0M NapTUM NPOU3BEAEHHON B
Poccuiickoit depepauum dapmaueBTUYECKOM cybCcTaHUMM MNPOM3BOAUTENb TAaKOrOo JIeKapCTBEHHOro
CpeAcTBa NpeAcTaBfAeT B 3/IEKTPOHHOM ¢opme B dedepasnbHblii OpraH MCNOJHUTENIbHOW BAACTH,
OCYLLECTBAAOWMIA  PYHKUMM MO KOHTPOJIIO M Hagsopy B cdepe 34paBOOXPAHEHUS, OOKYMEHT
npousBoAUTENA JIEKAPCTBEHHOIO CpPeAcTBa, MNOATBEPKAAOWMIA  KayecTBO  dapmaLeBTUYECKOM
cybCTaHUMN, U OOKYMEHT, NOATBEPKAAOWMIA COOTBETCTBME JIEKAPCTBEHHOIO cpeacTBa TpeboBaHUAM,
YCTAHOBNEHHbIM TMPW €ero rocyfapCTBEHHOM pernctpauMm uam peructpauum, u  odopmMaeHHbIN
YNOAHOMOYEHHbIM JIMLOM NPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB.

(4acTb 1.1 BBeaeHa ®eaepanbHbiMm 3aKkoHOM oT 30.01.2024 N 1-93)

2. Nepep BBOAOM B rpaxK4aHCKMN 0BOPOT KaKaoW CepuM UM KaxKgoW napTuu BBO3MMOIO B
Poccuitickyto  depepauumio  NeKapCTBEHHOrO npenapaTa  Anf  MeAMUMHCKOTO MPUMEHEHUs, 3a
UCKNOYEHNEM UMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MPEenapaTos, OopraHU3aLmaA, OCyLLecTBAAoWasn
BBO3 JIEKapCTBEHHOro npenaparta B Poccuiickyto ®eaepauymio, NnpeactaBaseT B 31eKTPOHHOW dopme B
desepanbHbIit opraH UCNOJHUTENbHOW BAACTU, OCYLLECTBAAOWMI GYHKLUMM NO KOHTPOJIKO U HAaA30py B
chepe 34paBOOXpPaHEHMUA, AOKYMEHT MPOU3BOAUTENA JIEKAPCTBEHHOIO CPeACTBa, MOATBEPKAAIOLLMIA
KayecTBO  /IEKApCTBEHHOrO npenapaTa, W NOATBEPXAEHWE  NpeacTaBUTEeNA  OpraHM3auuu,
OCYLLECTBAAIOLLEN BBO3 JIEKAPCTBEHHOrO npenapaTa B Poccuiickyto ®epepauutio M ynosHOMOYEHHOM
WHOCTPaHHbIM MPOU3BOAUTENEM NIEKAPCTBEHHbIX CPEACTB, COOTBETCTBMA BBO3MMOIO J1€KAPCTBEHHOrO
npenaparta TpeboBaHMAM, YCTAHOBAIEHHbIM NPU €r0 PErucTpaLumn.

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-93)

2.1. Mepesn BBOAOM B IparKAaHCKMN 0OOPOT KaxKAOW CEPUU WAN KaXKAOoM NapTMM BBO3MMOM B
Poccuitckyto ®epepaumtio dapmaueBTUHECKOM CYyOCTAHLLMM OPraHN3aLUms, OCYLLECTBAAIOLLAA BBO3 TaKOMO
NleKapCTBEHHOro cpenctea B Poccuitickyto Pepepaumto, NpeactaBAfeT B 3/EKTPOHHOW dopme B
denepanbHbI OpraH UCNOHUTENIbHON BNACTU, OCYLLECTBAAOWMNN GYHKUMM NO KOHTPO/IO U HaA30py B
chepe 34paBOOXPaHEHUA, AOKYMEHT MPOU3BOAUTENA JIEKAPCTBEHHOIO CPEeACTBa, MOATBEPKAAOLLMIA
KayecTBo ¢papmaLLeBTUYECKOW CybCTaHLMN.

(4acTb 2.1 BBeaeHa ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

3. MNMopAgoK npeacraBieHMA B COOTBETCTBMM c yactamm 1, 1.1, 2 u 2.1 HactosAwen craTbu
OOKYMEHTOB W CBeAEeHMM O NeKapCTBEeHHbIX CPeacTBaXx, BBOAUMBIX B TpPakAaHCKMIA 060porT,
ycTaHaBnmBaeTca MNpasutenbctBom Poccuitickont Pegepaunu.

(4acTb 3 B peq. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4, B OTHOWEHWW NepBbIX TPEX CEPUA UM NaAPTMI NeKapCcTBEHHOro npenapaTa, BnepBble
npouseBeaeHHoro B Poccuiickoit ®egepaunn uam Bnepsbie BBO3MMOro B Poccuitickyio degepaumto (6e3
yyeTa [03MPOBKW) B PaMKax OLHOIO PErvcTpaLMOHHOrO yAoCTOBEpeHMs, B deaepanbHblit opraH
WCMONHUTENBHON  BAACTW, OCYLLECTBAAIOWMIA  GYHKUMM MO  KOHTPOAKD U  Hajsopy B cdepe
34paBOOXPAHEHMSA, AONONHUTENbHO NPeACTaBAAETCA NPOTOKON UCMbITaHUI O COOTBETCTBUM CEPUM UM
NapTMM NEeKapCTBEHHOro npenapata A4 MeAMUMHCKOTO TMNPUMEHEHMA MNOoKasaTeNAM KayecTsa,
nNpeaycMOTPEHHbIM  HOPMaTUBHOM  [AOKYMeHTauuein, waum TpeboBaHUAM, YCTaHOB/AEHHbIM NpU
perucTpauumn B COOTBETCTBUM C aKTamM, COCTaBAAIOLWMMM NpaBo Coto3a (fanee - NPOTOKOA UCMbITaHWU),
NPOBOAMMbIX aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 3aKOHOZAaTeNbCTBOM Poccuiickoin depepaumnmn o6
aKKpeguTauMm B HAUMOHA/NbHOM CUCTEME aKKpeauTauun depepanbHbIMU  FOCYAAPCTBEHHbBIMM
6104 KETHBIMUN YUPEKAEHUAMM, NOLBEAOMCTBEHHbIMU dedepanbHOMY OpraHy MCNOAHUTENbHOM BAACTH,
ocyuiecTeastolemy GyHKUUKM No BbipaboTKe 1 peanmsaLmm rocyaapcTBeHHOM NOAUTUKA U HOPMATUBHO-
NpPaBoBOMY PEryIMpPOBaHWMI0 B chepe 34paBoOXpaHeHMA, U dedepanbHOMY OpraHy MCMOAHUTENbHOM
BAACTW, ocyllecTeastoemy GyHKLMM NO KOHTPO/IIO U Haa3opy B chepe 34paBooxpaHeHmn. [lonyckaeTca
npeacrasieHne NPOTOKOAA WMCMbITaHWI, NPOBEAEHHbIX C MCNOAb30BaHUEM CPEeACTB AWUCTaHUMOHHOMO
B3aumogenctema. MNopAaaok Bbl4aun yKasaHHbIMKU deaepanbHbIMU FOCYAapPCTBEHHbIMU 6HOAMKETHBIMM
YUYpeKAeHNAMN aHHOTO NPOTOKOAA M pa3mep NAaTbl 3a ero Bblgady ycraHaBAMBatoTcA [paBUTeIbCTBOM
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Poccuiickoit ®epepaunu.
(8 peq,. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4.1. NMpepactaBneHWe NPOTOKOMA UCMbITAHWUI AONYCKAETCA TOIbKO B OTHOLLEHWW NEPBOI CEpUn UIU
nepBoi NapTUKN eKapCTBEHHOIO NpenapaTta, Bnepsble NponsseneHHoro B Poccuitckoit Pepepauum nam
Brnepsble BBO3MMOro B Poccuitickyio depepaumio (33 WCKIOYEHMEM JIeKApPCTBEHHbIX MPenapaTtos,
YKa3aHHbIX B YacTax 4.2 n 4.3 HacToALLLel CTaTbK), B CAyYae NpeocTaBAeHna CBeAeHWI 0 AaTe Bblaaun n
PEerucTpaumMoHHOM HOMepe 3aKAKYEHMA COOTBETCTBMA MPOM3BOACTBA JIEKAPCTBEHHbLIX CpPeacTs
TpeboBaHMAM MpaBUA Hag/erKalel MNPOoM3BOACTBEHHOW MPAKTUKK, BblAAHHOTO YMNOAHOMOYEHHbLIM
desepanbHbIM OPraHOM MWCMNONHUTENBHOM BAAcTU, UM cepTUdMKaTa COOTBETCTBMA MNPOU3BOACTBA
NIeKApCTBEHHbIX cpeacTB TpeboBaHMAM MNpaBUA  HagaeXKaleh MpPoM3BOACTBEHHON  MPaKTUKK
EBpa3sniiCKOro 3SKOHOMMYECKOro CO3a, BblAAHHOIO YMNOJIHOMOYEHHbIM OPraHOM roCyAapcTBa - YeHa
EBpa3niACKOroO  3KOHOMWMYECKOro  Col3a, B  OTHOLIEHUMU NPOU3BOACTBEHHOM  NAOLLAAKM
(npousBoACTBEHHBIX NIOWAAOK), OCYLECTBAAIOLLENA NMPOM3BOACTBO rOTOBOW /IEKAPCTBEHHOW GOPMbI U
BbIMYCKaIOLLMI KOHTPOJIb KayecTBa 1EKAPCTBEHHOrO NpenapaTa, Npu YCI10BUMU OTCYTCTBUA B TeYEHUE Tpex
NleT, NpeALecTBYOWMX AaTe BblA4ayn NPOTOKOAA MCMbITaHWUIA, C/Ny4YaeB BbIBAEHWA HECOOTBETCTBUA
YCTAHOBNEHHbIM TpebOBaHMAM KayecTBa JIEKAPCTBEHHbIX CPeacTs, MHPOpMALMs O KOTOPbIX
onyb6inKoBaHa Ha cante penepasbHOro opraHa UCMOJHUTENIbHOM BNACTU, OCYLLECTBASIOWEro GpyHKUUK
Nno KOHTPOJIIO 1 Haa30py B chepe 340aBOOXPAHEHNA, B OTHOLLEHUN BCEX MPOU3BOACTBEHHbIX NIOLLAA0K,
OCYLLECTBASIOWMX MNPOU3BOACTBO /IEKAPCTBEHHOro MpenapaTa WM BbIMYCKAOLWMIN KOHTPO/b KayecTBa
JIeKapCTBEHHOTrO Npenapara.

(yactb 4.1 BBeaeHa GegepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4.2. He TpebyeTtcs npepcraBieHMe MNPOTOKOA WCNbITaHUW, YKasaHHoro B 4actn 4 wam 4.1
HACToOAWEN CTaTbW, B OTHOLWEHMU OPQAHHBIX NEKAPCTBEHHbIX MPEnapaToB, BblCOKOTEXHOMOMMYHbIX
NIeKapCTBEHHbIX NPENapaToB, NONYYEHHbIX N3 BUONOrMYECKOTrO MaTepuana onpeneneHHoro Yeaoseka u
npegHasHavyeHHbIX A8 NPUMEHEHUA STOMY }Ke YE/I0BEKY.

(4acTb 4.2 BBeaeHa PeanepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

4.3. B OTHOWEHUN OAHON CepuUM UAN OLHON MAPTUM BbICOKOTEXHOJIOTMYHOIO /IEKAPCTBEHHOIO
npenaparta (3a WUCKAHOYEHWEM BbICOKOTEXHONOMMYHbIX /IEKAPCTBEHHbIX MPEenapaTtoB, MOJIYYEHHbIX M3
61onorMyeckoro maTepmana onpeaesieHHoro Yeno0BeKa U NpeaHasHauYeHHbIX A1A NTPUMEHEHUA 3TOMY Ke
YyeNIoBEKY), BNepBble NponsBeaeHHoro B Poccuiickon ®egepaunmn nnm sBnepsblie BBO3MMOTro B Poccuiickyo
depepaumto, nNpeacTaBaseTcs MNPOTOKON WCMbITaHWUNA, MPOBEAEHHbIX C MWCMNOAb30BaHWEM CpeacTB
OVCTAaHLUMOHHOIO B3aMMOAEWNCTBMA B TeYeHWe NepBbiX Tpex NeT Mnoc/ie BBOoAa TAaKoro npenapaTta B
rpa*kaaHcknin obopor.

(4acTb 4.3 BBeaeHa deaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

5. ExxerogHo He no3gHee 1 anpena Npou3BOAUTENM NEKAPCTBEHHbIX CPEACTB UM OpraHu3auumy,
OCyLLeCTBAAOWME BBO3 JIEKAPCTBEHHbIX MpenapaTtoB B Poccuiickyto Pepepauuto, nNpeactaBasaoT B
depepanbHbI opraH UCNOJHUTENBHOW BNACTM, OCYLLECTBAAIOWMNI GYHKLMM NO KOHTPOJIKO U Haa30py B
cbepe 34paBOOXPaHEHUA, MNPOTOKOJ WCMbITAHU NOCTYNUBLIErO B TeYeHMe MpesLecTBYOLLEero
KaNeHOAPHOro roaa B rparkAaHCKMI 060pOT NeKapCTBEHHOIO NpenapaTta CorlacHO PerncTpauMoHHOMY
YA0CTOBEPEHMUIO (HA OAHY CEPUIO TOPrOBOrO0 HaMMEHOBAHUA C YY4ETOM NIEKApPCTBEHHOM GOpMbl OAHOM
[O03MPOBKK), NPOBOAMMbIX aKKpeaMTOBaHHbIMM B COOTBETCTBMM C 33aKOHOAATENbCTBOM PoccuiicKoM
depepaunm 06 aKKpeguTauMM B HAUMOHANbHOM CUCTEME aKKpeauTauuu  UCNbITaTeNbHbIMM
nabopartopusamu (LeHTpamu). MpeacraBneHne NPOTOKONA UCMbITAaHUM, NPEAYCMOTPEHHOTO HacTosALLelN
4acTblo, B OTHOLUEHWM JIEKAPCTBEHHbIX MPENAapaToB, YKa3aHHbIX B 4acT 4.2 HACTOALWEN CTaTbw,
[ONYyCKaeTca o4MH pas B TPW roaa Npu yC0BUM UX BBOAA B rpaxkaaHCcKnii obopoT. Mpu npeacraBneHmm
NPOTOKO/1a UCMbITAHWI, NpeayCMOTPeHHOro Yactamu 4 1 4.1 HacToAwen cTaTtbu, B deepanbHblii OpraH
WUCNONHUTENIbHOM  BAACTW, OCYLLECTBAAKWMA  QYHKLMM NO KOHTPOAKD W  Hap3opy B coepe
3/ paBOOXPaHEHMA, MPOTOKON UCMbITAaHUI, TPeAYCMOTPEHHbIN HACTOALLEN YACTbtO, B YKa3aHHbIN OpraH He
npeacrasafeTcs.

(4acTb 5 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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5.1. MpousBoanTeNN NEKAapPCTBEHHbIX CPeacTB WAW OpraHM3aumu, OCyLlecTBaAloWwMe BBO3 B
Poccuiickyto depepaumio BbICOKOTEXHOIOTMYHBIX JIEKAPCTBEHHbIX MNPenapaTtoB, BMECTO NPOTOKo/a
WCNbITAHUIM, NPeayCMOTPEHHONO YacTblo 5 HacToAWen cTaTbW, BNpase MNpeactaBuTb B dpeaepasnbHblit
OpraH MCNOAHUTENbHOM BNACTWU, OCYLLECTBAAKOWMNA GYHKUMM MO KOHTPOAKD W Hag3opy B chepe
3[paBOOXPaHEHMA, CBEAEHUA O [aTe U PEerncTtpauMoOHHOM HOMEepEe 3aK/YEeHMA O COOTBETCTBUM
NpPOM3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpPebOoBaHMAM NpPaBW/I HadjieXKallen MnpoM3BOACTBEHHOM
NPAKTUKN Nan cepTudUKaTa COOTBETCTBUA NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB TPeboBaHMAM Npasua
Hagne)kalle NpPOU3BOACTBEHHOW MPAKTUKM EBPA3MMCKOrO 3KOHOMWMYECKOro COH3a, Bbl4AHHOTO
YNO/IHOMOYEHHbIM OPraHOM Focy4apcTBa - uYneHa EBpasMIACKOrO 3KOHOMMYECKOrO COoto3a, Aas
NpPOW3BOACTBEHHONM N/OWAAKM (NPOU3BOACTBEHHbIX MOWAA0K), OCYLECTBASAIOWEN NPOU3BOACTBO
roTOBOW JIEKAPCTBEHHOM GOPMbI M BbIMYCKAOLWMIA KOHTPO/Ib Ka4eCcTBa JIEKAPCTBEHHOrO Npenapara.
(4actb 5.1 BBeageHa GegepanbHbiMm 3akoHOM 0T 30.01.2024 N 1-93)

6. Mpou3BoAUTENN JNIEKAPCTBEHHbIX CPeaCTB WAM  OpraHM3auuu, OCYLEeCTBAAOWME BBO3
JleKapCTBEHHbIX NpenapaToB B Poccuiickyto Geaepaunio, He MeHee Yem 3a OAMH rog, A0 NAaHUpyembIxX
NPUOCTAaHOB/IEHUA WM MPEKpPaLLeHMA NPOU3BOACTBA JIEKAPCTBEHHbIX NpPenapaTtoB WAM WX BBO3a B
Poccuiickyto Pepepaunio yBeaomaaroT o6 3ToM B 3/1eKTPOHHOM ¢opme deaepanpHblit opraH
WUCNONHUTENbHOW  B/ACTW, OCYLLECTBAAOWMIA  PYHKUMM NO  KOHTPOAK W  Haasopy B cdepe
34,paBOOXpaHeHnA U denepanbHbll OpraH MUCNOAHUTENbHOW BAACTU, OCYLLECTBAAOWMA GYHKUUKU MO
JIMLEH3NPOBAHMIO NPON3BOACTBA IEKAPCTBEHHbIX CPEACTB.

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-03)

7. BBOoA B rparkgaHCKMiA 060OPOT KaxKAOW Cepum UAKW KarKaon napTumM MMMyHOBMOoN0rnmyeckoro
JleKapCTBEHHOro nNpenapara, NpomsseaeHHoro B Poccuinickoi ®epepaumm nam BBo3MmMoro 8 Poccmickyto
depepaumio, OCyWEeCcTBAAETCA Ha OCHOBAHMM paspelleHus, BblAaHHOrO denepanbHbIM OpPraHoOMm
WUCNONHUTENbHOW  BAACTWU, OCYLWEeCTBAAWMM  YHKUMM NO  KOHTPOAD W  Hag3opy B cdepe
34,paBOOXPAaHEHMNA, HA OCHOBAHWWM BbIgAHHOrO ¢eaepasbHbIMU FOCYAAPCTBEHHBIMU OHOAMKETHBIMM
YUYpEKAEHUAMM, YKa3aHHbIMM B YaCTM 4 HACTOALWEN CTAaTbM, 3aKNOYEHMUA O COOTBETCTBMU CEPUU UAU
napTMm UMMYHOBMONOTMYECKOTO NEKAPCTBEHHOTO npenapata TpeboBaHWAM, YCTaHOBAEHHbIM NPU ero
rocyapCTBeHHOM pernctpaumu. MopanoK BblAavM paspelleHns Ha BBOJ, B rpaxAaHCKMI 060opoT cepum
AN NAapTUM UMMYHOBMONOIMYECKOTO NEKAPCTBEHHOIO NPenapaTa, a TakXKe NOPALOK BblAA4M YKA3aHHOIO
3aKNOYEeHMA W pa3Mep NnaTbl 33 ero Bblgadvy ycTaHasameatoTca [lpasutenbctBom Poccuiickoit
depepauum.

7.1. dopma 1 nopAaoK NpoBeAeHMA UCMbITaHWUI, YKa3aHHbIX B Yactax 4, 4.1, 4.3 n 5 HacToAwe
CTaTbM, B TOM YMCIE C UCNOJ/Ib30BaHMEM CPeACTB AUCTAHLUMOHHOIO B3aMMOAENCTBMA, YCTaHABANBALOTCA
MpasuTenbcteom Poccuiickon depepaumu.

(4acTb 7.1 BBeaeHa ®eaepanbHbiMm 3akoHOM oT 30.01.2024 N 1-93)

8. 3a HenpeacTaBneHWe WMAN HECBOEBPEMEHHOE MpeAcTaB/ieHNe [AOKYMEHTOB W CBeAeHUN,
npeaycMmoTpeHHbixvactamu 1, 2,4,4.1,4.3,5,5.1 n 6 HacToAwwen cTaTbM, NPON3BOAUTENN NEKAPCTBEHHbIX
CPeACcTB WM OpraHW3auMu, OCYLLECTBAAKOWME BBO3 JIEKAPCTBEHHbIX MpenapaToB B PoccUMCKyo
depepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOA4ATENbCTBOM Poccuiickon ®egepaumu.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

9. MNpeAcTaBneHUEe LOKYMEHTOB W CBEAEHMUI, NPeAyCMOTPEHHbIX YacTammn 1, 2 u 4 HacTosLledn
CTaTbl, W NOAyYeHWe NPeayCMOTPEHHOrO YacTblo 7 HACToALWeN CTaTbM paspeleHUs Ha BBOA,
MMMYHOBMONOrMYECKOro NEeKapCTBEHHOIO npenapaTta B rpaK4aHcKMi obopoT He Tpebytotca B
OTHOLWIEHMM J/IEKAPCTBEHHbIX MNpenapaToB, MpeAHasHAYeHHbIX A48 NPOBeAeHUA  KAMHUYECKUX
nccneaoBaHUA eKapCTBEHHbIX MpenapaTtoB, NPOBEAEHMA JKCMepPTM3bl /IeKapCTBEHHbIX CpeacTs AnA
OCYLLEeCTBAEHMA FOCYAAPCTBEHHOM PErncTpaunmn NeKapCTBEHHbIX NPenapaToB, a TaKXKe B OTHOWEHUU
He3aperncTpUpPoBaHHbIX IEKAPCTBEHHbIX NPenapaTos, NpeAHasHaYeHHbIX A1 OKa3aHMA MeaMLMHCKOM
NOMOLLUM MO *KM3HEHHbIM MOKA3aHMAM KOHKPETHOro nauueHTa WAM Fpynnbl NauMeHTOB, BBO3UMbIX B
Poccuiickyto degepaunto B COOTBETCTBMM C YacTamm 3 u 3.1 ctatbu 47 Hactoswero PenepanbHoro
3aKoHa.
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(B peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABNAEHUM B rpa*kgaHCKom obopoTe cepum MK NAPTUM NEeKApPCTBEHHOro npenapara,
OOKYMEHTbI U CBEAEHMA O KOTOPbIX, NpeaycMoTpeHHble Yyactamu 1, 2, 4, 4.1, 4.3, 5 n 5.1 HacTosweMn
CTaTbW, He NpeacTaBieHbl B peaepanbHbii OpraH UCNOIHUTE/IbHOW BIACTU, OCYLLLECTBAAIOWMNA GYHKLUNMU
Nno KOHTPOJIIO U HaZ30py B chepe 34paBOOXpPaAHEHUS, IMBO cepumn A NapTMM MMMYHOBMONOrMYECKOTO
NIeKApCTBEHHOTO nNpenapata, He WMELWMX paspeleHMa Ha BBOA, B TpaXgaHCKUA  060poT,
npeAycCMOTPEHHOrO 4acTbio 7 HacToAlEeN cTaTtbM, ¢eaepasnbHblit OpraH WCMONHUTE/IbHOM BAACTH,
ocywecTsaaowmnii pyHKUMM MO KOHTPOAKO M Hag3opy B chepe 34paBOOXpPaHEHUs, B MNOpPAAKe,
ycTaHoBneHHom [paButenbctBom Poccuitckon depgepaumm, NPUHMMAET pPeLleHne O MpeKpaleHun
rpa*kaaHcKoro obopoTa TakuX CeEpPUM UM NAPTUKN 40 NPEeACTaBAEHUA YKA3aHHbIX OKYMEHTOB 1 CBEAEHWN
nmbo nonyyeHUs yKasaHHOrO paspeLleHms.

(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlAOC: NpUMeYaHue.

Ct. 52.2 He pacnpocTpaHAeTCcA Ha Cepun NEKAPCTB 417 BETEPUHAPHOIO NPUMEHEHUA, BBEAEHHbIE B
rparkgaHckmin obopot go 01.09.2023, KoTopble MoAnerKaT NMPUMEHEHUID A0 UCTEYEHMUA CPOKa UX
rogHoctn (P3 ot 02.07.2021 N 317-P3).

Cratba 52.2. BBoA B rpaXkAaHcKuii 060poT neKapcTBeHHbIX NpenapaTtoB AN BeTepUHAPHOro
npUMeHeHusA

(sBegeHa dPepepanbHbiM 3aKoHOM 0T 02.07.2021 N 317-03)

1. Mepen BBOAOM B Tpa)kAaHCKMK 0OOPOT KarKaoh cepun npousBedeHHoro B Poccuitckold
depepaumm  NleKapcTBEHHOTO npenapaTta A8 BETePMHAPHOTO MPUMEHEHUs, 33 WCKIYeHuem
MMMYHOBMO10rMYECcKoro IeKapcTBEHHOIO Npenapara 411 BeTEPMHAPHOro NPUMEHEH s, MPoN3BoANUTE b
TAKOro JIeKapCTBEHHOro npenapaTta NpeacTaBaseT B yBegOMUTE/IbHOM nopsaake B deaepanbHblli opraH
WUCNONHUTE/IbHOM BAACTM, OCYLLECTBAAOWMIA GYHKUUMM NO KOHTponw (Haasopy) B cdepe obpalueHus
NNeKapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHMA:

1) LOKYMEHT NPOM3BOAMUTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOWMIN COOTBETCTBME KAYecTBa
NIeKapCTBEHHOro npenapata A48 BETEPUMHAPHOIO NPUMEHEHMWs, BBOAMMOIO B rpaXAaHCKMi obopor,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €ro rocy4,apCcTBEHHOM perncTpaunm;

2) noarsepxageHnme ynoHOMOYEHHOrro inda nNpousBoAUTENA  NEKAPCTBEHHbLIX CpPeacTs
COOTBETCTBMA NEKAPCTBEHHOIO npenapata AAA BETEPUHAPHOIoO NpUMEHEHUA Tpe6OBaHMF|M,
YCTAaHOBJIEHHbIM MNPU €ro FOCVﬂ,apCTBEHHOﬁ perncrtpauunn.

2. Mepes BBOAOM B rparKAaHCKMI 0BOPOT KaxKaoi cepuu BBO3MMOrO (nepemellaemoro) B
Poccuiickyto depgepaumio NEKapCTBEHHOro npenapata ANs  BETEPUHAPHOTO MNPUMEHEHWA, 3a
WCKNOYEHNEM MMMYHOBMOIOrMYECKOro IeKapCTBEHHOro NpenapaTa AN BETepUHaAPHOro NpUMeHeHusn,
OpraHuM3auma, oCyLWEeCTBAAIOLLAN BBO3 (NepemelleHmne) 1eKapcTBEHHOro npenaparta 419 BeTepUHapHOro
npumeHeHuna B Poccuiickyto Peaepaumio, NpeacTaBndeT B YBeAOMUTENbHOM NopsaaKe B deaepanbHbii
OpraH WCNOMHUTENbHOW BNAcCTM, OCYLWECTBAAWMN YHKUMM NO KOHTpono (Hagsopy) B cdepe
0b6palleHNA NEeKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOTO NPUMEHEHMS:

1) LOKYMEHT NPOU3BOAMUTENA NEKAPCTBEHHbIX CPEACTB, NOATBEPKAAIOWMIN COOTBETCTBME KAyecTBa
NeKapCTBEHHOro npenapata A4 BETEPMHAPHOro MPUMEHEHUA, BBOAMMOIO B rpaxAaHCKMit 060poT,
TpeboBaHMAM, YCTAHOBAEHHbIM NPW €r0 rOCYAapCTBEHHOM perncTpaunm;

2) noarsepxageHne nnua, ynolHOMOYEHHOro Aepxartesnem Uam snagesbuem pernctpaumnoHHOro
yOoCToBeEpPEHNA NEeKapCTBEHHOro npenapata A4/14 BeTepUHaApHOro npumeHeHunAa, COoOTBETCTBUA
NeKapCTBeHHOro npenaparta AN1A BeTepUHaApPHOro npuMmeHeHunAa TpE6OBaHMﬂM, YCTaHOBJ/IEHHbIM MpPW ero
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rocyf,apcTBEHHOM perncTpaLmm.

3. BBoa B rpa)kaaHckuii 0b60poT BBO3MMOro (nepemeuiaemoro) B Poccuiickyio Pepepaunio
JIEKapCTBEHHOro npenapaTa ANAA BETEPUHAPHOIO MNPUMEHEHUSA OCYLWECTBAAETCS MpPU  HaIn4dmMm
3aKNI0YEHMA O COOTBETCTBMU MPOU3BOAMTENSA I€KAPCTBEHHbIX cpeacT8 TpeboBaHUSM  MpPaBuUA
HagneXkalle nNpPousBOACTBEHHOW MPAKTUMKKU, BblAAHHOFO YNOJHOMOYEHHbIM desepasbHbIM OpraHOM
WUCNONIHUTENIbHON BNACTU  ANA NPOM3BOACTBEHHOM N/OWAAKA /IEKAapCTBEHHOrO Mpenapata  Anas
BETEPMHAPHOIO NPUMEHEHUS, BBOANMOTO B rpakAaHCKnin o6oporT.

4. nuo, yNoNHOMOYEHHOE AepyKaTenem WM BhagenbLem PerncTpauymoHHOro yaoCToBepeHus
JIeKapCTBEHHOro npenapata AN BeTepPUHAPHOrOo MNPUMEHEHUs, OO0/KHO ObiTb aTTecToBaHO B
YCTaHOB/IEHHOM YNOJHOMOY€EHHbIM dpesiepasibHbiM OPraHOM UCMONHUTENbHOM BNACTU NOPAAKE U UMETb
CTa)k paboTbl He MeHee 4em NATb JieT B 061acTM Npom3BoAcTBa M (MAKM) KOHTPOAS KadvecTBa
JIeKapCTBEHHbIX cpeacTB b0 B 061aCT MOHUTOPUHIA 3O PEKTUBHOCTM M 6E30NaCHOCTU IEKAPCTBEHHbIX
npenapaTtoB A/ BETEPMHAPHOrO MPUMEHEHUsi, MPOBOAMMOrO Aep)KaTenem WAW BRagenblem
pPerucTpaLnoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOTO NpenapaTa g8 BETePUHAPHOro NpUmMeHeHua 1mbo
YMONHOMOYEHHBIM MU HOPUAUYECKMM JIMLOM, Bbicliee obpa3oBaHME COOTBETCTBEHHO MO OAHOWN U3
cneumanbHocten u  (MaM) ogHOMY M3  HanpaB/ieHW MNoAroTOBKU: 6buonorus, 6GuotexHonorus,
BETEPUHAPUA, BETEPMHAPHO-CAHWUTAPHAA SKCMEepPTU3a, KAMHUYECKada MeaWUMHA, paguvauMoHHas,
XMMUYeckaa U bHuonornyeckasa 3awmta, dapmauma, oGyHAAMEHTaNbHaa MegMLMHA, XMMUYEecKas
TEXHOJIOTUSA, XUMMUA.

5. NMopsafoK NpeacTaBieHns B COOTBETCTBUM C YacTAMM 1 M 2 HAcTOALWEN CTaTbu AOKYMEHTOB U
CBEAEHMUI 0 NIEKAPCTBEHHbIX NpenapaTtax ANa BEeTePUHAPHOIo NPMMEHEHWs, BBOAUMBIX B IPaxKgaHCKUiM
060poT, ycTaHaBAuBaeTcs MpaButenbcTBom Poccuiickoli degepaumn.

6. B OTHOWEHMM nNepBbIX [ABYX CEPUI JIeKAPCTBEHHOro npenapata [ANAs BeTepuMHapHOro
npuMeHeHus, BNepBble MNpousBeseHHoro B Poccuiickoli depepaunm UM BNepBble BBO3UMOTO
(nepemewaemoro) B Poccuiickyto Pepepaumio, B deaepanbHbli opraH MCNOAHUTENBHOW BAACTH,
ocyuecTBaAsoWMA GyHKLMM NO KOHTpoat (Haasopy) B chepe obpalleHns NeKapCTBEHHbIX CPeACcTB as
BETEPMHAPHOIO NMPUMEHEHMSA, HAPAAY C AOKYMEHTaMM, NpesyCMOTPEHHbIMU YacTamu 1 1 2 HacTosLen
CTaTbW, NPeACTaBASAIOTCA MPOTOKO/Ibl UCNbITAHUI O COOTBETCTBUM 3TUX CEPUI IeKapPCTBEHHOIO NpenapaTa
AN BETEPMHAPHOIO MNPWMEHEHMA MOKasaTeNaM KauyecTBa, MPeayCMOTPEHHbIM HOPMaTMBHbIM
[OKYMEHTOM (panee - NPOTOKON WCMbITaHWUI), NPOBOAUMbBIX AaKKPEAUTOBAHHbIMW B COOTBETCTBMM C
3aKoHogaTenbcTBOM  Poccuiickoit  depepaumm 06 aKKpeauTaumMuM B HaLMOHaNbHOW  cucTeme
aKKpeguTaumm ucnbiTaTelbHbiMK 1abopaTopusamm (LeHTpamm).

7. ExXerogHo He nosgHee 1 ¢peBpana Npon3BoOAUTENN NIEKAPCTBEHHbIX CPEACTB UK OpraHM3aLuu,
OCYLLEeCTBAAIOLWME BBO3 (NepemeLLeHME) NeKapCTBEHHbIX NPEnapaTos 410 BETEPUMHAPHOrO NPUMEHEHUA
B Poccuiickyio ®degepauuio, npeactasnfoT B denepanbHbli  opraH  MCMNONHUTENbHOW BAACTW,
ocyLecTBAstoWmMIi GYHKLMM NO KOHTPOIO (Haa3opy) B coepe obpalleHMsa NeKapCTBEHHbIX CPEACTB ANA
BETEPMHAPHOIO NPUMEHEHUSA, MPOTOKOA WCMbITaHWI MOCTYNMBLUErO B TEYEHWE rofa B rParkAaHCKUiA
060pPOT NEKAPCTBEHHOTO NpenapaTta AN BeTEPUHAPHOro NPUMEHEHUA KOHKPETHOro NpoussoauTens (Ha
O4HY CEpUIO KaXKAoro TOProBOro HAaMMEHOBAHMSA C YYETOM JIeKapCTBEHHOW ¢opmbl, a Aad
NeKapCTBEHHOrO npenapaTta ana BETEPMHAPHOrO NPUMEHEHUS, He ABAAoLWerocs
MMMYHOBMONOrMYECKMM, TaKKe C Y4eTOM [O03MPOBKM), MNPOBOAUMbBIX aKKPeAMTOBaHHbIMKU B
COOTBETCTBMM C 3aKoHOAaTeNbCTBOM Poccuiickot Pepepaumm 06 akkpeguTauum B HaUMOHANbHOM
cucTeMe aKkKpeauTaummn ucnbiTaTenbHbIMKU NabopaTopuamm (LeHTpamu).

8. BBog, B rparKgaHcKMit 060pOT MMMYHOBMOIOTMYECKOTO J/IeKapCcTBEHHOro npenapaTta AnA
BETEPMHAPHOIO MNpPUMEHeHMs, npousBegeHHOro B Poccuiickon degepauun uAM  BBO3MMOrO
(nepemewiaemoro) B Poccuiickyto deaepaumio, OCyLLECTBAAETCA Ha OCHOBaHWUM PaspeLlleHms, Bbl4aHHOTO
benepanbHbIM OPraHOM UCMOAHUTENBHOM BAACTU, OCYLLECTBAAIOWMM GYHKLMM NO KOHTPOAO (Hagsopy)
B cpepe 06palLeHNA NeKapCTBEHHbIX CPeACTB 414 BEeTEPUHAPHOTro NpUMeHeHuA. YKasaHHoe paspelleHune
BblAAETCA Ha OCHOBAHMM NPOTOKONA UCMbITaHWI, MPOBOAUMbIX aKKPEAUTOBAHHLIMW B COOTBETCTBUU C
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3aKoHoaaTesibcTBOM  Poccuiickot  Pepepaumm 06  akkpeauTauMm B HaUMOHANbHOM  cucTeme
aKKpeauTaumm opraHmMsaumsamm, noaseaoMcTBeHHbIMKU deaepanbHOMY OpraHy UCNOJIHUTE/IbHOM BN1ACTK,
ocywecrsasaowemy GyHKUMU MO BblpabOTKE rocyaapCTBEHHON MOAUTUKM U HOPMATMBHO-MPAaBOBOMY
peryniMpoBaHuio B chepe arponpombIlLIEHHOrO KOMMJEeKca, BKAYasa obpallueHue neKapCTBeHHbIX
CpeAcTB ANA BETEePUHAPHOro NpumeHeHusa, unu denepanbHOMY OpraHy MCMOJIHUTENbHOW BAACTH,
ocyuwecteastowemy GyHKLMM NO KOHTPOAKO (Haa3opy) B chepe obpalleHUs NeKapCTBEHHbIX CPeacTB ANs
BETEPUHAPHOrO MPUMEHEHUA, a TaKKe [AOKYMEHTOB W CBeAeHUWN, NPeayCMOTPEeHHbIX YacTbio 1 (ans
npenapartos, NpousBeneHHbiX B Poccuiickon ®eaepaumn) nam yactbto 2 (4n8 npenapatos, BBO3MMbIX
(nepemeuwiaembix) B Poccuiickyto deaepalinio) HacToALEen CTaTby.

9. CpoK BblAauYM paspeLleHns, YKasaHHOro B 4acTu 8 HacTosALEeM CTaTbM, COCTaBAAET NATb pabounx
OHeN co pgHA npeacTaBleHUs MNPOU3BOAMUTENIEM JIeKAPCTBEHHbIX CPEACTB WAM  OpraHusauumen,
OCYLLECTBAAIOLLEN BBO3 (NepemMelleHMe) 1eKapCTBEHHOrO NpenapaTa A1 BeTePUHAPHOro NPUMEHEHUS B
Poccuiickyto Pepepaumio, B pegepanbHblii OpraH UCNOJAHUTENbHON BAACTU, OCYLLECTBAAOWMIA GYHKUMN
Nno KOHTpot0 (Haa3opy) B chepe 0bpalleHna NeKapcTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NPUMEHEHMUS,
OOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 8 HACTOALLEN CTATbM.

10. PaspelueHune, yKasaHHOe B YacTW 8 HaCTOALLElM CTaTbW, BbIAAETCA B OTHOLIEHUWN KaXKAoM U3
nepBbiX [ABYX Cepuit UMMYHOOMONOrMYECKOro NEeKAPCTBEHHOrO nNpenapaTa AAa BeTepuMHApHOro
npUMeHeHns, BrnepBble npoussBeaeHHoOro B Poccuitickon Pepepaumm uAn BnepBble BBO3UMOIO
(nepemewaemoro) B Poccuiickyto ®eaepaumio. Takoe paspeLleHune BblAAETCA Ha BECb CPOK 0bpaLLeHus
cepum MMMYHOBMONOTMYECKOrO NIeKAPCTBEHHONO Mpenapata AnAa BeTePUMHAPHOro MPUMEHEHUA, B
OTHOLLUEHMM KOTOPOW OHO BblAaHO. B OTHOLEHUKN NoCcNeAyOLLMX CEPU OAHOTO TOProBOro HaMMeHOBaHUA
UMMYHOBMONOTMYECKOrO  NIEKAapCTBEHHOrO  npenapata  A/aAa  BETEPUMHAPHOrO  NPUMEHEHMUS,
npousseseHHoro B Poccuiickot Pepepaumm uam BBO3MMOro (nepemeltaemoro) B PoccuiicKyto
®epepaumio, Takoe paspeLleHne BblAaeTca CPOKOM Ha Tpu roga. MopAaaokK Bbligaum paspeeHna Ha BBOZ,
B rPaXOaHCKMM 060pOT MMMYHOBMONOrMYECKOrO /IEKAPCTBEHHOrO MNpenapata AAs BeTepUHapHOro
NPUMeHEeHMA, NOPALOK BblAAUYMN NPOTOKOMA UCMbITAHMI, YKa3aHHbIX B YaCTW 8 HACTOALLEN CTATbK, A TaKXKe
MeToAMKa onpefeneHua pasMepoB NAaThl 3a BblAadyy YKA3aHHOIO MPOTOKOMA  MCMbITaHUI
ycTaHasamBaeTca MNpasutenbcteom Poccuiickoint Pepepaumu.

11. MmmMyHOBMOIOTMYECKME NEKAPCTBEHHbIE MpenapaTtbl 418 BETEePUHAPHOro MPUMEHEHNS,
BBEAEHHbIE B rParKAaHCKMI 060POT B COOTBETCTBMM C YaCTbIO 8 HACTOALLEN CTaTbW, MOANEKAT XPaHEHUIO,
nepeBo3Ke, OTNYCKY, peannsaumm, nepegaye, NPUMEHEHUIO A0 UCTEUYEHUA CPOKA UX FOA4HOCTM.

12. 3a HenpeacTaB/fieHWE WAWM HECBOEBPEMEHHOE MpeAcTaBleHne AOKYMEHTOB M CBeAeHWUN,
npeaycMOTPEHHbIX YacTaMmun 1 - 3, 6 U 7 HacTosLWEN CTaTbU, NPOM3BOAUTENN SIEKAPCTBEHHbIX CPEACTB U
OpraHusaumu, ocyLLecTBAsOWMeE BBO3 (MepeMeLleHne) N1eKapCcTBEHHbIX MpenapaToB A5 BETepMHapPHOro
npumeHeHus B Poccuiickyto deaepaumio, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAaTEIbCTBOM
Poccuiickon ®epepaumnu.

13. NpeacTaBneHne AOKYMEHTOB M CBEAEHUI, NPEAYCMOTPEHHbIX YacTammn 1 - 3, 6 1 7 HacToALwel
CTaTbW, M NONYYEHWNE PA3PELLIEHNA, YKA3aHHOTO B YacTW 8 HACTOALLEN CTaTbW, HE TPEeOYHOTCA B OTHOLWEH UK
NEeKapCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOro NPUMEHEHMA, NpeAHasHayeHHbIX A4 BbiBO3a M3
Poccuiickont Pepepaumu, npoBeaeHUA LAOKAMHUYECKMX MWCCNEAO0BaHMI IeKapCTBEHHbIX CPeacTs,
KAMHUYECKUX UCCNeA0BaHMIA IeKapCTBEHHbIX NpenapaTos AN BETePUHAPHOro NPUMeHeHUs 1 BBO3a ANA
uenei, ykasaHHbIX B NyHKTe 5 yactu 1 cTaTbm 50 HacToAwero PeaepanbHOro 3aKoHa, a Takke 06pasLos
NEeKapCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOro NPUMEHEHUA, NpeaHasHaYeHHbIX ANA NpoBeaeHun
9KCMEepTU3bl /IEKAPCTBEHHbIX CPEeACTB B LENAX OCYWECTBNeHUA rOCyAapCTBEHHOW pernctpaumm
NEeKapCTBEHHbLIX MpenapaTtoB AAa BETEePUHAPHOrO MPUMEHEHMA WAN BHECEHWA W3MEHEHWUI B
perucTpaumoHHoe A0Cbe Ha NeKapCTBEHHbIV NpenapaT 419 BETePMHAPHOTO NPUMEHEHUA.

Cratba 53. Mpopaka, nepegaya NeKapCTBEHHbIX CPEACTB OpraHM3auMaAMU ONTOBOWM TOProB/U
NeKapCcTBEHHbIMM CpeacTBaMm
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1. OpraHusaLmmn onToBOM TOPrOBAU IEKAPCTBEHHBIMM CPEeACTBAMM MOFYT OCYLLECTBAATL NPOAAXKY
NIeKApPCTBEHHbIX CpeacTB MAM NepefasBaTb MX B YCTAHOBMEHHOM 3aKOHOZATeNbCTBOM PoccuicKom
depepauunm nopsgke (3a ncknovyeHmem GapmaueBTUYECKON cybCcTaHLMM CNnpTa 3TUAO0BOrO (3TaHoa) C
yyeTom TpeboBaHMIM YacTu 3 HacTOALLENM CTaTbu:

(B peq. PegepanbHbix 3aKOHOB 0T 27.12.2019 N 481-d3, o1 04.08.2023 N 428-$3)

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProB/N JIeKapCTBEHHbIMU CPeACcTBaMU;
2) npon3BOAMTENAM IeKAaPCTBEHHbIX CPEACTB A/1A Lesiei NPoMU3BOACTBA JIeKaPCTBEHHbIX CPEACTB;
3) anTeYyHbIM OpraHM3aLMsaM U BEeTEPUHAPHbIM anTeYHbIM OpPraHM3aLusam;

4) Hay4YHbIM OpPraHM3aUMAM 418 HayYHO-MCCNea0BaTebCKON paboThl;
(8 peq,. PepgepanbHoro 3akoHa ot 30.01.2024 N 1-93)

5) wHAMBMAyanbHbIM NPeANnPUHMMATENSAM, WMELWMM JIMLEH3UI0 Ha ¢dapmaLeBTUYECKYIo
[eATeNbHOCTb UM INLLEH3UIO Ha MEeOULMHCKYH0 AeATENbHOCTb;

6) MeANLNHCKMM OpraHmn3aumsam, B TOM YMC/e CO34aHHbIM U 3aperncTpupoBaHHbIM B COOTBETCTBUN
C 3aKOHOZAaTeNbCTBOM WMHOCTPAHHOrO rocyaapcrtea - uYneHa OpraHu3aumMm  SKOHOMMYECKOro
COTPYAHMYECTBA M PasBUTMA  MHOCTPAHHbIM  HOPUAUYECKMM  IMUAM,  MHOUBUAYAJ/IbHbIM
npeAnpuUHUMaTENsaM, ABAAIOLLMMCA Y4aCTHUKAMKM NPOEKTa B COOTBETCTBMM ¢ DeaepanbHbIM 3aKOHOM OT
29 nioHAa 2015 roga N 160-®3 "O mexayHapoAHOM MEeAULMHCKOM KaacTepe U BHECEHUU U3MEHEHUN B
oTAenbHble 3aKoHoZaTeNbHble aKTbl Poccuiickon deaepaumn”, n BeTepUHAPHbLIM OpraHU3aLmam;
(8 pea. PepepanbHblx 3aKoHOB OT 26.07.2019 N 240-d3, ot 04.08.2023 N 428-D3)

7) opraHusauMam U UHAMBUAYaNbHbIM NpeanpUHUMATENAM, OCYLLECTBAAIOWMM pa3BeneHue,
BblpalllBaHMEe W CcOAepKaHMe KMUBOTHbIX (33 WCKAlOYeHMeM MpoAarKM um  dpapmMaueBTUYECKUX
cybCcTaHUMN NAK UX Nepeaaun).

(n. 7 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHu3aumMm OnTOBOM TOPrOB/AM NEKAPCTBEHHbIMM CPEACTBAMM HE BMPABE OCYLLECTBAATb
npoaaxy (nepepgadvy B YCTaHOBNEHHOM 3aKoOHOAaTenbcTBOM Poccuiickolt ®degepaunmn nopsaake)
dbapmaLeBTUYECKOM CybCTaHUMKM CnMpTa 3TUAOBOTO (3TaHoMa).

(4acTb 2 B peq,. PepepanbHoro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlAOC: NprMmeyaHme.
Y. 3 cT. 53 Ha TeppuTopusax AHP, JIHP, 3anoporKcKkoi obnacTn, XepcoHCKon 06.1acTi NpUMeHAeTcs ¢
01.09.2024 (®3 ot 04.08.2023 N 428-®3).

3. OpraHu13aummn oNToBOM TOProBAN IEKAPCTBEHHbBIMW CPEACTBAMM MOTYT OCYLLECTBAATb NPOAAXKY
(nepepauy B ycTaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuiickolt deaepaumm nopagke) NeKapCcTBEHHOIO
npenaparta 4aa MeguuMHCKOro NPUMEHEHMA C MeXAYHAaPOAHbIM HENATEHTOBAHHbIM HaMMEHOBaHMEM
n n

STtaHon":

1) 1opMANYECKMM NWLEAM, UMEIOLLMM NULLEH3UI0 Ha PpapMaLLeBTUYECKYIO AeATeNbHOCTb B cdhepe
06pallLeHNA NEKAPCTBEHHbIX CPEACTB ANA MEAULMHCKOTO MPUMEHEHWS;

2) MHOUBUNAYanbHbIM MNpeanpuHUMaTenAmMm, UMerWMMm JULEH3UKD Ha (bapMaLl,E'BTMLIeCKWO
0eATeNbHOCTb B cd)epe 06anJ,EHMF| NNeKapCTBEHHbIX CpeacTs AnAa megnunHCKoro npuMmeHeHua,

3) MHOUBUAYaNbHbIM NpeanpUHNMaTENAM, UMEK WM NTNLLEH3UIO Ha MeJNUNHCKYIO AeATE/IbHOCTb,

4) opPUANYECKUM IMLLAM, UMEIOLLIMM IMLLEH3WNIO Ha MEAULMHCKYIO AeATEe/IbHOCTb;
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5) MHOCTPaHHbIM IOPUANYECKUM IMLEAM U UHAMBUAYANbHLIM NPeAnpPUHMMATENAM, CO3AaHHbIM U
3aperncTpupoBaHHbIM B COOTBETCTBMU C 3aKOHOAATENbCTBOM WMHOCTPAHHOrO rocyAapcrBa - 4jeHa
OpraHmsaunum 3KOHOMMUYECKOTO COTPYAHMYECTBA M PasBUTUA, ABAAIOLWLMMCA YY4aCTHMKAMM MNPOEKTa B
cooTtBeTcTBMU ¢ PegepanbHbiM 3akoHOM OT 29 uioHAa 2015 roga N 160-®3 "O mexayHapoaHOM
MeAMLMHCKOM KiacTepe M BHECEHUW WU3MEHEHMWN B OTAE/NbHblE 3aKOHOAATENbHblE aKTbl Poccuiickoin
depepaumn”;

6) ucnbiTaTeNbHbIM NabopaTopuam (LeHTpam), NPOBOAALMM MCMbITaHUMA B 061aCTU KOHTPOASA
KayecTBa JIEKAPCTBEHHbIX CPeACTB, aKKPeAWUTOBAaHHbIM B COOTBETCTBUM C 3aKOHOAATE/bCTBOM
Poccuiickon Pepepaumm 06 akkpegmTaLmMmn B HaLMOHaAbHOM CUCTEME aKKpeaUTaLUK.

(4acTb 3 BBeaeHa PeaepanbHbim 3akoHoM oT 04.08.2023 N 428-93)

Cratba 54. MpaBusa oNTOBOI TOProB/N IeKAaPCTBEHHbIMU CpeacTBamMm

1. OnToBas TOProBfA JIEKAPCTBEHHbIMW CPEACTBAMM OCYLLECTBASIETCA NPOM3BOAUTENAMM
JIeKAPCTBEHHbIX CPeacTB M OpPraHM3auusMM ONTOBOW TOPrOB/AW NIeKAapPCTBEHHbIMW CPeacTBaMM MO
npaBuaam HagjerKallen AUCTPUObIOTOPCKOM NPAKTUKK, YTBEPKAEHHbIM EBPA3MNCKON 3KOHOMMYECKON
KOMUCCUEN, U MpPaBWUiaM XPaHEHMUA JIeKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM YMNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTM.

(4actb 1 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. OpraHusaums ONTOBOW TOProBAW JIEKAPCTBEHHbIMKM cpeacTBaMu obsizaHa cobaopatb
npegesibHble CPOKM OTFPY3KM 3aTpebOoBaHHbIX anNTeYHOW OpraHu3aLmMen NeKapCcTBEHHbIX NpenapaTos A
MeOMULMHCKOIrO NPUMMEHEeHMs WU He BnpaBe OTKas3blBaTb anTEYHOM OpraHM3auuu, C KOTOpPOW y Hee
3aK/IlOY4EeH COOTBETCTBYHOLWMIA AOroBOP O MOCTAaBKaxX NEKapCTBEHHbIX NpenapaTtoB AA8 MeaULMHCKOro
NPUMEHEHUA, B NOCTaBKEe SIEKAPCTBEHHbIX NPENAPaAToOB A1A MeAULMHCKOIro NPMMEHEHUA NMPU HAANYNK
3aTpeboBaHHbIX JIEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOTO NPUMEHEHMA Y OpraHM3aumMmn oNnToBOM
TOProBAN NeKApCTBEHHbIMKU cpeacTBamu. [peaenbHble CPOKM OTrpy3KM 3aTpeboBaHHbIX anTeyHoM
OpraHusaumen NeKapCcTBEHHbIX MNPenapaToB A8 MEeAULMHCKOTO MNPUMEHEHUAs B 3aBMCMMOCTM OT
PAcnoIoKeHMA MeCTa OTIPYy3KM JNIEKApPCTBEHHbIX MPEenapaTtoB ANA MEeAUUMHCKOrO NpPUMEHEHUA
yCTaHaB/IMBAOTCA YNOJIHOMOYEHHbIM desepanbHbIM OPraHOM UCNONHUTENbHOM BACTHU.

(4acTb 2 BBegeHa PegepanbHbiM 3aKOHOM 0T 26.03.2022 N 64-03)

CraTtbsa 55. Mopsaa0K pO3HMUYHOW TOProB/AN IEKAPCTBEHHbIMU NpenapaTamm

1. PO3HMYHAA TOProBAA JIEKAPCTBEHHbIMW MpenapataMmn B KOAMYECTBaX, Heobxoaumbix AN
BbINONHEHUSA BpayebHbix (denbalepcknux) HasHaYeHUM WM Ha3HaAYeHWUn cCneumnanmucToB B obnactu
BETEPUMHAPUN,  OCYLLECTBAAETCA  anTeyHbiMM  OpPraHM3auMsAMK,  BETEPUMHAPHBIMW  anNTeYHbIMU
opraHmMsaunamm, MHAMBMAYANbHbIMMK npeanpUHUMaTENS MU, UMEIOLLUMM NNLEH3UIO Ha
dapmaueBTUYECKYID AeATENbHOCTb, MEAUUMHCKMMWU OPraHM3aumsamm, MMELWMMM NIMLEH3UD Ha
dbapMaLeBTUYECKYIO AeATeNbHOCTb, U X 060COBNEHHbIMU MNoApa3AeNeHUAMM, PACMONOKEHHbIMA B
CeNbCKUX HACENEHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHM3aunu, U BETEPUHAPHbIMMU
OpraHM3auUnAMU, UMEKLWMMN NNLLEH3UIO Ha PpapMaLLeBTUYECKYIO AeATeNbHOCTb. Pa3pelwleHa po3HMYHan
TOProB/A TONbKO NEKAPCTBEHHbIMWM MpenapaTamu, 3aperncTpmpoBaHHbiMKU B Poccuiickon ®epepaumm
nmMbo B COOTBETCTBUWM C aKTaMM, COCTaBAsfloWMMKU npaBo Cowo3a, UAN M3rOTOBAEHHbIMW anTeYHbIMU
opraHmMsaumnamm, BETEPMHaApPHbIMM anTe4yHbIMU opraHM3aumnamm, MHAMBUAYANbHBIMMU
npeanpuHUMaTENS MU, UMEIOWMMU JNLEH3NIO Ha (apmMaLeBTUYECKYIO AeAaTeNbHOCTb. Po3HMYHasA
TOProBAA NEeKapCTBEHHbIMW MpPenapaTaMM OCYLLECTBAAETCA MO NpaBuMAaM HagieXKallen anTeyHoun
NPaKTUKN, YTBEPKAEHHbBIM YNOAHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENBHON BNACTY.

(8 pea. PepepanbHbix 3aKoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-d3, ot 30.01.2024 N 1-93,
o1 08.08.2024 N 323-93)

1.1. Po3HWYHaA TOPros/sA NEeKAPCTBEHHbIMKW npenapaTtamm 1A MeSULMHCKOrO NPUMEHeHUA (3a
UCKNTIIOYEHNEM NEKAPCTBEHHbLIX MPENapaToB, OTNYCKaeMbIX MO peuenTty Ha /'IeKapCTBeHHbIﬁ npenapar,
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HapPKOTUYECKNUX NEeKaPCTBEHHbLIX MpenapaTtoB U MCUXOTPOMHbIX NNEKAPCTBEHHbLIX MpPenapaTtoB, a TaKXKe
CNUPTOCOAEPKAWMX NNEKAPCTBEHHBIX NPEenapaToB ¢ 06beMHOM [onel 3TUA0BOro CnupTa cBbiwe 25
I'IpOLI,eHTOB) MOXeT OCyWecTBiATbCA anTe4YHbiMMU OpraHmsaumaAMn  AOUCTAHUMOHHbIM crnocobom.
PO3HWYHYIO  TOProBAKD  /AIEKAPCTBEHHbIMW  MpenapaTtamum A4  MeAUUMHCKOro  NpUMeHeHMA
ANCTAaHUMNOHHbIM cnocobom MOryT OCYLW,ecCTBNATb anTeYyHble OpraHunsauun, mmewuwme ANUeH3NKo Ha
bapmaueBTUMUYECKYIO AeATeNbHOCTb W COOTBETCTBylOWEee paspelweHve deaepanbHOro opraHa
WCMOJIHUTE/IbHOW  BJIAaCTW, oOcyllecTBaAowero ¢yHKUMM MO  KOHTPO/O UM Haasopy B cohepe
34paBooxpaHeHua. [lopsAOK BblgayM pPaspelleHUss Ha  OCYWecTB/eHMe PO3HUYHOW TOProB/M
JIeKapCTBEHHbIMW MpenapaTaMy AUCTaHLMOHHbIM cnocobom, TpeboBaHMA K anTeuYHbIM OpraHuM3auuam,
KOTOpbl€ MOTYT OCYLLECTB/IATb TaKyl TOProB/to, U MOPALOK €e OCYLLECTBAEHUA, a TaKXe npasunia
[OCTaBKM /IeKapCTBEHHbIX MpenapaToB rpa)kgaHam ycTaHaBauBaloTca [paBUTeNbCTBOM PoccuiicKol
depepaumnmn. UHPopmauuns 06 onnadeHHbIX (OTNYLLEHHbIX) M MOAYYEHHbIX JIEKAaPCTBEHHbIX Npenapartax
BHOCHUTCA B CUCTEMY MOHUTOPUHIA OBUXKEHUA JIEKAPCTBEHHbLIX MNpenapatos Ana MeguunHCKOro
NPMMeEHEHUA B NOPAAKe, NPeLyCMOTPEHHOM YacTbio 7 CTaTbM 67 HacToAwero deaepanbHOro 3aKoHa.
(4acTtb 1.1 BBeAeHa DeaepanbHbiMm 3aKkoHOM oT 03.04.2020 N 105-93)

2. BuAbl anTeyHbIX OpPraHMsauMii W NpaBua OTMYCKa JIeKAPCTBEHHbLIX MpenapaToB AjA
MeAMULMHCKOrO NMPUMEHEHMUA anTeYyHbIMM OpPraHM3auMAMKU, UHOMBUAYANbHBIMU NpeanpUHUMaTENAMU,
MMEIOLLMMM JINLEH3UIO Ha papMaLLeBTUYECKYIO AEATENbHOCTb, @ TAKXKe NPaBu/ia OTNYCKa IEKapPCTBEHHbIX
npenapaTos g8 MeAULMHCKOro NPUMEHEHUs MeAUUMHCKUMU OPraHM3auMAMU, UMEOLUMUN NLEH3ULO
Ha dapMaLLeBTUYECKYIO AeATeNbHOCTb, U UX 060C061EHHBIMM NOAPA3AEeNEHUAMM, PACNOIOKEHHBIMUN B
CENbCKMX HaceNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuu, YTBepKAatoTcs
YyNoJIHOMOYEHHbIM defepasibHbIM OpraHOM UCMOAHUTEIbHOM BAACTMU.

(8 pea. PepepanbHblx 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-d3)

3. MpaBuKna OTNYCKa HapKOTUYECKMX CPEeACTB U MCUXOTPOMHbIX BELLEeCTB, 3aperMcTPUPOBaHHbIX B
KayecTBe /IeKapCTBEHHbIX MNPEenapaTtoB, NEKapCTBEHHbIX MpenapaToB, COoAepalux HapKoTUYeckue
CcpeAcTBa WM MNCUXOTPOMHbIE BeLLECTBa, YTBEP)KAATCA YNOJHOMOYEHHbIM deaepasibHbiIM OpraHoOM
WUCNONHUTENbHOW BAAcTM MO cornacoBaHWlo ¢ deaepanbHbIM OPraHOM MCMONIHUTENBHOW BAACTH,
YNONHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl A1 BETEPUHAPHOrO MNPUMEHEHUA MNOANEXKaT  OTMYCKy
BETEPMHAPHbLIMW aNTEYHbIMU OPraHM3auMAMK, BETEPUHAPHBLIMU OPraHU3aALUAMU, UHANBUAYANbHBIMU
npeanpuUHUMaTeNaIMM, WMEIOWMMN  NNLEH3NIO Ha (GapMaueBTUMUYecKylo geatenbHocTb. OTnycK
NNeKapCTBEHHbIX MpPenapaTtoB AN BETEPUHAPHOro NPUMEHEHUS OCYLLEeCTB/SETCS B COOTBETCTBUMU C
NpaBuiammn HagNekallei anTeyHoW MNPaKTUKM NEKApPCTBEHHbIX MNpernapaToB ANA BeTepMHAPHOro
NPUMEHEHNA, YTBEPKAEHHbIMU YNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOHUTEIbHOM BAACTY.

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

5. lMepeyeHb MEAMUMHCKMUX OpraHM3aumin, WMMeWUX JAULEH3NIO Ha (apmaLeBTUYECKYHo
AeATeNbHOCTb, M UX 060COBIEHHbIX NOAPA3AENEHUI, PACNONOMKEHHDBIX B CE/IbCKUX HACENEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auMu, a TaKKe nepedyeHb JIEKAPCTBEHHbIX MpenapaTos,
npoAaXa KOTOPbIX MOMET OCYLLeCTBAATbCA YKA3aHHbIMW OpraHM3auuaMm u Mx 060cobaeHHbIMK
nogpasgeneHuamMM,  YCTaHaB/AMBAOTCA  MCMONIHUTE/NIbHbIMM - OpraHamu  cybbekToB  PoccuicKoi
depepaunm.

(8 peqn. PenepanbHbix 3aKoHOB oT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N 232-
®3, 01 08.08.2024 N 323-93)

6. AnTeyHble opraHuM3auuu, WUHAMBMAYASIbHbIE NPEeANnPUHUMATENN, UMEKLMNE JINLEH3NIO Ha
bapmaueBTMUECKYIO  AesTenbHOCTb, 06dA3aHbl  obecrneymBaTb YTBEPKAEHHbIV paBUTENbCTBOM
Poccuiickoit Pegepaumm n popmmpyembiin B YCTAHOBIEHHOM MM NOPAAKE MUHUMAJIbHbIA aCCOPTUMEHT
NeKapCTBEHHbIX NPenapaToB, HEOOXOANMbIX AN OKa3aHWUA MEANLMHCKON MOMOLLM.

(4acTb 6 B peq. deaepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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7. AnTeuyHble opraHuMsauMW, WUHAUBUAYA/bHbIE NpeAnpUHUMATENU, MMeloLIne ANLEH3NI0 Ha
bapmaueBTMUECKYIO AeATeNbHOCTb, HapAZy C JIeKapCTBEHHbIMKM NpenapaTaMv  MMEeT MNpaBo
npuobpeTaTb M NpoAaBaTb, B TOM YUCAe AUCTAHUMOHHLIM Crnocobom, MeguLMHCKUE u3genus,
Ae3snHouuMpyolme cpeacTsa, npeameTbl U CPeAcTBa NMYHON TUrMeHbl, NOocyay ANA MeAULUHCKUX
uenei, npegMeTbl U cpeacTBa, NpegHasHayeHHble gns yxoga 3a 60AbHbIMM, HOBOPOMKAEHHBIMU U
AEeTbMW, He AOCTUILMMM BO3pacTa TPeX /IeT, O4KOBYIO ONTUKY U CPEeACTBA yX04a 3a Hell, MMHepasibHble
BOZbl, NPOAYKTbI e4ebHOro, AEeTCKOro U AMEeTUYECKOro NuUTaHuA, BUONOrMYecKM aKTUBHble 406aBKM,
napplomepHble U KOCMETUYECKMEe CPeaCcTBa, MeAULMHCKME U CaHUTAPHO-NPOCBETUTEIbHbIE NeYyaTHble
n3gaHuA, NnpegHasHauyeHHble gas nponaraHabl 340P0BOro 06pasa KU3HMU.

(8 pen. PenepanbHbix 3aKkoHOB oT 27.07.2010 N 192-d3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)

8. [leATenbHOCTb anTeYHbIX opraHu3auuii BoopykeHHbix Cua Poccuiickoh Depepaumn, gpyrux
BOWCK, BOMHCKMX GOPMMPOBAHUIN U OPraHoB, B KOTOPbIX 3aKOHOZaTenbCcTBOM Poccuiickoin Pegepaumm
npPeaycCMOTPEHO MPOXOXKAEHWE BOEHHOM CAyXbbl uAn denepanbHOM FoCcyapPCTBEHHOW  CyKObl,
CBA3AHHON C NPaBOOXPaHUTE/IbHOW AeATe/NbHOCTbIO, PernameHTupyeTca HactoAwum deaepanbHbiM
3aKOHOM W YTBEPXKAEHHbIMU COOTBETCTBYHOLWMMM deaepanbHbIMU OpraHamu UCMOJIHUTENIbHOW BAacTu
nonoxeHnamu. KoHTponb 3a cobaogeHMeM YKa3aHHbIMM anTeYHbIMU OPraHM3aLMAMU NOMOXKEHWIN
HacTosAwero ®denepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU deaepasbHbIMU OpraHamum
WCNONHUTENbHOM BNaCTU.

(8 peq. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuny c 1 aueapa 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-P3.

KoHcynbTaHTlAOC: NpumeYaHue.
C01.03.2026 cT. 55.1 ytpaunsaet cuny (P3 ot 20.10.2022 N 405-3).

Cratba 55.1. MopAaaoK ocywecTBAEHUA PO3HMYHOMU TOPrOB/IM JIeKapCTBEHHbIMM NpenapaTtamm
ANA MeAULMHCKOro npuMeHeHus, OTMYCKaembiMuM MO peuenty Ha JIeKapCTBeHHbIi npenapar,
AUCTaHLMUOHHbIM cnocobom

(eBepeHa depepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

1. B nepuog c 1 mapta 2023 roga go 1 mapta 2026 roga B ropoze penepanbHoro 3Ha4eHna MocKse,
B benropoackon u MockoBcKoi obnactax (ganee B HacTosAwel cTaTbe - cybbekTbl Poccuitckoit
depepauunm) npegycmaTpmBaeTcs NpoBeAEHME SKCNEPUMEHTA MO OCYLLECTBAEHNIO PO3HUYHOM TOProBAK
NIeKapCTBEHHbIMM NpenapaTtamu Ans MeAULMHCKOrO NPUMEHEHMA, OTMyCKaeMbiMU MO peuenty Ha
JIeKapCTBEHHbIV Npenapar, AUCTaHLMOHHbIM CNOCOBOM (Aanee - SKCNepuMeHT).

2. B pamkax 3KCMepMMEeHTa ero y4acTHWKW BrnpaBe AUCTaHUMOHHbIM CMocobom OCyLLEecTBAATb
PO3HUYHYIO TOProB/IO NEKAPCTBEHHbIMM NpenapaTamm 418 MeAULLMHCKOTO NPUMEHEHUSA, OTNYCKaeMbiMU
Nno peuenTy Ha JIeKapCTBEHHbIM npenapat (B Tom uyucie chopmMUpoBaHHOMY B GpOpPME 3NEKTPOHHOIO
AOKYMEHTa B IMUHOM KabuHeTe rpaxgaHuHa Ha eanHOM nopTane v (UAK) Ha pPernMoHanbHbIX NopTanax
roCcyAapCTBEHHbIX U MYHULMNAAbHBIX YCAYT) U BKAOUYEHHbIMW B NEpeYEeHb SIeKapCTBEHHbIX NPenapaTos U
dapmaKoTepaneBTUYECKUX TPYNN SIeKapCTBEHHbIX NPenapaTos, paspeLlleHHbIX K peanmMsaumm B pamKax
3KCMEePUMEHTA, YTBEPKAEHHbIN YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENLHOM BNACTH (3a
WCK/IOYEHNEM NIEKAPCTBEHHbIX MPenapaToB, COAEPrKalLMX HAPKOTUYECKMEe CpeacTBa, MCUXOTPOMHble
BELLECTBA M X NPEKYPCOPbI, IeKapCTBEHHbIX MPeNnapaToB, COAEPHKALUMX CUAbHOAENCTBYIOLLME BELWECTBA,
pagmModapmMaLeBTUYECKMX NEeKAapCTBEHHbLIX MPenapaToB, MMMYHOBUONOTMUYECKMX €KAapPCTBEHHbIX
npenapaToB, a TaKXKe JIeKapCTBEHHbIX NPEenapaTtos, A/1A KOTOPbIX B COOTBETCTBMM C MHCTPYKUMEN Mo
NPUMEHEHWNIO NIeKaPCTBEHHOrO npenapaTta YCTaHOB/AEH TemnepaTypHbI PeXUM XpaHeHus Huxke 15
rpagycos Llenbcusa, cnvpTocodepkalimx NeKapcTBeHHbIX NpenapaToB ¢ 06beMHOoN Aoneil 3TUAOBOro
cnupTa cBblle 25 MNPOLEHTOB M /IeKapCTBEHHbIX MPenapaTtoB, W3roTOBAEHHbIX anTeYHbIMM
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opraHMsaumnamm). Kputepum BKIOYEHNA NEKAPCTBEHHbIX MpenapaTos U GpapmaKkoTepaneBTUYEeCKUX rpynn
NIeKApPCTBEHHbIX NPenapaToB B YKA3aHHbIN MepeyvyeHb ycTaHaBAMBatoTcA [paBuTenbcTBOM Poccmitckol
Pepepaunn. MNonoxKeHUA HacToALLEN CTAaTbW He PACNPOCTPAHAIOTCA Ha NEeKAapPCTBEHHble MpenapaThbl,
oTnyckaemble 6ecnnaTtHO MAM CO CKUAKOW rpakAaHam, WMeWwMm npaBo Ha obecnevyeHue
NIeKapCTBEHHbIMM NpenapaTaMm 3a cHeT CpeacTB BIOAKETHbIX aCCUTHOBaHWUI desepanbHOro broaxeTa u
6toaxkeToB cybbekToB Poccuinickoit depepaumu.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. YyaCTHMKAMWM  3KCNEPUMEHTA  ABAAKOTCA  YNONHOMOYEHHbIM  deaepanbHbii  opraH
WUCNONIHUTENIbHON  BAACTWU, YMNOJHOMOYEHHblE WCMOMHUTENbHbIE OpraHbl CcybbeKkToB PoccuiicKkom
depepauunm, meguUMHCKME OpraHU3auum U anTeyHble opraHM3almm, COOTBETCTBYOWME TPeboBaHMAM,
YCTQHOB/IEHHbIM B COOTBETCTBMU C YaCTbto 4 HACTOALLEN CTaTbMy.

(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

4. MonoskeHne o NopsAaKe NPOBeAEHNA SKCNEePMMEHTa, B TOM Ynciae TpeboBaHMA K MeaULMHCKUM
OpraHM3aUMAM M anTeYHbIM OPraHM3auMaM, ABAAIOWMMCA YYaCTHUKaMM SKCMepuMmeHTa, MopAaaoK
OCYLLEeCTBAEHMA PO3HNUYHOMN TOProB/iv NEKaPCTBEHHbIMM NpenapaTammn Aas8 MeuLMHCKOro NpUMeHeHNs,
OTNyCKaemMbIMWN MO PeLenTy Ha SIeKapCTBEHHbIN npenapaT, AUCTaHLUMOHHbIM cnocobom, TpeboBaHuA K
[OCTaBKe TaKWX JIEKApPCTBEHHbIX MPenapaTtoB rpaxgaHam, npaBuaa Bbl4auM paspeleHus Ha
OCYLLEeCTBNEHME PO3HUYHOM TOProB/IM IEKAPCTBEHHbLIMU NpenapaTamm aasa MeaULMHCKOro NPUMEHEHUS,
OTNYCKaemMbIMWU MO peLenTy Ha JIEKAaPCTBEHHbIM NpenapaT, AUCTaHLMOHHbIM CNocoboMm, yTBEpKAAETCA
MpasutenbctBom Poccuiickoin depepaunn. TpeboBaHMA K anTeYHbIM OPraHM3aLMAM, ABAAIOWMMCA
YYaCTHMKaMM 3IKCMEPUMEHTA, He MOryT ObiTb HWXKe TPeboBaHWM, YCTAHOB/IEHHbLIX K anTeYHbIM
OpraHM3aLMaAM B COOTBETCTBMM € YacTbto 1.1 ctaTbm 55 HacToAwero PeaepanbHOro 3akoHa.

5. YnonHomoueHHbI ¢deaepasibHbli OpraH MCNOJHUTENbHOM BNACTHU:

1) ocyuiectBAseT MeTOAMYECKOE COMPOBOXKAEHWE IKCMEPUMEHTA, BK/IOYaa MeToAUYECcKoe
COMPOBOXKAEHME OEATENbHOCTU MEANUMHCKMX OPraHU3aLMi U anTeyHbIX OpraHM3aumnii, y4acTBYIOWMX B
3KCMepuMeHTe, N0 0GOPMIEHUNIO, CMOIb30BAHUIO U XPAaHEHUIO PELLENTOB Ha JIEKAPCTBEHHbIM Npenapar,
B TOM Yncne cGopMMpPOBAHHbBIX B POPME INEKTPOHHbIX AOKYMEHTOB;

2) npeactasnseT B [pasBuTenbctBo Poccuiickont depepaumm npepBapuTenbHbii (B nepuog
nposeAeHNA 3KCMepuUMeHTa, HO He nosgHee 4yem 3a [iBa MecsAla A0 UCTEYEHWUN CPOKa nposeaeHuA
3KCNEePUMEHTA) M UTOroBbIN (MO OKOHYaHUM SKCNEPUMEHTA, HO He No3aHee YyemM Yepes ABa mecaAla nocne
UCTEYEHUA CPOKa NPoBeAEeHUA SKCNEepMMEHTa) AOKNaAbl O pe3y/abTaTax NpoBeAeHMA 3KCnepmmeHTa U
npeasioXeHna 0 BHECEHUU U3MEHeHUI B 3aKOHOA4,aTeIbcTBO 06 06pallleHMM NeKapCTBEHHbIX CPpeacTs.

6. YNONHOMOYEHHbI UCNONHUTENbHbIN OpraH cybbekTa Poccunitckoit degepaunu:
(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

1) BnpaBe yCTaHOBWUTb 0COBEHHOCTU NPOBEAEHUA SKCNEPUMEHT];

2) yTBeprKAaeT NopaaoK oT6opa MeAMLMHCKUX OpraHn3aLmii M anTeYHbIX OpraHn3aLmii 4Na y4acTms
B 3KCMEPUMEHTE, a TaKKe NPOBOAUT TaKoW OTOOP M YyTBEPKAAET NepeyYeHb MeANLMHCKMX OpraHu3aumii u
nepeyeHb anTeYHbIX OpPraHN3aunii, COOTBETCTBYHOLMX TPE6OBAHMAM, YCTAHOBEHHbIM B COOTBETCTBUM C
YacTbio 4 HACTOALLEN CTaTbK, U ABAAIOLWMXCA YH4ACTHUKAMM IKCMEPUMEHTA;

3) ocywecTBNAET MOHUTOPUHI MPOBEAEHMUA IKCMEPUMEHTA M MPeACTaBAseT ero pesyabTaTbl B
YNONHOMOYEHHbIN deaepanbHbIi OpraH UCNOAHUTENbHOM BACTW;

4) obecneuynBaeT MHOOPMALMOHHO-TEXHUYECKOE obecneyeHne NPOBEAEHUA IKCMEPUMEHTA
nocpeaCcTBOM UCNO/b30BaHMA rocy4apCTBEHHOM MHPOPMALMOHHOM cUCTEMDI B Chepe 34paBOOXPaHEHNA
cybbekTa Poccuiickoit Pegepauyn u (Man) meauUMHCKUX MHOOPMALMOHHBIX CUCTEM MEOMULMHCKUX
OpraHM3aunin, ABNAIOWMXCA YYaCTHUKAMM ISKCMEpPUMEHTa, W WX B3aMMOLENCTBMA C e[MHOM
rocyaapcTBeHHOM MHGOPMaLIMOHHOM cnuctemoln B chepe 34paBOOXPaAHEHUS.
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7. MeguuMHCKMe opraHusauum M anTeyHble OpraHM3auMn BMpaBe OTKa3aTbCA OT y4yacTusa B
3KCNepumeHTe, NoAaB B YNOJIHOMOYEHHbIN UCNONHUTE/NIbHBIN opraH cybbekTa Poccuitckon ®egepaumm
COOTBETCTBYlOLLEE 0bOpalleHre B NMCbMeHHOM dopme.

(8 pen. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8. AnTeuHble opraHu3auumu, ABAAIOLMECA YY4aCTHUKAMW IKCNepumeHTa, 06sA3aHbl Npu npoaaske
AMCTAHUMOHHbIM  cnocobom  JIeKapCTBEHHOro  npenapata  [Ad  MeAMUMHCKOrO  MNpuMeHeHus,
OTNYCKaemoro no peLenTy Ha JIeKapCTBEHHbIM npenapat, obecrnevnTb NPy OCYLLECTBJAEHMMU A0CTaBKU
MAEHTUOUKALMIO NMYHOCTM TPaskAaHMHa, MOJYYaloWero TakoW JIeKapCTBEHHbIM npenapart, B uensax
YCTaHOB/IEHWNA COOTBETCTBMA €r0 IMYHOCTM U 1ML, YKa3aHHOTO B PeLenTe Ha IeKapcTBEHHbIM npenapat
(ero 3akoHHOro nmpeacrasutensn), AM6oO NMUa, YNOJAHOMOYEHHOTO /IMLOM, YKasaHHbIM B peuenTe Ha
NeKapCTBEHHbIN Npenapar (ero 3aKoHHbIM NpeAcTaBuTENIeM), Ha NoJlyYeHMe SIeKapcTBEHHOro npenapara
(manee B HacToALWENM CTaTbe - INLO, YKa3aHHOE B peuenTe (3aKOHHbIN NpeacTaBuTe b, YNoAHOMOYEHHOE
muo).

9. Jlwuo, ocyullecTBaAOWEEe [AOCTaBKY JIEKAPCTBEHHOrO npenapata  Aas  MeAMUMHCKOro
NPUMEHEHUs, OTMNYCKAeMoro no peuenTy Ha JeKapCTBEHHbIM npenapaT, obasaHo noTtpebosaTb Yy
rpa)kAaHuWHa, NOYYatOLLEro TAaKOM IEKAPCTBEHHbIV NMPenapaT, NpeabaBUTb LOKYMEHT, Y4,0CTOBEPAIOLLMIA
€ro JIMYHOCTb, AN UAEHTUOUKALUUM IMYHOCTM 3TOrO FPaXKAaHWHA U YCTAHOBNIEHUA COOTBETCTBUA €ro
JIMYHOCTU M /IMLA, YKA3aHHOTO B peLenTe (3aKOHHOro NpeacTaBUTeNs, yNoJHOMOYEHHOro nua). B cayyae
BbIAABJIEHWSI HECOBMAAEHWUA JIMYHOCTU TParKAaHWMHA, NOJyYaloWero JIeKapCTBEHHbIV Npenapart, U nua,
YKa3aHHOro B peLenTte (3aKOHHOro NpeAcTaBuTENA, YNOJHOMOYEHHOTO INLA), @ TaKKe B C/lyYae OTKasa
rpa)kAaHWHa, NOJyYatoLWEero JIeKapCTBEHHbIM Npenapat, NpeabaBUTb AOKYMEHT, YA40CTOBEPAIOLWMUIA ero
JMYHOCTb, JINLO, OCYLECTBAAOLIEe [AOCTaBKY JIEKAPCTBEHHOro mnpenapata A48 MeLUUUHCKOro
NPUMEHEeHWs, OTMYCKAaemMoro Mo pPeuenTy Ha JIeKapCTBEHHbIM nNpenapaT, 0653aHO BEPHYTb TaKoW
NNeKapCTBEHHbIV NpenapaT B anTeyHyo opraHMsaLmio.

10. MogaTteeprkaeHvem ¢aKTa nepegayy NeKapCTBEHHOrO mnpenapata Ans  MeAMLMHCKOro
NpUMeHeHWs, OTMYCKAaeMoro no peuenTy Ha NIeKapCTBEHHbIW Npenapart, Anuy, YKasaHHOMY B peuenTe
(3aKOHHOMY NpeacTaBUTENO, YNOJTHOMOYEHHOMY /iMLY), ABAAIOTCA KACCOBbIA YEK M MoAnucb /nua,
NOJIyYMBLUErO TAKOW /IeKapCTBEHHbIN NpenapaT, Ha AOKYMEHTe O MOJlyYeHUN TaKoro NeKapCTBEHHOMO
npenapata no ¢opme, yTBEPKAAEMON YNOJHOMOYEHHbIM denepasbHbiM OPraHOM MCMOAHUTENbHOM
Bnactu. MNocne nepefayy NeKapcTBEHHOro npenapaTta /MLy, YKasaHHOMY B peuenTte (3aKOHHomy
npeacTaBUTeNto, YNOJHOMOYEHHOMY NNLY), 3TOT LOKYMEHT Nepesaerca JIMLOM, OCYLLECTBUBLUMM
[OCTaBKy TaKOro /IeKapCTBEHHOrO npenapata, B anTeyHyld OpraHM3aLuMmio, OCYLLEeCTBMBLUYIO OTMYCK
NIleKapCTBEHHOro npenapaTta. B ciyyae BbiABNEHMA NpW nNepegadye /vuy, yKasaHHOMY B peLenTe
(3aKOHHOMY npeAcTaBMTENO, YMOJIHOMOYEHHOMY /IMLYy), J/leKapcTBEHHOro npenapaTta ¢aKToB
MEXaHMYECKOro MNOBPEXKAEHWUA €ro WAM €ero YnaKoBKM TaKOW /IeKApCTBEHHbIM npenapaTt AuLom,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBUTeNem, YNoJHOMOYEHHbIM ANLOM), HE MPUHMMAETCA U
BO3BpalaeTca 6e3 ero onnatbl AWLY, OCYLECTBUBLUEMY AOCTaBKy JIEKapCTBEHHOro npenapata M
obecneynBatoLLeMy €ro BO3BPpaT B anTeYHYO OpraHM3aumio.

11. 3a HapyweHus 3akoHogaTenbcTBa Poccuiickon deaepalmn, COBEPLUEHHbIE NPU NPoBeaeHUU
3KCNepUMEHTa, ero y4aCTHMKM HECYT OTBETCTBEHHOCTb, YCTAaHOB/IEHHYIO 3aKOHOA4ATENIbCTBOM Poccuiickom
depepaunm.

12. KoHTponb 3a ucnonHeHuem TpebOBaHWIN, CBA3AHHbIX C MPOBEAEHMEM 3SKCNEPUMEHTA,
ocyuwiectsaseTcA denepasibHbiM OPraHOM WMCMOAHUTENBHOM BAACTW, OCYLLECTBAAOWMM GYHKLUX NO
KOHTPOJIt0 M Haa30py B chepe 34paBoOXpaHEHMA, B NOPALKe, ycTaHOBAEHHOM PenepasibHbIM 3aKOHOM
oT 31 nona 2020 roaa N 248-d3 "O rocyaapcTBEHHOM KOHTPOE (Hag3ope) M MyHULUMNAIbHOM KOHTpoNe
B Poccuinckoit Pepepauunn’.

CratbAa 56. M3roToBNEeHUE M OTNYCK NEKAPCTBEHHDbIX NPenapaToB
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KoHcynbTaHTlAOC: NpumeyaHue.
C01.03.2025 B Y. 1 cT. 56 BHOCATCA M3MeHeHUs (D3 o1 30.12.2021 N 463-D3). Cm. byayLuyto pesakumio.

1. U3rotoBneHMe neKapCTBEHHbIX MpenapaTtoB anTeYHbIMU OpPraHM3auUuAMMU, BeTEePUHAPHbIMU
anTeYHbIMM  OPraHU3aUUAMM, MMELWMMKN  JIMUEH3UIO Ha (apmMaleBTUYECKYIO [AesTe/IbHOCTb,
OCYLLECTBAAETCA MO pPeuentam Ha JIeKapCTBEHHble MnpenapaTtbl, Mo TPeboBaHUAM MeAULMUHCKUX
OpraHuM3auunii, BETEPUHAPHbIX OpraHM3aUuii B COOTBETCTBMM C MpPaBM/IaMM M3rOTOB/JEHUA U OTMYCKa
JIEKApPCTBEHHbIX  MPEnapatoB, YTBEPXKAEHHbIMM  YMOJIHOMOYEHHbIM  deaepanbHbiM  OPraHoM
WCMOJIHUTE/IbHOW BNacCTM.

(8 pen. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

2. MNpu M3roToBAEHUM IEKAPCTBEHHbIX NPENapaToB anTeYHbIMM OPraHU3aLUAMM, BETEPUHAPHBIMMU
anTeYHbIMWU  OPraHU3aUMAMM, UMEIOWMMMU  JIMLEH3NIO Ha dapMaueBTUYECKYD  OeATeNbHOCTD,
MCMNONb3YIOTCA NIeKapCTBEHHble npenapaTbl U (Man) dapmaueBTUYECKME CyBCTaHLMK, BKAKOYEHHbIE
COOTBETCTBEHHO B FOCYAaPCTBEHHbI PEECTP IEKAPCTBEHHbIX CPEACTB A1 MEAMULMHCKOIO NpUMeHeHus,
rocyf,apCTBEHHbI PEeCTP NIEeKAPCTBEHHbIX CPEACTB 419 BETEPUHAPHOIO NPUMEHEHMUA, eAMHbIN peecTp
3aperucTpmpoBaHHbIX IEKAPCTBEHHbIX CpeacTB EBPasnMcKoro SKOHOMMYECKOro Coto3a, eAnHbIA peecTp
3aperucTpmpoBaHHbIX BETEpPUMHApPHbIX JIEKAPCTBEHHbIX NpenapaTtoB EBpPasniicKOro 3KOHOMWYECKOro
Ccoto3a B YCTaHOB/JEHHOM nopsgKke. He p[onyckaetca WM3roToB/AEHME anTeYHbIMW OpPraHU3auusamu,
BETEPUHAPHLIMW  ANTEYHbIMU OPraHM3auMaMM, MMEWUMN NMLEH3UIO Ha dapmaLeBTUYECKYHO
OEeATeNbHOCTb, JIEKAPCTBEHHbIX MPENapaToB, 3aperncTpMpoBaHHbIX B Poccuitckolt ®egepaunn nmbo B
COOTBETCTBUM C aKTaMM, COCTaBAsAOWMMM npaso Cotosa.

(B pea. PepepanbHbix 3akoHOB 0T 05.12.2022 N 502-®3, o1 30.01.2024 N 1-03)

3. MapKMpOBKa NEKapCTBEHHbIX MpPenapatoB, W3roTOB/JEHHbIX anTeYHbIMWM OpPraHM3aLUAaAMMU,
BETEPUHAPHbIMM  anTeYHbIMU OPraHM3auUMAMU, UMEIWMUMN NULEH3UIO Ha QdapmaLeBTUYECKYIo
AeATeNbHOCTb, U opopMaeHMEe TaKMX NPenapaToB A0/XKHbl COOTBETCTBOBATb NpaBMiaMm, YKa3aHHbIM B
yactu 1 HacTosIWEel CTaTbMm.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

4. AnTeyHble opraHWsauuu, BeTepuMHapHble anTeyHble OpraHU3auMu, UMelollMe NULEH3UIO Ha
bapmaLeBTUUYECKYIO AeATeNbHOCTb, HEeCYT OTBETCTBEHHOCTb 3a HecobloaeHne NpaBua U3roToBAEHUA U
OTNYCKa IeKapCTBEHHbIX NPenapaToB B COOTBETCTBUM C 3aKoHOAaTeNbCTBOM Poccuitickoit eaepauuu.

(8 pea. PepepanbHoro 3akoHa ot 05.12.2022 N 502-93)

Cratba 57. 3anpeweHue npopgaxku ¢anbcMPULMPOBAHHBIX JIEKAPCTBEHHbIX CPeAcCTs,
Hep06pOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPA(daKTHbIX NEKAPCTBEHHbIX CPeACcTB

Mpoaaska banbcndULMPOBAHHbIX NeKapCTBEHHbIX cpeacTs, HeA06poKaYeCTBEHHbIX
NEeKapCTBEHHbIX CPEACTB, KOHTPAhAKTHbIX IEKAPCTBEHHbIX CPEACTB 3anpeLLaeTca.

CratbAa 58. XpaHeHue neKapcTBeHHbIX CpeacTs

1. XpaHeHne NeKapCTBEHHbIX CpeacTB OCYLWEeCTBAAETCA MPOU3BOAUTENAMMUN NIEKAPCTBEHHbIX
cpeAacTs, opraHnsaumnamm onToBoM Toprosan NeKapCTBeHHbIMMU cpeacrsamm, anTe4YyHbiMU
opraHn3aunamm, BeTepPUHaApPHbIMU anTe4yHbIMU OopraHn3aumnamm, nHAnBMAYyanbHbIMU
npegnpuHNmMmaTenamm, MMerwmmmn IMUEH3NI0 Ha d)apMaLI,EBTMLIECKyIO AeATeNbHOCTb NN TNUEH3UNIO Ha
MeOJNUNHCKYHO AeATeNIbHOCTb, MeANUNHCKUMU OpraHnsaumnaAmMun, BETEPUHAPHLBIMU OpPraHuU3aunaAMn wu
WHbIMWN  OpraHmsaumMAmMmM, OCyLLeCTBAAWNMU o6pau.|,eHv1e JIeKapCTBEHHbIX CcpeacTs. XpaHeHue
NeKapCTBeHHbIX Cpeacts ANnA BETEPUHAPHOrro nNpuMMmeHeHuMA opraHn3aumamm m mMHOnBUMAYaabHbIMU
npegnpuHnMmaTenamm B Cay4yadax, €ec/im OHU UNCNOJIb3YHOTCA WUCKAKYUTENbHO NpPWU pa3BeaeHuu,
BblpallinBaHnKn, coaepXaHnn n ne4eHnm XMBOTHbIX, MOXKeT OCYyLLeCTBNATbCA 6es nonyyeHna nnueHsnmn
Ha d)apmau,eBTqucr(yro AeATeNbHOCTb.
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(B peq. PepgepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. MMpaBuna XpaHEHWA  NEKapCTBEHHbIX CPEACTB  YTBEPXAATCA  COOTBETCTBYIOLIUM
YNONHOMOYEHHbIM defepasibHbIM OpraHoM UCMNOSHUTEIbHOWN BAACTH.

3. XpaHeHMe HAPKOTUYECKUX JIEKAPCTBEHHbIX CPEeACTB, NCUXOTPOMHbLIX NEKAPCTBEHHbIX CPEACTB,
pagnodapmMaLeBTUUYECKMX  /IEKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBAAeTCA B COOTBETCTBUMM  C
3aKoHoZaTenbcTBOoM Poccuiickon ®epepauum.

Cratba 58.1. MpeaMeTHO-KONMUECTBEHHbIN YYeT SIeKapCTBEHHbIX CPEeACTB ANA MeAULMHCKOro
npumeHeHus

(sBegeHa dPepepanbHbiM 3aKOHOM 0T 25.12.2012 N 262-03)

1. MepeyeHb NeKaPCTBEHHbIX CPEACTB AN MEANLMHCKOTO NPUMEHEHUA, NoaNeXalmnxX NpeamMeTHO-
KO/IMYECTBEHHOMY YYETY, YTBEPKAAETCA YNONAHOMOUYEHHbIM deaepanbHbiM OPraHoM MCMONHUTENbHOM
BNACTU.

2. MopAaoK BKAOYEHUA IEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOro NPUMEHEHUs B NepeyeHb
JIeKapCTBEHHbIX CPEACTB A1 MEANLMHCKOrO NPUMEHEHUS, NOANEKaLMX NPeaMeTHO-KONNYeCTBEHHOMY
yyeTy, yCTaHaBAMBaETCA YMNOJHOMOYEHHbIM deaepanbHbiM OPraHoOM WCNOJHUTENbHOW BAACTU Mo
cornacoBaHuio c deaepanbHbiM OPraHOM WCMNONHUTENIbHOW BAAcTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Aen.

(8 peq. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. npeAMeTHO-HOﬂM‘-IECTBeHHbllz Y4YEeT NNEKAPCTBEHHbBIX CpeacTs Ana megunumnHCKoro npnmeHeHua
BeaAyT npoun3soauTENIN NEKAPCTBEHHbIX CpencTts, OpraHmsauunu onToBoM TOPros/in NeKapCrBeHHbIMU
cpeacreamm, antedHble opraHnsauunn, MHaonMBunayanbHble npeanpunHumatTenn, nmeruwme nnMueH3no Ha
cbapmau,eBTquCKyro AeATENbHOCTb UN NNUEH3NID Ha MEeAULUUHCKYHO AEeATE/IbHOCTb, U MeOgNUUNHCKNe
opraHun3auuun, ocywiecrendarowme 06pau.|,eHv1e NNEKAPCTBEHHbIX CpeacTs ANA MeanLLMHCKOIro npuMmeHeHuA,
nyTem perncrpauumun NobbIX CBA3AHHbIX C UX 06paLLI,EHM€M onepau,MVl, NpPpU KOTOPbIX U3MEHAETCA UX
KO/IN4ecTBo U (VIJ'IVI) COCTOAHME, B CnNeunanbHbIX XypHanax y4yeTa onepau,mﬁ, CBA3aHHbIX C 06paLLI,6HM€M
NeKapCTBeHHbIX CpeAacTs ANnAa MeAUUNHCKOIo NnpuMmeHeHunA (,a,anee - cneunanbHble )KypHaﬂbI).

4. MpaBuna perucTpauun onepawmii, CBA3aHHbIX C O0BpalLeHMEM JIeKapPCTBEHHbIX CpeacTB ANs
MeAMLMHCKOrO NPUMEHEHWA, BK/IOYEHHbIX B MepeyeHb JIEKAapCTBEHHbIX CPeacTB A8 MeAMUMHCKOro
NpUMeHeHNA, NogaexKallmx NPegMeTHO-KOIMYECTBEHHOMY YUeTy, B CNeLMalbHbIX XKypHanax u npasuia
BEAEHMA W XpaHeHWA ChneuuanbHbiX KYPHaNoB YTBEP)KAAOTCA YMNOJAHOMOYEHHbIM ¢eaepanbHbIM
OpraHOM UCMOHUTE/IbHOM BAACTM.

5. KoHTponb 3a cobiogeHMem nNpaBua PerucTpaumm onepauuii, CBA3aHHbIX C obpalieHvem
NEeKapCTBEHHbIX CPEACTB AN MEAMULMHCKOTO NMPUMEHEHUA, BKAIOYEHHbIX B NepeyYeHb SIeKapCTBEHHbIX
CPeacTs ANa MEeAMUMHCKOTO MNPUMEHEHUs, MoANeXalumMx MpeaMeTHO-KOAMYECTBEHHOMY Y4YeTy, B
CneumanbHbiX XypHanax, a TakxKe 3a cobslogeHMeM NpaBuA BeAEeHUA M XpPaHEeHWA CcneumanbHbIX
KYPHa/NOB BO3/1araeTtca Ha YNO/JHOMOYEHHble ¢eaepasnbHble OpraHbl WMCNOAHUTENbHOM BAACTU M
NCMNONHUTENbHbIE OpraHbl cybbekToB Poccuitickolt Pepepaumu, ocylLecTBAAOWME AULEH3MPOBAHME
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB, ¢apmaueBTUYECKOW AeATeNbHOCTU U MeAMLMHCKOM
AeATeNbHOCTU, U OCYLLLECTBAAETCA B PaMKaXxX ULLEH3NOHHOIO KOHTPOIA.

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

nasa 11. YHUMTOXEHUE IEKAPCTBEHHbIX CPEACTB
CratbAa 59. OcHOBaHUA 1 NOPAAOK YHUUTOXKEHUA 1eKapCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHblE NEKAPCTBEHHble CpeacTBa, ¢anbcMdMUMpoBaHHbIE NEKAPCTBEHHbIE
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cpencTBa  noasnerkat WU3bATUI0O M3 ODpaleHUA UM YHUYTOXKEHWIO B MNOPAAKE, YCTAHOBAEHHOM
MpasutensctBom Poccuinckoni Pepepaumn. OCHOBAHMEM AN YHUUTOMKEHUA NEKAPCTBEHHbIX CPeacTB
ABNAETCA  peleHue  BAadenbua  /IeKApPCTBEHHbIX  CPeAcTB,  pelleHuve  COOTBEeTCTBYILWEero
yNnosHOMOYEeHHOro dpefepanbHOro opraHa UCNONHUTENIbHOM BAACTM UK PeLleHUne cyaa.

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

2. KoHTpadaKTHble IeKapCTBEHHbIE CPeaCTBA NOANEKAT U3BATUIO N3 0OPALLEHNA U YHUUYTOMKEHUIO
no peweHuto cyaa. MNopasok YHUUTOXKEHMA KOHTPAPaKTHbIX IEKAapPCTBEHHbIX CPEACTB YCTaHABAMBAETCA
Mpasutenbcteom Poccuiickon depepaumm.

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

3. Pacxogpbl, CBfi3aHHble C YHUYTOMEHMEM KOHTPaAaKTHbIX NIEKAPCTBEHHbIX CPEeACTs,
Hen,06pOKaYECTBEHHbIX NEKapPCTBEHHbIX cpeacTs, GanbCUPUULMPOBAHHBIX IEKAPCTBEHHbIX CPEACTB,
BO3MELLAIOTCA UX BAAAEbLEM.

4. Bnagenew, neKapcTBEHHbIX CPEACTB AO/XKEH MPELACTaBUTb B YNOJAHOMOYEHHbIN deaepanbHbIi
opraH UCNONHWUTENbHOW BAACTM HOKYMEHT WM 33aBEPEHHYI0 B YCTAaHOBJAEHHOM MOPALKE ero Komnwuio,
noatsepaatoLme GakT YHUUTOXEHUA IeKapPCTBEHHbIX CPeaCTs.

5. CooTBeTCTBYIOWMIA YNOJHOMOYEHHbIA denepanbHblt  OpraH WCMNONHUTENbHOM  BAACTH,
NPUHABWNI peweHne 06 YHUYTOXKEHMM NEKAPCTBEHHbIX CPEACTB, OCYLIECTBAAET KOHTPO/b 33 WX
YHUUYTOXKEHMEM.

6. YHUUYTOXKEHME JIeKAapCTBEHHbIX CPeACTB MNPOM3BOAMTCA OPraHU3auMAMK, UMEIOLLMMMU
COOTBETCTBYIOLLYHO JIMLLEH3MIO, Ha CMEeLMaNbHO 060pYA0BaHHbIX MAOWAAKAX, MOJAUIOHAX U B CeunasbHO
060py0BaHHbIX MOMeLLEHMAX € cobnogeHnem TpeboBaHUI B 061acTM OXpaHbl OKpY»Katowen cpegbl B
COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit Peaepaumm.

7. HapkoTuuyeckue neKapcTBeHHble CpeAcTBa, MCUMXOTPOMHbIE JIeKapCTBeHHble CcpeacTsa,
pagnodapmaueBTMYECKME  NeKapCTBEHHble  CPeAcTBa  YHUUTOXAlTCA B COOTBETCTBUM €
3aKoHoZaTenbcTBOM Poccuiickoit eaepauuu.

Fnasa 12. TOCYAAPCTBEHHOE PEI'YINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEANUUHCKOIo NPMMEHEHUA

CratbAa 60. locypapcTBeHHOe peryavMpoBaHue LEH Ha JIeKapCcTBeHHble npenapaTtbl AnA
MeAULMHCKOro NpMMeHeHUs

1. TocypapcTBEHHOE pery/ivMpoBaHMe LeH Ha JIeKapCTBEHHble npenapaTbl 418 MeAWLMHCKOro
NPUMEHEHNA OCYLLECTBAETCA NOCPEeACTBOM:
(8 pea. PepepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepkaeHua Mpasutenbcteom Poccuiickolt ®epepaunn nepeyHs *KU3HeHHO HeobXoaUMbIX U
BaXHEMLMX SIeKapCTBEHHbIX MpPenapaTos, KOTOPbIM GOpMUPYeTCA M He pexe OAHOro pasa B rofg
nepecmaTpuBaeTcA B YCTaHOB/JEHHOM MM MOPAAKE Ha OCHOBE KOMMJIEKCHOM OLLEHKW JIEKAapPCTBEHHbIX
npenapaToB, BK/OYAA aHa/iM3 CBEAEHUA O CPaBHUTENbHOW KAMHWYECKON 3PPeKTUBHOCTU U
6€30NacHOCTM  /IeKAPCTBEHHOrO CPEACTBa, OLLEHKY 3KOHOMMUMYECKUX TMOCNEACTBUA NPUMEHEHMA
NIeKApCTBEHHOTO CPEeACTBA U U3YyYEeHUE AOMNONHUTENbHbIX NOCNEACTBUN MPUMEHEHUA NEKAPCTBEHHOrO
cpencTBa;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 13.07.2020 N 206-D3)

2) yTBEPXKAEHMA METOAMKM pacyeTa npedenbHbiX OTMYCKHbIX LeH npousBoauTenei Ha
NeKapCTBEHHble npenapatbl, BK/AOYEHHbIE B MepeyeHb KU3HEHHO HeOobXOAUMbIX W BarKHEWLW WX
NeKapCTBEHHbIX NPENApaToB, a TaKXKe BHeApeHUA MeXaHM3MOoB GOPMUPOBAHUA CUCTEMbI pedepeHTHbIX
LeH;
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(B peq. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-$3)

3) rocyaapcTBEHHOW pernctpaunm npeaenbHbiX OTMNYCKHbIX LEeH MpousBoauTenen Ha
NNeKapcCTBeHHble npenapatbl, BKAKOYeHHble B NepeyeHb XWU3HEHHO HeO6XOp,VIMbIX M BaXKHenLwwmnx
JIeKapCTBEHHbIX NPENapaTos;

(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BedeHMA TrOCy[AapCTBEHHOrO peecTpa MpedesibHbIX OTMYCKHbIX LUEH Mpou3BoAuTeNnen Ha
NleKapCTBEHHblEe MpenapaTbl, BK/AIOYEHHbIE B MNEpPeyYeHb KU3HEHHO HEeOBXOAMMbBIX U  BaKHEWLWUX
NeKapCTBEHHbIX MPenapaTos;

5) yTBEpXAEHUA METOAMKM YCTaHOBAEHMUA UCNONAHUTENbHbIMU OpraHamu cybbekToB Poccuinckoli
depepaumm npesenbHbiX pa3mepoB ONTOBbIX HaAOaBOK U NpeaenbHbIX Pa3sMepPOB PO3HUYHbIX HaabaBOK
K GaKTMUYECKMM OTMNYCKHbIM LLEHaM, YCTaHOBAEHHbIM NPOU3BOAUTENAMM NEKAPCTBEHHbIX NPENapaToBs, Ha
JleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHbIE B MNEpPeYeHb KUIHEHHO HEOBXOAMMbIX U BaXKHEWLWux
JIeKapCTBEHHbIX NpenapaTos;

(B peq,. PepgepanbHoro 3akoHa ot 08.08.2024 N 232-93)

6) YCTaHOB/IEHUA Npeae/ibHbIX Ppa3mMepoB ONTOBbIX HaAﬁaBOK M npegesibHbixX padmepoB PO3HUYHbIX
HaA6aBOK K d)aKTM‘-IECKMM OTNYCKHbIM U€HAaM, YCTAaHOBJIEHHbIM MNMPOU3BOAUNTENAMU NEKAPCTBEHHbIX
npenapartos, Ha J1IEKAPCTBEHHbIE NpenapaTtbl, BK/AKOYEHHbIE B NepevyeHb XWU3HEHHO HEO6XO,CI,VIMbIX n
BaXKHEMNLWmnX NEKAPCTBEHHbIX NMPENapaTos,

6.1) onpepeneHusa lMpaBuTenbcTtBom Poccuiickolt depepaumy nopsfaka LeHoobpasoBaHWUA Ha
HEe3apPerncTpupPoBaHHbIE JIEKAPCTBEHHbIE MNpenapatbl 414 MeAULMHCKOTO MNPUMEHEHUs, KOTOpble
BBe3eHbl B Poccuiickyto Peaepaumio Ana okasaHUA MeAULMHCKON MOMOLLM MO KMU3HEHHbIM MOKa3aHUAM
KOHKPETHOr0 NauMeHTa U MeXAyHapoaHble HEeMAaTeHTOBAHHbIE, MW TPYMNMMPOBOYHbIE, UV XMMUYECKME
HaMMEHOBAHMS KOTOPbIX COAEPKATCA B NEpPeYHE }KU3HEHHO HEOOXO0ANMbIX U BaXKHENLLIMNX IEKAaPCTBEHHbIX
npenaparos;

(n. 6.1 BBegeH PegepanbHbiMm 3akoHoM oT 30.01.2024 N 1-d3)

7) yTBEpXKAEHUA nopAgKa Bbl4ayM NpPeanucaHuUii  UCNONHUTENbHbIM OpraHam CcybbeKkToB
Poccuitickonn ®epepaunm o NnpmMBeLeHMM B COOTBETCTBME C 3aKOHOAaTeNbCTBOM Poccuiickon ®epepauum
peweHuin 06 yCTaHOBAEHWW NpeAesibHbIX PAa3MepoB ONTOBbIX HaA0ABOK M MpefesibHbIX Pasmepos
PO3HMYHbIX Haf0aBOK K (GAKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENSAMM
NIEKapCTBEHHbIX MPENapaToB, Ha JIeKAPCTBEHHblE MpenapaTbl, BKAOYEHHblE B MepeyYeHb YKU3HEHHO
HEODOXOAMMbBIX W BaKHEWMWWUX JNIEKAPCTBEHHbIX MPENapaTtoB, €C/M OHW MPUHATbI C HapylweHWem
3aKoHogaTenbcTBa Poccuiickoit Pepepaumm, B nopaake, yctaHosaeHHOM MpaBuTenscTBom Poccuiickol
depepauuy;

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

8) HanpaBneHus YNo/JIHOMOYEHHbIM ¢dedepanbHbIM  OPraHOM  WMCMONHWUTENBHOW  BAACTU
NCMONHUTENbHBIM OpraHam cyb6bekToB Poccuiickolt ®eaepauymn npeanucaHnini o npuvBeaeHUn B
COOTBETCTBME C 3aKOHoAaTeNbCTBOM  Poccuiickoi  degepauum  MNPUHATBIX € HapylweHuem
3aKoHoAaTenbcTBa Poccuiickoit ®eaepaumm pelleHmnii 06 ycTaHOBAEHUM NPeae/ibHbIX Pa3MepPOoB ONTOBbIX
HaabaBoOK M MpeaenbHbIX Pa3smepoB PO3HMYHbLIX HAaAbGaBOK K LeHam Ha /ieKapCTBEHHble npenapartbl,
BK/IOYEHHbIE B NEepeYeHb }KU3HEHHO HEOBXOAMMbIX U BaXKHEMLLMX IEKAPCTBEHHbIX MPenapaTos;

(8 pea. PepepanbHoro 3akoHa ot 08.08.2024 N 232-93)

9) ocywectneHns d¢enepanbHOro rocygapcTBeHHOro Haasopa B cdhepe  obpalieHus
NIEeKAPCTBEHHbIX CPeACTB M PErMoHaNbHOrO FOCY[APCTBEHHOrO KOHTPOAA 33 MPUMEHEHMEM LeH Ha
NleKapCcTBEHHbIE  MpenapaTbl COOTBETCTBEHHO  YMNOJHOMOYEHHbIMW  defepasbHbIMM  OpraHamM
WCMONIHUTENBHOM BAACTU U UCNONHUTENbHBIMKW OpraHamu cybbekToB Poccuiickoit deaepaumm cornacHo
MX KOMMNeTEHLMM B NOPAAKE, ycTaHOBAeHHOM [MpaBuTenbctBom Poccuiickon ®epepaumm;

(8 pea. PepepanbHbix 3aKoHOB OT 25.06.2012 N 93-93, ot 08.08.2024 N 232-b3)
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10) npuMeHeHWs npeayCMOTPEHHbIX 3aKoHOAaTenbCcTBOM Poccuiickoit depepauum  mep
OTBETCTBEHHOCTM 3a HapylweHWe nopaaKka UeHoobpa3oBaHMA Ha JIeKAPCTBEHHblE nNpenapaTol,
BK/IlOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAMMBIX U BaXKHENLLMX JIEKAapPCTBEHHbIX NPenapaTos.

(B peq,. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBuaAx ypesBblYyalHOM cUTyaumm u (MAK) Npu BO3HUKHOBEHWUW YrPO3bl PacipoOCTpaHeHUA
3aboneBaHMA, NPeACTaBAAIOWEr0O ONACHOCTb A1A OKPYXKAOLWMX, a TaKXKe B C/ly4Yae, eC/iM B TeYyeHue
TPMALATU KaneHZapHbIX AHel nocne npuHATMA MNpasutenbcteom Poccuiickoit Pepepaunm pewweHunsa o
npoBeAEeHNN MOHUTOPMHIA PO3HUYHDIX LLEH Ha JIEKAapCTBEHHbIE NPEenapaThbl, He BKAKOYEHHbIE B NepeYeHb
MU3HEHHO HEOobXOAMMbIX M BaXKHEWMLIMX JIEKAPCTBEHHbIX NpPEenapaToB, Ha TeppuTOpUAX CyOBEKTOB
Poccuiickoin ®epepaumm BbiiBAEH POCT PO3HMYHbIX LLEH Ha YKa3aHHble IeKapPCTBEHHbIE NpenapaTbl Ha
TpMALaTb NpoLEeHTOB 1 6onee, NMpaBuTenbcTBO Poccnitckoit Pepepaumm Bnpase yCTaHOBUTL NpesesibHble
OTMNYCKHble LEeHbl NPOM3BOAMTENEN HA YKa3aHHble IeKAapCTBEHHbIE NpenapaTbl, NpesesbHble pasmepbl
onToBbIX HaAbaBOK M NpeaenbHble pasmepbl PO3HUYHbIX HAaA0aBOK K GaKTUYECKMM OTNYCKHbIM LLeHam
npousBoauTeNei Ha yKasaHHble IeKapCcTBEHHbIe NpenapaTbl. MNepeyeHb 1EeKAPCTBEHHbIX MPenapaTos, He
BK/IIOYEHHbIX B MepevyeHb KU3HEHHO HEeOOXOAMMbIX M BAXKHEMLIMX NEKAPCTBEHHbIX MPenapaTos, M
nopasokK ero popmmnposaHua onpegenatotca MpasutenbctBom Poccuiickon Geaepaumu.

(4actb 2 BBeaeHa PepepanbHbim 3aKkoHOM OT 26.03.2020 N 67-03)

3. B TeyeHune geBAHOCTA KasleHZ4aPHbIX AHEN CO AHA yTBepXAaeHuA MMpaButenscTtBoM Poccuinckol
depepaumnm nepeyHs, yKasaHHOro B YacTM 2 HACTOALLEN CTaTbW, HE AOMNYCKAOTCA peasnsaums 1 oThnyck
BK/IIOYEHHbIX B HErO JIEKAPCTBEHHbIX MPEenapaToB MO LLeHam, NPEBbIWAWMM NpeaebHble OTNYCKHbIe
LeHbl npou3BogMTeneit Ha yKasaHHble JIeKapCTBEHHble NpenapaTbl, npeaefibHble pasmepbl ONTOBbIX
HagbaBOK W npeaesibHble pasmepbl PO3HUYHbIX HaAbaBoOK K (GaKTUYECKMM OTMYCKHbIM LeHam
npousBoauTeNei Ha YyKasaHHble NeKapCTBEeHHble MpenapaTbl C Y4€TOM Hasnora Ha pAobaBieHHyH
CTOMMOCTb.

(4acTb 3 BBEegeHa PepepanbHbiM 3aKOHOM OT 26.03.2020 N 67-D3)

KoHcynbTaHTlAOC: NpMMeYaHue.
MonoxkeHus c1. 61 (B peg. ®3 ot 30.01.2024 N 1-P3), Kacatowmeca NpPenoCTaBA€HUA rOC. YCayr
NnocpeAcTBOM eAUHOM CUCTEMBI U (MK) eaUHOro nopTana, npumeHsarTca ¢ 01.01.2025.

KoHcynbTtaHTMAOC: NprMmeyaHme.
3apeructpupoBaHHble o 07.06.2019 npeaenbHble OTNYCKHble LEHbl MnoasexaT obs3atenbHoM
nepeperncrpaumnm B 2019 - 2020 rogax B cOOTBETCTBMM €O CT. 2 ®3 01 06.06.2019 N 134-P3.

Cratba 61. locyaapcTBeHHAnA PerucTpaumsa M nepeperucTpauua npegenbHbIX OTNYCKHbIX LeH
NPou3BOAUTENEN HA NEKAPCTBEHHbIE NPenapaTbl, BKAOUYEHHbIE B NepeyeHb }XM3HEHHO Heo6XoA4UMbIX
M Ba)KHeLWNX NeKapCTBEHHbIX NpenaparTos

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. NpeaenbHas OTNYCKHAaA LEeHa NPOW3BOAUTENSA HA NEKAPCTBEHHbIA NpenapaT, BKAKYEHHbIA B
NepeyeHb KMU3HEHHO HeobXoAMMbIX W BaKHEWLWWX NEeKapCTBEHHbIX MNpenapaTtoB, MNOANEXKUT
rocyapcTBEHHOM perncrpaumm B nopsake, yctaHosneHHom MpasutenbctBom Poccuiickon ®epepaunu,
Ha OCHOBAHWM HanpaB/JIEHHOrO NOCPEACTBOM e4MHOro NopTasa B yNOJHOMOYEHHbIN dpeaepasnbHbiiA opraH
WUCNONHUTENIbHOM  BNAaCTU  WAW  NNMYHBIA  KabWHET ynoJHOMOYeHHoro d¢eaepanbHOro opraHa
MCMOSIHUTENIbHON BNAcTM B  e€AMHOM cucTeme, MOAMNUCAHHOIO YCUAEHHOW KBanMPULUPOBAHHOM
3N1eKTPOHHOM MOANMCbIO 3aAB/IEHUA AepKaTens WM BNagenbla PerncTpaLmoHHOro yaoCcToBepeHus
JleKapcTBeHHOro npenaparta (YynoAHOMOYEHHOro UM nua).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. 3apeFMCTpMpOBaHHaﬂ npegenbHaa OTNYCKHaA UEeHa npoun3soauTena Ha I'IeKapCTBeHHbIVI
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npenapaTt, BK/AIOYEHHbI B MEpPeYeHb MKUSHEHHO HEOBXOAMMbBIX W BaKHEWMLWMX NEKAPCTBEHHbIX
npenapaTos, MOXeT bbiTb NepeperncTpMpoBaHa B CTOPOHY YBENNYEHUA OA4MH pa3 B KaJleH4AapHOM roay
Ha OCHOBaHMM HanpasB/ieHHOro A0 1 oKTAbpA KaKporo roga MNoCcpeacTBOM eguHOro nopTana B
YNONIHOMOYEHHbIN  PeaepanbHbli  OpraH  WCMOAHWUTENbHOW  BAACTM  WUAM  JIMMHbIM  KabuHeT
ynosHOMOYeHHOro dpefepanbHOro opraHa UCNONHUTENbHOM BAACTM B €4MHON CUCTeMeE, NOAMMCAaHHOrO
YCUNIEHHON KBaMPULMPOBAHHOM 3NEKTPOHHON MOANUCLIO 3aABAEHMA AepKaTena Wan Bhagenbla
PerncTpaLnoHHOro yA0CTOBEPEHUS IeKapCTBEHHOrO NpenapaTa (YNnoJHOMOYEHHOIo UM nLa).

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. 3apeructpupoBaHHas npegesibHas OTMNYCKHasA LeHa MNPOW3BOAUTENA HA JIeKapCTBEHHbIN
npenapart, BK/OYEHHbIA B MEepPeyYeHb KU3HEHHO HEeobXOoAMMbIX W BaKHEWULLIWX JIeKapCTBEHHbIX
npenapaToB, MOXEeT bbiTb NepeperncTprpoBaHa B CTOPOHY CHUMKEHUS Ha OCHOBAHWW HaMpaB/IEHHOTO
nocpeacTBOM e4MHOro NopTasa B yNOAHOMOYEHHbIM denepasbHbll OpraH UCNONHUTENbHON BNACTU AN
JINYHDBIN KabMHET yNnonHOMOYEeHHOro peaepasbHOro opraHa UCMOIHUTENIbHOM BNACTU B €4UHON CUCTEME,
NnoANUCaHHOIO YCUNEHHOM KBAaNMGULMPOBAHHOM 3NEKTPOHHON NOANUCHIO 3aABAEHUA AepyKaTens Uan
BNafeNbla PerncTpaumoHHOro yAOCTOBEPEHUA JIeKapCTBEHHOrO npenapaTta (yno/JIHOMOYEHHOro MM
nmua).

(8 peq. PepgepanbHoro sakoHa ot 30.01.2024 N 1-03)

4. Nlep:Katenb wau Bnageniel, PerucTpalMoHHOr0 yA0CTOBEPEHUsA NIEKAPCTBEHHOrO npenaparta
(ynonHomoueHHoe MM ML) 06s3aH HanpaBUTb NMOCPEACTBOM €4MHOrO MopTana B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOJAHUTENILHOW BIACTU UM IMYHbIM KaBUHET ynosiHOMo4YeHHoro ¢deaepasbHoOro
OopraHa WCMOSIHUTENbHOW BIACTM B €AMHOW CUCTEME MOAMMUCAHHOE YCUIEHHOW KBannduUMpPOBaHHOM
3/IEKTPOHHOW NOAMMCHIO 3asB/IeHWEe O NepeperncTpaLLMm 3aperucTpUpPOBaHHON NpPeaeNbHOW OTMNYCKHOM
LeHbl NPOM3BOAMUTENA Ha NIEKAPCTBEHHbIV NPEnapaTt, BKAOYEHHbIW B NepeyeHb }KM3HEHHO HeEOBX0AMMbIX
N Ba)KHEMLINX IEKAPCTBEHHbIX NPENAPaTOB, B CTOPOHY CHUMKEHUA B CIeAYHOWMX CyYanX:

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) cHUXKeHWe LeHbl B MUHOCTPaHHOM Ba/lloTe Ha IeKapCTBEHHbIN Npenapar B CTpaHe NpousBoanTens
M (Mn) B CTpaHax, B KOTOPbIX JIeKapCTBEHHbIM NpenapaTt 3aperucTpupoBaH M (MaM) B KoTopble
nocTaBaAeTcsA NPoU3BOAUTENEM;

2) CHUMKeHMe UeH Ha pedepeHTHble NleKapcTBeHHble npenapaTtbhl B COOTBETCTBMM C MyHKTOM 1
HacTosWwen 4actm (4NA COOTBETCTBYHOWMX BOCNPOU3BEAEHHbIX, 6MoaHanorosblx (6MONOA06HbLIX)
NleKapCTBEHHbIX NpenapaTos);

3) npeBblWeHne NpeaebHON OTNYCKHOM LieHbl Ha NepBblii BOCMPOU3BEAEHHbIN, BMoaHanorosbIn
(bronofobHbIN) NeKapcTBEHHbIM NpenapaT MHOCTPAHHOIO NPOM3BOACTBA HaZ Npene/ibHON OTNYCKHOWM
LeHOM npou3BOAWTENS Ha BTOPOW  BOCMPOM3BEAEHHbIM, 6GuoaHanoroeblin (6MoONOA0C6HLIN)
NEKapCTBEHHbIM  NpenapaT, pPacCYUTaHHOM B  COOTBETCTBMM C  METOAMKOW, YTBEPXKAEHHOM
Mpasutensctsom Poccuitckon degepaumu;

4) npeBbilWeHMe NpeaebHOM OTNYCKHOM LLeHbl HA NepBbIi BOCNPOM3BEAEHHbIN, BMOaHANOroBbIV
(bronofobHbIN) NeKapCTBEHHbIM NpenapaT NPOM3BOAMTENs [OCyAapcTBa - 4neHa Espasuiickoro
3KOHOMWYECKOro COlo3a Hag, npeaenbHOM OTNYCKHOM LUEHOW NpoM3BOAUTENA HA  BTOPOW
BOCMNPOU3BEAEHHDbIN, OMOaHanorosblit (6MONOA06HbIN) NEeKapCcTBEHHbIM nNpenapat npoussoguTens
rocyapcrBa - YneHa EBpasmiickoro sKOHOMMYECKOT0 COt03a, PACCYUTAHHOM B COOTBETCTBUM C METOAMKOM,
yTBepXaeHHoOM MNpaBuTtenoctsom Poccuinickomn degepauymn.

5. TlopsagoKk nepeperncTpaummM  3aperucTpupoBaHHbIX  MpPedefibHbiX  OTMNYCKHbIX  LieH
npov3BoAUTENEN Ha IeKAaPCTBEHHbIE MpenapaThbl, BKAKOUYEHHbIE B NepeYeHb *KU3HEHHO HE0HX0AMMBbIX U
Ba*KHEWLLIMX NEKAPCTBEHHbIX MPENapaTos, B CyYanx, NPeayCMOTPEHHbIX YacTAMM 2 - 4 HacToALLEN CTaTbM,
ycTaHaBAuBaeTca [NpasuTtenscteom Poccuiickont ®eaepauuu.

6. DKOHOMWYECKUIA aHanu3 npep,eanoVI OTI'IyCKHOVI LUeHbl MPoun3BoAUTENA Ha /'IEKapCTBeHHbIﬁ
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npenapaTt, BKAIOYEHHbIK B NepeyYeHb KU3HEHHO HeobXOAUMBIX W BaXKHEWMWMX JIeKapCTBEHHbIX
npenapaTtos, MpWM ee TroCyfapCTBEHHOW pPerucTpauumnm UAuM  nepeperncrtpaumm  ocyLlecTBaseTca
denepanbHbIM  OPraHOM MWCMNONHUTENIbHOW B/AcTW, OCYLLECTBAAIOWMM GYHKLMM MO  MPUHATUIO
HOPMaTMBHbIX MPaABOBbIX aAKTOB W KOHTPOMO 3a cobJsilogeHMeM 3aKoHoaaTenbCTBa B cdepe
rocy4apCTBEHHOrO peryanposaHusa LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npepenbHbIX OTMAYCKHbIX LLEH, YKa3aHHbIX B YacTax 1 M 2 HacToAWelN CTaTbu, NpU KX
rocyfapCTBEHHON pPerncTpaunm UamM nepeperncTpaLmm ocyLLecTBAAETCA B COOTBETCTBUM C METOAUKOM,
yTBepXaeHHoM MpaBuTeibctBom Poccuinckon @egepaumm 1 y4nTbIBatoLLEN B TOM YUC/IE:

1) cobnoaeHme banaHca MHTePecoB noTpebutenein NeKapcTBeHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyeHb ¥KU3HEHHO HEOBXOAMMbBIX W BaKHEMLIMX SIeKapCTBEHHbIX NPenapaTtos, U NpousBoguTenel
JIeKapCTBEHHbIX MpPenapaToB, BK/OYEHHbIX B MEPEYEHb MKUSHEHHO HEOBXOAMMBIX W BaXKHEWLW WX
NIeKapCTBEHHbIX NpenapaTos;

2) paKTUUYeCcKylo OTNYCKHYIO LLeHY Ha IeKapCTBEHHbIe NpenapaTsl B Poccuiickoit ®eaepaunu, LeHy
BBO3a JIeKapCTBEHHbIX MpenapatoB B Poccuiickyto Penepaumio, a TakKe LeHbl Ha aHa/loMMyHble
JIeKapCTBEHHbIE NpenapaTsl, Haxoasawmecs B obpaleHumn B Poccuitickolt depepaunu;

3) 3aTpaTtbl npou3BoauTENA NEKAPCTBEHHOrO npenaparta Ha npou3BoacTtBO U peannsauuto
NeKapCTBEHHOro npenapara,

4) ueHy Ha leKapCTBEHHbIW NPEenapaT, ero LeHy B CTpaHe NpOou3BOAMTENA U B CTPaHaX, B KOTOPbIX
NIeKapCTBEHHbIV NpenapaT 3aperncTpmMpoBaH v (MaKn) B KOTOPbIe NOCTaBAAETCA NPOU3BOLMUTENEM.

8. He AO0NYCKakTCA peanmn3daumna n oTnyCck NEKAPCTBEHHbIX NpPenapaToB, BK/IKOYEHHbLIX B NepeyYeHb
KU3HEHHO H606XOAMMbIX N BaXKHEeMLWmnx NEeKapCTBEHHbIX NPenapaTtoB, Ha KOTOPbie NPon3BoAUTENAMNU
NEeKapCTBEHHbLIX MNpenapaTtoB He 3apernctpupoBaHa npegesbHaAa OTNyCKHAaA LUeHa, peaansauua
nponssoanTenamm NeKapCrBeHHbIX NpenapaTtoB NO UeHam, NpeBbIWaAoWMM 3aperMcTpnpoBaHHbIE NN
nepepernctpnpoBaHHble npegesibHble OTNYCKHbIE LEHbI Ha 1IEKAaPCTBEHHbIE NpenapaTbl C Y4HETOM Hanora
Ha AOﬁaBﬂeHHYI-O CTOMMOCTb.

9. OcobeHHOCTM rocy4apcTBEHHOIO PerynpoBaHna NpegesbHbIX OTNYCKHbIX LieH NpoussoguTenei
Ha J/leKapcTBeHHble MnpenapaTbl, BK/AOYEHHbIE B NepeyeHb KU3HEHHO HEeoBXOAMMbIX WM BarKHeMWux
NNeKapCTBEHHbIX MPenapaTtos, B 3aBUCMMOCTM OT 3KOHOMMUYECKUX U (UMW) COLMaANbHBIX KpUTepues
(v3meHeHMe ycnoBwii, nopagKa WM CTOMMOCTM MPOWM3BOACTBA  JIEKAPCTBEHHbIX MNPENapaTos,
MCMNONb30BaHWE HOBbLIX (GOPM, METOLOB W CMocobOB TrOCYyAapCTBEHHOIO PEryiMpoBaHMA UEH Ha
NeKapCTBEHHbIE MpenapaTtbl, B TOM YMC/JEe Ha OCHOBE MeXaHW3Ma pedepeHTHOro LeHoobpas3oBaHus,
N3MEeHEeHW NopsAaKa OKasaHUA MeAULMHCKOWM MOMOLLM, U3SMEHEHME Kypca MHOCTPAHHOM BaitoTbl U UHblE
N3MeHeHun) ycTaHaBAuBaloTcA MNpaBuTenbcTBom Poccuitickolt degepaunu.
(8 pea. PepepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locypapcTBeHHbIA peecTp npegenbHbiX OTNYCKHbIX LieH NpousBoguTenei Ha
NleKapCcTBeHHble NpenapaTtbl, BK/AOYEHHble B MepeyeHb XM3HEHHO HeobXoAMMbIX M BaKHeulux
NeKapCTBEHHbIX NpenaparTos

1. 3apeructpuvpoBaHHble WAWM NEPEPErncTPMpoBaHHble MNpegesibHble  OTMYCKHblE  LEHbI
npousBoguTeNiei Ha IeKapcTBEHHbIE NPenapaTbl, BKAOUYEHHbIE B NEPeYEHb *KU3HEHHO HEOHXOAMMBIX U
Ba)KHEWLWWIMX JIEKAPCTBEHHbIX NPENapaToB, MOANEXKAT BK/AOYEHWIO B OCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLEH MPOU3BOANTENEN Ha NEKAPCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeyeHb
YKU3HEHHO HEOBXOAMMBIX U BaXKHEMLLIMX NEKAPCTBEHHbIX MPenapaTos.

(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocynapcTBeHHbIN peecTp NpeAesibHbIX OTMYCKHbIX LEeH Npou3BOAMTENel Ha NIeKapCTBEHHbIE
npenapaTtbl, BKAKOYEHHblE B MEPeYEHb KM3HEHHO HEOBXOAMMbIX W BaKHEMWMUX NeKapCTBEHHbIX
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npenapaTtos, COAEPKMUT B cebe cneayroulyto MHGOPMaLUIO:

1) HaMmeHOBaHMe geprKaTena uu Bnagebla perncTPaumoHHOro y40CTOBEPEHMA IEKAPCTBEHHOIO
npenaparta, HaMMeHOBaHWE NPOU3BOAMTENA JIEKAPCTBEHHOrO Mpenapata, CBeAeHMA O perncrpauum
aepxKatena uav Bnagenbla perMcTpaymMoHHOro yA0CTOBEPEHMA IEKAPCTBEHHOrO NpenapaTa, CBeAeHus o
perucTpauum nNpomnsBoauTeNa IEKAaPCTBEHHOrO Npenapata Aaa MegUUUMHCKOTO MPUMEHEHMUA B KayecTee
HaforonnaTebliMKa B CTPaHe perucTpaumm (An8 POCCUNCKUX IOPUANYECKUX UL, - NAEHTUPUKALMOHHbIN
HoMep HanoronnaTenbuimka (MHH), ANA MHOCTPaHHbLIX OPUAMYECKUX NUL, - CTPaHa pPerucrpauuu,
HaMMeHOBAHME PEFUCTPUPYIOLLEFO OpraHa, PErMCTPaLMOHHbBIN HOMEp, KO, HaIoronaTe bLMKa B CTPaHe
perucTpauumn (MHKopnopaumm) MAKM ero aHanor), MecTo HaxoMAEHMA MPOM3BOACTBEHHbIX M/IOLWAAOK,
Y4YacTBYIOLWMX B Mpouecce NpoM3BOACTBA JIEKAPCTBEHHOrO Npenaparta, ¢ YKasaHMem CTaguu npoLecca
npon3BOACTBA;

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

2) HauMMeHOBaHMEe JIeKapCTBEHHOro mnpenapata (Me)ayHapogHoe HenaTeHTOBaHHOoe, WAu
rPYNNMpPOBOYHOE, NN XMMUYECKOE Y TOProBOe HauMeEHOBaHUs);
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) Homep PerucTpPaLMOHHOTO YA0CTOBEPEHMS IeKapCTBEHHOIO NPenaparTa;

4) nekapcTBeHHas ¢opma C yKasaHMeM [403MPOBKM JIEKAPCTBEHHOrO NpenapaTta U ero KoJn4yecTsa
BO BTOPUYHOM (NOTpebnTeNbCKOM) yNaKOBKe, a TaKKe KOMMJIEKTHOCTb;
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpmpoBaHHan npeaenibHas OTNYCKHasA LeHa Ha IeKapCcTBEeHHbIN NpenapaT B pybaax;
(B pea. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

6) AaTa M HOMep NpuMKasa ynoJIHOMOYeHHOro penepasbHOro opraHa UCNOSIHUTENbHOW BNAcTU O
rocyAapcTBEHHOMN perncTpaumm nan nepeperucTpaLmmn npesebHom oTnyCKHOM LLeHbl Ha NeKAPCTBEHHbIN
npenapaTt, BK/OYEHHbI B MepeyeHb KU3HEHHO HEeOobXOAMMbIX W BaXKHEWMLMX NeKapCTBEHHbIX
npenaparos;

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 06.06.2019 N 134-d3)

6.1) faTa BCTYN/JEHMA B CUAY NPUKa3a YNOJHOMOYEHHOro dpeaepasbHOro opraHa UCNONHUTENbHOWM
BNAaCTU O TFOCYLAPCTBEHHOM perncTpauuMm WaM nepepernctpaumm npesenbHoM OTNYCKHOW LEHbI
NpPou3BOAUTENA Ha NIEKAPCTBEHHbIN NpenapaT, BKAIOYEHHbIN B NepevyeHb XU3HEHHO HeobXoaUMbIX U
BaYKHEMLLIWX IeKapCTBEHHbIX NPenapaTos;

(n. 6.1 BBegeH PeaepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) WTPUXOBOW KOA, HAHECEHHbI HA BTOPUYHYIO (NOTPEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOMO
npenapara;
(n. 7 BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) Ko4 NneKkapCTBEHHOro npenapaTa MO aHATOMO-TEPANEBTUYECKO-XMMUYECKOW KaaccuduKaumu,
pekoMmeHA0BaHHOW BceMnpHOI opraHusaumeit 34paBooXpaHeHUs.
(n. 8 BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

3. TocypapcTBeHHas perncrtpauma WauM nepepernctpauma npeaesbHbiX OTMAYCKHbIX LEH Ha
NleKapCTBEHHblE MpenapaTbl, BK/AIOYEHHble B MNEPeYEeHb KM3HEHHO HEOBXOAMMbBIX W  BaXKHEWULUX
NIEKapCTBEHHbIX NPENapaToB, BeAeHME [OCYAAPCTBEHHOrO peecTpa NpeaesibHblX OTMYCKHbIX LeH
npousBoauTenel Ha IeKapCcTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeYeHb *KU3HEHHO HEOOXOAUMBbIX U
BaYKHENLLMX NEKAPCTBEHHbIX NPENapaToB, OCYLLECTBAAIOTCA B NOPALKE, yCTaHOBEHHOM [1paBUTeNbCTBOM
Poccuiickoit epepaunu.

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Cratba 63. YcTaHOB/EHME UCNONHUTE/NbHLIMU OpraHamu cy6bekToB Poccuiickoit Pegepauunm
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npegesbHbIX Pa3MepoB ONTOBbIX HAA6aBOK M nNpeAesibHbIX PasmMmepoB PO3HUUHbLIX Haab6aBOK K
¢daKTUYECKMM OTNYCKHbIM LileHaM, YCTAaHOBJ/IEHHbIM NPOU3BOAUTENIAMM JIEKAPCTBEHHbIX NpenapaTos,
Ha NIeKapCcTBEHHbIEe NpenapaTtbl, BK/IlOUYEHHble B NepeyeHb XU3HEHHO HeobXoAMMbBIX U BarKHeuLmnX
JNIeKapCTBEHHbIX NpenapaTos

(8 pea. PepepanbHbix 3aKkoHOB OT 27.12.2019 N 475-d3, ot 08.08.2024 N 232-b3)

1. WcnonHuTenbHble opraHbl cybbekToB Poccuiickon degepaumn yctaHaBAMBAOT MnpeaesibHble
pa3mepbl ONTOBbIX HaAOaBOK U Npeae/ibHble pasMepbl PO3HUYHbIX Hag0aBOK K paKTUYECKMM OTMNYCKHbIM
ueHam (6e3 ydyeTa Hasora Ha [06aB/IeHHYHO CTOMMOCTb), YCTAaHOBJIEHHbIM MPOM3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIeKApCTBEHHble NpenapaTbl, BK/AOYEHHble B MepeyeHb KU3HEHHO
HEeobXOAMMbIX U BaXKHENLLINX NEKAaPCTBEHHbIX MPenapaToB, B COOTBETCTBUM C YTBEPKAEHHOMW B NOpsAaKe,
YCTaHOB/IEHHOM MpaBuTenbcTBom  Poccuiickoi depnepauumy, METOAUKOM  YCTAHOBIEHMUSA
UCNOJIHUTENbHBIMKU OpraHamu cybbekToB Poccuiickoit deaepaumm npenenbHbIX PasmepoB OMTOBbIX
HafbaBOK M nNpefesbHbIX PasMepoB PO3HUYHbIX HaABaBOK K GaKTUYECKMM OTMYCKHbIM LieHam,
YCTaHOB/IEHHbIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPEenapatoB, Ha JIeKapCTBEHHble MNpenapaTsbl,
BK/IIOYEHHbIE B NepeYeHb }KU3HEHHO HEOBXOANMbIX U BarKHEMLLMX 1IEKAPCTBEHHbIX NpenapaTos. MpoeKTbl
peweHuUin UCNOJIHUTENbHbIX OpraHoB cybbeKkToB Poccuiickoit depepaumm 06 ycTaHoBAEHUU U (Man)
M3MeHEHUN NpenenbHbIX Pa3MepoB ONTOBbIX HAA0ABOK M NpeAebHbIX Pa3MepPOB PO3HUYHbIX HaA6aBOK
K GaKTMUYECKMM OTNYCKHbIM LLeHaM, YCTaHOBAEHHbIM NPOU3BOAUTENAMM NEKAPCTBEHHbIX NPENapaToB, Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNEpPeYeHb MKU3HEHHO HeOobXOAMMbBIX W  BaXKHEWMLIUX
JIeKapCTBEHHbIX MPenapaTos, NOANeXaT COrNacoBaHUIO C YNOJHOMOYEHHbIM deaepasibHbiM OpraHoOM
WCNONHUTENbHOM BAACTW, OCYLLECTBAAKLWMM GYHKLUN NO NPUHATUIO HOPMATUBHbIX NMPaBOBbLIX aKTOB U
KOHTPONIO 3a cobatofeHMeM 3aKoHoAaTeNbCTBa B chepe rocyLapCTBEHHOIO PeryimpoBaHuA LeH
(Tapndos) Ha ToBapbl (ycayru), B nopsagKe, yctaHoBaeHHoM MNpasuTtenbctBom Poccuinckoit ®eaepaumm.
(B peq. PegepanbHbix 3akoHOB oT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-®3, ot 08.08.2024 N 232-
®3)

2. OpraHusauum OnTOBOM TOProBAW NEKAPCTBEHHbIMW CPeACTBaMM, anTeyHble OpraHM3auuu,
MHAMBUAYANbHbIE NPEeAnpPUHUMATENN, UMEIOLLME NNLEH3UI0 Ha (apMALLEBTUYECKYIO AeATeNIbHOCTD,
MeANUMHCKME OpraHM3auuun, MMerLLMe UULEH3UI0 HA (apMaLEeBTUMYECKYHD AeATeNbHOCTb, U UX
060cob/1eHHble NoApa3feneHuns, PacrnoNOXKEHHbIE B CENbCKMX HACeNEHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT amnTeYHble OpraHM3auMu, OCYLLECTBAAIOT pPeasNM3aLMio  JIeKAPCTBEHHbIX MPENapaTos,
BK/IIOYEHHbIX B MepeyYeHb KU3HEHHO HEOBXOAMMbBIX W BaKHEWLWMX JIEKapCTBEHHbIX MpenapaTtos, No
LueHam, KoTopble (OpPMUPYIOTCA B COOTBETCTBUM C MNOPALKOM, YCTAHOBAEHHbIM [1paBUTENLCTBOM
Poccuiickoit Pepepaunu, U ypoBeHb KOTOpbIX (6e3 yyeTa Haslora Ha A06aBNEHHY0 CTOMMOCTb) He AOKEH
npesbiWwaTb cymmMy GaKTUYECKON OTNYCKHOM LUEHbI, YCTAaHOBNEHHOW MPOM3BOAUTENEM NIEKAPCTBEHHOTO
npenapata, He MNPEBbIWAMOWEN 3aperncTPUpPOBaHHON WKW MNepeperncTpPUpPOBaHHON NpeaenbHOM
OTMYCKHOW LLeHbl Npon3BoAnTeNs (Ha AaTy peannsaunm NeKapCcTBEHHOrO NpenapaTa NpousBoauTenem),
M pasmepa ONTOBOM HaabaBkM M (MAM) pasmepa pPO3HMYHOW HaAbaBKM, He MNpPeBblLUAOLLMX
COOTBETCTBEHHO pa3smepa NpeaesbHOW ONTOBOM HagbaBKkM M (MAK) pasmepa NpesenbHOM PO3HUYHOM
HaabaBKu, yCTaHOBMEHHbIX B cybbeKTe Poccuiickolt ®eaepaunn.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 475-d3, ot 08.08.2024 N 323-d3)

3. UicnonHuTenbHble opraHbl cybbekToB Poccuiickoit deaepaumm pasmelatoT B cety "MHTepHeT"
MHPOPMALMIO O 3aperucTpUpoBaHHbIX NpPeaesibHbIX OTMYCKHbIX LEHax npoussoauTeneit Ha
NIeKapCTBEHHbIe NpenapaTbl, BK/AOYEHHbIE B MEPeYeHb KMU3HEHHO HEOBXOAUMbIX U BarKHEWLW WX
NeKapCTBEHHbIX MpenapaTtosB, 06 ycTaHOB/AEHHbIX B cybbekTe Poccuiickoint Pepepaumm npegenbHbixX
pa3mepax onToBbIX HaabaBoK U (MAK) NpedenbHbIX pasmepax PO3HUYHbIX HaA6aBOK K YCTaHOB/IEHHbIM
NpPOM3BOAUTENAMMU NIEKAPCTBEHHbIX NPenapaToB (paKTUUYECKMM OTMYCKHbIM LLeHaM Ha JIeKapCTBEHHble
npenapaTtbl, BKAKOYEHHblE B MepeyYeHb KU3HEHHO HEeobXOAMMbIX W BaXKHEWLMX eKapCTBEHHbIX
npenapaToB, a TaKXKe 0 CyMMe 3aperncTpMpoBaHHbIX NpeaebHblX OTNYCKHbIX LLeH NpousBoauTenell Ha
NeKapCTBEHHble npenapatbl, BK/AOYEHHbIE B MepeyeHb KM3HEHHO HeOobXOAUMbBIX W BarKHEWLW WX
NeKapCTBEHHbIX NpPenapaToB, YCTaHOBAEHHbIX B cybbeKkTe Poccuiickon ®degepaunm npeaenbHbixX
pa3mepoB ONTOBbIX HaA6ABOK U NpeaeNbHbIX Pa3MepPOB PO3HMYHbIX HaAb6aBOK M Hanora Ha AobaBneHHYo
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cToMmocTb. MHpopMaLma, NpeAyCMOTPEHHAA HACTOALLEN YACTbLO, A0/IKHA HAXOANTLCA TaKKe B anTeYHbIX
OpraHu3aumnax B AOCTYNHON ANA BCEX 3aMHTEPECOBAHHbLIX AuL, dopme M 0OHOBAATBCA MO Mepe ee
pasmeLLeHMA NCNOIHUTEIbHBbIMKM OpraHammM cybbeKkToB Poccuiickoin Peaepaumm B cetn "UHTepHeT".

(8 pea. PepepanbHbix 3aKoHOB OT 27.12.2019 N 475-d3, ot 08.08.2024 N 232-D3)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PeaepasibHblid 3akoH 0T 27.12.2019 N 475-93.

Fnasa 13. MOHUTOPUHT S®PEKTUBHOCTU U BESOMNACHOCTU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOAALWMXCA B OBPALLLEEHUN
B POCCUNCKOW ®EAEPALUM
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 64. dapmaKkoHagsop
(8 peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBeHHble NpenapaTbl, Haxoaalmeca B obpaleHmn B Poccuitckolt Pepepaunn, noaaexat
MOHUTOPUHIY 3bDEKTUBHOCTM WM  6E30MNacHOCTU B LENAX BbIABAEHMA BO3MOMHbIX HEraTMBHbIX
nocneacTBUN UX NPUMEHEHUA, UHANBUAYANbHOM HENnepeHOCUMOCTH, NpeaynpexaeHUa MeauLMHCKNX
paboTHMKOB, crneumannuctoB B 06s1acTM BeTepUHapUM, MALMEHTOB MAM BAALENbLEB KUBOTHLIX U UX
3aWMTbl OT NPUMEHEHUS TaKMX JIEKAPCTBEHHbIX NPEenapaTos.

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

2. dapmakoHag3op OCYLLEeCTBASETCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM  deaepanbHbIM
OpPraHoOM WUCMNOJIHUTENbHOW BNACTM B YCTAaHOB/JEHHOM UM MopAAKe C y4eToM TpeboBaHWM HacToALWEero
depnepanbHOro 3akoHa W aKToB, cocTaBaslowmx npaso Coto3a, NyTemM aHanvMs3a npeaocTaBAseMo
cybbeKkTamum 0bpalleHna NeKapcTBEHHbIX CPeacTB MHPOoPMaLMKM 0 NOBOYHbIX AeMCTBUAX, HeKenaTeNbHbIX
peakuuax, cepbe3HbIX HexKenaTeslbHbIX Peakumax, HenpeaBUAEHHbIX HeenaTeNbHbIX peakuusax npu
NPUMeEHEHUN JfleKapCTBEHHbIX MpenapaTtoB, 06 WHAMBUAYaNbHOW HENepeHOCMMOCTM, OTCYTCTBUM
30 bEKTUBHOCTU NeKapCTBEHHbIX MNpenapaTtoB, a Takxe 06 uHbix ¢aKTax U obcToATeNbCTBaX,
NpeacTaBAAOWMX Yrpo3y XMU3HWU WAN 340POBbl0 4YenoBeka AMBO KMBOTHOTMO MNpU MPUMEHEHUU
NleKapCTBEHHbIX NPenapaToB M BbiABAEHHbIX Ha BCeX 3Tanax obpalleHus NeKapcTBeHHbIX NpenapaTos B
Poccuitickon depepaumm n apyrux rocyaapcrsax.

(8 pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3. CybbeKTbl 06palleHMsA NeKapCTBEHHbIX CPeACTB B NOPAAKE, YCTAHOBAEHHOM YNO/JHOMOYEHHbIM
depepanbHbIM  OPraHOM  WCNOJIHUTE/NbHOW  BAacTi, o06A3aHbl  cooblWaTtb B YNOJHOMOYEHHbIN
denepanbHblii opraH UCNONAHWUTENBHOW BAACTM O MOBOYHBLIX AENCTBUAX, HEXKEeNaTesbHbIX peaKkumsx,
Cepbe3HbIX HeXenaTe/bHbIX PeaKkumax, HenpeaBUAEHHbIX HEXKenaTeNbHbIX peakuuax Npu NpuMeHeHnn
NeKapCTBEHHbIX MNpenapaTtoB, 06 MHAMBMAYaNbHOW HEMNEepeHOCMMOCTWU, OTCYTCTBUMU 3PEKTUBHOCTU
NeKapCTBEHHbIX MPenapaToBs, a Takke 06 MHbIX $aKkTax U 06CTOATENbCTBAX, NPeACTaBAAIOWMX YrPOo3y
KU3HWU MAWN 3[00POBbLIO YenoBeKa B0 KMBOTHOFO NPU NPUMEHEHUU NIeKapCTBEHHbIX MPenapaTos U
BbIABJEHHbIX HA BCex 3Tanax obpalleHUs NeKapCTBEHHbIX npenapaTtoB B Poccuiickon depepaunn u
APYrvx rocyaapcreax.

4, [epxaTenu uan Bnagenblbl PErMcTPaLMOHHbIX YAOCTOBEPEHUI NEeKAaPCTBEHHbIX NpPenapaTtos,
IopUANYECKME IMLA, HA MMA KOTOPbIX BblAaHbl Pa3peLIeHNA Ha NPOBeAEHNE KAMHUYECKUX UCCNeA0BaHNI
B Poccuitickoit ®egepauuun, AMbo YNoNHOMOYEHHbIE UMM APYyrMe lOpUAMYEcKMe vMua B pamKax
obecneyeHnn 6e30MacCHOCTU IeKapPCTBEHHbIX MPEnapaTos B NopAAKe, YCTaHOBAEHHOM COOTBETCTBYIOLLMM
YMNO/HOMOYEHHbIM peaepasnbHbiM OPraHOM MCMOAHUTENbHON BAACTW, 06A3aHbl OCYLLECTBAATL MpUEM,
yyeT, 06paboTKy, aHaM3 U XpaHEHME NOCTYNAIOLLMX B UX agpec OT Cy6beKTOB 06 paLLeHMA 1eKapCTBEHHbIX
CPeAcCTB M OpPraHOB roCyAapCTBEHHOW BAAcTU COOBLEHUA O NOBOYHbIX OEWCTBUAX, HeKenaTeNbHbIX
peaKkumaAx, CepbesHbIX HeXKenaTebHbIX U HenpeaBUAEHHbIX HeXenaTebHbIX PeakLMax Npu NpUMeHeHUM
NeKapCTBEHHbIX MNpenapatoB, 06 0COBEHHOCTAX WX B3aMMOAENCTBMA C APYTMMMU fIeKapCTBEHHbIMU
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npenapatamun, UHAMBUAYA/IbHON HENEepPeHOCMMOCTM, a TaKKe 06 MHbiIx dakTax MU obcroATenbcTBax,
NpeAcTaBAAWMX Yrpo3y XWU3HU WUAW 340POBbI0 4YesioBeKa NMB0 KMBOTHOTO WM BAUSIOWMX Ha
M3MEHEHME OTHOLWIEHMA OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA NeKapCTBEHHbIX
npenaparos.

5. MNpun BblIABNEHUN MHOPMALMM O CEPbE3HBIX HEXENATENbHbIX PeaKUMsax U HenpeaBuaeHHbIX
HeXenaTeNbHbIX pPeakuMax MNpu NPUMEHEHMM NEKAPCTBEHHbIX npenapatoB, 06 ocobeHHOCTAX MX
B3aMMOLENCTBUA C APYTMMWU NEKAPCTBEHHbIMKW NMpenapaTamn, UHANBUAYANbHON HENEePeHOCMMOCTH, a
TakKe 06 UHbIX paKTax n 06CTOATENBCTBAX, BAMAIOLLMX HA U3MEHEHME OTHOLLEHMA OXKNAAEMOM NOAb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHMA JIEKAapPCTBEHHbIX MPEenapaToB, AepKaTenn WAn  BAagenblbl
PErMCTPALMOHHBIX YA0CTOBEPEHNIN NTEKAPCTBEHHLIX NPENapaToB, OPULNYECKME NLA, HA UMA KOTOPbIX
Bbl4aHbl paspelleHns Ha NpoBeAeHUE KAMHUYECKUX uccnepoBaHuin B Poccuiickon ®epepauunm, nmbo
YNO/IHOMOYEHHbIE MMM ApYyrve lpuanydeckme nunua o6£3aHbl NPUHATb Mepbl, HanpaB/ieHHble Ha
YyCTpaHeHWe  HeraTMBHbIX  NOCNeACTBUA  MPUMEHEHUA  TaKMX  JIEKApCTBEHHbIX  NpenapaTtos,
npeaynpexaeHme NpuYNHEHUs Bpesa KU3HU UM 340P0BbI0 YenoBeKa MO0 KUBOTHOIO, 3alUTy UX OT
NPUMEHEHUS TaKUX NEKAPCTBEHHbIX NPENapaToB, HA AOMNO/HUTE/bHbIN cOop AaHHbIX 06 3dpdeKTUBHOCTH
1 6€30MacHOCTM TaKMX JIEKAapPCTBEHHbIX MPEenapaTos.

6. 3a HeCoObLLLeHNE UM COKPbITUE MHPOPMaLUK, NPesyCMOTPEHHOM YacTbio 3 HACTOoALLEN CTaTbW,
AepyKaTenM WM BRafesiblbl  PEerucTpPaumMoHHbIX  YAOCTOBEPEHWUI  NEeKAPCTBEHHbLIX MNPenapaTtos,
IOPUANYECKME ML, HA UMSA KOTOPbIX BblAaHbl Pa3peLLeHna Ha NPoBeAeHNe KMHUYECKUX NCCef0BaHUN
B Poccuiickoii depepaumn, AnM60 YNONHOMOYEHHbIE UMW Apyrue lpUAMYEecKMe /iMLa, a TaKxke
[O/MKHOCTHbIE /MLLA, KOTOPbIM 3Ta MHGOPMALMA CTana M3BeCcTHa Mo poay UX NpodeccroHasbHOM
[eATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNIbCTBOM Poccuiickoit deaepaumm.

7. Npw Noay4YeHUM yNoJHOMOYEHHbIM desiepasibHbiM OPraHOM UCNOJIHUTE/IbHOW BIACTM B PaMKax
ocywecTBneHma Mm GpapmakoHaA30pa [0Ka3aTeNbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOro npenapaTta
YCTQHOB/IEHHbIM TPEBGOBAHMAM WAM MPU MNOAYyYeHUUM WMHOOPMALUM O HECOOTBETCTBUM AaHHbIX 06
3pPeKTUBHOCTN U 0 6e30MNacHOCTM SIeKapCTBEHHOrO NpenapaTa AaHHbIM O JIeKapcTBEHHOM Npenapare,
COAEPMKALMMCA B MHCTPYKLMM MO ero NPMMEHEHUIO (B TOM YMC/Ie BbIIBNIEHHbIX B XOA4E OCYLeCTBNEeHUA
dapmaKkoHag30pa KOHTPOJIbHO-HAA30PHbIMU OpraHaMM WMHOCTPAHHbIX TOCYZAapPCTB), YNOJHOMOYEHHbIN
denepanbHblii OpraH UCNOIHUTEIbHOM BNACTU B YCTAHOBJIEHHOM UM MOPSZAKE PacCMaTpPUBAET BOMPOC O
NPUOCTAHOBNEHWM NPUMEHEHMSA TAKOTrO NIEKAPCTBEHHOrO Npenapara.

KoHcynbTaHTlAOC: NpyMeYaHme.
C01.01.2026 HaumeHoBaHMe cT. 65 nsnaraerca B HoBol pegakumm (®3 ot 30.01.2024 N 1-d3).

CraTtbAa 65. MpuocTtaHoBNEHME NPUMEHEHUA NEKAPCTBEHHOrO Npenapara

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

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2026 B 4. 1 cT. 65 BHOCATCA nameHeHua (3 ot 30.01.2024 N 1-d3).

1. Mpu nonyyeHum MH(I)OpMaLl,MM O HeXenaTeNbHbIX peakunax npn npumeHeHMn NeKapCrtBeHHOro
npenaparta, He YKa3aHHbIX B UHCTPYKUMKN MO NPUMEHEHUIO NEKAPCTBEHHOIO npenapara, Cepbe3HbIX
HeXXeNaTeNbHbIX peaKuunax, 06 ocobeHHoOCTAX ero B3aMMO,EI,El71CTBMFI C Opyrumun nekapCrBeHHbIMU
npenapatamu, KOTopblie MOryT NpeAacTtaBaATb Yrpo3y XU3HU NN 300POBbIO Ye/10BEKa nmbo XMBOTHOIO, a
TaKXe O HECOOTBETCTBUU AaHHbIX 06 ad)d)eKTMBHOCTM n o 6esonacHocTu NNIEKapPCTBEHHOIO nNpenaparta
AaHHbIM O 1EKAPCTBEHHOM NpenapaTte, coaepawmmca B MHCTPYKLUKUN NO ero npuMmeHeHNt0, B TOM Yncne
OT YNO/HOMOYEHHbIX OpPraHoB WHOCTPAHHbLIX TOCYyAapcCTs, obmeH KOTOpOVI ocyuwiecrtesnAaeTca B
COOTBETCTBMUUN C cornawleHnaAmm mexkay ynosiHOMOYEHHbIM cbep,epaanblM OopraHom WUCNONHUTENIbHOM
BNaCT U YNOJIHOMOYEHHbIMU OpraHaMn MHOCTPaAHHbIX rOCyAaapcCTs, ynOﬂHOMOHeHHbIVI d)e,a,epaanbM
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OpraH UCNOJIHUTE/IbHOM B/IAaCTU paccMaTpUBaET BONPOC O BO3MOXKHOCTU NMPUOCTaHOBEHWUS obpalleHns
TAKOro J1IeKapCTBEHHOro npenapata B nopAake, YCTaHOB/AEHHOM YMNOJHOMOYEHHbIM deaepasbHbIM
OpPraHOM MCMONIHUTENBHOM BNACTU.

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2026 4. 2 cT. 65 nsnaraetca B HoBow peaakumm (®3 ot 30.01.2024 N 1-$3).

2. MNpn HEUCNONHEHUU WU HEH3LNeXALLEM MWCMONHEHUWN OepXaTeNAMU WA BAALENbLaMMU
PErMCTPALMOHHBIX YAO0CTOBEPEHWUIA NEKAPCTBEHHbIX MPENApaToB, IOPULUNYECKMMU AULAMWU, HA UMS
KOTOPbIX BblaHbl pa3peLlleHna Ha NpoBefeHNe KIMHUYECKUX nccaenoBaHuii B Poccuiickon ®Pepepaumuy,
UM YNONHOMOYEHHbIMU UMW APYTUMU OPUANYECKUMU TNLLaMU 06F|3aHHOCTel7I, YCTaHOB/1IEHHbIX YaCTAMU
3 1 4 ctatbyu 64 HacToswero PesepasbHOro 3aKkoHa, Mbo B ciyYanx NpeacTaBAEHUA COOTBETCTBYOLWMM
YyNOAHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENbHOM BAACTU 3aKNHOYEHUA O HEAOCTOBEPHOCTU
pes3y/sbTaToB  K/JAMHMYECKOTO WCCAe[0BaHMA  JIEKAapPCTBEHHOrO Mpenapata  A4aa  MeguLUMHCKOro
NPUMEHEHMA, KOTOPOE OCHOBAHO Ha pe3y/bTaTax NPOBEPKU MeAMLMHCKOM OpraHn3aLmm, NpoBOAUBLLEN
YyKa3aHHOe KAMHUYECKoe nccaenoBaHue C HapyLleHMeM NPaBul HagerKalleld KAIMHUYECKON NPaKTUKK, U
npuBeno K MoJlyYeHUo HeLOCTOBEPHbIX pe3ynbTaTtoB, MO0 B C/y4ae HEBbINOJHEHUA NpeanucaHus,
BbIJAHHOMO YMO/JIHOMOYEHHbIM  defepanbHbIM  OpPraHOM  UCMOJNIHUTENIBHOW BAACTM MO UTOram
OCyLLEeCTBNEHWNA BbIGOPOYHOrO KOHTPOAA KayecTBa JIEKAPCTBEHHOrO npenapaTa, YNoJHOMOYEHHbIM
denepanbHbIi OpraH UCNOHUTEIbHOM BNACTU B YCTAHOBAEHHOM MM NOPALKe paccMaTpuBaeT BOMNPOC O
NPUOCTAaHOB/IEHNN MPUMEHEHUA TaKOro JIeKapCTBEHHOrO NpenapaTa.

KoHcynbTaHTlAOC: NpuMeYaHue.
C01.01.2026 4. 4 cT. 65 yTpaumsaet cuny (3 ot 30.01.2024 N 1-P3).

3. YNo/sHOMOYEeHHbI deaepantHbii OpraH UCMOAHUTENbHOM BAACTU MNPU MNpPeacTaBAEHUU emy
CBEAEHUI O HEeCOOTBETCTBUM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBuA
HagNerKallen NPon3BOACTBEHHOW NPAKTUKN U (MN1M) O HapYLLUEHUW NNLEH3NOHHbIX TPeboBaHMN, KOTopble
6bINK BbISIB/IEHbI B XO4€ NPOBEAEHUA UHCMEKTUPOBAHMA NPOU3BOAUTENA SIEKAPCTBEHHbIX CPEACTB MU
OCYLLECTBNEHMUA IMLEH3MOHHOIO KOHTPOAA B chepe NPOmn3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBENN
WU MOTYT MPUBECTU K NPOWU3BOACTBY JIEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOIO NPUMEHEHWUs,
NPUYNHUBLUMX AU CNOCOBHbBIX MPUYMHUTL BPEA, *KU3HU UK 30,0POBbLIO rPaxaaH, PaccMaTpuBaeT BONpOC
O MPUOCTAHOBJEHUMU MPUMEHEHMA NEKAPCTBEHHbIX MPEnapaToB ANA MeAMLMHCKOro NpUMMeEHeHWs B
YCTaHOB/IEHHOM MM NOpPAAKE B CNeAYIOWNX CNyYanX:

1) coctaB n (MaM) TexHoNOrMA NPOU3BOACTBA NEKAPCTBEHHOro npenapaTta An8 mMeAMLUHCKOro
npumeHeHna (C onucaHuMem cTaguini NPON3BOACTBA) OTAMYAIOTCA OT 3aAB/EHHbIX B PEermcTpaLMoOHHOM
[OCbE;

2) HEKapCTBEHHbIVI npenapart ana meagmumnHCKoro npuMmeHeHnAa nponsseaeH Ha I'IpOM3BOLI,CTBEHHOf;I
naowaake, He YKaBaHHOVI B perncTpauMoHHOM A0CbE,;

3) y npous3BoguTENA NEeKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEpMKAatlolme
COOTBETCTBME KayecTBa /JIEKAapCTBEHHOro npenapata A48 MEeAMUMHCKOTO MPUMEHEeHMs, BBOAMMOrO B
rpask4aHcKuii 06opoT, TpeboBaHMAM, YCTaHOB/IEHHLIM NPU Ero rocy4apcTBEHHOM perncTpaumm;

4) npousBoAUTENEM NEKAPCTBEHHbIX CPEACTB B COIACOBaHHbIA C COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM MCMOAHUTENbHOM BNACTM CPOK HE YCTPaHEeHbl HapylueHus
TpeboBaHWI NPaBUA HaaNeXxKallel NPON3BOACTBEHHON NPAKTUKN U (MAKN) NMLEH3NOHHBIX TpeboBaHWi,
KoTopble 6blM BbIABAEHbl B XO4Ee MPOBEAEHMSA WMHCMNEKTUPOBAHUA MPOM3BOAMTENA NEKAPCTBEHHbIX
CPeACTB WM OCYLLECTBNEHUA IMLEH3MOHHOIO KOHTPONA B chepe NPOoN3BOACTBA 1IEKAPCTBEHHbIX CPEACTB
M NPUBENM WAM MOTYT MPMBECTU K MNPOM3BOACTBY JIEKAPCTBEHHbIX NpPenapaToB A8 MeAMUMHCKOro
NpUMeHeHNA, NPUINHUBLLMX UK CNOCOBHbIX MPUYMHUTL BPEA KU3HU UK 340POBbLIO rpaxKaaH.
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(4actb 3 BBeaeHa PegepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

4. YNonNHOMOY€eHHbIM defepanbHblii OpraH MCNOAHUTENbHOMN BAACTU NPU HAAMYNKN Y HEFO CBEAEHW
O HEeCOOTBETCTBUM MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeACcTB TPeboBaHMAM NPaBUA HaaexKalleln
NPOW3BOACTBEHHOM MPAKTUKU WU (MNM) O HAPYWEHWUM JIMLEH3NOHHbIX TpeboBaHWIA, KoTopble Oblau
BbIIB/IEHbl B XOZe MPOBefeHUA WMHCMEKTUPOBaHUA MNPOU3BOAUTENA JI€KAPCTBEHHbIX CPeacTB Wau
OCYLLECTBNEHWNA NNLEH3NOHHOTO KOHTPONA B chepe Npon3BoACTBa IEKAPCTBEHHbIX CPEACTB U NPUBEM
WAWN MOTYT NPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX NPENapaToB A1 BETEPUHAPHOIO NPUMEHEHUS,
NPUYUHUBLUMX WMAM CMOCOBHbLIX MPUUYUHUTL BPEL KM3HM WUAM 340POBbI0 KMBOTHbLIX, pPaccMaTpuBaeT
BONPOC O MPUOCTAHOBAEHWN peanusauuMmM W MNPUMEHEHUA JIEKAPCTBEHHbIX MNpenapaTtos AnA
BETEPUHAPHOIrO NPUMEHEHMS B YCTAHOBNEHHOM MM NOPAAKE B CNeAYOWMX CAYHaAnX:

1) coctaB 1 (MAK) TexHONOrMA NPOU3BOACTBA JIeKAPCTBEHHOro npenaparta A/a BeTepuMHapHOro
npumeHeHuna (C onucaHnem CTaguii NMPOU3BOACTBA) OTIMYAIOTCA OT 3asABAEHHbIX B PErMcTPaLMoHHOM
[ocbe;

2) nekapcTBeHHbIM Npenapar 414 BeTepuHapHOro NpMMeHeHusa nponsseaeH Ha NPOU3BOACTBEHHOM
NA0WaAKe, He YKa3aHHOMN B PErMcTPaLMoOHHOM A0CbhE;

3) y npou3BoAMUTENS JIeKAapCTBEHHbIX CPEeACTB OTCYTCTBYHOT [AOKYMEHTbI, NOATBEp:KAalolwme
COOTBETCTBME KAYecTBa JIEKApPCTBEHHOrO npenapaTta ANs BETEPMHAPHOIO NMPUMEHEHWUA, BBOAUMOTO B
rpaykAaHcKuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbBIM MPUY €ro rocyapCcTBEHHOM perncTpaLmy;

4) npousBoguTENEeM JIeKapCTBEHHbIX CPeACTB B COMacOBaHHbIM C  COOTBETCTBYHOLLMM
YNO/IHOMOYEHHbIM peaepanbHbIM OPraHOM MCNONHUTE/IbHOM BAACTU CPOK HE YCTpaHEeHbl HapyLIeHUA
TpeboBaHMI NPaBWUA HagNeKallel NPOMU3BOACTBEHHON NPAKTUKU U (MNK) NULEH3MOHHBbIX TpeboBaHUN,
KOTOpble 6blAN BbiABNEHbl B XOA4e MPOBEAEeHUA WHCMEKTUPOBAHWUS MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeacTB NN OCYLLECTBAEHUA NIMLLEH3MOHHOIO KOHTPOASA B chepe NPoM3BOACTBA IEKAPCTBEHHbIX CPeacTB
M NPUBEAU WAN MOTYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX NMpenapaTtoB A/ BeTepUHapHOro
NPUMEHEHUS, MPUYNHUBLLINX MW CNOCOBHbBIX MPUYNHUTL Bpes, *KU3HU AN 340POBbIO }KUBOTHbIX.

(4acTb 4 BBegeHa PepepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

7. B nopsaKke, npeayCMOTPEHHOM YacTbto 4 HACTOSALLEN CTaTbW, YNOJHOMOYEHHbIM deaepanbHbIn
OpraH UCMONHUTE/IbHOM BAIACTU PacCMATPUBAET BOMPOC O NPUOCTAHOBEHUM peannsaLmm u NPUMeHeHNs
JIeKapCTBEHHOrO npenapaTta A1 BEeTEPUMHAPHOro MPUMEHEHUA B C/y4Yae BbiAB/IEHUA B FPaKAaHCKOM
060poTe cepun NeKapCcTBEHHOro NpenapaTta A/1A BETEPUHAPHOTO NPUMEHEHUA, LOKYMEHTbI U CBEAEHUA
0 KOTOPOM, NpeaycMoTpeHHble YacTaMn 1 - 3 n 6 ctatbm 52.2 HacToAwero PeaepasbHOro 3aKoHa, He
npeAcTaB/eHbl B YKa3aHHbIW opraH, aMbo cepnm MMMYHOBMONOTMYECKOTO IeKaPCTBEHHOMO NpenapaTa
ONA BEeTepMHapHOro NPUMEHEHMA, HE UMEIOLLIEN pa3peLLeHmna, NpesyCMOTPEHHOrO YacTbto 8 cTaTtbu 52.2
HacToAawero ®PepepanbHOro 3akoHa. B ykasaHHOM c/iyvae ynonHOMOYEHHbIM deaepanbHbI OpraH
WUCNONIHUTENIbHOM BNAACTU MPUHUMAET peLlleHne O NPUOCTAHOBNEHUM peanm3aunm U NpUMEHEeHUA TaKux
cepuii A0 NpeacTaBleHUA YKasaHHbIX AOKYMEHTOB WM CBEAEHWM AMOO A0 MNOAyYeHUA YyKasaHHOro
pa3spelueHuma.

(4yacTtb 7 BBEAeHa PenepanbHbim 3akoHOM oT 02.07.2021 N 317-93)

CratbA 66. MUHPopmauma o pesyabTatax papmaKkoHaa30pa

(8 pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbI  deaepanbHblt  OpraH  WUCMNOAHUTENbHOM  BAACTW,  OCYLLECTBAAIOLLNN
dbapmakoHag30p, NO ero pesysbTaTam pasmellaeT Ha cBoeM oduumanbHOM caiTe B ceTn "UHTepHeT"
MHpopmaumto o:

1) BblAB/IEHNUN HOBbLIX NOATBEPHKAEHHbIX AaHHbIX O No60oYHbIX AeVICTBMHX, HeXXenaTe/ibHbIX
peakumnAax, Cepbe3HbIX HeXenaTesibHbIX peakunAax, HenpeasunaeHHbIX HeXenaTte/ibHbiX peaKunax npu
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NpUMEHEHUN IeKapCTBEHHOrO NpenapaTa, B TOM YMC/Ie BAMAIOLWMX Ha OTHOLLEHWE OXKMAAEMOW MOAb3bl K
BO3MOMKHOMY PUCKY MPUMEHEHWNA AaHHOIO IeKapCTBEHHOro nNpenapara;

2) NPUHATBIX PELIEHUAX O BHECEHUM U3MEHEHUI B MHCTPYKLUMIO MO MPUMEHEHUIO 1EKAPCTBEHHOTO
npenapara, 0 NPMOCTAaHOBNEHUN NPUMEHEHUS IeKaPCTBEHHOIO NpenapaTta, 06 U3bATUKN U3 obpaLLeHUn
JIeKapCTBEHHOrOo npenapaTta uan o BO306HOB/IEHUM NPUMEHEHUA 1eKAaPCTBEHHOIO Npenapara.

Fnaea 14. UHOOPMALMA O NEKAPCTBEHHbIX MPEMAPATAX. CAICTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHDbIX NMPEMAPATOB
ana MEAUUUHCKOIro NPUMEHEHUA
(8 pen. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauma o0 nekapcTBeHHbIX npenapartax. CuctTema MOHUTOPUHIA ABUXKEHUA
JNIeKapCTBEHHbIX NPenapaToB AN MeAULMHCKOro NpuMmeHeHuUsA
(8 peq,. PepgepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmauma o nekapCTBEHHbIX NpenapaTtax, OTNYCKAemblX NO PeLenTy Ha JIeKapCTBEHHbIN
npenapar, 40/IKHA COAEepXKaTbCA TONbKO B CMEunasM3MpOBaHHbIX U3A4AHUAX, NpegHa3HaYeHHbIX 4AA
MeaMULMHCKUX, bapMaLeBTUYECKMX PabOTHMKOB, cneunanmcTos B 06i1acti BeTepuHapuun. MHbopmaums o
JIeKapCTBEHHbIX NpenapaTax a4aa cneumannctoB B 061actv obpalleHns NeKapcTBEHHbIX CPEACTB MOXKET
cogepkatbca B MOHOrpadumax, CNpaBOYHMKAX, Hay4yHbIX CTaTbsiX, B [AOK/J3aZaX Ha KOHrpeccax,
KOHEepeHUMAX, CMMMO3MYyMaX, HayyHbIX COBETAX, a TaKXKe B WHCTPYKUMAX MO NPUMEHEHUIo
JIeKapCTBEHHbIX NPenapaTos.

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

2. MHPopmaLumsa O NeKapCTBEHHbIX NpenapaTax, OTNycKaemblx 6e3 peuenTta Ha JieKapCTBEHHbIN
npenapat, MOXeT cogeprKaTbCcA B MNybAMKauMax M obbABAEHUAX CpeacTB MaccoBor MHopmauuw,
CNeunannsmMpoBaHHbIX U OBLLUMX MeYaTHbIX U3LAHUAX, UHCTPYKUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToBs, MHbIX U34aHMAX CYyObEKTOB 06paLLEeHNA IEKAPCTBEHHbIX CpeaCcTB. PeknamHble maTepuanbl 0
NIleKapCTBEHHOM nMpenapaTte, OTnyckaemom 6e3 peuenta Ha JEKAPCTBEHHbIM npenapaTt, AOJKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOTO Npenapara.

3. ﬂ,Ol‘IYCKaeTCﬂ MUCNosib30BaHME NHOObIX MaTepnanbHbIX HOCMTEI’IEVI, NO3BONIAOWNX XPAHUTD,
nepeaasaTtb N NCNOJZIb30BATb VIH(I)OpMaLI,VIIO O NeKapCTBEHHbIX MpenapaTax 6e3 ee MCKaXKeHus.

4, Ona uenen ungeHTUPUKALMKM YNaKOBOK JIEKAPCTBEHHbLIX MPEenapaTtoB AAa MeAMLMHCKOro
NPUMEHEHNA NPOU3BOAUTENN JIEKAPCTBEHHbIX CPeacTB B MOPAAKe, YCTaHOBNEHHOM [paBUTENbCTBOM
Poccuiickoit degepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NPUMEHEHUSA, A8 KOTOPbIX HEe NpeayCcMOTpeHa BTOPUYHAA YNaKoBKa) U BTOPUYHYIO
(noTpebunTenbcKyo) YNaKoBKY I€KAPCTBEHHbIX NPENnapaTos a8 MeAUUMHCKOTo NPUMEHEHUA CpeacTsa
NaeHTUPUKALMKN, 33 WMCKAOYEHWEM JIEKAPCTBEHHbIX MPenapaTtoB ANA MEeAMUMHCKOTo MPUMEHEHMUs,
NPOM3BOAUMbIX AN NPOBEAEHUA KAMHUYECKMX UCCNEA0BaHWUM, SKCMOPTA, IeKapCTBEHHbIX NpPenapaTos
ANA MeAULMHCKOro NMPUMEHEHMA, YKasaHHbIX B Yactax 5 u 8 ctaTbu 13 HacToAwero denepanbHoro
3aKOHa, paamModapMaLeBTUYECKMX IEKAPCTBEHHbIX MPENapPaToB, BbICOKOTEXHOIOMMYHbIX IEKAPCTBEHHbIX
npenapaToB, KOTOpble MNPOM3BeAEHbl MajblMU CEPUAMM, COCTOAT M3 OAHOM WAM HECKONbKUX 03
BbICOKOTEXHO/IOTMYHOrO /JIEKaPCTBEHHOrO MpenapaTta, npegHa3HauyeHbl ANA KOHKPETHOro MauueHTa,
MMeIOT KOPOTKUIA CPOK roAHOCTM (40 AeBAHOCTA KaneHAapHbIX AHEN) U (MAn) TemnepaTypHbIA pexum
XpPaHEeHWA 1 TPaHCMOoPTMPOBaHMUA MUHYC 60 rpasycos Lienbcua nam HuKe, NMABOK MeaULMHCKUX U ra3oB
MEAUUMHCKUX.  [AAa  NeKapCTBEHHbIX MPenapaTtoB C  MEeXAYyHapoAHbIM  HENaTeHTOBAHHbLIM
HaMmeHoBaHMem "ITaHon" cpPeacTBO UAEHTUPUKALMM HAHOCUTCA Ha BTOPUYHYIO (NOTPebuTenbeKyto)
YMNaKoBKy B C/y4yae, ec/iM Takaa ynakoBKa ABASETCA UHAMBMAYaNbHOM BTOPWUYHOM (NOTpebutenbcKoi)
YMNaKOBKOW 3TOro /IeKapCTBEHHOro NpenapaTa, a B C/y4ae OTCYTCTBMA BTOPUYHON (NoTpebuTenbcKoi)
YNaKOBKM MAW HaNMuMA YNaKOBKW, B KOTOPOW Haxogutca 6onee oAHOW eAMHMUbl YKa3aHHOro
NeKapCTBEHHOro npenapaTta B MNEePBMYHON YNAKOBKe, CPeacTBO MAEHTUOMKAUMM HAHOCUTCA Ha
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NepBUYHYIO YNaKOBKY.
(yactb 4 BBegeHa depepanbHbiM 3akoHOM oT 28.12.2017 N 425-d3 (pea. 27.12.2019); B pega.
depepanbHbix 3akoHoB 0T 04.08.2023 N 428-®3, o1 30.01.2024 N 1-03)

5. XapaKTepucTmkm cpencrea naeHTMMKaLMKM, NOPALOK ero HaHeceHMA U TpeboBaHMA K CTPYKType
n  ¢dopmaty WHOOPMAUMM, KOTOPYHD COLEPHKMUT CPeacTBO  UAEHTUDMKALMKM, ONpenenstoTcs
Mpasutenbctsom Poccuiickon depepauymm.
(4acTb 5 BBeAeHa PeaepanbHbim 3aKOHOM 0T 28.12.2017 N 425-93)

6. MopAafok co3fdaHuA, pas3BWUTMA, BBOAA B IKCMAyaTauuto, 3KCMyaTauMum W BblBOAA U3
3KcnayaTauum CUCTEMbI MOHUTOPUHIA ABUMKEHMA JIEKAPCTBEHHbIX NPenapaTtoB AAA MeAMUUHCKOro
NPUMeHeHUs, MOPALOK MpefocTaBiAeHUs WHOOPMALMM, COAEpPrKallelicA B CUCTEME MOHUTOPMHIA
OBVMKEHUA NNEeKAPCTBEHHbIX NPEnapaToB 418 MeUUMHCKOro NPUMEHEHMA, U NOPALOK B3auMOAENCTBUA
YKa3aHHOMW  cuCTeEMbl C  WHbIMW  FTOCYLAPCTBEHHBIMWM  MHPOPMALMOHHBIMKM  CUCTEMAMM U
MHOOPMALMOHHBIMU CUCTEMAMM IOPULUYECKUX UL U MHANBUAYAbHBIX NPeAnpUHMMATENEN, YKa3aHHbIX
B yactax 7 u 10 Hactoswen cTaTbW, ycTaHaBauBatoTca [MpaBuTenscTtBom Poccuiickoit Pepepaumu.
OnepaTtopaMn CUCTEMbI MOHUTOPUHIA ABWMKEHWUA JIEKAPCTBEHHbIX MPEnapaTtoB A8 MeLULMHCKOro
NPUMeHeHUs ABNAIOTCA deaepanbHblii  OpraH WCMOAHUTENbHOM BAactu U (MAKn) opraHusayms,
ynonHomoudeHHble MNpaButenbctBom Poccuiickoii ®eaepaumu.

(4actb 6 BBeaeHa PegepanbHbim 3aKoHOM OT 28.12.2017 N 425-93)

7. lOpnpmnyeckme nmua n HANBUAYaAbHbIE NPEANPUHUMATENM, OCYLLECTBAAIOLLME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuitckyto Pepepaumio, OTNyCK, peanunsaumio, nepegadvy, nNpUMeHeHWe U
YHUUYTOXKEHWME NEKAPCTBEHHbIX NPENapaToB 418 MeANLMHCKOro NpuMeHeHus, obecnevymnBatoT B NopsagKe
M B COCTaBe, KOTopble ycTaHoBseHbl [MpaButenbctBoMm Poccuitckoir Pepepaunm c yyetom BMuAaa
OCYLLECTBASIEMON UMW AeATENbHOCTM, BHEeceHWe MHPOPMaLMM O JIEKAPCTBEHHbIX NpenapaTtax anas
MEeAMLMHCKOTO MPUMEHEHUA B CUCTEMY MOHWUTOPUHIA ABWMMKEHUA NEeKAPCTBEHHbIX MpenapaToB A
MEeAMLMHCKOro NPUMEHEHUA.

(4acTb 7 BBegeHa PegepanbHbim 3akoHOM 0T 28.12.2017 N 425-93)

7.1. JleKapcTBeHHble npenapatbl ANA MeAUUMHCKOTo MNPUMMEHEHUA, NpegHa3Ha4YeHHble AnA
obecneyeHus nuu, 60nbHbIX remoduanein, MyKOBMCLMA030M, rTMNnodusapHbIM HaHU3IMOM, 6ONE3HbLO
lowe, 3710KaYecTBEHHbIMWU HOBOOOPa3oBaHMAMMU NUMPOUAHOMN, KPOBETBOPHOM U POACTBEHHbLIX UM
TKaHeMl, paccessHHbIM CKNEpPO30M, /ML, NOCAe TPaHCNAaHTaUUM OPraHoB U (Man) TKaHel, NponsseaeHHble
00 31 aekabpa 2019 roga, a TakKe MHbIe IeKapCTBEHHbIE NpenapaTbl 418 MegULUNHCKOro NPUMEHEHUS,
npousseseHHble 4o 1 mona 2020 roaa, noanexkaT XpPaHEHWIO, NepeBO3Ke, OTMYCKy, peanusauuu,
nepeagaye, npMmeHeHuto 6e3 HaHeceHUs cpeacTB UAEHTUDMKALMN A0 UCTEYEHUSA CPOKA UX FOAHOCTHU.
MpaBuTenbctBo Poccuiickon deaepaumm Bnpase yCTaHOBUTb 0COBEHHOCTM BBOAA B rPa*kAaHCKUn 060poT
JIeKapCTBEHHbIX MPenapaToB A1 MeUUNHCKOTo NPUMEHEHMA, NPOn3BeAEHHbIX B nepunoa ¢ 1 nona 2020
roga no 1 oktabpa 2020 roga. B uensax BBoAa B rpaxaaHCKMii 060poT NeKapcTBEHHbIE NpenapaTbl Ana
MEeAMLMHCKOrO NPUMEHEHUSA, 3@ UCKAIOYEHUEM NEKAPCTBEHHbIX MpenapaTos, NpegHa3Ha4YeHHbIX ANA
obecnevyeHus nuu, 60nbHbIX remobuaneint, MyKOBMCLMA030M, rMnodpusapHbIM HaHU3IMOM, BONE3HbLO
lowe, 3710KaYecTBEHHbIMWU HOBOOOPa3oBaHMAMU NUMPOUAHOM, KPOBETBOPHOM U POACTBEHHbIX MM
TKaHeMl, paccesHHbIM CKNePO30M, /IUL, MOCAE TPaHCNAAHTaLUMM OpraHoB 1 (MAK) TKaHel, Npou3BeeHHbIe
3a npegenamu Tepputopum Poccuiickonh dPeaepaumm ao 1 oktabpa 2020 roga, MoryT 6biTb BBE3€HbI B
Poccuiickyio depepaumio go 1 aHeaps 2021 roga B nopsgKe, ycTaHoB/AeHHOM [1paBUTeNbCTBOM
Poccuiickon deaepaumm, 6e3 HaHeceHUa cpeacTB MAEHTUDUKALMN.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-d3, o1 13.07.2020 N 206-D3)

8. OpraHusauma MHOOPMALMOHHOIO B3aUMOAEMNCTBUA CUCTEMbI MOHUTOPUHrA ABUMKEHUA
NEeKapCTBEHHbIX MpenapaTtoB AAA MeOUUMHCKOrO MNPUMEHEHMA C  MHbIMU  FOCYAAPCTBEHHbLIMM
MHPOPMALMOHHBIMM  CUCTEMAMKM obecneymMBaeTcd B TOM 4ucae MOCPeACTBOM  WMHQPACTPYKTYpbI,
obecneuynBatolwen MHGOPMALMOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHGDOPMALMOHHBIX CUCTEM,
MCMONb3yeMbIX ANA MNPeAoCTaBNeHUA TOCYAAPCTBEHHbIX M MYHMUMMANbHbLIX YCAYT WU UCMOAHEHMA
rocyAapCTBEHHbIX U MyHULMNANAbHbLIX QYHKLMIA B 31€KTPOHHOW dpopme.
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(4actb 8 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

9. MHdopmauus, coaepKalancsa B CUCTEME MOHUTOPUHIA ABUKEHMA NEKAPCTBEHHbIX NPenapaTos
ANA MegUUMHCKOro NpUMeHeHMA, ABnseTcAa MHPopmaumein orpaHMYeHHOro A4OCTyna B COOTBETCTBMU CO
ctatben 9 PepepanbHoro 3akoHa ot 27 utona 2006 roga N 149-d3 "06 nHbopmaumnmn, MHGOPMALIMOHHbIX
TEXHONOMNAX M 0 3awmTe MHPopmaLmn", 3a UCKAOYEHMEM MHPOPMALLUN, HEAO0MYCTUMOCTb OrpaHUYEHMUA
0OCTyMa K KOTOPOW ycTaHoBineHa ¢enepasbHbIMU 3aKOHaMM, a TakXKe WHOOPMaLMK, OTHECEHHOM
MpasuTtenoctBom Poccuiickon Pepepaummn B COOTBETCTBMM C HacToAwmM PepepanbHblM 3aKOHOM K
obuwenoctynHon nHpopmaummn. ObueaoctynHan nHGopmaLuma, CoAepKallasnca B CUCTEME MOHUTOPUHTA
OBVXKEHMA  NEKAPCTBEHHbIX MPenapaTtoB Aas  MEeLUUMHCKOro NPUMEHEHUA, pasmelLaeTca B
MHPOPMALMOHHO-TENIEKOMMYHUKALMOHHOM ceTu "UHTepHeT" (B TOM Ymcie B GopmMe OTKPbITbIX AaHHbIX)
B NopsaKe, yctaHoBneHHOM [MpaBuTenbcTBom Poccuinckoi ®eaepaumu.
(4actb 9 B pea. PepepansHoro 3akoHa ot 04.08.2023 N 474-3)

9.1. docTyn K MHpOpMaLMK, CoAEPIKALLENCA B CUCTEME MOHUTOPUHIA ABUKEHMUSA IEKAPCTBEHHbIX
npenapaTtoB 414 MeAMLMHCKOro npumeHeHun, obecneymBaeTcsa onepaTopom CUCTEMbI MOHUTOPWUHTA
OBVXKEHUA NIEKapCTBEHHbIX NpenapaToB 418 MeAULUHCKOro NPUMEHEHMUSA B NOpPSAAKe, YCTaHOBEHHOM
MpasutenbctBom Poccuiickon ®Pepepaumn, B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickoin
depepaunm 06 uHbOpmaLMM, MHOOPMALMOHHBIX TEXHOMOTMAX M O 3awmute UHbOpMaLmuy,
3aKoHogaTenbcTBOM Poccuiickoli  depepaumm O rocyfapCTBEHHOW TalHe, 3aKOHOAATeNbCTBOM
Poccuiickon ®epepaumm 0 KOMMEPUYECKOW U MHOM OXPAHAEMOM 3aKOHOM TallHe U C YYETOM MOJIOKEHUM
HacToAwen cTaTbu. [pasutenbctBo Poccuiickoit Pepepaumm BnpaBe YCTaHaBAMBaTb MNepeyeHb
NIeKapCTBEHHbIX NPenapaToB A1 MeAULMHCKOTO NPUMEHEHUA U (UAK) TPYNN 1IeKaPCTBEHHbIX MPenapaTos
ANA MeAMUMHCKOTO NPUMEHEHUA U 0COBEHHOCTM AO0CTYNa K MHOOPMAUMM O TAKUX NEKapCTBEHHbIX
npenapaTtax, CoAeprKallenca B CUCTEME MOHMUTOPMHIA ABUMKEHWA JIEKAaPCTBEHHbIX NpenapaToB AnA
MeANUMHCKOrO NPUMEHEHWA.

(4acTtb 9.1 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.2. MMonb3oBaTenn CUCTEMbl MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MNpPEnapaTtos AnA
MeOMLMHCKOro NpumeHeHma obnagatoT nNpaBom A0CTyna K MHbOpMaLMKM, CoaeprKallelica B cucTteme
MOHWUTOPUHIA AOBUXKEHMA JIEKAPCTBEHHbIX MPENApPATOB AN MEeAUUMHCKOro MPUMEHEHUA, C y4eToMm
OrpaHUYEHMN AOCTyMa K yKasaHHoM MHbopmauumM u ee nocneayrouien obpaboTke, yCTaHOBAEHHbIX
Hactoswum PegepanbHbIM 3aKOHOM UM MHBIMM HOPMAaTUBHbIMM MPABOBbIMU akTamu Poccuiickoi
depepauum.

(4acTtb 9.2 BBeaeHa PeaepanbHbim 3aKkoHOM oT 04.08.2023 N 474-93)

9.3. ®epepanbHble opraHbl UCMOAHUTENbHOM BAACTU M WUCMONHUTENbHblE OpPraHbl Cy6bEKTOB
Poccuiickonn depepaunm B uensx, onpegeneHHbix Mpasutenocteom Poccuiickont depepaunm, nmerot
npaBo A0CTyna K MHbopMaLmm o0 cybbeKkTax obpalleHua NEKAPCTBEHHbIX CPEACTB, O NIEKAPCTBEHHbIX
npenapaTtax n 06 obopoTe TaKMX EeKAPCTBEHHbIX NPENAPATOB, HEOOXOAMMOW A1 BbINONHEHWA 33434 U
ocyuwecTBneHna ¢GYHKUMA, BO3/NOMKEHHbIX HA ¢enepanbHble OpraHbl WCMNOAHUTENIbHOM BAactm MU
WCMONHUTENbHbIE OpraHbl CybbekToB Poccuiickoli ®depepaumnn, CTaTUCTUYECKON WHPopmauumn o
NeKapCTBEHHbIX NpenapaTtax U 06 ux obopoTe, a TakkKe K obwenocTynHon nHpopmaumn. Coctas 3Toi
MHbOpMaLMKN onpesenseTcs corfaweHnamm o6 MHGOPMaLMOHHOM B3aUMOAENCTBUM, 3aKIOHEHHBIMM
0onepaTopom CUCTEMbl MOHUTOPUHIA ABUMKEHUA JIEKAPCTBEHHbIX MPENapaToB AAA MeLULUHCKOro
npumeHeHunsa ¢ pepepanbHbIMU OpPraHaMM UCMOHUTENbHOM BAACTU UAM UCNONHUTENIbHBIMU OpraHamm
cybbektoB Poccuitickoint  degepauum un degepanbHbiM  OpPraHOM  UCMOAHUTENbHOW  BAACTH,
OCYyLLECTBASOWMM GYHKLMM MO BbIPabOTKe M peanmsaumnmn rocyaapcTBeHHON NOANTUKM U HOPMATUBHO-
NpPaBoOBOMY Pery/siMpoBaHuio B chepe 34paBOOXPAHEHUA.

(4acTtb 9.3 BBeaeHa PenepanbHbiM 3akoHoM OT 04.08.2023 N 474-93; B pea. PenepanbHOro 3akoHa oT
08.08.2024 N 232-93)

9.4. CybbeKT obpallleHNa NeKapCTBEHHbIX CPeAcTB MMeeT NpaBo AocTyna K uHdopmaumm o6
onepaumsax C NeKapCTBEHHbIMKW NpenapaTtamn AA8 MeAULMHCKOro MPUMMEHEHMA, COBEPLUEHHbIX 3TUM
cy6beKTOM 06palleHNA NeKapCTBEHHbIX CPEACTB, a TaKXKe K 06LeA0CTyNHON MHbopMaLMK.
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(4actb 9.4 BBeaeHa GegepanbHbiM 3akoHOM OT 04.08.2023 N 474-3)

9.5. OnepaTop cucteMbl MOHUTOPUHIA ABUXKEHWUA IEKAPCTBEHHbIX NPEnapaToB A1 MeAULNHCKOro
npumMeHeHns obnagaeT NpaBom A0CTyNa K MHPOPMALUKM, COAEPIKALLENCA B CUCTEME MOHUTOPMHIA
OBVXKEHUA IeKapCTBEHHbIX MPEenapaToB A8 MEeAUUMHCKOro MPUMEHEHMUA, BKAoYas MHPopmaumio
OrpaHUYEHHOrO A[0CTYyNa, C BO3MOXHOCTbIO ee 06paboTKM, B TOM uucie ee NpenocTaBieHUA U
pacnpocTpaHeHus, obecneyeHmns AOCTyMa K Heill M OKasaHusa ycnyr ¢ ee WMcnosb3oBaHWeM (danee -
obpaboTka).

(4acTtb 9.5 BBEAeHa DeaepanbHbiM 3aKoHOM oT 04.08.2023 N 474-93)

9.6. OnepaTop CMCTEMbl MOHUTOPWHIA ABUXKEHUA IEKAPCTBEHHbIX NPENapaToB A58 MegULMHCKOro
NPUMEHEHNA MOXKET OCYLLECTBAATL 06paboTKy MHPOPMAaLMKM OrpaHNIYEHHOTO 4OCTYNa, COAEpXKaLLelcs B
cUCTEME MOHUTOPUHIA ABUMKEHUS IEKAPCTBEHHbIX MPenapaToB AN MeANUMHCKOTO NMPUMEHEHUA, Npu
ycnosun obsasatenbHoro obesnnumBaHuMs TakoW MHOOPMALMM B COOTBETCTBMU C YTBEPMKAAEMbIMU
denepanbHbIM OpPraHOM WCMOJHUTE/NIbHOW BAACTWU, OCYLLECTBAAIOWMM (YHKLMM MO BbipaboTke W
peanusaummn rocyaapCTBEHHOW MOAUTUKM U HOPMATMBHO-NMPABOBOMY pPeryanMpoBaHuio B cdepe
34paBOOXPAHEHMs, MO COrnacoBaHuio ¢ deaepasbHbIM  OPraHOM  WCMNOJIHUTE/IBHOW  BNACTH,
OCYLLECTBASAOWMM PYHKLNM NO KOHTPOO U Haa30py B chepe MHPOPMALLMOHHbIX TEXHOJIOTUIA U CBA3W, U
denepanbHbIM OPraHOM UCNOIHUTENbHOM BAacTh B o61acTn obecneveHns 6esonacHocTM TpeboBaHUAMU
K 06e3/1MYMBaHUIO TaKOWM MHDOPMALLUKM U MeToAaMM 06e31MYMBaHNA Tako MHbopmaLmnn. ObesnnyeHHas
MHbOpMaLMA, NONyYeHHasa B pe3y/nbTaTe YKasaHHOM o06paboTKM M cofepkKawanca B cuUcTeme
MOHWUTOPUHIA ABWMKEHUA NEKapCTBEHHbIX MPenapaTtoB A8 MeAMUMHCKOTO NPUMEHEHUA, ABNAETCH
nHdopmaumei orpaHuMyeHHoro goctyna. ObesnnyeHHan MHPopmaLma, 4OCTYN K KOTopon 6bin obecneyeH
OnepaTopoM CUCTEMbl MOHUTOPUHIA ABUMKEHWA JNIEeKAapPCTBEHHbIX NPEenapaToB A8 MeAULMHCKOro
NPUMEHEHMNA B LENAX OKasaHUA YCAyr C ee WCNO/b30BaHMEM, MOANEXMUT XPAHEHUIO B CUCTEME
MOHWUTOPUHTIA ABUXKEHUA IEKAPCTBEHHbIX NPENapPaToB A4 MeAULMHCKOrO NPUMEHEHUA HE MeHee MATK
NeT ¢ AaTbl NPenocTaBaeHuA A0CTyNa K 06e31MYeHHOoN MHPOPMALMK, U HA Hee He PacnpOoCTPaHAITCA
TpeboBaHMA K UHGOPMALMKM OrpaHUYEHHOIO A0CTYMNA, YCTAaHOB/IEHHbIE HACTOALLEN CTaTbel.

(4acTtb 9.6 BBeaeHa PeaepanbHbiMm 3akoHOM oT 04.08.2023 N 474-93)

9.7. OnepaTop cucteMbl MOHUTOPUHTA ABUXKEHWUA JIEKAaPCTBEHHbIX NPenapaToB A9 MeAULMHCKOro
NPUMEHEHMA MOXKET OCYLLECTBAATL 06PaboTKY MHPOPMALLMKM OrpaHMYEHHOIO A0CTYMNa, COAEPrKaLLenca B
cucTemMe MOHWUTOPWMHIA ABWMXKEHWA NeKapCTBEHHbIX NpenapaTtoB ANA MeAULMHCKOrO MNpUMEHEHWUS,
nosiydeHHoOM OT cybbeKTa 0b6palleHMA NEeKapCTBEHHbIX CPeACTB, 3apPErMcTpMpoBaAHHOMO B CUCTEME
MOHUTOPWHIA  OBMXKEHWA NIeKapCTBEHHbIX MNpenapaTtoB AA MEeOUUMHCKOroO MPUMEHEHUA U
npeAcTaBMBLUETO B Hee CBEAEHMA, B MHTepecax M MO MNOPYYEHWUIO TAKOro cybbekTa obpaleHua
NeKapcTBEHHbIX cpeacts 6e3 obesnnunBaHna nHGopmaLmMm orpaHMYEHHOro A0CTyna.

(4acTtb 9.7 BBeaeHa PeaepanbHbim 3aKkoHOM oT 04.08.2023 N 474-93)

9.8. OnepaTop cMCTEMbl MOHUTOPUHTIA ABUKEHMUA IEKAPCTBEHHbIX NPenapaTos A4 MeANLMHCKOro
NPUMEHEHNA BMPaBe OKasblBaTb Ha HEAWCKPUMMHALMOHHOM OCHOBE YCAYTM C WCMO/Jb30BaHUEM
06e3/1MYeHHON MHPOpMaUUK, coaepiKallenca B CUCTEME MOHUTOPMHIA ABWMMKEHWUA JIeKapCTBEHHbIX
npenapaTos A8 MeAMULMHCKOro NpMMEHEeHUA, CybbeKkTam obpalleHMaA NeKapCTBEHHbIX CPeacTs, NOPALOK
M CTOMMOCTb OKa3aHMA KOTOPbIX OMpeaensloTcs OnepaTopoM CUCTEMbl MOHMTOPUHIA ABUMKEHUA
NEeKapCTBEHHbIX MpPenapaTtoB Aaa MeOMUMHCKOrO MPUMEHEHMA, C YYeTOM OrpaHUMYeHW pocTyna K
06e31MYeHHoN MHPOPMaLMK, YCTAaHOBAEHHbIX HACTOALWEN CTaTbeld. YKasaHHble NopaAoK U CTOMMOCTb
OKa3aHMA TaKMX YCAyr pasmeLlaloTcs onepaTopom CUCTEMbI MOHUTOPMHIA ABUMKEHUA NIEKAPCTBEHHbIX
npenapaToB AnA MeAMLMHCKOrO MPUMEHEHMA Ha CcaliTe CUCTEMbI MOHWUTOPUHIA  ABUMKEHUA
NeKapCTBEHHbLIX  MpenapaTtoB  AAa  MeAWMUMHCKOrO  MPUMEHeHMa B MHGPOPMALMOHHO-
TeNEeKOMMYHMKaLMOHHOM ceTh "MIHTepHeT" 1 noAaneKaT KOHTPO/IIO B COOTBETCTBUM C aHTUMOHOMNO/IbHbLIM
3aKoHoAaTenbcTBOM Poccuitickoit Peaepaummn. YKasaHHble NOPAAOK M CTOMMOCTb OKasaHMA TakKUX yCayr
AO/KHbI 6bITb €4MHBIMU ANA BCEX /1ML, 06PaLLAIOLLMXCA 32 OKa3aHUEM YCNYTU B OTHOLLIEHUM OAUHAKOBbIX
BMaa, obbema M cocTaBa npenocTaBasemoin MHoopmaumm. CybbeKkTam obpalleHMsa NeKapcTBEHHbIX
CPeAcCTB 3anpeLLaeTcs NPeaoCcTaBAATb U PacNPOCTPaHATb MHDOPMALMIO, NONYYEHHYIO B COOTBETCTBUM C
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HacCTosALLEN YacTbio.
(4actb 9.8 BBeaeHa PegepanbHbiM 3akoHOM OT 04.08.2023 N 474-3)

10. MpounsBoanTeNb NEKAPCTBEHHbIX CPeACTB, AepXKaTesb ANOO0 Bnageneul, perucTpaunuoHHOro
YOOCTOBEPEHMA JIEKAPCTBEHHOrO Mpenapata Wan NpeacTaBUTeNbCTBO MHOCTPAHHOM OpraHM3aumm,
ABnAowWenca aeprkatenem nmbo BnafenbUeM PErnmcTPaLMOHHONO YAOCTOBEPEHUA JIEKAPCTBEHHOIO
npenapara, Ha Tepputopuun Poccuiickoin depepaumu, 3aperucTpMpoBaHHbIE B CUCTEME MOHWUTOPUHIA
OBVXKEHUA JIeKapCTBEHHbIX MpenapaToB AN MeOMUMHCKOTO NMPUMEHEHMA U NpeacTaBMBLUME B Hee
cBeAEeHUs 0 HaHEeCEeHUWU cpeacTB UAEHTUPUKALMM Ha YNAKOBKM JIEKAapCTBEHHbIX NPenapaToB, Hapsaay C
MHpopmaumein, yKasaHHOM B 4acTm 9.4 HacToAllel CTaTbM, MOJIydaeT COAEepXKallylcs B cucteme
MOHWUTOPUHTA ABUKEHMA JIEKAPCTBEHHbIX NPENapaToB A8 MeAUUMHCKOro NPUMeEHEeHUs MHbopMauuio
OrpaHUYEHHOrO AOCTYNA O CEPUAX M NAPTUAX STUX SIEKAPCTBEHHbIX NpenapaTos 6e3Bo3me3gHOo 1 BnpaBe
OCYLLECTBAATb CAMOCTOSITE/IbBHO MAWU NopyvyaTb 06PaboTKy TaKoM MHPOPMALUM TONbKO B COBCTBEHHbIX
MHTepecax. Mpu 3ToM AOCTYN K Takon MHPOpMaUMU UAM pesynbTaTam ee 06paboTKM MMEET TOJ/IbKO
OaHHbIA CybbeKT obpallleHma NeKapCTBEHHbIX CPEACTB WM NIMLLO, KOTOPOMY OH NopyyYnn obpaboTky.
CoctaB npenocTaBNfseMOl B COOTBETCTBMM C HACTOALLEM YacTblo WMHPOpMaUUKM onpesensercs
Mpasutenbcteom Poccuiickon Pepepauymm.

(4actb 10 B pea. PeaepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a Npon3BOACTBO MAM NPOAAXKY SIEKAPCTBEHHbIX NPENapPaToB ANA MeAULUHCKOTO NPUMEHEHUSA
6e3 HaHeceHMA cpeacTB MAeHTMOUKALUKN, C HApyLLUEHMEM YCTaHOB/IEHHOTO NOpsAAKa UX HaHeceHwus, a
TaKXKe 33 HeCBOEBPEMEHHOEe BHECEHME OAHHbIX B CUCTEMY MOHUTOPMHIA ABWMMKEHUA NEeKAPCTBEHHbIX
npenapaTtos Ana MeAULMHCKOrO NPUMMEHEHUA WANM BHECEHMEe B Hee He[oCTOBEPHbIX AaHHbIX
opUanYECcKME NMUa M MHOMBUAYA/bHblE NPeAnpUHMMATENIM, YKa3aHHble B YacTax 4 u 7 HacToAlen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUW C 3aKOHOAATEIbCTBOM Poccuiickoit epgepaunu.
(4acTtb 11 BBeaeHa ®enepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-93)

12. MpasutenbctBo Poccuitickoit Pepepaunm BnpaBe YCTaHOBUTb OCOBEHHOCTM BHeApeHUs
CUCTEMbI MOHMUTOPWHIA AOBUXEHMA JNIEKAPCTBEHHbIX MNPEenapaToB A1A MELULLMHCKOrO MNPUMEHEHUA,
BK/IIOYAA CPOKU ee BHeAPEeHMA, B OTHOLIEHMW JIEKAPCTBEHHbIX MNPENapaTtoB A1A MeLUUMHCKOro
NPUMEHEHUS, BK/IOYEHHbIX B MEPEYEHb KU3HEHHO HEeOoOXOAMMBIX M Ba*KHEWLWMX NEKapCTBEHHbIX
npenapaToB, NeKapCTBEHHbIX MNpPenapaToB, nNpegHasHayeHHbIXx AnAa obecneyeHua nauy, OGONbHbIX
remodunanen, MykoBumcuMO030M, rMnodpmusapHbiM HaHM3MOM, 6onesHblo [owe, 3/10KaYeCcTBEHHbIMU
HOBOOOpa3oBaHMAMU NUMIOMAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, pacceaHHbIM
CKNEepOo30M, INL, MOoCcae TPaHCNAAaHTAUWM OPraHoB M (MIM) TKAHEN, MHbIX IEKAPCTBEHHbIX MPenapaToB A1
MEeAMNLMHCKOro NPUMeEHEHUA.

(4acTtb 12 BBeaeHa ®enepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

Fnasa 14.1. OFPAHUYEHUA, HANATAEMbBIE
HA OPFAHU3ALUUN, OCYLLECTBNAIOLLUE AEATENIBHOCTb
MO OBPALLEHNIO NEKAPCTBEHHbIX CPEACTB

(eBepeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuuYeHusA, Hanaraemble NPU OCYLUECTB/IEHUMU p[eATeNbHOCTM B cdepe
06paLeHnn eKapCcTBEHHbIX CPeacTB

1. OpraHusaumn, 3aHMMalowmecs pa3paboTKoi, NPoOM3BOACTBOM W (MAM) peanmnsaumen
NeKapCTBEHHbIX NPenapaToB 418 MegULMHCKOro NPUMEHEHUA, opraHusaumm, obnagatowme npasamum Ha
MCMNO/Mb30BaHWEe TOProBOro HaMMEHOBAHWA /IeKapCTBEHHOrO npenapata  AAf  MeAMUMHCKOro
NpUMeHeHNA, opraHM3aLmMm ONTOBOM TOProBAW NIEKAaPCTBEHHbIMM CPeACTBaMM, anTeyHble OpraHu3auum
(vx npeacTaBuUTENN, UHBIE DU3NYECKME U IOPUANYECKME NNLLA, OCYLLECTBAAIOLLME CBOIO AEATE/NbHOCTb OT
MMEHWN 3TUX OpraHu3aumin) B OTHOLIEHUN MEeAMUMHCKMX PabOTHUKOB U pyKoBOAMTENEN MedULUHCKUX
OopraHusauuit He Bnpase:
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1) Bpy4aTb NOAAPKK, BbINAAUYMBaATb AEHEXKHblE CPeACcTBa (3a MCKAOYEHMEM BO3HarpaxKaeHuin no
AOroBOopaMm npu MNPOBEAEHUU KAMHUYECKMX WUCCAeAO0BaHWI JIEKAPCTBEHHbIX MpenapaTtoB A/
MEeAMLUMHCKOTO MNPUMEHEHUs, BO3HarpaXAeHwui, CBA3aHHbIX C OCYLIECTBJAEHMEM MEeANLMNHCKUM
paboTHMKOM Neaarornyeckon u (Mam) HaydyHoi AeATeNbHOCTM), B TOM YMC/Ie ONavyMBaTh Pa3BevyeHus,
OTAbIX, NPoe34 K MeCTy OTAbIXa, a TakKe MPMBAEKATb K y4aCTUIO B Pa3B/ieKaTe/IbHbIX MEpPONpUATUSX,
NPOBOAUMbIX 33 CHET CBOUX CPEACTB;

2) 3aKk/ioYaTb COMNaleHUAs O Ha3HaYeHWW WAM PeKoMeHAaUMW MauMeHTam J/IeKapCTBEHHbIX
npenapaTos A/19 MEANLMHCKOrO NpUMeHeHMs (3a UCKoYeHNeM 4OroBOPOB O NPOBEAEHNN KAMHUYECKUX
nccaea0BaHNA IeKapCTBEHHbIX NPenapaTos AN MeANLMHCKOrO MPUMEHEHUA);

3) npeaocTasnATb 06pasipl IEKAPCTBEHHbIX NPEnapaTos A1 MeANLMHCKOIO NPUMEHEHUA B LENsAX
BpyYeHMA naumMeHTam (3a MCK/IOYEHMEM Cay4aeB, CBA3AHHbIX C MPOBEAEHMEM  KAMHMYECKUX
nccaea0BaHNA IeKapCTBEHHbIX NpenapaTos A1 MeAULMHCKOrO MPMMEHEHUSA);

4) npeAoCTaBNATb HEAOCTOBEPHYHO U (MAK) HENOHYIO MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax
AN MeAUUMHCKOro NPUMEHeHus;

5) noceuwaTtb Ux B pa6oqee BpemMA Ha pa6oq|/|x MeCTaX, 3a UCKIKDYEHNEM C/ly4aeB, CBA3aHHbIX C
nposeaeHnemMm KANMHUYECKUX MCCﬂeAOBaHMﬁ NEKaPCTBEHHbLIX nNpenapatoB 4a4 MeguUNHCKOro
npummeHeHuA, ¢ ydactmem B nopAagke, yCtTaHOB/IEHHOM PyKOBOAUTENEM Me,EI,VILI,MHCKOﬁ OopraHunsauuu, B
C06paHVIFiX MeOgUNLNMHCKUNX pa6OTHMKOB N UHbIX MEPONPUATUAX, HANPAB/IEHHbLIX HA MOBbIWEHNE WUX
I'IpOd)eCCVIOHal'IbHOI'O YPOBHA WM Ha npenocrtaB/ieHue I/IHd)OpMaLI,I/IVI, CBA3AHHOM C ocywecTsieHnem
MOHUTOPUHTA 6e3onacHocTH NEKAPCTBEHHbLIX NMPENapaTos,

6) NobYKAaTb K BbINMUCbIBAHMIO NEKAPCTBEHHbIX NPENapaToB A1 MeAUUMHCKOro NpUMEHeHUA Ha
61aHKax, cogepKamx MHGOPMALMIO PEKNAaMHOMO XapaKkTepa, a TaKkKe Ha peuenTypHbIX 6/1aHKax, Ha
KOTOpbIX 3apaHee HaneyaTaHO HaMMEHOBAHWME JEKAPCTBEHHOro npenapata gasa MeaULMHCKOro
npUMeHeHus.

2. OpFaHM3aLI,MM, YKa3aHHbIE B a63au,e nepBom 4actu 1 HaCTOHU.LEﬁ CTaTbM, N nX npeacrasuTesinm B
OTHOLWEHUN d)apMaLI,eBTM‘-IeCKMX pa6OTHMKOB n pyKOBOAMTEﬂEVI anTeYHbIX OpFaHM3aLI,Mﬁ He BnpasBe:

1) Bpy4aTb NoAapKu, Bbin1a4nBaTb AeHEXHbIE CpeacTBa, B TOM YMUC/NE ONN1a4MBaTb pPa3BsievyeHuA,
OoTAblX, Mnpoe3n K MeCTy OTAbiXa, U NpUBJIEKATb K Yy4aCTUKO B pPa3B/IEKATE/IbHbIX MEPONPUATUAX,
nposogunmbIX 3a CHET CBOUX CPeAcCTB;

2) npeaocCcTaBATb o6pa3u,b| NNEKAPCTBEHHbIX MpenapaTtos AN1A MeEAUUMNHCKOINo npumMeHeHuna aOnAa
Bpy4YeHUMA HaCeneHumto,

3) 3aK/1l04aTb CcornaweHnAa O npeanoXeHnun HaceneHnto onpeaeneHHbIX /NeKapCTBEHHbIX
npenapartos Ana megnunHCKoro npuMeHeHuaA,

4) NnpeAoCTaBNATb HEAOCTOBEPHYIO U (M1M) HENOAHYI0 MHPOPMALMIO O IeKAaPCTBEHHbIX NpenapaTax
ANA MEAMUMHCKOro MNPMMEHEHMs, B TOM UMC/le MMEKWMX OAMHAKOBOE MeXAyHapogHoe
HenaTeHToBaHHOE HaMMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K OpraHusauMuM M NPOBEAEHUID HAYUYHbIX MEPONPUATUI, WHbIX
MeponpuUATUIA, HanNpPasB/eHHbIX HA MOBbllWeHUe nNPOPECCMOHANBHOIO YPOBHA MeAULMHCKUX
paboTHUKOB MM HA npepocTaBieHUe MHPOPMaLMK, CBA3AHHOM C OCYLLECTBIEHUEM MOHUTOPUHra
6e30nNacHOCTM 1IeKapCTBEHHbIX NpenapaTos

1. Mpu NpoBeAEHMM HayYHbIX MEPOMPUATUIN, MHbIX MEPONPUATUIA, HANPABAEHHbIX Ha NOBbILWEHNE
Npo¢deccMoHaNbHOrO YPOBHA MEeAMUMHCKUX PabOTHMKOB WAM Ha NpeaocTaBleHUe CBA3AHHOM C
OCYLLEeCTBNEHMEM  MOHMTOPUHTa  6e30MacHOCTM  NIeKapCTBEHHbIX  MNpenapaToB  MHpOpMaLMMy,
OpraHM3yembIX OpraHU3auMAMM, yKasaHHbIMW B ab3aue nepsom 4actu 1 cratbu 67.1 HacToAwero



depepanbHOro 3aKoHa, WX npeacrtaButTenamm u (Mnun) ¢uHaHCMpyembiX 3a CYET CPeacTB 3TUX
OpraHM3aunin U Ux NnpeacTaBUTeNEN, 3aNpeLLaeTca NPEnATCTBOBAaTb YYaCTUIO B YKa3aHHbIX MePONpuUATUAX
WMHbIX OpraHW3auumii, KOTOpble MPOU3BOAAT WM pPeanusyloT JIeKapCTBEHHble npenapatbl A/a
MEANUMHCKOTO MPUMEHEHUSA CO CXOXMM MexaHU3MoM GapMaKoIorMyeckoro AencTeuns, 1Mbo cosgasatb
ANCKPUMMHALMOHHbIE YCOBUA ONA OAHWMX YYACTHUKOB MO CPABHEHUIO C APYTMMWU YYaCTHMKaMM, a
UMEHHO:

1) npeaoCTaBNATL PA3INYHOE KOMYECTBO BPEMEHUN ANA BbICTYNAEHUIA YYaCTHUKOB, Pas/iMyHble No
pa3smepy 3aHMMaeMol NoWaan MecTa ANa AeMOHCTpaLmmn obpasLoB IeKapCTBEHHbIX NpenapaTos AN
MEANUMHCKOTO MPUMEHEHUA WAW  pPeKNaMHbIX MaTepUasoB O JIEKAPCTBEHHbIX Npenapatax Ans
MeANLMHCKOTO MPUMEHEHMA Ha SKCMO3MLMAX, CTEHAAX, 32 UCK/IIOYEHUEM C/TyYaeB, ECIN TaKMe yC0BUA
3aKpensieHbl B COMMalleHUAX 3TUX OpraHusauui, ux npeacrasutTeneit 0 PUHaHCMPOBAHMM YKa3aHHbIX
MeponpUATUIA N 06YCNOBAEHbI PAa3/IMYHbIMM 3aTPATAMM Y4aCTHUKOB Ha UX OPraHU3aLmio;

2) ycTaHaB/AMBaTb pasMep B3HOCA A1 Y4AaCTHMKOB MEpPOMNpPUATUIA, YKasaHHbIX B ab3aue nepsom
HACTOALLEN YACTW, NPEBbILLIAOLLMI CyMMY 3aTpaT Ha OpraHM3auMIo YKa3aHHbIX MEPONPUATUIN N BeAyLLNIA
K He06OCHOBAHHOMY OFPaHUYEHUIO YNCNA UX YHACTHUKOB.

2. OpraHusaumu, yKasaHHble B ab3aue nepBom yactm 1 ctatbu 67.1 HacToawero deaepanbHoro
3aKOHa, MX MpeacTaBUTENIN, OCYLLECTBAAIOLWME OPraHM3aumio U (Mamn) pUHaHCMpPOBaHWE MEPONPUATUIA,
YKa3aHHbIX B YacTh 1 HacTosALel cTaTbM, 06A3aHbl obecneynsaTtb AOCTYN K UHGOPMaLMKM O AaTe, MecTe U
BPEMEHM NpPOBEeAEHUA YKasaHHbIX MepPOMNPUATUIA, NAaHax, NporpaMmmax MpPOBEeAEHUA YKa3aHHbIX
MepPOoONPUATUIA U TEMAX, NNAHUPYEMBIX A1A PACCMOTPEHMUA, COCTAaBE MX YYAaCTHUKOB NyTEM PasMeLLEHUA
COOTBETCTBYOWEN MHPOPMaUMM Ha cBOMX odULMANbHbBIX caliTax B ceTn "UHTepHeT" He no3aHee ABYX
MecsALLeB 0 Havyala NPOoBeAeHUA YKa3aHHbIX MEPONPUATUIA.

3. MHpopmaLMsa 0 NPOBELEHUN MEPONPUATUIA, YKa3aHHbIX B 4acTM 1 HAcTOALWLEN CTaTbM, B CPOK,
YCTQHOB/IEHHbIN YacTbto 2 HacToAWEel CTaTbM, AO/MKHA OblTb HanpasieHa B ¢eaepanbHblid opraH
WCMONIHUTENLHON  BAACTW, OCYLLECTBAAOWMIA  GYHKUMM MO  KOHTPOAKO W  Haasopy B cohepe
34paBOOXPAHEHMS, AN NOC/eAYIOLEero pasmeLleHns ee Ha odMLMaNbHOM CaiiTe 3TOro OpraHa B CeTu
"NHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3BAKOHOAATE/IbCTBA
POCCUUCKOMN ®EAEPALIUM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELWLEHUE BPEAA, NPUYUHEHHOTO 340POBbLIO FrPAXKAAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyweHWe 3aKoHogaTenbcTBa Poccuitickoit degepauum npu
06paLeHUn NeKapCcTBEHHbIX CPEACTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickoit depepaumm npu o6paleHUN NeKapCTBEHHbIX
cpeactB BaeyeT 3a CoH6OM OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM Poccuitckoi
depepaunm.

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

2. 3a HenpeAcTaB/leHWE WM HECBOEBPEMEHHOE NpeacTaBaeHe MHGOPMaUmMn U (Mn) LOKYMEHTOB
mbo npeacTaBneHWe HeAOCTOBEPHbIX MHbOpMaLMM U (MAKW)  [AOKYMEHTOB, NPeAyCMOTPEHHbIX
HacToAwmMMm ®depepanbHbIM  3aKOHOM, CyObeKTbl OOpalleHUs NEeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickon Pepepaumm.

(4yactb 2 BBEAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa ot
04.06.2018 N 140-93)

CratbAa 69. BosmelyeHue Bpeaa, NpUYNHEHHOTO 340pPOBbLIO rPaxKaAaH Bcieacreme NnpumeHeHuUA
NNeKapCTBEHHbIX NpenapatoB
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1. MNpousBoauTenb NeKapcTBEHHOro npenapata o06f3aH BO3MECTUTb Bpes, MNPUYMHEHHbIN
3[0POBbIO rPaXkaaH BCAEACTBUE MPUMEHEHMA IEKapPCTBEHHOMO npenapaTa, eCiu AoKa3aHo, YTo:

1) nekapcTBeHHbIM nNpenapaT NPUMEHAICA MO HAa3HAYEHWUIO B COOTBETCTBUM C MHCTPYKUMEN Mo
NPUMEHEHWNIO NEKAaPCTBEHHOro npenapaTta M NPUYMHOWM Bpeda ABWACA BBOA B rpaxAaHCKuin obopot
Hea06pPOKaYeCTBEHHOrO /IeKapCTBEHHOro Npenapara;

2) Bpes 340pOBbIO MPUYMHEH BCAEACTBME HEAOCTOBEPHOW WHPOpMaLMKM, cofeprKalleincs B
WMHCTPYKLMW NO NPUMEHEHMIO IeKapCTBEHHOIO Npenaparta, U3aaHHOoW NPOU3BOAUTENEM NIEKAaPCTBEHHOTO
npenapara.

2. B cnyyae, ecnv Bpes 340pOBbIO rpaxkaaH NpUYMHEH BC1eACTBUE MPUMEHEHUS IEKAPCTBEHHOIO
npenapara, Npulleawero B HErogHOCTb B pe3y/ibTaTe HapyweHWs MPaBUA XPaHEHUS NEeKapCTBEHHbIX
CpeAcTs, NMPaBMA ONTOBOM TOProB/IM NIEKAPCTBEHHbIMU NpenapaTamu, NpPaBuA OTMYCKa JIEKAPCTBEHHbIX
npenapaTtoB, MpaBW/a WM3roTOB/JEHMA W OTNYCKa JIEKapCTBEHHbIX MpenapaToB, BO3MeLleHWe Bpeaa
OCYLLECTBNSETCA COOTBETCTBEHHO OpraHuW3aumelrt ONTOBOW TOProBAW NEKAPCTBEHHLIMU CPeACTBaMMU,
anTeyHol opraHusaumen, UHAMBUAYANbHbLIM NpPegnpuUHMMaTENEM, WMEIOWMMMN  IULEH3UIO Ha
bapmaLeBTUUECKYIO AEATENbHOCTb WM JIMLEH3UIO HAa MEOULMHCKYIO OeATeNbHOCTb, MeAULMHCKOM
opraHusaumen, umerowen nULeH3nMo Ha QapmaleBTUUYECKYIO AeATesbHOCTb (ee 060c0b6/1eHHbIM
nogpasgeneHnem, pacnonoXeHHbIM B Ce/IbCKOM HAace/IeHHOM MYyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasn
opraHM3aums), 4ONYyCTUBLIMMM NPOAAXKY UM OTNYCK TaKOro NeKapCTBEHHOro Npenapara.

(8 pea. PepepanbHblx 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-03)

3. Bo3meleHMe Bpeaa, MPUYMHEHHOTO 340POBbIO rpaXaaH BCAeACTBME MNPUMEHEHMA
NIeKAPCTBEHHbIX MPENapaToB WAM COBEPLUEHUS NPOTUBOMNPABHbLIX AEUCTBUA CyObeKTamu obpalleHus
NIeKApCTBEHHbIX CPEeACTB, OCYLECTBAAETCA B COOTBETCTBUM C 3aKOHoZaTenbcTBOM Poccuitckoit
depepauum.

Fnasa 16. 3AK/TIOYUTE/IbHbIE NONTOXKEHNA

Cratba 70. O NnpM3HaHUKM YTPATUBLUMMM CUY OTAE/bHbIX 3aKOHOAATE/IbHbIX aKTOB (MON0XKeHWIA
3aKoHopAaTeNbHbIX akToB) Poccuiickoit Pegepauum

MpW3HaTb YTPATUBLIMMM CUNY:

1) depepanbHbili 3aKoH OT 22 ntoHA 1998 roga N 86-$3 "O nekapcreeHHbIX cpeacTax” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickolt ®egepaumn, 1998, N 26, ct. 3006);

2) ®depepanbHbIv 3aKoH OT 2 AHBapa 2000 roga N 5-d3 "O BHeceHUU U3MEHEHUS U JONOJHEHUN B
depepanbHbit 3akoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depepauum, 2000, N 2, cT. 126);

3) cratbto 40 denepanbHoro 3akoHa ot 10 aHBapA 2003 roga N 15-d3 "O BHECEHUU U3MEHEHWNI U
OOMNOJIHEHUIM B HEKOTOpble 3aKoHoZaTenbHble aKTbl Poccuiickon degepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUKM OTAENbHbIX BUAOB AesatenbHoct" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoit ®egepaumm, 2003, N 2, cT. 167);

4) ctatbio 31 PenepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-®3 "O BHeCEHUN U3MEHEHUI K
OONO/IHEHUI B HEKOTOpPbIE 3aKOHOAATe/IbHble aKTbl Poccuinckoit Pepepaumm, NpU3HaAHUM YTPATUBLLMMMU
CUNYy OTAENbHbIX 3aKoHOAaTesbHbIX aKToB Poccuiickon depepauumn, nNpenocTaBAeHUM OTAE/bHbIX
rapaHTUii COTpyAHMKaM OpPraHOB BHYTPEHHWUX A/, OPraHOB MO KOHTPOJII0 32 060POTOM HAPKOTUYECKUX
CPeaCTB M NCUXOTPOMHbIX BELLECTB U yNpa3aHaemMblx peepanbHblX OPraHOB Ha/IOrOBOM MNOAULLUK B CBA3MU
C OCYyLEeCTBNIEHMEM MepP MO COBEPLIEHCTBOBAHWUIO rocyAapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHogaTtenbcTBa Poccuiickol depepaumm, 2003, N 27, cT. 2700);
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5) ctatbio 101 PenepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeCEHUN U3MEHEHUI
B 3aKoHogaTenbHble aKTbl Poccuitckoit Pepepaunm U NPU3HAHUKU YTPATUBLLUMMMU CUAY HEKOTOPbIX
3aKOHOZaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3M C nNpuHATUEM PepepanbHbix 3akoHoB "O
BHECEHUM U3MEHEHUN W AonosHeHui B PedepanbHblit 3akoH "O6 0b6WMX NpUHLMNAX OpraHM3aLmUm
3aKoHoZaTesIbHbIX  (NPeAcTaBUTENbHBIX) M UCMNONHUTENIbHLIX OPraHOB FOCYAapCTBEHHOW BAACTM
cybbekToB Poccuinckont Pepepaummn” n "0O6 o6LWMX NPUHLMNAX OPraHU3aLMM MECTHOTO CaMoynpaB/eHus
B Poccuiickon depepaumn” (CobpaHue 3akoHopatenbcTsa Poccuiickonr depepaumn, 2004, N 35, cT.
3607);

6) ctatbto 28 PenepanbHOro 3akoHa ot 18 aekabpa 2006 roga N 231-d3 "O BBeAeHUM B AelcTBUE
yacTn 4JetBepTon [paxKaaHcKoro Koaekca Poccuitckoir ®depepauumn” (CobpaHue 3aKoHOAATENbCTBA
Poccuitckont depepauymm, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero degepazibHOro 3akoHa

1. Hactoswmit ®epepanbHblii 3aKoH BCTynaeT B cuay ¢ 1 ceHTabps 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3apPerucTpMpoBaHHble 40 AHA BCTYMIEHMA B CUAY HACTOALLEro
depnepanbHOro 3aKoHa, NOANENKAT BKAOYEHUIO B rOCYAapCTBEHHbIE PeecTpbl IeKapCTBEHHbIX CPeacTs C
BHECEHMEM YKasaHHbIX B YyacTu 1 ctaTbu 33 Hactosuwero deaepanbHOro 3akoHa CBeAeHU 06 3TUX
NIeKapCTBEHHbIX cpeacTBax 6e3 NpPOoXoXAeHWs BHOBb NpoLeaypbl rocyAapcTBEHHOW perncrpaumm
NleKapCTBEHHbIX NPenapaTos.

3. locymapcTBeHHaA perucTpaumn NeKapcTBEHHbIX NPenapaTos, 3a UCKAOYEHUEM 1eKaPCTBEHHbIX
npenapaTtoB A8 MeANUMHCKOro NPUMeHeHUs, NpeacTaB/ieHHbIX Ha YKa3aHHYo pernctpauuio Ao AHA
BCTYNNEHUA B cMNy HacToAlero PeaepanbHOro 3aKoHa, OCYLLECTBASAETCA B COOTBETCTBUU C HACTOALLMM
depnepanbHbIM 3aKOHOM Ha OCHOBAHWWN AOKYMEHTOB M AaHHbIX, NpeACTaBAeHHbIX A0 AHA BCTYN/IEHUA B
cuny HactoAawero PeaepanbHOro 3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. locypapcTBeHHasA perucTpaLma NeKapCcTBEHHbIX NpenapaTos 419 MeAULMHCKOTo MPUMEHEeHUs,
NPeacTaBNeHHbIX Ha TOCYAApPCTBEHHYIO pPerucrpauuio A0 AHA BCTYMJIEHMA B CWJIY HACTOALWLErO
dPepepanbHOro 3akoHa, M TrOCYyAApCTBEHHAA PEerncTpauMsa NIeKapCTBEHHbIX NpenapatoB  AnA
MeOULMHCKOTO NPUMEHEHWUA, NPeACTaB/lEHHbIX Ha 3KCMepTU3y JeKapCTBEHHbIX CPeacTs A0 AHA
BCTYNNEHUA B CUAY HacToAwero PefepasbHOrO 3aKOHA B LEAX UX NOCNeAYHOLLEN rOCyAapCTBEHHOM
perncrtpauym, OCyLLecTBAAIOTCA Ha OCHOBAHMW OOKYMEHTOB W [AaHHbIX, NPeACTaBAeHHbIX A0 AHA
BCTYNNEHUA B cuay Hactosuwero PepepanbHOro 3akoHa, a TaKKe 3asABAEHMA O rOCyAapCTBEHHOW
perncTpauym NIeKapCcTBEHHOrO MpenapaTta, NPeACcTaBAEHHOro MNPOM3BOAMTENEM JIEKAPCTBEHHbIX
npenapaToB Wan YNOJHOMOYEHHbBIM UM ILLOM B COOTBETCTBMM C HacToAwMm PeaepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii opraH UCNOAHUTENbHOM BAacTh Ao 1 mapta 2011 roaa, 6e3 TpebosaHuA
ynAaThbl rocy4apCTBEHHOM NOLW/IMHBI, NPeAyCMOTPEHHOM 3aKoHOoAaTeNbCcTBOM Poccuiickon ®Pepepaunm o
Hanorax u cbopax.

(4acTb 3.1 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTBeprKaeHWe rocyAapCTBEHHOM PEerucTpauum  NIeKapCTBEHHbIX NpenapaTtoB  AaA
MeAMLMHCKOro NPMMEHEHWA, NPEeACTaBAEHHbIX ANA NOATBEPKAEHMA rOCYyAapCTBEHHOW perncTpaumm 4o
AHA BCTyNAeHWA B cuay HacToAwero deaepanbHOro 3akKoHa, U MNOATBEPKAEHWE TOCYAapCTBEHHOWN
perucTpauumn NeKapcTBEHHbIX MPEenapaTtoB AAa MEeAMUMHCKOTO MNPUMEHEeHMA, MNPeACTaB/eHHbIX Ha
3KCMNepTU3Yy NIeKapPCTBEHHbIX CPeacTB A0 AHA BCTYNAEHMA B CUAY HacToAwero desepanbHOro 3akoHa B
uensx nocneaylowero MNOATBEPXKAEHUA WX [OCYAapCTBEHHOM pPerMcTpauuu, OCYLLEeCTBAAIOTCA Ha
OCHOBaHWW [AOKYMEHTOB M [AaHHbIX, MNPEeACTaBAeHHbIX A0 AHA BCTYMJEHWA B CUAY HaCTOALLEro
depepanbHOro 3aKOHa, a TaKXKe 3aAB/EeHMA O MNOATBEPMAEHWM TOCYAAPCTBEHHON perMcTpaumm
NeKapCTBEHHOro npenapaTa, NpeacTaBNeHHOro NPOWM3BOAUTENEM IEKAPCTBEHHbIX MPenapatos MaAu
YMNOAHOMOYEHHbIM UM JINLLOM B COOTBETCTBUM C HacToALMM PeaepaibHbIM 3aKOHOM B YNOJHOMOYEHHbI
denepanbHbii opraH McnosHuTenbHoW Bnaactm Ao 1 mapta 2011 roga, 6e3 TpeboBaHMA ynnaTbl
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rocyAapCcTBEHHOM NOLW/INHbI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickolt eaepaumm o Hanorax
n cbopax.
(4actb 3.2 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME pelweHMa O BHECEeHMM MU3MEHEHUN B [OOKYMEHTbl, coAeprkaluecs B
PerucTpaumMoHHOM [0Cbe Ha 3apPerncTPUPOBAHHbIN NEeKApPCTBEHHbIN npenapaTt Aaa MeauUMHCKOro
NPUMEHEHUA U MPEACTaB/ieHHble A0 AHA BCTYN/JeHMAa B cuay Hactosawero degepasbHOro 3akoHa, U
NPUHATUE PELLEHMA O BHECEHUM U3MEHEHUN B AOKYMEHTbI, COAEepKalleecs B PerMcTpaumuoHHOM A0Cbe
Ha 3apPerncTpMpoBaHHbLIN  NEKAPCTBEHHbIA  npenapaT Aad  MeAUUMHCKOrO MPUMEHEHMA U
NnpeAcTaB/ieHHblE Ha 3KCNEPTU3Y JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYM/IEHUS B CUY HaCTOALLErO
dPepepasibHOro 3aKOHa, OCYLLLECTB/IAKOTCA HA OCHOBAHWM AOKYMEHTOB U AaHHbIX, NPeACcTaBAeHHbIX A0 AHSA
BCTYN/JeHUs B cuay HacTosAwero ®enepanbHOro 3aKOHa, a TakKe 3aABNEeHMA O BHECEHUM U3MEHEHU B
OOKYMEHTbI, CoAeprKaliMecs B PErucrpauMoHHOM [0Cbe Ha 3aperucTpuUpoBaHHbIM SIEKapPCTBEHHDI M
npenapat A4aa MeAULMHCKOro MNPUMEHEHUs, NpeaCcTaBNEHHOrO MNPOU3BOAUTENEM JNIEKAPCTBEHHbIX
npenapaToB UaN YNOJAHOMOYEHHbIM UM INLLOM B COOTBETCTBMMU C HacToAwmm PegepanbHbiM 3aKOHOM B
YNO/IHOMOYEHHbIN deaepasbHbI OpraH UCNoHUTebHOM BacTK Ao 1 mapta 2011 roaa, 6e3 TpeboBaHusA
ynaaTbl FOCY4apPCTBEHHOWM NOLWJIMHBI, NPeAyCMOTPEHHON 3aKoHoAaTeIbcTBOM Poccuiickoin deaepaumm o
Hasnorax n cbopax.

(4actb 3.3 B pea. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHuii Ha MNPOBEAEHUE KAMHWUYECKUX WCCNEA0BAHUA  NEKAPCTBEHHbIX
npenapatoB A8 MeAULMHCKOro NPUMEHEHMA No 33aABJEHUAM, NOAAHHbIM 40 AHA BCTYNAEHUA B CUAY
HacToAwero dPeaepasbHOroO 3aKOHa, a TaKXKe Mo 3aAB/IEHUAM, MOAAHHbBIM NOC/e AHA BCTYNAEHUA B CUNY
HacToAawero dPegepasbHOro 3aKOHa Ha OCHOBAHWUM SKCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYM/IEHUA B CUY
HacToAawero denepasbHOrO 3aKOHa, OCYLIECTBAAETCA B COOTBETCTBUM C Hactoawmm degepasbHbiM
3aKOHOM Ha OCHOBaHWW JOKYMEHTOB U AAHHbIX, MPEeACTaBAEHHbIX WM NOJMYYEHHbIX A0 AHA BCTYM/IEHUA
B cuny HactoAawero PesepasbHOroO 3aKOHa, a TakKKe Ha OCHOBAHWM KOMWUK NpeaBapuUTe/IbHOro A0roBopa
00653aTe/IbHOrO CTPAXOBAHMWA XXU3HU, 34,0P0BbA NALMEHTOB, Y4aCTBYHOLLMX B KIMHWUYECKOM UCCe[0BaHUM
NleKapCTBEHHOro npenapaTa gaa MeAULUMHCKOTO NPUMEHEHUA, UAW KOMUKW AoroBopa o0b6sa3aTenbHOro
CTPaxoBaHMA KWU3HW, 340pOBbA MALMEHTOB, Y4YacTBYHOLWMX B  KJAMHUYECKOM WCC/IeL0BaHUM
NleKapCTBEHHOro npenapaTa ANA MegULMHCKOrO NpMMeHeHUA, TMb0o NpeacTaBaAeHHOM Konun J0rosopa
006A3aTeNIbHOrO CTPAXoBaHUA, 3aKNHOYEHHOIO B COOTBETCTBUM C TUMOBLIMM NpPaBuaamu o0bA3aTeslbHOro
CTPAaxoBaHMWA, C YKasaHWEM npeaesibHOM YUCNEHHOCTM NAUMEHTOB, YYACTBYHOLWMX B KAMHUYECKOM
NCCNea0BaHUM NEKAPCTBEHHOIO NpenapaTta Aaa MeauLMHCKOro npumeHeHus, 6e3 TpeboBaHuA ynnaTbl
rocyapCTBEHHOM NOLWANHbI, NPeAYyCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuninickoit ®epepaumnm o Hanorax
n cbopax.

(4acTb 3.4 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B WHOCTPAHHOW BanloTe A0 AHA BCTYMNJEHWA B CUIY HACTOALLETO
dPepepanbHOro 3akoHa npefesibHble  OTMYCKHble  LUEeHbl  MHOCTPAHHbIX npou3soauTenei Ha
NleKapCTBEHHblE MpenapaTbl, BKAIOYEHHble B MNEepevYeHb MM3HEHHO HEOOXOAMMbBIX W  BAXKHEWLWMX
NeKapCTBEHHbIX NPENapaTos, NoasexaT nepecyety B pyb6am no Kypcy LleHTpanbHoro 6aHka Poccuiickol
depepaumnm Ha paty, yctaHoBAeHHyto MpaBuTenbcTBom Poccuiickoit depepaumm, 6e3 npeacraBieHus
3aAB/IeHMA O NepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLUX U3MEHEHWUIA B FOCYAAaPCTBEHHbIN peectp
npeaenbHbIX OTNYCKHbIX LLleH NPOM3BOAMTENEN Ha IEKAapPCTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NepeyeHb
YKU3HEHHO HEOBXOAMMbIX U BaXKHEMLUNX NEKAPCTBEHHbIX NPENapaToB.

(4acTb 3.5 BBeaeHa PeaepanbHbim 3aKkoHOM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble [0 [AHA BCTYMJIEHMA B CWUAy HacToAawero ®epepanbHOro 3akoHa
npepesbHble OTMYCKHblE LEHbl POCCUMCKMX MPOU3BOAMUTENEN Ha NeKapCTBEHHble MpenapaTbl,
BK/IIOYEHHbIE B MepeyeHb M3HEHHO HEeOobOXOAMMbLIX WM Ba)KHEWLWWX JEKapPCTBEHHbIX MNPEnapaTos,
nogaexar uHaekcaumm ¢ 1 Hosbpa 2010 roga ucxoga U3 NPOrHO3UMPYEMOrO YPOBHA WHOAALMM,
ycTaHoBneHHoro ®egepanbHbiM 3aKoHOM OT 2 Aekabpa 2009 roga N 308-d3 "O ¢penepanbHoM broakeTe
Ha 2010 roag v Ha nnaHoBbIM nepuoa 2011 n 2012 ropos" Ha 2011 roga,
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(4actb 3.6 BBeaeHa PegepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapTa 2011 roga He AONYyCKatloTCA NPOM3BOACTBO U BBO3 B Poccuinckyto Peaepaumto
NIeKApPCTBEHHbIX MPENapaToB B yNaKOBKaX C MAaPKMPOBKOM, KOTopasa bblaa HaHeceHa 40 AHA BCTyNaeHuA
B cuay HactosAwero deaepanbHOro 3akoHa. Mo UcTeyeHUn yKasaHHOro CPOKa AaHHble IEKapCTBEHHbIE
npenapaTbl MOTyT OTMYCKATbCA, Pea/IN30BbIBATLCA, MepesaBaTbCa U MPUMEHATLCA A0 UCTEYEHUA NX CPOKA
rogHOCTWU.

(B peq,. PepgepanbHbix 3aKOHOB 0T 29.11.2010 N 313-d3, o1 06.12.2011 N 409-$3)

4. Co gHAa BcTynneHnAa B cuny Hactoawero PeaepanbHoro 3akoHa m no 30 anpena 2011 roga
BK/IKOUYUTENBHO A,0MYCKAETCA NPOBEAEHME SKCNEePTU3bl IEKAPCTBEHHbIX CPEACTB IKCNEePTamMmM SKCNEPTHOTO
yypexageHna OO0 npoxoxaeHunAa umu atrectaumn B nopAagKke, YCTaHOB/JIEHHOM YNOJIHOMOYEHHbIM
desepanbHbIM OPraHOM UCMONHUTENIbHOMN BNACTM.

5. Co gHAa BCcTynneHusa B cuay Hactoswero ®egepanbHoro 3akoHa u no 31 aekabpa 2013 roga
BK/IKOUMTENBHO OCYLLECTBAAETCA Nepexos K MPOu3BOACTBY JIEKAPCTBEHHbIX CPeaCcTB B COOTBETCTBUM C
npasuaamm opraHM3aL My NPOU3BOACTBA M KOHTPOIA KaYecTBa NEKAPCTBEHHbIX CPeAcCTB, YKa3aHHbIMU B
yactm 1 cratbu 45 Hactoswero ®PepepanbHOro 3akoHa, B nosHom obbeme. CpoKuM nepexosa
NpPoOW3BOACTBA JIEKAPCTBEHHbIX CPEeACTB K MX MPOWU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM
TpeboBaHMAMM JAHHbIX NPABWUI, BKAKOYAA CPOKM aTTECTAL MM YNOJAHOMOYEHHbIX UL, YKA3aHHbIX B 4acTAX
6 1 7 ctatbn 45 HacToswero ®enepanbHOro 3akoHa, yctaHaBamBatoTcsa lNpasuTenbcTBom Poccuiickomn
depepauum.

6. /lMueH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeAcTB, BblAaHHble Ao 1 aHBapa 2014 roaa,
aencteytoT nocne 1 AHBapsa 2014 roga A0 MUCTEUYEHUA CPOKA UX OENCTBUS MPWU YCIOBUW COOTBETCTBUSA
NIMUEH3MaTa npasuaam OpraHM3aumMn NPOM3BOACTBA U KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX CPEACTB,
YKa3aHHbIM B YacTh 1 ctatbk 45 HacTosawero ®enepanbHOro 3akoHa.

7. ®opmupoBaHWe rocyfapCTBEHHOrO 3aJaHWA Ha MPOBeAEHMEe 3KCNepTU3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyAapCTBEHHOMY OHOAKETHOMY YYPEXKAEHUIO MO MNPOBELEHUIO SKCNEPTU3bI
NeKapCTBEHHbIX cpeacTB U duHaHcoBoe obecneyeHne BbINOJHEHMA 3TOMO 3aZaHWA OCYLLECTBAAOTCA B
nopsake, ycraHosneHHom PegepanbHbim 3akoHOM OT 12 sHBapa 1996 roga N 7-93 "O HeKommepyecKmx
opraHusaumax".

(4acTb 7 BBEgeHa PegepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon degepauymm
O.MEOBEOEB
MockBa, Kpemnb

12 anpena 2010 roaa

N 61-d3



https://login.consultant.ru/link/?req=doc&base=LAW&n=470027&dst=100071
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&dst=100212
https://login.consultant.ru/link/?req=doc&base=LAW&n=454112&dst=100850
https://login.consultant.ru/link/?req=doc&base=LAW&n=483036&dst=231
https://login.consultant.ru/link/?req=doc&base=LAW&n=470150&dst=100214

	Глава 1. ОБЩИЕ ПОЛОЖЕНИЯ
	Статья 1. Предмет регулирования настоящего Федерального закона
	Статья 2. Сфера применения настоящего Федерального закона
	Статья 3. Законодательство об обращении лекарственных средств
	Статья 4. Основные понятия, используемые в настоящем Федеральном законе

	Глава 2. ПОЛНОМОЧИЯ ФЕДЕРАЛЬНЫХ ОРГАНОВ ИСПОЛНИТЕЛЬНОЙ
	Статья 5. Полномочия федеральных органов исполнительной власти при обращении лекарственных средств
	Статья 5.1. Передача осуществления полномочий федеральных органов исполнительной власти при обращении лекарственных средств исполнительным органам субъектов Российской Федерации
	Статья 6. Полномочия исполнительных органов субъекта Российской Федерации при обращении лекарственных средств

	Глава 3. ГОСУДАРСТВЕННАЯ ФАРМАКОПЕЯ
	Статья 7. Разработка и издание государственной фармакопеи, размещение данных о ней

	Глава 4. ЛИЦЕНЗИРОВАНИЕ ПРОИЗВОДСТВА ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 8. Лицензирование производства лекарственных средств и фармацевтической деятельности
	Статья 8.1. Особенности лицензирования производства лекарственных средств (фармацевтической субстанции спирта этилового (этанола)
	Статья 8.2. Особенности лицензирования фармацевтической деятельности в части осуществления оптовой торговли лекарственными средствами
	Статья 9. Государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 9.1. Программа проверок
	Статья 9.2. Государственный контроль (надзор) за реализацией исполнительными органами субъектов Российской Федерации полномочий в сфере обращения лекарственных средств для медицинского применения
	Статья 9.3. Региональный государственный контроль (надзор) за применением цен на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 9.4. Федеральный государственный лицензионный контроль деятельности по производству лекарственных средств

	Глава 5. РАЗРАБОТКА, ДОКЛИНИЧЕСКИЕ ИССЛЕДОВАНИЯ
	Статья 10. Разработка лекарственных средств
	Статья 11. Доклиническое исследование лекарственного средства для медицинского применения
	Статья 12. Доклиническое исследование лекарственного средства и клиническое исследование лекарственного препарата для ветеринарного применения

	Глава 6. ОСУЩЕСТВЛЕНИЕ ГОСУДАРСТВЕННОЙ РЕГИСТРАЦИИ,
	Статья 13. Государственная регистрация, регистрация лекарственных препаратов
	Статья 14. Принципы экспертизы лекарственных средств
	Статья 15. Федеральное государственное бюджетное учреждение по проведению экспертизы лекарственных средств
	Статья 16. Организация проведения экспертизы лекарственных средств
	Статья 17. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для ветеринарного применения
	Статья 18. Утратила силу с 1 сентября 2024 года. - Федеральный закон от 30.01.2024 N 1-ФЗ.
	Статья 19. Принятие решения о выдаче экспертному учреждению задания на проведение экспертизы лекарственного средства
	Статья 20. Экспертиза документов, представленных для определения возможности рассматривать лекарственный препарат для медицинского применения в качестве орфанного лекарственного препарата
	Статья 21. Утратила силу с 1 сентября 2024 года. - Федеральный закон от 30.01.2024 N 1-ФЗ.
	Статья 22. Утратила силу с 1 июля 2015 года. - Федеральный закон от 22.12.2014 N 429-ФЗ.
	Статья 23. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для медицинского применения
	Статья 24. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для ветеринарного применения
	Статья 25. Повторное проведение экспертизы лекарственных средств
	Статья 26. Ускоренная процедура экспертизы лекарственных средств
	Статья 27. Решение о государственной регистрации лекарственного препарата
	Статья 27.1. Взаимозаменяемость лекарственных препаратов для медицинского применения
	Статья 28. Регистрационное удостоверение лекарственного препарата
	Статья 29. Подтверждение государственной регистрации лекарственного препарата
	Статья 30. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для медицинского применения
	Статья 31. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для ветеринарного применения
	Статья 32. Отмена государственной регистрации лекарственного препарата
	Статья 33. Государственный реестр лекарственных средств
	Статья 34. Включение в государственный реестр лекарственных средств и исключение из государственного реестра лекарственных средств фармацевтической субстанции, произведенной для реализации
	Статья 35. Утратила силу с 1 июля 2015 года. - Федеральный закон от 22.12.2014 N 429-ФЗ.
	Статья 36. Обжалование решения об отказе в выдаче разрешения на проведение клинического исследования лекарственного препарата, решения об отказе в государственной регистрации лекарственного препарата, заключения комиссии экспертов экспертного учрежден...
	Статья 37. Информация, связанная с осуществлением государственной регистрации или регистрации лекарственных препаратов, информация о зарегистрированных лекарственных препаратах и лекарственных препаратах, исключенных из государственного реестра лекарс...

	Глава 7. КЛИНИЧЕСКИЕ ИССЛЕДОВАНИЯ ЛЕКАРСТВЕННЫХ
	Статья 38. Клинические исследования лекарственных препаратов для медицинского применения
	Статья 39. Решение о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 39.1. Этическая экспертиза
	Статья 40. Проведение клинического исследования лекарственного препарата для медицинского применения
	Статья 41. Договор о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 42. Финансовое обеспечение клинического исследования лекарственного препарата для медицинского применения
	Статья 43. Права пациентов, участвующих в клиническом исследовании лекарственного препарата для медицинского применения
	Статья 44. Обязательное страхование жизни, здоровья пациента, участвующего в клиническом исследовании лекарственного препарата для медицинского применения

	Глава 8. ПРОИЗВОДСТВО И МАРКИРОВКА ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 45. Производство лекарственных средств
	Статья 46. Маркировка лекарственных средств

	Глава 9. ВВОЗ ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 47. Порядок ввоза лекарственных средств в Российскую Федерацию и вывоза лекарственных средств из Российской Федерации
	Статья 48. Юридические лица, которым разрешен ввоз лекарственных средств в Российскую Федерацию
	Статья 49. Документы, представляемые в таможенные органы Российской Федерации при ввозе лекарственных средств в Российскую Федерацию
	Статья 50. Ввоз лекарственных препаратов в Российскую Федерацию для личного использования и иных некоммерческих целей, а также для использования на территории международного медицинского кластера
	Статья 51. Сотрудничество федерального органа исполнительной власти, осуществляющего функции по контролю и надзору в области таможенного дела, и других уполномоченных федеральных органов исполнительной власти

	Глава 10. ФАРМАЦЕВТИЧЕСКАЯ ДЕЯТЕЛЬНОСТЬ
	Статья 52. Осуществление фармацевтической деятельности
	Статья 52.1. Ввод в гражданский оборот лекарственных средств для медицинского применения
	Статья 52.2. Ввод в гражданский оборот лекарственных препаратов для ветеринарного применения
	Статья 53. Продажа, передача лекарственных средств организациями оптовой торговли лекарственными средствами
	Статья 54. Правила оптовой торговли лекарственными средствами
	Статья 55. Порядок розничной торговли лекарственными препаратами
	Статья 55.1. Порядок осуществления розничной торговли лекарственными препаратами для медицинского применения, отпускаемыми по рецепту на лекарственный препарат, дистанционным способом
	Статья 56. Изготовление и отпуск лекарственных препаратов
	Статья 57. Запрещение продажи фальсифицированных лекарственных средств, недоброкачественных лекарственных средств, контрафактных лекарственных средств
	Статья 58. Хранение лекарственных средств
	Статья 58.1. Предметно-количественный учет лекарственных средств для медицинского применения

	Глава 11. УНИЧТОЖЕНИЕ ЛЕКАРСТВЕННЫХ СРЕДСТВ
	Статья 59. Основания и порядок уничтожения лекарственных средств

	Глава 12. ГОСУДАРСТВЕННОЕ РЕГУЛИРОВАНИЕ ЦЕН
	Статья 60. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 61. Государственная регистрация и перерегистрация предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 62. Государственный реестр предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 63. Установление исполнительными органами субъектов Российской Федерации предельных размеров оптовых надбавок и предельных размеров розничных надбавок к фактическим отпускным ценам, установленным производителями лекарственных препаратов, на лек...

	Глава 13. МОНИТОРИНГ ЭФФЕКТИВНОСТИ И БЕЗОПАСНОСТИ
	Статья 64. Фармаконадзор
	Статья 65. Приостановление применения лекарственного препарата
	Статья 66. Информация о результатах фармаконадзора

	Глава 14. ИНФОРМАЦИЯ О ЛЕКАРСТВЕННЫХ ПРЕПАРАТАХ. СИСТЕМА
	Статья 67. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения

	Глава 14.1. ОГРАНИЧЕНИЯ, НАЛАГАЕМЫЕ
	Статья 67.1. Ограничения, налагаемые при осуществлении деятельности в сфере обращения лекарственных средств
	Статья 67.2. Требования к организации и проведению научных мероприятий, иных мероприятий, направленных на повышение профессионального уровня медицинских работников или на предоставление информации, связанной с осуществлением мониторинга безопасности л...

	Глава 15. ОТВЕТСТВЕННОСТЬ ЗА НАРУШЕНИЕ ЗАКОНОДАТЕЛЬСТВА
	Статья 68. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств
	Статья 69. Возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов

	Глава 16. ЗАКЛЮЧИТЕЛЬНЫЕ ПОЛОЖЕНИЯ
	Статья 70. О признании утратившими силу отдельных законодательных актов (положений законодательных актов) Российской Федерации
	Статья 71. Вступление в силу настоящего Федерального закона


