[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

12 anpena 2010 ropa N 61-03

POCCUIACKAA ®EAEPALINA
®EAEPA/IbHBIA 3AKOH
Ob OBPALLIEEHUN NEKAPCTBEHHbIX CPEACTB

MpuHAT
locypapcteeHHOM dymon
24 mapTta 2010 roga

OpobpeH
Cosetom depepauum
31 mapTta 2010 roga

CnnCOK U3MEHAILWMX OKYMEHTOB
(B peq,. PenepanbHbix 3aKoHOB 0T 27.07.2010 N 192-03,

01 11.10.2010 N 271-®3, 01 29.11.2010 N 313-®3, 071 06.12.2011 N 409-03,
0T 25.06.2012 N 93-®3, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
01 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, 07 22.10.2014 N 313-93,

07 22.12.2014 N 429-d3 (pepg. 13.07.2015), o1 08.03.2015 N 34-03,
oT 29.06.2015 N 160-93, o1 13.07.2015 N 233-®3, o1 13.07.2015 N 241-03,
o1 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, 07 29.12.2015 N 389-03,
01 02.06.2016 N 163-$3, o1 03.07.2016 N 261-®3, o1 03.07.2016 N 305-D3,
01 03.07.2016 N 350-93, o1 29.07.2017 N 242-$3, o1 29.07.2017 N 278-®3,

01 28.12.2017 N 425-93 (pep. 27.12.2019), o1 04.06.2018 N 140-3,
0T 28.11.2018 N 449-$3, o1 27.12.2018 N 511-®3, 0T 06.06.2019 N 134-03,
0T 26.07.2019 N 240-93, o1 02.08.2019 N 297-®3, 07 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-$3, 07 27.12.2019 N 481-93,

0T 26.03.2020 N 67-®3, 01 01.04.2020 N 98-®3, o7 03.04.2020 N 105-93,
o1 13.07.2020 N 206-®3, o1 08.12.2020 N 429-$3, 07 22.12.2020 N 444-03,
o7 11.06.2021 N 170-93)

Fnasa 1. OBLUME NONOKEHUA
CraTtba 1. MpegmeT peryanpoBaHua Hactoawero PeaepanbHOro 3aKoHa

1. Hacroawmin ®depepanbHblii 3aKOH PEryanpyeT OTHOLIEHMA, BO3HMKalOWME B CBA3M C
obpalleHnem - pa3paboTKON, JOKAMHUYECKUMM UCCNEA0BAHUAMM, KAUHUYECKUMU UCCNeA0BaHUAMM,
3KCNEepPTM30M, roCyAapPCTBEHHON perncTpaumen, co craHAapTM3aumMein M C KOHTPOJEM KayecTsa,
NPOM3BOACTBOM, W3roTOBJEHMEM, XpPaHeHWeM, NepeBO3KOW, BBO30OM B Poccuitckylo ®depepaumio,
BbIBO30M M3 Poccuiickoi deaepaumn, peknamoi, OTNYCKOM, peanusaumen, nepeaaden, NPUMeHeHnem,
YHUUTOMKEHMEM SIEKaPCTBEHHbIX CPeACTB.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. HacTtoAwwmii ®esepanbHblil 3aKOH YCTaHaB/MBAET NPUOPUTET rOCYyAapCTBEHHOIO pPeryanpoBaHus
6€e30MacHOCTH, KauecTBa 1 3GHEKTUBHOCTU NEKaPCTBEHHbIX CPeACTB NPU UX 0bpaLleHnn.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)
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Cratba 2. Chepa npumeHeHUA HacTosALero PeaepanbHOro 3akoHa

Hactoawmin ®depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOLWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopum Poccuinickon Gegepaumu.

CratbA 3. 3aKoHoAaTeNbCcTBO 06 06palLeHUN IeKapCTBEHHDIX CPeACTB

1. 3akoHogaTenbctBO 06 06paLLEHMM IEKAPCTBEHHbIX CPeAcTB COCTOUT W3 HaCTOALLEro
depnepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuitckoit epgepaumn.

1.1. 3aKoHOAaTENbCTBO 06 06paLLEHNM NEKAPCTBEHHbIX CPEACTB B OTHOLIEHUU HOPUANYECKUX NINLY
M WUHAMBMAYANbHbLIX MNPeAnpPUHUMATENEN, OCYLLECTBAAIOWMX AEeATEeNbHOCTb Ha  Tepputopun
MeXAYHAPOAHOIO0 MeAMLUMHCKOro Knactepa, NpUMEHAEeTcA € y4eToM OCOBeHHOCTeN, YCTaHOB/IEHHbIX
depepanbHbiM 3aKOHOM "O MeXAyHapOAHOM MeAMLMHCKOM KNnactepe M BHECEHUM M3MEHEHWN B
oTAeNbHble 3aKOHOAATEe IbHblE aKTbl Poccuiickon ®eaepaunn’.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. leitctBune HacToAwero ®eaepaibHOro 3aKOHa PacnpocTpaHaeTca Ha obpalleHne HapKOTUYECKUX
NIEKapCTBEHHbIX CPEACTB M MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACcTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHOAaTenbCcTBoM Poccuiickoit  degdepauunm 0 HApPKOTMUECKUX  CPeacTsax,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. [Oeictene Hactoswero @deaepanbHOro 3aKoHa pacnpocTpaHsetca Ha obpalleHune
pagnodapmaLeBTUUYECKMX NEKAapPCTBEHHbIX CPeACTB C  y4yeToOM OCOB6eHHOCTeN, YCTaHOBAEHHbIX
3aKkoHogaTenbcTBom Poccuiickoin deaepaumnmn B o61actn obecneyeHna paamaumoHHon 6e3onacHoOCTy.

4, Ecnv mexxayHapoaHbiM goroBopom Poccuiickon deaepalmm ycTaHOBAEHbI MHble NMPaBUa, Yem
Te, KoOTopble nNpeaycMOTpeHbl HactoAwmum dPeaepanbHbiM  3aKOHOM, MNPUMEHAIOTCA NpaBMAa
MeXKAyHapoaHoro Aorosopa.

4.1. PelleHUs MEXKIOCY[apCTBEHHbIX OPraHoB, MPWHATbIE HAa OCHOBAHMM  MOJIOXKEHMUM
MeXKAYHApOaHbIX p[oroBopoB Poccuiickon DPegepaumm B MX WUCTONKOBAHWKM, MPOTMBOPEYALLEM
KoHcTutyummn Poccuiickon ®epepauunmn, He nognexkaT ucnonHeHuto B Poccuinckoit ®epepauymmn. Takoe
NPOTMBOpPEUYME MOKET BbITb YCTaHOB/IEHO B NOPAAKE, onpeaeneHHOM dpeaepanbHbiM KOHCTUTYLMOHHbBIM
3aKOHOM.

(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 08.12.2020 N 429-03)

5. B Poccuickon degepaunm B COOTBETCTBUM C MEXKAYHAPOAHbIMU A0roBopamm Poccuiickom
depepaunn M (MNM) Ha OCHOBE MPUHUMNG B3aMMHOCTU MPU3HAKOTCA pPe3ynbTaTbl KAUHUYECKMX
NUCCNeloOBaHUI /IeKapCTBEHHbIX MNpenapaToB ANA MeAMLMHCKOro MNPUMEHEHMA, MPOBEAEHHbIX 3a
npeaenamun Tepputopmn Poccuiickon deaepaumiu.

Cratba 4. OCHOBHbIE NOHATHUA, ucnoJibdyembie B Hacrtodawem tbe,qepanbl-lom 3aKOHe

Ona Ll,eneﬁ HacToALwero Cbep,epaanoro 3aKOHa UCNoJ1b3yroTCA cheayrowmne OCHOBHbIE NMOHATUA!

1) NEeKapCTBEHHbIE CpeactBa - BewectBa WM UX KOM6I/IH3LI,VII/I, BCTynawwmne B KOHTAKT C
OpPraHNM3IMom 4esnoBeKa Uan XMMBOTHOIO, NMPOHUKaKOWKME B OpPraHbl, TKAHN OpPraHM3ama 4YenoBeKa WUan
XMUBOTHOIO, npumeHAemble ONA l'IpOd)MJ'IaKTI/IKI/I, ANArHOCTnKu (33 UCKNKYEHNnem Bewecte Uan ux
KON\6I/IH3LI,I/II7I, HE KOHTAKTUPYHOWKUX C OPraHU3IMOM 4enoBEKaA UIN )'KMBOTHOI'O), nevyeHumaA 3a60}'IEBaHWr'I,
pea6Ml’IMTaLI,MM, AnAa CoOXpaHeHuUA, npeaoTepalleHna nam npepbiBaHUA 6ep6MEHHOCTM N NONy4YeHHblE U3
KpOBH, nN1a3mbl KPOBU, N3 OPraHOB, TKaHemn OpraHM3ma 4yenoseka nan XMBOTHOTO, paCTeHMVI, MWUHeEpanos
MmeTogamMmn CUHTE3a UIN C NPUMEHEHUNEM buonormyeckux TexHonormn. K NNeKapCTBEHHbIM CpeaCcTBam
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oTHocATCA hapmaLeBTUYecKMe CybCTaHUMM U NeKapCTBEHHbIe npenapaTbl;

2) dapmaueBTMYecKaa cybcTaHUMA - NEeKapcTBEHHOEe CPeACTBO B BUAE OAHOMO WM HECKOJIbKUX
obnapatowmx GapmMaKoIOrM4eCcKon aKTUBHOCTbIO AENCTBYIOLLMX BELLECTB BHE 3aBUCMMOCTM OT NPUPOLbI
NPOUCXOXKAEHMA, KOTOpoe MNpefHa3sHAYeHO AaA NPOU3BOACTBA, W3rOTOBAEHMA 1EKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx aPpPeKTMBHOCTb;

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

3) BcnomoraTesibHble BellecTBa - BellecTBa HEOPraHMYecKoro MM OpraHMYecKkoro
NPOUCXOXAEHNA, UCNONb3yeMble B Npolecce NPOU3BOACTBA, M3rOTOB/IEHUA IeKapCTBEHHbIX NpenapaTos
ONA NPUAAHUA UM HEOBXOANMbIX GU3UKO-XMMMUYECKUX CBOWCTB;

4) nekapcTBeHHble MpenapaTbl - JIEKAPCTBEHHblE CPeACcTBA B BWUAE /N1IEKAPCTBEHHbIX GoOpMm,
npumeHsiemble Ana NPodUAAKTUKKA, AMArHOCTUKKM, fedeHusa 3aboneBaHua, peabuavtaumn, aAns
COXpaHeHua, NPeAoTBPaLLEHUA UM NpepbiBaHMA BepemeHHOCTY;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapCTBEHHOrO Mnpenaparta, COOTBETCTBYloWEee crnocobam
ero BBeAeHUNA U NPUMEHEHUA U obecneunsatolLee 4OCTUKEHNE HeobxoanMoro ieyebHoro apdekTa;

5.1) po3MpoOBKa - coAeprKaHne OAHOTO UM HECKOJIbKUX AENCTBYIOLMX BELLECTB B KOJIMYECTBEHHOM
BbIPaEHUM Ha eAMHUUY [03bl, UAM eauHULy obbema, UAM eaMHWUULY MAcCbl B COOTBETCTBMM C
neKkapcTeeHHoW ¢opmoi MO0  ANA  HEKOTOPbIX BWAOB  /JIEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOXKAAEMOTO M3 IeKapCTBEHHOM GOPMbI AEMCTBYHIOLLLETO BELLECTBA 32 €4MHULY BPEMEHM;

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

6) nepeyeHb IKM3HEHHO HEOOXOAMMBIX U BaXKHEWLWWX JNIEKAPCTBEHHbIX MPEnapaToB -
yTBepKaaemblit MpaBuTensctBom Poccuiickolt ®eaepaunn nepedyeHb NEKAPCTBEHHbIX NpenapaToB AN
MeANUMNHCKOTO NpUMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTU 34PaBOOXPaHEHUS B LeNsX
NPOGUNAKTUKN U NeveHus 3aboneBaHni, B TOM Ymcae npeobiagatowmnx B CTPyKType 3a60neBaemocTu B
Poccuitckoin Pepepaumnu;

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

6.1) opdaHHble NEKapCTBEHHble NpPenapaTbl - JIeKapCTBEHHblE MpenapaTtbl, NpegHasHavyeHHble
WCKNIOYUTENIbHO AN AMArHOCTUKM WM MaTOreHETUYECKOro JedyeHusa (nedyeHusa, HanpaB/ieHHOro Ha
MexaHM3M pa3BuTuA 3abonesaHuna) peaknx (opdpaHHbIX) 3aboneBaHNii;

(n. 6.1 BBegeH deasepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.2) 6MonorMyecknme neKkapcTBeHHble MpenapaTbl - NeKApCTBEHHble MpenapaTtbl, AelcTeyloliee
BELLECTBO KOTOPbIX NPOU3BEAEHO WAU BblAENEHO U3 BMOIOrMYECKOro UCTOYHUKA M ANa onpeaeneHuns
CBOWCTB M1 KayecTBa KOTOPbIX HeobXxoAMMa KOMBUHaUUSA BUONOTNYECKMX U PUINKO-XUMUYECKUX METOA0B.
K 6M0M0rMyeckum fieKapcTBEHHbIM NpenapaTtam OTHOCATCA MMMYHOBMONOrMYecKne NIeKapCcTBEHHbIE
npenaparbl, N1eKAPCTBEHHbIE NPenapaTbl, NOJYy4YEHHbIE U3 KPOBWU, NAA3Mbl KPOBU YE10BEKA U *KUBOTHbIX
(3@ uWCKNOYeHMEeM  UenbHOM  KpoBM),  BUOTEXHOJ/IOTMYECKMEe  fieKapcTBeHHble  Mpenaparsl,
reHoTepaneBTUYECKME NEKAPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

7) VMMMyHOBWMONOTMYECKME JIeKapCTBEHHblE MpenapaTtbl - JIEKAPCTBEHHblE Mpenaparthl,
npegHasHayeHHble gna GOPMUPOBAHMA AaKTUBHOTO MM MACCMBHOTO MMMYHUTETA MO0 AMArHOCTUKM
HaAMuMa  UMMyHWTETa  WAM  AMArHOCTMKM  chneunduyeckoro  nNpUoBbpeTeHHOro  M3MeHeHMUs
MMMYHONOIMYECKOrO OTBEeTa Ha  anneprusvpylowime Bewectsa. K MMMyHOBMONOTMYECKUM
NeKapcTBeHHbIM  Npenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCWUHbI,  CbIBOPOTKM,
MMMYHOTFN06YNUHbI U aNnepreHsi;

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

7.1) 6MOTexHo/NOrMYeckne JfieKapcTBEHHble npenapatbl - JIeKapcTBeHHble npenaparthl,
NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCMO/b30BaHNEM BMOTEXHONOTMYECKUX MPOLLECCOB M METOA0B
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(8 Tom uncne AHK-peKOMBUHaAHTHON TEXHOMOTMU, TEXHONOTMU KOHTPOAMPYEMOM 3KCMNPECcCUMM TeHOB,
KOAMPYIOLWMNX BUOMOrMUYECKM aKTMBHble BEeNKM B MPOKapuMoTax M 3yKapuoTax, BKAOYAs M3MEHEHHbIe
KNETKU MAEKONUTaOLWUX), rMbpUAOMHOIoO MeToia U MeTo4a MOHOK/IOHA/IbHbIX aHTUTEN;

(n. 7.1 BBeaeH desepanbHbIiM 3aKoOHOM OT 22.12.2014 N 429-d3)

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHble npenapaTtbl - /IEKAapCTBEHHble Mpenapartsl,
dapmaueBTMUHecKas CybCcTaHUMA KOTOPbIX SABAAETCA PEKOMOMHAHTHOW HYK/IEMHOBOM KUC/AOTOW WAU
BK/OYaeT B ceba pPeKOMOWHAHTHYIO HYKNEMHOBYIO KUCIOTY, MO3BOAAIOWYIO OCYLLECTBAATb
perynnpoBaHue, penapaumio, 3ameHy, 4obaBneHne Unm yaaneHne reHeTM4eckom nocnenoBaTeIbHOCTY;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKoTUYECKME NIeKApPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE NpenapaTbl U GpapmaLeBTUYeckue
cybcTaHuMK, cogepkawme HapPKOTUYECKME CPeAcTBa WM BKJOYEHHble B [epeyeHb HapPKOTUYECKMX
CPeACTB, NCUXOTPONHBIX BELLECTB M UX MPEKYPCOPOB, MOANEKALLMX KOHTPOO B Poccuitickol deaepaumu,
B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuiickon degepaumu, MexOyHapoAHbIMM A0OroBopamu
Poccuiickolt degepaumm, B TOM ymcie EQUHOM KOHBEHLMEN O HAapKOTUYECKUX cpeacTBax 1961 roaa;

9) NcUXOTpOMHbIEe NIeKAaPCTBEHHbIE CPeACTBa - JIeKapCTBEHHbIE MpenapaTbl U dapmaLleBTUYecKne
cybCcTaHUMK, copepKalime MNCUXOTPOMHbIE BELLECTBA M BK/OYEHHble B [lepeyeHb HapKOTUYECKUX
CPeacTB, NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, MOAEKALLMX KOHTPOAO B Poccuinckoit deaepauum,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon degepaupmun, mexayHapoLHbIMM [0roBOpamu
Poccuiickoit Pepepaumu, B Tom Yncine KoHBeHLMEN O NCUXOTPONHbIX BelecTBax 1971 roaa;

10) paavodapmaLeBTUYECKME IEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHblE CPEACTBa, KOTOpble
COAEpKaT B roTOBOM A/19 UCMONb30BaHUA GOpMe OAMH PAANOHYKAUA UM HECKOJ/IbKO PagUOHYKINAOB
(pagMoaKTUBHbIX N30TONOB);

10.1) oOpUrMHANbHbLIN NIeKAapPCTBEHHbIA MpenapaT - J1IeKAapCTBEHHbIM Mpenapat € HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbLIA NepBbIM 3aperncTpupoBaH B Poccuitckolt ®epepaumm uaun B
MHOCTPaHHbIX rOCYAapCcTBax Ha OCHOBaHMM PE3y/bTaTOB AOKANMHUYECKUX UCCNeA0BaHUI NeKapCTBEHHbIX
CPEACTB U KIMHUYECKMX UCCNea0BaHUA NEKAapPCTBEHHbIX NPenapaTos, NoATBEPKAAOWMNX ero KayecTso,
adpPeKTMBHOCTb M H€30NacHOCTb;

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

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIM NpenapaT, KOTopbIi UCNoIb3yeTcs
09 OLLEHKM BUO3KBMBANEHTHOCTU UM TePaNEeBTUYECKOM SKBMBANIEHTHOCTU, KauecTBa, 3pPpeKTUBHOCTM U
6e30MacHOCTM BOCNPOM3BEAEHHOTO IEKAPCTBEHHOrO NpenapaTa uan 6uoaHanorosoro (buonoao6bHoro)
NeKkapcTBeHHOro npenapaTa (buoaHanora). B KauecTBe pedepeHTHOro NekapcTBEHHOro npenapaTa Ans
MEAMLMHCKOrO MNPUMEHEHUA WCNO/b3yeTCA OPUIMHAMNbHBLIN NleKapcTBeHHbIM npenapaT Anbo, ecau
OPUrMHANbHbIA NEKAPCTBEHHbIM MpenapaT He 3aperncTpyMpoBaH WMAM He Haxoautca B obopoTe B
Poccuiickolt ®egepaunm n He HaxoaUTca B 060poTe B MHOCTPaHHbIX rOCyAapcTBax, BOCNPOU3BeAeHHbII
JIeKapCTBeHHbIM NpenapaT unm 6noaHanorosbil (6UonoaobHbIN) NeKkapcTBEHHbIM NpenapaT (buoaHanor),
KOTOPbIN NEPBbIM 3aperMcTpupoBaH M3 uYucia Haxoaawmxca B obopoTe B Poccuiickoit ®eaepaumn,
OWNO3KBMBANEHTHOCTb WAM  TepaneBTMYECKana 3KBMBANIEHTHOCTb, KayecTBo, 3PPEeKTUBHOCTb W
6e30MacHOCTb KOTOPOro OLLEHNBAANCH NO OTHOLLEHUIO K OPUTMHAbHOMY 1IeKapCTBEHHOMY Npenaparty, a
TaKXe KauyectBo, 3G¢PEeKTMBHOCTb M 6He30MacHOCTb KOTOPOro MNOATBEPKAAIOTCA pe3y/ibTaTamu
dbapmaKoHaZ30pa M MPOBEPOK COOTBETCTBUA NEKAPCTBEHHbLIX CPEACTB, HAXOAALMXCA B rpaxKAaHCKOM
060poTe, YyCTaHOB/EHHbIM TpeboBaHUAM K MX KayecTBy. B KauecTBe pedepeHTHOro JieKapCTBEHHOMO
npenapata A/A BETEPUHAPHOTO MPUMEHEHUS WCMOJIb3YeTCA JIeKAPCTBEHHbIM npenapat  Ans
BETEPUHAPHOrO NPUMEHEHWUA, 3apPerncTpuMpoBaHHbIi B Poccuiickoi depepauum Ha OCHOBaHWM
pe3y/NbTaToB AOKANHUYECKUX UCCNeL0BAHUI NIEKAPCTBEHHBIX CPEACTB M KAMHUYECKMX UCCefoBaHUN
NleKapCTBEHHbIX NPenapaTos, NOATBEPKAAIOLMX ero KauecTBo, 3PpPeKTUBHOCTb U 6E30MacHOCTb;
(n. 11 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) Bocnpour3BeaeHHbIV 1eKapCTBEHHbIV NPenapaT - 1eKapCTBEHHbIM NpenapaT 419 MeANLUHCKOro
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NPUMEHEHMA, KOTOPbIA WMMEEeT 3KBUBANEHTHbIM pedepeHTHOMY NeKapcTBEHHOMY npenaparty
KauyeCTBEHHbI COCTaB W KOJIMYECTBEHHbIM COCTaB [AEWCTBYIOLIMX BEWECTB B 3KBMBAJIEHTHOM
NleKapcTBeHHON dopme, MO0 NeKapCTBEHHLIN NpenapaT 414 BETEPUHAPHOrO NPUMEHEHMUA, KOTOPbIN
MMeeT TaKMe e, 4To W pedepeHTHbI JIeKapCTBEHHbLIM MpPenapaT, KA4YecTBEHHbIA COCTaB M
KOJINYECTBEHHbIA  COCTaB [AEWNCTBYIOWMX BEWEeCcTB B TaKOM e  /ieKapcTBeHHoW  ¢dopme,
6MO03KBMBANIEHTHOCTD  WMAM  TepaneBTUYECKAs  IKBMBANIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy NoATBEP)KAEHA COOTBETCTBYHOLMMMN UCCNEL0BAHNAMY;

(n. 12 B pepq,. PegepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKAn 3KBMBAJIEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUKEHUE KIUHUYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3¢pdpeKTa M noKasatenei 3pPeKTMBHOCTM M 6e3onacHoCcTM npu
NPMMEHEHUM JIEKAPCTBEHHbIX MPEenapaTtoB ANA MeAMUMHCKOro MPUMEHEHUS, WMMEIWUX OZHO
MeXKAyHapoAHOoe HenaTeHTOBaHHOE (MM XMMMUYECKOoe, WMAW TPYynnUpPoOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX [O3MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NPUMEHEHUIO M NPU OAMHAKOBOM
cnocobe BBEAEHUA Y OAHOW M TOW e rpynnbl 60NbHbIX;

(n. 12.1 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanoroBbii (6Monoao6bHbIA) NeKapcTBEHHbIM NpenapaT (brMoaHanor) - 6MoNorMYeckunit
JIEKAPCTBEHHbIN MNpenapaT, CXOXWIK Mo napameTpam KadectBa, 3¢deKkTMBHOCTM M He3onacHOCTU C
pedepeHTHbIM BMONOTMYECKMM NEeKapPCTBEHHbIM MPEenapaToM B TAaKOW e /IeKapCcTBeHHOU dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

(n. 12.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMmoO3amMeHsIeMbI IeKapCTBEHHbIV Mpenapar - IeKapCTBEHHbIM NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OWOSKBUBANEHTHOCTbIO B OTHOLWEHUM pedepeHTHOro
JIEKapCTBEHHOrO npenaparta, MMelLNI 3KBUBAIEHTHbIE EMY KaYeCTBEHHbIM COCTaB M KONMYECTBEHHbIN
COCTaB AEeNCTBYHOLIMX BELLECTB, COCTaB BCMOMOraTe/IbHbIX BELLECTB, IeKapCcTBEHHYO dopmy U cnocob
BBEAEHUS;

(n. 12.3 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNPENapaTtoB - [AOCTUMKEHME COMOCTAaBUMbIX
MoKasaTtesieil CKOPOCTM BCACbIBaHWA, CTENEHWN MOCTYMNJ/IEHUA K MeCTy AeNCTBUA U CKOPOCTU BbiBEAEHUS
OLHOrM0 WA HECKONbKUX 06nasatowmnx ¢bapmMaKkonorMyeckom akTMBHOCTbIO AEMCTBYIOLWMX BELLECTB NPU
NPUMEHEHUN NIEeKaPCTBEHHbIX Npenapatos A4aa MeauunHCKOro npumeHeHuAa, wumerwmx ogHo
MeXAyHapoaHoe HenaTeHTOBaHHoe (MM XMMWYECKoe, WU TPYMNMnMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX SO3MPOBKAX U NPU OAUMHAKOBOM criocobe BBEAEHMS;

(n. 12.4 BBepeH depepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOE PACTUTENIbHOE Cbipbe - CBEXKME WM BbICYLUEHHbIE PacTeHUs AMbo UX YacTu,
ncnosnb3yemble ANA NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3auMsamMn - MPOU3BOAUTENSMU
NeKapCTBEHHbIX CPEACTB UM M3TOTOB/EHWNA IEKAPCTBEHHbIX NPEnapaToB anTeYHbIMU OpraHM3aunaMu,
BETEPUHAPHLIMW anTeYHbIMW OPraHM3aUMAMKU, UHONBUAYANbHLIMU NPEANPUHUMATENAMWN, UMEIOLLMMM
NIMLEH3UI0 Ha GapMaLLEBTUYECKYHO AeATeNIbHOCTb;

14) nekapcTBeHHbI PacTUTENbHbIM NpenapaT - IeKapCTBEHHbIM NpenapaTt, NPOU3BEAEHHbIN UK
M3roTOBNEHHbIA U3 O4HOMO BUAA IEKAPCTBEHHOrO PAaCTUTENIbHOMO CbiPbA UM HECKO/IbKMX BUAOB TaKoro
CbipbA U peannsyemsiii B pacpacoBaHHOM BUAE BO BTOPUYHOM (NOTPebUTeNbCKo) YyNaKoBKE;

15) romeonaTMyYecKunin 1eKapcTBEHHDbIN MPEenapar - IEKAPCTBEHHbIM Npenapat, NPoM3BeAEHHbIV UK
N3roToB/IEHHbIN U3 papmaLLeBTUYECKOM CybCcTaHLMM K dapMaLLeBTUUYECKUX CYyOCTaHLUMI B COOTBETCTBUM
c TpeboBaHUAMM 06X PapMaKONenHbIX CTaTell K ToMeonaTUYeCKMM JIeKaPCTBEHHbIM NpenapaTam Uam
B COOTBETCTBMM C TpeboBaHWAMM dapmaKonen CTpaHbl MPOU3BOAMUTENSA TAKOTrO JIEKAPCTBEHHOMO
npenapara;

(n. 15 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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16) mexayHapoAHOe HenaTeHTOBaHHOE HaMMEeHOBaHMEe JIEKAapCTBEHHOro  cpeacTBa -
HaMMeHOBaHME [AEeWNCTBYIOLLEro BellecTBa QapmaLeBTMYECKON cybcTaHUMKW, peKoMeHAoBaHHoe
BcemupHoO opraHusaumeit 34paBoOXpaHeHUS;

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

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOro CPeAcTBa - HaMMeHOBaHME JfIeKapCTBEHHOro
CpeacTBa, MPUCBOEHHOE €ero paspaboTyMKoMm, gepKaTenem WAN BRagenbUem pPerMcrpaumoHHOro
YAOCTOBEPEHUA NEKapCTBEHHOro Npenapara;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE NEKAPCTBEHHOTO Mpenapata - HauMMeHOBaHWe
JIeKapCTBEHHOrO Npenaparta, He MMEeIoLWEero MeXayHapoAHOro HenaTeHTOBaHHOIO HAMMEHOBaHWA, NN
KOMBWHaLMM NIeKapCTBEHHbIX NpPenapaToB, MCMNOJb3yeMoe B Lenax 06beguMHeHus ux B rpynny nog
€4MHbIM HAMMEHOBAHUEM NCXOAA U3 OANHAKOBOTO COCTaBa AEMCTBYHOLLMX BELLECTB;

(n. 17.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18) obwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM dpeaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKalLUMiA nepedyeHb NoKasaTenei KayecTsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM J/ieKapCTBEHHON ¢(OPMbl, NEKAPCTBEHHOIO PACTUTENbHOMO CblpbS,
onuncaHus BUOJIOTNMYECKNX, BUOXUMUYECKUX, MUKPOONONOTUYECKUX, PU3UKO-XUMUYECKUX, GU3UYECKNX,
XMMUYECKMX W APYrUX METOA0B aHa/M3a JIeKapCTBEHHOrO CPeacTBa, a TaKXe TpeboBaHus K
MCNosib3yeMbiM B LENsX MNpoBeAeHMA [aHHOro aHafAM3a peakTMBam, TUTPOBAHHbIM PacTBOpaAM,
WHAMKATOpPaMm;

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

19) cdapmaKkoneliHas cTaTbl - AOKYMEHT, YTBEPXKAEHHbIA YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMONHUTENBHOW BACTU U COAEPKALLMIA NepedYeHb NoKasaTe1ei KauecTBa M METOL0B KOHTPONA
KayecTBa /IeKapCTBEHHOIO CPEeACTBa;

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

19.1) ctaHaapTHble 06pasupl - BeWecTBa, NOCPEeACTBOM CPaBHEHUA C KOTOPbIMM OCYLLLECTBASETCA
KOHTPO/Ib KayecTBa MCCAeayeMblX JIEKAapCTBEHHbIX CPeACTB C MNOMOLLBbID PUIMKO-XUMUYECKUX WU
610/10rMYECKMX METOA0B B LLENSX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
HOPMAaTUBHOWM AOKYMEHTALMUM, YCTAHOBAEHHBIM NPWU OCYLLECTBIEHUM TOCYAAPCTBEHHON PErncTpaLmm, u
KOTOpble NPUMEHAOTCA A8 KanuMbpOBKM CTaHAAPTHbIX 0OPa3LLOB MPOU3BOAUTENSA NEKAPCTBEHHbIX
CpPeacTB, UCNONb3yeMbIX AR KOHTPOAA KayecTBa M WHbIX Ueneld Npu obpalieHUM JIeKapCTBEHHbIX
CPEeACTB;

(n. 19.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) dapmakonenmHbln CTaHOAAPTHbIM obpasel, - CTaHAapTHbIA o06paseu, NPoOu3BeAEHHbI B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HoOpmaTMBHaa AOKYMEHTauMA - OOKYMEHT, COAep’Kaliuii nepedyeHb onpeaensembix no
pesy/sbTaTam COOTBETCTBYIOLWMX 3KCMEPTU3 MOKa3aTesell KayecTBa JIeKapCTBEHHOro cpeactBa Afs
MeAMLMHCKOro MPUMEHEHUs, METOA0B KOHTPO/IA €ro KauyecTBa U YCTaHOBJ/IEHHbIV ero NPou3BoAUTENEM;

21) HopMaTMBHbI AOKYMEHT - AOKYMEHT, COAEPKaLLMM NepedeHb onpeaensaembix No pesynbratam
COOTBETCTBYIOLLMX SKCMNEepTU3 MoKasaTenel KayectBa W (MNM) MeTOAOB KOHTPOAA KayecTsa
JNIeKapcTBeHHON GopMbl, ONUCaAHMA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOOMONOTrMYECKNX, GUUKO-
XUMUYECKUX, OUINYECKUX, XUMWUYECKUX W APYrUX MEeTOA0B aHa/M3a JIeKapCTBEHHbIX CPeAcTB ANd
BETEPUHAPHOro MNpMMeHeHus, TpeboBaHMA K UCMOb3yeMbiM B LEfAX NpoBeAeHUAa AaHHOro aHanusa
peakTMBam, TUTPOBAHHbIM PacTBOPaM, MHAMKATOPAM M YCTaHOB/IEHHbI ero NponssoauTenem;

21.1) obwmii TEXHUYECKUA AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepwnanos, COCTOALMIA U3
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HECKONIbKMX  pa3fenoB -  AOKYMEHTauMW  aAMMHUCTPATMBHOIO  XapaKTepa,  XMMUYECKOMN,
dapmaueBTMHecKOM U BuonorMyeckom AOKymeHTauuu, ¢apmaKoIoOrMYecKon, TOKCUKONOrMYEeCKom
OOKYMEHTaLMN, KANHUYECKOW AOKYMEHTAUMM M npencTaBAsdemblit O4HOBPEMEHHO C 3asAB/IEHMEM O
rOCYyZ4apCTBEHHOM PErucTpauMmM NeKapCTBEHHOro npenapata AnAd MegMUMHCKOTO MNPMMEHEHMA B
dopmarTe, ycTaHOBNEHHOM YNOJIHOMOYEHHbIM peaepasbHbIM OPFraHOM UCMOIHUTENBHOM BACTY;

(n. 21.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

22) KayecTBO NI€KAPCTBEHHOro CPeAcTBa - COOTBETCTBME /IeKaPCTBEHHOro cpeacTsa TpebosaHuAM
dbapmakoneiHom cTaTb AMBO B C/lyyae ee OTCYTCTBUA HOPMATUBHOW AOKYMEHTALMM UM HOPMATUBHOTIO
OOKYMEHTa;

23) 6e30nacHoOCTb NEKApPCTBEHHOIo CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrIoO Cpeactsea,
OCHOBAHHAA Ha CPABHUTE/NIbHOM aHa/1In3e ero 3¢¢GKTMBHOCTM 1N PUCKa NpniYnHeHnAa spesa 340p0oBblo;

24) 3¢peKTUBHOCTb /IEKAPCTBEHHOrO MNpenapaTta - XapakKTepWUCTMKa CTeneHW MO/I0MUTEbHOro
BAWAHNA NEKapCTBEHHOrO Mpenapata Ha TedyeHue, MPOAO/IKUTENbHOCTb 3abosieBaHUA WAM  ero
npeaoTBpalleHne, peabuamtaumio, Ha CoxpaHeHune, NpeaoTBpalleHne NaKn npepbisaHne bepemeHHOCTH;

25) cepua nekapcTBEHHOrO CPeACcTBa - KOIMUYECTBO JIEKaPCTBEHHOrO CPeACcTBa, MPoun3BeAeHHoe B
pesynbTaTe 04HOro TEXHOIOTMYECKOrO LMKAA ero NPpon3BoanTeNnem;

26) perncrpaumMoHHOe ya0CTOBEPEHNE IEKAPCTBEHHOrO NpenapaTa - A0KYMEHT, NOATBEPKAAIOLMIA
baKT rocyaapcTBeHHOM perncTpaumm 1eKapcTBeHHOro npenapara;

26.1) pepkatenb Uan Bnagenew, perMcTpauMoHHOro yaA0CTOBEPEHMA NEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEKAPCTBEHHOTO CPeACTBA, MNPOM3BOAUTENb JIEKAPCTBEHHbIX CPeACTB MAM  MHOoe
topugmyeckoe nnuo, obnagarollee NPaBom BAALEHUA PErUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOpPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G GEeKTUBHOCTb U 6€30MacCHOCTb 1IEKAPCTBEHHOTO NpenapaTa;

(n. 26.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

27) perucTpaumoHHbIi HOMep - KoLoBoe 0603HaYeHMe, NPUCBOEHHOE IeKaPCTBEHHOMY NpenapaTty
Mpu1 ero rocy4apcTBeHHON perncrpaumm;

28) obpaleHne JfIeKapCTBEHHbIX CPeacTB - pas3paboTka, AOKJMHUYECKME UCCAefOBaHus,
KAMHWMYECKNE UCCNefoBaHNA, SKCNepTn3a, rocy4apcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto Peaepaumto, BbiBo3
ns Poccuiickoit ®egepaumn, peknama, OTMYCK, peanusauus, nepegada, NpUMeHeHUe, YHUUTOXKeHMe
NeKapCcTBEHHbIX CPeaCTs;

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

29) cybbeKkTbl 06palleHns NeKapCTBEHHbIX CpeacTB - OU3MYECKMe Auua, B TOM 4ucae
WUHAMBUAYANbHbIE MPEANPUHUMATENN, U OPUSMYECKME NNLA, OCYLLECTBAAIOWME AeATeNbHOCTb MNpu
0b6paLLeHMM IeKapCTBEHHDbIX CPeACTs;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OPraHn3aums, ob1adarowas NpaBaMm Ha pesyabTaThl
OOK/IMHUYECKUX  UCCNEAOBaHUM  JIeKApCTBEHHOTO  CPeAcTBa,  KJAMHUYECKUX  WUCCef0BaHMM
NleKapcTBeHHOTo npenapaTa U (MAK) Ha TEXHOIOMMIO MPON3BOACTBA IEKAPCTBEHHOTO CPEACTBa;

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

31) Npon3BOoACTBO /IEKAPCTBEHHbIX CpeAaAcTB - AeATe/IbHOCTb NO NpPoOun3BOACTBY J1IEKAPCTBEHHbLIX
cpeAacts opraHM3aunAMmn - NPpons3BoAUTENAMUN NEKAPCTBEHHbIX CPedCTB Ha O,EI,HOI\;I CTaaAnn, HECKOJZIbKUX
NN BCEX CTaAUAX TEXHONOTMYECKOIro npoLecca, a TakXKe No XpaHeHUO N peannsaunm nponssedeHHbIX
NNEKapPCTBEHHbIX CPeAacTs;

31.1) npon3BoACTBEHHAA NAOLWAAKA - TEPPUTOPMANbHO 060CO6AEHHbIM KOMNIEKC NPON3BOAUTENA
NeKapCTBEHHbIX CPeacTB, MpeAHasHayYeHHbIW A9 BbINOJIHEHWA BCEro npouecca NpPoOU3BOACTBA
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NleKapcTBEHHbIX CPeACTB UK ero onpeaeneHHon ctaanm;
(n. 31.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3almaA, OCYLLecTBAAIOLLaA MPOM3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHUAMM HacToslero PeaepanbHOro 3aKoHa;

33) dpapmaLeBTUYECKAn AEATEeNbHOCTb - AeATe/IbHOCTb, BKAOYaoWwan B ceba ONTOBYHO TOPros/to
NleKapCTBEHHbIMU CPeACTBaMM, UX XPaHEHMEe, NepeBO3KY U (MAK) PO3HUYHYIO TOPrOB/K 1eKapPCTBEHHbIMU
npenapatamu, B TOM YMCAe ANUCTAHLMOHHbBIM CNOCOBOM, X OTNYCK, XpaHeHWe, NepeBo3Ky, N3roToBeHMe
NleKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHW3auMs ONTOBOM TOProOBAW  NEKApPCTBEHHbIMM  CPeACTBaMM -  OpraHuM3aums,
OCYLLECTBAAIOWAA ONTOBYH TOProBAO JIEKAPCTBEHHbIMU CPEeACTBaMM, WX XpaHeHue, MepeBO3Ky B
cooTBeTcTBum ¢ TpeboBaHMAMM HacTosAwero deaepanbHOro 3aKoHa;

35) anTeyHas opraHusauusa - OpraHusauusa, CTPYKTypHOoe nogpasfeneHve MeanUUHCKON
OpraHM3aLnK, OCYLLECTBAAKOWME PO3HUYHYIO TOPrOB/O EKAPCTBEHHbIMM NpenapaTtamu, B TOM 4ucie
OVCTaHUMOHHbIM cnocobom, XpaHeHuWe, NepeBo3Ky, M3roTOBAEHWE M OTMNYCK NEKAPCTBEHHbIX NPenapaTos
AN MeANUMHCKOTO NPUMEHEHUA B COOTBETCTBUM C TpeboBaHMAMM HacToalero PeaepanbHOro 3aKOHa;
(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHWsauuMa - OpraHusauma, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OPraHM3aLMm, OCYLLLECTBAAIOLME PO3HMYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM YMC/IEe ANCTAHUMOHHbIM CNOCO60M, XpaHEHWE, N3rOTOBAEHME M OTMNYCK 1IEKAPCTBEHHbIX NpenapaTos
ONA BETEPMHAPHOIO NPUMEHEHMA B COOTBETCTBUM C TpeboBaHWAMM HacTosAwero PeaepanbHOro 3aKoHa;
(8 pea. PepgepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuduuMpoBaHHOE  NIeKapCTBEHHOE  CPeACTBO -  NIeKapCTBeHHoe  CpeacTso,
COMPOBOXKAaeMOoe /IOXKHOW MHOpMaLMen 0 ero cocTase u (MM) npoussoauTene;

38) HepobpoKauyecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeAcTBO, He
cooTBeTCTBYlOWEe TpeboBaHUAM dapmaKoneHOM cTaTbn MO0 B C/lydae ee OTCyTCTBUA TpeboBaHUAM
HOPMATUBHOM AOKYMEHTALMM UIN HOPMATUBHOTO JLOKYMEHTA;

39) KoHTpadaKTHOE IeKapCTBEHHOE CPeACTBO - IeKapCTBEHHOE CPeaCcTBO, Haxoaaleeca B obopoTe
C HapyLIEHWEM rPaXKAaHCKOro 3aKoHO4aTeIbCTBa;

40) [OOKAMHMYECKOE  UCCNeAOBaHME  JIeKapCTBEHHOro  cpeacTBa -  buonoruyeckue,
MWKpOBMOoNOrnyeckme, MMMYHOIOMMYECKME, TOKCUKONOIMYecKne, dapmaKosiormyeckne, ¢pusnyeckue,
XMMMUYECKNE N ApYyrne nccnenoBaHMA NeKapCcTBEHHOro cpeacTBa NyTeM NPUMEHEHMA HAay4YHbIX METO40B
OLLEHOK B LeN1siX NOJlyYeHun A0Ka3aTebCTB 6€30MacHOCTM, KayecTBa M 3 EeKTUBHOCTU SIeKapCTBEHHOIO
cpencTBa;

41) KAMHMYECKoe UCCnefoBaHWe JIEKAapCTBEHHOro rnpenapaTta - M3y4yeHue AMarHOCTUYECKMX,
neyebHbIx, NPodUNAKTUYECKUNX, GAaPMaKOIOTMYECKMX CBOWCTB JIEKAPCTBEHHOIO NpenapaTta B npouecce
€ro MPMMEHEeHUA y YesoBEeKa, KMBOTHOTO, B TOM 4MCae NPOLLECCOB BCACbiBaHWA, pacnpeaesneHus,
M3MEHEHMA W BbIBEAEHMA, NyTeM MPUMEHEHMA Hay4HbIX METOA0B OLEHOK B LEeAAX Moay4yeHus
[AOKa3aTenbCTB 6e3onmacHocTU, KavecTBa UM 3PEKTUBHOCTM JIeKApCTBEHHOro npenapaTa, AaHHbIX O
HeXenaTeslbHbIX pPeaKkuMAX OpraHM3ma YesoBeKa, MMBOTHOTO Ha MNPUMEHEHWE NEeKapPCTBEHHOMO
npenapata 1 06 adpdekTe ero B3aMMOAEUCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamu U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMu;

42) MHOroueHTpoBOE KIMHNYECKOEe nccneagoBaHMe N1eKapCTtBeHHOro npenaparta an1a meamnumHCKoro
npumeHeHnAa - KJAWHUWYeCKoe wuccieaosaHmne NeKapCTBEHHOro npenaparta Aana meauuynHCKoro
npunmeHeHunAa, nposogmnmoe pa3p360T‘-IVIKOM NEKApPCTBEHHOrO nNpenaparta B ABYX U 6onee MeanLUNHCKNUX


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D70A1492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFA492DB7F256EB0628298A7489F9E5B0AEA7EEEE5D70F1692D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61B2AA93DF79256EB0628298A7489F9E5B0AEA7EEEE4D7081B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFA492DB7F256EB0628298A7489F9E5B0AEA7EEEE5D70F1792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFA492DB7F256EB0628298A7489F9E5B0AEA7EEEE5D70F1492D08B59D030CD32B467E62868BC35aB21K

OpraHnsaumMAax no eAMHOMY NPOTOKONY KTMHUYECKOTIo UCcnegoBaHMA NEKAPCTBEHHOIO nNpenapaTa,

43) mexxayHapoaHOe MHOFOLEHTPOBOE KAMHUYECKoe UcCel0BaHWe IeKapCcTBEHHOro npenapara
AN MeAULMHCKOTO MPUMEHEHUs - KAWMHUYECKOe MuccnedoBaHMe NeKapCTBEHHOro npenapaTta Aana
MeAULIMHCKOrO NpMMEHeHUs, NPoBOAMMOE Pa3paboTYMKOM NeKapCTBEHHOro npenaparta B PasIMYHbIX
CTpaHax No eANHOMY NPOTOKOJY KIMHUYECKOro UCC/e0BaHNSA NeKapCTBEHHOro Npenapara;

44) nocTperucTpaLmoHHOEe KAMHMYECKOEe WCCNeA0BaHMe J/ieKapCTBEHHOro npenapaTta  Aans
MEANUMHCKOTO MNPUMEHEHMA - KAMHMYEeCKoe UCCclefoBaHWe JleKapCcTBEHHOro npenapata  Ans
MeANLUMNHCKOro NPUMEHEHMS, MPOBOANMOE NPOU3BOAUTENEM IEKAaPCTBEHHOTO Npenapara, rpaskAaHCKuiA
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAe FoCyAapCTBEHHOM perucrTpaumm, B Lenax AoNOAHUTENbHOro
cbopa AaHHbIX 0 ero 6e30nacHOCTN U 3GPEKTUBHOCTU, PACLUMPEHUA NOKa3aHWUI K MPUMEHEHMUIO AaHHOro
NIeKapCTBEHHOrO NpenapaTta, a TakKe BblABAEHUA HexKenaTe lbHbIX peakuuii NnaumeHToB Ha ero 4enctseme;

45) uccnepoBaHMe OWMOIKBMBANEHTHOCTU JIEKAPCTBEHHOrO MpenapaTta - BUA KJAWMHWYECKOrO
nccnefoBaHUA NeKapCTBEHHOro npenapaTa, NpoBeAeHMe KOTOPOro OCyLLeCcTBAAETCA A1A onpeaeneHus
CKOPOCTU BCacCblBaHWMA W BbIBEAEHUA OAHOTMO0 WAM HECKOo/bKuX obnagatowmx ¢apmakosormyeckon
aKTUBHOCTbIO OEWCTBYIOLMX BELLECTB, KO/MMYECTBa JIEKAapPCTBEHHOro mnpenapaTta, [AOCTUraloLwero
CUCTEMHOrO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro MO3BOAAIOT CAENaTb BbiBOA O GMO3KBMBANEHTHOCTM
BOCMNPOU3BEAEHHOIO IEKAPCTBEHHOTO NpenapaTta B onpeAeneHHbIX 1eKapCTBEHHON Gopme 1 A03MPOBKeE,
COOTBETCTBYHOLLMX popme 1 [03UPOBKe pedepeHTHOro NeKapCTBEHHOIO NpenapaTa;

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

46) wvccnenoBaHMe TepaneBTUYECKON 3KBUBANEHTHOCTM JIEKAPCTBEHHbLIX Mpenapatos - BuA
KJIMHUYECKOro NCCNeaoBaHMA 1eKapCTBEHHbIX NpenapaTos, NPoBeJeHne KOTOPOro OCYLWEeCcTBAAETCA AN
BbIABNEHMA OAMHAKOBbIX CBOMCTB IeKapCTBEHHbIX NPenapaTos onpeaeneHHon NekapcTBeHHOM Gpopmbl, a
TaK}Ke Ha/IMumMA OAMHAKOBbIX NOKa3aTesiei 6e30NacHOCTU U 3PPEKTUBHOCTM IeKapPCTBEHHBIX NPenapaTos,
OAMHAKOBbIX KNMHUYECKUX 3DPEKTOB NPU UX NPUMEHEHUY;

47) NpOTOKON KAMHWYECKOTO UCCNEA0BaHUA IeKapcTBEHHOro npenapaTa - 4OKYMEHT, B KOTOPOM
onpeaensoTca uenu, Gopmbl OpraHM3aLnm N MeToA0/10MMA NPOBEAEHNA KANMHUYECKOrO UCCNeA0BaHMs,
cTaTMcTUYeckne metodbl 06paboTKM pPe3ynbTaToB TaKOro MCCAeAoBaHWA M Mepbl Mo obecneyeHuto
6e30MacHOCTM  PU3MYECKUX JIML, YYacTBYIOLWMX B K/JAMHUYECKOM WCCefd0BaHUM N1IEeKAapPCTBEHHOMO
npenapara;

48) bpolutopa UccienoBaTens - CBOAHOE U3N0XKEHNE Pe3yNbTaToB AOKJAMHNYECKOro UCCaea0BaHNA
NeKapCcTBEHHOTO CpeacTBa WM KAMHMYECKOro WCCAefoBaHWA /IeKapCTBEHHOTo npenapata  Ana
MeAMLMHCKOro MPUMEHEHUS;

49) NHGOPMALMOHHbIM IUCTOK NALMEHTA - JOKYMEHT, B KOTOPOM COAEPKATCA B AOCTYNHOW popme
CBeAEHMA, KacallimMeca NpoBOAMMOro KAMHUYECKOrO MCCAeA0BaHMA IeKapcTBEHHOro npenaparta, U B
nUcbMeHHON popme A0BPOBONLHOE COrnacue NauMeHTa Ha ydacTMe B KAMHMYECKOM MCCaefoBaHWUU
NleKapcTBEHHOrO npenapaTa Noc/ie 03HAaKOMAEHMA C OCOBEeHHOCTAMM K/AMHMYECKOro UCCiefoBaHus,
MMeIOLWUMM 3HAYEHME A7 BbIPaXKeHWs TaKoro cornacus;

50) noboyHoe AeﬁCTBMe - peakuuMAa OopraHndma, BO3HUKWAA B CBA3UM C NPUMEHEHUEM
NNEKAPCTBEHHOIoO npenaparta B A03aX, peKomMeHAyemblX B UHCTPYKULMM MO €ero npumeHeHwuto, AOnA
I'IpOd)MI'IaKTI/IKI/I, ANAarHOCTUKU, nevyeHunA 3aboneBaHua nam Aana pea6MﬂMTaLI,MM,'

50.1) HexenaTesNbHana peakuus - HenpeLHamepeHHas HebMaronpuATHaAA pPeakuus OpraHUsma,
KOTOpan MO3KeT 6bITb CBA3aHa C MPUMEHEHNEM NeKapCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexenaTe/bHas peakuusa - HexenaTesnbHaa peakuus OpraHM3ma, CBA3aHHas C
NPMMEHEHWEM NEeKapCTBEHHOro npenapaTa, NpPMBeAWas K CMepTH, BPOMKAEHHbIM aHOManAMAM WAU
nopoKam passButTua Anb6o npeacTaBnAloWan coboi yrposy »KusHu, Tpebylowana rocnutanmsauun uam
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npuBeALLan K CTOMKOM yTpaTe TPyA0CNoCOB6HOCTM U (MAKN) MHBAAUAHOCTY;

52) HenpeaBuaeHHasa HexenaTe/bHaA peaKkuus - HeKenatenbHas peakuusa opraHu3ma, Kotopas
cBA3aHa C MPUMEHEHMEeM JIeKapCTBEHHOro npenapaTa B [03aX, PEKOMEHAyeMblX B MPOTOKOAE ero
KNMHUYECKOTO UMCCNeaoBaHusa, bpolutope wuccneagosaTend, WAM C MPUMEHEHUMEM /1eKapCTBEHHOTO
npenapata B /03aX, PEKOMEHAYEMbIX B MHCTPYKUMW MO €ero npuUMeHeHuo Ans npodUNaKTUKMY,
AWNarHOCTUKMK, nedeHuna 3abonesaHma A MeauLMHCKON peabuamTaumm naumMeHTa, U CyLLHOCTb, TAXECTb
WU UCXOA, KOTOPOW He cooTBeTcTByeT MHMOpMaLMM O NeKapCTBEHHOM npenapaTe, coAepikallenca B
NPOTOKO/NE €ero KAMHUYECKOro MucciedoBaHUA, Bpollope uccnegoBaTena WAM B MHCTPYKUMKM MO
NPUMEHEeHUI0 NeKapcTBEHHOro Npenapara;

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

52.1) dapmakoHaa30p - BUA, AEATENbHOCTU MO MOHUTOPUHTY 3GPEKTUBHOCTM M Be3onacHoCTH
NIeKAPCTBEHHbIX MNpPEenapaToB, HAMPaB/JEHHbIN HA  BbIBAEHWE, OUEHKY M NpefoTBpaLieHue
He)KenaTeNbHbIX NOCNeACTBUI NPUMEHEHMA IEKAPCTBEHHbIX NPENAPaToB;

(n. 52.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpasBneHuA puckamu - noapobHoe onucaHue meponpuatTuiA no dbapmaKkoHaa3opy,
HAMNpPaB/IEHHbIX HA BbIIB/IEHWE, OLLEHKY M MPeAOoTBPALLEHME MU MUHUMM3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKAOYaA oueHKY 3PeKTUBHOCTU AaHHbIX MEPONPUATUN;

(n.52.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

53) peuenT Ha /IeKapCTBEHHbIM NpenapaTt - MeAULUUHCKUA AOKYMEHT YCTaHOBNEHHOW ¢GopMbl,
coAeprKalWmii HazHaAYeHNe NeKapCTBEHHOro npenaparta Ansa MeAMUMHCKOro NpPUMEHEHUs, BblAaHHbIM
MeAULMHCKMM paboTHUKOM B LEeNsX OTNyCKa JIeKapCTBEHHOro npenapaTta WM ero U3roToB/IEHMA U
OTnycKa Ha ByMaxKHOM HOCUTE/IE UMM C COT/Tacus NaUMEHTA UM ero 3aKOHHOTo NpeactaBuTens B popme
3/IEKTPOHHOIO [AOKYMEHTa, MOAMMUCAHHOTO C MWCMNO/b30BaHUEM YCWUJIEHHOW KBanudUUMPOBaHHOM
3/IeKTPOHHOM noAnucU  MeaUUMHCKOro paboTHMKa, NMB6O AOKYMEHT YCTaHOBAEHHOW ¢dopMbl,
coAepralWmii HasHaueHWe NeKapCTBEHHOro npenapaTta ANnf BETEPUHAPHOro MPUMEHEHUs, BblAaHHbIN
cneupanuctom B 06/1aCcTM BETEPUHApPUM B LENAX OTNyCKa JIeKapCTBEHHOro npenapata WAW ero
M3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

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

54) TpeboBaHWe MeAMUMHCKOW OpraHusauuu, BeTEePUHAPHON oOpraHu3auMmM - [OKYMEHT
YCTAHOB/IEHHOM GOpPMbI, KOTOPbIW BbIMMCAH MEAULUNHCKUM PabOTHUKOM MU CleLmMannucTtom B obnactm
BETEPUHAPUM, MMEIOLWMMMN Ha 3TO MPaBo, U COOEPHUT B NMUCbMEHHOM Qopme yKasaHMe anTeyHoM
OpPraHun3aLLMM UV BETEPUHAPHOM anTeYHOMN opraHn3aumnmn ob oTNyCcKe IeKapCTBEHHOro NpenapaTta uiam o
ero usrotoeseHnn n o6 otnycke ana obecnevyeHma nedyebHoro npouecca B MeAMUNHCKOM OpraHM3aumuy,
BETEPWHAPHON opraHunsauuu;

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

55) KOMNAeKcHaa OLEeHKa /IeKapCTBEHHOro nmnpenapaTa - OLEHKa 3aperncTpupoBaHHOro
JNIeKapCTBEHHOrO Npenapara, BKAoYatowan B cebs aHanns nHpopmauum o CpaBHUTENbHOMN KAMHUYECKOMN
adPeKkTMBHOCTM 1 6e30NacHOCTN NEKAaPCTBEHHOMO NpenapaTa, OLUeHKY SKOHOMUYECKMX NOCNeACTBUIM ero
NPUMEHEHUS, U3YYEeHME AONOHUTENbHbIX NOCNEeACTBUN NPUMEHEHUS NEeKApPCTBEHHOro npenapaTa B
Lensax NPUHATUA peLleHWit O BO3MOMHOCTU BK/IIOYEHUA JIEKApPCTBEHHOrO npenapaTa B MNepeyveHb
YKM3HEHHO HEOOXOAMMbIX U Ba*KHEMLUNX JIEKAPCTBEHHbIX NPenapaTos, HOPMATMUBHbIE NPaBOBblE aKTbl U
MHble LOKYMEHTbI, Onpeaenstowme NopsaaoK okasaHMA MeaULNHCKOM NOMOLLM, MU UCKIHOYEHMA ero 13
YKa3aHHbIX NepeyHs, akTOB U JOKYMEHTOB;

(n. 55 BBegeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cncrema MOHUTOPUHIa AOBUXKEHUA NEKAPCTBEHHbLIX nNpenapatoB 414 MeaunuynHCKoro
npumeHeHunAa - qJe,u,epaanaﬂ rocygapcCrBeHHanA MHd)OpMaLI,MOHHaFI cncrema MOHUTOPUHTa OBUXKEHUA
NNIEKapPCTBEHHbLIX Mpenapatos Ana MeAUUUHCKOro npumeHeHMA OT npoumsBoaunTena A0 KOHeYHOoro
I'IOTpE6MTe}'IFI C uUcno/sb3oBaHnMem B OTHOWEHUUN NeKapCTBEHHbLIX MpenapatoB AaA MeauUuUnHCKOro
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NPUMEHEHUA CPeacTB NaeHTUOMKaLUN.
(n. 56 BBeaeH denepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

nasa 2. MOJIHOMOYUA GELEPA/IbHBIX OPTAHOB UCMONHUTE/NIbHOW
B/IACTU, OPTAHOB UCMO/IHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomouua d¢epepanbHbIX OPraHOB MCNONHUTENbHOW BAACTUM Npu obpalieHun
NleKapCTBEHHbIX CpeacTB

K nonHomoumnam ¢ep,epaanb|x opraHoB WUCNONHUTENbHOW B/1ACTH npu O6pa|.IJ,EHMM NEKapPCTBEHHDbIX
cpeacTtB OTHOCATCA:

1) nposeaeHune B Poccuiickoit Pepepaumm eguHON rocyaapCTBEHHOM NOAUTUKM B obnactu
obecneyeHnn nekapcTBeHHbIMM NpenapaTamm rpaxgaH B Poccuiickoit deagepaumu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepXaeHuMe obwux dapmaKonenHbix cTaTel, <¢dapmaKonenHbiXx CTaTel, u3aaHue
rocyaapcTBeHHoOM papmakoneu, co3gaHme n segeHune peectpa dapmakonerHbix CTaHAapTHbIX 06pa3LoB;
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) ocyluecTBneHne deaepanbHOro rocyaapCcTBEHHOro KOHTpoasa (Haasopa) B chepe obpalleHUs
JIeKapCTBEHHbIX CPeacTBs;
(B pea. PenepanbHbix 3aKkoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-$3)

4) NWMUEH3NPOBAHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB, B TOM uucne deaepanbHbiit
rocy4apCTBEHHbIN NUEH3MOHHBIN KOHTPO/Ib AEATENIbHOCTM MO NPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTS,
nepuoamyeckoe NoaTBepPXAEHUE COOTBETCTBMA NNLLEH3MATA, MMEIOWErO JIMLLEH3UI0O HA NPOM3BOACTBO
JIeKAPCTBEHHbIX CPEACTB, U GapPMaLLEBTUYECKON AEATE/IbHOCTM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunu;

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

5) opraHusauuMa 3sKCNepTU3bl JIEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3SKCNEepTU3bl BO3MOXKHOCTU
npoBeAeHMA  KAWMHMYECKOTO WUCCNe[0BaHUA  JIEKAPCTBEHHOro Mnpenapata  A4Ala  MeAUUMHCKOro
NPUMEHEHWA, 3SKCNEepPTU3bl LOKYMEHTOB, MpPeACTaB/IeHHbIX ANA  ONpefesieHns  BO3MOXKHOCTU
paccmaTpuBaTb NEKAPCTBEHHbIM MpenapaT AN MeAULMHCKOro NMPUMEHEHWs MNpW rocyaapCTBEHHOM
perncTpaunmn B Kayectse oppaHHOro 1IEKAPCTBEHHOIO Npenapara;

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

5.1) opraHusauma npoBegeHWUA KOMMIEKCHOM OUEHKM NEKapCTBEHHOro npenapaTta B LENsx
NPUHATUA PEeLleHUI O BO3MOMKHOCTU BK/IOUYEHMA SIEKAPCTBEHHOrO npenapaTta B NepeyeHb KM3HEHHO
HeoBXOAMMbIX W BaXKHEMLKNX NeKapCTBEHHbIX MPenapaTtoB, HOPMaTMBHblE MPaBOBble aKTbl M WHble
AOKYMEHTbI, onpeaenaiowme MNOpaaoK OKasaHUMA MeAMLMHCKOW MOMOLLM MAN WUCKAOYEHUA ero u3
YKa3aHHbIX NePEeYHs, aKTOB M JOKYMEHTOB;

(n. 5.1 BBegeH deanepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

6) Bblgaya paspeLleHnit Ha NPoBeAEHNE KIMHUYECKMX UCCNeA0BaHNIM IeKapCTBEHHbIX MPenaparos,
BEJEHME PeecTpa BblAaHHbIX Pa3peLlleHunin Ha NPoBeAeHNEe KIMHUYECKUX UCCNe0BaHMI 1IeKapCTBEHHbIX
npenaparos;

7) rocygapCrtBeHHaa perncrtpaumna NeKapCTtBeHHbIX npenapatoB, BeAeHUE TroCyaapCTBEHHOIO
peecTpa 1eKapCTBeHHbIX CPEACTB,

8) opraHusaums n (Mnun) npoBegeHMEe MHCNEKTMPOBAHUA CybbeKTOB 0bpaLLeHNA NeKapCTBEHHbIX
CPeACTB Ha COOTBETCTBME NPaBUaAaM Hag/exallen N1abopaTopHOM NPaKTUKK, NpaBMaaM Haanexallen
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KJIMHUYECKOWM NMPAKTUKKM, NPaBMAaM HagaeKalen NPakTUKM XpaHeHUs U NepeBO3KM IeKaPCTBEHHbIX
npenapaTtos, NPaBUAaM HaZ/1exKallen AMCTPMObIOTOPCKOM NPaKTUKK, NPaBUAaM HaaeXxKallen anTeyHom
NPaKTUKK;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaums 1 (UnKn) NpoBeaeHMe UHCNEKTUPOBAHUA CybbeKTOB 06palLleHUs IeKapCTBEHHbIX
CpeAcTB Ha cooTBeTCcTBME TPpeboBaHMAM MNpaBWA Had/iexallen NponsBoACTBEHHON MPAKTUKMK, Bblgaya
3aK/IlOYEHU O COOTBETCTBMM MNPOU3BOAMTENA JIEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM npasBu
Hag/erKallel NPonU3BOACTBEHHOM NPAKTUKMY;

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

8.2) yctaHOB/MeHWEe MOpAAKa BeAEHMA U BefeHMEe FOCYyAapCTBEHHOIO peecTpa 3aK/ItYeHWn o
COOTBETCTBUM  MPOU3BOSMUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM NpaBuA  Hagaexalen
NPOW3BOACTBEHHOMN MPAKTUKY;

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

9) rocypapcCTBEHHas perncTpaums npeaenbHbIX OTMYCKHbIX LEH npou3BoauTenen Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/AOYEHHblE B MNEpeyYeHb MU3HEHHO HEeoOXOAMMbBIX U BaKHEMLWUuX
JNIEKAPCTBEHHbIX MpenapaToB, U BeAeHWEe TOCYAApPCTBEHHOrO peectpa npefesbHbIX OTMYCKHbIX LeH
npounssoauTenein Ha eKapCcTBEHHbIE NPenapaThbl, BKAOYEHHbIE B MEPEYEHb KU3HEHHO HEOHXOAMMbIX U
BaYKHEMLLMX JIeKapPCTBEHHbIX NPenapaTos;

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

9.1) cornacoBaHue NPOEKTOB PeLleHNn OpraHoB UCNONHUTENbHON BNACTU cybbeKToB Poccminckoit
depepaunn o6 yctaHOBNAEHUU U (UN) U3MEHEHMM NpeaenbHbIX Pa3sMepoB ONTOBbIX HaabaBOK M
npeaenbHbIX PasMEPOB PO3HUYHbLIX HAAOABOK K (GaKTUYECKMM OTMYCKHbIM LieHam, YCTaHOB/IEHHbIM
Npou3BOAUTENSAMM JIEKAPCTBEHHbLIX MPEnapaTtoB, Ha JIeKapCTBEHHble MNpenapaTbl, BK/AOYEHHble B
nepeyeHb *KU3HEHHO HEOOBXOAMMbIX M BarKHEMLINX NEKAPCTBEHHbIX NPenapaTos;

(n. 9.1 BBegeH deaepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) Bblgaya, yCTaHOB/AEHME MNOPAAKa BblgauM paspeleHna Ha BBO3 KOHKPETHON MapTuu
NeKapCcTBEHHOTo cpeacTea B Poccuiickyio Geaepaumio;
(n. 10 B pepg,. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, yCcTaHOBAEHME NOPAAKA BblAauM U GOPMbI OKYMEHTA, KOTOPbIN NOATBEPKAAET, YTO
NpPoOu3BOACTBO JIEKAPCTBEHHOrO npenapata AAa MeAWUMHCKOrO MNPUMEHEHWA OCYLLEeCTBJeHO B
COOTBETCTBUM C TpeboBaHMAMM NPaBUA  HaZNEXKAWENA MNPOU3BOACTBEHHOM MNPAKTUKM UAM  YTO
JIeKAPCTBEHHbIN NpenapaTt Aas BEeTEePUHAPHOro NPUMEHEHUa [onyuweH K obpalueHuto B Poccuiickoit
depepaumn, N NOANEKUT NPEACTABAEHUIO NO TPEOOBAHMIO YNOJIHOMOYEHHOMO OpPraHa CTPaHbI, B KOTOPYHO
BBO3WUTCA IEKAPCTBEHHbIN Npenapar;

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

10.2) Bblaaya, ycTaHOB/EHUE NOPAAKa Bblgaun U Gopmbl AOKYMEHTa, COAEPIKalllero cBefleHma o
CTaAMnAX TEXHONIOMMYECKOro npouecca MPOU3BOACTBA JIEKAPCTBEHHOIO CpeacTBa ANA MeAULMHCKOro
NPUMEHEHWA, OCYLLECTBAAEMbIX Ha TeppUTOpPUKN EBPa3MINCKOro SKOHOMUYECKOTO CO33;

(n. 10.2 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03, B pea. PenepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) cospaHue COBETOB MO BONPOCAM, CBA3aHHbIM C 0b6paLLeHMeM JIeKapCTBEHHbIX CPeACTB;
12) atTectauus n cepTuduUKaLma CneunanmncTos;
13) ytpatun cuny ¢ 1 ceHTabpna 2013 roaa. - PeaepanbHblii 3akoH ot 02.07.2013 N 185-03;

14) ocyuiecteneHme papmakoHaa3opa;
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(n. 14 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
15) yyacTue B mexKayHapoaHOM COTPYAHNYECTBE;

16) nonyyeHne nNo 3anpocam ynoJHOMOYEeHHOro ¢peaepasbHOro opraHa UCNOAHUTE/IbHON BNACTU
OT OPraHoB MWCMOJIHUTENbHOW Bnactu cybbekToB Poccuitckon Pegepauum, a Takke oT cybbekTos
obpalleHMa NeKapCTBEHHbIX CPeacTB ANA MeAUUMHCKOro MpuUMeHeHus MHbopmMauum no Bonpocam
YCTAHOB/IEHUA M NPUMEHEHMA LEH Ha IEKAapPCTBEHHbIE NpenapaTbl U HaA0aBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHMe 3aKkoHogaTenbcTBa Poccuiickomn
depepauny;

18) vyTBepkAeHMe npaBun Hagnexawen nabopaTOpHOM MPaKTUKKM, NPaBUA  HaaNexKallen
K/IMHWUYECKOM MPaKTUKKU, NPaBuA Haa/exkalein npou3BOACTBEHHOM MPAKTUKM, MPaBUA Hadsexallen
MPaKTUKN  XpPaHEHWA U NepeBO3KM  JIEKAPCTBEHHbIX  MPenapaToB, MPaBWMA  HaAJexallein
OVNCTPUOBLIOTOPCKOM MPaKTUKKM, MPaBWUA HaZNeXallen anTeyHoM MPaKTUKKM, NpaBui HaZfeKallen
NPaKTUKN GpapMaKoHaA30pa IeKapCTBEHHbIX NPENapaToB 414 MeAUUMHCKOro NPUMEHEHMS;

(n. 18 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHWe nopsaaka GOPMMPOBAHMA PETrUCTPALMOHHOIO AO0CbE HA JIEKAPCTBEHHbIN
npenapar n TpeboBaHUI K AOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20) yTBepXKAeHMe NMpaBu/ PaLMOHaNbHOro Bbibopa HaMMEHOBaHMUI NIEKAPCTBEHHbIX NpenapaToB
ONA MeANUMHCKOro NpUMeHeHUs;
(n. 20 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHWE NepeyHsa HaMMEHOBAHWUI NeKapCTBEHHbIX GopMm;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

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

23) yTBEpKAEHME TPeOOBAHUA K MHCTPYKLMM NO MeOULMHCKOMY MPUMEHEHUIO IEKAPCTBEHHbIX
NpenapaToB M K UHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHUIO NEKAPCTBEHHbIX MPenapaTos.;
(n. 23 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpUHATUE PELUEHUI, ABAAIOLMXCA OCHOBAHMAMM O/15 BKAKOYEHUA AOMEHHbIX UMEH U (Man)
yKasaTenen cTpaHuL, cainToB B MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CETEBbIX AAPECOB B e€AMHYID aBTOMATU3NPOBaHHYO WHGOPMAUMOHHYIO cuctemy "EAMHbIA peecTp
OOMEHHbIX WMMEH, yKasaTesfeW CTpaHWuy, canToB B WHGOPMALMOHHO-TENEKOMMYHUKALMOHHOMN CeTU
"MHTepHeT" W ceTeBblX aApPecoB, MNO3BONAOWMX MAEHTUMOUUMPOBATL CalTbl B WMHOOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTn "UHTepHeT", cogepkawme MHGopMaLmio, pacnpocTpaHeHNe KOTOpPon B
Poccuitickolt depepaumm 3anpelleHo”, B OTHOWEHUMU WHOOpMAUMKM, CoAeprKaliein npeasioxeHue o
PO3HWYHON TOProBaAe JIEKAPCTBEHHbIMW MNpenapatamu, B TOM YUCAe AUCTAHUMOHHBIM CMOCOHOM,
PO3HWMYHaA TOProBaA KOTOPbIMW OFPaHUYeHa WM 3anpelleHa B COOTBETCTBUMM C  HACTOALLMM
denepanbHbIM 3aKOHOM, U (MK) MHPOPMALMK, coaepsKalein NpeasoXKeHne 0 PO3HUYHOW Toprosse
JIeKApCTBEHHbIMM MpenapaTtamu, B TOM 4Yucale AUCTAHLMOHHbIM CNOCOBOM, NLAMM, HE MMEIOLMMHU
JIMLLEH3UN U pas3pelleHns Ha OCYLLEeCTB/IEHWE TAKOW AeATeNbHOCTU, €CAN MOJyYEHUE JINUEH3UU WU
paspeLleHmsa NpeaycMoTPeHO 3aKoHOAaTeIbCcTBOM 06 06pallleHN M NeKapCTBEHHbIX CPeaCTB;

(n. 24 B pean. epepansbHoro 3akoHa ot 03.04.2020 N 105-93)

25) BblAaya paspeLleHmii Ha BBOA B rpa*kaaHCKMi 060pOT MMMYHOBMONOTMUYECKNX NEKAPCTBEHHbIX
npenaparos.
(n. 25 BBeaeH denepanbHbiM 3akoHOM OT 28.11.2018 N 449-d3)
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KoHcynbTaHTIAKOC: NpumeyaHue.

Ct. 5.1 pacnpocTpaHaeTcs Ha NMOJIHOMOYMSA, KOTOpble He nepedaHbl A/ OCYLLECTB/IEHMA OpraHam
rocyapcTBeHHOW BnacTn cybbektoB PP 1M opraHam MecTHOro camoynpasaeHUss COOTBETCTBYHOLLMMM
depepanbHbiMM 3akoHamm (3 ot 13.07.2015 N 233-93).

CraTtba 5.1. Mepeaaya ocywecTsneHUs NOJAHOMOUYMNA depepanbHbIX OpPraHOB UCNOIHUTENbHOM
BNaCTU NpU 06paLLEeHUN NIeKapCTBEHHbIX CPeACTB OpraHam MUCMNOAHUTENbHOW BAACTU Cy6beKToB
Poccuitckoin depgepaumnmn

(eBepeHa degepanbHbiMm 3akoHOM OT 13.07.2015 N 233-93)

MonHomouuns desepanbHbIX OPraHOB UCMOJHUTENbHOW BAACTU NPWU 06paLLEHUN NEKAPCTBEHHbIX
CpeacTs, MpeaycMOTpeHHble HacToAwum dPepepanbHbIM  3aKOHOM, MOTYT nepeaaBaTbCad  ANS
OCYLLEeCTB/IEHMA  OpraHam  WUCMNOJIHUTE/IbHOM  BAacTM  cybbekTtoB  Poccuitckon  depepaunm
noctaHosneHuamu MpaButenbcTea Poccuiickon ®epepaumm B nopsaake, yctaHosneHHom PegepanbHbim
3aKOHOM OT 6 OKTAbpA 1999 roga N 184-®3 "O6 06Wwux NPUHUMNAX OpraHM3aLMmM 3aKOHOAATENbHbIX
(npeacTaBUTENbHBIX) U UCNONHUTENbHbLIX OPraHOB rOCYAApPCTBEHHOMW BAacTM cybbekToB Poccuinckoii
Pepepaunn’.

CraTbsa 6. MlonHOMOYMA OPraHOB UCMONIHUTEIbHOW BNAAcTU cybbeKTa Poccuiickoii Pegepauum npm
obpalLeHnn NeKapCcTBEHHbIX CPeaCcTB

K nonHomoumsm OpraHoB WCMOAHUTENbHOM BnacTM cybbekta Poccuitickon Peaepauun npu
0b6paLLeHMM TIeKapCTBEHHbIX CPeaCcTB OTHOCATCA:

1) paspaboTka W peanusaums  perroHaNbHbIX Mporpamm  obecrneyeHWsa  HaceneHus
NeKapcTBEHHbIMM NpenapaTamu;

2) ycTaHOBAEHMWE NpeAe ibHbIX Pa3MepoB ONTOBbIX HaA6aBOK M Npeae/ibHbIX Pa3MEPOB PO3HUYHbIX
Han6aBoOK K GaKTUYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU N1IEKAPCTBEHHbIX
npenapaToB, Ha JIeKapCTBEHHblE Npenapathbl, BK/AOYEHHbIE B NepeyeHb SKU3HEHHO HeobXOAMMbIX M
BaXKHEMLWMX NEeKAPCTBEHHbIX NPenapaTos;

3) ocywecTB/ieHNEe PErvoHaNbHOIO TFOCYAAPCTBEHHOrO KOHTPO/A 3a NPUMEHEeHMEM UeH Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHblE B MepeYeHb KM3HEHHO HEeOBXOAUMBIX W BayKHEMWMX
NeKapcTBEHHbIX MpenapaToB, OPraHM3aUMAMW OMTOBOW TOPrOBAM JIEKAPCTBEHHbIMU CpPeacTBaMMU,
anTeYHbIMW OpPraHM3auMAMU, MHAMBUAYANbHbIMM NPeANPUHUMATENAMM, UMEIOWUMM NNLEH3NIO Ha
bapMaueBTUYECKYIO AeATeNbHOCTb, MEOUUMHCKMMW OpPraHm3aumMammn, MMEWMMN NULEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, U WX 060cobaeHHbIMM noapasaeneHuamMn  (ambynatopuamu,
denbawepckumn n  GenbAWepcKo-aKyLepCKMMN  NYHKTamMK, UeHTpamu (oTaeneHusmu) obuuei
BpayebHol (cemeiHOol) NPaKTUKKN), PACMONOKEHHLIMW B CEAbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3aLmu;

(B pea. PenepanbHbix 3aKoHOB OT 25.06.2012 N 93-$3, o1 27.12.2019 N 475-93)

4) npuHATME pelweHns o6 MCNoNb30BaHUM Ha TeppuTopum cybbekTa Poccuiickoint degepauunm
Hapagy C peuenTaMM Ha JeKapCTBEHHble npenapaTbl, 0QOPMNIEHHbIMU Ha Oyma)KHOM HocuTesne,
peLenToB Ha IeKapCTBEHHbIE NpenapaTbl, CGOPMUPOBAHHbIX B GOPME 3N1EKTPOHHbIX LOKYMEHTOB.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTtba 7. Pa3paboTKa U usgaHue rocygapcTeeHHoi dpapmaKoneu, pasmelleHne AaHHbIX O HeN

1. Mopa rocypapcTBeHHOW dapmaKoneen noHMMaeTca cBog obuwmx ¢apmakonenmHbix cTaTten u
dapmakonenHbIx cTaTe.
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2. PaspaboTtka ob6wmx dapmakonenHbix craten U ¢dapmaKonelHblXx CcTaTei, B TOM u4ucne
dapmakonenHbix cTaTem Ha dapmaKonenHble CcTaHAApTHble o06pasubl, W BK/AOYEHWE WX B
rocyapcTBeHHyto $apmaKoner OCyWecTBAAITCA B MNOPAAKE, YCTAHOB/IEHHOM YMOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTU.

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

3. PaspaboTka papmaKkonenHom ctaTbn Ha pedepeHTHbIN NeKapCTBEHHbIM NpenapaTt U BKAKYEHNE
ee B rocyAapcCTBeHHy0 GapmaKkonel B TeYeHMe CPoKa AeNCTBUA 3alUTbl UCKAOUYMTENbHOIO Npaea,
YA0CTOBEPEHHOIO MaTeHTOM Ha pedepeHTHbI eKapCcTBeHHbIM Npenapar, OCYLLEeCTBAATCA C COrnacusa
ero paspaboTumka.

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

4. TocypapcTBeHHas ¢apmakonena W34aeTcs YNOAHOMOYEHHbIM  denepanbHbiM  OpraHoOm
NCMNONHUTENBHOW BNACTU 3a CYET cpeacTB deaepanbHoro 61o4:Keta u NoaNexRuT nepensgaHnam He pexke
yeM OOMH pPas B NATb NeT, B NepUoA MeXAy KOTOPbIMW MU3AAI0TCA NPUIOKEHUA K roCyAapCTBEHHOM
dapmakonee, cogeprkawme obuwme dapmaKkoneniHble cTaTbM W (MAK) PapmaKonenHble CTaTby,
yTBEP}KAEHHbIE NOC/e U3AaHUA UK Nepen3gaHna rocysapcTeeHHol dapmakonen.

5. YNonHOMOYEHHbIV deaepanbHbii OpraH WCNONHUTE/IbHOW BAAcTU pa3mellaeT AaHHble O
rocyaapcTBeHHoM dapmakonee 1 NPUIoKeHMaAX K Hell Ha cBoem oduumanbHOM canTe B ceTn "UHTepHeT"
B YCTaHOB/IEHHOM UM MOpAAKe.

Fnasa 4. TIMUEH3UPOBAHUE NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALLEBTUYECKOW OEATENBHOCTU, TOCYAAPCTBEHHbIN KOHTPO/Ib
(HAA30P) B COEPE OBPALLLEEHNA NEKAPCTBEHHbIX CPEACTB
(8 pea. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3MpoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB U dapmaueBTUYECKO
[eATeNbHOCTU

1. JInueH3npoBaHMe NPomM3BOACTBA NEKAPCTBEHHbIX CPeACTB U d)apMaLI,EBTVI‘-IECKOﬁ AeATeENbHOCTU
OCyLLeCTBNAETCA B COOTBETCTBUM C 3aKOHOOATE/IbCTBOM Poccuiickoi dDe/J,epau,MM.

2. Ob6A3aTenbHbIM YCNOBMEM NPEAOCTaBAEHUA NMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNSAETCA MPUIOKEHME K 3asiBIEHUIO COMCKATENA NIMLEH3UN NEePEYHs IeKapCTBEHHbIX GopMm u
(vnn) BnpoB dapmaueBTUYECKMX CybBCTaHLUMI, KOTOpble MPOM3BOAUTENb JIEKAPCTBEHHbLIX CPEACTB
HaMepeH NPOU3BOANTD.

KoHcynbTaHTlAOC: NpUMmeYaHue.
C01.03.2022 B u. 3 cT. 8 BHOCATCA M3meHeHuAa (®3 ot 11.06.2021 N 170-P3).

3. B ciyyae HeobXoAMMOCTM pacluMpeHns NPOU3BOLCTBA JIEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NeKkapcTBeHHbIX GOPM M BUAOB papmaLLeBTUYECKUX CyOCTaHUMIM NPOM3BOAUTE b NEKAPCTBEHHbIX CPEACTB
AONIXKEeH NepeodpopMMTb IMLEH3MIO Ha NPOMU3BOACTBO /IEKAPCTBEHHbIX CPeaCTs.

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

4. JIueH3na Ha NPoM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB (bapmaueBTMYECcKon cybcTaHLMM cnmpTa
3TUNOBOro (3TaHoNa) BbIZAETCA MPWU YC0BMM HaAMYMA Yy OpPraHM3auMm Ha npaBe COBCTBEHHOCTY,
XO035CTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNpPaB/eHNA OCHOBHOIO TEXHO/I0MMYECKOro 06opyA0BaHMA
ONA NPOM3BOACTBA 3TU/IOBONO CMAMPTA, 3apPEermcTpMpoBaHHOIO B COOTBETCTBMM €O cTatbeir 14.1
depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-d3 "O rocyaapCTBEHHOM pPerynpoBaHUm
npousBoAcTBa M 060poTa STUOBOFO CMNMPTA, aJKOTO/NbHOW U CNMPTOCOAEpPXKALLel NPOAyKUUN U 06
orpaHu4YeHum noTpebaeHus (pacnuTns) aakoronbHOM NpoayKumm".

(yacTb 4 BBeAeHa PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)
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Cratba 8.1. OcobeHHOCTM ANUUEH3UPOBaHMA MNPOU3BOACTBA JIEKAapPCTBEHHbIX CpeAacTB
(bapmaueBTnuecKoii cybcraHumum cnupTa aTMNOBOrO (3TaHONA)
(sBepeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

1. [eictBMe /MUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (papmaueBTUYECKOM
cybCcTaHUMM cnupTa 3TMAOBOrO (3TaHoMa) MPMOCTAHaB/IMBAETCA B 4acCTM MpaBa Ha MNpPOM3BOACTBO
dapmaLLeBTMUYECKON CyBCTaHLMM CNMPTA 3TUAOBOrO (3TaHOMA) NMLEH3MPYIOWMM OPraHOM B CAyvasx,
onpeaeneHHbix ctatbelt 20 PepepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O AnueH3snMpoBaHuK
OTAENbHbIX BMAOB AEATe/IbHOCTM", a TaKXKe Ha CPOK NPWUOCTAHOB/IEHUS AEWCTBUA NIMLEH3UU Ha
Nnpou3BoOACTBO 3TU/I0BOrO CNNpPTa AN5 NPOU3BOACTBA PapMaLEeBTUYECKOM CybCTaHL MM CNUpTa 3TUN0BOIO
(sTaHoONa), BblAAHHOWN B coOTBETCTBUM C PeaepanbHbiM 3aKOHOM OT 22 HoAbBps 1995 roga N 171-d3 "O
rocygapcTBEHHOM pPeryMpoBaHUMM NPOM3BOACTBA M 060pPOTA 3TUMAOBOrO CNMPTA, aJIKOTO/IbHOM MU
cnupToCcoAdep Kallel NpoayKunmn n o6 orpaHnyeHnm notpebneHma (pacnuTna) ankoronbHOM npoaykumm'.

2. [eicTBMe /NMUEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX cpeacTB (papmaueBTuyeckomn
cybCTaHUMM cnMpTa 3TUMNOBOrO (3TaHoNa) B 4YacTM MNpaBa Ha Npou3BoACTBO dapmMaleBTUYECKOn
cybCTaHUMM cnupTa 3TWIOBOro (3TaHONA) NPEKpalLaeTca MLEH3UPYIOWMM OpraHomMm B C/ay4ask,
onpeaeneHHbix ctatbel 20 PepepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueH3snMpoBaHun
OTAENbHbIX BMAOB AEATENbHOCTU", a TaK¥Ke C AaTbl NPeKpaleHWa WAW aHHY/IMPOBaHUA OEeWCTBUSA
JIMLLEH3UN Ha NpPOW3BOACTBO 3TWM/IOBOrO ChMpTa A/1A NPou3BoAcTBa dapmalueBTMYecKkol cybcTaHuuu
cnupTa 3TUNOBOrO (3TaHO/a), BblAaHHOM B cooTBeTCcTBMU ¢ PeaepanibHbiM 3aKOHOM OT 22 Hosbpa 1995
roga N 171-®3 "O rocygapCTBEHHOM pPerynMpoBaHUK MPOM3BOACTBA M 0O60OpPOTa 3TUIOBOrO CNUPTA,
a/NIkOroNIbHOW U cnupToCcoAepXallein npoaykuMm u o6 orpaHuyeHun noTpebneHua (pacnutus)
a/IkorosibHOM NpoayKumn'.

CraTbAa 9. locyAapCcTBEHHDIN KOHTPOb (Hag3op) B cdhepe obpalueHNA NeKapcTBEHHbIX CPeacTB
(8 peq. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyfmapcTBeHHbI KOHTpoAb (Hag3op) B coepe o06palleHMs NEKAPCTBEHHbIX CPeacTB
OCYLLECTBNSAETCA NoCpeacTBOM ¢efepanbHOro rocyfapcTBEHHOro KoHTpons (Hagsopa) B coepe
obpalleHMA NeKapcTBEHHbIX CPeacTB U deaepanbHOro rocygapcTBEHHOrO IMLEH3MOHHOMO KOHTPOAA
AeATeNbHOCTM MO NPOU3BOACTBY 1IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAEMbIX denepabHbIMU OpraHamm
NCMNONHUTENBHOW BNACTU, YNOJHOMOYEHHbIMM MpaBuTenbcTBom Poccuiickon Peaepaumn.

2. MNpegmeTom deaepanbHOro rocyaapcTBEHHOTNO KOHTPosA (Haasopa) B chepe obpalueHus
NeKapCTBEHHbIX CPEACTB ABNAIOTCA:

1) cobnogeHne obasaTenbHbIX TPebOBaHUI B chepe 0bpaLLeHUA NEeKAaPCTBEHHbIX CPeacTB, B TOM
yucne:

a) TpeboBaHUM K [OKJAMHUYECKUM WCCNEA0BAHUSAM JIEKAPCTBEHHbIX CPEACTB, KJAMHUYECKUM
MCCNeaoBaHMAM  NEKApPCTBEHHbIX MPenapaToB, W3roTOBAEHWIO, XPaHEHWIo, NepeBO3Ke, BBO3y B
Poccuiickylo depgepaumio, OTMYCKY, peanusaumun, nepegade, MNpoAaxke eKapCTBEHHbIX CPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX MPEnapaToB, YHWUUTOMKEHUIO /IEKAPCTBEHHbIX CPEACTB, YCTaHOB/AEHUIO
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX MPEnapaToB LUEH Ha NeKapCTBEHHble Mpenapatbl, BK/AIOYEHHble B
nepeyeHb KM3HEHHO HEOBXOANMbIX M BarKHENLIWX IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPeACTB, Haxo4AalMxca B obpauieHun,
MOKas3aTeNsiM KayecTBa, 3dpPpeKTUBHOCTM 1 6€30MacHOCTM, YCTAaHOB/IEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUI K cobntoaeHno cybbekTamm 06paLLeHUs NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B
yacTtn 1 ctatbum 67.1 HacTosAwero ®eaepanbHOro 3aKOHa, OrpaHUYeHUi, Hanaraemblx cTatbammn 67.1 n 67.2
HacToAwero ®eaepanbHOro 3aKOHa;
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2) cobnwogeHne NULEH3MOHHbLIX TpeboBaHWM K  OCYLeCTBAeHWUO  dapmaueBTUYECKO
AeAtenbHoOCTY;

3) cobnoaeHme TpeboBaHUI K NpeaoCcTaBeHMI0 CybbeKkTamm 0bpaLleHns eKapCTBEHHbIX CPeacTs
MHbOPMaLMKN O JIEKAPCTBEHHbIX CPEACTBAX WM (M/IM) NIEKAapPCTBEHHbIX Mpenapartax, npeaycMOTPEeHHOM
ctatbsaamn 9.1, 52.1 n 64 Hactoawero PenepanbHOro 3aKoHa.

3. Mpu ocywecTsieHnn deaepanbHOro rocyaapcTBEHHONO KoHTpons (Hagsopa) B coepe
obpalleHna NeKapCTBEHHbIX CPEeACTB NPOBOAATCA chedylowme BuAbl KOHTPOJbHbIX (HaA30PHbIX)
MepPONpPUATUIA:

1) AOKyMeHTapHas NpoBepKa;

2) Bble3gHanA NpoBepKa;

3) BbIBOPOUHbIN KOHTPO/Ib Ka4ecTBa;
4) KOHTPO/IbHAA 3aKynKa;

5) UHCNEKUMOHHbIN BUSHUT;

6) HabnogeHne 3a cobnogeHnem obasaTenbHbIX TpeboBaHUM (MOHUTOPUHT 6e3onacHOCTH)
(dapmakroHagzop).

4. OpraHusaums 1 ocyLLecTB/ieHne deaepasnbHOro rocy1apcTBEHHOIO KOHTPoAA (Haa3opa) B coepe
obpalleHMa NeKapCcTBEHHbIX cpeacTB peryanpytotca PeaepanbHbim 3akoHom oT 31 mnona 2020 roga N
248-®3 "O rocynapcTBEHHOM KOHTpone (Haasope) M MYHUUMNANbHOM KOHTpose B Poccuitckoit
Pepepaunn’.

5. BHennaHoBbI BbIGOPOYHbIA KOHTPO/Ib KayecTBa MPOBOAMTCA B TOM UYMCAE Ha OCHOBAHWUK
Nporpammbl NPOBEPOK.

6. MNaHOBbIM BbIGOPOYHBIN KOHTPO/Ib KaYecTBa He NPOBOAUTCA.

7. Mo pe3ynbTatam BbIBOPOYHOro KOHTPOAA KayecTBa Hapaay C peleHUamMu, NnpeaycMmoTpeHHbIMU
depnepanbHbiM 3akoHOM OT 31 mniona 2020 roga N 248-d3 "O rocypsapcTBEHHOM KOHTposie (Hagsope) u
MYHULUMNaNbHOM KOHTpone B Poccuiickon degepauunmn”, depepanbHbiMM OpraHamm UCHONHUTENBHOM
BNACTU, YMNOJHOMOYEHHbIMM Ha OCYLLECTBNEHME BbIOOPOYHOrO KOHTPOJIA KayecTBa, MPUHUMAIOTCA
cnegyowme pelweHus:

1) o panbHeiwem rpaxgaHckom obopoTe cepuu, NAapTUM COOTBETCTBYIOLLErO /JIeKAapPCTBEHHOro
CPeAcTBa B C/yyae NOATBEPXKAEHMA N0 pesynbTaTam NpoBeAeHHbIX UCMbITaHNI COOTBETCTBUA KayecTBa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/EHHbIM TpeboBaHNAM;

2) 06 M3BATUM M3 rpaxkaaHckoro obopoTta cepuu, NMapTUM COOTBETCTBYIOLLErO NE€KapCTBEHHOMO
CPeAcTBa B C/yyae BbIABJAEHMA MO pe3y/ibTaTam MpPoBeAeHHbIX UCMbITAHWMI HECOOTBETCTBUA KayecTsa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/IEHHbIM TpeboBaHNAM;

3) o nepeBoAe NEKAPCTBEHHOTO CPeACTBA Ha MOCEPWIHBIN BbIGOPOYHBIM KOHTPO/b KauyecTBa
NeKapCTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIAB/AEHMS HECOOTBETCTBUA KauyecTBa JIEKaPCTBEHHOro
CPeAacTBa YCTAHOBNAEHHbIM TpeboBaHUsAM M (Npy HeobxoaMMOoCTH) O NpoBepKe cybbeKkTa obpalyeHus
NeKapcTBEHHbIX cpeacTB. Pacxoapl, CBA3aHHbIe C NPOBELEHMEM NOCEPUAHOTO BbIBOPOYHOTO KOHTPOIS,
OMNJIaYMBAlOTCA MPOU3BOAMTENIEM JIEKAPCTBEHHOTO CpeacTsa /Mbo AgepkaTeNieM WAM BNAAe/bLEM
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOTO Npenapara.

8. (Dep,epaanblﬁ FOCV,D,apCTBEHHbIVI ﬂMueHBMOHHbIVI KOHTPO/1b AeATe/IbHOCTU NO NMPOM3BOACTBY
NNeKapCTBEHHbIX CpeacTB OCyWwecTBaAeTcA B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM Poccuiickoi
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depgepaunn.

Cratba 9.1. Mporpamma npoBepoK
(sBepeHa desepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. B uenax opraHun3saumm BbIBOPOHHOr0 KOHTPOA KauyecTBa JIeKapCTBEHHbIX CPeacTs hopmupyeTcs
nporpamma npoBepOK.

2. lna uenei peanusaumm nporpaMmmbl NPOBEPOK MPOU3BOAMTENN NEKAPCTBEHHbLIX CPEACTB U
OpraHM3auMM, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX CPeactB B Poccuiickyto  deaepaumio,
NpegoCcTaBAAOT B OTHOWEHMM NEKAPCTBEHHbIX CPEACTB A1A  MeSUUMHCKOro NPUMEHeHua B
YNONHOMOYEHHbIA deaepanbHblii OpraH MCNOAHUTENbHOM BAACTU, OCYLLECTBAAIOWMIA YHKUMKM MO
KOHTPO/IIO M Hag3opy B cdepe 34paBOOXPAHEHWsA, B OTHOWEHUM JNIEKAapPCTBEHHbIX CPeacTB AnA
BETEPUHAPHOrO MNPUMEHEHWUA B YMNOJHOMOYEHHbIV deaepanbHbli OpraH MCNOJNHUTENbHOM BAACTW,
OCYLLECTBAAIOLWMIA GYHKLMM MO KOHTPOJIIO U HaA30py B chepe 0bpaLlLeHNn NeKapcTBEHHbIX CPpeacTs Aa
BETEPUHAPHOrO NPUMEHEHUA, CBEAEHMNA O CepuaAX, NAPTUAX JNEKAPCTBEHHbIX CPeaCTB, NOCTYNaloWmX B
rparkaaHckmii obopoT B Poccuiickon depepaumu, B nopagke, coctaBe M obbeme, YCTaHOB/IEHHbIX
yKasaHHbIMK peaepanbHbIMU OpraHaMm UCMONHUTENbHOW BAACTU B OTHOLEHWWN I€KaPCTBEHHbIX CPEeACTB
ONA  MeAMUMHCKOrO MNPUMEHEHWA W B OTHOLWIEHWW JIeKapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPMMEHEHMA COOTBETCTBEHHO.

3. Mporpamma npoBepok GopmMUpyeTCca Ha KaJieHAapHbl rog B cpok ao 30 gekabpa roaa,
npeALwecTBYOLEro roay nposeaeHusa BbiIbOPOYHOro KOHTPOJIA.

4. B cnyyae HacTynaeHma cobbITUi, yKa3aHHbIX B NoAnyHKTax "6" n "8" nyHKTa 2 yactu 6 HacToALLeln
cTatbu, pesepanbHbiM OPraHOM UCMONHUTENbHOW BAACTU, OCYLLECTBASIOWMUM GYHKLMMU MO KOHTPOO U
Hag3opy B cohepe 34paBoOXpaHeHus, denepanbHbIM  OPraHOM  UCMOJIHUTENbHOW  BAAcCTH,
ocyLecTBAAWUM GYHKUMU MO KOHTPOJIO M HAaA30py B chepe obpalleHNsA NeKAaPCTBEHHbIX CPEACTB ANS
BETEPUHAPHOIO NPUMEHEHMA, NPU  HEOBXOAMMOCTM BHOCATCA COOTBETCTBYHOWME W3IMEHEHUS B
nporpammy NpoBepPOK.

5. B nporpammy npoBepoK MOFyT BK/1HOYaTbCA MEPONPUATUA C Y4ETOM HapyLLUEHWI, BbIABEHHbIX B
paMKax KOHTPO/IbHbIX (HaA30PHbIX) MeponpuUATKIA 3a NpeablayLWMiA KaNeH4apHbIN roA.

6. [Mporpamma NpoOBEPOK COAEPHKUT:

1) nepeyeHb NEKAPCTBEHHBIX CPeACTB, 0T6OP 06Pa3LLOB KOTOPbIX BYAET OCYLLECTBAATLCA B PaMKaX
BbIBOPOYHOrO KOHTPOA, GOPMUPYEMBII C YH4ETOM PE3y/bTaTOB roCyAapCTBEHHOIO KOHTpOAA (Haa3opa)
B cpepe obpallleHNa NeKapCTBEHHbIX CPeACTB 3a KaNeH4apHbI rod, NpeawecTsyoWwmi rogy nposeaeHus
BbIBOPOYHOro KOHTPONS;

2) yKasaHue Ha cobbiTve, HacTynjeHWe KOTOPOro ABASETCA OCHOBAaHWEM A/A OCYLEeCTBAEHMA
BbIBOPOYHOrO KOHTPONSA:

a) nosyyYyeHMe CBEAEHUI, NPeACTaBaAAeMbIX B COCTaBe N 06beme, YyCTaHOB/IEHHbIX deaepasbHbiM
OPraHOM WCMOJIHUTENIbHOM BAACTW, OCYLECTBAAWMM YHKLMM MO KOHTPOJO WM HaA3opy B coepe
34paBOOXpaHeHUs, dedepasbHbIM OPraHOM MCMOJIHUTENIbHOM BNACTM, OCYLLECTBAAIOWMM GYHKLMM MO
KOHTPOJIIO M Haz30py B chepe obpalleHns NeKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO NPUMEHEHUS, O
cepusx, MapTUAX JIEKAPCTBEHHbIX CPEACTB, MOCTYNaloWMX B paKAAaHCKMI obopoT B Poccuiickoit
denepaumn, YKasaHHbIX B MyHKTe 1 HACcTOAWEM 4YacTh, OPraHuM3auMAMM, OCYLLECTBASAIOLMUMMU
NPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB B Poccuiickoi depepaumm 1 BBO3 NIEKAPCTBEHHbIX CPEACTB B
Poccuiickyto ®egepaumio;

6) nonyyeHne nocTynatollei B NopaaKe, yCTaHOBAEHHOM cTaTbei 64 HacToswero ®eaepanbHoro
3aKoHa, MHbOPMaLMM O NOBOUYHbIX AENCTBUAX, HEXKeNaTe bHbIX PeaKUMUAX, CePbe3HbIX HeXKenaTebHbIX
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peakumax, HenpeasuaeHHbIX HeXKenaTebHbIX peakumax Npu npumeHeHMM eKapCcTBEHHbIX NPenaparos,
06 MHAMBUAYANbHON HENepeHOCMMOCTU, OTCYTCTBMU 3PPEKTUBHOCTM NEKAPCTBEHHbLIX MpenapaTos, a
TakKe 06 MHbIX PaKTax U 0B6CTOATENLCTBAX, MPEACTABAAIOWMX YIPO3Y KMU3HM AN 340POBLIO Ye/I0BEKA
NMBO KMBOTHOTO MNPW MPUMEHEHUM NIEKAPCTBEHHbIX MPEenapaToB M BbIAB/AEHHbIX Ha BCex 3Tanax
0b6palleHMA NeKapcTBEHHbIX NpenapaTtos B Poccuiickoit degepaumm n Apyrux rocyaapcreax;

B) noaydyeHue B cooTBeTcTBUM € PegepanbHbim 3akoHOM oT 31 umiona 2020 roga N 248-d3 "O
rocyaapcTBeHHOM KOHTpone (Hagsope) M MyHUMUMNANbHOM KOHTposie B Poccuiickon ®depepaumn”
CBEAEHUN O MPUYMHEHMM Bpeda MAKM 06 yrpose NPUYMHEHUA BPena KU3HU, 340POBbI0 FpaXkaaH Uau
KUBOTHbIX.

CraTtba 9.2. FlocypapcTBEeHHbIA KOHTPOJb (HaA30p) 3a peannsauueii opraHamu UCMNOJIHUTEIbHOM
BnacTu cybbekToB Poccuiickoii deaepaumm nonHomoumnii B chepe obpaleHus neKapcTBeHHbIX CpeacTs
BNA MeAULMHCKOTO NPUMEHeHUA

(sBepeHa degepanbHbiMm 3akoHOM OoT 11.06.2021 N 170-93)

1. TocyaapcTBEHHbIM KOHTPOAb (Haa30p) 3a peanusaumeint opraHamuM WMCNONHUTENbHOW BAAcTU
cybbekToB Poccuitickoli depepaunm nonHomouuii B chepe obpalleHMa NeKapCTBEHHbIX CPeacTB 4/A
MeAMLMHCKOrO MPUMEHEHUA OCYLLECTBAAEGTCA YMNOJAHOMOYEHHbIM [lpaBuTenbcTBOM  Poccuiickoi
deaepaumn opraHom UCMNOSIHUTEIbHOM BAACTU.

2. TlpegmeTom rocyAapcTBEHHOTO  KOHTposis (Hagsopa) 3a peanvsauuven  opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitckolt Pepepaumm nonHomoumn B chepe obpalueHua
JIeKapCTBEHHbIX CPEeACTB AN MEAULMHCKOrO NpUMeEHeHUs aBaseTtca cobntogeHne ynosHOMOYEHHbIMK
OpraHamm WCMOSIHUTENbHOM BnacTn cybbekToB Poccuiickon Pepepaumn MeTOAMKM YCTAHOBAEHWUSA
npegenbHbIX pPasMepoB ONTOBbIX HaAbaBOK M MNpegenbHbiX PasMepoB PO3HWYHBLIX HagbaBoOK K
$aKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBEHHbIM NPOU3BOAMTENAMM IEKAPCTBEHHbIX NPenapaTos, Ha
NleKapcTBeHHble npenapaTtbl, BKAKOYEHHblE B MNEPEeYEHb KMU3HEHHO HEOBXOAMMBIX W BayKHEMLWMX
NleKapcTBEHHbIX NpenapaTos.

3. Mpu ocCywecTBNEHNUN TFOCYAAPCTBEHHOTO KOHTpons (Hag3opa) 3a peanusauuen opraHamu
WCNONIHUTENbHON BNacTn cybbekToB Poccuitickolt depepaumm nonHomoumin B chepe obpalleHun
JIeKAPCTBEHHbIX CPEACTB 419 MeAMLMHCKOrOo MPUMEHEHMA NPOBOAATCA CeAytowmne BUAbI MEPONPUATUIA:

1) AOKYMEeHTapHble NPOBEPKYU;
2) Bble3gHble NPOBEPKU.

4. OpraHusauMa U OCYLLeCTB/IeHME ToCyOapCTBEHHOIO KOHTponA (Hagsopa) 3a peanusauumeit
opraHamm WCMNONHUTENbHOW BRacTM cybbekToB Poccuitickolt Pepepaumm nosHomoumni B chepe
06palLeHMA NEKAPCTBEHHbIX CPEACTB A1 MeSULMHCKOro NpuMeHeHusa peryampytotca degepanbHbim
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-93 "0O6 06WMX NPUHUMNAX OPraHM3aLMM 3aKOHOAATE IbHbIX
(npeacTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB rOCYAAPCTBEHHOM BAacTU cybbekToB Poccuiickoit
depepaunn’.

5. TMMonoxeHne O TroOCYyAapCTBEHHOM KOHTpoJsie (Hag3ope) 3a peannsauvent opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitckolt Pepepaumm nonHomoumn B chepe obpalueHun
NIeKapPCTBEHHbIX CPEACTB AN MEeOULMHCKOIo NpUMeHeHuA yTeepaaeTca MNpaButenbcteom Poccuiickoit
depepaunn.

Cratba 9.3. PerMoHanbHbI rocyfapcTBEHHbI KOHTPONb (HaA30p) 3a NpUMEHEeHMEM LeH Ha
JIeKapCTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEHHO HeobXoAMMbIX M BarKHeMLUX
JNIEKApCTBEHHbIX NpenapaTos

(sBepeHa depepanbHbiM 3akoHOM OoT 11.06.2021 N 170-93)
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1. PermoHanbHbIN rocy4apCTBEHHbIN KOHTPO/Ib (Haa30p) 3a NPUMEHEHMEM LIEH Ha /IeKapCTBEHHbIE
npenaparbl, BK/OUYEHHblE B MNepeyeHb MU3HEHHO HEeobXoAUMbIX W BaXKHEWLLIMX JIeKapPCTBEHHbIX
npenapaToB, OCYLLECTBAAETCA OpPraHOM WCMOJIHUTENbHOM BAacTU cybbekta Poccuitickon Peaepauum,
YNO/THOMOY€EHHbIM BbICLUIMM WUCMOJIHUTE/IbHBIM OPraHOM FrocyAapCTBEHHOM B1IaCcTU cybbeKTa Poccuninckom
depgepaunn.

2. MpeameTom pernoHanbHOro rocyapCTBEHHOrO KOHTPOAA (Haa30pa) 3a NPUMMEHEHUEM LieH Ha
JIeKapCcTBEHHble MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb XU3HEHHO Heo6XOAMMbIX U BarKHEWLIUX
NleKapCTBEHHbIX MpenapaToB, ABAseTca cobniogeHue  opraHM3auMaMyM  ONTOBOW  TOProBAU
NIeKapCTBEHHbIMU CPeACTBaMM, anTeUYHbIMU OpraHM3aUnAMU, UHAMBUAYANbHBIMU NPEeANPUHUMATENAMMU,
UMELWNMM NNLEH3UIO Ha dapMaLeBTUYECKYl0 AeATeNbHOCTb, MeAULUMHCKUMM OpraHu3aumsamu,
UMELNMM IMLLEH3UNIO Ha papMaLLeBTUUECKYIO AeATeNbHOCTb, M MX 060Co0bAeHHbIMK NoApPa3aeNeHUAMM
(ambynatopuamn,  dpenbawepckumm N GenbAepCcKo-aKyWEePCKUMM  MYHKTaMK,  LieHTpamu
(oToeneHnamun) obuen BpayebHOM (ceMenHOM) NPAKTUKKN), PACNONOKEHHBLIMU B CE/IbCKMX HaceNeHHbIX
MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aLmnu, Npu peanmsaumnmn NeKkapcTBeHHbIX npenapaTos
TpeboBaHUI K MPUMEHEHUIO LEeH, YPOBEHb KOTOPbIX He [A0MAXeH MpeBblllaTb CyMmMmy daKTUyecKkomn
OTMYCKHOM LEHbl, YCTaHOB/IEHHON Npou3BOAMTENEM /NEeKAaPCTBEHHbIX MPenapaTtoB, M KOTOpble He
NPeBbILLAOT 3aPEerucTpMpPoBaHHbIX NpeaeibHbIX OTNYCKHbIX LLeH, U pa3MepoB ONTOBbIX HaAb6aBoOK U (Unn)
pa3MepoB PO3HUYHbIX HaAbaBOK, HE MPEBbILAIOWMNX COOTBETCTBEHHO PasMepoB NpeaebHbIX ONTOBbIX
Haab6aBoK U (MK) pazmepoB NpeaebHbIX PO3HUYHbIX HaAbaBOK, YCTaHOBNEHHbIX B CybbeKTe Poccninckoli
depepauun.

3. OpraHuMsaums M oCyLecTBNeHNe PermoHanbHOro rocygapcTBEHHOro KOHTposA (Hagsopa) 3a
NPMMEHEHNEM LEH Ha JIEKAaPCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyYeHb KU3HEHHO HeobxoaMmbixX
N Ba)KHEMLIMX JIEKAapCTBEHHbIX NpenapaTos, peryampytoTca PegepanbHbim 3akoHom oT 31 mwonsa 2020
roga N 248-d3 "O rocyaapcTBeHHOM KOHTpoae (Haasope) M MyHUUMNANbHOM KOHTpoae B PoccuiicKoi
depepaunn’.

4. NonoXKeHne 0 permoHanbHOM rocyapCTBEHHOM KOHTpOJe (Haa30ope) 38 NPMMEHEHMEM LLIEH HA
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpevYeHb MU3HEHHO HEOOXOAMMbBIX W  BaXKHEMLIMNX
JIEKAPCTBEHHbIX MPENAPATOB, YTBEPXKAAETCA BbICLUMM WCMOJHUTENbHBIM OPraHOM FOCYAapCTBEHHOWM
B/1acTU cybbekTa Poccuiickon deaepaumu.

Cratba 9.4. ®epepanbHbli roCyAapCTBEHHbIA NIMLEH3UOHHbLIN KOHTPO/Ab AEATe/IbHOCTU no
NPoOu13BOACTBY JIEKAPCTBEHHbIX CPeACTB
(eBegeHa degepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. ®egepanbHbIA rOCYAaPCTBEHHbIN IMLEH3MOHHbIA KOHTPO/b AEATENbHOCTU NO MNPON3BOACTBY
NeKapCcTBEHHbIX CPeAcTB ocyllectsaseTca deaepasbHbIMU - OpraHaMyM  UCMOJHUTENBHOW  BAACTH,
ynonHomoueHHbiMK MpaButenbctBom Poccuiickoit Geaepaumu.

2. ®epepanbHbIit rOCY[aPCTBEHHbIM NNLEH3UOHHbIA KOHTPOAb AEeATeNIbHOCTM MO NPOM3BOACTBY
NIeKaPCTBEHHbIX CPeACTB OCYLLECTBAAETCA B COOTBETCTBMU ¢ PeaepanbHbiM 3akoHOM OT 4 masa 2011 roaa
N 99-®3 "O nMueH3MpoBaHNN OTAENbHbIX BUAOB AeaTenbHocTn" n deaepanbHbiM 3aKoHOM OT 31 uiona
2020 ropa N 248-®3 "O rocyaapCTBeHHOM KOHTpoJie (Hag3ope) U MyHMUMNANbHOM KOHTpo/ne B
Poccuiickoir ®epepaumn”. B pamkax deaepanbHOro rocygapCTBEHHOIO JULEH3MOHHOIO KOHTPOS
OeATeNbHOCTM MO NPOM3BOACTBY /1€KAPCTBEHHbIX CPEACTB M/IaHOBble KOHTPO/bHble (HaA30pHble)
MeponpuATUA He NPOBOAATCA, NPU 3TOM NPOBOAUTCA NMepuoanyeckoe NoATBEP)KAEHME COOTBETCTBUA
JNINLEH3NATOB NLEH3NOHHbIM TpeboBaHUAM B COOTBETCTBUM ¢ PeaepanbHbiM 3aKoHOM OT 4 mana 2011
roga N 99-®3 "O nuueH3MpoBaHUN OTAENbHbIX BUAOB AeATeibHOCTH" .

Fnasa 5. PASPABOTKA, AOK/TMHNYECKUE UCCNTIEAOBAHUA
NEKAPCTBEHHDbIX CPEACTB, A TAKKE KNTMHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHDbIX MPEMNAPATOB A4 BETEPUHAPHOIO NPUMMEHEHUA
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CratbA 10. Pa3paboTKa NeKapCTBEHHbIX CPeACcTB

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAKOYAeT B cebA MOMCK HOBbIX (apMaKONOrMYecKu
aKTMBHbIX BELLEeCTB, Noc/aeaylowee MU3YYEHUME WX NIEKAPCTBEHHbIX CBOMCTB, AOKJAWHUYECKME
nccnenoBaHuA, PaspaboTKy TexHONorni npomsBoacTBa dapmaLeBTUYECKMX cybcTaHuuMi, pa3paboTky
COCTaBOB M TEXHOJIOTM NPOM3BOACTBA NEKAPCTBEHHbIX MPENapaTos.

2. ®uHaHcoBOe obecneyeHne pa3paboTKKM NEKAPCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYET:
1) cpeacts denepanbHoro brogKeTa;
2) cpeAacTB pa3paboTUMKOB IEKAaPCTBEHHbIX CPeACTB;

3) cpeacts  MpouM3BOAMTENEN  JIEKAPCTBEHHbIX  CPEACTB  NPW  BbIMOJIHEHWMM  Hay4HO-
ncciefoBaTeNnbCckmx paboT Mo A0roBopy Mexay pa3spaboTYMKOM JIEKAPCTBEHHbLIX CPEACTB M
NPOU3BOAMTENEM JIEKAPCTBEHHbIX CPE/CTB;

4) HbIX He 3anpeLLeHHbIX 3aKoHOAaTeIbCTBOM Poccuitickon deaepaumm UCTOYHNKOB.

3. MNpaBa pa3paboTuMKa  NEKApPCTBEHHOTO  CPEACTBA  OXPAHAOTCA  IPaKAAHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [loknanHUYecKoe wuccnepoBaHue NIeKapCTBEHHOro cpeacrtea AnAa mMmeauuMHCKOro
npumMmeHeHunA

1. loknMHMYecKoe uccnenoBaHWE NEKAapCTBEHHOTO CPeacTBa AN MEAMUMHCKOTO MpUMEHEHUs
NPoBOAMTCA MNyTEM MPUMEHEHUSA HayyHbIX METOAOB OLEHOK B LEnsX MoAy4YeHUs [O0Ka3aTenbCcTs
6e30nacHOCTH, KavyecTBa U 3dPEeKTUBHOCTU IEKAPCTBEHHOTO CPeACTBa.

2. [JoKnMHWYecKoe uccnenoBaHMe NeKapCTBEHHOro cpeacTtBa Ana MeAMLMHCKOro npumeHeHuA
NpPoOBOANTCA B COOTBETCTBUM C NPABMNAMM Hagsexalien nabopaTopHOM NPaKTUKMK, YTBEPHKAEHHbLIMU
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCNOAHUTEIbHOW BAACTU.

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

3. [lnA opraHnsaumm 1 NPoBeAeHNA SOKANHUYECKOTO UCCNEA0BaHNA IeKapCTBEHHOIO cpeacTBa Ann
MeAMLMHCKOrO MPUMEHEHUA pPa3paboTUMKM NEKAPCTBEHHbLIX CPeACTB MOryT NpPMBAEKaTb HayyHO-
nccnepoBaTeNbCkMe opraHMsauumn, obpasoBaTesibHble OpraHM3auumn Boiclero o6pasoBaHna, UMetoLwme
HeobXoAMMYIO  MaTepuanbHO-TEXHMYECKYD 6a3y W KBaaMUUMPOBAHHbLIX  CMeuuanncTtos B
cooTBeTCTBYtOLWEN 061acTM UcCAef0BaHUA.

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

4. [loKnnHN4Yeckoe uccnepoBaHue NNEKApPCTBEHHOIo cpeacrtea Ana mMmegunumMHCKOro npummeHeHuA
nposognTCA nNO yTBEPXKAEHHOMY pa3pa60le|KON\ NEeKapCTBEHHOINo cpeacrtea nMnJjaHy C BedeHUEM
NMPOTOKO/1a 3TOro nccnenoBaHMA M COCTaB/IEHMEM OTYETA, B KOTOPOM COAepKaTCA pe3ynbraTtbl 3TOro
nccnegoBaHMA M 3aklo4eEHME O BO3MOXKHOCTM npoBeAeHuA  KAMHUYECKOro  unccnenoBaHuA
NNEKAPCTBEHHOTIO npenaparta Ana megnumnHCKoro npuMmeHeHuA.

5. MNpoBeneHWe NpOBEpPOK cobNOAEHUA NpPaBUA HagnexKauiei nabopaTopHOW NPaKTUKKM U
NPaBoBbIX HOPM MCMO/b30BAHUA KUBOTHbLIX MNPU MNPOBEAEHUU AOKAUHUYECKUX WUCCAeL0BaHUIA
NEeKapCcTBEHHbIX CPeACTB ANA  MeAMUMHCKOrO MPUMMEHEHMA OCYLLECTBAAETCA YNOJHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOHUTE/IbHOM BAACTH.

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

6. Pe3ynbTaTbl AOKAMHWMYECKOrO WCCNEAO0BaHUA NEKAapCTBEHHOTO CpPeacTBa ANA MeAMLMHCKOro
NPUMEHEHUA MOTYT ObiTb NPeACTaB/eHbl B YNOJHOMOYEHHbI denepanbHbli OpraH UCNONHUTENbHOWM
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BJ1aCTU B YCTAHOBJEHHOM MOPAAKE B LEeNAX rocyAapCTBEHHOM perncTpaumnm 1ekapcTBeHHoro npenapara.

Cratba 12. [OKAMHMYECKOE WUCCNeaoBaHME J/IeKapCTBEHHOro cpeacTBa W KAMHUYEcKoe
uccneaoBaHue IeKapCTBEHHOro npenaparta ANA BeTepUHapHOro NpMmeHeHus

1. JoKnuHUYEcKoe ucciefoBaHUE NIEKAapPCTBEHHOMO CPeACTBa A1 BETEPUHAPHOro MPUMEHEHUSA
NpoBOAMTCA MyTEM MPUMEHEHUA HayyHbIX METOAOB OLEHOK B LEenAxX MOoAyYeHUsa [0Ka3aTenbcrs
6e30nacHOCTH, KayecTsa U 3pPeKTUBHOCTM SIeKapCTBEHHOTO CPEACTBA, B TOM YMC/Ie Onpeae/ieHUsa CPoKa
ero BbIBefleHMA U3 OpraHM3Ma KMBOTHOrO, B LieAxX obecrieyeHnsa 6e30MacHOCTU MPOAYKLNN 3KUBOTHOIO
MPOUNCXOXAEHNA NOCAe NPUMEHEHNA COOTBETCTBYIOLLErO IEKapCTBEHHOrO nNpenapara.

2. [loKknnHuyeckoe wuccnegoBaHue NEeKapCTBEHHOIo cpeacrea U KAWMHUYECKOE wmccneanosaHwme
NEKapCTBEHHOrIo npenapara AnAa BETEPUHAPHOIo npMmeHeHuAa, nccneaosaHume 6MO3KBMBANEHTHOCTU
YKa3aHHOIo /1eKapCTBEHHOIO npenaparta nNpoBoaATCA B COOTBETCTBMM C NpaBuiamun, yTrBepgeHHbIMU
YNO/THOMOYEHHbIM d)ep,epaanbllv\ opraHom WCMNOJIHUTENbHOM BNACTM.

3. [JoKAnHMYecKoe wucciefoBaHME JIEKapCTBEHHOTO CPEeACTBa M KAMHWYECKOE WCCeAoBaHue
/IeKapCcTBEHHOrO npenapata A8 BeTepMHapPHOro MPUMEHEHUA MNPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpPeAcTBa MaHy C BeAeHWeM MPOTOKOJIOB 3TUX MUCCAeA0BaHWA U
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPHATCA Pe3y/bTaTbl 3TUX UCCAEA0BAHUNA.

4. 0na opraHv3aumMm 1 NPoBeAeHUA AOKINHNYECKOrO UCCe0BaHUA NEKapCTBEHHOMO CPeacTBa U
KAMHMYECKOrO WCCeA0BaHMA  /IEKApCTBEHHOro npenapata AN BETEPUHAPHOrO  MPUMEHEHUS
pa3paboTunK NeKapCcTBEHHOro CpPeacTBa MOXKET MpMB/eKaTb OpraHM3auun, umerolme Heobxoaumyto
MaTepuanbHO-TeEXHUYECKYIO 6a3y U KBanUGULMPOBaHHbIX CNELMasncToB B COOTBETCTBYOLWEN obaactu
nccnenoBaHus.

5. KnnHunyeckmne mnccnepoBaHMA NeKapCTBEHHbIX NpenapaTtos A1A BeTepPMHAPHOro npumeHeHuA
npoBoaATCA B BETEPUHAPHbLIX OpraHnsaumAax M B OpPraHM3saunAax, OCYyLWECTBAAKOWMUX pa3BedeHue,
BblpalWlMBaHWe U cogepaHne XXNMBOTHbIX, B LLeNAXx:

1) YCTaHOB/IEHMNA NEPEHOCUMOCTUN NEKAPCTBEHHDbIX NPENnapaTos 340P0BbIMU XKNBOTHbIMU;

2) nopbopa ONTUMaNbHbIX [AO3MPOBOK JIEKAPCTBEHHbLIX MPENnapaTtoB M Kypca JeyeHusa Ha
KOHKPETHO rpynmne »MWBOTHbIX C onpeaeneHHbIM 3a6oseBaHneMm;

3) ycTaHoBAeHUA 6e30nacHOCTU U 3P GEKTUBHOCTU NEKaPCTBEHHOTO NpenapaTa, NpeAHasHauYeHHoro
ANA NeyeHnn onpeaenieHHbix 3a601eBaHN X KUBOTHBIX, AN 3GPEKTUBHOCTM IEKAPCTBEHHOrO Npenapara
ANA NpodUNaKTMKM 3a601eBaHNI 340POBbIX XKUBOTHbIX;

4) n3yyeHUA BO3MOKHOCTEM PaACLIMPEHMA MOKa3aHWA K MPUMEHEHMIO 3apPerncTpMpPOBaHHOMo
JleKapCcTBEHHOTO NpenapaTa 1 BbisiBIeHWUsA paHee HEeN3BECTHbIX MOBOYHbIX AeNCTBUM.

6. KanHunyeckoe uccneposaHue NEKApPCTBEHHOINO npenapata AnAa BETEPUHAPHOIo npumeHeHuA
OCyLLeCTB/IAETCA 3a CHET CpeacTs pa3pa60TqMKa NNEKapPCTBEHHOrIO cpeacraa.

7. Ot4yeTbl © pe3ynbratax AOKAMHUYECKOro wuccnenoBaHnA NEKapCTBEHHOrNo cpeacrea wu
KIMHNYECKOIro unccnegoBaHnA N1eKapCTBEHHONoO npenapata  ANAa BeTePUHAPHOro npuMMeEHeEHUA
COCTaBNAKOTCA pa3pa6OT‘-WIKOM JNIEKAPCTBEHHOINo Cpeacrtea C yyeTom 3aK/Il04EHUN opraHM3au,v|i/’|,
NPUHUMaBLUNX y4aCTue B OpraHn3aumm n nposeaeHmm asTnux MCCﬂeAOBaHMVI.

8. KOHTpoab 3a npoBegeHuem JOOKANMHUYECKUX VICCﬂe,CI,OBaHVIﬁ NEeKapCTBEHHbLIX CpeAacTs wu
KNNHNYECKNX VICC}'Ie,CI,OBaHMﬁ NeKapCTBEHHbLIX MNpenapatos AnA BEeTEPUHAPHONo nNpMMEHEHUA
ocyuwecrsnaeTca yno/IHOMOYeHHbIM d)e,u,epaanblm OopraHom WCMNOJIHUTENbHOM BAACTM.

nasa 6. OCYLLECTBNIEHUE FOCYAAPCTBEHHOM PETUCTPALUMA
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NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. FlocyaapcTBeHHAA PerncTpauma IeKapcTBEHHbIX NpenaparTos
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpuMmeYaHue.

JonycKkaetcAa npMMeHeHWe B MeAMUMHCKUMX Lensx He 3aperncTpupoBaHHbIX B P neKkapcTBEHHbIX
npenapaToB, COAEPKALUMX HAPKOTUYECKME CPeaCTBA UM NCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PD B
COOTBETCTBMM C u. 3.1 cT. 47 AaHHOro gokymeHTa (n. 8 cT. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickon degepaunmn AonycKaoTca NPOM3BOACTBO, M3roTOBAEHNE, XPaHEHME, MEPEeBO3Ka,
BBO3 B Poccuitickyto ®eaepaumto, BbIBO3 U3 Poccuiickoin ®eaepaumn, peknama, oTnyck, peanmsaums,
nepeagadya, npmmeHeHue, yHUUYTOXKeHune NeKapCTBEeHHbIX MpenapatoB, €C/It OHU 3aperncTtpmpoBaHbl
COOTBETCTBYHOLLMM YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTEIbHOW B1ACTH.
(yacTb 1 B pen. depepanbHoro 3akoHa ot 13.07.2015 N 241-3)

2. TocyAapCTBEHHOM perncTpaumnm noaneskar:

1) Bce nekapcTBeHHble Npenapatbl, BNepsble Noasexalwue BBoay B obpaueHne B Poccuinckoi
depepauny;

2) neKkapcTBeHHble NpenapaTbl, 3apermcTpMpoBaHHbIE paHee, HO MPOU3BEAEHHblE B APYrnx
NIEKapPCTBEHHbIX GOpMax B COOTBETCTBMU C MEPEYHEM HAUMEHOBAHWUI NIeKapCTBEHHbIX GOPM, B HOBOM
[03MPOBKE MPUN AOKA3aTE/IbCTBE €€ KMHUYECKON 3HAUMMOCTU N 3EKTUBHOCTU;

3) HoBble KOMBMHALMM 3aPErMCTPMPOBAHHbIX PaHEEe JIeKapPCTBEHHBIX NMpenapaTos.

3. TocypapcTBeHHan perucTpaumsa NeKapcTBEHHbIX NPenapaToB OCYLLECTBAAETCA No pe3y/ibTaTam
3KCMEePTM3bl NIEKAPCTBEHHbIX CPEACTB, a rOCYAaPCTBEHHAA PerucTpauma opdaHHbIX NEKapPCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA N0 pe3yabTaTaM 3KCMEePTM3bl AOKYMEHTOB, NPeACTaBAEHHbIX ANSA
onpeaeneHna BOSMOKHOCTU PacCMaTPUBATL IEKAPCTBEHHbIN NpenapaT Ans MeauLMHCKOro NPUMeHeHNn
NP1 OCYLLECTBNEHNN rOCYAaPCTBEHHOW perncTpaumm B Kayectse opdaHHOIo eKapcTBEHHOro Npenapara,
M No pe3ynbTaTaM 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB.

4, TocyAapCTBEHHAA PErmcTpaLma NeKapCTBEHHOTO NpenapaTa OCYyLLECTBAAETCA COOTBETCTBYIOWMM
YMNOJAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMONHUTENbHON BAAcTU B CPOK, HE NpPEBbILIAlOWMIA CTa
lecTmaecATm paboumx AHen cCo AHA MPUHATMA COOTBETCTBYIOLLErO 3asB/IEHUA O rOCyAapCTBEHHOM
perncTpauumn eKapcTBeHHOro npenapaTa. B yKasaHHbIA CPOK BK/lOYaeTca Bpems, Heobxoanmoe Aa
MOBTOPHOrO MPOBEAEHUA 3KCNEepPTU3bl JIEKAPCTBEHHOTO CPEACTBAa B COOTBETCTBMM CO CTaTbel 25
HacToawero PenepanbHOro 3akoHa. CpoK rocyaapCTBEHHOW PerMcTpaLmm eKapcTBEHHOro npenaparta
UCYNCNAETCA CO AHA TNPUHATUA COOTBETCTBYIOWMM YMOJHOMOYEHHbIM ¢enepasbHbiM  OpraHom
WCMONHUTENbHOW  BNAcCTM  COOTBETCTBYHOLLErO  33AB/JIEHMA O TOCYAAPCTBEHHOM  perncrpaumu
NIEKapCTBEHHOTO nNpenapata C TMPWIOKEHMEM HEeobXOAUMbIX AOKYMEHTOB MO JeHb BblAauu
PEerucTpauMoHHOTO  YAOCTOBEPEHUS  JIEKApPCTBEHHOIO npenapaTta. Bpemsa, Heobxogumoe Ans
Hanpas/eHUss YMNOJHOMOYEHHbIM deaepanbHbIM  OpPraHOM WCMOJIHUTENbHOM BAAcTM  3ampoca o
npeacTaBneHnM HeobXoAMMbIX MaTepUanoB M NPeaCcTaBAeHNA 3aaBUTeIeM OTBETa Ha AaHHbIN 3anpoc B
COOTBETCTBMM €O cTaTbamu 16, 19 m 23 Hactosuwero PeaepanbHOro 3aKoHa, He y4MTbIBaeTcA Npu
NCUYNCNEHMM CPOKA FOCYAaPCTBEHHOM perncTpaumm AeKapcTBeHHoro npenapara.

5. TocyaapCcTBEHHOW perncTpaummn He Noasesar:

1) NNIEKApPCTBEHHbIE NpenapaTtbl, U3roToBJIEHHbIE aNTEYHbIMU OPraHU3aunNAMKU, BETEPUHAPHbLIMU
anTe4YHbiMN OpraHn3aunamun, HAMBMNAYyaAbHbIMU NpeanpuHMmMmaTenamm, KOTopble UMEKT TULLEH3UIO Ha
¢apmau,eBTquCKyro AeATENDbHOCTb, MO peuenTtam Ha J1eKapCTBEHHbIE MNpenapaTtbl U Tp86OBaHMﬂM
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MeANLMHCKNX OpraHM3aLmii, BEeTePUHAPHbIX OpraHm3aLuii;

2) nekapcTBeHHbIe Npenaparbl, NpuobpeTeHHble PU3NYECKUMM INLLAMU 33 Npegenamm Poccninckom
dPepepaunn n npegHasHaYeHHbIe g5 IMYHOMO MCNONb30BaHMUA;

3) nekapcreeHHble NpenapaThbl, BBO3NMble B Poccuiickyio ®eaepaumio An1a oKasaHUA MeauLMHCKOMN
NOMOLLM MO ¥U3HEHHbIM MOKa3aHUAM KOHKPETHOro nauneHTa Ha OCHOBaHWUW paspelleHus, BblAaHHOro
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMONHUTENIbHOW BaCcTy;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickytlo deaepaumio Ha OCHOBaHWWM BblAaHHOTO
YNOAHOMOYEHHbIM pegepanbHbIM OPraHOM UCNOJIHUTE/IbHOM BNACTM paspeLleHuns U NpeaHasHayeHHble
ONA NPOBEAEHUs KAMHWYECKMX WCCNeA0BaHUIM NEKApCTBEHHbLIX MNpenapaTtoB M (Mau) nposeneHun
3KCMEePTM3bl  NIEKAPCTBEHHbIX CPeACTB AN OCYLWECTB/IEHUA  ToCyAapCTBEHHOW  perucrpauuun
NleKapcTBEHHbIX NpenapaTos;

5) dapmauesTUYecKme cybcTaHUmy;

6) pagmModapmaLeBTUYECKME NIeKapCTBEHHbIE MpenapaTtbl, U3roTOB/EHHbIE HEMOoCPeACTBEHHO B
MeAMLIMHCKUX OpraHM3aumax B NMopsaKe, YCTaHOBJEHHOM YMNOJ/JIHOMOYEHHbIM defepasibHbiM OpraHom
NCMNONHUTEIbHOW BNACTK;

7) nekapcTBeHHble NpenapaThl, NPON3BOAMMbIE ANA SKCNopTa.
6. He gonycKaeTtca rocygapcTBeHHas permcrTpauus:

1) NeKapcTBeHHbIX MpPenapaTtos, OTAMYAIOLWMXCA APYr OT Apyra KadyecTBeHHbIM COCTaBOM
[AeNCTBYIOLLMX BELLECTB, N0, OANHAKOBbIM TOProBbIM HAMMEHOBaHMUEM;

2) OfHOrO /IeKapCTBEHHOIO MpenapaTta, NPeACTaBAeHHOIO Ha roCyAapCTBEHHYIO PerucTpauuio B
OTHOLIEHMM OAHOrO U TOTO e AepaTena WMAM BAafenbla PerncTpaumoHHOro YAOCTOBEPEeHUA
NleKapcTBEHHOrO npenapaTta B BWAE ABYX M 6o/see NeKapCTBEHHbIX NpPenapaToB Noj, Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

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

7. Mo 3anpocy (B 3neKTPOHHON dopme MAM Ha BymarkKHOM HocuTese) cybbekTta obpalleHus
NIEKAPCTBEHHbIX  CPeACTB  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  denepanbHbiM  OpraHom
WCNOJIHUTENbHOM  BAAcTW, OCYLLECTBAAIOWMM  FOCYAAPCTBEHHYID  PErncTpaumio  JIeKapcTBEHHbIX
npenapaTos, B YCTAHOB/IEHHOM MM MOPAAKE OCYLLECTBASETCA HAYYHOE KOHCY/IbTUPOBAHME NO BONPOCaM,
CBA3aHHbIM C NPOBEAEHMEM  [OK/NMHUYECKMX WUCCNeAOBaHWUNA, KAMHUYECKUX  UCCNef0BaHWUiA
JIEKapCTBEHHbIX MPEnapaToB, 3KCMEepPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeacTs, 3QGEKTUBHOCTU MU
6e30MacHOCTM, C OCYLECTBIEHNEM TOCYJAPCTBEHHOW pPEerucTpauuu JIeKapCTBEHHbIX MPEnapaTos.
KOHCYyNbTMpPOBaHME OCYLLECTBAAETCA C NpuBAevyeHnem denepanbHbIX roCyAapCTBEHHbIX OHOAMKETHbIX
yyperKaeHui, noasefoMCTBEHHbIX AaHHOMY denepasbHOMY OpraHy WMCNOAHUTENbHOW BNACTU U He
YYacCTBYIOLWMX B OpraHM3aLuMum NpoOBeAEeHUA 3KCMEepPTM3bl KauyecTBa JIEKAPCTBEHHbIX CPEeACTB B LEendAx
OCYLLECTBNEHNA WX TOCYAAPCTBEHHOW perncTpaumm B COOTBETCTBMM CO CTaTbeil 16 HacToAwero
denepanbHOro 3aKoHa, B BUAE OTBETA B NUCbMEHHOM dopMe ynosaHOMOYeHHOro deaepasibHOro opraHa
WCNONIHUTENbHOM BAACTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBUTeNs MNaaTbl onpegenseTca B
COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuiickoit depepaumm 06 opraHusauMyM npeaocTaB/ieHUs
rOCYZapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHpopmauma 06  oCylwecTBEHMM  HayyHOro
KOHCY/NIbTUPOBAHUA, B TOM YMCae CTaTbM, 0030pbl, CPaBoOYHble MaTepuanbl U MHas MHbOpMauusa ob
OCYLLECTB/IEHNMN HAYYHOTO KOHCY/IbTUPOBAHMA, Ppa3meLlaeTca Ha 0dMLMaNbHOM CaiiTe YNOJHOMOYEHHOrO
depepanbHOro opraHa UCNOJIHUTENBHOM BNacTM B cetu "UHTepHeT" ¢ cobstofeHnemM orpaHUYeHui,
YCTAaHOBJIEHHbIX  3aKOHOAATE/NIbCTBOM O  MEPCOHaNbHbIX  AAHHbIX, KOMMeEpPYeckon U  (naum)
rocyaapcTBeHHOM TalHe.

8. locygapcTBeHHan perucTpaumMsa fieKapcTBeHHbIX MpenapaTtos, KOTopble npeAHasHayeHbl AaA
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NPMMEHEHNS B YC/IOBMAX BOEHHbIX [AENCTBMIA, Ype3Bbl4alHbIX CUTyauun, npeaynpexaeHus
ypesBblYalHbIX CUTyaUMin, NPOPUNAKTUKN U nevyeHns 3aboneBaHuUin, NpeacTaBAAKOWMX ONACHOCTb ANA
OKpYy»Katowmx, 3ab601eBaHMN 1 NOPAXKEHUN, NOMYYEHHbIX B pe3y/ibTaTe BO34eNCTBUA HEDAaronpuaTHbIX
XUMUYECKNX, BUOIOTMYECKUX, PaaNaLMOHHbIX PaKTOpPoB, M KOTOopble pa3paboTaHbl B TOM 4ucie no
3agaHnio peaepanbHbIX OPraHOB WCMNOJIHUTE/IbHOM BAACTU, YMNOJIHOMOYEHHbIX B 06/1aCTM OOOPOHDI
CTpaHbl M 6e30MacHOCTM rocyAapcTBa, OCYLWECTBAAETCA B NOpAAKe, YCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoin Peagepaunn.

(yacTtb 8 B pea. PegepanbHoro 3akoHa ot 01.04.2020 N 98-d3)

CtaTtba 14. MpuHLUNbI 3KCNEePTU3bl NEKapPCTBEHHbIX CpeacTs
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI’IepTM3a NEKaAPCTBEHHbLIX CpeacCTB OCHOBbIBAETCA Ha NMpuUMHUMNAX 3aKOHHOCTH, CO6I'HO,£I,€HM$1
npas " CBOGOp| yesioBeKa W rpaxgaHuHa, npas LPUOAUYECKOro Jsunua, He3aBUCMMOCTU 3SKCNEpPTa,
O6'b€KTVIBHOCTM, BCECTOPOHHOCTN U MNMOJZIHOTbI VICCJ'Ie,D,OBaHVIﬁ, nposogmmbiX C WUCMNOJZIb30OBAHUEM
COBpPEMEHHDbIX AOCTM)KEHVIVI HAayKn nU TEXHUKU, OTBETCTBEHHOCTU d)ep,epaanoro rocygapCrBeHHOro
6|'0[],)K€THOI'O ydypexgeHna no nposeneHUo 3KCNEPTU3bl NEKAPCTBEHHbLIX CpeacCTB U 3KCNEPTOB 3a
nposeaeHMe N Ka4eCTBO aKCNEPTU3bI.

2. 3KCI'IepTM3a NEeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOro npumeHeHmAa BK/IlOYaEeT B cebs:

1) aKkcnepTM3y OOKYMEHTOB, MPeACTaBAEHHbIX AN ONpeaeneHns BO3MOXHOCTM paccmaTpuBaTb
JIeKapCTBEHHbIM npenapaTt 418 MegMUMHCKOTO MPUMEHEHMA NPU OCYLLECTB/IEHUN TOCYAapPCTBEHHOM
perucTpaumnmn B Kayectse opdaHHOrO IeKapCTBEHHOrO Npenapara;

2) 3KCNepTM3y NpeasioKeHHbIX MeTOL0B KOHTPOA KauecTBa IeKapCTBEHHOMO CPeaCcTBa U KayecTea
npeacTaBNeHHbIX 06pasLOB NEeKapCTBEHHOIO CPeAcTBa C MCMO/Jb30BaHMEM 3TUX METoAOoB (adanee -
3KCMepTM3a KayecTBa 1IeKapCTBEHHOMO CPeACTBa);

3) 3KCMepTM3y OTHOLIEHWA OXWOAEMOM MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NleKapcTBEHHOTO NpenaparTa;

4) 3KCNepTM3y PerncTpauMoHHOro A0Cbe Ha /NIeKapCTBEHHbIM npenapaT B Lenax onpeaeneHus
B3aMMO3aMeHAEMOCTU JIEKAPCTBEHHbIX NPEenapaToB A1A MESULNMHCKOTO NPUMEHEHMSA.
(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

3. JKcnepTU3a NEeKapCTBEHHbIX MPenapaToB ANA BETEPUHAPHOrO NMPMMEHEHWA BKJOYaeT B cebn
3KCMEePTM3y KayecTBa /IeKAapCTBEHHOTO CPeACTBA M 3KCNEepPTM3y OTHOLWEHMSA OXKMAAEeMOM No/b3bl K
BO3MOXKHOMY PUCKY NPUMEHEHWA NEKAPCTBEHHOrO Npenapara.

Cratba 15. degepanbHoe rocyAapcTBeHHoe 6lOAKeTHOe yupeXXgeHue no NpPoBeAEeHUIo
3KCnepTu3bl NEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NpoBoaAMTCA dedepanbHbIM rocyAapCTBEHHbIM BHOAMKETHbIM
yupeKaeHMem COOTBETCTBYHOLLErO YNOAHOMOYEHHOTO deaepanbHOro opraHa UCMOIHUTEIbHOM BAACTH,
Co3faHHbIM ana obecneyeHMs MCMOJAHEHUA MOSHOMOYMI 3TOro ¢deaepanbHOro opraHa Mo Bblgade
paspeleHnit Ha NpoBeAeHMEe KAUHUYECKMX UCCNeAOBaHWM NEeKapCTBEHHbIX NpenapaToB W (Mau) no
rocyf,apCTBEHHOW PErncTpaLmnmn 1eKapCTBEHHbIX NPENapaToB (Aasnee - IKCNepPTHOE yUpeKaeHue).

Cratba 16. OpraHusauuma nposeaeHUa 3KCNepPTU3bl IeKapPCTBEHHbIX CpeacTB
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a NEKapPCTBEHHbLIX Cpeacrs npoBoauTCA KoMUCCUEN 9KCNEPTOB 3KCNEPTHOro
ydpexageHus, Ha3HayeHHoW ero pykoBoauTesiem, Ha OCHOBaHUWM 3a4adHUA Ha NpoBeaeHne 3KCNepPTU3bl
NNeKapCTBEHHOro cpeactea, BblAAaHHOINO ynoJIHOMOYEHHbIM q)e,u,epaanblM OopraHom WUCNOSIHUTENIbHOM
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B/1acTU. PyKoBOAMTEIb SKCNEPTHOTO yupexaeHma obecneymBaeT HagneKallee NpoBeieHNe 3KCNepTm3bl
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3aAaHUEM, BblaHHbIM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMNONHUTENLHOW B/1IaCTH, U OPraHU3yeT NOAroTOBKY CBOAHOIO 3aKAt0UYeHMA 3To Komuccuun. B
COCTaB 3TO KOMUCCUM MO PELLEHUID PYKOBOAUTENS SKCNEPTHOrO yUpeXKAeHUA MOTyT BbiTb BKAIOYEHbI B
KayecTBe 3KCNepToB NLa, He paboTatolme B JaHHOM 3KCMEePTHOM YYPEKAEHUN, eC/IU UX CNeLManbHble
3HaHUA HeobxoAuMbl ANA NPOBeAEHMA 3KCNEepPTU3bl M TaKMe 3KCMepTbl OTCYTCTBYHOT B AaHHOM
3KCMEPTHOM YUPEKAEHUM.

2. DKCMEepTOM MO MPOBEAEHMIO SKCMEPTM3bl IEKAPCTBEHHbIX CPEACTB ABAAETCA aTTeCTOBaHHbIN
pPaboTHUK 3KCNEPTHOrO Yy4pexkaeHWs, KOTopblid MMeeT Bbicllee MeAuUMHCKoe, dapmaleBTUYecKoe,
6uonornyeckoe, BeTepmMHapHoe UM XMmmndeckoe obpasoBaHme U NPOBOANT SKCNEPTU3Y JIeKapCTBEHHbIX
CpeacTB B MOpAAKe UCNOHEHUS CBOUX A0/IHOCTHbIX 06s83aHHOCTeN (ganee - sKkcnepT).

3. an npoBeaeHNN 3KCNEPTU3bl NEKAPCTBEHHDLIX CPEACTB 3KCNEPT HE MOXKET HaxXoAUTbCA B KaKoMn-
nmbo 3aBUCMMOCTU OT Nnua, Ha3dHa4ynBLlero 3Ty akKCnepTumsy, paspa60TL|MKa NNEKapCTBEHHOIO Cpenctea
NN gpyrnx 3anHTepeCoBaHHbIX B Ppe3yN1bTaTaX 3KCNEPTU3bI TNLL.

4. MNpn nNpoBeAeHUM 3KCNEePTM3bl NEKAPCTBEHHbIX CPeACTB He A[OonycKkaetcs ucTpeboBaTb Y
3aasutens nMbo WHbIX UL, MaTepuanbl, HeobxoAuMble ANA MNPOBeAEHMA 3KCnepTu3sbl. B cnydyae
He[0CTaTOMHOCTM NPeACTaBEHHbIX SKCNEPTY MAaTEPUAIOB A1A Aa4YM 3aKA0OYEHUA IKCNEPT CTaBUT BONPOC
0 NpeAcTaBfeHNN eMy HeEOBXOAMMbIX MaTepuanos nepes pPyKoBOAUTENEM SKCMEPTHOIO YUYperKaeHus,
KOTOpbIA Oobpawaetca C COOTBETCTBYIOLWMM 3anpoCcoOM B YMNOJHOMOYEHHbIM denepasbHblii opraH
WCNOJIHUTENbHOW BNACTW, BblAABLUMI 334aHME Ha NPOBeAeHUEe 3KCNepTU3bl NEKAPCTBEHHOIMO CPeACTBa.
YKasaHHbIN denepanbHbii OpraH MCNOAHUTE/NIbHOW BNACTU B TeYeHMEe NATU paboumx AHen co AHA
MoCTyn/eHus 3anpoca PYKOBOAWUTENS IKCMNEPTHOro y4YpexAeHua HanpaBaseT 3aABMTEN0 3anpoc o
npeacTaBNeHUM HeobXxoANMbIX MaTepunanoB. [JaHHbIl 3anNpoc MOXKeT 6bITb NepeaaH ynoaHOMOYEHHOMY
npeacTaBuTeNIO 3aABUTENA IMYHO NOJ PACcMMCKY, HanpaB/ieH NO NOYTe 3aKa3HbIM MUCbMOM UM NepeaaH
B 3/1€KTPOHHON popMe NO TeNEKOMMYHUKALMOHHbIM KaHanam CBA3W. B cayyae HanpaBneHUA AaHHOTO
3anpoca Nno noyTte 3aKasHbiM MUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO UCTEYEHUWN LIECTU AHEWN C AaTbl
HanpaB/ieHMA 3aKa3HOro NUCbma.

(yacTb 4 B pen. denepanbHOro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aasutenb 0b6A3aH NpeacTaBUTb OTBET HA 3aNpOC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCNOJIHUTENbHOW BNACTU B CPOK, He MpeBblwatowmii AeBaHOCTa pabounx gHen co AHA ero nonyvyeHus.
YNosHOMOYEHHbIV denepanbHbli OpraH UCNOHUTENbHOW BAACTU, BblAABLUMIA 3a4aHMe Ha NpoBeseHue
3KCMepPTM3bl IEKAPCTBEHHOTO CPEACTBA, B TeUEHME NATU Paboumnx gHel co AHA NOCTYNAeHUsA OT 3aaBUTeNA
OTBETA HA JaHHbIA 3anpoc HanpasAseT TaKoW OTBET B 3KCNepTHOe yupexaeHuwe. B cayyae
HenpezCcTaB/ieHNa Mo UCTeYEeHWU AEeBAHOCTA pabouux AHeW 3asaBUTENeM OTBETA Ha AaHHbIA 3anpoc
YNO/JIHOMOYEHHbBIN denepanbHbli OpraH UCNOSHUTENIBHOW BNACTW, BblAABLUMIA 3aJaHMe HA NpoBeAeHue
3KCNepTu3bl JIEKAPCTBEHHOIO CPeacTBa, B TeyeHue NATU paboumx AHel HanpaBAAeT B 3KCnepTHoe
yuperKaeHne yBegOMNEHWE O HeNpencTaBleHMM 3afBUTE/IEM OTBETA Ha 3anpoC YKa3aHHOro opraHa.
Bpems co AHA HanpaB/eHWs 3anpoca SKCMEPTHOro yypexAeHUsa B YNONHOMOYEHHbIN deaepasbHblii
OpraH UCMNOJIHATENbHOM BNACTU A0 AHA NOJIYYEHMA SKCNEPTHLIM YYpEKAEHMEM OTBETA HA 3anpoc WK
YBEAOMNIEHUA O HenpeacTaBleHUW OTBETA Ha 3anpoC He Y4YMTbIBAeTCA NPU WUCUYUC/IEHUM CPOKA
npoBeAeHMA SKCNePTU3bI IEKAPCTBEHHOIO CpeaCTBa.

(yacTb 4.1 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. Ecnm B cocTaBe PerucTpaLMoOHHONO AOCbE HA JIEKAPCTBEHHbIM NpenapaTt 413 MeAULMHCKOro
NPUMEHEHNA COAEPHKUTCA NPeayCMOTPeHHan cTaTben 18, yactbto 1.1 ctatbm 30 M cTaTbelt 34 HacToALLero
denepanbHOro 3aKOHA KOMWA peLleHnAa YNOoAHOMOYeHHOro denepasbHOro opraHa UCNOJIHUTENbHOM
B/1ACTM O NpPOBEAEHWN WHCMEKTMPOBAHMA MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeACTB, 3KCNepTy A0
obopMNEeHNA pe3ynbTaTOB SKCNEPTU3bl IEKAPCTBEHHOMO CPeACTBa NPeAoCTaBAseTCAs B NOPAAKE U Ha
YCNOBUAX, KOTOpble NpeaycMOTpeHbl Yactamu 4 u 4.3 HacToAwel CTaTbM, KOMWA 3aKIHOYEHUA O
COOTBETCTBUM  MPOU3BOOMUTENA JIEKAPCTBEHHbIX CPeAcTB  TpebOBaHMAM NpaBuA  Haa/exallel
NPOW3BOACTBEHHOM NPAKTUKM, BbIAAHHOTO YNONHOMOYEHHbIM desepanbHbIM OPraHOM UCMOHUTENbHOM
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BAACTU.
(yacTb 4.2 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3aasutenb 06s3aH npeacTaBuUTb B YNOJIHOMOYEHHbIN deaepasnbHbi OpraH UCNOAHUTENbHOMN
B/IaCTU KOMMIO 3aK/IIOYEHUS O COOTBETCTBUM MPOMU3BOAUTENA JIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM
npaBua HagnexKalwer npousBOACTBEHHON MPAKTUKU B CPOK, HE MpeBbillalolwmnii cTa BOCbMUAECATU
pabounx gHeM co AHA NOAy4YeHMA 3anpoca O ee MNpeaocTaBAeHMU. YNOAHOMOYEHHbIM dpeaepanbHbii
OpraH WCMONHUTENbHON BAACTW, BblAaBLIMIMA 33JaHWE Ha MNPOBEeAEHME 3KCNEepTU3bl JIEKAPCTBEHHOIO
cpencTea, B TeyeHMe NATU paboumx AHEW Co AHA NOCTYNAEHWs OT 3aABUTENA KOMUWU 3aK/OYEeHUs O
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeacTB TpeboBaHWSAM NpaBuA  Had/sexallen
Npou3BOACTBEHHON MPAKTUKM, HAMNpPaBAsSET ee B 3KCNepTHOe yyperkaeHne. B cnyyae HenpeactaBneHun
3aABUTE/IEM B YKa3aHHbIN CPOK KOMWUM 3aK/OYEHMA O COOTBETCTBMM MPOU3BOAUTENA SIEKAPCTBEHHbIX
cpencte TpeboBaHMAM NpaBUA  HagleXKaleh NpoM3BOACTBEHHOM MPAKTUKM  YNOAHOMOYEHHbIN
denepanbHbIit OpraH MCNONAHUTENbHOW B/acTM, BblAABLWMA 33afaHMe Ha NPOBEAEHUE 3SKCMNepTUsbl
JIEKapCTBEHHOIO CpeacTBa, B TEYEHME MNATU pPabouymx AHEW HanpaBAAeT B 3KCNEPTHOE yuypexaeHue
yBeOMNEHNEe O HEeNpeacTaB/lEHUN 3asBUTENEM KOMWW 3aK/IOYEeHUSA O COOTBETCTBMM NpPOM3BOAMUTENS
JIEKapCTBEHHbIX CPeACTB TpeboBaHMAM MPaBuUa HadNeXKalleh NPons3BOACTBEHHOW NPaKTUKK. Bpema co
OHS HanpaBfeHMA 3anpoca 3KCNepPTHOro Y4Ypex[aeHua B YNOJHOMOYEHHbIM deaepanbHblit opraH
WCMOJIHUTE/IbHOW BAAcTM A0 [AHA NOJIYYEHUS SKCMEPTHbIM YUYPEXKAEHMEM KOMUU 3aK/OYEeHMA O
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexallen
NPOM3BOACTBEHHON TMPaKTUKNU WAW YBEAOM/IEHUSA O ee HenpeacTaBAeHUMM He YYuTbIBaeTca npu
NCYMUCNEHMM CPOKA NPOBEAEHNS IKCNEPTM3bI IEKAPCTBEHHOTO CPeaCTBa.

(yacTb 4.3 BBeaeHa desepanbHbiMm 3akoHOM oT 04.06.2018 N 140-d3)

5. 3KcnepT npu NPoOBEeAEHUM MOPYYEHHOM emMy PYKOBOAUTENIEM 3SKCMEPTHOro y4dperkaeHus
3KCMNepTU3bl NEKAPCTBEHHOrO cpeacTBa 06a3aH:

1) npoBecT no/fHOe WCCAeAoBaHME MNPeACTaBleHHbIX eMy O6beKTOoB, MaTepuanos, AaTb
obocHOBaHHOE M O6GBEKTUMBHOE 3aK/YeHMe M0 MNOCTaBJAeHHbIM Nepes HUM  BOMpOCam UK
MOTUBMPOBAHHOE 3aK/NOYEHME O HEBO3MOXHOCTM MPOBEAEHMA MM 3KCMEpPTU3bl NIEKapCTBEHHOrO
CpeAcCTBa, eC/iM NOCTaB/IEHHbIE BOMPOCHI BbIXOAAT 3a NpeAebl CNeumasbHbIX 3HaHUI 3KcnepTa, 06beKTbl
nccneaoBaHMin U maTepuabl HENPUIOA4HbI MM HEAOCTAaTOUHbI ANA NPOBEAEHUA UCCNeA0BaHMI U Aaun
3aK/l04EeHNA IMBO COBPEMEHHDIN YPOBEHb Pa3BUTUA HayKM He NO3BONAET OTBETUTb Ha MOCTaB/EHHble
BOMPOCbI;

2) He pasrnawarb CBeAEHMUA, KOTOPbIe CTa/IM eMy M3BECTHbI B CBA3WU C NMPOBEeAEHMEM 3KCNepPTM3bl
NIeKapCTBEHHOIO CPeACTBa, a TaKKe CBeAEeHMA, COCTaBAAOLLIME TOCYAAPCTBEHHYO, KOMMEPYECKYI0 Nan
WHYIO OXPaHSAEMYH0 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NPeACTaBNEHHbIX OO BEKTOB UCCIEA0BAHNIA U MaTePUaIOB.
6. DKCnepT He BNpase:

1) NpoBOAMTb 3KCNEPTU3Y NIEKAPCTBEHHOro CpeacTBa Mo 06palLeHUIO HEMOCPEACTBEHHO K HemMy
opraHusaunn nnm Gusnyeckmx auu,

2) camocToaTenbHo cobu PaTb maTepunasibl ANA npoBeaeHNA IKCNEPTU3bl IEKAPCTBEHHOTO CpeacTBa,
3) npoBOANTb IKCNEPTU3Y NEKAPCTBEHHOIO CpeacTBa B KayeCTBe HErocy4apCrBeHHOro aKkcnepTa.

7. B cnyyae HeobXxoAMMOCTM 3KCMepT BMpaBe Xo4aTalcTBOBaTb Mepes PyKosBoAUTENnem
3KCMEPTHOTO YUPEKAEHMUA O MPUBAEYEHNN K NPOBEAEHMNIO SKCMEPTU3bI IEKAPCTBEHHOrO CPeACTBa APYIMX
3KCMepToB.

8. KarKablil 3KCnepT, BXOAALMI B COCTaB KOMMCCMM SKCMEpPTOB, KOTOPOM MOopyYyeHo nposeaeHne
3KCMepPTM3bl /IEKAPCTBEHHOIO CPeAcTBa, HE3aBMCMMO M CAMOCTOATENLHO MNPOBOAUT MUCCNeAO0BaHUSA,
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OUEHMBAET pPe3y/bTaTbl, MOAYYEHHbIE MM IMYHO M APYrMMM SKCNepTamun, u GopMynnpyeT BbiBOAbI
OTHOCWTEIbHO NOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CneumanbHbIX 3HaHUN.

9. Pe3synbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOIO cpeacTBa O0GOPMIAIOTCA 3aKIHOUEHNEM KOMUCCUU
3KCnepToB. B 3aKAl0YEHMM KOMUCCMM 3KCMEPTOB YKasblBalOTCA MepedyeHb MCCieaoBaHui, obbem
NPOBeAEHHbIX KaXKAbIM SKCMEPTOM UCCIeA0BaHMI, YCTaHOBAEHHbIE KaXKAbIM M3 HMX GaKTbl M caenaHHble
B pe3y/ibTaTe UCCAeA0BaHMIA BbIBOAbI. IKCNEPT, MHEHWE KOTOPOro He COBMaAaeT C peLleHNemM KOMUCCUN
3KCMepToB, BNpaBse BblPa3nTb CBOE MHEHME B MUCbMEHHON popme, KOTopoe NPUOBLLAETCA K 3aKII0HEHNIO
KOMMWCCUU 3KCMEepToB.

10. 3KCI’leprI, BxogAauwme B COCTaB KOMUCCUKU, npeaynpexaaroTca 06 OTBETCTBEHHOCTU B
COOTBETCTBMN C 3aKOHOAATE/NbCTBOM Poccuinckoit dJe,u,epau,MM 3a fAady 3aKa4eHuAa, cogeprkaulero
HeobOoCHOBaHHble UK d)aﬂbCMd)VILI,MpOBaHHbIe BbliBOAbl, O HEM OHU AT NOAMUCKY.

11. OnpeaeneHne ypoBHA NPOoPecCMOHaNbHOM NOArOTOBKM 3KCMEePTOB W aTTecTauma Ux Ha NpaBo
NpoBeAeHUA 3KCMEepPTU3bl NEKAaPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA IKCMEPTHO-KBaMOUKALMOHHbIMK
KOMMCCUAMM B MOPAAKE, yCTAHOBEHHOM COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepasibHbiM OpraHom
NCMOMIHUTENbHOW BNacTU. YpoBeHb NpodeccMoHanbHO NOAroTOBKM 3KCNEPTOB MOASIEKMT NepecMmoTpy
YKa3aHHbIMM KOMUCCUAMM HE peXKe Yem OAuH pas B MATb /ieT.

12. MpaBuna nNpoBeAEHUs 3SKCNepTU3bl NEKAPCTBEHHbIX CPeacTB M OCODEHHOCTU 3KCMNepTusbl
OTAENbHbIX BWOOB NIEKAPCTBEHHbIX nNpenapaToB (pedepeHTHbIX JIeKAapPCTBEHHbIX MPEenapaTos,
BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MNPENApPaToB, OMONOIMYECKUX NEKAPCTBEHHbIX MNPENapaTos,
6uoaHanoroBbix (6MOMNOAO6HbLIX) NEKapCTBEHHbIX NpenapaTtoB (6uMoaHanoros), romeonaTUYecKUx
JIeKAPCTBEHHbIX NPENApPaTOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NMPENAPATOB, KOMOUHALMIA NEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOUYEHUI KOMMUCCUMM 3SKCNEPTOB YCTaHAB/AMBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIbHOW BAACTM.

(yacTb 12 B pea. PeagepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. TMopaya M paccMoTpeHUe 3afABNIeHUMA O T[OCYAAPCTBEHHOM perucrpauuu
NeKapCTBEHHOro npenaparta ANAa BeTepuHapHOro npumeHeHumsA
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [OnAa rocyfapCTBEHHOW perncTpauuv JIeKapCTBEHHOro npenapata A48  BeTEepUHApPHOro
NPUMeHeHnUa pa3paboTuyMK TaKOro JeKapCTBEHHOro npenapaTa WAW YMNO/JHOMOYEHHOe WM apyroe
lopuanYecKkoe AULO (Janee B HACTOALWEN cTaTbe - 3aABUTE/b) MPEACTaBAsAeT B YNOJHOMOYEHHbIV
denepanbHbIit OpraH WCNOJHUTENbHON BJIACTM, OCYLLECTBAAIOWMA TOCYAAPCTBEHHYIO PEerncTpaumto
JIeKapCTBEHHbIX MpenapaToB A1A BETEPUHAPHOrO MNPUMEHEHUsi, B 3/IEKTPOHHOW ¢dopme uan Ha
OyMarKHOM HocuTene 3asBjeHMEe O TOCYAAPCTBEHHOW PerncTpaumy ieKapcTBEHHOro npenapata Aajs
BETEPUHAPHOrO NPUMEHEHMSA, a TaKKe B MOPALKE, YCTAHOB/IEHHOM COOTBETCTBYHOLLMM YMOJHOMOYEHHbIM
denepanbHbIM OpraHOM MCNONHUTENIbHOW BAACTU, B 3/1€KTPOHHOM dopme nam Ha BymaxkHOM HocuTene
HeobxoaMMble AOKYMEHTbl, U3 KOTOPbIX GOPMMPYETCA PEerMcTpalMoHHOE A0Cbe Ha NEeKapCTBEHHbIN
npenapar 411 BETePMHAPHOIO NPUMEHEHMA.

2. B 3aAB/IeHNN O FOCYAapPCTBEHHOM PerncTpaumm 1eKapcTBeHHOro npenapara 414 BeTepuHapHoro
NPMMEHEHMA YKa3blBatOTCA:

1) HanmeHoBaHMe W aapec 3aABUTENA, pa3pa60TqMKa n npoumssBoanTena ANeKapCTBeHHOro
npenapata 474 BETEPUHAPHOIoO nNpuMeHeHUA W agpec mecCcta OocyuwecTtBieHnMA Nnpon3BoacCTBa
NEKAapPCTBEHHOIo npenapata A4 BETEPUHAPHOINoO nNpUMeHeHUA (B Ccnyd4ae HanandmAa HECKONbKUX
Y4aCTHMKOB npouecca nponssBoacrtea HGOGXO,CI,VIMO YKa3aTb KaxXg0ro 13 HMX);

2) HaMmeHOBaHWE  JIeKAapCTBEHHOTO  npenapata AAs  BETEePUHAPHOro  MpUMEHeHus
(MexayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNNMPOBOYHOE, WAM XMUMMYECKOE W  TOprosoe
HaMMeHOoBaHuA);
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3) nepedyeHb Ael‘/‘ICTBYIOLLI,MX M BCNOMOraTe/IbHbIX BELWECTB, BXOA4ALWKMX B COCTAaB IEKAPCTBEHHOIO
npenapaTta AaAa BeTeEPUHAPHOro NnpuMeHeHuna, C YyKadaHUem Kom4yecCctBa KaxXgoro n3 Hux;

4) neKkapctBeHHas ¢opma, O03MPOBKa, Cnocobbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBeHHOro npenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

5) dapmaKoTepaneBTUYecKan rpynna;

6) He0bX04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocy4apcTBEHHOM perncTpaLmm IeKapcTBeHHOro Npenapara;

7) KOMUn AOKYMEHTOB, NoATBEPHKAAWNX ynaaTy I'OCY,D,apCTBEHHOﬁ NOW/INHDI:

a) 3a npoBeAeHME 3KCMepTU3bl KayecTBa JIeKapCTBEHHOro CPeAcTBa M 3KCMepPTM3bl OTHOLLEHMUA
0XKMAAEMOW NO/b3bl K BO3MOXKHOMY PUCKY NPUMEHEHWA IeKapCTBEHHOro npenapara A BeTepuHapHOro
NPUMEHEHUA NPU ero rocyAapcTBEHHON perncTpaumm;

6) 3a Bbl4ayy PerncTPaLMOHHOIO YA0CTOBEPEHMA IeKapCTBEHHOTO NpenapaTa;

8) Hanuume cornacuaA, NPeAyCMOTPEHHOrO 4YacTblo 7 HacToAWel CTaTbM, €C/IM C MOMEHTa
pernctpaunmn pedepeHTHOro ieKapcTBEHHOro npenapata 41a BeTepMHAPHOTO MPUMMEHEHUA MNPOLLO
MeHee YeM LLecTb NeT.

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

3. PernctpaumoHHOe aocbe B UenAx 3KCNepTmU3bl N1eKapCTBEHHOrO npenaparta An1a BeTepuHapHoOro
npumMmeHeHna GopMUPYETCS U3 CeayoWMX LOKYMEHTOB U CBEAEHUN:
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHVA 0 AaTe NpPefoOCTaBAEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UW HA NPOU3BOACTBO
JIeKapCTBEHHbIX CPEeACTB, NPenOCTaB/NEHHOW NPOM3BOAUTENO PErnCTPUPYEMOrOo JIeKapCTBEHHOTO
npenapaTa 414 BETEPUHAPHOTO NPUMEHEHNSA, ONA POCCUACKUX NPOU3BOAMTENEN;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2) cBegeHWA 0 AaTe NpefoCTaB/eHUA U PErMCTPALMOHHOM HOMEPE SINLEH3UMM HA MPOM3BOACTBO
JIEKAPCTBEHHbIX CPEACTB, MNpPeAoCTaBAEHHOW npousBoauTento  dapmaueBTUHECKON cybcTaHumu,
BXOAALWEN B COCTAaB PErmMCTPUPYEMOTrO JIEKAPCTBEHHOMO MpenapaTta 4/1a BETEPUHAPHOIrO MPUMEHEHMUS,
ONA POCCUNCKNX NPOU3BOANTENEN;

(B pen,. PegepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2.1) KonuAa [OKYMEHTa, BblAAHHOTO YMNO/JIHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENA ANA
KaXKgoW NpOW3BOACTBEHHOW MJIOWAAKM  PErucTpMpyemoro  JIeKapCTBEHHOro npenapata A4/
BETEPUHAPHOrO MPUMEHEHUS UM MOATBEPKAAIOLWETO COOTBETCTBME MNPOU3BOAUTENSA JIEKAPCTBEHHOMO
npenaparta TpeboBaHUAM NPaBWU HAZANEKALLEN NPOM3BOACTBEHHOM NPAKTUKKU, U €ro NepeBos, Ha PyCCKUit
A3blK, 3aBepeHHble B YCTAaHOB/JIEHHOM TMOpsAAKe, a TaKKe KOMWA 3aK/OYEeHUs O COOTBETCTBMM
NpPOM3BOAUTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA Hagiexkallen npov3BOACTBEHHOM
NPaKTUKK, BblAAHHOMO YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENBHOW BAACTU ANA KaXKA0M
NPOM3BOACTBEHHOM MNOLWAAKN PErncTPMPyemMoro JeKapCTBEHHOro npenapata ANs BeTePUMHApPHOro
nNpMMeHeHuA, TMb0o KonuaA peLleHna o0 NpoBeAeHUM UHCNEKTUPOBAHWUA NPOU3BOANTENA NEKAPCTBEHHbIX
CPeACTB, MPUHATOrO YNOJAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOHWUTENbHOW BAACTU AN KaXKaoMn
NPOM3BOACTBEHHOM MOLWAAKN PErncTPMPyemMoro JeKapCTBeHHOro npenapata ANs BeTePUMHApPHOro
NPMMeHEeHUA. YKa3aHHble OKYMEHTbl NPeaCcTaBAAOTCA B CyyYae, eciv NPOM3BOACTBO /1IEKAPCTBEHHOMO
npenapara ocyliecTsaseTcA 3a npegenamm Poccuiickoit degepaumu;

(n. 2.1 BBegeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)

2.2) KOnuA AOKYMEHTa, BbIAAHHOMO YMNOAHOMOYEHHbIM OPraHOM CTpaHbl Npou3BoAMTeNs
dbapmaueBTUYECKO cybcTaHumm n NoATBEPKAAMOLLErO cooTBeTCTBUE npoussoanTens
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dbapmaLesTUUECcKon cybCcTaHLMK, BXOAALLEN B COCTAaB PermcTpMpyemoro 1eKkapcTBeHHOro npenapara ans
BETEPUHAPHOro NpumeHeHua, TPeboBaHMAM NPaBua Hadexallen NPom3BOACTBEHHON NPaKTUKK, N ero
nepesos, Ha PYCCKMIA A3bIK, 3aBEpPEHHble B YCTAaHOBNEHHOM MNOpPAAKe, B CAyvyae, ecin Npou3BOACTBO
dapmaueBTMUHECKOM cybCcTaHLMKM OcyLecTBAsSEeTCA 3a npeaenamu Poccuiickoit Peagepaunu;

(n. 2.2 BBeaeH deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)

3) NpOEKT HOPMAaTUBHOIO [AOKYMEHTa Ha J/IeKapCTBeHHbIA npenapaT Ana BeTepuHapHOro
NPUMEHEHUS;

4) LOKYMEHT, coAeprKalmii cneaylolyo MHopmaumio o ¢apMauLeBTUYECKON CyBCTaHLMU UM
dbapmMaueBTUYECKMX CyOCTaHUMAX, BXOAALLMX B COCTaB JIeKapCTBEHHOIO Npenaparta AN BETepUHapHOro
NPUMEHEHUSA:

a) HaMmeHoBaHMe ddapmaueBTMYECKON cybcTaHUMKW, ee CTPYKTypa, obwue cBoicTBa (npu
rocyJapCTBEHHOM  pernctpaumMm  MMMYHOBMONIOTMYECKUX  JIEKAPCTBEHHbIX  NpenapaTtoB  Ans
BETEPUHAPHOIO MPUMEHEHUSA MPEeACcTaBAAOTCA CBEAEHUA O LTaMMe, BK/OYas ero HaumMeHOBaHWe,
MHDOPMaLMIO O MPOUCXOXKAEHUMN, €0 CBOMCTBAX, XapaKTEPUCTMKAX U MecTe AenoHUpPoBaHWA);

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

6) HaMMeHOBaHMe U aapec NPOU3BOANTENS;

B) TEXHO/IOTMA NPOM3BO/ACTBA C ONUCAHMEM CTaAMii NPOM3BOACTBA U METOA0B KOHTPONA Ha BCEX
cTagunAX NPOM3BOLCTBA;

r) wuHbopmaums o npumecax (He npeacTtaBAfeTcA MpPU  rOCYAAPCTBEHHOW  perncrTpauunu
MMMYHOBMONOTMUYECKUX NIEKAPCTBEHHbIX NPEnapaToB ANA BETEPUHAPHOrO NPUMEHEHUS);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneundmrKaums Ha papmaLeBTUYECKYIO CybCTaHUMIo (He NpeacTaBaseTca Npu rocy4apCcTBeHHOM
perucTpaunmn MMMyHOBMONOTMYECKUX IEKAPCTBEHHbBIX NPenapaToB 419 BETePUHAPHOTo NPUMEHEHMSA);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onucaHne MeToAMK KOHTPO/IA KayecTBa;

) pesynbTaTbl aHanM3a cepuii dapmaueBTUYecKo cybcTaHumMM (He npeacTaBaAlTCA Npu
rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  /IEKAPCTBEHHbIX  NpenapatoB  gaa
BETEPUHAPHOrO NPUMEHEHMA);

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

3) nepeyeHb CTaHAAPTHbIX 06Pa3LLOB AW BELLECTB, MCNO/b3YEMbIX NPU OCYLLECTBAEHUU KOHTPOAA
Kayecrsa;

M) ONMUCaHME XapakKTepPUCTUK n CBOWCTB YNaKOBOYHbIX MaTePUasioB N YKYNOPOYHbIX CPEACTB;

K) QAaHHble O CcTabuabHOCTM (He nNpPeacTaBAAOTCA MNPU  TOCYZLAPCTBEHHOW perncrpaumm
NMMYHOBMONOrMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETePUHAPHOTO NpUMeHeHNs);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YCAOBUA XPaHEHWS;

5) oTyeT 0 pesynbTaTax [AOKJAMHUYECKOrO WCCNeAO0BaHUA /NIeKapCTBEHHOrNO cpeacTBa  AnA
BETEPUHAPHOIO MPUMEHEHUSA, BKIOYAIOWMIA ONUCaHME METOA0B OnpeaeneHna OCTaTOUYHbIX KOMYecCTB
OeWcTBylOLLIero BellecTBa (OEeWCTBYIOWMX BeWecTs), AOCTUralolWero (AoCTUratolmx) CUCTEMHOTO
KPOBOTOKa, B MPOAYKUMU KUBOTHOTO MPOUCXOXKAEHUA MNOcAe MPUMEHEHUS TaKoro NeKapCTBEHHOro
CPe/ACcTBa, a TaKKe AOKYMeHTalbHOoe NoATBepKAeHWe (Baangauma) yKasaHHbIX MeToa0B;

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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6) oOT4yeT o0 pe3synbTaTax KAMHWYECKOTO WCCAeL0BaHWA JIEKapCTBEHHOrO Mpenapata Aaa
BETEPUHAPHOr0 NPUMEHEHMA Y KaXKA0ro BUAA XMMBOTHbIX, YKa3aHHbIX B UHCTPYKLMU NO BETEPMHAPHOMY
NPUMEHEHMIO;

7) nNPOEKT WHCTPYKUMM MO BETEPUMHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOIO MpenapaTa,
cofepxKallen cneayoume ceeaeHua:

a) HaMmeHOBaHMEe  /NIeKapCTBEHHOro npenapata ANsS  BETEPUHAPHOrO  NPUMEHeHUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYEcKoe W  Toprosoe
HanMeHOoBaHwuA);

6) NeKapCTBEHHAA cbopma C YKasaHunem HaMMEHOBaHMI U KONIMYECTBEHHOro COCTaBa AEVICTBVIOLLI,MX
Beuw,eCTB M Ka4eCTBEHHOTO COCTaBa BCMOMOTIaTE/IbHbIX BELWL,ECTB;

B) onMcaHue BHeLIHero B1Aaa NekapcTBEHHOro npenapara 410 BeTepUHapHOro NPUMeHeHus;

r) papmakoTepaneBTUYECKas rpynna NekapcTBEHHOro npenaparta AN BeTepPUHaPHOro npuMeHeHus
WY YKa3aHue "romeonaTtMyeckmin IEKapCTBEHHbIN npenapaT”;

A)  dapmakoguMHamuKa U dapMaKOKMHETMKA (33 ucKaouyeHuem  GapMaKOKUMHETUKM
romeonaTMyecKMx IeKAPCTBEHHbIX MPENapaToB W PACTUTE/IbHLIX JIEKAPCTBEHHbIX MPEenapaTos) WK
onucaHme UMMYHOBMONOrMYECKUX CBOMCTB IEKAPCTBEHHOIO NpenapaTa;

€) NoKasaHuA Ansa NPUMeHeHus;
) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUS;
3) Mepbl NPEAOCTOPOKHOCTM NPU NPUMEHEHUN;

1) yKasaHne BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHUA Y BEPEMEHHDBIX }KUBOTHbIX, Y }KUBOTHbIX B
nepuos nakTauum, y NOTOMCTBA KUBOTHbIX;

I-() pexXmnm Ao3npoBaHnAa, cnocob BBeAeHNA N NPUMEHEHNA, NPU HeO6XO,EI,MMOCTM BpemAa npmema
NNEeKapPCTBEHHOrIO Npenaparta AnAa BETEPUHAPHOIo NpnMmeHeHunA, Npo4oNNKUTENbHOCTb /1Ie4eEHUA;

N) BO3MOKHble NOBOYHbIE AEUCTBUA, HEXENATe/IbHbIE PeaKLUMM NPU NPUMEHEHUN NEKapPCTBEHHOMO
npenapara 4/1a BeTepnHapHOro NpUMeHeHuns;

M) CMMNTOMbI NEPeso3NPOBKM, Mepbl MO OKa3aHUIO MOMOLLM NPY Nepeso3UPOBKE;
H) B3aumoAencTBme C ApYyrMMK NEeKapCTBEHHbIMU NpenapaTamu 1 (Maun) KopMmamu;
0) bopMbI BbiNyCKa NEKAapPCTBEHHOro npenapaTta A/ BeTePUHAPHOro NPUMEHeHUs;

n) ykasaHue (nNpu HeobxoaMmocTu) ocobeHHOCTel AeWCTBMA NeKapCTBEHHOro npenaparta A4aA
BETEPUHAPHOrO NPUMEHEHMSA NPY NEPBOM NPUEME UW NPU EFr0 OTMEHE;

p) onucaHue (NpyM HEOHXOAMMOCTU) AeNCTBUIA crieunanncTa B 061acTM BeTepuHapun, BAagenbLa
KMBOTHOTO MpW MPOMNYCKe Mpuema OAHOW WM HECKOJIbKMX 03 JIeKapCTBEHHOro npenapaTa Ans
BETEPUHAPHOrO NPUMEHEHUS;

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

C) CPOK ToAHOCTM W YKa3aHune Ha 3anpetr nNpuMeHeHUA NeKapCTBEHHOrNo npenapata Ana
BeTepPUHApPHOro NnpMmeHeHnA No UCTe4eHNN CPOKa roaHOCTH;

T) yCNoBMA XpaHeHus;
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Yy) yKasaHMe Ha HeobXxoAUMMOCTb XpaHeHMA NeKapCTBEHHOro npenapaTa A/ BeTepuMHapHOro
NPUMEHeHMA B MecTax, HeOoCTYMNHbIX 418 AeTel;

¢) ykasaHue (npu HeobXxoAMMOCTM) cneumanbHbIX Mep NPeaoCTOPONKHOCTM MPU YHUUTOXKEHUU
HENCNo/Ib30BaHHbIX 1IEKAPCTBEHHbIX MPenapaToB A5 BETEPMHAPHOro NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMO/Ib30BaHUA NMPOAYKLMN }KUBOTHOFO MPOUCXOXKAEHMA NOC/e BBEAEHUS
YKMBOTHOMY NIEKAPCTBEHHOrO NpenapaTa 411 BETePUHAPHOTro NPUMEHEHUS;

L) YCNOBMSA OTNYCKa;

4) HaMMeHOBaHWA M aJpeca MNPOM3BOACTBEHHbIX MAOWALOK NPOWU3BOAUTENA JIEKAPCTBEHHOrO
npenapara 4/ BeTepnHapHOro NPUMeHeHuns;

W) HaMmeHOoBaHMe, afipec opraHusalMu, YMNOJHOMOYEHHOW AepskaTenem WAM BRafenbLem
PEerucTpPaunMoHHOro YAOCTOBEPEHUA IEKAPCTBEHHOrO npenapata Ha MNPUHATUME MPEeTeH3uin  oT
notpebutens;

8) NpoeKTbl MaKeToB NepPBMYHOI YNAaKOBKMN U BTOPUYHOMN YNaKOBKM IeKapCTBEHHOrO npenapara a4
BETEPUHAPHOro NPUMEHEHMUS;

9) cnepyowme cBeAeHNA O IeKapCTBEHHOM npenaparte AN BeTePUHAPHOTo NPMMEHEHMUS:
a) onucaHMe 1 CocTaB NeKapcTBEHHOro NpenapaTa A/ BeTepUHAPHOro NpUMEHeHUs;
6) onucaHne dpapmaL,eBTUYECKOMN Pa3paboTKu;

B) OMMCaHMe NpoLecca NPOU3BOACTBA M €ro KOHTPOJIA, MOANUCAHHOE B MOPAAKE, YCTAHOB/IEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOALLEN CTaTbMy;
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHMe KOHTPOAA KPWUTUYECKMX CTaguii MPOM3BOACTBA M MPOMEXKYTOYHOW NPOAYKUUM,
NoAnNMCaHHOE B NOPAAKE, YCTAHOB/IEHHOM B COOTBETCTBMM C YacCTbio 1 HacToALel CTaTby;
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

[) HaMmeHOBaHMA M aapeca pa3paboTyumKa, AepskaTena WAW BAageNbla PervcTpaumoHHoOro
YOOCTOBEPEHUA  /IEKAPCTBEHHOIO  NpenapaTta, MNPOW3BOACTBEHHbLIX MAOWAAOK MNPOU3BOAUTENA
JIeKapCTBEHHOro npenapaTa 4Na BETEPUHAPHOIO NPUMEHEHMUA C YKa3aHWeM CTagui TeEXHOIOTMYECKOro
npouecca, OCYLLEeCTBAAEMbIX Ha MPOU3BOACTBEHHbIX MOWAAKAX MPOU3BOAUTENA JIEKAPCTBEHHOTO
npenapaTta A4/ BETEPUHAPHOTO NPUMEHEHUS;

(B pen,. PegepanbHbix 3aKoHOB 0T 13.07.2015 N 241-93, o1 02.08.2019 N 297-93)

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

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

n) onNMcaHue XapaKTepPUCTMK U CBOMCTB YNMAaKOBOYHbIX MaTePMaoB U YKYMOPOUHbIX CPEeACTB;
K) LOKYMeHTanbHOe NOoATBEPKAEHME (Baanaaumsa) NpoLeccoB U (Uan) NxX OLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTe/bHbIX BelecT8 (cepTuduKat, cneumduKauma Ha
BCMOMOraTebHble BellecTsa n Mx 060CcHOBaHWe);

M) dHaIUTU4eCKne meToanKun, wucnosblyemble Mpn OCywecCcTB/IeEHNMN KOHTPO/A KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;
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H) AOKYMeHTanbHoe NoATBepXaeHue (Bannaaums) aHaUTUYECKUX METOAMK, UCMONb3yeMbIX MpU
OCYLLECTBNEHNN KOHTPO/IA KayecTBa BCNOMOraTe/ibHbIX BELLECTB;

0) nHdopmauma 06 MCNOAb30BAHMM BCMOMOraTE/IbHbIX BELLECTB YE/0BEYECKOrO U KMUBOTHOMO
MPOMCXOXKAEHUSA;

n) ytpatnn cuny. - PeaepansHblii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHWMA K KauyecTBy /IeKapCTBEHHOrO npenapaTa 414 BeTEePUHAPHOro NPUMEHEHMUS
(cepTnduKaT, cneundmKauma Ha NEKaPCTBEHHBbIN NpenapaT U nx 06oCHOBaHUE);

C) aHanUTUYecKMe MeTOAMKM, WCMONb3yeMble MNPU  OCYWECTBNIEHUM KOHTPOAS KayecTBa
NleKapcTBeHHOro npenapaTa A1 BeTePUHAPHOro NPUMEHeHMS;

T) AOKYMEHTasIbHOe NoATBepXKaeHune (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMbIX MpuU
OCYLLECTB/IEHNWN KOHTPOJIA Ka4ecTBa JIeKapCTBEHHOro npenaparta 418 BEeTePUHAPHOIo NPUMEHEHUS;

y) OOKYMEHT, MOATBEPKAAIOWMIA KAayecTBO /IeKapCTBEHHOro npenaparta TPex MPOMbILLAEHHbIX
cepuit (NpoToKO aHanM3a UK cepTMdUKaAT aHaNn3a), ogHa Cepus KOTOPOTO A0/KHA COBNaAaThb C cepueit
06pasLa NeKapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaumio;

&) XxapaKkTepucTMka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06pPa3LOB, MCNOMb3YEMbIX MPU OCYLLECTBIEHMU KOHTPO/A KayecTsa
JIeKapCTBEHHOrO npenapara 4/ BeTepMHapHOro NPUMeHeHus;

L) AaHHble 0 CTabUNbHOCTUN IEKaPCTBEHHOTO Npenapara 4/1A BeTePUHAPHOIo NPUMEHEHNs;

10) Konua [OOKYMeHTa, cofep)kauiero MHOOpMauMio O HaauuMuM uam o6 OTCcyTCTBUM aKToB
pervcTpaumumn NeKapcTBEHHOro npenapaTa 418 BETEPUHAPHOIo NpUMeHeHua 3a npeaenammn Poccuitckoit
depepauny;

11) cornacve B nUcbMeHHOW dopme, NPesyCMOTPEHHOE YacTbio 7 HACTOALWEN CTaTbW, B C/lyyae
perncTpauun BOCNpom3BeAeHHOrO IEKAPCTBEHHOIO Npenapara;
(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOro B YCTaHOB/JIEHHOM MOpPAAKe U
NOATBEPKAAIOWEr0 NPAaBOMOYHOCTb 3aABNEHMA O rOCYAAPCTBEHHOM perucTpaumMm NeKkapcTBEHHOro
npenapara g BeTepPUHapPHOro NpUMeHeHus (40BEPEHHOCTD);

13) cBedeHMA O TOCYOAPCTBEHHOM perncTpauum reHHO-UHKeHepHO-MOoAUULMPOBAHHbIX
OpraHM3mMoB, MpeAHasHa4YeHHbIX A48 BbiNyCKa B OKpy)Kawowyto cpeay (npu rocyaapcTBeHHoM
perncTpauum NeKapcTBEHHbIX MpenapaTtoB ANA BETEPUHAPHOrO MPUMEHEHMUA, MOAYYEHHbIX C
NPUMEHEHUEM  TE€HHO-UHXEHEPHO-MOANPUUMPOBAHHBIX OPraHM3MOB WAM  COAEPXKALWMX TaKue
OpraHusmbl).

(n. 13 BBeaeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. MNpu npoBeAeHMN YCKOPEHHOW npoueaypbl 3KCNEpPTU3bl NEeKapCTBEHHOro npenapata Ana
BETEPMHAPHOIo NPUMEHEHUS B LEeNAX ero rocyfapcTBeHHOM permcTpaLmm BMecTo oTyeTa pas3paboTumKa
O pe3ynbTaTax [AOKAMHUYECKOro WCCef0BaHWA JIEKAPCTBEHHONO CpeacTBa A8 BETEePUHAPHOro
NpPUMeHeHNA MOMKeT ObiTb npeacTaBneH 0630p HayyHbiXx paboT o pesynbTaTax AOKAMHUYECKOTO
nccnefoBaHusa pedpepeHTHOro NeKapCcTBEHHOro npenapaTa 415 BeTEPUHAPHOIo NPUMEHEHUS, @ BMeCTo
OTYeTa O pe3ynbTaTaX KJAMHUYECKOro UCCNefoBaHMA JIEKAPCTBEHHOrO Npenapata 4A BETEPUHAPHOro
NPUMeHeHMa OT4eT O pe3yabTaTax WCCAefoBaHNN OUO3KBMBANIEHTHOCTM BOCMPOM3BEAEHHOMO
NIeKapCTBEHHOrO NpenapaTa 415 BeTePUHAPHOTo NPUMEHEHMA.

(yacTb 4 B pepg,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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5. Ha aKkcnepTur3y pasiMyHbIX 1eKaPCTBEHHbIX GOPM O4HOIO M TOrO Ke IeKapCTBEHHOro npenaparta
AN BETEPUHAPHOTO NPUMEHEHMUA 3aBUTE b NPeCTaBAAET OTAebHble 3asiBEHUA U PerncTpaLuoHHbIe
[0Cbe Ha KaXXayl ekapcTBeHHY popmy. Mpu ycnosmmn ogHOBPEMEHHON NOAAUN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHBIMU  O03UMPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeacTaBnfeT OAHO 3aAB/AEHME WU PErucTPaLMOHHOE A0Cbe C MPUAOKEHMEM MAKETOB NEPBUYHOM
YNaKOBKM M BTOPUYHOM YMNaKoBKM. Ha makeTax MNepBMYHOM YMAaKOBKM W BTOPMYHOM YMAKOBKM
YKa3bIBalOTCA BCE MPOU3BOAMMbIE [O3MPOBKM, KOHLLEHTPALMKN, OOBbEMbBI U KONMYECTBO 403 B YNaKOBKe
JIEKAaPCTBEHHOrO npenapara A1 BeTepPUHaPHOro NpUMeHeHus.
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B ciyvyae HenpeacTaBAeHMA C 3anAB/EHNMEM O FOCYAapPCTBEHHOW Perncrpaumm n1eKapcTBeHHOro
npenaparta 410 BETEPMHAPHOIO NPUMEHEHUS AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY rocyAapCTBEHHOM
MOLW/IMHbI M YKa3aHHbIX B NyHKTE 7 4acTu 2 HacToAWel CTaTbW, CBEAEHUMA O NNLEH3USX, YKa3aHHbIX B
nyHKTax 1 1 2 yacTn 3 HacCToALLEN CTaTbW, a TaKXKe BblgaBaembix (NpeaocTaBasieMbiX) YNOJHOMOYEHHbIMU
desepanbHbIMM OpraHamu UCMONHUTEIbHOM BNACcTU AOKYMEHTOB (CBeAEHMM), yKa3aHHbIX B NyHKTe 2.1
yactM 3 HacToAWweln CcTaTbW, YNOJHOMOYEHHbIN deaepanbHbii OpraH WCMNONHUTENbHOM BAaCTU
3anpalmBaeT yKasaHHble OKYMEHTbI (CBeAEHUs) B NOPAAKE MEXBEAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aMmoencTBumA.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaetca MCNoNb3oBaHME B KOMMEPYECKUX Lensax WHPopmaumm o pesysbTaTtax
OOK/IMHNYECKUX UCCNeA0BaHUIA NEKAPCTBEHHbIX CPEACTB M KNMHUYECKUX UCCIef0BaHNIA IeKapCTBEHHbIX
npenapatoB A/1a BETEePUHAPHOro NMPUMEHEHUs, NpeacTaBAEHHOM 3anaBUTeNemM ANA rocyAapCTBEHHOM
perucTpauumn ieKapcTBeHHbIX npenapatoB, 6e3 ero cornacMa B Te4yeHWe LWecTu JfeT C  AaThl
rocyapCcTBEHHOM permctpauum pedepeHTHOro IeKapCcTBEHHOro npenapaTa B Poccuitckon ®egepaumn.

8. [lepkaTtenb nnv Bnagenew, perucTpaLMoHHOro ya0CTOBEPEHMA IEKAPCTBEHHOMO NpenapaTta aAnA
BETEPMHAPHOI0 NPUMEHEHWA NPEACTABAAET B YNOJAHOMOYEHHbIN PefepanbHbIi OpraH MCNONHUTEIbHOM
B/1ACTW OTYET MO pe3ysbTaTam PpapmMaKkoHag30pa OAUH pPa3 B LIECTb MECALLEB B TEYEHME ABYX NIeT nocne
rocyapcTBEHHOM perncTpauum IeKkapcTBeHHoOro npenapata 8 Poccuickoin depepauum, 3atem exxerogHo
B TEYEHMe NoC/eyoLWNX TPeX ET U B Aa/ibHelLeM O4MH pa3 B TpW roaa.

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

Cratba 18. TMlopaya M paccmoTpeHMe 3afaBJ€HMA O T[OCYAaApPCTBEHHOW perncrpauumu
JIeKapCTBEHHOro npenapara aAsa MegULUHCKOro NpuMeHeHus
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocygapCTBEHHOM PErucTpaumm  IEKapcTBEHHOTO Mpenapata  A4a  MeAWLMHCKOro
NPMMEHEHWA OPULMYECKOE NUNLO, AEWCTBYoWee B COBCTBEHHbLIX MHTEPECAX WM YMNOJHOMOYEHHOE
NpeacTaBsATb MHTEPEChbl APYIOro PUANYECKOrO NLA U 33sABAAIOWEE /IEKAPCTBEHHbIV NpenapaT Ha
rocyfapCTBEHHYIO perucTpaumio (Janee B HacTosAwel cTaTbe - 3afBUTENb), NpeacTaBaseT B
YNO/IHOMOYEHHbIV denepanbHblii OpraH UCMOJIHUTENIbHOM BNACTM, OCYLLECTBASIOWLMIA FOCYAaPCTBEHHYO
perncTpaumio IeKapcTBEHHbIX MPENapaToB AN MeAULMHCKOro NPUMEHEHUA, B 3/IEKTPOHHOW Gpopme 1 Ha
B6yMarKHOM HOCuTene 3anBJeHME O TOCYAapCTBEHHOW perncTpaumy fieKapcTBeHHOro npenaparta A4aa
MeAMLMHCKOrO MPUMEHEHUs, a TaKKe B MopsAaKe, YCTaHOBAEHHOM YMNONHOMOYEHHbIM denepanbHbIM
OpraHOM MCMONHUTENbHOIN BNACTM, B 3/1EKTPOHHON dopme M Ha BymarKHOM HocuTene Heobxoaumble
OOKYMEHTbI, M3 KOTOPbIX GOpMMUpPYeTCA perncTpaumoHHOe A0Cbe Ha /JIeKapCTBEHHbIM npenapaT Ann
MeAMLMHCKOro MPUMEHEHUS.

(yacTb 1 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aaBneHunun o FOCVﬂ,apCTBEHHOﬁ perncTtpaunm neKkapCrtBeHHoOro npenaparta g1a megnumHCKoro
NPpUMEeHEHUA YKa3bliBaAlOTCA:

1) HanmeHoBaHWe, agpec 3aAButTena wun npoumsBoauTesIan NEKAPCTBEHHOrNo npenaparta 414
MeaunUMHCKOro npumeHeHuA, ceegeHnaA 06 unx perncrpaynnm B Ka4yecrse HajsioronnaTtesibuwmka B CTpaHe
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pernctpaunm (418 POCCUMCKUX IOPUANYECKUX ANL, - MAEHTUPUKALMOHHBIN HOMEP HanoronaaTenblimMKa
(MHH), Ans MHOCTPaHHbIX LOPUAMYECKUX NUL, - CTPAHA PErMcTpaLmMm, HAaMMEHOBaHME PErUCTPUPYIOLLErO
opraHa, permcTpaLMoHHbIN HOMEpP, KO Ha/IoronnaTeNbLLMKA B CTPaHe pernctpaumm (MHKopnopauuun) nam
€ro aHanor) W agpec MecTa OCYLLECTBJAEHMSA NPOW3BOACTBA JIeKapCTBEHHOro npenapata (B caydae
HaIMYMA HECKOJIbKMX Y4aCTHUKOB MPOLLeCcca ero Npom3BoAcTBa HEOOX0AMMO YKa3aTb KayKA0ro y4acTHMKa
B COOTBETCTBUM C OCYLLLECTB/IAEMOM CTagnen NnponsBoacTBa);

(n. 1 B8 pea. epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOoBaHMe NeKapCcTBEHHOro NpenapaTa A1 MeAULMHCKOro NpMMeHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UW FPYNMUPOBOYHOE, N XMMUYECKOE U TOProBoe HauMeHOBaHMA);

3) nepedyeHb ﬂ,el\/‘ICTByIOLLI,MX M BCNOMOraTe/IbHbIX BEWECTB, BXO4AWNX B COCTaB J1IEKAPCTBEHHOIO
npenaparta ana meaguyumnHCKoro npumeHeHuA, C ykasaHMem KosindecTtBa KaxXaoro n3 HuXx;

4) neKkapcTBeHHaa ¢opma, A03UPOBKa, cCnocobbl BBEAEHMA U MPUMEHEHWUS, CPOK FOAHOCTU
JIEKapCTBEHHOrO npenapara a8 MeauLUMHCKOro NPUMEHEHMUS;

5) papmakoTepaneBTMyecKas rpynmna, Ko aHaToOMO-TepaneBTUYECKO-XMMNYECKOM KnaccupuKkaumm,
peKOMeHA0BaHHOMW BcemupHOM oOpraHusaumelnt 34paBOOXPAHEHUsA, 3aAB/AEMble MOKa3aHuA [a/s
npMMeHeHUA IeKapCcTBEHHOro NpenapaTta Aaa MeauUUHCKOro NpMeHeHUs;

6) otcytctBMEe Heob6XOAMMOCTM MNPeaoCTaBieHUA oOTd4eTa O pesyabTaTax  KAMHUYECKOro
nccnenoBaHua, UccnefoBaHUA BUOSKBMBANEHTHOCTU IeKapPCTBEHHOrO npenapaTa, paspelleHHoro ana
MeANLMHCKOro NpumeHeHus B Poccuiickoit deaepaunn 6onee ABaauaTv eT, C yKazaHMeM HOPMaTUBHbIX
NPaBOBbIX aKTOB, NOATBEPKAAIOLMX AAHHbIN CPOK MPUMEHEHUS;

7) HeobxogMmocTb 0hOPMIEHUA paspeLlleHnn Ha BBO3 B Poccuiickyto deaepaumio KOHKPeTHoM
nNapTMM  3aperucTpuMpoBaHHbiX W (MAM)  HE3apPerncTpMpoBaHHbIX  JIEKAPCTBEHHbIX  CPeACTs,
npeaHasHayeHHbIX A8 NPOBEAEHUA IKCNepPTU3bl IEKAPCTBEHHbIX CPEACTB B LeAAX rocyfapcTBeHHOM
peructpaunm;

8) HeobXoAMMOCTb MPOBEAEHUA SKCNEPTU3bl AOKYMEHTOB, MPEeACTaB/AEHHbIX A4 onpeaeneHus
BO3MOMHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt 408 MeAULMHCKOTO MPUMEHEHMA Mnpu
OCYLLECTBNEHMUM FOCYAaPCTBEHHOM perncTpaunm B Kayectse opdaHHOro eKapCTBEHHOro Npenapara;

9) HeobXx04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl 1EKAPCTBEHHbIX CPEACTB B
Lensax rocyAapcTBEHHOMN perncTpaLmm ekapcTBeHHOro npenapara;

10) KonMM OOKYMEHTOB, NOATBEPKAAIOLWMX YNAATY rOCYAaPCTBEHHON NOLWANHbI:

a) 33 NpoBeAeHWe 3KCNepTM3bl JOKYMEHTOB, NPeACTaBAEHHbIX ANA onpeaesieHUs BO3MOMKHOCTH
paccMmaTpuBaTb JIEKAPCTBEHHbIM nNpenapaT A48 MEeAMUMHCKOTO MNPUMEHEHMS MpU  OCYLLECTBIEHUU
rocyZapCTBEHHOWM PerncTpauum B Kayectee opdpaHHOro IeKapCTBEHHOTO Npenapara;

6) 3a npoBegeHWE 3KCNEPTU3bl KayecTBa JIeKapCTBEHHOrO CPeacTBa M 3KCMepTM3bl OTHOLEHUA
0XMAaeMOWM MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOTO Npenapara, pa3peLweHHoro ans
MeNLMHCKOrO npumeHeHua B Poccuiickolt depepaumm 6osee ABaauati fieT, NpPUM OCYLLECTBAEHUU
rocyapcTBEHHOMN perncTpaLmm 1eKkapcTBeHHOro npenapara;

B) 33 NpOBeAeHWe 3KCMepTU3bl KayecTBa JIEKApCTBEHHOrO CPEeACTBA M 3KCMNEPTMU3bl OTHOLLEHMUA
0XKMAAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA IeKapcTBEHHOMO NpenapaTta 414 MeAUUNHCKOTo
NPUMEHEHUA NPU €ro rocy4apcTBEHHOW perncTpaunm;

I') 3a nposegeHune 3KCNepTu3bl KadyecCTtBa JIEKAPCTBEHHOINO CpeacrtBa M 3KCNepTu3bl OTHOLWEHUA
ommp,aemoﬁ NOJ1Ib3bl K BO3SMOXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOIO Npenapata Ana megnuumMHCKOro
npumeHeHunAa, B OTHOWEHUKN KOTOPOro nposeaeHbl mexXayHapogHbleé MHOroueHTpoBble K/IMHUYECKUe
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uccnenoBaHWA, 4acTb M3 KOTOPbIX MpoBesdeHa B Poccuitckont ®depepalmu, Npu  OCYLLECTBAEHMM
rocyAapcTBEHHOMN perncTpaLmm 1eKkapcTBeHHOro npenapara;

11) Hanuume cornacua MPOM3BOAUTENA JIEKAPCTBEHHOrO npenaparta, MPOM3BOACTBO KOTOPOro
ocyulectsnAetca 3a npegenamm Poccuiickot depepauumu, Ha nNpoBeAeHME  MHCMEKTUPOBaHUA
Npoun3BoAUTENA Ha COOTBETCTBME TPEBOBaHNAM NPaBUI Ha/1eXKalllein MPOoM3BOACTBEHHON NPaKTUKMY;

12) Hannume cornacus, NpeayCMOTPEHHOrO YacTbio 18 HacTosLLel cTaTby;

13) ykasaHue BMAa NeKapCTBEHHOTO NpenapaTa, NpeACTaBAEHHOrO Ha pernctpaumio (pedepeHTHbIN
NIeKAPCTBEHHbIN  NpenapaT, BOCMPOM3BEAEHHbIA  /IEKAPCTBEHHbIM  npenapaTt, buonornyeckui
JIeKapCTBEHHbIW npenapaT, 6uoaHanorosbii (6MONOAOOHbLIN) NeKapcTBEHHbIM npenapaT (6buoaHanor),
romeonaTuyecKMii 1eKapCTBEHHbIM NPenapaT, 1IeKaPCTBEHHbIN PAacTUTENbHbIM Npenapar).

(yacTtb 2 B pea. PepepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. PernctpaumoHHoe A0Cbe Ha /IeKapCTBEHHbINM npenapat AN MeAULMHCKOrO NpUMEHEeHUs
npeaocTtasnfeTca B popme obLero TeXHMYECKOro A0KyMeHTa.
(yacTb 3 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pazgen AOKYMEHTaUMn agMUHUCTPATUBHOTO XapaKTepa BK/IOYaeT B cebs:

1) 3aABNeHNE O rocyAapCTBEHHOW PerucTpaLmMm NeKapCTBEHHOro npenapaTa 448 MeauLMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM Ppopme 1 Ha BymarkKHOM HocUTeNE;

2) KOMWUIO [OKYMeHTa Ha PYCCKOM A3blKe, 3aBEPEHHOro B YCTaHOBAEHHOM MoOpAAKe W
NOATBEPKAAIOLLEr0 NPaBOMOYHOCTb 3a8BMTENA NOAABaTb 3aAB/IeHNe O roCcyAapCTBEHHOW perncrTpaumm
NeKapCTBEHHOrO npenapara A9 MeAULMHCKOro NMpUMeHeHus (J0BEPEHHOCTb);

3) cBefieHua o gate NpefoCTaBAeHUsA U PErMCcTPALMOHHOM HOMEpE JIMLLEH3MM Ha MPOU3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAeHMA O Jate NnpefocCTaB/leHMA U PerucTpauyMoHHOM Homepe
3aK/Il0YEHMA O COOTBETCTBUM NPOU3BOAMTENA NIEKAPCTBEHHbIX cpeacTs TpeboBaHMAM MpaBun
HaZneXKalen npou3BOACTBEHHOMW MPAKTUKKU, BbIAAHHbLIX (MNPefOCTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM  OPraHOM WCMOJIHUTENBHOM BAACTM B OTHOLIEHMM MNPOM3BOACTBEHHON MJIOWAAKM
PErncTPMPYyeEMOro NeKapCTBEHHOrO MpenapaTa, B C/ly4yae, €cin NPOU3BOACTBO JIEKAPCTBEHHOTO
npenapaTa ocyuiectsaseTca B Poccuiickon ®epepaymu;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

4) Konuio NpeaocTaB/fieHHOW YNOAHOMOYEHHbIM OpPraHoOM CTPaHbl MPOU3BOAUTENA JIMLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTa W ee MepeBof Ha PYCCKMMA A3blK, 3aBEpeHHble B
YCTAaHOBNEHHOM MOPAAKE, @ TaKXKe KOMUI0 3aKJAKUYEHNA O COOTBETCTBMW NPOU3BOANTENA NEKAPCTBEHHbIX
cpencte  TpeboBaHMAM  MNpaBUA  Hag/exaleh  MNPOM3BOACTBEHHOM  MPAKTUMKWU,  BblAaHHOrO
YNOJHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOJHUTENbHOW BACTU B OTHOLIEHMM NPOU3BOACTBEHHOM
NAOWAAKN PETUCTPUPYEMOrO JIEKAPCTBEHHOIO Mpenaparta, WaM KOMUK pelleHMA YMOJHOMOYEHHOTo
denepanbHOro opraHa MCMNONHUTENIbHOM BNAcTM O MNPOBEAEHMM WHCNEKTUPOBAHUA NpPoOU3BOAUTENSA
NIeKApPCTBEHHbIX CPEACTB, B C/1y4ae, eCcav NPOu3BOACTBO JIEKAPCTBEHHOIO NMpenapaTta OCyLwecTBAAeTCA 3a
npegenamun Poccuiickon degepaumm;

(B peq,. PegepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-d3)

5) NPOEKT MHCTPYKUMM MO MeAMULMHCKOMY NPUMEHEHMIO NEKAPCTBEHHOTO NpenapaTa, CoAep KaLlel
cneaytouime ceeaeHus:

a) HanmMmeHOoBaHWE JNEeKapPCTBEHHOIO nMnpenapaTta (Mem,a,yHapop,Hoe HenaTeHToBaHHOE, WN
rpynnmnpoBoYvyHoOeE, 1 Xxmumm4yeckoe n Toprosoe HaMMeHOBaHMFI),'

6) nekapcteeHHaa ¢popma C yKazaHMem HauMeHOBaHMI 1 KOMYECTBEHHOro COCTaBa AENCTBYOLWMNX
BELLECTB M KayeCTBEHHOIO COCTaBa BCMOMOraTe/IbHbIX BELW,ECTB (Npy HE0H6X0AMMOCTM KONNYECTBEHHOTO
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COCTaBa BCMOMOraTe/IbHbIX BELLecTs);
B) ONMCaHMe BHELWWHEro BUAa 1eKapCTBEHHOTO NpenapaTta 418 MeauUUHCKOro NPUMeHeHus;
r) dU3nKo-xmummnyeckune ceoicTaa (gna pagmodapmaLLeBTUYECKUX IEKAPCTBEHHbIX NPENapaTos);

4) dapmaKkoTepaneBTMYECKas rpynna, Kog JIeKapCTBEHHOro npenapata Ans MeaMLMHCKOro
NPMMEHEHMUA MO  aHAaTOMO-TePaneBTUYECKO-XMMMUYECKOM  KnaccMdUKauMK, PEeKOMEeHA0BaHHOW
BcemupHoOI opraHusaumeit 34paBOOXPaHEHUs, WMAM YKasaHue "romeonaTUYecKUit NeKapCTBEHHbIN
npenapar";

e) ¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHMem  PpapMaKOKMHETUKM
romeonaTUYecKmnxX IeKapCTBEHHbIX NPenapaToB U PacTUTE/IbHbIX IEKAPCTBEHHbIX NpenapaTos);

) NokasaHuA 414 NPUMEHEHMUS;
3) NPOTUBOMNOKA3aHUA ANA NPUMEHEHUSA;
1) mepbl NPELOCTOPOIKHOCTU NPU NPUMEHEHUN;

K) YKa3aHne BO3MOXXHOCTU WU ocobeHHocTel NPUMEHEHNA NEKAPCTBEHHOINo npenaparta AnAa
MeanUuUnHCKOro npumeHeHuA 6epeMeHHbIMM XKeHWwWnHamy, XKeHwmnmHamn B nepumon rpyaHoro
BCKapmManBaHuA, AeTbMU, B3pOCNbiMU, UMEKLLNMN XPOHUYECKNE 3360ﬂeBaHMﬂ;

N) PeXXNM 403MPOoBaHNA, Cnocobbl BBEAEHMA U NPUMEHEHUSA, MPU HEOBXOANMMOCTM BPeMs npuema
JIeKapCTBEHHOro npenapara A8 MeAULMHCKOTO MPUMEHEHMUA, MPOLO/IKUTENbHOCTb JIeYEHUA, B TOM
yucae y Aeteit 40 M Noc/e OAHOro roaa;

M) BO3MOXHble HeXenaTes/ibHble peakunn npu npumeHeHUU NeKapCTBeHHOro npenapata A4nAa
MeaNLNHCKOIo NpuMeHeHNA;

H) CMMNTOMbI NepPeLo3NPOBKN, Mepbl MO OKa3aHMIO NOMOLLM NPU Nepeno3npPoBKE;
0) B3auMoZencTBue C A4PpYyrMmmn NeKapcTBEHHbIMKM NpenapaTamm u (MAKn) NULLEBbIMU NPOAYKTaMMU;
n) Gopmbl BbiMyCKa NEKAPCTBEHHOrO Npenapara;

p) yKasaHue (npu HeobxoOauMOCTM) OcObeHHOCTel AeNCTBMA NeKapCTBEHHOro npenapaTa A4as
MeANLNHCKOTO NPUMEHEHNA NPU NePBOM NpUEeMe UAN NPU ero oTMeHe;

c) onucaHue (npu Heob6xoAMMOCTH) AeNCTBUI Bpada (benbawepa) u (Mnun) naumeHTa Npu Nponycke
nprMema o4HOM UAN HECKOMbKUX 4,03 JIeKapCTBEHHOro NpenapaTta 414 MegUUMHCKOro NPpUMeHeHUs;

T) BO3MOXHO€E BJ/INAHMUE NEKAPCTBEHHOrNO npenapata Aaa MeguunHCKOro npumeHeHuAa Ha
CNOCOBHOCTb YnpaBaATb TPAHCNOPTHbIMU CPeEACTBAMU, MEXaHU3MaAMU;

y) CPOK TO4HOCTM W YKa3aHune Ha 3anpetr npumeHeHUA ANeKapCTBEHHOro npenapara AnA
MeONLIMHCKOTO NpMeHeEHNA NO UCTEYEHNN CPOKa rOAHOCTU;

) ycnosus xpaHeHus;

X) YKa3aHue Ha HeO6XO,CI,VIMOCTb XpaHeHnA NeKapCTBEHHOro npenapata Ana meauumnmHCKOro
npumeHeHnAa B MeCTtax, HeE4OCTYyNHbIX ANA ,D,eTeﬁ;

U) yKasaHue (npu HeobXxoAMMOCTWU) cneumanbHbiX Mep NPegoCTOPOXKHOCTM NPU YHUUTOMNKEHUU
HEeMCNONb30BaHHbIX IEKAPCTBEHHbIX MPENAPATOB A1 MeAUUMHCKOTO NPUMEHEHUS;

4) yc/0BUA OTNYCKa;



W) HAaMMEHOBaAHMA W agpeca MPOU3BOACTBEHHbIX MIOLWAA0K NPOWU3BOAUTENA NEKAPCTBEHHOTO
npenapara;

W) HanMMeHOBaHWe, afpec OpraHM3auMu, YNOJHOMOYEHHOWN JepKaTenem WAW BNAAENbLEM
PErncTpaLnMoHHOrO YAOCTOBEPEHMA NIEKAPCTBEHHOrO Npenapata gAa MeAMUMHCKOrO NpUMEHEeHWA Ha
NPUHATME NPeTeH3MM OT NoTpebuTtens;

6) MHCTPYKLMIO MO MeAULMHCKOMY NMPUMEHEHMIO UAN KPATKYIO XapaKTePUCTUKY IEKAPCTBEHHOTIO
npenapara, yTBEPXKAEHHbIE B CTPAHE NPOM3BOAUTENS;

7) NPOEKTbl MaKeTOB NePBUYHOW YNAKOBKM U BTOPUYHOK YNaKOBKM IEKAPCTBEHHOrO NpenapaTa gas
MeAMLMHCKOro NPUMeHeHUs;

8) NpPoeKT HOPMaTUBHOW AOKYMEHTaUMM WAN HOPMAaTMBHOIO AOKYMEHTA Ha /1eKapCTBEHHbIN
npenapar 418 MeaULMHCKOro npumeHeHns 1nbo yKasaHne cooTBeTCTBYIOLLEen GpapmaKkoneinHoml ctaTbi;

9) AOKYMEHT, coaeprKallmii MHPOPMALIMIO O HaAUYMKU MAM 06 oTCyTCTBUKN HaKTOB perncrpauumn
JIEKapPCTBEHHOTrO npenapara a8 MmeauLMHCKOro NpMMeHeHs 3a npegenamm Poccninckon @egepauum;

10) KonNuW [OKYMEHTOB, 3aBEPEHHbIX B YCTaHOBJIEHHOM TMOPAAKE W MNOATBEpPXKAalowWwmxX ¢aKT
perucTpauumn NekapcTBEHHOro npenapaTa B MHOCTPaHHbIX rocyJapcTBax B KayectBe opdaHHOro
NleKapCcTBEHHOro npenapara;

11) nnaH ynpaBneHWa puUcKamn pJaa  BUONOTMYECKMX NIeKapCTBEHHbIX NpenapaToB  ANs
MeAMLMHCKOro MPUMEHEHUS;

12) gokymeHT o cucTeme dapmaKkoHag3opa AepskaTens WaM Bnagenbla PerncrpaumMoHHOro
YAOCTOBEPEHUA IeKAapPCTBEHHOTO NpenapaTa;

13) fOKYMEHT, NMOATBEPKAAMOWMI KAYeCcTBO JIEKAPCTBEHHOIO MpenapaTta TPex NPOMbILWIEHHbIX
cepuii (NPoToKoA aHanM3a uan cepTudmKaT aHaM3a), 04HA CEPUS KOTOPOTO A0JIXKHA COBMNAAATb C cepuel
obpa3La /NeKapCTBEHHOrO npenapata A48 MEeSMUMHCKOro NpPUMEHEHMUA, NpeacTaB/AeHHOro Ha
rocyapCTBEHHYIO permcTpaLmio.

(yacTb 4 B peq,. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xmmuyeckoi, GapmaLeBTUYECKON 1 BMONOrMYECKOW AOKYMEHTAUMM BKAOYAET B ceba
OOKYMEHTbI, coaeprkalme UHPopmauuio o dapmaLeBTUYECKOW CybCcTaHUMM WU IeKapcTBEHHOM
npenapate A48 MeAMLMHCKOrO MPUMMEHEHUA, Npolecce ero npou3BOACTBA M METOAax KOHTPO/A
KayecTsa, B TOM yunc/e:

1) Konuio LOKYMeHTa, coZepsKallero cieaytowyto HdopmMmaLmio o papmaueBTUYECKOM cybcTaHLMm
nnu GapmaLeBTUYECKUX CyOCTaHUMAX, BXOSALLMX B COCTAB JIEKAPCTBEHHOIO NpenapaTta, 3a UCK/loYeHnemM
UHPopmauum o apmMaueBTUYECKMX CYDOCTAHLMAX, BKAKOYEHHbIX B TOCYAAPCTBEHHbIA peecTp
NleKapCTBEHHbIX CPeACTB B COOTBETCTBUM €O cTaTbel 34 HacToAwero PeaepanbHOro 3akoHa:

(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCcTaHUMK, ee CTPYKTYpa, obLine CBOMCTBa;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOIMA Nnpon3soacrtea C onnCaHnem CTBFI,I/II?I npon3soAacTea U MeTo40B KOHTPO/1A Ha BCEX
CTaanAxX NnponsBoacCTBa;

l') onncaHume paapa60TKM npouecca npon3soacTea;

,D,) OonncaHme KOHTPOIA KPUTNYHECKUX CTa,D,MD'I npon3soacTea 1 ﬂpOMeHYTO“IHOVI npo4AyKUunn;
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€) AOKYMeHTa/IbHOE NoATBEPKAEHME (BanmMaaLma) NPoLLEeCcCoB U (MN) UX OLLEHKa;
) CBOWMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneumdmrKauma Ha papmaLeBTUYECKYIO CyOCTaHLMIO U ee 0B6OCHOBAHME;

K) aHanuTuYeckMe MeTOOMKM, WCMO/b3yeMble MPW  OCYLLECTBNIEHMM KOHTPOAA KayecTBa
dapmaLeBTMUYECKON cybCcTaHUMU;

N) AOKYMeHTasibHoe noATBeprKAaeHWe (Banaauma) aHaIMTUYECKUX METOAMK, UCMO/b3YEMbIX NpPU
OCYLLEeCTB/IEHUWN KOHTPO/IA KayecTBa dapmaLeBTUYecKol cybcTaHumu;

M) pe3ynbTaTbl aHann3a cepuii dapmaLleBTUYECKOM cybcTaHUUu;

H) NepeyeHb CTaHAAPTHbIX 06Pa3LOB WM BELLECTB, UCMO/Ib3YEMbIX NPW OCYLLECTBAEHUU KOHTPOA
KayecTsa;

0) onMcaHmne xapakKTepPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTEPMNasioB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 cTabuAbHOCTU PpapMaLLeBTUYECKOWN cyBCTaHUMM;
p) CPOK roaHoCTY;

1.1) B oOTHOWEHMM apMaLEBTUUYECKMX CyOCTAHUMIA, BXOAAWMX B COCTaB JIeKapCTBEHHOro
npenapaTa U BKAIOYEHHbIX B FOCYAAPCTBEHHbIN PeecTp NEKAPCTBEHHbIX CPEeACTB B COOTBETCTBUWM CO
ctatber 34 HactoAwero PenepanbHOro 3aKOHa, - KOMUA [OKYMEHTA, COAEPrKALLEro CaeayioLLyto
nHpopmaumto:

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;
B) pe3y/ibTaTbl aHa/IM3a cepuii papmaLeBTUUYECKOM cybcTaHLmy;

r) CpoK rogHocTy;
(n. 1.1 BBegeH depepanbHbiM 3aKoHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, coAepsKaluin ciepgylowme CcBeAeHUMA O JIeKapcTBEHHOM npenapate  Aas
MeAMLMUHCKOro NPUMEHEHUS:

a) OMNnCaHme N CoCTaB ZIEKAPCTBEHHOTIO NpenapaTta Ana MeanumnHCKOro npumeHeHua,

6) onucaHve d¢apmaLeBTUYECKON pa3paboTkm (obocHoBaHWe Bblbopa coCTaBa, MNepPBUYHOWN
YMaKOBKW U UHOTO);

B) TEXHONOIMA nNnpon3soacrtea C OonNCaHnem CTBAMI?I npon3soAacTea U MeTo40B KOHTPO/1A Ha BCEX
CTaaAnAX NpounsBoacCTBa;

I') OMNMnCaHMe KOHTPOAA KPUTUYECKUX CTaAMl\;I npouecca npoussoacrtea M npomemyTquoi/'l
npoayKumMu;

A1) HameHoBaHMe U aApec MecTa OCYyLLLEeCTBeHNA NPON3BOACTBA /IeKapCTBEHHOro npenapara Ans
MEANUMHCKOTO MPUMEHEHMA (B C/lyyae HaAMuMsA HECKONIbKMX YYaCTHMKOB Mpolecca Npou3BOACTBa
HeobXxoAMMO YKa3aTb KaXKa0oro U3 HuX);

e) d)a pmaLeBTn4HeCKaa COBMeCTUMOCTDb,
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) MUKpoBMONorMyecKkue xapakTepmucTuKy;

3) MmaTepuanbHbIii banaHc AN NPOU3BOACTBA CEPUMN FTOTOBOrO NPOAYKTA;

1) ONMCaHUe XapaKTePUCTMK U CBOMCTB YNaKOBOUYHbIX MaTEPUNaNO0B M YKYNOPOUHbIX CPeACTB;

K) AOKYMeHTanbHOe NoATBepKAeHWe (Baanaaumns) NnpoL,eccos NpomM3BoACTBa U (M1) NX OLLEHKa;

I'I) Tpe6OBaHVIF| K KayecCTtsy BCNOmMOraTtesibHbIX BellecTB (cemechKaT, CI'IeLI,M(I)VIKaLI,MFI Ha
BCnomorartesibHble BeWECTBaA U UX O6OCHOBaHME),'

M) dHaIUTU4YECKNE MEeToanKn1, uncnosblyemble MNMpn OCyWECTBZIEHMN KOHTPONIA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) OOKYMEHTaNbHOE NoATBEPXKAEHUE (Bannaaums) aHaIMTUYECKUX METOAMK, UCMONb3YEMbIX MPU
OCYLLECTB/NIEHNN KOHTPOJIA KauecTBa BCNOMOraTe/IbHbIX BELLECTB;

0) MH(I)OpMaLI,Mﬂ 06 UCNONb30BaHMM BCMOMOraTeNbHbIX BeuwecTs 4YenoBeyeCkoro n XMBOTHOIO
NPOUCXOXKAEHNA;

I'I) MH(I)OpMaLI,Mﬂ 06 UCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BelecTs,

p) TpeboBaHMA K KadyecTBy /ieKapCTBEHHOro npenapaTta A4 MeAMUMHCKOro npumeHeHus
(cepTnduKar, cneumdpmKauma Ha NeKapCTBEHHbIN NpenapaT U UX 06oCHOBaHME);

C) aHaNUTUYecKMe MeTOAMKW, UCMOb3yeMble TMPU  OCYLLECTB/IEHUM KOHTPO/IA KayecTsa
JIEKAaPCTBEHHOrO npenapara Aasa MeauLUMHCKOro NPUMEHEHMUS;

T) AOKYMEHTa/ZIbHOE noATrBepxaeHue (Ba/'IMAaLl,MFI) AHA/NIUTUYECKUX METOOUK, NCMOZIb3yeEMbIX NpU
OCyLLECTBNIEHNN KOHTPO/IA Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta 414 MeaAnUunHCKOro npuMeHeHUA;

y) pesynbTaThl aHaIM30B Cepuii 1IeKapCTBEHHOro NpenapaTa 419 MegUUMHCKOro NPUMEHEHUS;
&) xapaKkTepucTuKa Nnpumecen;

X) nepeyeHb CTaHAAPTHbIX 06Pa3LOB, MCMNOJ/b3YyEMbIX MPU OCYLLECTBJAEHUU KOHTPOJIA KayecTsa
JIeKapCTBEHHOrO Npenapara 418 MegULMHCKOTro NPUMEHEHUS;

L) AQHHble 0 CTabMALHOCTM IEKAaPCTBEHHOTO NpenapaTta 4158 MegULUMHCKOro NPUMEHEHMA.
(yacTb 5 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen d)apmaKonoqueCKoﬁ, TOKCUKOIOTNYECKOM AOKYMEHTALMN BK/IKOYAET B cebs oTyeThbl O
pe3ynbtataX AOKJAUHUYECKUX MCC}'Iep,OBaHMﬁ JIEKapCTBEHHOrNo cpeacrea Ana MeauunHCKoro
npumeHeHunAa, B TOM Hncne:

1) oTyeT 0 papmaKoAMHAMMUECKMX UCCNEA0BaAHUAX;
2) oTyeT 0 GapMaKOKUMHETUUYECKUX UCCIef0BaAHUAX;

3) OTYET O TOKCMKOOMMUYECKUX UCCAe0BaHMUSAX.
(yacTb 6 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KIMHUYECKOM AOKYMEHTAUUN BKAOYAET B cebs oT4yeTbl 0 pe3ynbrtataX KANHUYECKUX
MCCIIE,CI,OBBHI/II?I NEKapPCTBEHHOIO nNpenapata 4aa MeauumHCKOro npuMmeHeHuA, B TOM HnUche:

1) oTyeTbl 06 uccneaoBaHUAX OUOAOCTYNHOCTM M BMO3KBMBANIEHTHOCTM, WUCCNELOBaHUAX,
YCTaHaB/IMBAIOLLMX KOPPEALMIO Pe3Y/1bTaToB, MOJIYYEHHbIX B YCA0BUAX in Vitro u in vivo;
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2) otyeTbl 0 PapMaKOKMHETUYECKUX UCCNEA0BaAHUAX;
3) oTyeTbl 0 papMakoAMHAMUYECKMX NCCNEA0BAHMUAX;
4) oTYeTbl O KAMHUYECKUX UCCNeAoBaHMAX 3GDEKTUBHOCTM M He3onacHoCTyH;

5) oT4eT 0 NoCTPEerncTPaLMoOHHOM OMbITe NPUMEHEHUA (NPU HaUYUK).
(yacTb 7 BBegeHa PeaepanbHbiM 3aKOHOM 0OT 22.12.2014 N 429-93)

8. TpeboBaHUA K 06beMy MHPOPMALMN, NPEAOCTABNAEMON B COCTABE PEFUCTPALMOHHOIO AOCHE,
ONA OTAeNbHbIX BUAOB JIEKAPCTBEHHbIX MPenapaTos A9 MeAULMHCKOTO NPUMEHEHMUA YCTaHaBNBAOTCA
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOAHUTENIbHOW BAACTU.
(yacTb 8 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOWEHUN NIEKAaPCTBEHHbIX NPENAPaTOB, Pa3peLEeHHbIX ANA MeLULMHCKOro NPUMEHEHMA B
Poccuiickon Pepepaunn 6onee AsaauatM NeT U B OTHOLIEHUM KOTOPbIX HEBO3MOMKHO MpoBeAeHue
nccnenoBaHNn X 6UO3KBUBANEHTHOCTU (32 UCKAOYEHMEM BUONOTMYECKMX IEKAPCTBEHHbIX MpenapaTos),
OONYCKaeTCa BKAOYEHME B COCTAB pasgenia ¢apmMaKoaorMyeckom, TOKCUKOIOTMYECKOM AOKYMEHTAUMM U
pa3fena KAMHUYECKOW [OOKYMEHTauMM BMeCTO oOT4yeTa pa3paboTumka O pesysibTaTax cobBCTBEHHbIX
OOKNIMHNYECKUX UCCNe0BaHUIA NeKAPCTBEHHbIX CPEACTB M KAMHUYECKUX UCCeA0BaHUIN NEKAPCTBEHHbIX
npenapaToB A1 MeAWUMHCKOro NpumeHeHus 0630pa HayuHblX paboT O pesynbTaTax LOKANMHUYECKUX
NCCNefOBaHUIM JIEKAPCTBEHHbIX CPEeACTB WM KAMHWYECKUMX WCCNefO0BaHWM [AaHHbIX NEeKapCTBEHHbIX
npenapaToB, B TOM YMC/e BKAKOYAA ONbIT X NOCTPErMCTPALNOHHOIO NPUMEHEHMA.

(yacTb 9 BBEAeHa PenepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
27.12.2019 N 475-93)

10. MNpw rocyfapCTBEHHOW PErMCTPaLUK BOCNPOM3BEAEHHbIX /IEKAPCTBEHHbIX MpenapaTtosB A8
MeAMLMHCKOrO MPUMMEHEHMA [OMNyCKaeTcA BK/OYEHWE B COCTAaB pasgena  ($apMaKo/IorMyeckon,
TOKCUKOJIOTUYEeCKOM AOOKYMEeHTauun wn pasgena KAMHUYECKom OOKYMeHTauun BMeCTO OT4eTa
paspaboTunka O pesynbTaTax COBCTBEHHbLIX AOKIMHUYECKUX UCCNEAO0BaHUIN NIEKAPCTBEHHbIX CPEeACTB
0630pa Hay4yHbIXx PaboT 0 pe3ynbTaTax AOKJAMHUYECKUX UCCNenoBaHMi pedepeHTHOro NeKapCTBEHHOIo
npenapaTta U NpeacTaB/ieHne BMECTO KJAMHUYECKUX UCCef0BaHMI B NOJIHOM o6beme, YCTaHOBNEHHOM
pasfesiom KAMHWYECKOW AOKYMEHTauuW, OTYeTa O pesyabTaTax UCCAefo0BaHUl BMO3KBMBANEHTHOCTM
BOCMPOU3BELEHHOIO JIEKAaPCTBEHHOIO MpenapaTta 441 MeAWLMHCKOro npumeHeHus. He Tpebyetca
npeacTaB/ieHMe OTYeTa O pe3y/abTaTax WCC/AefoBaHMI OGUOIKBUMBANEHTHOCTM BOCMPOM3BELEHHOTO
NIeKapCTBEHHOrO  Mnpenapata  Aaa  MEeAMUMHCKOTO  NPUMEHEHWA,  ecliM  PerucTpupytoTca
BOCMPOWN3BEAEHHbIE IEKAPCTBEHHbIE NpenapaThl A48 MeAULMHCKOrO NPUMEHEHUA, KOTOpbIE:

1) npeaHasHayeHbl ANA MapeHTepasnbHOro (MOAKOXKHOro, BHYTPUMbILWEYHOTO, BHYTPUBEHHOrO,
BHYTPUIIA3HOTO,  BHYTPUMNONOCTHOrO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBeAEHUA U
npeacTasnsatoT coboit BoAHble PacTBOPbI;

2) npeAcTaBnAoT coboii pacTBOpPbI 414 NEPOPATbHOrO NPUMEHEHUS;
3) npousBeseHbl B GOpMe NOPOLLKOB WU TMOGUAN3ATOB AN MPUTOTOBAEHUS PAacTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAKOTCA YW HbIMU NN TNAa3HbIMU NEKAPCTBEHHbIMU NpenapaTamu, npon3segeHHbIMAU B d)opme
BOAHbIX PaCTBOPOB,

6) NpeaHasHa4YeHbl 418 MECTHOIO NPUMEHEHMA U NMPUTOTOB/EHbI B pOpMe BOAHbIX PAaCTBOPOB;

7) npeactaBnstoT coboli BOAHbIE PAacTBOPbI 419 UCNONb30BaHMUA B GopMe MHIanAaumMii C NOMOLLbIO
Hebynalizepa UM B Ka4eCcTBE Ha3a/IbHbIX CpeeB, NPUMEHAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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11. Ons cnyyaes, yKasaHHbIX B MyHKTax 1 - 3, 5 - 7 yactv 10 HacTosiwen cTaTby, BOCNPOU3BEAEHHbIN
NIeKapCTBEHHbIA Mpenapat A4Aa MeAMUMHCKOTO MPUMEHEHUA [OO0/KEH COAEepKaTb TaKWe ke
BCMOMOTATE/IbHbIE BELLECTBA B TaKMX e KOIMYECTBAX, KaK U pedepeHTHbIN NeKapCTBEHHbIN Npenapar.
Ecnn  coctasbl BCMOMOTaTe/ibHbIX  BELLeCTB  Pa3/IMYaloTCA, 3aABUTENb  [A0/KEeH NpeacTaBuTb
[0Ka3aTesibCTBa TOro, YTO MCNONb3yeMble B AaHHbIX KOHLLEHTpALUMAX BCMOMOraTe/bHble BELLeCcTBa He
BAUAIOT Ha 6e3onacHocTb U (Mnn) 3dEKTUBHOCTb JIEKAPCTBEHHOrO Mpenapata Aasa MeguLMHCKOro
npumeHeHusn. B cnyyae, eciv 3asBUTENIb HE MOXKET NPeACTaBUTb TakMe AOKa3aTeNbCcTea U (Man) He umeeT
[OCTyNna K COOTBETCTBYHOLMM AAHHbIM, OH [O/IKEH NPOBECTU COOTBETCTBYHOLME UCCAeA0BaHUA ANA
[0Ka3aTeNibCTBa OTCYTCTBUA BJIMAHUA pPa3HbIX BCMNOMOraTe/bHbIX BELLECTB WAM BCMOMOraTesibHbIX
YCTPOICTB Ha 6e3onacHOCTb U (Mn) adpdHeKTUBHOCTL SIeKAaPCTBEHHOro npenapaTta AN MeauLMHCKOro
NPUMEHEHMA B COOTBETCTBUM C aKTaMM, COCTABAAIOLLMMU NPaBo EBPA3MINCKOro SKOHOMMYECKOTO COHO3a.
(yacTb 11 BBeaeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3; B pea. PeaepanbHOro 3akoHa ot
22.12.2020 N 444-®3)

12. Mpwu rocyaapcTBEHHOW PeErncTpaunm KOMOMHaLMN paHee 3aperMcTPUPOBaHHbIX 1EKAPCTBEHHbIX
npenapatos AN MeAMUMHCKOTO MNPUMEHEHUA [OOMYyCKAeTcA BK/AOYEHWE B COCTaB pasgena
$apMaKoorMyeckom, TOKCUKONOTUYECKOW [AOKYMEHTaUMM M pasgenia KAMHMYECKOW [OO0KYMEeHTauuu
BMEcCTo oOT4yeTa pa3paboTtuMka o pesynbTaTax COBCTBEHHbIX AOKAMHUYECKUX WUCCNedoBaHUM
JIeKapCTBEHHbIX CpeacTB o0630pa HayyHbiXx paboT O pesynbTaTax AOKAMHUYECKMX WCcCnenoBaHuin
pedepeHTHbIX /IeKapCTBEHHbIX MPenapaToB, BXOAALWMX B COCTaB KOMOWHALMKM JIeKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBUM MX B3aMMOAENCTBUS B OAHOM JIEKapCTBEHHOM dpopme.

(yactb 12 BBeaeHa GegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pas/iMyHbIX 1IeKapCTBEHHbIX POPM OAHOIO M TOTO XKe JIEKAapCTBEHHOro npenapara
ANA MegUUMHCKOro NpUMeHeHNA 3aaBUTeNb NPeacTaBAAeT OTAe/IbHble 3aABAeHUA N perncTpaumoHHble
[0Cbe Ha KaXayto eKapcTBeEHHYO0 popmy. Mpn ycnosmmn ogHOBPEMEHHON NOAAUMN HA SKCNEPTMU3Y O4HOM
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHbIMKM - OO03UPOBKOM, KOHUEHTpauuel, obbemom 3anaBUTESNb
npeacraBnAer OA4HO 3aAB/EHME U PErucTPaUMOHHOE J0Cbe C MPUIOKEHMEM MAKeTOB YNAKOBOK Ha
KaXkaylo A03MPOBKY, KaXKAyo KOHLEHTPALUMIO, KaXKablh 06 bEM U KaXKA0€e KONMYECTBO 403 B YNaKoBKe.
(yacTb 13 BBeAeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

14. Mpwn rocyoapCTBEHHOW perncTpaumm opdaHHOro /seKapCTBEHHOro npenapata 3aABUTENb
npeacrasaseT uHdopmauuio, Heobxoaumyto ans GopMMUPOBAHUA Pa3aena KAMHUUYECKON JOKYMEHTaLUM,
B 06Bbeme, yCTaHOBIEHHOM YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCNOHUTEIbHOM BIACTL.

(yacTb 14 BBeaeHa GesepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpwn pernctpaymm GMONOTMYECKOro JIEKAPCTBEHHOTO NpenapaTta, MOJYYEHHOro U3 KPOBW,
Nia3mbl KPOBM YeNOBEKa, B COCTaBe PErnmcTpaLMOHHOINO [AOCbe Ha JIeKApCTBEHHbIM MpenapaT ana
MeANLMHCKOIo NPUMEHEHMUA A0KHbI ObITb NPeaCcTaBAeHbl A4ONOJAHUTENbHO:

1) B pasgene [OKYMEHTaLUMM AAMMHUCTPATMBHOIO XapaKTepa AOKYMEHT, CoAeprKalimii
nHpopmMmaumio o cybbekTax obpalleHMsa 4OHOPCKOM KPOBKU U (MNK) ee KOMNOHEHTOB, O TOM, rae 6bina
ocyuwiecteneHa goHauma (KpoBu M (MAKM) Nnasmbl KPOBM), a TaKKe AaHHble 06 WHPEKUMOHHbIX
3aboneBaHMAX, Mepeaalolmnxca napeHTepanbHbiM nyTem, MHPopmauma o cybbekTax ob6palueHus
AOHOPCKOW KpOBM U (MAM) ee KOMMOHEHTOB, B OTHOLWIEHWW KOTOPbIX OCYLLECTBASETCA KOHTPO/b
AOHOPCKOW KPOBK U (MN) ee KOMNOHEHTOB;

2) B pasgene xmmu4yeckoi, GapmaLeBTMYecKoi U BMONOrMYECKoli AOKYMEHTaLUN:

a) KpuTepun 1 cnocobbl oTO6OpPa, TPAHCMOPTUPOBAHUA U XPAaHEHUA LOHOPCKOM KpoBU U (Man) ee
KOMMOHEHTOB;

6) pesynbTaTbl MCCNenoBaHM OTOBPAHHbIX AOHOPCKOM KPOBM U (MaK) NaasmMbl KPOBM U MyJSIOB Ha
Hannume BO3byauTenen wuHdekumn, BKAOYaA WHPopmaumio 06 KNCNONb30BaHHbLIX MeToAMKax
nUccnegoBaHWM M B C/lydae MCCeA0BaHUS My/OB MNAasMbl KPOBW pe3ynbTaTbl AOKYMEHTANbHOro
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noATeepaeHna (Baanaaumm) MCNoNb30BaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNAKOBKU AN 0TOopa AOHOPCKOM KPOBU U (MN1K) NNasmbl KPOBM,
BK/t0YaA MHOPMALLMIO 06 MCNOIb30BAHHbLIX PACTBOPAX aHTUKOArYIAHTOB.
(yacTtb 15 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckune nccnenosaHmA eKapcTBEHHOrNO npenapaTa ana MeauuUMHCKOro NpuMeHeHusa B
LUenax ero rocyfapcTBEHHOM perucTpaumm nposopAatca B Poccuiickolt depepaumm B NOPALKe,
yCcTaHoBNEeHHOM cTaTbAMM 38 - 44 HacToAwero ®PepepanbHoro 3akoHa. OTYeT O NpoOBeAEHHbIX
nccneoBaHMAX BKIKOYAETCA B COCTaB pa3fena KAMHUYECKOM SOKYMEHTALMMU PErUCTPALMOHHONO A0Che
Ha NeKapCTBEHHbIN NpenapaT AN1a MeAUUMHCKOrO NPUMeHeHUs. s NekapcTBEHHbIX NpenapaTos A
MeAMUMHCKOrO NpUMEHEHWA, B OTHOLWEHUM KOTOPbIX B pe3y/ibTaTe I3KCNepTU3bl JOKYMEHTOB,
NpeAcTaBNeHHbIX A1 onpeaeseHUA BO3MOXHOCTM pPacCMaTpMBaTb /IEKAPCTBEHHbIM MNpenapat gna
MEeONLMHCKOIO NpUMeEHeHNA B KayecTBe OpdaHHOro NIeKapCcTBEHHOrO npenapaTa, Takas BO3MOMKHOCTb
npuM3HaHa M B OTHOLWEHUW KOTOPbIX NpoBeAeHbl KAMHUYECKME UCCNeaoBaHUA, BbINOJHEHHble 3a
npegenammu Poccuiickolt Pepepaunm B COOTBETCTBMM C NpPaBWIaMK Hagaexawen abopaTopHoit
NMPaKTUKN M MNpaBUAaMU HaZNeXalen KAMHUYECKOM MNPaKTUKK, OOMYCKAeTCs BKAOYEHME B COCTaB
pa3gena KAMHWYECKOM AOKYMEHTaLMW BMECTO OT4YeTa O pe3ysibTaTax K/AMHUYECKUX WCCAefoBaHWM
JIeKapCTBEHHOrO NpenapaTta 419 MeAUUNHCKOrO NPUMEHEHUA, NpoBeaeHHbIX B Poccuiicko Pegepaumm,
OoTY4eTa O pe3yNbTaTax KAMHUYECKUX WCCNefOoBaHM, BbINONHEHHbIX 3a npegenamu Poccuinckoit
depepaumn.

(yacTb 16 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cny4yae HenpeacTaBAeHUA C 3aABNEHNEM O FrOCYAAPCTBEHHOM PerncTpaLmm 1ekapcTBeHHOro
npenaparta g1a MeauUMHCKOrO NPUMEHEHMA AOKYMEHTOB, NOATBEPKAAIOLWMX YyNAaTy rocyAapCTBEHHOM
MOWMHBI W YKasaHHbix B nNyHKTe 10 uYactu 2 HaAcToAWeW CTaTbM, a TaKXe BblAaBaeMbiX
(npepoctaBnfaembix) yNnoNHOMOYEHHbIMW  denepanbHbIMUM  OpraHaMM  UCNOJIHUTENbHOM  BAACTM
OOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B MyHKTax 3 U 4 yacTi 4 HacToAWEN CTaTbM, YNOJHOMOYEHHbIN
denepanbHbli OpraH MCMOJHUTENbHOW BAACTM 3aMpalMBAET YKa3aHHble AOKYMeHTbl (cBeaeHus) B
nopsaake MmeXxBeLoMCTBEHHOTO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yacTb 17 B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He ponyckaeTcs MCNONb30BaHWE B KOMMEPYECKUX ULensx MHGopmauMuM O pesysbTaTax
OOKMHNYECKUX UCCNeA0BaHWIA NEKAaPCTBEHHbIX CPEACTB M KAUHUYECKUX UCCNe0BaHNIA IeKapCTBEHHbIX
npenapatoB AN MeAULMHCKOro MpUMeHeHusn, NpeacTaBleHHOM 3asBUTeNeM ANSA TOCYOapPCTBEHHOM
perucTpauumn iekapcTBeHHOro mnpenapaTta, 6e3 ero cornacuMs B TeYeHWe LWecTM AeT C  AaThl
rocygapcTBeHHOM perucTpaumm pedepeHTHOro IeKapcTBEHHOMo NpenapaTta B Poccuiickoit ®eaepaumu.
(yacTb 18 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19. fepxatenb unu Bragenew, permcTpaumoHHOro yaocToBepeHmsa 1eKapCTBEHHOro npenapara Ha
6MOTEXHOOTMYECKMI NN OpdaHHbIN NEKAPCTBEHHbIN NpenapaT 06s3aH NpeaoCcTaBAATb HA BO3ME34HOM
OCHOBe 00pa3upbl pedpepeHTHOro IEKAPCTBEHHOIO NpenapaTa 3afaBUTENAM AN5 NPOBEAEHUA KANMHUYECKNX
nccnegosaHnin. CToMmoctb 0bpasua pedepeHTHOro JEeKapCTBEHHOro npenapaTta, BK/AYEHHOro B
nepeyeHb *KU3HEHHO HEOHXOANMBIX U BaXKHENLLMX JIEKAPCTBEHHbIX NMPENApPaToB, He A0KHa NPEBbILLATb
3aperncTPUPOBaHHY0 NPeaebHY OTNYCKHYIO LieHY Ha pedepeHTHbIN NeKapCTBEHHbIN npenapaTt uau
LeHY Ha JIeKapCTBEHHbIN NpenapaT B CTpaHe NpoM3BoAMTENA.

(yacTb 19 BBeAeHa PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

20. 3anaBneHne o rocyaapCcTBEHHON perncTpaumnm BocnpomsBeaeHHOro 1eKapcTBEHHOro npenapara
AN MeAMUMHCKOTO MPUMEHEHUS MOXKET OblTb MOAAHO B YMOJHOMOYEHHbIN denepanbHbii opraH
WCNOJIHUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYyAAPCTBEHHYIO  PErnmcTpaumio  NeKapCTBEHHbIX
npenapatoB, MO MWCTEYEHUW 4YeTbipex NeT C AaTbl FOCYAapPCTBEHHOW pernucrpaumm pedepeHTHoro
JIeKapcTBeHHOro npenapata B Poccuiickoit ®eaepaumm.
(yacTb 20 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)
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21. 3asBfeHMe O TrOCYAapCTBEHHOW  perucrtpauum 6uoaHanorosoro (6uonogo6bHoro)
JleKapcTBeHHOro npenapata (6MoaHasnora) MosKeT 6biTb NMOAAHO B YNOJHOMOYEHHbIW deaepanbHbIn
OpraH MCMNOMIHUTE/IbHOWM BAACTM, OCYLLECTBASIOWMIN rOCYAAaPCTBEHHYIO PErncTpaumio JIeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHUM TpPex /NeT C p[aTbl FOCYAAPCTBEHHOW perucTpauumn pedepeHTHOro
NiekapcTBeHHOro npenapata B Poccuiickoin Pepgepaumn.

(yactb 21 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22. [lepKatenb uan Bnageney, perncTtpaumoHHOro yaocTtoBepeHmMa NeKapCTBEHHOro npenaparta
npeacTaBaseT B YNOJHOMOYEHHbIN deaepasnbHblit opraH UCNOAHUTENIbHOM BNACTU, OCYLLECTBAAOLMIMA
$YHKUMM NO KOHTPOJIIO U HaA30py B chepe 34paBOOXPAHEHUA, OTHET MO pe3yabTaTam PpapmaKoHaA30pa
OAMH pa3 B WECTb MECALEB B TEUEHUE ABYX NIET NOC/NE roCy4apCTBEHHOM pPerucTpaLmm nekapcTBEHHOro
npenapata B Poccuiickon Pegepaunn, exxerogHo B TeYeHWe Nocineayowmnx Tpex NeT U B AajibHellem
OA4MH pas B NATb NeT.

(yacTb 22 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 19. MpuUHATME peLleHuA O BbiAaye SKCNepTHOMY yupeXKaeHUI0 3a4aHuA Ha NpoBeAeHue
3KcnepTu3bl NEKAPCTBEHHOrO CpeacTBa
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHue gecatn pabounx gHen co AHA NPUHATUA 3aABNEHUA O TOCYAAaPCTBEHHOM perncTpaumum
JIEKAPCTBEHHOIO npenapata  COOTBETCTBYIOWMNIM  YMOJIHOMOYEHHbLIN  deaepasbHbii  OpraH
NCMNOJIHUTENbHOM BNACTM MPOBOAUT MPOBEPKY MOJIHOTbI, AOCTOBEPHOCTU U NPaBUIbHOCTU 0POPMIEHMA
npeacTaBNeHHbIX AOKYMEHTOB PEerncTpaLmMoHHOro 0Cbe Ha /IeKapCTBEHHbIW npenapaTt U NpUHUMaET
peleHme o Bblgaye 3a4aHuA Ha NpoBeaeHue:

1) aKcnepTusbl AOKYMEHTOB, NPeACTaBAEeHHbIX A48 OnpeaeneHns BO3MOXMKHOCTM paccMaTpuBaTh
NeKapcTBEHHbIM NpenapaTt Ana MeaMUMHCKOTO NPUMEHEHWA MPU OCYLLECTBJEHUU FOCYOapCcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NEKAPCTBEHHOrO Npenapara;

2) 9KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa B HaCTU 3KCNEPTU3bl Ka4eCTBa ZIEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWIEHUA O)KMAE!E‘MOVI NOJIb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIoO
npenaparta ana meanumnHCKoro npumeHeHua,

3) aKkcnepTM3bl IEKAPCTBEHHOIO CPEACTBA B YACTM SKCNEPTMU3bl KAYECTBa JIEKapCTBEHHOIO CPeACTBa
N 3KCMepTM3bl OTHOLUEHUS OXKMOAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA NEKapCTBEHHOTO
npenapata Anf MeAUUMHCKOTO MPUMEHEHUS B MOpPAAKE YCKOPEHHOW npoueaypbl 3KCNepTussbl
JIEKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 26 HacTosAwero PeaepasbHOro 3aKOHa;

4) 3KCNepTU3bl 1€KapCTBEHHOIO cCpeacrtea B OTHOWEHWUU NeKapCTBEHHOrNo npenaparta A4nA
BETEPUHAPHOIo NpUMeHEHUA.

2. YNONHOMOYEHHbIN deaepanbHbll OpraH MCNOAHUTENIbHOM BAACTU YBEAOMAAET B 3/1EKTPOHHOM
dbopme nam Ha BYMarKHOM HOCUTEesie 3aABUTENA U IKCMEPTHOE yYpeKaeHWe O MPUHATOM PELUEHUMU O
BblJaye 3a4aHWI Ha NPOBeAEeHUE IKCNEPTU3, NPesyCMOTPEHHbIX YacTblo 1 HAaCTOALLEN CTAaTbK, U B Cay4Yae
Heobxo04MMOCTM O BblAaye paspelleHuns Ha BBO3 B Poccuiickyto degepaupto KOHKPETHOM NapTMm, cepum
3aperncTpUpPoBaHHbIX U (MAKN) HE3aPEerncTPUPOBAHHBIX JIEKAPCTBEHHbIX CPeacTB MAM o6 OTKase B
npoBeAeHWM NPeAYyCMOTPEHHbIX 3KCMEPTU3 C YKa3aHWEM NPUUYMH TaKOro OTKasa.

3. B cnyyae BbIABNEHUA OTCYTCTBMSA WM HELOCTOBEPHOCTM MHPOPMALMKM, COAep)Kaliencs B
NpeacTaBNeHHbIX 3asABUTEIeM AOKYMEHTaX, YNOJHOMOYEHHbIV defepasbHbli OpraH UCMOAHUTENbHOM
BJIaCTU HanpasAseT 3asBuTe/Nt0 3anpoc 06 YTOYHEHMM 3ToM UHPopmauuu (ganee - 3anpoc
YNO/IHOMOYEHHOTO ¢defiepasbHOr0 OpraHa UCMONHWUTENLHOM BAACTM), KOTOPbIM MOXKeT BbbiTb nepenaH
YNOJHOMOYEHHOMY NPEACTAaBUTE/NIO 3aABUTENA JIMYHO MOA, PACMMUCKY, HAanpaB/ieH Mo NoyTe 3aKasHbiM
NMUCbMOM MAKN NepeaaH B 3N1eKTPOHHOM Gopme Mo TeNEKOMMYHMKALMOHHbIM KaHanam cBsA3u. B ciyyae
Hanpae/ieHMs 3anpoca yno/JHOMOYeHHOro ¢eaepasbHOro opraHa WUCMOMHUTENbHOM BAACTM MO noyTe
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3aKa3HbiIM MUCbMOM OH CYUTAETCA NOJIydeHHbIM MO UCTEYEHUU LWWEeCTU Ll,HeVI C AaTbl HanpasaeHUA
3aKa3HOro nnucbma.

4. 3assutenb oba3aH NpeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOrO ¢eaepanbHOro OpraHa
WCMOJIHUTE/IbHOM BNAcTM B CPOK, HE MPEBbIWAOWMIA AeBAHOCTA Paboumx AHEN COo AHA ero NoayYeHus.
CpoOK, yKa3aHHbIM B YacTM 1 HacToALWEeN cTaTbM, NPUOCTaHAB/IMBAETCA CO AHA HaNpPaBAEHMA 3aABUTENIO
3anpoca yno/HOMOYeHHoro ¢efepasibHOro opraHa MCMOJIHUTE/NIbHOW BAAcTU A0 AHS MOJAYYEeHUs UM
COOTBETCTBYHOLLEFO OTBETA.

5. OcHoBaHMem gnA OTKasa B OopraHusaunmn sakcnepTns, npegyCcCMoTpeHHbIX 4acCTbio 1 HaCTOﬂU.LeVI
CTaTbWn, ABNAAETCA NpeacrtaB/ieHue HeO6XO,£I,MMbIX ana nposeaeHnA npeaycMoTpPEHHBIX 3KCNepTus
AOKYMEHTOB B HEMOJIHOM obbeme nau HenpeacraBieHMe 3aABUTENIEM B yCTaHOBﬂeHHbIﬁ CPOK OTBE€Ta Ha
3anpocC ynoJIHOMO4YeHHOro d)e,u,epaanoro OpraHa NCNONHUTENbHOM B/1aCTU, a TaKXe npeacrasaeHue
AOKYMEHTOB, HE CoaepXalWnx ncyepnbiBaroLlEero nepeyHAa HEO6XOAMMbIX CBeAEHMﬁ.

6. Mpu OTKase B OpraHU3aUMM IKCNEPTU3bI, NPEAYCMOTPEHHON MyHKTOM 4 YacTu 1 HacTtoALei
CTaTbW, AOKYMEHTbI, BXOAALME B COCTAB PErMCTPALMOHHOIO A0Cbe HA JIEKAPCTBEHHbIM npenapaTt gns
BETEPMHAPHOIr0 NPUMEHEHMA, MOTYT ObiTb BO3BPALLEHbl 3aABUTENO0 HA OCHOBAaHMW €ro NMUCbMEHHOTO
3anpoca, HanpaB/eHHOTO B YNOJIHOMOYEHHbIM peaepasibHbli OpraH UCMOJIHUTE/IbHOM BNACTU B TEYEHUE
TPMALATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCNOHUTENbHON
B/1IACTU pelieHmA 06 oTKase B OPraHM3aLLmMmn TakoM aKcnepTUsbl. YNOAHOMOYEHHbIM deaepanbHbii opraH
WCNOJIHUTENbHOW BAACTM BO3BPALLAET 3aABUTENIO YKa3aHHble AOKYMEHTbl B TeYeHue aecAty paboumx
OHel co AHA NoflyYeHUs COOTBETCTBYHOLLLErO 3anpoca 3aaBUTeNA.

(yacTb 6 BBeAeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)

Cratba 20. JKcCNepTU3a AOKYMEHTOB, MNPEACTaB/IeHHbIX ANA onpeAeneHus BO3MOXKHOCTU
paccmaTpuBaTb NIeKApPCTBEHHDbIM npenapaTt ANA MeAUUMHCKOro NMpUMMEeHEeHUA NMpU OCyLecTBIeHUU
rocyAapCcTBEHHOM pPerucTpauum B Kauectse opdpaHHOro NeKapCcTBEHHOro nNpenapara

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

1. dKcnepTU3a AOKYMEHTOB, NpeACTaBAeHHbIX ANA onpeaesieHns BO3MOXHOCTU paccMaTpuBaTb
NIeKapCTBEHHbIN npenapat Ana MeAMUMHCKOrO MPUMEHEHMA MPU OCYLLECTBAEHUM FOCYyAapCTBEHHOWN
perncrpauum B Kadyectse oppaHHOro NIEKapCTBEHHOrO NpenapaTa, COCTaBAEHME KOMUCCUEN 3KCNepToB
3aK/H0YEHMA O BO3MOXKHOCTM MAM HEBO3MOMKHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbLIN npenapat gas
MeANLMHCKOIo NPMMEHEHMSA NPU OCYLLECTBAEHUN FOCYAaPCTBEHHOM PErMCTPALLUM B KavecTBe opdaHHOro
JIeKapCTBEHHOTO MpenapaTa M HanpaB/ieHWe AaHHOrO 3aKAKYEeHMA B YNOJHOMOYEHHbIM desepanbHbIn
OpraH UCMNOJIHUTENIbHOM BIAaCTM OCYLLECTBASAIOTCA B CPOK, HE NPEBbIWatoWMi TpUaLaTn paboumx aHem co
OHA  NONYYEeHMA SKCNEPTHbIM y4ypeKaeHMem 3a4aHua YrnoJHOMOYeHHoro d¢eaepanbHOro opraHa
WCNOJIHUTENIbHON BAACTU W B 3NEKTPOHHON dopme MAM Ha OBymaKHbIX HOCUTENAX HeobXoaMMblx
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1,2, 5,6, 10 yactn 4 n B yactn 7 ctatbm 18 Hactoawero PegepanbHoro
3aKoHa.

2. Iﬂ,OKyMEHTbI, cogepxawmeca B perncTtpaymMoHHOm AOocCbe Ha HEKapCTBEHHbIﬁ npenapart u
nocrynmseLwine Ha 6YMa)KHbIX HOCUTENAX B SKCMEPTHOE yYpexgeHne gna ocywecrtsieHnA NX aKCnepTusbl
ana onpeageneHna BO3MOXHOCTUM pacCCMaTpuUBaTb HEKapCTBEHHbIVI npenapat ana meanunHCKoro
npumeHeHnA B  KayecTtsBe Opd)aHHOI'O NNIEKAPCTBEHHOIO nNpenaparta, noAajnexXaTt BO3BpaTy B
yI'IO}'IHOMO‘-IEHHbIﬁ d)e,a,epaanbM opraH WUCMNOJIHUTENIbHOM BJ1ACTU OoAHOBPEMEHHO C 3aKN4YeHUnAMU
COOTBETCTBYHOLNX IKCNEPTUS.

Cratba 21. PeweHMe O BO3MOXHOCTU pacCMaTPUBaTb JNEKAPCTBEHHbIN npenapaTt npu
OCYLL,EeCTB/IEHUU FrOCYAaPCTBEHHON PerucTpaumm B KauectBe opdpaHHOro 1eKapcTBEHHOrO Npenaparta

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

1.B CpOK, He FIDEBbILLlaIOLLI,Ml\;I nATHN pa6oqu ,D,HEVI CO OHA nony4YeHnAa 3akKn4YeHnA, yKasaHHOro B
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yactu 1 crtatbm 20 Hactoswero ®denepanbHOro 3aKoHa, YNOJHOMOYEHHbIW ¢eaepanbHblii opraH
WCMNOJIHUTENbHOM BNACTU OCYLLECTBAAET OLLEHKY MOJIYYEHHOrO 3aK/OYeHUs Aaa OnpenefieHus ero
COOTBETCTBMA 3a4aHMI0O Ha MPOBeAEHUEe COOTBETCTBYHOLLEN 3KCMEpPTU3bl M yBEAOMAAET 33aABUTENA B
3NIEKTPOHHOM dopme MAM Ha OymaxkHOM HOcCUTeNe O pesyabTaTax NPOBeAEHHON 3KcnepTusbl C
npunoXeHnem Konmmn sKCnepTHOro 3akair4vyeHnAa (C COXpaHeHnem KOHd)VI,LI,EHLI,VIaﬂbHOCTVI VIHd)OpMHLI,VIVI (0}
COCTaBe 3KCMEePTHOM KOMMUCCUM) U O BO3MOMKHOCTU UIN HEBO3MOMKHOCTM PAaCcCMaTPUBATD JIEKAPCTBEHHbIA
npenapat 4nAa MeguUMHCKOTO MPUMEHEHMA NpPU OCYLECTBAEHUN TOCYAAPCTBEHHOW perncrTpauumn B
KayecTBe oppaHHOro NeKapcTBEHHOrO NpenapaTa.

2. Tpun BbIHECEHUM KOMMUCCMEN 3SKCMNEPTOB 3aKNOUYEHUA O BO3MOMKHOCTM paccMaTpuBaThb
NeKapcTBEHHbIM NpenapaT Ana MeauUMHCKOTO NPUMEHEHUA MPU OCYLLECTBJEHUU FOCYAapCcTBEHHOM
perncTpauunm B Kayectse opdpaHHOro IEKaPCTBEHHOIO NpenapaTa yNnoJHOMOYEHHbIM dpeaepasbHbliii opraH
MCMONHUTENBHOW BNACTU B CPOK, HE MPEBbILIAOWMIA NATU paboumx AHel Co AHA NOMYyYeHUA AAHHOTO
3aKNIOYEHMA, MPUHMMAET peleHne O Bblgaye 3afaHuWa Ha MNpPOBeAEHWE 3SKCNepTMsbl KayecTBa
NeKapcTBEHHOTO CPEeACTBA M 3KCNEPTM3bl OTHOLWIEHWA OXWMOAEMOMN NO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NIEKAPCTBEHHOro npenapaTta Ans MeAMUMHCKOTO NPUMEHEHUA B MOPAAKE YCKOPEHHOM
npoueaypbl 3KCNEepTM3bl /IeKAapCTBEHHOTO CPeAcTBa B COOTBETCTBUM CO CTaTbel 26 HACTOALLEro
desepanbHOro 3akoHa.

3. B cnyyae NpUHATUA peLleHna 0 HEBO3MOMKHOCTU PacCMaTPUBaTh IEKaPCTBEHHbIN Npenapar Ans
MEAULMHCKOrO NPUMEHEHUS MPU  TOCYAapPCTBEHHOW  peructpaumm B  KadectBe opdaHHOro
JIEKAPCTBEHHOrO Mpenapata YMNO/JHOMOYEHHbIN deaepanbHblii  OpraH  WMCNOJIHATENbHOM  BAacTu
npeKpawaeT Nnpoueaypy rocy4apCTBEHHOM perncTpaLmMm 1eKapcTBEHHOro npenapara. 3aaBuTe b Brnpase
06paTUTLCA B PErUCTPUPYIOWMNIA OpraH C 3asaBAEHWEM O TOCYAAPCTBEHHOM pPernctpauum yKasaHHOro
JIeKapCTBEHHOrO NpenapaTta B COOTBETCTBMMU CO cTaTbel 18 HacToswero degepasbHOro 3aKoHa.

CtaTtba 22. YTpatuna cuny c 1 uiona 2015 roaa. - PegepanbHbiii 3aKoH oT 22.12.2014 N 429-93.

Ctatba 23. JKCNepTM3a KauyecTBa /NIeKapCTBEHHOrO CPeAcTBa M 3KCMEPTM3a OTHOLIEHUA
0XXMAAEeMON NOoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JNIeKapCTBEHHOro npenapara Ans
MeAULUHCKOro NpUMeHeHUs

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

1. 3KcnepTn3a KayecTBa /IeKapCTBEHHOrO CPeACTBa M 3KCNepTM3a OTHOLEHUA OXMAaeMON NO/b3bl
K BO3MOMHOMY PUCKY NPUMEHEHWA NeKapCTBEHHOro npenaparta AAA MeAMUMHCKOro NpuMMeHeHMUs,
COCTaB/IEeHWE KOMMUCCUAMM 3SKCMEPTOB 3aK/AOYEHUA MO pesynbTaTaM MNpPoBeAeHHbIX 3KCNepTU3 U
HanpaB/ieHMe 3TUX 3aK/IHYEHWN B YMNONHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTENIbHOW BACTU
OCYLLECTBAIAOTCA B CPOK, HE NMPEBbIWAOLWMNIA CTa AECATU Pabounx AHEN Co AHA NONyYEeHUA SKCNEPTHbLIM
yypeXKaeHMem COOTBETCTBYIOLLErO 3a4aHMA YNOJIHOMOYEHHOro deaepanbHOro opraHa UCNOHUTENbHOM
BNACTU U HEOBXOAMMbIX OKYMEHTOB B 3/1EKTPOHHOM Gpopme MAK Ha BYMarKHbIX HOCUTENAX.

2. B TeyeHne peBAHOCTA ,D,Hepl CO AHA noayvyeHuna peweHna ynosIHOMOYEHHOro cbe,u,epaanoro
OpraHa WUCNONHUTENIbHON BNACTN O nposeaeHNn aKCnNepTn3, nNpegycMmoTpeHHbIX 4acCTbio 1 HaCTO’r'ILLI,EIjl
CTaTbW, 3aABUTENb NPeACTaBNAET B 3KCNEPTHOE y4ypexaeHne OnAa nposeaeHuUAa sKCNepTu3dbl KayecCTBa
NNeKapCTBEHHOIo cpeAacTBa o6pa3u,b| NNIEKApPCTBEHHOINo npenaparta A4nAa MeAUUUHCKOrro npumMmeHeHwusa,
npon3sseneHHOro B COOTBeTCTBUU C Tpe6OBaHVIHMM ONbITHO-NPOMbILWNEHHOIO U (Mﬂl/l) npOoMbILLNEHHOIo
pernameHToB, yTBepXAEHHbIX pyKoBOAUTENEM NPOU3BOAUTENA NEKAPCTBEHHbLIX CPeAacTB, a TaKXe B
COOTBETCTBYHOLLUUNX CNhyYanaX o6pa3u,b| d)apMaLI,EBTM‘-IECKOVI Cy6CTaHLI,MM, TECT-WWTaMMa MUKPOOPraHn3mos,
KY/NbTYpbl KNETOK, o6pa3u,b| BellecTs, NpUmeHAeMbIX ON1A KOHTPOA Ka4yeCTBa JIEKAPCTBEHHOIO CpeacTBa
nyTem cpaBHeHMA C HUMUN UCCNeAyeEMOTOo 1IeKapCTBEHHOIoO CpeacTBa, B KO/IMYeCTBaX, HEO6XOAMMbIX ana
BocnpounssegeHnAa MmeToaoB KOHTPO/1A KayecCTBa.

3. Mpu nonyyeHun o6pasLOB NEeKAPCTBEHHOTO Mpenapata U ¢apmaueBTUYECcKOoW cybcTaHuum
3KCMEPTHOE yuyperKAeHWe BblAaeT 3aABUTEN0 AOKYMEHT, MOATBEPXKAAMOWMI MNONyYeHUe YKasaHHbIX
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06pa3LoB, M B CPOK, HE NpeBbILatoWnii Tpex paboumx aHen, yBegoMAAET B 3/IEKTPOHHOM popme Unu Ha
6ymaxkKHOM HocuTene 06 3TOM YNOSIHOMOYEHHbIN deaepanbHbl OpraH UCNOJAHUTENbHOW BNACTU.

4. YKa3aHHble B YacTsax 2 U 3 HacTosweln cTaTbi CPOK ANA NpeacTaB/ieHmn 3aasuTesiem obpasuos
NIeKapCcTBEHHOro npenapata M ¢apmaueBTUYecKoM cybCcTaHUMU U CPOK YBEAOMEHWUA 3SKCNepTHbIM
yupexgeHmem o6 3Tom Ha OymaxHOM HocuTesne ynoJHOMOYeHHoro denepasbHOro opraHa
WCMOJIHUTE/IbHOM BNACTU HE BK/KOYAOTCA B CPOK MPOBEAEHMUA IKCNEpPTU3, NpeayCMOTPEHHbIX YacTbio 1
HacTosLLLeN cTaTbu.

5. [JOKYMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YYPEXKAEHME A1 MNPOBEAEHUA 3SKCMepTus,
NpeaycMOTPEHHbIX YacTblo 1 HACcTOALLENM CTaTbK, NOAJ/IEXKaT BO3BPATY B YNOJHOMOYEHHbIV deaepanbHbIi
OpraH WCMNONHWUTENbHOW BAACTU OLHOBPEMEHHO C 3aK/JIOYEHUSMU, MOJIYYEHHBLIMW MO PE3y/bTaTam
COOTBETCTBYIOLMX IKCMEPTUS.

Cratba 24. 3Kcnepm3a KayecCcTBa JIEKApPCTBEHHOIo cpeacrtea WM 3KCNepTusa OTHOoWeHUA
omu,qaemoﬁ noJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEeKApPCTBEHHOro npenaparta Ana
BeTepUHaApPHOro npumeHeHuAa

1. 3KcnepTn3a KayecTBa IeKapCTBEHHOIO CPeACTBa M 3KCNEPTM3a OTHOLIEHMUS OXNAAEMON MOb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOro npenapaTta A/1a BeTePUHAPHOro MPUMEHEHMUS,
COCTaB/IEeHWE KOMMUCCUAMM SKCMNEpPTOB 3aK/OYEHUI MO pesy/ibTaTaM  YKasaHHbIX 3KCNepTn3 U
HanpaB/eHME TaKUX 3aK/JHYEHUI B YNOJHOMOYEHHbIN deaepanbHblA OpraH MUCMONIHUTE/IbHOW BAACTU
OCYLLECTBAIAOTCA B CPOK, HE NMPEBbIWAOLWMIA CTa AECATU Paboumx AHEN CO AHA NOYYEHUA SKCNEPTHLIM
yypexKaeHmem 3afaHus  yrno/sHOMOYeHHoro <¢denepasbHOro opraHa WCMNOAHUTENbHON BAacTM C
OOKYMEHTaMM, YKa3daHHbIMM B Y4acTu 3 cTaTbm 17 HacToAwero PegepanbHOro 3akoHa.
(8 pea. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-3)

2. B TeuyeHue TpuauatM paboumx [AHEN CO AHA MONYYEHUs pPelleHna YNoJHOMOYEHHOTO
denepanbHOro opraHa MCNOSIHUTENIbHOM BIACTU O NMPOBEAEHMM YKa3aHHbIX B 4acTW 1 HacToALWEeN cTaTbu
3KCnepTU3 3aABUTENIb NPELCTaBASET B SKCNEPTHOE yUperKaeHMe A5 NpoBeAeHNs SKCNepTU3bl KavyecTsa
JIeKApCTBEHHOrO CpeacTBa 06pasubl SIEKAPCTBEHHOrO Mpenapata AAA BETEPMHAPHOrO NPUMEHEHWUS,
NPOW3BEAEHHOIO B COOTBETCTBUM C TPEOBOBAHUSAMM TEXHOIOTMUYECKMX PEFNAMEHTOB, YTBEPKAEHHbIX
pyKOBOAMUTENEM MPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB, a TaKXKe B COOTBETCTBYIOLWMX CAy4anx TecT-
WTaMMbl MMUKPOOPraHM3MOB, KYJIbTYpPbl K/IETOK, 06pa3ubl papmaL,eBTMYeCcKon cybcTaHumM, obpasLbl
BELecTB, MPUMEHAemMble O/ KOHTPO/A KayecTBa JIEKAapCTBEHHOIO CPeAcTBa, B KOJIMYECTBaX,
HeobxoAMMbIX AN BOCNPOU3BEAEHUSA METOA0B KOHTPO/IA KayecTsa.

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

3. Mpu nonyyeHnn ob6pasuoB NIEKAapCTBEHHOrO npenapata U dapmaleBTUYECKOW cybcTaHuum
SKCNepTHoe yypexAeHWe BblAaeT 3afABUTENO0 AOKYMEHT, MOATBEPKAAMOWMIA MONYYEeHUE YKasaHHbIX
06pa3LoB, 1 B CPOK, HE NPEBLILIAIOLWMIA TpeX pabounx gHen, yBeAoMAAET B TUCbMEHHOM popme 06 3Tom
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMOIHUTEIbHOM BAACTM.

4, CpoKk A4na npeactaBneHvsa 3assButenem o06pasyoB  /JIeKapCTBEHHOro npenapata MU
dbapmaueBTUYECKO Cy6CTaHUMM WM CPOK YBEOAOM/IEHUA 3KCMEPTHbIM ydypexgeHvem o6 3ToM B
nucbmeHHoM Gopme ynosHoMoYeHHoro dpegepasnbHOro opraHa UCNOIHUTENbHOM BAACTU, yKa3aHHble B
yacTax 2 M 3 HacTOALLEN CTaTbM, HE BKAKOYAIOTCA B CPOK NPOBEAEHMNA YKa3aHHbIX B 4acTi 1 HacToAweMn
CTaTbW 3KCNEPTU3.

5. ﬂ,OKyMEHTbI, noCTynueLllME B IKCNEPTHOE y4dpexaeHne anAa nposeaeHmnAa ykasaHHbIX B 4aCTu 1
HaCTOHU.LEﬁ CTaTbM 3KCMNEPTU3, noanexatr BO3BpPATY B yrIOﬂHOMO‘-IGHHbIﬁ d)ep,epaanb|l7| opraH
NCNOJIHUTENIbHOM BNACTH OA4HOBPEMEHHO C 3aK/TIOYEHNAMMU NO pPe3y/IbTaTaM YKAa3aHHbIX 3KCNEePTUs.

Cratba 25. loBTOpHOE NpoBeaeHMe 3KCNEePTU3bl IEKAPCTBEHHbIX CPeacTB
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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1. B cnyyanx HegoCTaTOYHON 060CHOBAHHOCTM MM HEMOJTHOTbI 3aKA0YEHUA KOMUCCUM SKCMEpTOoB,
HaAnMuMA B HEM MPOTMBOPEYMBLIX AAHHbLIX, PanbCUPUKALMM BbIBOAOB IKCMEPTM3bl JIEKAPCTBEHHOTIO
CPeACTBa, COKPbITUA OT YNOJIHOMOYEHHOro pesepanbHOro opraHa UCNONHUTENIbHOW BAACTU OCHOBaHUI
ONA OTBOAA 3KcnepTa BCAEACTBME €ro 3aMHTEPECOBAHHOCTM B pPe3ysibTaTax COOTBETCTBYIOLLEN
3KCnepTU3bl, HAIMUYUA AAHHbIX O NPAMOM MO0 KOCBEHHOM BMELLATE/IbCTBE B MPOLLECC COOTBETCTBYIOLWEN
3KCMepTU3bl JINL, HEe YYACTBYIOLLMUX B €e NPOBeAeHUU, HO OKa3aBLUMX BIMAHME HA NPOLECC U pe3y/bTaTbl
ee npoBegeHus, YNnoJHOMOYEHHbIM deaepasbHbIM OPraHOM MCNONHUTENIbHOWM BAACTM Ha3HavaeTcs
NMOBTOPHAA 3KCMNepTU3a SIeKapCTBEHHOIO CPeACTBa U (MIM) STUYECKas IKCNepTM3a.

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

2. MoBTOpHanA 3KCMNepTU3a JIeKapCTBEHHOro CPeACTBa NPOBOAMTCA C YYETOM Pes3y/ibTaToB paHee
NPOBEeAEHHON 3KCMepTM3bl B CPOK, YCTAaHOB/IEHHbIM YNOJHOMOYEHHbIM deaepasbHbiM OpPraHoOM
NCMNONHUTENBHOW BIACTU M He NPEBbILWAOWMI TPUALATY paboumx gHel co AHA NOSYYEHUS SKCMEePTHLIM
yuypexkaeHmem 3aaHna Ha NpoBeAeHMe NOBTOPHOW SKCMEepTU3bl 1IEKAaPCTBEHHOMO CpeaCcTBa.

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

3. ®uHaHcoBoe obecrneyeHMe BbINONHEHUA 3afaHUA Ha MNPoBeAEeHME MOBTOPHOM 3KCMepTU3bl
NleKapCTBEHHOro cpeacTBa He OCyLLeCcTBAAETCA.
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

CratbAa 26. YCKOpEeHHasA npoueaypa skcnepTusbl 16KapCTBEHHbIX CPeacTB

1. YckopeHHasa npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB B LENAX rocyfapCTBeHHOM
perncTpaunm NeKapcTBEHHbIX MPenapaToB MNPUMEHAETCA B OTHOWEHUM OPGAHHbLIX NEeKAPCTBEHHbIX
npenapaToB, NepBbIX TPeX IeKAPCTBEHHbIX NPenapaTos, perncTpmpyembix B Poccminckon ®epepaumn B
KayecTBe BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX MpPenapaToB, O4YepeHOCTb KOTOPbIX onpeaenseTca B
COOTBETCTBMM C HOMEPOM UM [aTOM BXOAALWMX 33ABAEHUMA O [OCYAAPCTBEHHOM perncrpauum
JIeKapCTBEHHbIX MPENapaToB B PaMKax OAHOrM0 MeEMKAYHApPOAHOro HenaTeHTOBaHHOIO HaMMeHOBaHMUA
JIeKapCTBEHHOrO npenapaTa WMAM TPynnMPOBOYHOrO HAaWMEHOBAHWA /NIEKAPCTBEHHOFO npenapaTta, U
JIeKapCTBEHHDIX npenapaTos, npegHa3HavyeHHbIX NCKNHOYUTENBHO ana npUMeHeHuA
HEeCOBEepPLUIEHHONETHUMM FparkaAaHaMu.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-3)

2. YCcKopeHHaa npoueaypa 3SKCNepTM3bl JIEKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBeHHOM
pervcTpauumn NeKapcTBEHHbIX NPENapaToB He MPUMEHAETCA B OTHOLLIEHUMU:

1) 6uoaHanorosbIx (6MonNogo6HbIX) NEKAPCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedepeHTHbIX NIEKAPCTBEHHbIX MNpernapaToB (33 MCKAoYeHMeM OpGdaHHbIX JIEKAPCTBEHHBbIX
npenapartos);

3) BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB (3a WCKAOYEHMEM NepBbIX Tpex
pernctpupyemblix B Poccuiickoin egepaumm B KauecTse BOCNPOU3BEAEHHbIX 1EKAPCTBEHHbIX NpenapaTos
M NeKapCTBEHHbIX  NpenapaToB, NpPeAHa3’HaYeHHbIX  WCKAOUYMTENbHO  ANA  NPUMEHEeHMUA
HecoBepLUEeHHONETHUMM rpaxkaaHamm);

4) HOBbIX KOMBWHALWIA 3aPErMcTPUPOBAHHBIX PaHee IeKapPCTBEHHbIX MPEnapaTos;

5) nekapcTBeHHbIX NpPenapaToB, 3apPerncTPUPOBAHHbLIX PaHee, HO MNPOU3BEAEHHbIX B APYrux
NleKapCcTBEHHbIX GOpMax B COOTBETCTBUMN C NepeyHeM HauMeHOBAHUI SIeKapCcTBEHHbIX GOPM 1M B HOBOW
[03UPOBKe.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. YcKopeHHas npoueaypa 3KCMepTUsbl /IeKapCTBEHHbIX CPeACTB MPOBOAMUTCA MO PELIeHWUIo
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COOTBETCTBYIOLLEFO YyNO/HOMOYEHHOIo $deaepasibHOro opraHa UCMNOJIHUTENbHOM B/1IAaCTU Ha OCHOBAHMUMU
3anB/IeHMA 3aABUTENA B CPOK, He NpeBblllaoWwmnii BocbMmuaecaty pabounx gHein. Mpu sTom akcnepTnsa
OOKYMEHTOB, COAEPKaALUMXCA B PEFNCTPALMOHHOM AOCbe Ha JIEKapCTBEHHbIA NpenapaT, NPoBOANTCA B
CPOK, He MpeBblWaoWMi AecaTn paboumx gHel, 3KCnepTU3a KayecTBa NEKAPCTBEHHOrO CPeacTBa U
3KCMepTU3a OTHOLWIEHMA OXMAAEMOKN MNOMb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMA JIEKAPCTBEHHOIO
npenapaTta NPoBOAATCA B CPOK, HE MPEBbILLAIOLWMIA WECTUAECATU pabounx gHeN.

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

3.1. B oTHOWeEHMM opdaHHbIX IeKapCTBEHHbIX NpenapaToB MOryT bbiTb NPeACcTaBAEHbl Pe3yNbTaTbl
OOKMHUYECKUX UCCNef0BaHMIA NEKAPCTBEHHbIX CPEACTB M KAUHUYECKMX UCCNEA0BAHNIA NIEKAPCTBEHHDbIX
npenapaTos A1A MeAULMHCKOrO NPMMEHeEHMWA, BbINOAHEHHbIX 3a Npeaenamn Poccuiickoit Pepepaunn B
COOTBETCTBUM C MNpPaBMNAMM Hagaerawen nabopaTopHOM NPAKTUKM WM NpaBUaaMU Hagaexallein
KIMHUYECKOW NPAKTUKMU.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

4. YcKopeHHas npoueaypa 3KCNepTusbl /IEKAPCTBEHHbLIX CPEeACTB MNPOBOAUTCA B MNOPAIKe,
YCTaHOBAEHHOM cTaTbAMM 17 - 20, 23 1 24 HacToswero ®eaepasibHOro 3aKOHa, M HE O3HAYAET CHUMKEHUA
TpeboBaHMI K 6e3onacHoCcTH, KavyecTBy U 3PPEKTUBHOCTU IEKAPCTBEHHbIX MPEnapaTos.

CratbAa 27. PewweHue o rocyaapCcTBEHHOM perucTpauum 1eKapcTBeHHOro npenapara

1. B cpokK, He npeBblWaWKUIA AecATM pPaboumx AHEN CO AHA MOJYYEHUA 3aKIOYEHUN KOMUCCUMU
3KCMepTOB MO pe3y/ibTaTaM 3KCNepPTM3bl KaYecTBa JIEKAPCTBEHHOMO CPeaCcTBa U 3KCNEPTU3bl OTHOLIEHMS
0XXMAAEMOW NONb3bl K BOSMOXKHOMY PUCKY NPUMEHEHMA IEKAPCTBEHHOTO NpenapaTta, COOTBETCTBYHOLLMIA
YNO/IHOMOYEHHbIV deaepasibHblii OpraH UCMOJIHUTE/IbHOM BAACTHU:

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

1) pasmewiaeT Ha cBoem opUuLManbHOM caiTe B ceTh "MHTepHeT" COOTBETCTBYIOLLME 3aKNOUEHMSA
KOMMCCUM 3IKCMEPTOB M OCYLLECTBAAET WX OUEHKY ANA onpegeneHus COOTBETCTBMA 33a4aHMIO Ha
npoBeaeHMe 3TUX KCNepTUs;

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

2) NPUHUMAET pelleHne O rocyAapCTBEHHOW PerMcTpauMu NeKapcTBEHHOro npenaparta uam o6
OTKa3e B rocy4apCcTBeHHOM perMcTpaLmm NekapcTBeHHOro npenapara;

3) BHOCUT NMpM NPUHATUM PELLEHNA O FoCyAapCTBEHHOW pPerMcTpaumnmn nekapcTBeHHOro npenapara
OaHHble O 3aperncTpMpoBaHHOM JIeKAPCTBEHHOM Mpenapate, B TOM 4ucie o dapmaleBTUYECKOM
cybCcTaHUMK, BXOAALWEW B COCTaB JIeKapCTBEHHOro Mpenapata, B rOCYAAPCTBEHHbIA peecTp
JIEKapCTBEHHbIX CPEACTB M BblAAET 3aABUTENI0 PErucTpauMoOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOrMO
npenapata, ¢opma KOTOPOro YTBEP)KAAETCA  YMNO/JHOMOYEHHbIM  deaepanbHbIM  OpraHom
WUCNONIHUTENIbHOW B/1IaCTM, COrNacoBaHHble HOPMATUBHYHO AOKYMEHTaLUMIO, HOPMaTUBHbIN [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHUIO IEKAPCTBEHHOrO Npenaparta U MakeTbl NePBUUYHOM YNAaKOBKN U BTOPUYHOM
(noTpebutenbckoi) ynakoOBKM C YKasaHMEM Ha HUX HOMEpa PerncTpauuoHHOro yaoCToBepeHus
JIeKapCTBEHHOro Npenapara 1 AaTbl ero rocy1apcTBEHHON perncTpauum Uamn B ciydae NpUHATUA pelleHus
06 OTKase B rocyAapCTBEHHOW perncrTpauumn NekapcTBeHHOro npenapaTta yBeAoMAseT B NUCbMeHHOM
dopme 3aABUTENA 06 3TOM C YKasaHMeM NPUYMH TaKoro OTKasa. 3a Bblgayy perncrpauyoHHOro
YAOCTOBEPEHUA JIEKAPCTBEHHOrO npenapata B3MMaeTCA rocyAapcTBeHHasA MOLU/MHA B COOTBETCTBUU C
3aKoHoAaTenbcTBOM Poccuiickoit depepaumm o Hanorax U cbopax.

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

2. OcHoBaHMEM p/1A OTKasa B roCy4apCTBEHHOM PernmcTpauum NekapcTBEHHOro npenapaTta A
MEOMLMHCKOrO  MPUMEHEHUs  SIBNSIETCA  3aK/IOYEeHMe  COOTBETCTBYHOLLErO  YNOJHOMOYEHHOrO
depepanbHOro opraHa WCNONHWUTENIbHOW BAAacTM O TOM, 4YTO KayectBo M (nam) 3ddeKTMBHOCTb
PerncTpupyemoro JIeKapCTBEHHOro npenaparta A/1a MeAMLUMHCKOrO MPUMEHEHUS He MOoATBepKAeHbI
NOJIyYEHHbIMM AAHHBIMM UM YTO PUCK MPUYMHEHWA Bpeda 340POBbl0 YeNOBEKA BCAeACTBME MpUema
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NleKapcTBEHHOro npenapata ANs MeAMUMHCKOTO NpuMeHeHua npesbiwaeT 3GdEeKTUBHOCTb ero
NPUMEHEHNA.
(yacTtb 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MoBTOpHOE npeAcTaB/ieHMEe B COOTBETCTBYIOWMA YNOJAHOMOYEHHbIN deaepanbHbii opraH
WCMOJIHUTE/IbHOW BAAaCTU /IEKApPCTBEHHOro npenapaTta, B OTHOLWIEHMW KOTOPOro nojlydeH OTKas B
rocyAapCTBEHHOM perucTpauum U KOTopblid BNOCAeACTBMU NOABEPICA M3MEHEHUIO B YaCTU ero CocTaBa,
paccMmaTpuBaEeTCA Kak NpeacTaBieHMe HOBOMO JIEKAPCTBEHHOro MpenapaTta Ha ero rocyfapcTBEHHYHO
perncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepBUYHOrO HAaMMEHOBAHMA.

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

4. Mpw npenocTaBNeHUM 3asBUTENEM B COCTaBE PErMCTPaLMOHHOIO AOChbe Ha /IeKapPCTBEHHbIM
npenapar A/1a BeTEPMHAPHOro NPUMEHEHMUA KOMUK pPeLleHns YNoJIHOMOYEHHOro deaepasibHOro opraHa
WCNOJIHUTENbHON BIAaCTM O MPOBEAEHUU WMHCNEKTUPOBAHUS MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeacTB
CPOK TMPUHATUA pelleHnMs O TroCyAapCTBEHHOW perucTpaumm eKkapCTBEHHOro npenapata  Ans
BETEPMHAPHOro NPMMEHEHNs NPUOCTAHABIMBAETCA CO AHA NOYYEHMA 3aKNOUYEHWNIM, YKa3aHHbIX B 4acTu
1 HacTosWeN CTaTbK, 4O AHA NPUHATMA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJAHUTENbHOWN
BNACTU PelleHuss O Bblgaye uauM ob oTKase B Bblgaye 3aK/l4YeHWAa O COOTBETCTBUWM MPOU3BOAUTENA
JIEKAPCTBEHHbIX CpeAcTB TPeboBaHMAM NPaBUA HaZJ/1eXKalllen NPon3BOACTBEHHON NMPAKTUKK, HO He bosiee
Yem Ha CTO BoceMbaecAT pabounx gHen.

(yacTb 4 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-d3)

5. OcHOoBaHMeEM A/1A OTKasa B rocy4apCTBEHHOW PerncTpaumnmn JekapCTBEHHOro npenaparta gas
BETEPUHAPHOIO MNPUMEHEHUA ABAAETCA 3aK/OYEHME YMNONHOMOYEHHOro ¢eaepanbHOro oOpraHa
NCNOJIHUTENIbHOM B/1AaCTM O TOM, YTO KauyecTBO 1 (MnKn) adHEKTUBHOCTb PErMCTPUPYEMOTO NEKAPCTBEHHOTO
npenapara g1sa BETEPMHAPHOTO NPUMEHEHUA HE NOATBEPKAEHDI NOAYYEHHBIMU AaHHbIMU WU YTO PUCK
NPUYMHEHUA Bpeda 340POBbH KMBOTHOMO BC/AEACTBME MNPMEMA JIEKAPCTBEHHOrO npenapata Ans
BETEPUHAPHOrO NPUMEHEHUA NpeBblaeT 3PPEKTUBHOCTb €r0 NPUMEHEHMUA, OTKA3 YNOJHOMOYEHHOIO
denepanbHOro opraHa UCNONHUTENIbHOM BAACTU B Bblgaye 3aK104eHMA O COOTBETCTBUM NPOU3BOAUTENSA
JIeKapCTBEHHbIX CPeacTB TpeboBaHUAM NPaBUA HadeXKalllen NPoM3BOACTBEHHOM NPAKTUKN A1A KaXKaon
NPOM3BOACTBEHHOM NAOWAAKN PErUCTPUPYEMOro JIeKAapCTBEHHOIO npenapata Ana BeTepUHApPHOro
NPMMEHEHNs B C/lydae, eCcAuM NpPOM3BOACTBO J/IEKAPCTBEHHOrO Mpenapata AAA BeTepUHApPHOro
NPMMEHEHNs OCYyLWLEecTBAAETCA 3a npegenamu Poccuinckon dPepepaumu, WAM OTCYTCTBUE TaKOro
3aK/IoYeHuA.

(yacTtb 5 BBeaeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

KoHcynbTaHTIAOC: NpumeyaHue.
O nopagke M Cpokax ornpeaeneHna B3aMMO3aMEHAEMOCTU JIEKAapCTB JIEKapCTBEHHbIX Npenaparos,
3apernctpupoBaHHbix 4o 01.03.2020, cm. cT. 3 @3 01 27.12.2019 N 475-P3.

Ctatba 27.1. B3aMmo3ameHAEMOCTb JIEKAPCTBEHHbIX MNpenapaTtoB Ana MeAULMHCKOro
npumMmeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3ammosameHAeMOCTb NNEKAPCTBEHHbBIX npenapatoB An4 MeAUUUHCKOro npuMeHEHUA
onpegenaeTca yno1IHOMOYEHHbIM d)ep,epaanblN\ OpraHom NCNONHUTENbHOM BNacCTu, ocywecrteaaowmnm
roCcygapcCTBEHHYIO PErMCTPaUUNIO IEKAPCTBEHHbIX NPenapaTos 4N1A MeAULUUHCKOIo npuMeHeHunA, B paMKax
oAaHoro MeXxXagyHapoaHoro HENATEHTOBAHHOTO (MI'IM XUMUNYECKOTrO, nnn rpan'II/IpOBO‘-IHOI'O)
HanMeHOBaHNA Ha OCHOBE 3aK/Il04EHUNA KOMUCCUUM ISKCMEPTOB 3SKCNEPTHOro y4dypexaeHuAa o
B3aMMO3aMEHAEMOCTU NEKAPCTBEHHOTO npenapara 4aa MmeanumnHCKOro npumeHeHumsaA nmbo o TOM, 4TO
ﬂeKapCTBEHHbIﬁ npenapart gaa meamyunHCKoro npuMmeHeHnAa He ABIAETCA B3aMO3aMeEHAEMbIM. nOpﬂAOK
onpegeneHnAa B3aMM0O3aMeHAEMOCTU NEKAPCTBEHHbIX NpenapaTtoB AnA MegunumnmHCKOro npuMeHeHunAa un
cboprv\a 3aK/1lo4eHNA KOMUCCUM SKCMEePTOB ISKCMEPTHOro y4dypexageHna O B3aMMO3aMeHAEMOCTU


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70C1792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D30C1492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70C1592D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70C1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D7091B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D70C1492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDAC99DC75256EB0628298A7489F9E5B0AEA7EEEE5D70F1092D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDAC99DC75256EB0628298A7489F9E5B0AEA7EEEE5D7091292D08B59D030CD32B467E62868BC35aB21K

JIeKapCTBEHHbIX MPenapaTos ANA MeAULMHCKOro NpumeHeHua 1160 0 TOM, YTO NeKapCTBEHHbIN Npenapat
ANA MeANLMHCKOro NPUMEHEHNA He ABNAETCA B3aMMO3aMeHAeMbIM, ycTaHasaneaoTca MpasuTenbcTBom
Poccuiickoin Peagepaunn.

2. Komucecuna aKcnepToB 3KCNEPTHOrO y4YpexKAeHUs AaeT 3aK/loyeHue O B3aMMO3aMeHAEMOCTU
JIeKapCTBEHHOrO NpenapaTa Ans MeguLMHCKOTro NpUMeHeHUs Mbo 0 TOM, YTO JIEKapPCTBEHHbIM nNpenapaT
AN MeOMUMHCKOTO NPUMEHEHUA He SABAAeTCA B3aMMO3aMeHAeMblM, Ha OCHOBAHWUW C/ieaylowmx
KpuTepues (XapaKkTepUCTUK):

1) 3KBMBanNeHTHOCTb (A4nA 6OuoaHanoroBbix (6MOMNOAO6HLIX) /NIEKAPCTBEHHbLIX MpenapaTos
(6oaHanoros) - CONOCTaBUMOCTb) Ka4eCTBEHHbIX M KONMYECTBEHHbIX XapaKTepUCTUK GpapmMaLeBTUYEeCcKUX
cybCcTaHUMIA MM CONOCTaBMMOCTb aHTUIEHHOro COCTaBa BaKUMH. Mcnosib3oBaHUe pas/inyHbIX CONEN,
3dMpPOB, KOMMNNEKCOB, N30MEPOB, KPUCTANANYECKUX GOPM U APYrUX NPOU3BOAHbLIX OAHOMO U TOrO Xe
OeWCTBYIOLLIero BellecTBa He fABAAETCA NpPenATCTBMEM ANA onpedefneHUs B3aMMO3aMeHAeMOoCTU
NIeKapCTBEHHbIX MpenapaToB, ecin Npu  MNPOBeAeHMM  UCCNedoBaHUA  BUO3KBMBANEHTHOCTU
NleKapCcTBEHHOro npenaparta UAM MCCel0oBaHUA TepaneBTUYECKOW 3KBUBANEHTHOCTU NEeKapCTBEHHOTO
npenapata [A0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX pPasnmMumii GapMaKOKUHETUKM U (uan)
3 PeKTUBHOCTM M 6HE30MACHOCTM NEKAPCTBEHHOIO NpenapaTta 418 MegULMHCKOTro NPUMEHEHUS;

2) 3KBMBANEHTHOCTb JIeKapCTBEHHOW Gopmbl. M0 3KBUBANEHTHLIMM NIeKapCTBEHHbIMKU hopMamm
MOHMMAIOTCA pPasHble JIeKapCTBEHHble GOPMbI, MMElOLWME OAMHAKOBble criocob BBegeHMA U cnocob
npumeHexHns, obnapgatowme CcoOnoOCTaBUMbIMK  GAPMAKOKMHETUYECKMMMU  XapaKTePUCTUKaAMU U
dapmaKoorMyeckum Aencremem 1 obecneuymsatolme TakKe JOCTUKEHMNE HEOOXOAMMOTO K/IMHUYECKOTo
addekTa. Pasnmuma nekapcTBeHHbiX GOpPM  He ABAAIOTCA MPenAaTcTBMEM ANA  onpedeneHus
B3aMMO3aMeEHAEMOCTN  /IeKapCTBEHHbIX MNpenapatos, €CcAuM nNpu  MNpPoBeAeHUM  UccnefoBaHUA
6MO3KBMBANEHTHOCTM  JIeKapCTBEHHOrO  Mpenapata  WAM  UCCNeAoBaHMA  TepaneBTUYecKol
3KBUBAMIEHTHOCTM NEKapCTBEHHOro npenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKW 3HaYMMbIX Pas3andunii
bapmMaKkoKUHETUKM U (uan) sddeKkTUBHOCTM M 6e30oMmacHOCTM /ieKapCTBEHHOro npenapaTta  Ans
MeANLNHCKOrO NPUMEHEHUSA;

3) 3KBMBANEHTHOCTb WM/ COMOCTAaBMMOCTb COCTaBa BCMOMOTaTe/IbHbIX BELLECTB JIEKAPCTBEHHOIO
npenapata Ana  MeAWMUMHCKOrO npumMeHeHuAa. PasnanumAa coctaBa BCMOMOraTesibHbIX BeLLecTB
NIeKapCTBEHHOrO MpenapaTa He ABAAKTCA NPEenATCTBMEM ANA OnpefefieHUsAs B3aMMO3aMeHAEeMOCTU
NIeKapCTBEHHbIX MpenapaToB, ecAu Npu  NPOBEAEHUM  UCCNeA0BaHUA  BUMO3KBMBANIEHTHOCTU
NIeKapCTBEHHOrO Npenapata WauM UCCNefoBaHUA TepaneBTUYECKOW SKBUBANIEHTHOCTU NIEKAPCTBEHHOTO
npenapata [O0Ka3aHO OTCYTCTBME KAMHWYECKU 3HAYMMbIX PasiMumii GapMaKOKUHETUKM U (1Man)
3pPeKTMBHOCTM N H6E30MACHOCTM JIEKAPCTBEHHOrO MNpenapaTta Aaa MeaULMHCKOro npumeHeHus. Mpu
HaNYUU KIMHUYECKM 3HAUYUMbIX Pa3IMUNin GapMaKOKMHETUKU U (Un) adpdeKTUBHOCTU M Be3onacHoCTU
NIeKapCTBEHHOrO NpenapaTta AnAa MeULMHCKOTO NMPUMEHEHUA B3aMMO3aMEHAEMOCTb Onpeaenserca
YyKa3aHMEeM Ha UCKNIOYEHUE OTAE/bHbIX TPYNn NaLMeHTOoB;

4) NAEHTUYHOCTb cnocoba BBeAEeHNA U cnocoba NPUMeEHEHNA;

5) COOTBETCTBME NpoOnN3BOAUNTENA NEKAPCTBEHHOIO CpeacTBa Tp66OBaHVIF|M npasun Ha,a,nemaLu,eﬁ
I'IpOM3BOLI,CTBeHHOl7| NPaKTUKU.

3. Onpep,eneHme B3aMMO3aMeHAEMOCTU BOCMNPOU3BEAEHHbLIX /ZIEKAPCTBEHHbIX Mpenapatos AnA
MeONLNHCKOIoO NpuUMeHeHuA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero CDe/J,epaanoro 3adKOHa,
ocywecrBnaeTca 6es HeO6XO,CI,MMOCTM AOKa3aTtenbCTBa UX 6MO3KBMBAIEHTHOCTM.

4. OcobeHHOCTM onpeaeneHMsa  B3aMMO3AaMEHAEMOCTU  OMONOTMYECKMX  JIeKApPCTBEHHbIX
npenapaToB, KOMBUHMPOBAHHbIX JIEKAPCTBEHHbIX NPenapaToB (coaepalmx KombuHauuio aByx 1 6onee
OENCTBYIOLIMX  BeLLeCTB), J/IeKapCTBEHHbIX MpenapatoB AAs8 NapeHTepasbHOro NuUTaHMA WU
HeZ03MPOBAHHbIX /NIEKAPCTBEHHbIX MpenapaTtoB YycTaHaBauBatoTca [lpasButenbctBom Poccuiickol
depgepaunn.
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5. Onpe,u,eneHme B3aMMO3aMeHAEMOCTU HE OCYLLEeCTBAAETCA B OTHOLWEHUU J1IEKAPCTBEHHDbIX
PacCTUTENIbHbLIX NPEenapaToB, roMeonaTU4YeCKNX 1eKapCTBEHHbIX NpPenapaTos.

6. PopMmmpoBaHMe NepeyHs B3aMMo3aMeHAEMbIX SIEKAPCTBEHHbIX MPenapaTos 419 MegULMHCKOTo
NPUMEHEHMA OCYLLECTBASAETCS SKCNEPTHLIM YYpeXKAeHMEeM NOCPeacTBOM 06beANHEHMA NEKAPCTBEHHbIX
npenapaTtoB B OTAE/bHble TPYNMbl, B KaXKAOW M3 KOTOPbIX JIEKapCTBEHHblE MpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMM.

7. B cnyyae BK/IOYEHUA B MHCTPYKUMIO MO MEAMUMHCKOMY MPUMEHEHUIO N1I€KapCTBEHHOIO
npenapaTta Ha OCHOBAHWUWU Pe3yNbTaTOB COOTBETCTBYIOWMX UCCeA0BaHUM NOKA3aHUN A1A NPUMEHEHMUS,
KOTOPbIEe OT/INYAIOTCA OT NOKasaHWUMN ANs MPUMEHEHUSA APYIrMX NEKAPCTBEHHbIX NPenapaTtoB U3 rpynnbl
B3aMMO3aMeHAEMbIX /JIEKAPCTBEHHbIX MNpenapaTtoB, B MepeyHe B3aMMO3aMEHSAEMbIX JIeKapCTBEHHbIX
npenapaTos A1 MegMLUMHCKOro NPUMEHEHMUA A0MKHa 6bITb YKa3aHa COOTBETCTBYOWAn MHbOpMaLm.

KoHcynbTaHTlAOC: NpumeyaHue.

MNepeyeHb B3anMMO3aMeHAEMbIX NEeKAPCTBEHHbIX MNpenapatoB, B OTHOLWEHWMU KOTOPbIX WMMerTCcA
pe3ynbTaTbl UCCNEAO0BAHUA BUOIKBMBANIEHTHOCTN UAWN TEPaNeBTUYECKON IKBUBANEHTHOCTU, LO/KEH
6bITb cPOPMUPOBAH N pasmellLeH Ha obuumManbHoOM caiTe MuH3apasa Poccumn go 01.07.2020. (d3 ot
27.12.2019 N 475-93).

8. MNepeyeHb B3aMMO3aMEHAEMbIX JIEKAPCTBEHHbIX NPenapaToB AN MeUUMHCKOrO NPUMEeHeHUs
pasmeLLaeTcsa yrnoJHOMOYeHHbIM defepasibHbIM OPraHOM UCNOJIHUTE/IbHOM BAIACTU, OCYLLECTBAIOWMUM
roCy4apCTBEHHYIO PErucTpauMio JIeKapCTBEHHbIX MpenapaToB ANA MeAMLUMHCKOro MPUMEHEHUs, Ha
cBoem ooduumanbHom cainte B cetn "MHTepHet". UHboOpmauma B nepeyHe B3aMMO3aMEHAEMbIX
JIeKapCTBEHHbIX NPENAapaToB 4/ MeSULMHCKOTO NpUMeHeHNA 0BOHOBNSAETCA yKasaHHbIM deaepasibHbIM
OpPraHOM WCMOJIHUTE/IbHOM BAACTU C YYETOM HOBbIX 3aPErMCTPUPOBAHHbIX JIEKAPCTBEHHBIX NPenapaTos
AN MeOUUMHCKOrO MPUMEHEHUS W BHECEHHbIX W3MEHEHMW B [AOKYMEHTbl, coAep:Kalwmecs B
PEerncTpaumoHHbIX A0Cbe Ha 3aperncTpMpoBaHHbIE JIEKAPCTBEHHblE NpenapaTbl AN MeAMUMHCKOro
NPUMEHEHNA.

9. MopaaoK NCNob30BaHUA MHGOPMALMM O B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NpenapaTax ans
MEeAULMHCKOrO MNPUMEHEHMA W MNOPAAOK [ayM pPasbsACHEHUI MO BOMPOCAM B3aMMO3aMEHAEMOCTU
JIeKapCTBEHHbIX MNpenapaToB ANs8 MeAULUMHCKOro MPUMEHEHMA YycTaHaBauBatoTca [1paBUTENbCTBOM
Poccuiickoin Pepepaumnn.

KoHcynbTaHTIAOC: NpuMmeyaHue.
CpoOK peructpaumm nekapcTBeHHOro npenapara, ucrekatowmi ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsues (MoctaHoBneHue Mpasutensctea PP ot 03.04.2020 N 440).

CtaTbA 28. PerncTpaumoHHoe yA,0CTOBEPEHUE IeKapPCTBEHHOro npenapara

1. PerncrpaumMoHHOe yA0CTOBEPEHME NIEKAPCTBEHHOrO Mpenaparta C yKasaHMem NeKapCTBEHHbIX
dopm M A03MPOBOK BblaaeTca 6eccpoyHO, 3a MUCKAYEHMEM PErUMCTPALMOHHOIO YAOCTOBEPEHUA
NleKapcTBEHHOTO NpenapaTa, Bbl4aBaeMOoro Co CPOKOM AEWUCTBUA NATb /IET, HA BNepBble PErncTpupyemble
B Poccuiickoit desepaumm nekapcTBeHHble npenapaTbl.

2. Mo ucTeYeHUM yKasaHHOrO B 4acTM 1 HacTosAwel CTaTbM CPOKA Bblaaetcs bHeccpoyHoe
perncTpaunoHHoe YAOCTOBEPEHWE JIeKAPCTBEHHOro npenapata npy YCIOBWUM MNOATBEPKAEHWUA ero
rocyf,apCTBEHHOW PerncTpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbamm 30 u 31 HactoAawero PeaepanbHOro 3akoHa
M3MEHEeHMN B codeprKallmeca B pPermcTpauMoHHOM AO0Cbe Ha 3apPerncTpupoBaHHbIN SI€KAPCTBEHHbIN
npenapaTt AOKYMEHTbl, 3aTParnBatoLWmnx CBEAEHNA, OTPAXKEHHble B PerncTpauMoHHOM yA0CTOBEPEHUMU
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JIeKapCTBEHHONO NpenapaTa, YNONHOMOYEHHbIN denepanbHblii OpraH UCNONHUTENbHON BNACTU BblAAET
HOBOE pPerucTpaLmoHHOe yA0CTOBEPEHMNE IEKAPCTBEHHOMO NpenapaTa, coAeprKallee BHECEHHbIE B HEMO
NU3MeHeHuA.

(yacTb 3 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpatbl UAM NOBPEXAEHUA PErncTpaLMOHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOrO
npenapata Mo 3aABAEHUIO B MUCbMEHHOM ¢Gopme AeprkaTens WMAM BAagesbla PerucTpaumoHHOro
YAOCTOBEPEHUA NIEKAPCTBEHHOMO NpenapaTa Uian ynoaHOMOYEHHOrO UMW APYroro pUANYECKoro mua o
Bblgaye Ayb6MKaTa perncTpalMoHHOro yA0CTOBEPEHMA SIEKAPCTBEHHOTO NpenapaTa YnoJHOMOYEHHbIN
denepanbHbI OpraH UCMONHUTEIbHOM BAACTU B CPOK, HE NPEBbILAOWNI AecaTn pabounx gHewn co AHA
NOCTYN/NeHUA 3anaBfeHUs, BblgaeT Ay6AMKaT PerucTpaumMoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOTO
npenapaTta. 3a Bblgavyy AybnMKaTa pPerucTpaumoHHOrO YAOCTOBEPEHWMA NIEeKAPCTBEHHOMO npenapaTa
B3MMaETCA roCyAapCTBEHHAs NOLW/MHA B COOTBETCTBMM C 3aKOHOAATENBCTBOM Poccuiickon ®eaepaumm o
Hanorax u cbopax.

(yacTb 4 BBeaeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NnpyMeyaHme.
CpOK permctpaumnmn nekapcTBeHHOro npenapara, uctekarowmii ¢ 15.03.2020 no 31.12.2020, npoasieH Ha
12 mecsues (MoctaHosneHue Mpasutensctea PP ot 03.04.2020 N 440).

CraTtba 29. NoaTBEpKAEHUE rOCYAapPCTBEHHOM perncTpanmm IeKapcTBeHHOro npenapara
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTBEpXKAEHNE roCyAapCTBEHHOM PErMCTpaLmMmn eKapCTBEHHOrO Npenaparta oOCyLecTBAAeTCA
npu Bblgadye 6eccpoyHOro perucTpaLMoHHOro yA0CTOBEPEHMA NEeKapCTBEHHOrO NpenapaTa B cayyae,
YKasaHHOM B 4acTu 2 ctatbu 28 HactosAwero deaepanbHOro 3akoHa, B CPOK, He Mpesblllaowmi
wecTnaecAT™M pabounx gHel CO AHA NOMYYEHUA COOTBETCTBYIOLWMM YNOIHOMOYEHHbIM deaepasbHbIM
OPraHOM MCMOAHUTENIbHON BNACTU 33ABJIEHUA O NOATBEPNKAEHUN TOCYJAPCTBEHHOW pernctpauun
NeKkapcTBeHHOro npenapata. He ocywecTBndeTca NoATBepAEHME rOCyJapCTBEHHON perucrpauuun B
OTHOLLEHMM SIeKapCTBEHHOro npemnapara, He HaxoamBLeroca B obpauieHun B Poccuiickon Pepepaumm B
TeyeHne Tpex u bonee neT, a TakKe B OTHOLEHUW NEKAPCTBEHHOrO CPeacTBa, MPOU3BEAEHHOro ¢
HapylweHnem TpeboBaHMA, yCTaHOBAEHHOrO YacTbto 3.7 cTaTbk 71 HacToswero ®enepanbHOro 3aKoHa.

2. 3anABneHMe O NOATBEPKAEHUN rOCYAAPCTBEHHOW PErMCTpaL MK JIeKapCTBEHHOIO NpenapaTa A/
MEAMLMHCKOrO MPUMEHeHUs NpeacTaBAAeTCA B COOTBETCTBYIOLWMIA YNOAHOMOYEHHbIM deaepanbHbIi
OpraH UCNOJIHUTEIbHOM BNACTM He paHee YeM 3a CTO BOCEMbAECAT AHEWN A0 UCTEYEHMA CPOKa AENCTBUA
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenaparta 418 MeAULMHCKOro NPUMEHEHNA.

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

2.1.3anBneHMe 0 NOATBEPKAEHMUN rOCYAAaPCTBEHHOM PErnCTpaLLMmM 1IeKapCTBEHHOMO Npenapara 414
BETEPUHAPHOrO NPUMEHEHUA NPEeACTaBAAETCA B COOTBETCTBYHOWMNA YNOJAHOMOYEHHbIN dpeaepanbHbii
opraH UCNONHUTE/NIbHOM BNAaCcTU He paHee YemM 3a CTO BOCEMbAECAT AHEN A0 UCTEYEHUS CPOKA AeNCTBUA
pPerncTpaunoHHOro yA0CTOBEPEHUA NEKAPCTBEHHONO NpenapaTta A1a BEeTEPMHAPHOTO NPUMEHEHMUA U He
nosgHee OKOHYAHWUS CPOKA ero AencTBus.

(yacTtb 2.1 BBegeHa deaepanbHbim 3akoHOM oT 02.08.2019 N 297-03)

3. NoaTBep:KAEHUE roCyAaPCTBEHHOW pPerncTpaummn 1ekapcTBEHHOMO NpenapaTa ocyLwecTBAseTcs
Nno pesy/sbTaTaM 3KCMepPTU3bl OTHOLIEHWA OXWMAAEMOMN MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
NleKapCcTBEHHOTO MpenapaTta Ha OCHOBaHUW Pe3y/ibTaToB MOHUTOPUHIa 3GPEKTUBHOCTM M He30MacHOCTH
NIeKapCTBEHHOrO MpenapaTta, MNPOBOAMMOIO JeprKaTenem WAM BNafesbleM pPerncTpalMoHHOro
YAOCTOBEPEHUA fIeKapCTBEHHOrO npenapata AMb60 YNOAHOMOYEHHbIM UMW HOPUANYECKUM NULIOM, a
TaKXe COOTBETCTBYIOLWMM YNOSHOMOYEHHbIM deaepanbHbiM OpPraHoM WCMOIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHNAMM cTaTbh 64 HacToAwero PeaepanbHOro 3aKoHa.
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4. K 3aaBneHuto o noarsepXaeHuu I'OCV,CI,apCTBeHHOﬁ perncTtpaunmn nekapCrBeHHOro npenaparta
ana meagnumnHCKOro npuMmeHeHunAa npmuaaratoTca:

1) AOKYMEHTbI, coaeprKallue pesynbTaTbl MOHUTOPUHra 3PGEeKTUBHOCTM U 6e30nacHOCTU
JNIEKAPCTBEHHOrO npenapata Aaa MeAUUMHCKOTO MPUMEHEHUA, MPOBEAEHHOro AeprkaTesiem Wan
B/IaZle/IbLLEM PErMcTPaLMOHHOIO YAOCTOBEPEHUA /IeKapPCTBEHHOro npenapata Ana MeaMUMHCKOro
npumeHeHnss M60 YMNOJIHOMOYEHHBIM WM HOPUAMYECKMM NIMLUOM, No dopme, YTBEpPXKAEHHOM
YNO/IHOMOYEHHbIM defiepanbHbIM OPraHOM UCMONHUTEIbHOM BNACTY;

2) cBegeHMA 0 AaTe NpefoCTaBleHUA U PErNCTPaLMOHHOM HOMEpPEe JINLEH3MM HA NPOM3BOACTBO
NIeKapCTBEHHbIX CPeacTB WAW CBeAeHuA O fJaTe npefocTaBiAeHUA UM PerncTtpaumoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA NIEKAPCTBEHHbIX CpeacTs TpeboBaHMAM npasun
HaZneXKallen npoun3BOACTBEHHON MPaAKTUKKU, MPeAOCTaBAEHHbIX YMNONHOMOYEHHbIM denepanbHbIM
OpPraHOM MCMONIHUTENbHOW BNACTU B OTHOWEHWW NPOWU3BOACTBEHHOM MNOWAAKM JIEKAPCTBEHHOMO
npenapara 418 MegULUUHCKOro NPUMeHeHuA, rocyapCTBEHHaA perncTpaLma KOToporo noATsepKaaeTca
B C/lyyae, ecnuM MNpou3BOACTBO JIeKAapCTBEHHOro npenapata Aaa MeOULMHCKOrOo NpUMEHeHUA
ocyuiecteaseTca B Poccuiickon ®eaepauymu;

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

3) Konus npeaocTaBAEHHOW YNOJHOMOYEHHbIM OPraHoOM CTpaHbl NMPOWU3BOAMUTENA JIMLEH3UWN Ha
NPOM3BOACTBO IEKAPCTBEHHOIO Npenaparta ANs MegULUMHCKOTo NPUMEHEHMA U ee NepeBos, Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAHOBAEHHOM MOpPALKE, a TaKXKe KOMuA 3aK/1l4YeHMAa O COOTBETCTBUM
NPoOu3BOAMTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBua Hajgjexalleld npou3BOACTBEHHOWN
NPaKTUKW, BbISAHHOIO YMNOJHOMOYEHHbIM deaepasibHbIM  OPraHOM WCMOJIHUTENIbHOMW BAactT B
OTHOLWEHUM NPOU3BOACTBEHHOM MJIOWAAKM NEeKapCTBEHHOrO npenapata Aaa MeaUUUHCKOro
NPUMEHEHWA, TOCYAAPCTBEHHAA pPerucTpauma KOTOpPOro MNOATBEPXKAAETCA, WAM KOMUA pelleHuA
yNosHOMOYEeHHOro ¢peaepanbHOro opraHa MUCMOIHUTENIBHOM BAACTU O NPOBEAEHUWN MHCMEKTUPOBAHMUA
Npou3BOAUTENA NEKAPCTBEHHbIX CPEACTB B C/ly4ae, ec/in NPOU3BOACTBO IEKAaPCTBEHHOrO NpenapaTta aAna
MeANLIMHCKOIO MPMMEHEHMA OCYLLEeCTBAAETCA 3a Npeaenamu Poccuiickon deaepauum.

(8 pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)
(yacTb 4 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

4.1. B oTHOWEHUN BUONOTNYECKMX IEKAPCTBEHHbIX NPenapaToB A1 MeANLUMHCKOro NPUMEHEHUA
3aABUTENb AOMOJHUTENBHO NPEACTaBAAET pe3y/ibTaTbl MEpPOonpUATMIA, NPEeayCMOTPEHHbIX MNIaHOM
yNpaBAeHNA PUCKaMU, YTBEPKAEHHbIM YNONHOMOYEHHbIM deaepasbHbiM OPraHOM MCNOSHUTENIbHOM
BJACTM MNPV  OCYLIECTBAEHWMM T[OCYAapCTBEHHOW perncrpauMmM JIeKapCTBEHHOro npenapata Aaas
MeaNLMHCKOTo NpuMmeHeHUnA.

(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-93)

4.2. K 3asB/IeHNIO O NOATBEPKAEHUN FOCYAAPCTBEHHON PerncTpaLumm IeKapcTBEHHOro Npenapara
ONA BETEPMHAPHOro MPUMEHEHMA NpUIaratoTca AOKYMEHTbI, codepKallime pe3ynbTaTbl MOHUTOPMUHIA
3dPeKkTMBHOCTM M 6e30MacHOCTU NeKapCTBEHHOro npenapata A8 BETepUMHaAPHOro MNpPUMEHeHUs,
NPOBOAMMOrO Aep)KaTenem WAM BNAAENbUEM PETUCTPALMOHHOIO YAOCTOBEPEHMA JNIEKAPCTBEHHOMO
npenapaTta A1a BETEPMHAPHOro NPUMEHEHUs MO0 YNONHOMOYEHHBIM UM OPUAMYECKUM NIULIOM, NO
dopme, yTBEPKAEHHON YNONHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOAHUTENIbHON BAacTU, W
OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHKtax "a", "6", "K", "n" nyHkTta 4 yactu 3 ctatbm 17
HacToswero desepasbHOro 3aKoHa. B OTHOLLEHUM MMMYHOBMOIOrMUYECKNX IEKAaPCTBEHHbIX NPenapaTos
ONA BETEPUHAPHOrO NPMMEHEHUA HE NPeACTaBAAITCA CBeAEHMA, YKa3aHHble B noanyHkTe "K" nyHKTa 4
yactu 3 ctatbn 17 HacTosawero ®PengepanbHOro 3aKoHa. B OTHOLWEHMM IEKAapCTBEHHbIX MPenapaToB AN
BETEPMHAPHOIrO MPUMEHEHUA, MOJIYYEHHbIX C NPUMEHEHNEM FeHHO-UHXEHEePHO-MOANPULIMPOBAHHDIX
OPraHM3MOB MWW COAEPKALMX TaKMe OpPraHM3mbl, AOMNOJAHUTENbHO MNPEeACTaBAAOTCA CBeAeHUA,
YKa3aHHble B NyHKTe 13 yactn 3 cTaTbm 17 HacToAwero denepasibHOro 3aKoHa.
(yacTb 4.2 BBegeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pes. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)
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4.3. 3asBMTeNb BMpaBe MPeACTaBUTb C 3asB/IEHMEM O MOATBEPKAEHUM TOCYOapPCTBEHHOM
perucTpaunmM NeKapCcTBeHHOro npenapaTa KOMMIO  AOKYMEHTa, MoATBepXKAaatowero  ynnaty
roCy4apCcTBEHHOM MOLWAMHbI 33 MOATBEPMKAEHWE TOCY[APCTBEHHOMW pPerucTpaumm AeKkapCTBEHHOMO
npenapara, a TakXKe BblgaBaemble (NpeaocTaBasemble) YNOJHOMOYEHHbIMU desepanbHbIMKU OpraHamm
NCMNOJIHUTENbHOM BNACTM AOKYMEHTbI (CBeAEHWA), YKa3aHHble B MYyHKTaX 2 U 3 4acTu 4 HacToALLEeN CTaTbMy.
B cnyyae uMx HenpeAacTaBAeHMA YMNOJHOMOYEHHbIM deaepanbHbli OpraH WMCNOAHUTENbHOM BAACTU
3anpalwnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMs) B NOpsAAKE MeXBeLOMCTBEHHOrO MHPOPMALMOHHOIO
B3aMmoaencTeums.

(yacTtb 4.3 B pea. GenepanbHOro 3akoHa ot 27.12.2019 N 478-93)

5. B TeyeHne pecATM paboumx AHEM Cco AHA MNPUHATUA 3aAB/IEHUA O MOATBEPXKAEHUM
rocy4apcTBEHHOW perncrpauum NeKapCcTBEHHOro npenapaTta U AOKYMEHTOB, COAEPKALUUX pe3ynbTaTbl
MOHUTOPUHTA 3P PEKTUBHOCTM U HE30MACHOCTM IEKAPCTBEHHOrO Npenapara, NPOBOANMOrO AeprkaTenem
WA BNagenbuem  PermcTpauMoHHOrO  YAOCTOBEPEHMA  JIEKAPCTBEHHOro  npenapata anbo
YNOAHOMOYEHHbIM MU IOPUAUYECKUM INLOM, YNIONHOMOUYEHHbIN dpeaepanbHbiii OpraH UCNONHUTENbHON
B/1ACTU:

1) npoBOAMT MPOBEPKY MONHOTbI CBEAEHWUN, COAEPMKALUMXCA B MPEACTAB/EHHbIX 3asaBUTENEM
OOKYMEHTaXx;

2) NpYHMMaEeT pelleHne o NposeseHnn nam ob oTKase B NPOBeAEHUM SKCNEePTU3bl OTHOLIEHUA
O’KMJAeMOW MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOro npenapaTta Ha OCHOBaHWUU
pe3yNbTaToOB MOHUTOPUHTa 3GPEKTMBHOCTM M 6@30MacHOCTM IeKapCTBEHHOrO npenapara, NPOBOAMMOro
JepKaTenem wau Bnagenblem PerncTpaumoHHOro yA0CTOBEPEHUA IeKapCTBEHHOro npenapaTta Anbo
YMOAHOMOYEHHbIM UMM HOPUANYECKMM NIMLOM, a Tak»Ke deaepasibHbiM OpraHOM UCMOJTHUTEIbHOM BNaCTy
B COOTBETCTBMM C TpebOBaHMAMM CTaTbmM 64 HacToAulero ®esepasbHOro 3aKoHa;

3) yBeaomMAAeT B 3/1EKTPOHHOW ¢Gopme WAN NUCbMEHHOW (GOopmMe 3anBMTENA M 3KCMepTHoe
yupeKaeHne o NPUHATOM pelleHuMn AnMbo B caydyae NPUHATMA pelleHMa o6 oTKase B MPOBEAEHUU
3KCMepPTM3bl YKa3bIBAaET MPUYMHbI TAKOFO OTKasa.

6. B ciyyae BbIfiBNEHMA HEAOCTOBEPHOCTU U (MNM) HEAOCTAaTOYHOCTU MHPOPMALMK, COAEprKaLLelncs
B NPeACTaB/IeHHbIX 3aABUTENIEM JOKYMEHTAX, YNOJHOMOYEHHbIN denepanbHbii OpraH UCMOHUTEIbHOWM
B/1IACTM  HanpaBAsfeT 3aABMTEN0 3anpoc 06 YTOYHEHWMW YyKa3aHHOW WHPopmaumn. 3anpoc
YNO/HOMOYEHHOTO  defepasibHOrO  OpraHa  WCMOJIHUTE/NIbHOM  BAAacTM  MOXKeT 6biTb  nepenaH
YNO/IHOMOYEHHOMY NMPEACTAaBUTENIO 3aABUTENN JINYHO MOJ PACMMCKY, HAMpaB/ieH MO NoyTe 3aKasHbiM
NMUCbMOM WK NepesaH B 3/IEKTPOHHOM GopMe MO TEIEKOMMYHUKALMOHHbIM KaHalam cBsi3u. B ciyyae
Hanpas/ieHUs 3amnpoca YynoJIHOMOYeHHOro defepasbHOro OpraHa MCMOJHUTENIbHOM BAACTU MO nouyTte
3aKa3HbIM MWCbMOM OH CUYMTAETCA MOJIYYEHHbLIM MO WUCTEYEHWUM LWEeCTU AHeW C AaTbl HanpasAeHuA
3aKa3HOro NUCbma.

7. 3asButenb 0bA3aH npeactaBuTb OTBET Ha 3anMpoC ynoJIHOMOYEeHHOro d)e,u,epaanoro OpraHa
WCMNOJIHUTENIbHOM BNacTu B CpPOK, He I'lpeBbILLIaIOLLI,Mﬁ AeBAHOCTa pa60qu ,a,Heﬁ CO AHA ero noay4vyeHuA.
CpOK, yKa3aHHbIVI B Yactn 5 HaCTOHLLI,Eﬁ CTaTbWn, NPUOCTAaHAB/INBAETCA CO AHA HanpaB/aeHNA 3aABUTENIO
3anpoca ynoJHOMO4YeHHOro d)e,u,epaanoro OpraHa WCMNOJIHUTENIbHOM BAacCTU A0 AHA nonyyvyeHuna mMm
COOTBETCTBYHOLLEINO OTBETA N HE YYUTbIBAETCA NPU NCHNCNEHUN CPOKa NoaTBepKAEeEHNA FOCVAapCTBeHHOVI
perncTtpaumnn nekapCrBeHHOro npenapara.

8. OCHOBaHMEM /1A OTKa3a B MNPOBEAEHUM IKCMEPTU3bl OTHOLEHUSA OXMOAEMON MNOMb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHWA NIeKapCTBEHHOro MnpenapaTta ABAseTCA NpeacTaB/leHne AOKYMEHTOB,
coAepKalmx pesynbTaTbl MOHUTOPUHIA 3GPEKTUBHOCTM M 6E30MAaCHOCTU IEKAPCTBEHHOTO NpenapaTa, u
(unn) B OTHOWEHMM BUONOTUYECKMX JIEKAPCTBEHHbIX MPEnapaToB pPes3y/bTaToOB OCYLLECTBAEHUS
MEpPONpPUATUIA B COOTBETCTBMM C MNAHOM YMPAaB/AEHUA PUCKaMU, YTBEPKAEHHbIM YNOJHOMOYEHHbLIM
denepanbHbIM OpraHOM MCNONHUTENbHOW BAACTU NPU OCYLLECTBAEHUW rOCYAaPCTBEHHON perncTpaumm
NleKapcTBEeHHOro npenapara, B Heno/siHoM obbeme, OTCyTCTBME MHbOPMaLMKM, NoATBEPKAAtoWen daKT
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ynAaTbl FOCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE roCyAapCTBEHHOW perncTpaumm 1eKapcTBeHHOro
npenapara, Mbo HenpeacTaBAEHUE 3aABUTE/IEM B YCTAaHOB/IEHHbIM CPOK OTBETA Ha YKa3aHHbIN B YacTu 6
HaCToALLEN CTaTbM 3anNpoC YNoJHOMOYEHHOro deaepasbHOro opraHa UCMOHUTENBHOW BAACTH, @ TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMALMK, KOTOpasA AO/XKHA BbITb B HUX OTPaXkeHa.

9. DJKCNepTM3a OTHOLEHUA OXWOAEMOW MOoJb3bl K BO3MOMHOMY PWUCKY MNPUMEHeHUs
JIeKapCTBEHHOIO NpenapaTta B Leasax NoATBEPXKAEHWUA roCyAapCTBEHHON PerncTpaumm NeKapcTBeHHOro
npenaparta NPoBOAMTCA KOMUCCUEN IKCMEPTOB 3KCMEPTHOIO YYPEKOEHUA B CPOK, HE MPEBbILLAOLWMIA
COpOKa pabounx aHew.

10. B cnyyae HeAOCTaTOYHOCTM MpeAcTaBAeHHbIX 3KCNepTy maTepuanos A4 [AadM 3aKAH4YeHus
3KcnepT obpallaercsa K PyKoBOAMTENO SKCMEPTHOIO yUYpeXaeHUs 0 NpeaocTaBieHnn eMy HeobXoANMbIX
MaTepuanoB. PyKoBoAuUTeNb 3KCMEPTHOMO yypeskaeHua obpallaeTca ¢ COOTBETCTBYIOLIMM 3aMpocom B
YNOJIHOMOYEHHbIN deaepanbHbli opraH UCNONHUTENbHOW BNACTW, BblAABLUNKI 3a4aHMe Ha NpoBeaeHue
3KCMNepTU3bl OTHOLWIEHMA OXMAAeMOM MNOMb3bl K BO3MOMKHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro
npenapata Ha OCHOBaHWW AOKYMEHTa, COAEep’Kallero pesynbTaTbl MOHUTOPUHra 3hdEeKTUBHOCTU U
6€e30MacHOCTM JIeKapCcTBEHHOro Npenapara. B TeyeHne NATK paboumnx gHel co AHA NOCTynaeHus 3anpoca
PYKOBOAMTENSA SKCMEPTHOTO YYPEXKAEHUA YKasaHHbIN dpeaepasibHbii OpraH MCMOJHUTENbHOW BAACTU
HanpaB/seT 3afBUTE/0 3anNpoc O NPeACTaBNeHNN HeobXoAUMbIX MaTepPUanoB, KOTOPbIA MOXKET bbiTb
nepegaH yrnoJHOMOYEHHOMY MpPenCcTaBUTENO0 3aaBUTENSA JIMYHO NOA PACNMCKy, HanpasiaeH Mo noyte
3aKa3HbIM NMUCbMOM UAW NepesiaH B 3/IEKTPOHHOM Gopme MO TENEKOMMYHUKALIMOHHbIM KaHanam CBA3M.
B cnyyae Hanpas/ieHMA 3anpoca yNnoJHOMOYEHHOTO GpelepasibHOro opraHa MUCMNoJIHATENIbHOW BAACTM Mo
no4yte 3akKa3HbiIM NMMCbMOM OH CHYUTaeTCA Noay4YeHHbIM NO UCTe4yeHUn WwecTtn AHGVI C OaTbl Hanpas/sieHUA
3aKa3Horo nucbma.

11. 3asBuTenb 0653aH NpeacTaBUTb OTBET HAa 3anpPoc YNOJAHOMOYEHHOro ¢eaepasbHOro opraHa
WCNO/IHUTENbHON BNACTU B CPOK, HE MPEBbIWALWNN WECTUAECATU pabounx AHEn co AHA NoaydyeHun
YKa3aHHOro 3anpoca. YNo/JIHOMOYEHHbIN deaepanbHblii OpraH WUCNOAHUTENbLHOW BNACTW, BblAABLUWUA
3afaHMe Ha MNpOBEAEHWE IKCMNEepTMU3bl OTHOLIEHMA OXMAAEMON MO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHEHNA /NIeKapCTBEHHOrO npenapaTa Ha OCHOBaHWMW [OKYMEHTa, COAEpPrKallero pesynbTaTbl
MOHUTOPUHTa 3ddEeKTUBHOCTU M He30MacHOCTM JIeKapCTBEHHOTO Npenapara, B TedeHne natu paboumx
OHeln co AHA NoCTyn/ieHMa OT 3aABUTENsA OTBETa Ha 3anpoc YNOJIHOMOYEHHOro deaepanbHOro opraHa
NCNOJIHUTENbHOM BNACTM HAaNpPaB/AET 3TOT OTBET B SKCMNEPTHOE yupexkaeHue. B cnyyae HenpeacTaBaeHus
Mo UCTEYEHUN WecTUaAecaTN pabounx AHel 3aaBMTeNeM OTBETA Ha YKa3aHHbIM 3anpoc YyNoJHOMOYEHHbI
denepanbHbIit OpraH MCNONAHMTENIbHON BAAacTM, BblAABLWIMWA 3afZaHMe Ha NpPOBeAeHWE 3SKCNepTusbl
OTHOLUEHUS OXMOAEMOW NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEeHUA NeKapCTBEHHOrO npenapaTta Ha
OCHOBAHWUM [OKYMEHTA, COAepXKallero pesynbTaTbl MOHUTOPUHra 3 EKTUBHOCTM M 6e30MacHOCTU
JIeKapCTBEHHOro npenaparta, B Te4yeHne NATU paboumx AHel HanpaBAseT B 3KCMEPTHOE yyperKaeHue
yBe4OMIEHNE O HenpeacTaBAEHUN 3aABUTENIEM OTBETA HA 3aMnpoc yKasaHHOro opraHa. Bpemsa co gHA
HanpaB/ieHMA 3anpoca 3KCNEPTHOrO YYpeXKOeHUs B YMNOJIHOMOYEHHbIM deaepanbHbIi  OpraH
WCNOJIHUTENbHON BNACTU A0 AHA MOJIYYEHUS SKCMEPTHbIM YyYperkaeHWem OTBeTa Ha 3anpoc Wuau
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETA Ha 3anpoc He Y4YUTbIBAETCA MNPU WMCYUCAEHUM CPOKaA
NPoBeLAEHMA 3SKCMEPTU3bl OTHOLUEHWUA OMWOAEMOM MOJIb3bl K BO3MOMKHOMY PUCKY MNPUMEHEHUA
JIeKapCTBEHHOro MnpenapaTa Ha OCHOBaHMM [OKYMEHTa, COAEeprKalllero pesy/ibTaTbl MOHWUTOPUHra
3 PeKkTMBHOCTM M 6e30MaCcHOCTM NeKapCTBEHHOro Npenapara.

12. B cpoK, He npeBblWwalowWwmin gecatn paboumx AHen co AHA NOAYYEHUA 3aKN0UYEHMA KOMUCCUM
3KCMEPTOB NO pe3y/ibTaTam 3KCMepTU3bl OTHOWEHUA OXKUAAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NEeKapCTBEHHOro npenaparta, COOTBETCTBYIOLWMI YNOAHOMOYEHHbIA deaepanbHblit opraH
NCMNONHWUTENbHOW BNAACTU:

1) OCyLWlecCTB/IAET OUEHKY 3TOro 3aK/lo4eHunA OnAa onpengeneHnAa ero CooTrBetcTtemnA 3a4aHUK0 Ha
nposeaeHue yKa3aHHOl7I 3KCNepTu3bl;

2) NMPUHUMaET pelweHne O noAaTBepXAeHUU I'OCV,D,apCTBeHHOf;I perncrpaunm nexkapCcreeHHoro



npenapata waM o6 OTKase B MNOATBEPXAEHMM [OCYAAPCTBEHHOM pPEerMcTpaumm NeKapcTBEHHOro
npenapara;

3) BHOCMT NPU NPUHATUN pPeeHUa O NOATBEPXAEHUM T[OCYAapCTBEHHOMW perncrpaumnm
NIeKapCcTBEHHOrO npernaparta CBeAeHMA B rocyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeAcTB U BblaaeT
3aaBuMTENI0 BECCPOYHOE PerncTpaLMoHHOE YA0CTOBEPEHME IeKapCTBEHHOrO npenapara.

13. OcHOBaHMeM AnA OTKasa B NOATBEPXKAEHUM roCcyAapCTBEHHOM PerncTpaumm NeKapcTBeHHOro
npenapata ABAAETCA 3aK/AOYeHWEe COOTBETCTBYHOLLErO YNOAHOMOYEHHOrO ¢GeaepaNbHOr0 OpraHa
WCNOJIHUTENbHON BNIACTM O TOM, YTO PUCK NPUUYUHEHWUS Bpena 340POBbH0 YE/NOBEKA WM MKUBOTHOIO
BC/IeACTBUE NPUEMA NEKAPCTBEHHOTO NpenapaTa NpeBbiwaeT 3PPEeKTUBHOCTb €ro NPUMEHEHMA.

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

14. B nepuoa npoBeAeHUs nNpoueaypbl NOATBEPXKAEHUA TOCYAAPCTBEHHOW perncrpaumm
NeKkapcTBeHHOro npenapaTa ero obpaueHune B Poccuiickoint Peaepaummn He npuocTaHaBANBAETCA.

15. [donyckaeTca obOpalleHue AeKapCTBEHHbIX MpenapaToB A0 WMCTEYEHUsA CPOKa roAHOCTH,
NPOM3BEAEHHbIX B TeEYEHMEe CTa BOCBMWUAOECATU KajNeHAapHbIX [AHeW nocne AaTbl MPUHATUA
YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM WCMNOJIHUTENbHOM BAACTU peleHuMsa O NOATBepP)KAEHUU
rocyapCTBEHHOM perucrpaumnm, B COOTBETCTBUM C MHPOpMauUmer, codeprallencs B AOKYMeHTax
PEervcTpaLnoHHOro 40Cbe Ha IeKAaPCTBEHHbIV Npenapar 40 AaTbl MPUHATUA TAKOTO PeLleHus.

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

Crtatba 30. BHeceHue MameHeHuit B AOKYMEHTDI, coaepXKawumeca B permcTpaumoHHOM A0Cbe Ha
BaperMCTpMPOBaHHbIﬁ ﬂEKapCTBEHHbIﬁ npenapartr gnaa meguunHCKOro npuMmeHeHuAa

1. B uensax BHeCeHUA U3MEHEHUN B AOKYMEHTbI, COAEPrKALLMECA B PErMCTPALMOHHOM AOCbe Ha
3apPermcTpUpPOBaHHbIA IEKAPCTBEHHbIN MNpenapaT 419 MeAULMHCKOTO NPUMEHEHUs, Aep)KaTenb WMan
B/lafenel, PerncTpauMoHHOro yAOCTOBEPEHUA NIEKAPCTBEHHOrO MNpenapaTta MAM YNOAHOMOYEHHOE MM
Apyroe opuanyeckoe n1LUo (ganee B HAaCTOALLEN CTaTbe - 3aABUTE/b) NPeACcTaBAAEeT B YNOIHOMOYEHHbIN
denepanbHbli OpraH UCNOAHUTENBHOW BNAACTM 3aABNEHME O BHECEHWM TaKUX U3MEHEHMN No dopme,
YCTAHOB/IEHHOM YNOAHOMOYEHHbIM desepasibHbIM OPraHOM UCMOIHUTENIbHOM BAACTH, U NpUAaraemble K
HEMY M3MEHEHMA B YKa3aHHble OOKYMEHTbI, @ TaKXKe AOKYMEHTbl, MOATBEpKAAOWMe HeobxoaAMmocTb
BHECEeHMA TaKUX U3MEHEHUN.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, o1 04.06.2018 N 140-93)

1.1. Mpn HeoHXO4MMOCTM BHECEHUS B LOKYMEHTbI, COAEPKALLMECA B PEFMCTPALLMOHHOM A0Cbe Ha
3aperncTpUpPoBaHHbIM  JIEKAPCTBEHHbIM Npenapat Ans MeAWUMHCKOTO MPUMEHEHUS, U3MEHEHWN,
yKa3aHHbIX B MyHKTe 3 4acTu 2 HacToAlLel CTaTbM U TPebylowmux NpoBeAeHUA 3KCNepTUsbl KayecTsa
NIeKapCTBEHHbIX CPEeACTB, 3a8BUTE/b AONOJHUTENbHO NPeACTaBAAET B YNOJAHOMOYEHHbIW ¢peaepanbHbIi
opraH WCMONHWUTENbHOM BNAcTU CBeAeHWsA O AaTe MNPeaoCTaBAeHUA W PerncTpauMoHHOM Homepe
JIMLIEH3UN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WAM CBeAeHMA O JaTe npeaocTaBieHua WU
PerucTpaLmMoHHOM HOMepe 3aK/lYeHMA O COOTBETCTBUW MPOM3BOAUTENSA JIEKaPCTBEHHbIX CPe/cTs
TpeboBaHMAM MpPaBuUA Haane)kallei MNPOM3BOACTBEHHOW MPAKTUKM, BblAaHHbIX (NpPeaocTaBiAeHHbIX)
YNO/IHOMOYEHHbIM deaepasnibHbIM OPraHoM UCMOHUTENIbHOWN BAACTU B OTHOLIEHWUM U3MEHEHHOMW U (Man)
[0MNOJ/IHEHHOM NPON3BOACTBEHHOM N/IOLWAAKM IEKapPCTBEHHOrO Npenapara, B c/iyyae, eciv Npou3BOACTBO
JIeKapCcTBEHHOro npenapaTta ocyuiectensetca B Poccuiickor Pepepauumn, nmbo ceefeHus o aarte
npefocTaBAeHNA W  PErucTpaLMoHHOM HOMEpPEe BblAAHHOMW YNOJIHOMOYEHHbIM OPraHOM CTPaHbl
Npoun3BoAUTENA INLEH3MM Ha NPOU3BOACTBO IEKAPCTBEHHOTO Npenapara 1 ee NepeBos, Ha PYCCKUIA A3bIK,
3aBepeHHble B YCTaHOBAEHHOM NOPSA/KE, a TaKXKe CBeeHMA 0 AaTe NpeaoCTaB/ieHns U perncTpauMoHHOM
HOMepe 3aK/HYeHUs O COOTBETCTBUM MPOU3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpaBuA
HaZneKallei NpousBOACTBEHHOW MPaKTUKW, BblAAHHOIO YMOJAHOMOYEHHbIM deaepanbHbIM OpraHom
WCNO/IHUTENbHON BNACTU B OTHOLIEHWUM M3MEHEHHON W (MM) [ONONHEHHOM NpPOM3BOACTBEHHOWM
NAOWAAKN NeKapcTBEHHOro npenapaTa, MAU CBeAeHUs O AaTe NpenoCTaB/leHMsa U PerucTpauMoHHOM
HOMepe pelleHUs YNoJHOMOYEHHOro ¢eaepanbHOro opraHa UCMOAHUTENbHOW BNacTU O NpoBeAeHUU
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WHCMEKTUPOBAHNA MNPOMU3BOAUTENA NeKApCTBEHHbIX CPeacTB B C/ydae, ecin NpPou3BOACTBO
JIeKapCTBEHHOrO Npenapara ocyllecTsaneTca 3a npegenamm Poccuiickoin Pepepauymn.

(yacTb 1.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-3)

1.2. MNpn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALLNECH B PErUCTPALMOHHOM AOCbE Ha
3aperucTPUpPOBaHHbIA  IGKAPCTBEHHbIM Mpenapat Ana MeAMUMHCKOTO MPUMEHEHUA, U3MEHEHUN,
YKa3aHHbIX B NMyHKTe 4 4acTu 2 HACTOALLEN CTaTbM U TPebyloWwMX NPOBEAEHUA 3KCNEpPTM3bl KayecTsa
NIEeKAPCTBEHHbIX CPEACTB, 3aABUTE/b A0NOJAHUTENBHO NPeACTaBAAET B YNOJHOMOYEHHbIV dpeepanbHblii
OpraH WCMNONHUTENbHOM BNACTU CBEAEHUA O AaTe MNPefOCTaBNEHUA U PErncTpauMoHHOM Homepe
JIMLUEH3UN HA MNPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB WM CBEAEHMA O f[aTe NpefocTaBiAeHUsa u
pPerncTpauMoHHOM HOMEpPEe 3aK/JYeHMA O COOTBETCTBMM MPOM3BOAMTENA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBUA HagNerKalwen MNPOM3BOACTBEHHOM MNPAKTUKM, BblAAHHbIX (MPefoCTaBAEHHbIX)
YNOJIHOMOYEHHbIM desepanbHbIM OPraHOM UCMONHUTENbHON BNACTU B OTHOLEHMM NPOU3BOACTBEHHOWN
NJOWAAKN NIEKAapCTBEHHOrO MnpenapaTta, B C/ly4ae, ec/iiv MPOWM3BOACTBO JIEKAPCTBEHHONO MpenapaTta
ocywectsnsercas B Poccuitickot  depepauun, nmMbo ceBedeHMA O AaTe  MpenoCTaBAeHUMA MU
perncTpaunmoHHOM HOMepe BblAaHHON YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA IULLEH3MM Ha
NpPou3BOACTBO JIEKAPCTBEHHOrO npenapata W ee nepeBos, Ha PYCCKMA A3bIK, 3aBepeHHble B
YCTQHOB/IEHHOM MOPSAAKE, a TaKXe CBeAeHUA O faTe NPefoCTaB/eHWUs U PErncTpaLMoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBMW MNPOM3BOAMTENA NEKAPCTBEHHbIX Cpeacts TpeboBaHWAM  MpasBun
Hag/eXKallelr NpPou3BOACTBEHHOW MPAKTUKKU, BblAAHHOFO YNOAHOMOYEHHbIM denepasibHbIM OpraHOM
NCNOJIHUTENbHOM BNACTU B OTHOLLEHWM NPOM3BOACTBEHHOM NAOLWAAKM IEKAPCTBEHHOTO Npenaparta, uam
CBELEHMA O paTe NpPefoCTaBNAEHUS M PErnmcTpauMoOHHOM HOMEpe peLleHMa  YNoJHOMOYEHHOro
denepanbHOro opraHa MCNONHUTENbHOM BAACTU O MPOBEAEHMM MHCNEKTUPOBAHUA NPOU3BOAUTENSA
JNIeKapCTBEHHOrO CPeaCcTBa B C/1y4Yae, eC/i NPOU3BOACTBO JIEKAPCTBEHHOIO NpenapaTa OCyLecTBAAETCA 33
npegenamun Poccuiickoin degepauum.

(yactb 1.2 BBeaeHa degepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.3. MNpuHATUE pelleHna O BHECEHUW U3MEHEeHUN uauM o6 OTKase BO BHECEHWW U3MEHEHWUN B
OOKYMEHTbI, COAeprKalimMeca B PerncTpalMoOHHOM A0Cbe Ha 3aperncTpMpoBaHHbIM IEKAPCTBEHHDIN
npenapar g8 MeanUUHCKOro MPUMEHEHMSA, B Cly4ae HE0HX0AMMOCTM NPOBEAEHUA SKCNEPTU3bI KAYecTBa
JIEKAPCTBEHHbIX CPEACTB U (MAKN) IKCNEPTMU3bl OTHOLUEHUS OXKUAAEMOM MONb3bl K BO3MOXKHOMY PUCKY
NPUMEHeHMA IEKaPCTBEHHOTO NpenapaTta 411 MeAUUMHCKOro NPUMEHEHMA OCYLLECTBNAETCA B CPOK, He
npeBblLLAOWMI AeBAHOCTa paboumx AHEN, a B OCTa/bHbIX C/IyYasX B CPOK, HE MPEBbLIWALOLLNA TPUALATY
pabounx AHel co AHA NPUHATUA YNOJHOMOYEHHbIM denepasibHbIM OPraHOM WCMOJHUTENbHOW BNACTU
3aAB/IEHMA O BHECEHUM TaKUX U3MEHEHUIA.

(yacTtb 1.3 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

1.4. YnonHomoueHHbI denepanbHbll opraH WUCNOJHUTENbHOMW BAACTU C y4eTOM pe3y/bTaToB
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FPa*kAaHCKOM
obopoTe, ycTaHOBNEHHbIM TPeOOBAHUAM K WX KayecTBy B TeyeHwe fgecATM paboumx gHel co AHs
MOCTYN/IeHUA COOTBETCTBYHOLWEN WMHPOPMALMKM pPasMeLllaeT Ha CBoem oduLMaibHOM calTe B CETU
"NnTepHeT" cBegeHMA O HEOBXOAMMOCTM BHECEHUA B MHCTPYKLUMIO MO MeAULMHCKOMY NPUMEHEHUIO
NIeKapCTBEHHOrO npenapaTa M3MEHEHWI B OTHOLIEHWUM CBEAEHWI O MOKa3aHWAX AN1A NPUMEHEHUA U
NPOTMBONOKa3aHMAX AN MPUMEHEHMA IEKAapPCTBEHHOro Npenapara, BbiABNEHHbIX NO6OYHbIX AeNCTBUSX,
He)KenaTeNbHbIX peakumsax Npu NPUMEHEHUN NeKapCTBEHHOro npenapata M yBegomnaser o6 sTom B
3/1eKTPOHHOM popme MAM NUcbMeHHON dopme (Ha BymaskHOM HocuTene) Aepatena UAuM Baagenbua
pPernmcTpaunoHHOro yAoCTOBEPEHMA NIeKapCTBEHHOro npenapaTta (MAM YNO/JIHOMOYEHHOE UM Apyroe
IOpUANYECKOe JINLO), a TaKXe JeprKaTenen WAM BadefbleB PerucrpauyoHHbIX YA0CTOBEepPeHui
JIeKapCTBEHHbIX NPenapaToB (MM YNOAHOMOYEHHbIX UMW APYTUX IOPUAMYECKUX NI1LL), KOTOPbIE ABAAOTCA
B3aMMO3aMEHSAEMbIMU.

(yacTb 1.4 BBeaeHa deaepanbHbiM 3aKoHOM 0T 27.12.2019 N 475-93)


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70A1192D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63B3AA90DC75256EB0628298A7489F9E5B0AEA7EEEE5D50E1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BCA595DF7F256EB0628298A7489F9E5B0AEA7EEEE5D60C1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63B3A492DB75256EB0628298A7489F9E5B0AEA7EEEE5D4081792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70A1792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63B3AA90DC75256EB0628298A7489F9E5B0AEA7EEEE5D50E1092D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62B2A495DB7C256EB0628298A7489F9E5B0AEA7EEEE5D70A1492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D70A1092D08B59D030CD32B467E62868BC35aB21K

1.5. JepxKatenb nnu snageney, perMcTpaunmoHHOro yA0CTOBEPEHUSA IEKAPCTBEHHOTO Npenapara, a
TaKKe AepKaTenun Uam Biagenblbl PerucTpaLMOHHbIX YA0CTOBEPEHUI NeKapCTBEHHbIX NpenapaTtos (uam
YNONHOMOYEHHbIE UMK Apyrve lopuauYeckMe nula), KoTopble ABAAKTCA B3aMMO3aMeHAEMbIMM,
06A3aHbI NpeAcTaBuTb B YNOJIHOMOYEHHbIV deaepasnbHbli OpraH UCNOIHUTENbHOM BAACTU 3aAB/IEHUA O
BHECEHUM  UBMEHEHWI B  [AOKYMEHTbl, COZEpPKallMecs B  PErncTpauMoHHbIX  A0Cbe  Ha
3aperucTpUpPoBaHHbIe JIEKAapPCTBEHHbIE MpenapaTtbl AA8 MeAMUMHCKOTO MPUMEHEHMA, B OTHOLIEHMU
CBeAEHMN, YKa3aHHbIX B MHCTPYKLUMU NO MeAULMHCKOMY MPUMEHEHUIO /IEKAPCTBEHHbIX NPenapaTos, B
TeYeHMe copoKa paboumx AHEN CO AHA pasMelleHMA YNoJSIHOMOYEHHbIM deaepasibHbiM OpPraHom
WCMOJIHUTE/IbHOM BNacTM MHOPMaLMK, YKazaHHOM B YacTu 1.4 HacToAwen ctatbi. [laHHOe TpeboBaHMe
He pPacCrnpoCTPaHAETCA Ha C/Ay4anm BHECEeHMA B WMHCTPYKUMIO MO MeAMUMHCKOMY MNPUMEHEHUIo
JIEKapCTBEHHOrO npenapata M3MEHEeHW B OTHOLIEHUM HOBbIX MOKasaHUM ANa  MNPUMEHEHUs
JIeKapCTBEHHOrO NpenapaTa Ha OCHOBaHUM Pe3y/bTaTOB COOTBETCTBYIOWMX UCCAEA0BaAHUN.

(yacTb 1.5 BBeaeHa PeaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. 3KCI'IepTM3a NEKapPCTBEHHbIX CPeaCcTB B YHAaCTU 3KCNEPTU3bI Ka4eECTBaA /IEKAPCTBEHHOIO CpeacTea n
(M/'IVI) 3KCNepTn3bl OTHOLWEHWNA ommp,aemoﬁ NONb3bl K BO3SMOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOTO
npenaparta gna megnumHCKoro npumeHeHnA npoBoanTCA B Ca1iyd4ae BHeECEHUA M3MEHEHUI B AOKYMEHTbI,
coagepxawpmeca B pernctpaumMoHHoOm [ocbe Ha 3aperMCTpMpOBaHHblﬁ HEKapCTBEHHbIVI npenapart, B
OTHOLWeHWnu:

1) cBegeHWM, yKasaHHbIX B MHCTPYKUMW MO MEAMUMHCKOMY NPUMEHEHMUIO JIeKapCTBEHHOIo
npenapara:

a) nekapcTeeHHan Gopma C yKazaHMem HamMeHOBaHWIA U KOJIMYECTBEHHOIO COCTaBa AeNCTBYIOWNX
BELLLECTB M KaYecTBEHHOro COCTaBa BCNOMOraTe/IbHbIX BeWecTs (Npy HEOBX0AMMOCTN KONNYECTBEHHOIO
COCTaBa BCNOMOraTe/IbHbIX BELLeCTB);

6) ¢dapmakoguMHamMMKa U GapMaKOKMHETMKAa (33  UcKAueHnem  GapMaKOKUHETUKU
romeonaTUYecKmnx eKapCTBEHHbIX NPENapaToB U PacTUTE/bHbIX NEKAPCTBEHHbIX MPEnapaTos);

B) NOKa3aHWUsA 1A NPUMEHEHMSA;
r) NPOTUBONOKAa3aHWA ANA NPUMEHEHUS;
A) Mepbl NPeLOoCTOPOXKHOCTU MPU NPUMEHEHUN;

e) YKa3aHne BO3MOXXHOCTU WU ocobeHHocTel NPUMEHEHNA NEeKapPCTBEHHOINo npenapata AnAa
MeanUunHCKOro npumeHeHuA 6epeMeHHbIMM XKeHWwWnHamy, XKeHwnHamnm B nepunoa rpyaHoro
BCKapmansaHuA, JeTbMU, B3POC/1bIMU, UMEKOLLMMU XPOHNYECKNE 3a6OHEBaHMFI;

)K) pexmnm Ao3npoBaHuAa, cnocobbl BBeAEHNA U NPUMEHEHUNA, NPU HeO6X0,CI,MMOCTM Bpema npnema
NNEKAPCTBEHHOIO npenapata, NPpoAO/IXKUTENIbHOCTb /Ie4eHUA, B TOM YuUcCne y ,u,eTeﬁ A0 K nocne ogHoro
roaa;

3) BO3MOXHble NOBOYHbIe AEﬁCTBMH N HeXenaTtesbHble peakuun npun  npumeHeHun
NEKapCTBEHHOTIO nNpenaparta,

1) CMMNTOMbI NePeA03NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPU Nepeao3npPoBKE;
K) B3aMumoaencTeme ¢ 4pyrmmm NekapcTBeHHbIMKM NpenapaTtamm u (MAKn) NULWEBbIMM NPOAYKTaMK;
N) dopmbl BbINyCKa N€KapCTBEHHOTO Npenapara;

M) yKasaHue (npy HeobxoAMMOCTM) OCObeHHOCTEel AEeUCTBMA JIeKapCTBEHHOTO npenaparta npwu
nepBoM NpuMeme Uan Npu ero OTMEHE;
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H) cBeageHnA 0 BO3SMOXHOM BZIMAHUN NEKAPCTBEHHOTO NpenapaTta 414 MeaNUMNHCKOIro npuMmeHeHunA
Ha cnocobHoCTb ynpaBaATb TPAHCNOPTHbIMU CpeaACTBaMUN, MEeXaHN3MaMWU;

0) CPOK rofiHOCTU M yKa3aHWe Ha 3anpeT NPUMeHeHUa eKapCcTBEHHOro npenapaTa no uctevyeHnn
CPOKa rogHocTy;

M) yCNOBUA XPaHEHUS;

p) ycnoBua oTnycKa;

2) cocTaBa JIeKapCTBEHHOro NpenapaTa 414 MegUUMHCKOro NpUMeHeHUs;

3) usmeHeHMA MecTa NPOU3BOACTBA JIEKAPCTBEHHOIO NpenapaTa 419 MeANUMHCKOTO NPUMEHEHUs;

4) uv3MeHeHMs roKa3aTenen KayecTBa JIEKAapCTBEHHOro npenapata Ana  MeauLMHCKOro
npumeHeHna M (UaK) MeToA0B KOHTPO/IA KayecTBa JIEKAapCTBEHHOro npenaparta A8 mMeduLMHCKOro
npUMeHeHus;

5) N3MeHEHNA CPOKa rogHOCTUN NeKAaPCTBEHHOIO Npenapata 4na meanumMHCKOro npuMeHeHUA;

6) cBeaeHUA 0 HEOHXOAMMOCTU BHECEHUSA MHbIX U3MEHEHUIM B UHCTPYKLMIO NO MeAULUHCKOMY
NPUMEHEHUIO /NIEKAPCTBEHHOro npenapata, a TaKXKe B WHble [OOKYMEHTbl, coaepiKawmecs B
PerucTpaunMoHHOM A0Cbe Ha 3aperncTpUpPOBaHHbIN NEeKapCTBEHHbIM npenapat. Mpu 3Tom pelleHue o
npoBeAeHWM SKCMepTU3bl Ka4ecTBa IeKaPCTBEHHbIX CPeACTB U (MN11) 3KCNepTU3bl OTHOLWEHMA OXKUAAEMOM
Noib3bl K BO3MOMHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHOro Mnpenapata Ans MeAULMHCKOro
NPUMEHEHNA NPUHNUMAETCSA B COOTBETCTBMU C YTBEPKAEHHOM YNOJIHOMOYEHHbIM desepanbHbiM OpraHom
WCMOJIHUTE/IbHOW BNAcTU KaccUdUKaUMEN U3MEHEHWUM, BHOCUMMbIX B AOKYMEHTbI, codepKalimeca B
pPervcTpaunmoHHOM A0Cbe HA 3aperncTPMPOBaAHHbIN 1IEKAPCTBEHHbIN Npenapar.

(yacTtb 2 B pea. PepepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. 3asBuTeNIb BNpaBe NpeacTaBUTb No COOCTBEHHON MHULMATMBE BMECTE C 3aABNEHNEM O BHECEHUM
M3MEHEHMN B [OKYMEHTbl, COAepXKallneca B PErucTpauMoOHHOM [OCbe Ha 3apPerncTpUpOBaAHHbIN
NIeKApPCTBEHHbIN MNpenapaT Ana MegUMUMHCKOINo MPUMEHEHMUA, KONMUM AOKYMEHTOB, MOATBEPKAAIOLLNX
ynnaTty rocygapcTBeHHOM MOLW/IMHbI 3@ BHECEHME B AOKYMEHTbI, COAEpPKALLMECA B PErUCTPALMOHHOM
[O0Cbe Ha 3aperucTPUpPOBAHHbIA NIEKAPCTBEHHbIA nNpenapat Aaa MEeLUUMHCKOTo MNpUMEHEeHus,
N3MEHEHUN, TpebYOLWNX NPOBEAEHMA SKCNEPTU3bI IEKAPCTBEHHbIX CPECTB B YaCTU SKCNEepPTM3bl KayecTBa
JIEKapCTBEHHOIO CpeacTBa U (MK) 3KCNEPTU3bl OTHOLIEHUA OXUAAEMON MO/b3bl K BOSMOMKHOMY PUCKY
NPMMEHEHWA NEKAPCTBEHHOrO Npenaparta A1a MeAULMHCKOTO NPUMEHEHUSA, rOCYAaPCTBEHHOM MOLU/IMHbI
32 BHECEHWE B [OO0KYMEHTbl, coAepKalumeca B PerncTpauMoHHOM [A0Cbe Ha 3aperncTpmpoBaHHbIN
JIeKapCTBEHHbIM NpenapaTt 4148 MeAULMHCKOrO NPUMEHEHUs, U3MEHEHUN, He Tpebyowmx npoBeaeHns
3KCMepTU3bl NEKAaPCTBEHHOMO CPeACTBa, a TaKXKe BblAaBaemble (MpenocTasisemble) yNnoaHOMOYEHHbIMU
denepanbHbIMM OpraHaMm UCMONHUTENbHOM BNAcTU AOKYMEHTbI (CBeAeHMA), YKa3aHHble B YacTax 1.1 u
1.2 Hactoswen crtaTbM. B cnyvyae ux HenpeacTaBNAeHWUs YNONHOMOYEHHbIN denepanbHbld OpraH
MCNONHWUTENbHOM  BNAcTM  3aMnpaliMBaeT  yKasaHHble  OOKYMeHTbl  (cBegeHusa) B nopsake
MEKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUSA.

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

4. B TeyeHune gecatu pa60l-w|x ,CI,HEI‘;i CO AHA NOCTynneHnA YKa3aHHOIo B 4acCtu 1 HaCTOHLLI,eﬁ CTaTbU
3aAB/1IeHnA U”n HeO6XOAVIMbIX AOKYMEHTOB yFlOnHOMOLIeHHbIVI dJep,epaanbu‘& opraH NUCNOJIHUTENbHOM
BNaCTu.

1) npoBOAUT NPOBEPKY NO/IHOTbI U 4OCTOBEPHOCTU CBe,CI,EHVIﬁ, cogeprKalwmnxca B npeacrtaBaeHHbIX
3aABuUTenem matepuanax;

2) NPUHUMAET peLleHre O NPOBEAEHMM YKa3aHHbIX B YaCTW 2 HACTOALLEN CTaTbl COOTBETCTBYHOLLMX
3KCMEePTM3 NEKAPCTBEHHOTO CpeacTBa UM 06 0TKase B X NPOBeLEHUM;
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3) yBeLoMAISIeT B 3/IEKTPOHHOM UM MUCbMEHHOW dopme 3asBUTENS O MPUHATOM PEeLUeHUU UK B
c/lyyae NPUHATUA pelleHna ob oTKase B NpoBeAeHMM COOTBETCTBYIOLLEN IKCNEPTU3bI C YKasaHUeM NPUUUH
TaKOro 0TKasa.

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

4.1. B cnyyae BbIIBNEHMA HeAOCTOBEPHOCTM CBEAEHWUI, COAEpPKALUMXCA B NpeacTaB/eHHbIX
3aaBUTENIEM MaTepuanax, ynoN1HOMOYEHHbIN denepanbHbli OpraH NCNOAHUTENLHOW BAACTU HanpasaseT
3aABUTENIO 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWI. [JaHHbI 3anpoc MOXKeT OblTb nepeaaH
YNOJHOMOYEHHOMY NpPeaCcTaBUTeNt0 3aABUTENA JIMYHO NOJ PACMUCKY, HanpasiaeH No Mo4yTe 3aKasHbiM
NMMCbMOM MU NepesaH B 3/1EKTPOHHON GopMe MO TENEKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
Hanpas/ieHMA AAaHHOTO 3anpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LEeCTN AHeNM C AaTbl HANPABAEHMA 3aKa3HOro NMCbMa.

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

4.2. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNoJHOMOYEHHOro ¢eaepasnbHOro opraHa
WCNOJIHUTENBbHON BNACcTU B CPOK, HE MpeBbIWAOWMA AeBAHOCTa paboymx AHel co AHA nonyyeHun
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTENIO 3aMNPOca YNOJHOMOYEHHOIO desiepasibHOro OpPraHa MCNOIHUTEIbHOM BAACTH A0
OHA MONYYEHUA MM OTBETA HA AaHHbIM 3aMpoC U He YYMTbIBAETCA MPU UCUYUCIEHUU CPOKA NPUHATUA
peweHns O BHECEHUM M3MEHEHWIN B LOKYMEHTbI, COAEpPrKaLLMecs B PErucTpalMoOHHOM AOCbe Ha
3aperucTpPUpPOBaHHbIA eKapPCTBEHHbIN NpenapaT A8 MeAULMHCKOTO NPUMEHEHUS.

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

5. OcHOBaHMeM AnA OTKas3a B NPOBEAEHUM YKa3aHHbIX B YaCTWM 2 HACTOALLEN CTaTbM 3KCMEepTU3
ABNAETCA NpeAcTaB/iieHMe AOKYMEHTOB, NepevncsieHHbIX B YacTax 1 n 3 HacToALWen cTaTbn, B HEMNONHOM
obbeme, HenpeacTaBseHMe 3aABUTE/IEM B YCTAHOBJ/IEHHbIM CPOK OTBETA HAa YKasaHHbIM B 4Yactn 4.1
HaACTOALLEN CTATbM 3anNpocC YNOJHOMOYEHHOrO dpeaepanbHOro opraHa UCNOIHUTENbHOW BIACTH, A TaKXkKe
OTCYyTCTBME B NPEACTaBAEHHbIX LOKYMEHTAX AOCTATOUYHbIX CBEAEHUM, MOATBEPKAAOLLNX HEODXOAMMOCTb
BHECEHWUA U3MEHEHUWN, UM OTCYTCTBME MHDOPMALLIMK, NOATBEPKAAIOWEN GAKT ynaaTbl rOCYAapPCTBEHHbIX
MOLU/IMH, YKA@3aHHbIX B 4aCcTW 3 HACTOALLEN CTaTbM.

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

6. YKa3aHHble B 4acTM 2 HACTOALLEN CTATbW IKCMEPTU3bl NPOBOAATCA B NOPALKE, YCTAHOBNEHHOM
cTaTbel 23 HacToAwero ®eaepasibHOro 3aKoHa.

7. B CpOK, He NpeBblaWMi AecaTn pabounx AHeN Co AHA NOAYYEHUS 3aKNHOYEHMIA KOMUCCUI
3KCMEepTOB MO pe3ynbTaTaM YKasaHHbIX B 4YacTM 2 HACTOALWEWN CTaTbW 3KCNepTu3, YNOJIHOMOYEHHbIN
denepanbHbIt opraH UCNOJHUTENbHON BNACTU:

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

1) npuHMMmaeT peweHne O BHeCeHUU U3MEHEHUN B AOKYMEHTbI, coaepXauwmeca B
PEerncTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBEHHbIVI npenapatr agna meaumunHCKoro
npumMmeHeHuna, nan 06 0TKa3ze BO BHECEHUWN TaKNX M3MEHEHUN;

2) BHOCUT B FOCV,CI,apCTBeHHbIﬁ peecTp NeKapCTBEHHbLIX CPeacCTB Ha OCHOBAaHUKM peLlleHNnA O BHECEHUN
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPerncTtpaymMoHHOM AO0Cbe Ha 3aperMCTpMPOBaHHbIVI
ﬂeKapCTBEHHbIﬁ npenapar gna meanumnHCKOro npuMmeHeHusa, HEO6XOLI,VIMbIe M3IMEHEHNA N BO3BpaALLaeT
UX 3aABUTENIO,

3) BblgaeT 3anABMTEN0 HOBOE PErncTpaLMOHHOE YAOCTOBEPEHWE JIeKapCTBEHHOro npenapata B
C/lyYae U3MeHEeHUA CBEAEHUM, COAEPKALLMUXCA B HEM.
(n. 3 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHOBaHMEM pAnAa OTKasa BO BHECEHWM W3MEHEeHU B [OKYMEHTbl, CoAepiKalimecs B
PerncTpaunoHHOM [0Cbe Ha 3aperMcTPUPOBaHHbLIN NIeKapCTBEHHbIM NpenapaTt Ana MeaMUMHCKOro
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NPUMeEHEHUA, ABNAETCA 3aKNH0YEHNE YNONHOMOYEHHOTo ¢peaepanbHOro opraHa UCMOJIHUTENbHOM BNacTU
0 BO3MOKHOCTU CHUMKEHMA 6e30NacHOCTH, KauecTBa, 3¢ HeKTUBHOCTU 1IeKapCTBEHHOIO CPe/ICTBa B C/lyyae
BHECEHMA TaKUX U3MEHEHUN.

9. [donyckaeTcsa obpalleHne NeKapCTBEHHbIX MpenapaTtoB ANA MeAMUMHCKOro MpUMEHeHua [0
NCTeYeHMA CPOKa ro4HOCTH, NPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEel nocae Aatbl NPUHATUA
YNO/HOMOYEHHbIM peaepasnibHbiM OPraHOM UCNOJIHUTENbHOM BNACTM PeLleHMA O BHECEHUU U3MEHEHWNI
B [OOKYMEHTbl, coAeprKallnmeca B pPerucTpauyMoHHOM [0Cbe, B COOTBETCTBUMM C WHPopmauuen,
coaeprKalencs B LOKYMEHTaxX permcTpaumoHHOro A0Che Ha 1IeKAPCTBEHHbIN NpenaparT 40 AaTbl NPUHATUA
TAKOro peleHus.

(yacTb 9 B pen,. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 31. BHeceHue M3MeHeHU B AOKYMEHTbI, coAepiKalimecs B permcTpaLMoHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbIM Npenapar Ana BeTepUHAPHOro NnpumMeHeHus

1. B uenax BHECEHUA M3MEHEHWI B LOKYMEHTbI, cogepiKalumMeca B PErMcTpaumMoHHOM O0Cbe Ha
3aperucTpupoBaHHbIi NEKAPCTBEHHbIM NpenapaT Ana BEeTEPMHAPHOIO MPUMEHEHMUSA, AepXKaTenb MK
BAageNel, PerucTpauMoHHOro yao0CTOBEPEHMS NIeKapPCTBEHHOro npenaparta WauM ynoaHOMOYEeHHOoE UM
Apyroe opugmyeckoe MU (ganee B HaCTOAWEN CTaTbe - 3aABUTE/b) NPeaCcTaBAAEeT B YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENBHOW B/IACTU 3asB/IEHWE O BHECEHWM TaKUX U3MEHEHM no ¢popme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMONHUTEIbHOM BAACTH, U NMpUaaraembie K
HEeMy M3MEHEHUS B yKasaHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, MOATBepKAatolme HeobxoaMmocTb
BHECEHMA TaKMX U3MeHeHUN. MNpn HeobXo4MMOCTN BHECEHUS U3MEHEHWIA B AOKYMEHTbI, COAe pyKalimecs
B PErncTpaLMoOHHOM O0Cbe Ha 3aperucTpMpoBaHHbIA NEKAaPCTBEHHbIM NpenapaT g/ BeTepUHapHOro
NPUMEHeHUa, B C/Ay4yasX W3MeHeHuAa U (MAKM) [ONONHEHMS NPOWU3BOACTBEHHOM MOLWAAKM
JIeKapCTBEHHOIO CPEACTBA, a TaKXKe M3MEHEeHMA MoKasaTesiell KauecTBa IeKapCTBEHHOro npenapaTa gns
BETEPUHAPHOIO MPUMEHEHUA U (MIM) MeTOZOB KOHTPO/S KayecTBa JIeKapCTBEHHOro npenapata g/
BETEPUHAPHOTO MNPUMEHEHUs 3asBUTE/b  AOMNOJHUTENIbHO NPeAcTaBAfeT B YNOJHOMOYEHHbIN
deaepanbHbIii opraH UCNONHUTENBHOW BNACTU CaeaylolimMe AOKYMEHTbI (cBeaeHuA):

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

1) cBegeHMA 0 AaTe NpPeAoCTaBlEHUA U PErUCTPALMOHHOM HOMEpPE NMLEH3UN HAa NPOU3BOACTBO
NEeKapCcTBEHHbIX CPeACTB, MPeAOCTaBNEHHOW MPOM3BOAMTENIO JIEKAaPCTBEHHOrO npenapaTta Ans
BETEPUHAPHOr0 NPMMEHEHMSA, ONA POCCUIUCKUX NPpOoM3BOAUTENEN;

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

2) cBegeHWA O AaTe NpPeAoCTaB/EHUA U PErUCTPALMOHHOM HOMEPE NINLEH3UM Ha NPOU3BOACTBO
JNIEKapCTBEHHbIX CPeACTB, MNPeaoCTaBNeHHOM npousBoauTento  dapmaueBTUYecKon cybcTaHumuy,
BXOAALWEN B COCTaB JIEKAPCTBEHHOrO Npenaparta 41a BeTePUHAPHOIo NMPUMEHEHMA, O1A POCCUMCKUX
npoussoautenei;

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

3) KOMnA OOKYMEHTA, BblAAaHHOIO YNOJIHOMOYEHHbIM OPraHOM CTpPaHbl NponsBoAUTENA ONA KaH(AOﬁ
I'IpOM3BOLI,CTBeHHOl7| naowaaKkn /eKapCtBeHHOro npenaparta ANA BeTepUHaApPHOro npuMMeHeHnA u
noateepXdatowero CoOoTBeTCctBue npomssoanTena eKapCTtBeHHOro npenapata Tpe6OBaHMﬂM npasun
Hap,nemau.l,eﬁ I'IpOM3BO,CI,CTB€HHOV1 NPakKTUKKU, U €ero nepesos Ha pyCCKMﬁ A3blK, 3aBepeHHble B
YCTaHOB/IEHHOM NopA4Ke, a TaKXe KOMNUA 3aK1to4eHUA O COOTBETCTBUU NpOnN3BOAUTENA NEKAPCTBEHHbIX
cpeAacts Tpe6OBaHMF|M npasun Hap,nemau.l,eﬁ I'IpOVI3BOL|,CTBEHHOV1 NPaKTUKMK, BblAaHHOTO
YNO/THOMOYEHHbIM c])ep,epaanblM OopraHom WUCNOJIHUTENIbHOW B/1ACTU anAa KaH(AOVI I'IpOM3BO,CI,CTBeHHOl71
naowaaKM NeKapCTtBeHHOro npenapata AaA BETEPUHAPHONO NPMMEHEHWUA, nmbo Konus peweHna o
nposeaeHnUn MHCNEKTUPOBAHUA NPON3BOANUTENA NEKAPCTBEHHbIX CPeACTB, NPUHATOIO YNOJIHOMOYEHHbIM
¢ep,epaanb|N\ opraHom WUCNONHUTENIbHON BAacCTU ana KaH(AOﬁ I'IpOI/I3BO,CI,CTB€HHOVI naowagku
NNEKAPCTBEHHOrO nNpenaparta Aaa BETEPUHAPHOIO NpUMeEHEHUA. YKazaHHble AOKYMEHTbI NpeacTtaBnArTCA
B Chny4ae, ecam npoum3soacTtBO JIEKAPCTBEHHOroO npenapata AaAa BEeTepUHApPHOro npuMMeHeHuA
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ocylecTsnseTca 3a npegenamu Poccuiickoin depepaumu;

4) Konus OOKYMEHTa, BbIAHHOTO YMNO/JHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENA
dapmaLeBTMUECKON cybCcTaHumMm n noaTBepKaatoLwero COOTBETCTBUE npounsBoAnTens
dapmaLeBTMUYECKON CyHCTAHUMM, BXOAALLEN B COCTaB NEKAPCTBEHHOrO NpenapaTa ANA BETEPUHAPHOro
npumeHeHusa, TpeboBaHMAM MPaBUA Hag/erKallelh NpoM3BOACTBEHHOM MPAKTUKK, U €ro nepesos Ha
PYCCKMI A3bIK, 3aBEPEHHble B YCTAaHOB/AEHHOM NOpAAKe, B CAyyae, eCcAuM NpPOM3BOACTBO
dapmaueBTMUHECKOM cybCcTaHLMKM OcyLecTBAsSETCA 3a npeaenamu Poccuiickoit Peagepaunu.

(yacTb 1 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

1.1. B cnyyae uameHeHua 1 (MnM) AONOAHEHUA NMPOU3BOACTBEHHOM NIOWAAKM NIEKAPCTBEHHOMO
CpencTBa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HacTosweKn cTaTbu, NPeACcTaBAAIOTCA 3anABUTENEM B
OTHOLUIEHUM WU3MEHAEMOW U (MIM) JOMONHSEeMOW NPOU3BOACTBEHHOM MNAOWAAKM NEeKAaPCTBEHHOro
cpencTBa. PelweHne o0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEpKaLLMecs B PerMcTpaLMoHHOM AoCbe
Ha 3apPerncTpMpoBaHHbIM NEKAPCTBEHHbIN Npenapar A1A BETEPUHAPHOIo NpUMeHeHus, uam ob oTKase B
MX BHECEHMW NPUHMMAETCA B CAydyae HeobXoAMMOCTM NPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOIO
CpeAcTBa B CPOK, He MpeBbIAOWNN AeBAHOCTA Pabounx AHein, a B OCTa/ibHbIX C/Ay4YasaX B CPOK, He
NpeBbIWAOWMA TPULLATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM denepasbHbIM OpraHoOM
NCNOSIHUTENIbHOM BNACTU 33aABIEHMA O BHECEHUM TaKUX U3MEHEHWN.

(yacTb 1.1 BBeaeHa depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

1.2. B cny4vae peopraHmMsaunu pepxatend UauM Bnagenbla PerncrpalmMoHHOro yaoCTOBEpPEHUA
JNIeKapCTBEHHOrO npenapata AAA BEeTEPUHAPHOrO NMPUMEHeHMs, pa3paboTyMka Wan NpousBoAUTENA
JIeKapCTBEHHOrO npenapaTa 1A BETEPUHAPHOIO MPUMEHEHUA B 3aABJEHUN O BHECEHUN U3MEHEHUI B
OOKYMEHTbI, COAeprKallmeca B PErucTpalMOHHOM [0Cbe Ha 3aperuMcTPUpPOBAHHbIN JIEKAPCTBEHHDIN
npenapaTt gna BETEPUHAPHOIro MPUMEHEHMA, YKa3blBalOTCA AaHHble AOKYMEHTa, MOATBEpPXKAAoLLero
BHECEHME COOTBETCTBYOWMNX U3MEHEHUI B EAMHBIN rocyAapCTBEHHbIN pPeecTp opuanydeckux nu (ana
OpraHu3aumii, 3aperncTpMpPoBaHHbIX Ha TeppuTopum Poccuiickoi Pepepaunn), Uam MHOFO AOKYMEHT],
NoATBEPKAAIOLWENO PEOPraHM3aLMIO IOPUANYECKOTO NMLA (417 OpraHM3aLmii, He 3apPerncTpMpoBaHHbIX
Ha Tepputopumn Poccuitickon Pepepaunn). 3aaBreHMe O BHECEHUMU WU3MEHEHUA B LOKYMEHTI,
cofepiKalmeca B PerncTpaLMoHHOM [A0Cbe Ha 3apPerncTpUpOBaHHbIM NIEKAPCTBEHHbIM MpenapaT gnA
BETEPMHAPHOr0o NPUMEHEHMUA, N NPUIAraemMble K HeMy AOKYMEHTbI NPeACTaBAAOTCA B YNOTHOMOYEHHbIM
denepanbHbIi OpraH UCNONHUTENbHOW BIACTU He NO3AHEe Yem Yepes TpuaLaTb paboumx gHeln co gHA
BHECEHMA COOTBETCTBYIOLMNX U3MEHEHUI B EAMHBIN rocyapcTBEHHbIV peecTp puaAnYeckux auy (ann
OpraHu3auuii, 3aperMcTPUPOBaHHbIX Ha Tepputopumn Poccuiickoit deaepaumm) UAM CO AHA MPUHATUNA
COOTBETCTBYIOLLEIO [OKYMEHTa, MNOATBEPXKAAOWEro peopraHM3aumio opuanyeckoro avua (gns
OpraHv3auuii, He 3aperncTpMpoBaHHbIX Ha Tepputopuu Poccuiickoli depepauun). B caydae
peopraHM3aummn agepsatensa WAM BAAfesibLa PEerucTpauMoOHHOrO yAOCTOBEPEHMUA JIEKAPCTBEHHOIO
npenapata A8 BETEPUHAPHOrO MNPUMEHEHMA 3aABNEHME O BHECEHUM W3MEHEHWI B [OKYMEHTHI,
cogeprKalimeca B perncTpaumoHHOM AO0Cbe Ha 3aperMcTpuMpoBaHHbIA IEKAPCTBEHHbIN NpenapaTt Ans
BETEPMHAPHOTO MPUMEHEHMA, MOAAETCA PUAMYECKMM NULOM, KOTOPOMY B XOAe peopraHusauuu
nepeAaHo NPaBo BAAaAEHUA TaKUM PErMCTPALMOHHbBIM YA0CTOBEPEHNEM.

(yacTtb 1.2 BBegeHa deaepanbHbim 3akoHOM oT 02.08.2019 N 297-3)

2. B cnyyae BHeCeHUS U3MEHEHUI B AOKYMEHTbI, coAepsKallneca B perncTpauMoHHOM [ocbe Ha
3aPEerncTPUpPOBaHHbI NEeKapCTBEHHbIM NpenapaT AnA BeTepUHapHOro MNPUMEHEHUSi, B OTHOLLIEHUMU
CBeAeHUN, yKa3aHHbIx B nognyHKktax "e", "»x", "k", "n", "H", "c", "x" nyHKTa 7 yactn 3 ctatb 17 HacToALErO
depnepanbHOro 3aKoHa, MU3MeHeHUa 1 (MAK) AONONHEHUA NPOU3BOACTBEHHOM NNOLLAAKU NEKAPCTBEHHOIO
CpeacTBa, a TaKXe B C/lydae WM3MEHeHMA MOoKasaTesield KayecTBa /IeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOro MPUMEHEeHUs U (MAn) MeToAoB KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIro NMPUMEHEHMUA NPOBOAMUTCA SKCMEPTU3a IEKAPCTBEHHOMO CPeacTBa AJ/18 BETePUHAPHOro
npumeHeHus. B cnyyae HeOH6XO4MMOCTU BHECEHUS MHbIX U3MEHEHWI B OOKYMEHTbI, CcoAeprKalimecs B
PEernmcTpauMoHHOM [0Cbe Ha 3apermcTpMpOBaHHbLIA NEKAPCTBEHHbIN MnpenapaT Aaa BeTepUMHapHOro

NpUMeHEeHUNA, SKCNepTn3a 1eKapCTBeHHOIo CpeacTea ANnA BETEPUHAPHOIoO NpuMeHeHA He NPOBOANTCA.
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(8 pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. 3anaBUTe b BNpase NpeacTaBUTb N0 COOCTBEHHON MHULIMATMBE BMECTE C 3asB/IEHMEM O BHECEHUM
M3MEHEHMN B [OKYMEHTbl, coeprKalineca B PErucTpauMoHHOM [0Cbe Ha 3apPerncTpPUpOBaHHbIN
NIEKAPCTBEHHbIN NpenapaTt A4 BEeTePUHAPHOrO NMPUMEHEHMUA, KOMUU AOKYMEHTOB, NOATBEPMKAAOLMX
ynnaTty rocygapcrBeHHOM MOLU/IMHbI 33 BHECEHME B AOKYMEHTbI, coAeprKallineca B PerMcTpauMoHHOM
[OCbe Ha 3aperucTpMpoBaHHbIA JIEKAPCTBEHHbIM NpenapaT AaA BETePUHAPHOro MNpPUMEHEHUs,
M3MeHeHMn, Tpebylowmx NpoBeAeHMA IKCNepTM3bl JIEKAPCTBEHHOIO CPeAcTBa, MAW M3MEHEHWI, He
Tpebylowunx NpoBeAEHNA IKCMEPTU3bI NEKAPCTBEHHOIO cpeacTBa. B cnyyae HEOH6XOAMMOCTU N3MEHEHUS
CBEAEHUN, COAepKalMXcA B PerncrpauuMoHHOM YAOCTOBEPEHWM fIEKApPCTBEHHOrO npenapaTta A
BETEPMHAPHOIo NPUMEHEHMUS, C 3aABIEHMEM, YKa3aHHbIM B 4acTu 1 HacToALLEN CTaTbM, 3aABUTE/b BNpaBe
npeacTaBuTb MO COOCTBEHHOW WHMUMATMBE KOMMUIO [OOKYMEHTa, MoATBeprKAalowero ynaaTty
rocyapcTBEHHOM MOLWW/IMHbI 33 BblAauy PErMcTPaLMOHHONO YA0CTOBEPEHMSA IEKAPCTBEHHOTO Npenapara.
3aABuTeENIb BNpaBe NpPeacTaBUTb MO COBCTBEHHOM MHMUMATUBE CBEAEHMA O JIMLLEH3UAX, YKa3aHHble B
NyHKTax 1 1 2 yactu 1 HacToALWEN CTaTbM, a TAKKe BblAaBaeMble YNONHOMOYEHHbIMU beaepanbHbIMU
OopraHamm MUCMOJIHUTENIbHOM BNACTU AOKYMEHTbI, YKa3aHHble B MyHKTe 3 yacTn 1 HacToAwel ctaTbu. B
C/lydyae HenpeacTaBNeHUs YKa3aHHbIX JOKYMEHTOB (CBeAEHUIN) YNONHOMOUYEHHbIN deaepanbHblit opraH
WUCNONIHUTENbHON  BNACTW  3amnpallMBaeT  YKas3aHHble  [OKYMeHTbl  (cBeAeHuWs) B nopsagke
MEKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUA.

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

4. B cpoK, He npesbiWaowWmnii gecatn pabounx gHen co AHA NOCTYMNJAeHUA yKasaHHOro B Yyactm 1
HACTOALLEN CTAaTbW 3aABJIEHMA U HEOOXOAMMbIX AOKYMEHTOB, YNOJIHOMOYEHHbIN peaepasnbHbii opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALLMXCA B NPEeACTaBIeHHbIX
3aABUTeNEM AOKYMEHTaX;

2) NPUHUMAET pelieHne o nposeaeHNN IKCNepPTU3bl 1€KapPCTBEHHOIO CpeacTBa ANA BETEPUHAPHOTO
nPpUMeHeHnAa nnun 06 oTKase B ee npoBeaeHuN;

3) yBeaoMAAET B MUCbMEHHOW dopme 3anBUTENA O MPUHATOM PELUEHUWU UAWN B ClyYae NPUHATUA
peweHna o6 OTKase B NPOBEAEHUWM IKCMEpPTW3bl JIeKAPCTBEHHOro CpeacTBa ANA BETePUHAPHOro
NPMMEHEHMA C YKa3aHWeM MPUYMH TaKOro OTKasa.

4.1. B cnyyae BbISBNEHMSA HEAOCTOBEPHOCTU U (M/IM) HEAOCTAaTOYHOCTU CBEAEHUI, COAEPIKALLMXCA B
NpeacTaBNEeHHbIX 33aABUTENIEM AOKYMEHTaX, YNOJHOMOUYEHHbIN deaepasibHbll OpraH UCMOIHUTENbHOM
BNACTU HanpaBAseT 3aABMTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBEeAEHWM. 3anpoc MOXKeT ObiTb
nepeaaH ynoJIHOMOYEHHOMY MPeACTaBUTENIO 3aABUTENA NOA, PACMMUCKY, HAMPaBAEeH NO NOYTe 3aKa3HbIM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM Gopme No TeIEKOMMYHMKALMOHHbBIM KaHanam cBfA3un. B cnyyae
HanpaB/ieHMs 3anpoca 06 YTOYHEHUM YKa3aHHbIX CBEAEHUM NO MOYTe 3aKa3HbIM MUCbMOM OH CYMTaEeTCA
NOIy4eHHbIM MO UCTEYEHMM LIECTU AHEN C AATbl HAaNpPaBAEHWUA 3aKa3HOro NMCcbMa.

(yacTb 4.1 BBepeHa desepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asButenb 0bA3aH NpeacTaBUTb OTBET Ha 3aMpoc YNOJIHOMOYEHHOro deaepasbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBblaloWmMii AeBAHOCTa paboumx agHel co AHA nonyyeHun
AaHHoro 3anpoca. CpoKu, yKasaHHble B YacTu 1.1 HacToAlel cTaTbW, NPUOCTAHABAMBAIOTCA CO AHA
HanpaB/ieHMA 3a8BMTEIO 3aNpoca YNoJHOMOYEHHOro dpesepasibHOro OpraHa UCNOIHUTEIbHOM BNacTu 4o
[OHSA Noly4eHMA OTBETA HA AAHHbIV 3aMPOC U HE YYUTLIBAKOTCA NPU UCHUCIEHUMN CPOKA MPUHATUA PeLLeHus
O BHECEHUN WU3MEHEHWN B [OKYMEHTbl, cogep)Kalumeca B PerucrpauMoHHOM [OCbe  Ha
3aPEerncTPUPOBaHHbIM 1EKAPCTBEHHDIN NpenapaT 419 BETePUHAPHOro NpUMEHeHuUs.

(yacTb 4.2 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

5. OcHoBaHvem pana OTKasa B nposegeHMn 3KCNEPTU3bl J/1IEKAPCTBEHHOINo CcCpeacrtea AnA
BETEPMHAPHOrO MNPUMEHEHUNA ABNAeTCA npeacTaB/lieHne OOKYMEHTOB, YKa3aHHbIX B 4actax 1 m 3
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HacToALLEeN CTaTbM, B HEMONHOM 06bEME UM OTCYTCTBME B NPEACTaB/AEHHbIX OKYMEHTaxX A0CTaTOYHbIX
CBeAEHUI, noaTBep:KAaloWMNX HeobXoAMMOCTb BHECEHWA W3MEHeHuI, nuMbo HenpeacTaBaeHMe
3anABUTE/IeM B YCTaHOBJIEHHbIV CPOK OTBETa Ha YKasaHHbIM B 4YacTv 4.1 HacToAwen cTaTbM 3anpoc
YNOJIHOMOYEHHOTo pesepanbHOro opraHa UCMOIHUTEIbHOM BIacT.

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

6. JKCnepTM3a NIeKapCTBEHHOTO CPeACTBa AN BETEPUHAPHOrO MPUMEHEHUA B LENAX BHECeHUA
M3MEHEHWUA B [OKYMEHTbl, COAeprKaliMeca B PernmcTpaumMoHHOM [OCbe Ha 3aperncTpUMpoBaHHbIN
NIeKapCTBEHHbIM nNpenapaT [AnA BeTePUHAPHOro MPUMEHEHMA, OCYLLEeCTBAAeTcA B NOPALKeE,
YyCTaHOB/IEHHOM cTaTbel 24 HacToAwero PeaepanbHOro 3akoHa.

6.1. B cpoK, He nNpeBblWatoWwmii 4ecAaT pabounx gHel co AHSA NOoAyYeHMs 3aK/IYeHNa KOMUCCUU
3KCMEPTOB MO pesy/sbTaTamM YKa3aHHOW B YacTW 2 HACTOAWEN CTaTbM 3KCMEpTU3bl, YNOJHOMOYEHHbIN
deaepanbHbIii OpraH UCNONHUTENbHOW BAACTU:

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

1) npuHUMaEeT pelleHne O BHECEHUM W3MEHEHU B [AOKYMEHTbl, codep)Kalueca B
PErncTpaLMoOHHOM [0Cbe Ha 3apernmcTpuMpOBaAHHbLIA NEKAPCTBEHHbIN MpenapaT AAA BeTepPUHAPHOro
NPUMEHEHUS, UM 06 OTKase BO BHECEHUWN TAKUX NUSMEHEHWIA;

2) BHOCWT B roCy4apCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPEACTB Ha OCHOBaHMM PeLleHNA O BHECEHMM
M3MEHEHNA B [JOKYMEHTbI, COAEpXallMeca B PerucTpaLMoOHHOM [0Cbe Ha 3aperucTpuMpoBaHHbIN
NeKapCTBEHHbIN NpenapaT ANA BETEPUHAPHOTO NPUMEHEHNA, HeObX0AMMble U3MEHEHMA U BO3BpalLaeT
3TW JOKYMEHTbI 3aABUTENIO;

3) BblAaeT 3aABMTE/NIO HOBOE PErucTpaLMOHHOE YA0CTOBEPEHME JIEKAPCTBEHHOMO npenaparta aas
BETEPMHAPHOIo NPUMEHEHUS B C/ly4ae HEOBXOAMMOCTU U3MEHEHMUA CBEAEHUN, COAEPKALLMXCA B HEM, C
COXpaHeHMeM HOMepa paHee BblJAHHOMO pPErucTPauMoOHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOrO
npenapara 415 BEeTEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH dPepepanbHbim 3akoHoM oT 02.08.2019 N 297-03)
(yacTb 6.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-3)

6.2. B cnyyae BHeCEHMA U3MEHEHWIA B LOKYMEHTbI, COAEPKALLMECA B PErmcTpaLMOHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIM  JIEKAPCTBEHHLIN MNpenapaTt AAA BETEPUHAPHOIO MNPUMEHEHUs, B 4acTu,
Kacalolenca Mu3MeHeHuss u (Mau) [OMNOSIHEHUSA TMPOM3BOACTBEHHOW MJIOWAAKM NIEKAPCTBEHHOTO
npenaparta, Npu NpeACcTaBAeHUN 3aABUTENEM B COOTBETCTBUM C MYHKTOM 3 YacTu 1 HacToAllei cTaTbu
KOMUW peLleHna YyNnoAHOMOYEHHOro denepanbHOro opraHa WMCNOAHUTENIbHOM BAacTM O MPOBEAEHUU
WMHCNEKTUPOBAHUA NPOU3BOANTENA NIEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIA B YacTu 6.1 HacToAwen
CTaTbW, NPUOCTAHABANBAETCA CO AHA NOJYYEHUA 3aKNOHEHUA KOMMUCCUM IKCMEPTOB A0 AHA MPUHATUA
YNOJIHOMOYEHHbIM defepasibHbIM OPraHOM UCMONHUTENBHOM BNACTU PELLUEHNSA O Bblaadye nam 06 oTkase
B BblJaye 3aK/OYEHUA O COOTBETCTBMM NPOU3BOANUTENA NEKAPCTBEHHbIX CPEeACTB TPeboBaHMAM NpPaBUA
HaZ/iexKallein NpoM3BOACTBEHHOW NPAKTUKKU, HO He 6osiee YeM Ha CTO BOCEMbAECAT Pabounx gHew.
(yacTb 6.2 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM A/is OTKasa BO BHECEHMW W3MEHEHWIA B [AOKYMEHTbl, COAEprKalimecs B
PernmcTpauMoHHOM [0Cbe Ha 3apernmcTpMpOBaHHbLIA NEKAPCTBEHHbIM MNpenapaT Aaa BeTepUHapPHOro
NpPUMeHeHWs, B Cy4Yanx, He TpebyloLWmnx NPoBeAEHNA SKCNEPTU3bl IEKAPCTBEHHOTO CPeacTBa, ABAAETCA
npeacraB/ieHne AOKYMEHTOB, YKasaHHbIX B YacTaAx 1 M 3 HacToAwen cTaTbM, B HENOAHOM O0b6beme Uau
OTCYTCTBME B NpPeACTaB/lEeHHbIX AOKYMEHTaX CBEAEHWUIN, KOTOpble AOJIKHbI ObiTb B HUX OTPaXKeHbl, M60
HenpeacTaBAeHWe 3afBUTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 4.1 HacToALwed
CTaTbW 3aMnpoc ynosHOMO4YeHHOro desepanbHOro opraHa UCNOIHUTENbHOM BACTHU.

(yactb 7 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM A/ OTKa3a BO BHECEHWW W3MEHEHW B [AOKYMEHTbI, COAep’Kalimecs B
PerncTpaunoHHOM A0Cbe Ha 3apermcTpMpPOBaHHbIA /JIeKAPCTBEHHbIM npenapaTt A1A BeTepuMHapPHOro
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NPMMEHEHUA, B Caydasx, Tpebylolwmx NpoBeaeHUa 3KCNepTU3bl NEKapCTBEHHOIO CPeACTBa, ABAAeTCcA
3aKNloYeHMe YMNOoNHOMOYEHHOro defepanbHOro opraHa MCMOAHUTENbHON BAACTM O BO3MOMKHOCTU
CHUXKeHMA 6e3onacHOCTH, KauyecTBa, 3GPEKTUBHOCTM IEKAPCTBEHHOIO NpenapaTta BC/ieACTBUE BHECEHUA
N3MeHEHW B yKa3aHHble JOKYMEHTbI, 0TKa3 yNOJHOMOYEHHOTO ¢pefepasibHOro opraHa UCMOJIHUTENbHOM
BNACTW B Bblaye 3aK/OYEHMA O COOTBETCTBUM NMPOU3BOAUTENSA JIEKAPCTBEHHbIX CPeACTB TPeboBaHUAM
NpaBu/ Haane)kawen Npon3BOACTBEHHOM MNPAKTUKU B C/y4ae WM3MEHeHWs W (Man) [onosIHeHus
NPOW3BOACTBEHHON N/OWAAKM NEKapCTBEHHOro npenapaTa, eciv NPOU3BOACTBO JIEKAPCTBEHHOMO
npenapara 41s BETEPUMHAPHOIro NPMMEHEHMA OCYLLECTBAAETCA 33 npeaenamm Poccuiickoli ®eaepaumuy,
WAWN OTCYTCTBME STOrO 3aKNHOYEHUS.

(yacTtb 7.1 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

8. [onycKaeTtca obpalleHne NeKkapcTBEHHbIX NPENapaToB A/ BETEPUMHAPHOrO NPUMEHEHUA A0
UCTEYEHUA CPOKa rogHOCTH, NPOU3BEAEHHDBIX B TEUEHWE CTa BOCBMUAECATU AHEN NOcae AaTbl NPUHATUA
YNONIHOMOYEHHbIM pesepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU PeLLEHMA O BHECEHUN U3MEHEHUI
B AOKYMEHTbI, CoAepKalmeca B PermcTpaLMoHHOM AOCbE Ha IeKapCTBEHHbIW NpenapaT, B COOTBETCTBUU
c uHbopmaumen, cogeprralleiica B JOKYMEHTax PErMCcTPaLMOHHOIO A0Cbe Ha JIeKapCTBEHHbIM NpenapaTt
00 [aTbl NPUHATUA TAKOTO peLleHunA.

(yacTb 8 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CratbAa 32. OTMeHa rocygapCcTBEHHOM perncTpauum 1IeKapcTBEHHOro npenapara

PeweHne 06 oTMeHe rocyaapCTBEHHON PerMcTpaLmmn NeKapcTBEHHOro npenapara U UCKAKUYeHUM
NleKapcTBEHHOro npenapaTta M3 rOCYAapCTBEHHOrO peectpa /1eKapCTBEHHbIX CPeACTB MpUHMMaETCA
YMNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTENbHOM BAACTU B CayYae:

1) npeactaBneHMA  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasbHbiM  OpPraHom
WCNONHUTENbHOM BNACTM 3aKNOYEHUA O PUCKe MAM 06 yrpose 340POBbLIO, KMU3HM YesoBeKa MU
XMBOTHOTO NpU NPUMEHEHUN NeKapCTBEHHOro npenaparta, npesbilWalowmx ero 3¢pdeKTUBHOCTb, Mo
pe3ynbTaTam OCYLLECTBAAEMOro MM MOHUTOPMHIa 6€30NacHOCTM IeKapCTBEHHOrO Npenapara;

2) nopaun gep:katenem UM BRagenbLUEM PerncTpaumoHHOro yAOCTOBEPEHMA NIEKAPCTBEHHOMO
npenapata WAW YNONHOMOYEHHbIM UM APYTMM  OPUANYECKMM /UMLOM 3anBfeHMA 06 OoTmeHe
rocyapCTBEHHOM PerMcTpaumnm NeKapcTBEHHOro npenapaTa;

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

3) HenoATBEPKAEHWNA TOCYAAPCTBEHHOM PerucTpaLmMm NeKapcTBEHHOro npenapara no McTeyeHmu
CPOKa AeNCcTBUA PerncTpaLMoHHOrNo YAOCTOBEPEHUA, BbIAAHHOMO HA NATbL JIET;

4) HenpeactaBneHUsa 3asaBuTeNemM  UHPOPMaUMK, KOTopas MOXEeT noBaedb 3a cobol
HeobX0AMMOCTb BHECEHUA M3MEHEHUN B AOKYMEHTbI, COAEpPNKallMecs B PerncTpaLMoHHOM AO0Cbe Ha
3aperucTpupoBaHHbI  NEKApPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAuaTM pabounx AHeld co AHA
HaCTynieHna 3TUX U3MEHEHMI;

5) ocyluecTBneHns rocyaapCcTBEHHOW perncrTpauumn JIeKapcTBEHHOro npenapaTta noj TOProBbim
HaMMeHOBaHMEM 3aperncTpMpPoBaHHOIO paHee Mo 3TUM TOProBbiM HAaMMEHOBAHMEM NIEKAPCTBEHHOTO
npenapara, OT/IM4aloLEeroca KayecTBeHHbIM COCTaBOM AeNCTBYHOLINX BELLECTB;

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

6) ocyLLeCTBNEHMSA rocyAapCTBEHHOM perncTpauumn o4HOro U TOTo e IeKapcTBEeHHOro npenapara B
OTHOLWUEHUM OOHOTO WM TOrO Xe JepKaTena WAW BRageNbla PervcTpaunoHHOro yAoCTOBepeHUus
NleKapCTBEHHOro npenapata B BuAe ABYX M 6osiee NeKapCTBEHHbIX MPenapatoB Mo pPas/MYHbIMU
TOProBbIMM HaMMEHOBAHUAMU;

(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BbIHECEHMA CYA0M PeLLeHMA O HapyLLeHUM Npas NpaBoobiaaatens 06beKToB UHTENNEeKTYaNbHON
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cobcTBEHHOCTM NPy 06paLLEHMM NEKAaPCTBEHHbIX CPEACTB;

8) oTCyTCTBUA NeKapCcTBEHHOrO NpenapaTa B obpallueHnn B Poccuitickoi deaepalmm B TedeHue Tpex
n bonee ner;
(n. 8 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHUS JepXaTeNem WAN  BNAfleNbLEeM  PErncTPaLMoOHHOro  yA0CTOBEepeHus
JIeKapCTBEHHOrO NpenapaTta AM60 YNOJIHOMOYEHHbIM UMUK APYTUM HOPULANYECKUM INLOM MEPONPUATUI
no obecrneyeHnto 6e30MaCHOCTM JIEKAPCTBEHHbLIX MNPENapaToB, YCTAHOB/EHHbIX YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNONHUTENIbHOWM BACTU B COOTBETCTBMM C YacTAMM 3 U 4 cTaTbM 64 HacToALWEero
denepanbHOro 3aKoHa, B paMKax OCyLLeCTBIeHNA GapMaKoHaA30pa;

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

10) oTKasa pgeprkaTens WAW BNAAEeNbLA PErucTpPaLMOHHOrO YAOCTOBEPEHUA /IEKAPCTBEHHOMO
npenapata AMb0 YNnoNHOMOYEHHOTO MMW APYroro HPUAMYECKOro MuUa OT BHECEHUA U3MEHEHUN B
WMHCTPYKLMIO MO MPUMEHEHUIO JIEKAPCTBEHHOrO MpenapaTta, KacalowmxcA HOBbIX NOATBEPKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUYMHEHMA BPeaa 340PO0BbI0 YENOBEKA UM HKMBOTHOMO BCAEACTBME NPUEMA
JIEKapCTBEHHOrO npenapara npesbilwaeT 3¢PeKTUBHOCTb ero NPUMEHEHUA.

(n. 10 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2023 cT. 32 gononHsetca n. 11 (®3 o1 27.12.2019 N 475-3).

CtaTtba 33. FlocyAapCcTBEHHDIN peecTp JIeKapCcTBEHHbIX CPeacTB

1. TocyaapcTBeHHbI peecTp /IeKapCTBEHHbIX CPeACTB COAEPKWUT NepeyeHb JIeKapcTBEHHbIX
npenapaTos, NpoLleAWnX rocyaapCcTBEHHY0 perncTpaumio, nepedeHb GpapmaLeBTUYECKMX CybCTaHLMiA,
BXOZALLMX B COCTAB JIEKAaPCTBEHHbIX MPENapaTos, M caeaytoLyo nHbopmaumio:

1) B OTHOLWEHUM NIeKaPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHWEe JIeKapCTBEHHOIO npenapata (MeXAyHapogHOoe HernaTeHTOBaHHOe, WK
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HaMMEHOBaHUA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHaA popma C yKaszaHMem A03MPOBKM IEKaPCTBEHHOrO NpenapaTa M ero Ko/iMyecTea B
NoTPebUTENbCKON YNAaKOBKE;

B) HAMMeHOBaHMWe AeprKaTena uan Bnagenbla PerncTpaLMoHHOro yA0CTOBEPEHNA IeKapCTBEHHOTO
npenapaTta u cBeAeHUs O pPerucTpauun aepxaTtens Uav Bnagesbla PerucTpaumoHHOro yaocToBepeHus
JleKapCcTBEHHOro Npenaparta 414 MegULMHCKOro NPUMEHEHUA B KaYecTBe Ha/loronaatesbliMKa B CTpaHe
pervcTpaumnn (o8 POCCUNCKUX HOPUANYECKUX NUL, - MAEHTUDMKALMOHHbIA HOMep HanoronaaTe blinKa
(MHH), ans MHOCTPaHHbIX IOPUANYECKUX UL, - CTPaHa perncTpaumm, HauMeHoBaHWe PEerucTpUpyIoLLEro
opraHa, permcTpaLMoHHbIN HOMep, Ko HasloronnaTeNbliMKa B CTPaHe pernctpaumm (MHKopnopauuu) uam
ero aHasnor);

(nn. "8" B peq,. PepepanbHOro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMeHOBaHWeE U aApec MPOU3BOANUTENS IEKAPCTBEHHOIO NPenapaTta U CBeAEeHUA O perncTpaunm
NpoM3BOAUTENA NIEKAPCTBEHHOrO Mpenapata A48 MEeAMUMHCKOTO MPUMMEHEHMs B KayecTse
HasioroniaTenbluMKa B CTPaHe perncTpaumm (4na poccMmncKUX IpPUANYECKMX UL, - MAEHTUOUKALNOHHDIN
Homep Hasnoronnatenblimka (MHH), ONA MHOCTPaHHbLIX OPUAMYECKMX AUL, - CTpaHa perucTpauuu,
HauMeHOBaHWe PErnCTPUPYIOLWLEro OpraHa, PermcTPaLMOHHbIA HOMEpP, KOA HanoronnaTebluKa B CTpaHe
pernctpauuu (MHKopnopaumun) Unm ero aHanor);

(nn. "r" B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-d3)
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A)  ¢dapmakoTepaneBTMYeckas pynna, Koj, J/IeKapCTBEHHOro npenapata NO aHAaTOMO-
TepaneBTUYECKO-XMMUYECKOM  Knaccudukauum, pekomeHAoBaHHOM  BcemumpHoM  opraHusaumeit
3/1paBOOXPaHEHMA;

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

€) NnoKasaHuA 1 NPOTUBOMOKAa3aHUA K NPUMEHEHUIO IEKaPCTBEHHOrO Npenapara;
) NnoboYHbIe AeCTBUA NeKAapPCTBEHHOro Npenapara;

3) CPOK roAHOCTU IEKAPCTBEHHOIO NpenapaTa;

W) YCNOBUS XPaHEHMA IEKAPCTBEHHOTO Npenapara;

K) YyCIOBUSA OTMYCKa IeKapCTBEHHOrO NpenapaTa;

N) HoMmep dapmakonemHoih cTaTbM WMAM B CAyyae ee OTCYTCTBUMA HOMep HOPMaTUBHOM
OOKYMeHTauum nMbo HOPMaTMBHOTO AOKYMEHT];

M) [aTa rocyfapCTBEHHOW perncTpaumy NeKapcTBEHHOro npenapaTta M ero PerucTpaumoHHbIN
HOMep, AaTa 3aMeHbl PerMcTpaLMoHHOro YAOCTOBEPEHMA NIeKaPCTBEHHOro npenapata Ha 6eccpoyHoe
perncTpauMoHHoe YAO0CTOBEPEHWME NEeKapCTBEHHOrO npenapata, gaTa Nogayy  3anABJEHUs O
NOATBEPXKAEHUM TOCYAAPCTBEHHOW pPerncTpaumMmM NeKapCcTBEHHOro npenapaTa, J4aTta  OTMEHbI
rocyAapCTBEHHOW PerncTpaumnmn 1eKapcTBeHHoOro npenapara;

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

H) KauyecTBEHHbIA COCTaB WU KONMYECTBEHHbIN COCTaB AENCTBYIOLMX BELLeCTB U KayeCTBEHHbIN
COCTaB BCMOMOTraTe/IbHbIX BEL,ECTB IeKapCTBEHHOIO NpenapaTa;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHbOopMaLMsa 060 BCeX pa3pelleHHbIX BUAaX BTOPUYHOM (NoTpebuTenbCcKo) yNnakoBKu;
(nn. "o" BBeaeH PenepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-93)

n) Aata NPUHATUA PELUEHMA O BO3MOMKHOCTM PacCMaTPWMBaTb JIEKAPCTBEHHbIM npenapaTt npu
rocyAapCTBEHHOM perncTpaumnm B Kauectse opdaHHOro IeKapcTBEHHOTo NpenapaTa (419 1IeKapcTBEHHbIX
npenapaTos ANA MeAULMHCKOro MPUMEHEHMSA);

(nn. "n" BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa ot
27.12.2019 N 475-93)

p) HanuMume NeKapCTBEHHOro npenapata B MNepeyHe KU3HEHHO HeOobXOAMMbBIX U BarKHEMLMX
JIeKapCTBEHHbIX NpenapaToB (410 IeKapCTBEHHbIX NPenapaToB 419 MeANLNHCKOTO NPUMEHEHNA);
(nn. "p" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PegepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HannumMe B NEKApPCTBEHHOM MpenapaTe HapKOTUYECKUX CPeACTB, NMCUXOTPOMHbIX BELLECTB U MX
NpeKypcopoBs, NoaerKalmx KOHTpo o B Poccuiickoit Pegepaumm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickoin Pegepaumm, mexayHapoaHbimum gorosopammn Poccminckon Peagepaumm, B Tom umcne EanHom
KOHBEHUMEN 0 HapKoTMyeckux cpeactBax 1961 roga u KoHBeHUMeEN 0 NCUXOTPONHbIX BewecTeax 1971
roga;

(nn. "c" BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

T) umHbopmauMa O TOM, ABAAETCA /AW AaHHbIA NEKapCTBEHHbIM npenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NPenapaTom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBegeHnAa o nogade 3aAaBneHnAa O BHECEHUU W3MEHEHUI B AOKYMEHTDbI, cogepKawuneca B
perncTtpatlMoOHHOM 0Cbe Ha ﬂeKapCTBeHHblﬁ npenapart,


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20F1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1092D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1692D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D70A1A92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDA598DC7B256EB0628298A7489F9E5B0AEA7EEEE5D70F1092D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D70A1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61B8A897DB75256EB0628298A7489F9E490AB272ECE2C90E158786DA1Fa824K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61B9AC91D07C256EB0628298A7489F9E490AB272ECE2C90E158786DA1Fa824K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1592D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D20C1A92D08B59D030CD32B467E62868BC35aB21K

(nn. "y" BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)
¢) ytpatnn cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAeHMA 1eKapCTBEHHOTO Npenapara B rpaAaaHcKuii 06opoT;
(nn. "x" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLWEHNN PpapmMaLEBTUYECKUX CyBCTaHUMIA:

a) HaumeHoBaHMe ¢apmaLeBTUYECKOM CybCTaHUMKM (MeXAyHapoaHOoe HenaTeHTOBaHHOe, WM
rpynnuMpoBOYHOE, NN XMMUYECKOe M TOProBoe HaMMeHOBaHMSA);
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe M aapec npoussoauTensa GapmaLeBTUYECKon cybcTaHLMuY;
B) CPOK roAHOCTM dpapmaLeBTUYECKOM CybCTaHLMK;
r) ycnosua xpaHeHuA dapmaLeBTMUYECKON cybcTaHUmu;

A) Homep dapmaKkonerlHoM cTaTbM WAM B C/lyyae ee OTCYTCTBMA HOMEP HOPMATUMBHOM
AOKYMEHTauumn AMb6o HOPMaTUBHOTO IOKYMEHTA;

e) Hannume dapmaLeBTUYECKOWN CYBCTaHUMKM B NepeyHe HAPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYpPCOpOoB, Noanexalimx KOHTpoato B Poccuiickoit Pepepaunun, B COOTBETCTBUM C
3aKoHOZaTeNbcTBOM  Poccuitickon  degepaumu,  MexAyHapoaHbIMM  Aorosopamu  Poccuitckomn
depepaunn, B Tom Yncie EgMHON KOHBEHLMEN O HapKOTUYECKNX cpeacTBax 1961 roga n KoHeeHuwmel o
NCMXOTPOMHbIX BewecTeax 1971 roaa.

(nn. "e" BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. dapmauesTnyeckaa cybctaHUMA, NPOM3BEAEHHAA ANA peanm3aumm, MOXKeT BbiTb BKIHOYEHA B
rocyAapCTBEHHbIN peecTp /NeKapCcTBEHHbIX CPeACTB Ha OCHOBAaHMM 3asBAeHMA paspaboTyMka wuaum
NpoM3BOAUTENA NIEKAPCTBEHHOro cpeactBa AM60 YNOAHOMOYEHHOTO MMWU OPUAMYECKOro Auua npu
YCNOBUM NPOBEAEHNA B OTHOWEHUM TaKoW dapmaueBTUYECKON cybCTaHUMM 3KCNepTU3bl KayecTsa
dbapmaueBTUYECKOM cybCTaHLMM B NOpPAAKe, YCTAHOBAEHHOM cTaTbelt 34 HacToAwero dPeaepanbHoro
3aKoHa. B oTHOweHWW dQapmaLeBTUYECKMX cybCTaHUMI, Npou3BedeHHbIX ANA peanusaumuu, B
rocyAapCTBEHHOM PEECTPE IeKAaPCTBEHHbIX CPeACTB COAEPHKUTCA caeaytolan nHbopmaumsa:

1) HammeHoBaHWe apMaLeBTUYECKOM cybCTaHUMM (MeKAyHapo4HOEe HenaTeHTOBaHHOe, WAU
rPynnMpoOBOYHOE, UM XMMUYECKOEe Y TOProBoe HaMMeHOBaHMWA);

2) HaMmeHOBaHMUe, agpec npomssoanTens GapmaueBTUYECKON cybCTaHLMK, a TaKKe B OTHOLLEHUN
NeKapCTBEHHbIX CPeacT8 A/17 MeAULMHCKOro NPUMEHEHMUs CBEAEHWS O PerucTpauuun npousBoauTens
dapmaueBTUYecKoi cybCTaHUMM B KayecTBe HasoronaatenbliMka B CTpaHe peructpauumn (gna
POCCUMCKUX OPUAMYECKUX UL - MAEHTUOMKAUMOHHLIA HOmep Hanoronnatenblimka (MHH), ana
MHOCTPAHHbIX OPUAMYECKUX NKL, - CTPaHa perucrpaumu, HaumeHOBaHWE PEerMcTPUPYIOLLEro opraHa,
PerncTpaunoHHbIM HOMEP, KoA, HasoronaaTeNbluMKa B CTpaHe perucrpaumm (MHKopnopaumm) uam ero
aHanor);

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

3) cpok rogHocT hapmaLeBTUYECKOMN CybCcTaHLuu;
4) ycnosus xpaHeHMa GpapmaL,eBTMYECKOMN cybcTaHumu;

5) Homep ¢apmaKkoneiHoi cTaTbu nMbBO B CcAydyae ee OTCYTCTBMSA HOMEpP HOPMaTUBHOWM
AOKYMEHTaUMM UAN HOPMATUBHOTO AOKYMEHTa;

6) Hannune dapmaueBTUUYECKON cybCTaHLMM B NepeyHe HapKOTUYECKMX CPeAcTB, MCUXOTPOMHbIX
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BELLECTB U MX MPEKYPCOpOB, noajexKalmx KOHTpoato B Poccuitckon Pepepaunun, B COOTBETCTBUMN C
3aKoHoZaTeNnbCcTBOM  Poccuiickon  degepaumu,  MexAyHapoAHbIMM  AoroBopamu  Poccuitckom
depepaunu, B Tom uncne EaMHoON KoHBEHUMEN O HapKOTUYECKUX cpeacTBax 1961 roga n KoHBeHumen o
NCUMXOTPOMHbIX BewecTeax 1971 roaa;

7) pata BKAoYeHUA dapmaLeBTUYECKOW CyOCTaHLMU B rOCYyAapCTBEHHbIN PeecTp SIeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHUA U3MEHEHUN B AOKYMEHTbl dapmaueBTUYecKol cybcTaHuuMn, AaTa UCKAOYEHUS
dapmaLeBTMYECKOM CybCTaHLLMKM N3 TOCYAapPCTBEHHOTO PeecTpa NEKAPCTBEHHbIX CPEACTB.

(yacTb 2 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. NopAanoK BeaeHMA rocyfapCTBEHHOrO peecTtpa /JIeKapCTBEHHbIX CPeacTB AN1A MeLUUMHCKOro
npumeHeHnAa wn nopAaaoK BeadeHUA ToCyaapCTBEHHOINO peectpa  J1EKApPCTBEHHbLIX CpeacTts  AnA
BETEPUHAPHOIoO MNpUMeHeHUA YTBEPHKOAKTCA COOTBETCTBYHOWLMM YMNO/THOMOYEHHbLIM cbe,u,epaanblN\
opraHom WUCNOSIHUTENbHOW BNACTW.

Cratba 34. BKaloueHue B rocyAapcTBEHHbIA peecTp /1IeKapCTBEHHbIX CPEACTB U UCKIOUYEHUe U3
rocyapcrBeHHOro peecTtpa  NeKapcTBEHHbIX cpeacTB  ¢apmaueBTUYECKOM cybcTaHuum,
npousBeAeHHOU ANA peannsauum
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BKAoYeHUs dapmaLeBTUYECKON CcybCcTaHUMKM, MPOU3BEAEHHOM A/1a peanusauun, B
rocy4apCTBEHHbIV PeecTp IeKapCTBEHHbIX CPeacTB, MPOBOANTCA SKCMEPTM3a ee KayecTBa.
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. 3KcnepTM3a KayecTsa YKaszaHHOM B YacTu 1 HacToswel ctaTbk dapmaueBTUYECKOM cybcTaHLmu,
COCTaB/ieHME KOMMUCCUEN SKCMEePTOB 3aKNoUYeHUI No pe3yabTaTam 3TOM 3KCNepTU3bl U UX Hanpas/ieHue B
YNO/IHOMOYEHHbIN  deaepanbHblit opraH WUCNONAHUTENbHOW BAacTU OCYLLECTBAAKOTCA B CPOK, He
npesblllaloWMiA  WecTUaecATM paboumx AHe Co AHA MOAYYEHUS IKCMEPTHbIM  yypexaeHnem
COOTBETCTBYIOLLEro 3aJaHusA YNoAHOMOYEeHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOW BAACTU U
cnefyowmx AOKYMeHTOB (cBeaeHuiA):

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

1) cBegeHMA o gaTe NpefoCTaBAEHUA U PErMCTPALMOHHOM HOMEPE NULIEH3MN Ha NPOM3BOACTBO
JNIeKapCTBEHHbIX CPeACTB WMAM CBeAEHMA O JaTe npenocTaB/ieHMA W PerncTpauMoHHOM Homepe
3aK/IIOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM  npaBun
HaZ/e)Kallei Mpou3BOACTBEHHOW NPAKTUKKU, BbIAAHHbLIX (MPefoCTaBAEHHbIX) YMNOAHOMOYEHHbIM
denepanbHbIM OpPraHOM WCNONHUTENIbHON BAACTW, B C/y4vae, €C/liM NPOM3BOACTBO J1I€KAPCTBEHHOIO
cpencTBa ocylecTsaserca B Poccuiickon depepaunu;

(B pen,. PegepanbHbix 3aKkoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-d3)

2) KonuA [OKYMEHTa, BblAaHHOTO YNOJAHOMOYEHHbIM OpraHom CTpaHbl Mpou3BoAuTens
JIeKapCTBEHHOrO CpeAcTBa M NOATBEPKAAIOLLErO pa3peLleHme NPon3BOACTBA IeKapCTBEHHOrO CpeacTBa,
M ero nepesos Ha PYCCKMIA A3blK, 3aBepeHHble B YCTAHOBIEHHOM MOPAAKE, a TaKXKe KOMUA 3aK04YeHMsA O
COOTBETCTBMM MPOU3BOAUTENA JIEKAaPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBuA  Hag/siexKallehn
NPOV3BOACTBEHHOMN NPAKTUKM, BbIAAHHOTO YNOJHOMOYEHHbIM deaepanbHbIM OpraHOM NUCMONHUTEIbHOM
BNacTU, NMMBO KOMUA pelleHMsa YNOoAHOMOYEHHOro defepanbHOro opraHa MCNOAHUTENIbHOWM BAacTU O
npoBeAeHUN UHCMNEKTUPOBAHUA NPOU3BOAMTENA NEKAPCTBEHHOrO CPeACcTBa. YKasaHHble AOKYMEHTbI
npeacTaBAAOTCA B C/ydae, ecin NPOU3BOACTBO JIEKAapPCTBEHHOrO CPeAcTBa OCYLLEcCTBAAeTca 3a
npegenamun Poccuiickon degepaumm;

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

3) AOKYMEHT, coAeprKallmii cnegytowme ceegeHuns o papmaLeBTMYeckomn cybcTaHumnm:

a) HaumeHoBaHMe dapmaLeBTUYECKON cybCcTaHUUK, ee CTPYKTypa, obLine CBONCTBa;
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6) HaMmeHOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPOU3BOACTBA C ONMUCaHMEM CTaAMi MPOM3BOACTBA U METOA0B KOHTPOAA Ha BCeX
CTaauAX NPoOU3BOACTBA;

r) onncaHue paspaboTKM NpoLecca NPounsBoACTBEa;

,D,) OonncaHMe KOHTPOIA KPUTUYHECKUX CTa,D,Mﬁ npouecca npoumssoacrtea u npomemyTquoﬁ
npoayKumMu;

€) AOKYMeHTaIbHOE NoATBEPKAEHME (BanmaaLma) NpoLeccos 1 (MAK) UX OLEHKa;
) CBOWMCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XapaKTepucT1MKa npumecei;

n) cneumdmrKauma Ha bapmaLeBTUYECKYIO CyOCTaHLMIO U ee 0B6OCHOBaHME;

K) aHaNUTUYEeCKMe METOAMKM, UCMOb3yeMble MNPW  OCYLLECTBIEHMM KOHTPOAA KayecTsa
dapmaLeBTMUYECKOMN cybCcTaHUNU;

N) AOKYMeHTasibHOoe noATBepKAeHWe (Banaaumns) aHaIMTUYECKUX METOAMK, UCMO/b3YEMbIX NMpU
OCYLLECTB/IEHUWN KOHTPO/IA KayecTBa dapmaLeBTUYECKoM cybcTaHumu;

M) pe3ynbTaTbl aHann3a cepuii dapmaLleBTUYECKOW cybCcTaHLUUu;

H) NepeyeHb CTaHAAPTHbIX 06PA3L0B UAKN BELLECTB, MCMO/b3YeMbIX NPU OCYLLLECTBNIEHMU KOHTPOASA
KayecTBa;

0) onucaHme XapaKTepPUCTMK 1 CBOMCTB YNaKOBOUYHbIX MaTePUanoB MU YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabunbHOCTM GapMaLieBTMYECKOW cybCcTaHuMK;
p) CpoK rogHocTy;

4) LOKYMEHT, coaepKallLmii CBeAEHUA O PErncTpaLLMm NPon3BOANTENSA IEKAPCTBEHHbIX CPEACTB A5
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBE HANOroNaTebWMKa B CTPAHe perncTpauun (4ns poccumcKmx
IOPULMYECKUX NIUL, - MAEHTUPUKALMOHHBIA HOMep Hanoronnatenbwmka (MHH), ana vMHOCTpaHHbIX
IOPULMYECKUX NINL, - CTPAHA PErNCTPaLMM, HAMMEHOBAHWE PErUCTPUPYIOLLErO OPraHa, PermcTPaLMOHHbIMA
HOMep, Ko HaforonaaTeNblMKa B CTPAHE perucTpaunm (MHKopnopauumn) am ero aHanor).

(n. 4 BBegeH depepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ana npoBefeHWAa 3KCNepTM3bl KayecTBa YKasaHHOMW B 4yactm 1 HacToAwei CcTaTbu
dapmaLeBTMUYECKON CyOCTaHLMWU 3aABUTENIb NPEeACTaBAsEeT B YNOJHOMOYEHHbIN denepanbHbli opraH
MCMONIHUTEIbHOW BNACTU:

1) 3asBneHMEe O BKNOYEHMM B TOCYZLAPCTBEHHbLIA PEECTP JIEKAPCTBEHHbIX CPeACTB AaHHOM
dapmaLeBTMYECKON cybCcTaHLMu;

2) Konua AOKyMeHTa, NOATBEPKAAIOLLEro YNAaTy roCyAapCTBEHHOW MOLUIMHBI 33 BK/AOYEHME B
roCyapCTBEHHbIN PeecTp NEeKAapPCTBEHHbIX cpeacTB ¢apmaLeBTUYECKOW cybCTaHUMKM, NPOU3BeAEHHOM
ana  peanusaumu, nMbo No COBCTBEHHOM WHWUMATMBE YKa3aHHbIA [OKYMeEHT. B cnyyae ero
HenpeacTaB/eHMA 3asBUTE/IEM YMNOJIHOMOYEHHbIM denepanbHbli OpraH MCMONHUTENbHOW BAACTK
nposepseT GaKT ynnaTbl rocyAapcTBEHHOW NOLW/INHbLI 3asBUTEIEM C UCMOJIb30BaHKEM MHPopmauumn ob
ynnarte rocygapCTBEHHON MOLW/IMHbI, coaeprKalleinca B focyaapcTBeHHON MHPOPMALMOHHOMN cucTeEME O
rocy4apCTBEHHbIX M MYHUUMMNANAbHbIX NaaTeXax, Ha OCHOBaHMM MpPeACTaBNeHHOW 3asaBMTENEM KOMUK
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AOKYMeHTa, NOATBEPKAAIOLWEro ynaaTy rocyaapcTBEHHOM MOLWANHbI;
(n. 2 B pea. PepnepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) IOKYMEHTbI, YKa3aHHbIe B 4aCcTU 2 HACTOALLEN CTaTbu;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBneHMe O BblAaye paspellieHns Ha BBO3 B Poccuiickyio denepalmio KOHKPETHOW napTuu
HEe3aperncTpMpoBaHHOIO /IeKAapPCTBEHHOrO CpeacTBa, NpeaHasHauYeHHoro Aaa NpoBeAeHUsa YKasaHHOM
3KCNepTm3bl.

(n. 4 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaB/ieHMA C 3afABA€HMEM O BK/OYEHUM B rOCYAapPCTBEHHbIA peecTp
JIEKapCTBEHHbIX CpeacTB ¢dapmaleBTUYECKOW CybCTaHUMW [AOKYMEHTOB, MOATBEPXKAAOWMX ynaaTty
rocyaapcTBEHHOM NOLLU/IMHBI U YKa3aHHbIX B NMyHKTe 2 4acTu 3 HaCTOALLEM CTaTbM, a TaK}Ke BblAaBaeMblxX
(npepoctaBnaembix) YNONHOMOYEHHbIMU  peaepanbHbIMU  OpraHaMn  UCMOJIHATENbHOW  BNacTU
JOKYMEHTOB (CBefieHM), yKasaHHbIX B NMyHKTax 1 n 2 yactu 2 Hactoswein cTaTbM, YNOJHOMOYEHHbIN
desiepanbHbIit OpraH MUCMONHUTENbHOM BNACTU 3anpallMBaeT YKasaHHble [AOKYMeHTbl (cBeaeHus) B
nopaake meXxBegoMCTBEHHOTo MHGOPMaLMOHHOIO B3aUMOAENCTBUA.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 478-13)

4. B TeyeHue gecatn paboumnx gHen co gHA NPUHATUA 3aABNEHUA O BKAIOYEHMM YKa3aHHOM B YacTu
1 HacTosAwel ctaTbl QapmaueBTUUECKON CyOCTaHUMW B TOCYAAPCTBEHHbLIA PEECTp NeKAapPCTBEHHbIX
CPEeAcCTB U AOKYMEHTOB, MEPEYMCTEHHbIX B 4YacTM 1 M NyHKTe 2 4acTM 3 HacToAWwen CcTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNONIHUTEIbHOM BAACTMU:
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) npoBOAMT NPOBEPKY MNOAHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALUMXCA B NPEeACTaBNEeHHbIX
3aABUTENIEM AOKYMEHTAX;
(B pen,. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMaET pelleHne O HamnpaB/JeHMM B IKCMEpPTHOE yypexaeHue 3afJaHusa Ha npoBedeHue
3KCMepTU3bl KAYecTBa YKa3aHHOM B YacTh 1 HacToAwel cTaTb dapmaL,eBTUYECKOM cybCcTaHuMM unm ob
OTKa3e B TAKOM HanpaBAeHuY;

3) yBegoOMAAET B 3/IEKTPOHHOM UM NUCbMEHHON dopme 3aaBUTENSA O NPUHATOM pPeLleHnn UK B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro oTKasa.
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIfABNEHMA HeAOCTOBEPHOCTM CBEAEHWIN, COAEpPrKALUMXCA B MNpeacTaBAeHHbIX
3aABMTENIEM MaTepuManax, ynosHOMOYEHHbIN peaepanbHblii OpraH MCNOHUTENBHOM BAACTU HanpaBasaeT
3aABUTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [laHHbI 3anpoc MOXKeT bbiTb nepeaaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HAMNpPaBAeH MO MoYTe 3aKa3HbiM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOW dopme NO TEIEKOMMYHMKALMOHHBIM KaHanam cBAsu. B ciyyae
HaMNpPaB/AEeHMA AAHHOTO 3aMpoca No NOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHbBIM MO UCTEYEHUN
LIecTu AHel ¢ AaTbl HaNpPaB/eHMA 3aKa3HOro NUCbMa.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4.2. 3anBuTenb 0683aH NpeacTaBUTb OTBET HA 3anpoC yrNoJHOMOYeHHOro denepasbHOro opraHa
WCMONIHUTENbHOW BNACTM B CPOK, He MpPeBblWAoWMiA AeBsaHocTa paboumx AHeN Co AHA MNoayyYyeHus
AaHHoro 3anpoca. CpoK, yKasaHHblM B 4acT 4 HacToALLeN cTaTbW, NPUOCTAHABAMBAETCA CO AHA
HanpaBe/IeHMA 3aABUTENI0 3aMPOCa YNOIHOMOYEHHOrO heaepanbHOro opraHa MCNOAHUTENbHOM BAACTU A0
OHA MOMYYEHMA UM OTBETa Ha AaHHbIN 3aMpPOC U He YYMTbIBAETCA MPU UCUUCIEHUN CPOKA IKCMEepTUsbl
KayectBa ¢apmaLeBTMYECKOM CcybCcTaHUMKM, HEUCNONb3yeMOW MpUM MNPOU3BOACTBE J/IEKAPCTBEHHbIX
npenaparos.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)
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5. OcHoBaHMeM gn1A OTKa3a B HanpaB/IEHUUN B 3KCMEPTHOE yYpeXKAeHMEe 3a4aHNA Ha NpoBeaeHne
3KCNEepTMU3bl KauecTBa yKa3aHHOM B YacTu 1 HacTosALLel cTaTbM dapmaLeBTMyYeckol cybcTaHumm apaseTca
HenpeacTaBAeHNE AOKYMEHTOB, YKA3aHHbIX B 4acTW 2 HacToALWeMN CTaTbM, OTCYTCTBME MHOOPMAaLUM,
noateepxxaatoweir $Gakt ynaaTbl FrocyAapCTBEHHOM MOLWAMHbLI 32 BKAOYeHMe dapmaleBTUYecKomn
cyb6CcTaHUMM, NpoM3BeAEHHON ONA peannsaumn, B rocyLapCTBEHHbIA PeecTp NEeKAPCTBEHHbIX CPEACTB,
HenpeacTaBAeHNEe 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 4.1 HacToAwed
CTaTbW 3aMPOC YNOJHOMOYEHHOTO pesepasibHOr0 opraHa UCNOAHUTENIbHON BAACTU UKW NpeacTaBieHNe
OOKYMEHTOB, He cogepKallunx ncyepnbiBatowwero nepeyHa Heobxoanmbix cBe4EeHUN.

(yactb 5 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

6. B TeyeHMe nATHaAUATM paboymx AHEN CO AHA NOAYYEHUA pPEeLIeHMA YNOJHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTENIbLHON BAACTU O HanNpaBAEHUU B SKCMEPTHOE yUYperKaeHWe 3a4aHnA Ha
NnpoBefEeHME 3SKCMEPTU3bl KayecTBa YKasaHHOM B 4YacTM 1 Hactoswen cratbn dapmaueBTUYECcKOoM
cybCTaHUMM 3aBUTENb NPEACTaBAAET B SKCNEPTHOE yYpeXKaeHne ANnA npoBeaeHna JaHHOM 3KcnepTmsbl
06pasupbl papmaueBTUYECKOKN CyBCTaHLMN B KONNYECTBE, HEOHXOAMMOM ANA BOCNPOM3BEAEHNSA METOA0B
KOHTPO/1A KayecTBa. JKCNepTHOE yupexxaeHne npu noay4yeHmm ob6pasLoB yKasaHHOM B 4acTi 1 HacTosAwel
cTaTb bapmaLeBTUYECKOW CyBCTaHUMM BblAAET 3aABUTENO AOKYMEHT, NOATBEPKAAIOWMNN NoNyYeHne
3TUX 06pa3LOB, U B CPOK, HE NpPEBbIWAKLWMNIN Tpex pabounx AHeKn, yBeAOMANSAET B 3/IEKTPOHHOW MM
NUCbMeEHHOM popme 06 3TOM YNOJIHOMOYEHHbIM deaepasibHbI OpraH UCNOHUTENbHOM Bnactu. 3TU
CPOKM He BK/IOYAIOTCA B CPOK NPOoBeAeHUA AaHHOM 3KCnepTuUsbl.

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

7. IOKyMeHTbI, MOCTYNUBLUNE B SKCMEPTHOE yYypexaeHne AN NPoBefeHNs KCNepTM3bl KauyecTsa
YKa3aHHOM B 4actm 1 HacTosAwelh crtaTbn ¢apmaleBTUYECKON cyOCTaHUMM, nognekat BO3BpaTy B
YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCNOJHUTENbHOW B1IAaCTU OAHOBPEMEHHO C 3aK/IOYEHMAMM NO
pe3ynbTaTam NpoBeAeHHOM 3KCNepTU3bI.

8. B cpoK, He npeBblWAOWNUN NATU pabounx AHEN CO OHA NOJYYEHWUA 3aKNHOYEHUS KOMMUCCUU
3KCMNepToB MO pe3y/bTaTamM 3KCMNepTU3bl KayecTBa YKasaHHOM B 4YactM 1 HacTosiweh cTaTbu
dapmaueBTMUYECKOMN cybCcTaHLUMK, YNONHOMOYEHHbIM deaepanbHbl opraH UCNONHUTENbHOW BNACTU:

1) ocyliecTBAAET OLLEHKY TaKOro 3aK/lo4YeHUs A8 OnpeaesieHns ero CoOTBeTCTBMA 3a4aHMI0 Ha
nposefeHne faHHOW 3KCNepTU3bl;

2) NPUHMMAET peLLleHNe O BKIOUYEHUMN YKA3aHHOM B YacTu 1 HacTosLel cTaTbk GapMaL,eBTUYECKON
cybCTaHUMM B roCcyapCTBEHHbIN PeecTp /IeKapCTBEHHbIX CPeACTB WM pelleHne 06 OoTKase B Takom
BK/IHOYEHWMY;

3) BHOCUT NpPU NPUHATUN PELIEHMA O BK/IOYEHMM YKa3aHHOM B 4yacTM 1 HacToAWEWN CTaTbM
dbapmaueBTUYECKON CybCTaHL MM B rOCYAaPCTBEHHbIN PeecTp IeKAPCTBEHHbIX CPeACTB NPeLyCMOTPEHHYIO
yacTbto 2 cTatbM 33 HacTosAwero depepanbHOro 3akoHa MHopmauuio U yBegomnser ob 3Tom B
3/IEKTPOHHOM MAN NUCbMEHHON dopme 3aaBuUTeN .

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, 01 27.12.2019 N 462-03)

9. OcHoBaHMeM pAnA OTKasa BO BK/KOYEHMM YKa3aHHOM B 4actm 1 HacToswel cTaTbu
dapmaLeBTMUYECKON CcybCTaHUMM B TOCYAAPCTBEHHbIM pPEecTp JIEKapCTBEHHbIX CPeacTB sBAAETCA
3aK0YEHME COOTBETCTBYHOLWErO YNOJHOMOYEHHOro ¢defepanbHOro opraHa UCMNoIHUTENIbHOM BAACTU O
TOM, YTO KayecTBO dbapmaLeBTUYECKOM CyOCTaHLMM He NOATBEPKAEHO NONYYEHHbIMU SAHHBIMU.

(yactb 9 BBeaeHa PepepanbHbiM 3aKoHOM OT 22.10.2014 N 313-03; B pea. PenepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponyckaeTcA BK/IOYEHWE B rOCYAAPCTBEHHbIM peecTp JIeKapCTBEHHbIX CPeACTB O4HOW
dbapmauesTUUYeckoi cybcTaHUMM, NPOM3BEAEHHON ANA peanns3aumm U BbIMYCKaeMO OAHUM U TEM Ke
npoussoguTenem, B Buae AByx U 6oaee peecTpoBbIxX 3anuncei.

(yacTb 10 BBEAEHa DenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)
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11. BHeceHMe N3MeHEeHUI B AOKYMEHTbI Ha GapMaLeBTUYECKYIO CybCTaHLMIO, NPOM3BEAEHHYO ANA
peannsaumm 1 BKIOYEHHYIO B rOCYAapCTBEHHbIA peecTp /NIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAETCA B
nopagke, ycrtaHoBiaeHHom cTateaMu 30 u 31 Hactoawero ®PeaepanbHOro 3akoHa, C ynaaton
rocyAapCcTBEHHOM NOLW/INHbI, NpeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinickon Peaepaumm o Hasnorax
n cbopax.

(yactb 11 BBeaeHa ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. lonyckaeTca obpalyeHne dapmaueBTUYECKUX CyBCTaHLMI, NPOU3BEAEHHbIX ANA peannsaumm,
B TeYEHWe CTa BOCbMWAECATU AHEN A0 W Moc/ie NPUHATUA YNONHOMOYEHHbIM peaepanbHbIM OpraHom
WCNO/IHUTENbHON B/IaCTU PELUEHUA O BHECEHUU WU3MEHEHMUIM B OOKYMEeHTbl Ha ¢$apMaLeBTUYECKYIO
cybCTaHUMIO, NPOU3BEAEHHYIO AJ1A peanu3auumM W BK/AKOYEHHYIO B TrOCYAAPCTBEHHbIA peecTp
NeKapCTBEHHbIX CPeACTB.
(yacTb 12 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

13. PeweHue 06 WCKAIOYEHMM M3 TOCYAAPCTBEHHOrO peecTpa /NeKapCTBEHHbIX CpeacTs
dbapmaueBTUYecKon cybcTaHuMKM, NpousBedeHHON ANA peannsauuun, NPUHUMAETCa YNoJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENbHOM BAACTU B C/y4ae:

1) npeactaBneHMA  COOTBETCTBYHOLIMM  YMNOJIHOMOYEHHbIM  degepasibHbiM  OpraHOM
WCMOJIHUTE/IbHOM B/IACTU 3aKJ/IIOYEHUA O PUCKE MAKM 00 yrpose XKU3HW UAWN 340PO0BbI0 YesioBeKa nbo
YKMBOTHOTO NPW UCNOIb30BaHMM JIEKAPCTBEHHOTO CPEeACTBa;

2) nogaun pa3paboTUMKOM J/IEKapCTBEHHOro CPeacTBa WMAM MPOU3BOAUTENEM N1EKAPCTBEHHOMO
cpeacTsa B0 YNONHOMOYEHHbIM UMK APYIMM IOPUANYECKUM NNLOM 3aAaB/eHUA 06 UCKAIOUYEHUN U3
rocy4apCTBeHHOro peectpa JIeKapCTBEHHbIX CPeAcTs dpapmaLeBTUYECKon cybcTaHL MK, NponsseaeHHoMN
ANA peanvsaumu;

3) oTcyTcTBUA PapMaLeBTUUECKOM cybCTaHLMM, NPoM3BEeAEeHHON ANA peanunsaLmm, B obpaleHnn B
Poccuitckoit Pepepaumm B Te4eHUe Tpex u bonee nert.
(yactb 13 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PeaepanbHbiii 3aKoH o1 22.12.2014 N 429-93.

Cratba 36. OG6)anoBaHue peweHuMs 06 OTKase B Bblgave paspelieHUs Ha NpoBeaeHue
KAMHUYECKOro UcCnefo0BaHUA NeKapCTBEHHOro npenapara, peweHua o6 oTkase B rocyfapCTBeHHOMM
perncTpaumm NEeKapCTBEHHOro npenapata, 3aK/AUYeHUA KOMUCCUM IKCMEPTOB IKCMEPTHOro
yuypexXaeHuAa uam 3aknroyeHusa coBeTa no aTuke

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

PelweHne COOTBETCTBYIOWErO YNOAHOMOYEHHOTO dpeaepasbHOro opraHa UCNOIHUTENbHOM BAAcTU
06 OTKase B Bblgaye paspelleHMs Ha MNpoBeAeHMEe KAMHUYECKOrO WCCNefO0BaHUA NEeKapCTBEHHOrO
npenapaTta, pelleHMe YyKasaHHOro ¢eaepanbHOro opraHa WMCNOAHWUTENbHOW BAacTM 06 OTKase B
rocyAapCTBEHHOW perncTpaumMmM NeKapcTBEHHOTo npenaparta, 3aKAl4YeHMe KOMMCCUM  3KCNepToB
3KCMEPTHOMO YYperKAeHUA WAM 3aK/A0YEeHWE COBETa MO 3TMKE MOKeT bbiTb 06)KanoBaHO B MOpAAKe,
YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickolt depepaumun. 3akaloueHMEe KOMMCCUMM 3KCMepToB
3KCMEPTHOMO YUYPEKAEHUA O B3aMMO3aMEHAEMOCTU JIeKaPCTBEHHbIX MPenapatos A8 MeAMLMUHCKOro
NPMMeHEeHUA B0 O TOM, YTO JIEKAPCTBEHHbIM NpenapaT 418 MeAULMHCKOrO NPUMEHEHUA He ABAAeTCA
B3aMMO3aMeHAEeMbIM, MOXeT 6biTb 06)KafoBaHO AepKaTeseM WAM BAaAe/bLeM PerncTpaumoHHOro
YAOCTOBEPEHUS IeKapCTBEHHOTO NpenapaTa B YNoJIHOMOYEHHbIN deaepanbHbili OpraH UCMOHUTENbHOM
B/1aCTWN, KOTOPbIM NPUBIEKAET K PACCMOTPEHUIO YKAa3aHHOM Kanobbl NoABEAOMCTBEHHbIE €My HayyHble
opraHuMsaumMmM u obpas3oBaTesibHble OpraHM3aummu BbiClLEro 06pa3oBaHWMA,  OCyLLeCTBAAIOLWME
AesTenbHOCTb B chepe 0b6palieHMA NIeKApPCTBEHHbIX CpPeacTB. 3aK/loYeHMEe KOMMCCUMM 3KCMepToB
3KCMEPTHOTO yuyperkaeHuns, odopmMIeHHOe MO WUTOram nepecMoTpa O063KaNoBAHHOIO 3aK/YeHus
3KCMepTa, MOXKET BbITb OCMOPEHO AeprKaTesnem MW BNafesbLeM PerMcTpaumoHHOro yA0CTOBEPEeHUn
NleKapcTBEHHOro npenapata Anb0 YNONHOMOYEHHbIM MMM JIMLOM B MOpPSZAKE, YCTAaHOBAEHHOM
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3aKoHogaTenbcTBOM Poccuitickoin ®egepaumn. Tpu  063KanoBaHUM  peLUEHUA  YNOJHOMOYEHHOIO
denepanbHOro opraHa MCNONHWUTENbHOW BAACTW, 3aK/AOYEHMA 3KCMepTa WMAM KOMWMCCUM 3KCMepToB
3KCMEePTHOTO YUYpENKAEHMSA, 3aK04EHNA COBETA MO 3TUKE AeprKaTesb UK BNagenel, perncTpauMoHHOro
YO0CTOBEPEHMA NIEKAPCTBEHHOIO npenapaTta AM60 yNnoAHOMOYEHHOE MMM JIMLO BrnpaBe NpencTaBUTb
pe3ynbTaTbl 3KCMEPTMU3bl JIEKAPCTBEHHOrO MpenapaTta, NPOTOKO/bl MOMYYEeHHbIX aKKPeaUTOBaHHbIMU
ncnblTaTeIbHbIMKU NabopaTtopusamm (LeHTpaMm) pesynbTaToB UCCIeL0BaHWUM, UCNbITAaHUIA.

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

Cratba 37. UHPopmauuma, CBA3aHHAA C OCYLLECTB/IGHUMEM rOCYAAPCTBEHHOWN perucrpaumum
NIeKapCTBEHHbIX NpenapaTos, UHGOPMaALUA O 3aPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX NpenapaTtax M
JIeKapCTBEHHbIX NPenapartax, MCK/IIOYEHHbIX U3 roCyAapCTBEHHOIO PeecTpa NeKapCTBEHHbIX CPeACTB

1. CooTBETCTBYOLMIN YNOAHOMOYEHHbIM henepanbHbli OpraH UCMOAHUTEIbHON BNACTU pa3meLlaeT
Ha cBoeM oduuManbHOM canTe B ceTn "UHTepHeT" MHPOPMALMIO, CBA3AHHYID C OCYLLECTBAEHWEM
rocyapCTBEHHOMN perncTpaLmm NeKapcTBEHHbIX NPENAPaToB, B TOM YMC/Ie NPOBEeAEHUEM SKCNEPTU3bI
NIeKAPCTBEHHbIX CPEeACTB (BKAOYAA pe3ynbTaTbl ee NPoBeAeHUs), UHGOPMALMIO O 3aPErncTPUPOBAHHbIX
JIeKAPCTBEHHbIX NPenapaTax 1 IeKapCTBEHHbIX NPENAPATax, UCKNOUYEHHbIX U3 FOCYAAPCTBEHHOTO peecTpa
NIeKAPCTBEHHbIX CPEeAcTB, He no3aHee 4Yem 4epe3 nATb paboumx JHeN co JHA  NoAydYeHwus
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTENbHOWM BAACTU COOTBETCTBYHOLLEN MHDOPMaUUU.
(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-3)

2. CpOoKM M MNOpAAOK pasmMelleHMs YyKasaHHoM B 4actm 1 HactosAwen cratbM MHbOpMaLUn
YCTaHaBAMBAOTCA YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM MUCNONHUTENbHOW BacTu. MHpopmaums,
YKa3aHHaA B YacTM 1 HacToALWEN CTaTbM, ABNSAETCA OTKPbITOM M 0bLenocTynHoM M npepocTasafeTca
3aUHTEPECOBAHHbIM INLL@M B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoin Peaepauymm.

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

Fnasa 7. KIMHUYECKUE UCCNIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AN1A MEAUUMHCKOIo NnPUMEHEHUA, AOrOBOP
OBb UX NMPOBEAEHUN, MPABA NALMUEHTOB, YHACTBYIOLLIUX
B 3TUX UCCNEAOBAHNAX

Cratba 38. KnuHuueckue wuccnepoBaHua JIEKapPCTBEHHbIX Mnpenaparos Aaa MeauuUnHCKOro
npumMmeHeHunA

1. KnMHW4Yeckme nccnenoBaHUs NeKapCcTBEHHbIX NPenapaToB ANA MeAULMHCKOro NpUMeEHEHUsn, B
TOM YnC/ie MeXAyHapoaHble MHOMOLEHTPOBbIE, MHOTOLLEHTPOBbIE, MOCTPErMCTPALMOHHbIE, NPOBOAATCA
B O4HOM WAN HECKONbKUX MEAMLMHCKUX OPraHusaumax B COOTBETCTBUM C MpPaBMIAMWU HagJjerKallel
KAMHUYECKON NPAKTUKK, YTBEPKAEHHBIMW YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCMOHUTENIbHOM
B/1aCTU, COOTBETCTBEHHO B CeAyOWMX Lensax:
(B pen,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHOB/IeHMe 6e30NacHOCTU IeKapPCTBEHHbIX NPenapaToB 418 340P0BbIX 406P0OBOAbLEB U (MNK)
NepeHoCMMOCTM WX  340POBbIMM  A0OPOBONBLAMM, 33 WCKAOYEHUMEM TaKUX  MCCedoBaHUMA
NleKapCTBEHHbIX NpenapaTos, NPou3BeAeHHbIX 3a Npeaenamun Poccuninickon Peaepaunu;

2) nop,60p ONTUMa/IbHbIX AO03NPOBOK JNIEKAPCTBEHHOIO NpenapaTta U Kypca fevyeHna anAa nauyneHTos
C onpeaeneHHbIM 3a6oneBaHmeM, OonNTMUMa/ZibHbIX A03 U CXemM BaKuUMHauuu MMMyHO6M0}10FW—IeCKVIMM
NNeKapCTBEHHbIMUM NpenapaTamun 340P0BbIX AO6pOBOI1bL],€B,‘

3) ycTaHoBneHWe 6e30NacHOCTM IeKaPCTBEHHOrO NpenapaTa v ero appeKTMBHOCTM 414 NaLMEHTOB
C onpegeneHHbim 3abosesaHunem, npodunakTnUyeckor 3GPEeKTUBHOCTY MMMYHOBMONOIrNYECKMX
NleKapcTBEHHbIX NPenapaToB 4/11 340P0BbIX 406POBO/bLEB;

4) n3y4yeHmne BO3MOXKHOCTU pacCllnpeHna NMoKasaHuM AnA megnumMHCKOro npyumeHeHunAa U BbiABNEHUA


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAC96DF7F256EB0628298A7489F9E5B0AEA7EEEE5D70B1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D2071492D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63B8AD97D07B256EB0628298A7489F9E5B0AEA7EEEE5D7081592D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D2071592D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A62BBAE96DF79256EB0628298A7489F9E5B0AEA7EEEE5D70F1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D2071B92D08B59D030CD32B467E62868BC35aB21K

paHee HeNU3BECTHbIX No6OYHbIX AEVICTBVIVI 3apPerncTpnpoBaHHbIX N€KaPCTBEHHbIX NPENapaToB..

2. B OTHOWEHMM BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapatoB A8 MeAULMHCKOro
NPUMEHEHNA  MPOBOAATCA  WUCCNeAOBaHUA  OUO3KBMBANIEHTHOCTM U (Man)  TepaneBTUYECKOM
3KBMBANEHTHOCTM B MNOPsAKE, YCTAaHOB/IEHHOM  YMOJHOMOYEHHbIM  deaepasibHbIM  OpraHom
WCMOJIHUTE/IbHOM BAACTM.

3. OpraHu3auuio nNpoBeAeHNs KANHUYECKUX WCCNeA0BaHMIA JIeKapCTBEHHOro npenapaTta A
MeANLMNHCKOro NPUMeHeHNA BNpaBe OCyLLEeCTBAATD:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa Uan yrnoJHOMOYeHHOE UM INLLO;

2) obpasoBaTefibHble OpraHM3auMu BbiCclIero o06pa3oBaHMA, OpraHU3aUMKM A0MOAHUTENbHOMO
npodeccnoHanbHoro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UCCNeA0BaTENbCKME OpraHM3aLmu.

4. KnuHunyeckne wmccnepoBaHWA NeKapCTBEHHOro npenapata Aaa MeAMUMHCKOTO MPUMEHEHUs
NpPOBOAATCA Ha OCHOBAHMM pa3peLleHnsa Ha NPoBeAeHMNE KIMHNYECKOTO UCCeL0BaHUA NEKAPCTBEHHOTO
npenapaTta, BbIGAHHOFO YMNOJAHOMOYEHHbIM deaepanbHbIM  OPraHOM  WCMONHUTENIbHOW  BAACTMW.
YRnonHoMoueHHbIN defepanbHblii OpraH UCNOIHUTENbHOM BNACTU BEAET PEECTP BblAAHHbIX pa3peLleHnit
Ha NpoBeAeHMe KANHUYECKUX NCCNef0BAHNIN NEKAPCTBEHHOIO NpenapaTa, COAEPMKaLLMIA YKa3aHUe Ha MX
LeSib UK LLeNn, B YCTAaHOB/IEHHOM 3TUM OPraHOM MopAgKe.

(8 pea. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-3)

5. Y1patun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumMm npoBeaeHUs KAMHUYECKMX WUCCNeAOoBaHWA JIeKapCTBEHHOro npenapata Ans
MEANUMHCKOTO NPUMEHeHUa pa3paboTyMKOM JIeKapCTBEHHOro Mpenapata MOTyT MpPUB/eKaTbCA
lopuanyeckme nuvua  Atoboi  opraHM3auMOHHO-NpaBoBo  ¢opmbl  Npu  ycnoBun obecrneyeHus
COOTBETCTBMA 3TUX UCCAeA0BaHUI TpeboBaHMAM HacToAwero PeaepasnbHOro 3aKoHa.

7. KnvHUuyeckme mccnenoBaHUA JIEKAPCTBEHHbIX MPenapaToB AN MEAMUMHCKOrO NpUMEHeHUs
NnpoBOAATCA B MEAMUMHCKUX OpraHM3aumax, akKpeaMUTOBaHHbIX YMNOJAHOMOYEHHbIM deaepasibHbIM
OpraHoM WCMONHUTENbHOW BNMAcTM B NOpsAKe, YycCTaHoBAeHHOM [lpaBuTenbCcTBOM Poccuiickoi
depepaunn.

8. TllepeyeHb MEOMUMHCKUX OPraHuM3auuii, MMeEKLWMX MpPaBo MNPOBOAMTb  K/AMHMYECKMe
nccnenoBaHNA NIeKapCTBEHHbIX NPenapatoB AN MEAWMUMHCKOTO NMPUMEHEHUSi, U PeecTp BblAaHHbIX
paspeweHnit Ha NpPOBELEHWE  KAMHWYECKMX  WUCCAeLOBaHWMA  NIEKAPCTBEHHbLIX  MpernapaTos
onyb/IMKOBBIBAIOTCA M PA3MELLAloOTCA YMNOJHOMOYEHHbIM denepasibHbiM OpPraHOM MCMONHUTE/IbHOM
B/1ACTU B YCTAHOB/IEHHOM MM NopsgKe Ha cBoem odULMaNbHOM canTe B ceTu "UHTepHeT".

Cratba 39. PewweHue o npoBeAeHUUN KANHUYECKOrO UCCNeA0BaHUA NIEKAPCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEHUA
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. KaMHunyeckoe uccnepoBaHMe NeKapCTBEHHOro npenapata g1a MeAUUMHCKOro npuMmeHeHusa
nposoanUTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KAIMHNYeCKoro nccnegoBaHnAa NeKkapcrBeHHOoro
npenapaTta, BblAAHHONO YMNOJIHOMOYEHHbIM ¢e,u,epaanb|M opraHom WUCMNOJIHUTENIbHOM BIACTU NO
pe3ynbTaTaM 3KCNEPTU3bl AOKYMEHTOB, HeO6XO/.'l,VIMbIX Aana nonyyvyeHunAa paspeweHnAa Ha nposeaeHue
KTMHNYECKOro nccnegoBaHnAa 1eKapCTtBeHHOIo npenapata u 3TUYECKO IKCNnepTU3bI.

2. 0na nonyvyeHma paspelleHnAa Ha NpoBefeHue KAMHUYECKOro UCCAefO0BaHMA SIeKapCTBEHHOIO
npenapata 4na mMegunumHCKOro npumeHeHuAa 3aABUTENIb NPeAacCTaB/IAET B yl'lOﬂHOMO‘-IEHHbIﬁ
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denepanbHbIii OpraH UCMOJHUTEIbHOM BNACTU:

1) 3asBneHMe O Bblgaye pas’pelleHna Ha MpoBedeHue KAWHWYECKOro MCCie0BaHuA
JIeKapCTBEHHOrO npenapara 418 MeAuLUMHCKOro NPUMEHEHUS;

2) KOonNuM AOKYMEHTOB, MOATBEPKAAOWMX YNAATy roCyAapCTBEHHOM MOLW/IMHbLI 3a NpoBefeHue
3TUYECKOW 3SKCMEPTU3bl, 3KCMEPTU3bl AOKYMEHTOB Ha JIeKApCTBEHHbIM npenapar Aaa MnojyYyeHus
paspeweHna Ha nposBedeHMe KAMHUYECKOro MUCCAefOBaHUA NeKapCTBEHHOro npenapata  A4nAa
MEeAVUMHCKOrO NpUMEHEeHUA, 3a BblAayy paspelleHrA Ha nposBeaeHue KAWMHUYECKOro uccnepoBaHma
NleKapCTBEHHOro npenaparta 418 MegUUMHCKOro NpUMeHeHuA, 3a NpoBeaeHMe IKCNepTU3bl A4OKYMEHTOB
Ha /NeKapCTBEHHbIM npenapat AAs MNOAYYEHUA pPaspelleHns Ha MpoBeAeHMEe MEXKAYHAapPOAHOro
MHOTOLLEHTPOBOr0 KAMHUMYECKOro WCCNef0BaHMA NeKapCTBEHHOro npenapata gnaAd MeguuMHCKOro
NPMMEHEeHUA, 33 Bblgady paspeleHna Ha npoBeAeHMe MeXAYHAapOoAHOro MHOFOLEHTPOBOro
KIMHNYECKOro WCCNeA0BaHMA JNIeKAPCTBEHHOro npenapata Ana MegMUMHCKOro npumeHeHuAa, 3a
nposeAeHMe 3TUYECKOM 3KCNepTM3bl, 3KCNEPTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbLIA NpenapaTt Ans
NONy4YeHUA paspelleHna Ha npoBegeHUe MNOCTPErncTPaALMOHHOIO KAMHMYECKOro UCCneaoBaHuMA
JleKapCTBEHHOro npenapaTa 448 MeAULMHCKOro NpuMeHeHusn, 3a Bblgadvy paspeLlleHusa Ha nposeaeHune
NOCTPErncTPaLMOHHOIO KJIMHMYECKOTO UCCe0BaHMA eKapCTBEHHOro npenapata gna meguuuHCKOro
npumeHeHuaA,;

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

3) NPOTOKO/ KAMHUYECKOro WCCAeA0BaHWUA J/IEKAPCTBEHHOro npenapata A1Aa MeAUUMHCKOro
NPUMeHeHus;

4) 6powtopy Uccneposartens;
5) nHGOPMALMOHHbIN TUCTOK NALMEHTA;

6) ceeaeHnn o6 onbiTe paboTbl UccaegoBaTeNeil NO COOTBETCTBYIOLLMM CNELMaNbHOCTAM U MX
onbiTe paboTbl MO NPOBEAEHUIO KAMHUYECKMX UCCAeA0BaHWIA;

7) cBegeHMA O MEeOMUMHCKMX OpraHusauusax, B KOTOPbIX npegnosnaraertcs nposegeHue
K/IMHWUYECKOTO UCCNef0BaHNA IeKapCTBEHHOrO npenapaTta s MeguLMHCKOro NpMMeHeHus (noaHoe u
COKpalleHHOe HAWMEHOBAHMWSA, OPraHM3aLMOHHO-NpaBoBas ¢opmMa, MeCTO HaXOXAEHWUA U MecCTo
OCYLLECTBNEHMA AeATeNbHOCTU, TenedoH, Tenedakc, agpec 3N1eKTPOHHOM NOYTbl KaXKaoW MeANUMHCKOM
opraHusauum);

8) cBeaeHMA O npeanonsiaraemMbiX CPOKax npoBedeHnA  KAMHUYECKOoro uccnengosaHuA
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHuna,

9) KON O0roesopa obs3aTtenbHoOro CTpaxoBaHWMA, 3aK/KOYEHHOINo B COOTBETCTBUMN C TUMOBbIMMU
npasuiamum obAsaTenbHOro CTpaxoBaHUA, C YKa3aHuem npep,eanof/'l YACNEHHOCTN NAUUNEHTOB,
yd4acTByOWMNX B KJAMHUYECKOM UCCNeoBaHUMN NEeKapCTBEHHOrNo npenaparta Ana mMeguumnHCKoro
NPpUMeEHEHNA;

10) nHdopmaumto 0 cocTaBe JIEKAPCTBEHHOIO NpenapaTta 411 MeAULMHCKOro NpUMeHeHus;

11) AOKYMEHT, COCTaB/IeHHbIM NPOU3BOAUTENEM NIEKAPCTBEHHOrO npenaparta A8 MeauLMHCKOro
NPUMEHEHNA U COZepXKallMi MoKasaTeNn (XapaKTePUCTUKKU), a TaKKe CBEAEHUA O NeKapCTBEHHOM
npenapate Ana MeAULUMHCKOrO MNPUMEHEHUA, MPOU3BEAEHHOM [ANA MPOBEAEHUA KAMHUYECKUX
nuccnenoBaHui;

12) cBegeHunA o Aate npegocrtaB/ieHnA U permctpauMoHHOM HoOmepe MUeEH3NN Ha Npon3BoacTBO
NEeKapCTBEHHbIX CPeACTB B Cayyae, eCanm Nnpon3soacTBO JIEKAPCTBEHHOIO npenaparta OCyWweCcTBNIAETCA B
Poccuinckolt tDe,a,epau,mm, nnn ceegeHnA O Aate npenocraBsieHna M perncTtpauymoHHoOm Homepe
3aK/1Ilo4eHNA O COOTBETCTBMM Npon3BoaAUTENA NEKAPCTBEHHOIO npenaparta Tpe6OBaHWr'IM npasun
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Hag/erXKallelr NpoM3BOACTBEHHOM MPAKTUKKU, NPenoCTaBNEHHOro YNOJHOMOYEHHbIM OPraHOM CTpaHbl
Npou3BOAUTENA NeKAPCTBEHHOrO npenapara.
(B pen,. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-93)

2.1. B cnyyae HenpeactaBaeHUA C 3aAB/EHMEM O Bblgaye paspelweHMa Ha npoBedeHue
KJIMHNYECKOro UCCNea0BaHNA NEKAapPCTBEHHOIO NpenapaTa A8 MeANLMHCKOro NPUMEHEHUA AOKYMEHTOB
(cBeaeHwuit), noaTBEpPKAAOWMX YyNAATy rOCYyAapCTBEHHOMN MOLWWANHBLI U YKa3aHHbIX B NMYyHKTe 2 yactu 2
HacToALEN CTaTbM, a TaKXKe BbldaBaemblx (MpeaocTaBAsembliX) YNOJIHOMOYEHHbIMU deaepasibHbIMM
OpraHamm UCMNOJIHUTEIbHOM B1IaCTM AOKYMEHTOB (CBeAEHMI), YKasaHHbIX B MyHKTe 12 yacTu 2 HacToAlleln
CTaTbW, YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOW BAAcTM 3anpallMBaeT YKasaHHble
OOKYMEHTbI (CBeAeHMA) B NopALKe MeXBEAOMCTBEHHOro MHGOPMALMOHHOIO B3aMMO4eNCTBUS.

(yacTb 2.1 BBeaeHa PeaepanbHbiM 3akoHOM 0T 27.12.2019 N 478-93)

3. B CpoK, He NpeBbIWaoWMi NATU Pabounx AHEN CO AHA NPUHATUA YKa3aHHOTO B NyHKTe 1 4yacTu 2
HacToAlEeN CTaTbM 3aABJAEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
NCMNONHUTENbHOW BNACTU:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeAcTaBAEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NPUHUMAET peLleHne 0 NPOBEAEHUM SKCNEPTU3bl JOKYMEHTOB A/1A MONYyYeHUs paspeLlleHnn Ha
nposeaeHMe KAMHUYECKOTO NCCAEA0BAHMA IEKAPCTBEHHOTO NpenapaTta 411 MegULUMHCKOro NPUMEHEHUA
M 3TUYECKOW 3KCNEPTU3bl MM 06 OTKa3e B NPOBEAEHNM YKa3aHHbIX IKCNEPTUS;

3) yBesomnseT B 3/1IEKTPOHHOW dopme MAM Ha BymarkKHOM HocuTesne 3afBUTENs O MPUHATOM
pelweHnn 1Mbo B cayyae NPUHATUA peleHns 06 OTKase TaKKe C yKazaHMeM NPUYMH TaKoro OTKasa;

4) noAaroTaBInBaeT M HaMNpPaB/IAET B 3KCNEPTHOEe y4ypexXaeHne U COBET MO 3TUKe 3adaHue Ha
nposeaeHMe COOTBETCTBYHOLLMNX SKCNEPTU3.

4. B cnyyae BbiABAEHWA HEMOAHOTbI U (MAK) HEAOCTOBEPHOCTM MHGOPMaLUK, CoAepsKalleircs B
NpeacTaBAeHHbIX 3aABUTENEM OOKYMEHTAX, YNOJHOMOUYEHHbIN deaepanbHblit opraH UCMONHUTENbHOM
BJ1IACTM HaNpaBAseT 3aABUTEI0 3anpoc 06 YTOUHEHUN YKa3aHHOW MHGopMaLmn. JaHHbIN 3aNpoc MOXKeT
6bITb NepeaH yNoaHOMOYEHHOMY NPeACTaBUTENIO 3aBUTENA IMYHO NOZ PACNMCKY, HanpaBs/ieH no noyte
3aKa3HbIM MUCbMOM WM NepeaaH B 3N1EKTPOHHON Gpopme Mo TeIeKOMMYHUKALUMOHHbIM KaHanam CBA3MN.
B cnyyae HanpaBaeHWA AaHHOrO 3anpoca Mo NoyTe 3aKasHbIM MUCbMOM OH CYMTAETCA MOAYYEHHbLIM MO
NCTEYEeHUN WeCTn gHel ¢ AaTbl HanpaBAeHWUA 3aKasHOro NMcbMa. 3asBuTenb 06A3aH NPeacTaBUTb OTBET
Ha 3anpoc ynoJHOMO4YeHHOro ¢pesepasbHOro opraHa UCNOHUTENbHOM BAACTU B CPOK, HE MPEeBbILAoLWNiA
AeBAHOCTa pabounx AHen co gHA ero nonydyeHus. CpoK, yKasaHHbIM B 4acTM 3 HACTOALLEM CTaTbw,
NPMOCTaHaB/AMBAETCA CO [AHA HanpasiAeHMA 3asABUTENO 3anpoca Yno/JHOMO4YeHHoro denepanbHOro
opraHa UCMOAHUTENbHOM BAACTM 40 AHA NOAYYEHMA MM COOTBETCTBYHOLLENO OTBETA U HE YUNUTLIBAETCA NpU
WCYNCNEHMM CPOKA MPUHATUA YNONHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOIHUTENbHOW BAacTU
peleHna O MNpoBeAeHWUM 3KCMepPTU3bl AOKYMEHTOB ANA MOAYYEHUA paspelleHnsa Ha npoBedeHue
KJMHMYECKOro Ncc1e0BaHUA IeKAPCTBEHHOTo NpenapaTa 418 MegUUMHCKOTo NpUMEHeHUs.

5. OcHOBaHWeM A5l OTKa3a B MPOBEAEHMMN IKCMEPTU3bl AOKYMEHTOB A/1A NOJYYEHUS paspeLleHuns
Ha npoBeJeHMEe KJAMHMYECKOr0 WCCef0BaHMA JIEKAapCTBEHHOIO npenapata Aasa MegMUMHCKOro
NPUMEHEHUA U 3TUYECKON 3SKCMepTusbl ABAAETCA NpPeACTaBleHUe AOKYMEHTOB, NpPeayCMOTPEHHbIX
YacTblo 2 HacToALWEN CTaTbW, B HEMOJIHOM Obbeme, HenpeacTaBAeHUE 3aABUTENIEM B YCTaHOBJIEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4acTK 4 HacToALWEel CTaTby 3aNPOC YNOJIHOMOYEHHOTO heepanbHOro opraHa
MCMONHWUTENbHOW BNACTU MO0 OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTaX MCYEPMbIBAOLWErO NepeyHs
HeobxoaMmon MHbOPMaAUMKM UAM MHPOPMAUMKM, KOTOpas AO0/KHA ObiTb OTPaXKEHa B HUX, a TaKkKe
oTcyTcTBME MHGOPMaUMK, NoaTBepKAatowel GaKT ynnaTbl rocyAapCcTBEHHOM NOLWANHBI 32 NpoBeaeHMe
3TUYECKOW 3KCMepTU3bl, 3KCMepTM3bl AOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat A4a MNosyvyeHus
paspelleHVss Ha nNpoBeAeHWe KAMHUYECKOro UCCNeAOoBaHWA /IeKapCTBEHHOro npenaparta  Ans
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MeAMLMHCKOrO NPUMEHEHMA, 33 BblAady paspelleHMs Ha NpoBeAeHWe KAMHWUYECKOro UCCAeAoBaHuA
NleKapcTBeHHOro npenapara 414 MeAULMHCKOro NPUMEHEHMA, 3a NPoBeAeHMEe IKCNePTMU3bl JOKYMEHTOB
Ha NeKapCcTBEHHbI npenapat A48 MOAyYeHUA paspelleHVs Ha MpoBedeHMEe MeXKAyHapoaHOro
MHOTOLEHTPOBOIO K/AIMHUYECKOro WCCAeA0oBaHWUA NEKapCTBEHHOro npenapata A1 MeAMUMHCKOro
NPMMEHEHMA, 33 BblAayy pa3pelleHna Ha MpoBeAeHME MEeXAYHapoAHOro MHOrOLEHTPOBOrO
KAMHMYECKOro WCCNeAoBaHMA /fIeKapCTBEHHOro npenapaTta A8 MeAMUMHCKOTO MpUMEHeHMs, 3a
npoBeAeHMe 3TUUYECKON 3KCMEepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt ans
MoNyYeHUA paspelleHMs Ha npoBeAeHMe MOCTPErMCTPAUMOHHOMO KAMHWYECKOro UccieaoBaHuA
NleKapcTBeHHOro npenaparta 414 MeAUUMHCKOro NPpUMEHEHMA, 33 BblAady pa3pelleHna Ha nposeaeHne
MOCTPErMCTPALMOHHOMO KAMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro npenapara 414 MeanUMHCKOro
NPUMEHEHWA.

6. T[llpoBeaeHMe 3KCNepTM3bl AOOKYMEHTOB 444 MOAyYeHMA paspelleHna Ha nposeseHue
KNMHMYECKOTO MCCNea0BaHMA NeKapCTBEHHOro npenapaTa 4158 MeANUUHCKOro NPUMEHEHNA U STUYECKOM
3KCNepTU3bl, COCTaBNEHME KOMUCCUEN SKCNEPTOB M COBETOM MO 3TUKE 3aK/IIOYEHNIN O BOSMOXKHOCTU UMK
HEBO3MOXHOCTU NPOBEAEHMNA TAKOrO KAMHUYECKOTO UCCAeA0BaHNA N HanpaBieHMe 3TUX 3aKIHUYEHUN B
YNONHOMOYEHHbIA deaepanbHbii OpraH MCMOAHUTENIbHOM BACTU  OCYLLECTBAAIOTCA B CPOK, He
NpPeBbIWAOWNA TpUaLaTM pabounx AHENW cCO AHA MNOJYYEHUA IKCNEepPTHbIM yYperAeHMEM 3adaHuA
YNOJHOMOYEHHOIo ¢enepanbHOr0 OpraHa MCMNONHUTENIbHOM BAACTU C MPUIOXKEHMEM [AOKYMEHTOB,
YKa3aHHbIX B MNyHKTax 3, 4, 10 n 11 yactm 2 HacToAlWen CTaTbW, U COBETOM MO 3TUKE 3aJaHuA
YNOJHOMOYEHHOIO ¢enepanbHOr0 OpraHa MCMNOAHUTENIbHOM BAACTU C MPUIOKEHMEM [OOKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yacTu 2 HacToALEeN CTaTbu.

7. B cpoOK, He npeBbialoWmnii NATM paboumnx AHen co AHA NOJYyYEeHUs 3aK/THOYEHUN, YKa3aHHbIX B
4yacTu 6 HacToALLElN CTaTbM, YNOJIHOMOYEHHbIN deaepasnbHbi OpraH UCMONHUTENbHOW BNACTU:

1) OCyLLEeCTBNAET OUEHKY NOCTYyNUBLUNX 3aK/0YEHUN anaonpegeneHna nx COoTBeTCTBMUA 3aJaHNAM
Ha nposeaeHMe COOTBETCTBYHOLWNX SKCNEPTUS;

2) NPUMHMMAET pelleHne O Bblhaye PaspelleHMs Ha NPOBeAEHME KIMHWYECKOro UCCNefoBaHus
NIeKapCTBEHHOrO npenaparta And MeAUUMHCKOTrO MpUMeHeHus uam o6 oTKase B Bblgaye YKa3aHHOro
paspelueHus;

3) BblZaeT paspelleHne Ha NPoBEAEHNE KAMHUYECKOTO UCCIef0BaHMA IEKAaPCTBEHHOTO NpenapaTa
ONA MeAMUMHCKOrO MpUMEHEHWUA WMAKW pelleHWe o6 OTKase B Bblgaye YKa3aHHOro paspelleHus C
YKa3aHMeM NPUYMH OTKa3a.

8. OcHoBaHMeMm A4 0TKasa B Bblaadve pa3peweHna Ha npoBeageHNe KANHNYeCKOro nccaenoBaHunAa
NNEKApPCTBEHHOrIO Npenaparta 4Na MeanumMHCKOTro npuMeHeHnA ABNAETCA HaIn4Yne 3aK1l0o4eEHNA KOMUCCUN
9KCNEPTOB WU 3aKNHOYEHNA COBETa MO 3TUKE O HEBO3MOXHOCTU MNpoBeaeHUA KAUMHUYECKOro
nccnegoBaHMA NEKapCTBEHHOrNo npenaparta Anad MeauMuuHCKOro npuMmMeHeHMA Nno  pe3y/sibTaTamM
NpoBeAeHHbIX 3KCNepTU3, NPesyCMOTPEHHbIX YaCTbio 6 HaCTOHUJ,eﬁ CTaTbwu.

9. PeweHune 06 oTKase B nposeaeHNn saKkCNepTn3bl AOKYMEHTOB AO/1A4 NONYYEHUNA pa3pelieHnA Ha
nposeaeHne KIMHNYeCKoro nccnegoBaHMA NeEKApCTBEHHOIO nNpenaparta Ana MeauumnHCKOro npuMmeHeHunA
N 3TUYECKOM 9KCNepTn3bl M B Bblaa4ye paspeweHnAa Ha npoBegeHune KANHUYECKOro uccnegoBaHUA
NEKapPCTBEHHOro npenaparta Ana megunumHCKOro npuMeHeHunAa MoOXKeT 6bITb 06)KanoBaHoO B nopAagke,
YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuitckoit CDep,epau,MM.

Cratba 39.1. 9TMyeckas aKcnepTUsa
(eBepeHa DepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3TnyecKan 9KCNepTn3a nposoanTCA COBETOM MO 3TUKE, CO34aHHbIM B NopAaaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM (bep,epaanblN\ opraHoOm WUCNOJIHUTENbHOM BNaCTH, B LenAax Bblaa4yn 3aKa04eHUA 06
3TMYecKo 060CHOBAHHOCTM BO3MOXKHOCTU nposeaeHNA KAIMHNYECKOro nccnegoBaHnMAa N1eKapCcTtBeHHOro
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npenaparta ana meamumnHCKoOro npumeHeHumA.

2. KcnepTamu coBeTa Mo 3TUKEe MOTyT BbITb NPeACTaBUTENN MEAULLUHCKUX OpraHU3aLMi, Hay4yHbIX
opraHmMsauuii, obpasoBaTesibHbIX OPraHM3auuii Bbicwero o6pasoBaHMA, a TaKXe npeacTaBUTeNMU
06LW,eCcTBEHHbIX OPraHM3aLUNi, PeNnUrMo3HbIX OpraHM3aunii n cpeacTs MaccoBoi uHbopmaummn. JaHHble
3KCnepTbl He AO/IKHbI HAaXOAMTbCA B KaKOW-IMBO 3aBUMCMMOCTM OT Pa3paboTYMKOB NIEKAPCTBEHHbIX
npenapaToB U APYruX JINL, 3aMHTEPECOBAHHbIX B pe3y/bTaTax 3TUYECKOM IKCNEePTH3bI.

3. Onnata ycayr 3KCNepToB COBETa MO 3TUKE OCYLLECTBAAETCS Ha OCHOBAHMM [OroBopa,
3aKNOYEHHOTO MEXKAY YNONHOMOYEHHbIM desepasbHbiM OPraHOM MCNOJIHUTENIbHOW BNACTU, KOTOPbIM
CO3ZaH COBET MO 3TUKEe, M 3SKCMEepToM COoBeTa MO 3TUKEe, 3a CYeT OHAMKETHbIX aCCUrHOBAHMM,
NpeaycMOTPEHHbIX YMNOJHOMOYEHHOMY ¢deaepaNbHOMy OpraHy MCNONHUTENbHOM BAACTU, KOTOPbLIM
CO3ZaH COBET MO 3TWKe, B deaepanbHoOm 6rogyKeTe Ha COOTBETCTBYHOWMI rof Ha obecneyeHue ero
AeATeNbHOCTH, B pasmepax, yCTaHOBNAeHHbIX MpaButenbcTBom Poccuiickoii Geaepaunn.

4, 3KcnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMWM C 3aKOHOAATE/IbCTBOM
Poccuitckoin Pepepaumn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKeHWe 06 3TOM CoBeTe, NOPALOK ero AeATe/NbHOCTH, TpeboBaHuA
K KBannduKaumm 1 onbiTy paboTbl N0 SKCMEPTHOMN OLEHKE HayYHbIX, MEAULIMHCKMX U STUYECKMX acreKToB
KIMHUYECKUX  UCCNedoBaHWA  JIeKAPCTBEHHbIX MpenapaToB AN  MeAMUMHCKOTO  MpPUMEHEHMUs,
npeabaBAsiemble K 3KCNepTam COBeTa MO 3TUKe, MOPSAAOK OpraHusauMmM M npoBeAeHUs 3TUYECKOW
3KCNepTM3bl, GOpMa 3aKNOYEHMA COBETA N0 3TUKE YCTaHABAMBAIOTCA YNOJHOMOYEHHbIM dpeaepanbHbiM
OpraHOM WCMNONHWUTENbHOW BAacTU. YMcno npeactaButeneil MeauMUMHCKMX OpraHMsauuin He MoKeT
NpeBbIWaTb NOA0BUHY OT O6LLLEro YMC/Ia SIKCNEPTOB COBETA MO 3TUKE.

6. MHbopmaumsa o cocTaBe COBETa MO 3TMKe, NiaHax ero paboTbl M TeKywen AeAaTeNbHOCTU
pasmeuiaetca Ha oduUMaNbHOM caiiTe YMNo/JHOMOYEHHOro ¢eaepanbHOro opraHa WMCNOAHWUTENbHOM
BN1AcTU B ceTh "MIHTepHeT" B yCTaHOB/IEHHOM MM MOPALKe.

Cratba 40. lposeaeHWe KAMHUYECKOrO WUCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MeagnUUnHCKOro nppmeHeHua

1. PykoBoauTelb MEAMLIMHCKOW OPraHuW3aLMu, KOTopas MPOBOAMUT KAMHUYECKOE UCC/efoBaHue
NIEKapCTBEHHOTO  Mpenapata A41A  MeOMUMHCKOTO  MPUMEHEHWsA, HasHayaeT ucciefoBaTens,
OTBETCTBEHHOrO 3a MpoBeAEeHWEe TaKOro WCCAeL0BaHWA U MMEILWEro JieyebHyo CrneLmanbHoOCTb,
COOTBETCTBYIOLLYIO MPOBOOYMMOMY KAUHUYECKOMY WCCNEL0BaHUIO JIEKAapPCTBEHHOIO npenapata, Co
cTaXkem paboTbl MO NPOrpammam KAMHUYECKUX UCCIEeA0BaHUIN IeKapCTBEHHbIX MPENapaToB He MeHee
YyeM TpM ro4a 1 No ero NPeA/oKeHNo Ha3HavYaeT conccaeaoBaTteneit M3 YMcna Bpadelt aToin meanLMHCKOM
opraHusaumu.

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

2. UccnepoBaTennb ocyuwiecrtsnaer Bbl60p nayneHToB, KOoTopble No MeANUMHCKMM MNOKa3aHUAM
mMmoryT 6bITb npueaeyvyeHbl K y4aCTuto B KIMHUYECKOM UCCNeaAO0BaHUN NeKapCTBEHHOro npenapata AnA
MeaNnLUMHCKOro npumeHeHunA.

3. Wccneposatenb UM couccnenoBaTenn  O0JKHbI 6bITb  03HAaKOMAEHbI C pe3ynbtatamm
AOK/IMHNYeCKoro nccnenoBaHMA  1EKapCTBEHHOrNo  CpeacTsa, coaepawmmmca B 6pouuope
ncenenoBartena, NPOEKTOM MPOTOKO/1a KIMHUYECKOTo unccieaoBaHnA NeKapCTBEHHONO npenaparta anA
MegNUNHCKOIo npumeHeHuA, pa3pa60TaHHblM pa3pa6OT‘-IVIKOM NNEKAPCTBEHHOIO npenaparta Uin UnHbim
OPUANYECKMM NTULUOM, NPUBAEKAEMbIM K OpraHuMsaunn nposeneHnAa KAMHUYECKOro wuccnenoBaHuA
NEKapPCTBEHHOro npenaparta Ana MeguuunHCKOro npumeHeHunAa, . ApyruMmn Mmatepuanamum TaKoro
nccnengoBaHuA.

3.1. PykoBoAUTEIb MEANLMHCKOMN OpraHn3aLMm B CPOK, He NMPeBbILLaoLWmnii Tpex pabounx aHeln co
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OHS Hayana npoBeAeHUs KNMHUYECKOTO UCCNeA0BaHNA IEKAapPCTBEHHOTO npenapaTa Ans MeanuuUHCKOro
npMmeHeHus, coobaet 06 aTom B yNONHOMOYEHHbIN deaepasnbHblit opraH UCNOIHUTENbHOM BNACTK,
BblAABLUWM paspelleHMe Ha NPOoBeAEeHME TAaKOro UCC/1e0BaHNsA, NO YCTaHOBAEHHON UM popme.

(yacTb 3.1 BBegeHa depepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHu3aummn, OCYLLECTBAAKOWME OpPraHM3auMI0 NPOBEeAEHUA KAMHUYECKOTO WMCC/ea0BaHMA
JleKapCTBEHHOro npenapata 444 MeauUMHCKOTO MPUMEHEHMA WM YKasaHHble B 4actu 3 ctatbm 38
HacTosawero dPeaepasbHOrO0 3akoHa, B c/y4ae HeobXOAMMOCTM BHECEHUA M3MEHEHWI B MPOTOKOJ
KNMHUMYECKOrO UCCnen0BaHMA IeKapCTBEHHOrO NpenapaTta Ana MeguUMHCKOro NpMMeHeHusa coobwatoT
06 3TOM B YNONHOMOUYEHHbIN peaepanbHbIi opraH UCNONHUTENBHOW BNACTW, BblAaBLIMIA paspeLleHne Ha
npoBefeHME TaKoro UCceA0BaHMs, No YyCTaHOBAEHHON UM dopme.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. (DopN\a COO6LI.I,EHMFI O BHECEHUM W3MEHEHUA B NPOTOKO/NT KIMHUYECKOIo uUccnengoBaHuA
NNEKapCTBEHHOrNo npenapara Ana MeaguunHCKoro npumeHeHumA AOO0J1XKHa CcoAepXaTb chegytoume
cBegeHuA:

1) HaMmeHoBaHWe, MAEHTUOUKALMOHHbIA HOMEP 1 AaTa NPOTOKO/Ia KANHNYECKOTO UCCAeA0BaHNA;
2) fAata BHECEHUA U3MEHEHWIA B MPOTOKO/ KAMHUYECKOTO UCCAeA0BaHusA;
3) HaMMEeHOBaHME N MECTO HaXOMKAEeHWNA 3aABUTENS;

4) HaumeHOBaHWe OpraHM3auMKu, NPUBJAEYEHHOW Pa3spaboTUMKOM NIeKapCTBEHHOrO MNpenapaTta K
OpraHun3aumm NpoBeaeHUA KAMHUYECKOTO UCCAefoBaHMA (MPU HannMumm);

5) HanMeHOBaHNA N MECTa HaXoXAeHUA MeaAULUHCKUX opraHM3au,m71, B KOTOpPbIX MpoBOAUTCA
KIMHN4YeCKoe nccnenosaHue;

6) pata BblAa4YM paspelleHMs Ha NPoBeAEeHME KAMHWYECKOro UCCefoBaHMA M HOMEpP 3TOro
paspelleHms;

7) U3meHeHUA, BHOCMMbIE B MPOTOKO/ KAMHUYECKOTO NCCNEA0BAHMA.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npeBbiWwatowmii Tpuauatv paboumx gHen co AHSA NoayYeHUsa yYKasaHHoOro B Yactu 4
HAcToALWEN CTaTbM COOBLIEHWUA, YMNOJHOMOYEHHbIA deaepanbHblii OpraH WMCNONHUTENbLHOW BNACTU
paccmaTpuBaeT 3TO COObLLEHWE B YCTAHOBAEHHOM MM MOPALKE U NPUHMMAET pelleHne O BHECEHUM
M3MEHEHMI B MPOTOKO/ KAMHUYECKOTO UCC/en0BaHMA IEKAapPCTBEHHOMO NpenapaTta Ans MeguLMHCKOro
npumeHeHna mam o6 oOTKase BO BHECEHUMWU TaKUX M3MeHeHWi. [pu paccmoTpeHuMn coobuieHus o
HEOOXOAMMOCTU BHECEHMA W3MEHEHWI B MPOTOKO/ KAMHWYECKOro WCCAeLOBaHWA JIEKAapCTBEHHOMO
npenapata Ana MeAMUMHCKOrO MNPUMEHEHUA B LENAX OUEHKM ODOOCHOBAHHOCTM npeasaraembix
M3MEHEHUI U onpeneseHna CTENEHU PUCKa A8 NaUMEHTOB, MPUHMMAIOLWMX YyYacTUe B KAMHUYECKUX
NUccNefoBaHUAX, YMNOJHOMOYEHHbIM denepasibHbiM OPraHOM  WCMOJIHUTENbHOMW BAacTM  MOryT
NPWB/IEKaTbCA SKCNepTbl COBETA MO 3TUKE.

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

6. KnmHuyeckoe uccnegosaHue NEeKapCTBeHHOro npenaparta Ana megunumHCKoro npummeHeHuAa
MOXKeT 6bITb NPUOCTAHOBNEHO W/INM NpeKpalweHo, ecin B npouecce ero nposeneHmA o6Hapy>KeHa
ONACHOCTb ANA }U3HU, 300POBbA MNaLMeHTOB. B chyvyae BO3HMKHOBEHUA ONACHOCTU ANA XU3HU, 340P0BbA
nauneHTa, y4yacrtsyrowero B K/JAWMHUWYECKOM UCCNefoBaHUM  NEeKapCTBEHHOro npenapata Ana
MeanunHCKOro npumeHeHuAa, nccneanosartenmn 06A3aHbI I'IpOVIHd)OpMVIpOBaTb 06 3TOoMm pyKoBoaAUTENA
Me,EI,MLI,MHCKOl\;I OopraHunsaumMm W OpraHnsaunto, MNOoNAyvYMBlWYyKO pa3pewieHne YnoaHOMOYEHHOro
c])ep,epaanoro OpraHa WMCMNOJIHUTENIbHOM BAACTM  Ha OopraHuMsauunio nposegeHNAa KANMHUYECKOro
nccnenoBaHMA 1EKAapPCTBEHHOIO Npenaparta. PeweHune o NPUOCTAaHOB/IEHUN KNTIMHNYECKOTO NccieaoBaHnA
NEeKapCTBEHHOrO npenaparta Ana meanumnHCKoro npumeHeHnAa NpuHNMMaroT PyKoBO4NTEb Me,CI,MLI,MHCKOﬁ
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OpraHM3aumm u (Man) opraHnsaums, NoayYMBLIASA paspeLleHne ynosIHoMoYeHHoro dpeaepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTM Ha OPraHU3aLMio NPoBeAEHUsA KIMHUYECKOTO UCCAeA0BaHMA NEKAPCTBEHHOTO
npenapata Ana MeAMUMHCKOTO MNPUMEHEHMSA, pelleHMe O MNpeKpaleHMM TaKoro WuccnenoBaHuA
NPUHMMAET YNOJIHOMOYEHHbI dpeaepanbHbii OpraH UCNOJAHUTENbHOWM BAACTM HA OCHOBaHMM COOBLLLEHMA
B MUCbMEHHOW ¢dopme PyKOBOAMTENA MEAMUMHCKOW OpraHmM3auuuM WAW opraHusauma, nojay4vmBluasn
pa3pelleHme ynoJAHOMOYEHHOro deaepasbHOr0 opraHa WCNOAHUTENbHOM BAACTM HA OPraHWsauumio
NpoBeLEHMA  KAMHMYECKOTO WUCCNef0BaHMA  /IEKAPCTBEHHOrO Mpenapata  gaa  MeaMUMHCKOro
NpUMeHeHMs.

7. B cpoK, He npeBblWwaoWwnii NATM paboumnx AHeW co AHA 3aBEpPLUEHMA, NMPUOCTAHOBAEHUA UM
NPEeKPaWEHNA  KAMHUYECKOTO UCCNeA0BaHUA  NIEKAPCTBEHHOINO Npenapata  gaa  MeavUMHCKOro
npumeHeHua, coobleHne 06 STOM HaNPaBASETCS OPraHM3aUMAMM, YKA3aHHbIMKU B 4acTu 3 cTaTbu 38
HacToAwero PeaepanbHOro 3aKOHa, B YNOJHOMOYEHHbIM defepasnbHblii OpraH UCNOJAHUTENBHOW BAACTK
Mo YCTaHOBAEHHOM UM dopMe.

8. ®opma cooblueHMs O 3aBeplleHUMU, NPUOCTAHOBAEHUN WUAM MNPeKpaleHUN KAMHUYECKOro
nccneaoBaHMUA NEKapCTBEHHOrO npenapara 41A MeAMLMHCKOro MPUMEHEHMA A0/XHa CoAepKaTb:

1) nudopmaLmio 0 MeAULMHCKOW OpraHM3aumMm Uan MeaULMHCKUX OpraHu3aLmsaX, NpoBOANBLLIMX
AaHHOe uccnefoBaHue;

2) onucaHne AaHHOro Nccief0BaHuUSA;

3) paHHble uccnegoBaTena (Gamuamsa, MMA, OTYECTBO, MECTO PaboTbl, 3aHMMaeMan AO/KHOCTb,
CneumanbHOCTb, CTaXk paboTbl MO  MporpaMmaM  KAMHUYECKUX WCCNeAO0BaHMI  NEKAPCTBEHHbIX
npenapaTtos, NepeyeHb KAMHUYECKMX WCCAeLOBaHWIA NleKapCTBEHHbIX MpPenapaToB, B KOTOPbLIX OH
NPMHMManN yyactve (nepuoabl y4acTvaA) B KaUecTBe UCCea0BaTeNA UK coucciegoBaTens);

(8 pea. PepgepanbHoro 3akoHa o1 11.10.2010 N 271-93)

4) pe3ynbTaT A4aHHOro UccneAoBaHMsA (3aBepLUeHNe, NPUOCTAHOBIEHNE WX NPeKpaLLeHME 4aHHOro
nccnenoBaHnA ¢ yKasaHUEM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesy/bTaToBs, 06LLY0 OLEeHKY PUCKa U
0XMOAaeMoh Monb3bl OT MPUMEHEHUS UCCNeAYEeMOro JIeKapCTBEHHOTO MpenapaTta, a TaKXe
npeanonaraemble AasbHenwne gencremsa).

8.1. Mpwu BbiaBAeHMM denepasbHbIM OPraHOM WCMNONIHUTENIbHOW BAACTU, OCYLLECTBAAOLLUM
GYHKUMM NO KOHTPOAKO M Haa3opy B chepe 34paBOOXPaHEHUA, HAPYLIEHWI MNPaBUA HagnexKalen
KNIMHUYECKOM MPAKTUKM NPU NPOBEAEHUN KAMHUYECKOrO UCCNenoBaHUA NEKAPCTBEHHOro npenapata,
B/IMAIOLWMX Ha MOAHOTY U (MM) AOCTOBEPHOCTb AAHHOrMO KAMHUYECKOro WUCCNefoBaHWUA, YKa3aHHbIN
denepanbHbli OpraH UCNOJHUTENIbBHON BNACTM NPUOCTAHABAMBAET NPOBEeAEHNE AaHHOIO KAMHUYECKOTo
nccnenoBaHMA M BbIHOCUT MeAULUMHCKOM OpraHusauum, B KOTOPOM NPOBOAUTCA AaHHOE KAMHMYEecKoe
nuccnefioBaHue, npeanucaHMe o6 YCTPaHEHUM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MeAULUMHCKON OpraHu3aumein BbIIBEHHbIX HapyWeHUA B YCTAHOB/IEHHbIM B MNpeanucaHUM CPoK
YKa3aHHbI deaepanbHblii OopraH WCNONHUTENbHOM BNACTM MNPUHMMAET pPeLleHME O MpeKpaLLeHUn
NnpoBeAeHMA KJIMHUYECKOTO MCCNea0BaHMA IEKAapPCTBEHHOMO NpenapaTa v HanpasaseT B peaepasnbHbIi
OpraH WCMNONIHUTENIbHOW BAAaCTW, OCYLECTBAAKLWMNIN  GYHKUMM no  BblpaboTKe UM peanusauuu
rocy4apcTBEHHOM MOJUTUKM U HOPMATUBHO-NMPABOBOMY PEry/JMpoBaHunio B cdepe 34paBOOXpaHEHUS,
3aK1H0YEHME O BbISIBIEHUU NMPU NPOBEAEHUN SAHHOMO KIMHUYECKOrO UCCNef0BaHMA HapyLeHUn NpaBua
Hag/NeKallel KAIMHUYECKON NPaKTUKM SN NPUHATUA pelleHns 06 oTMeHe pa3pelleHmnsa Ha OpraHn3aumio
npoBeAeHNA AaHHOIO0 KAMHWYECKOro UCCNenoBaHUA C AaTbl MPUHATUA PELleHMA O NPUOCTAHOBAEHUU
npoBeAEeHMA KIMHUYECKOTo UCCNe0BaHUA IEKaPCTBEHHOIO Npenapara.

(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. Yno/sHOMOYEHHbIV deaepanbHblii OpraH WUCMOAHUTENbHOW BAacTM onyb6/AMKOBbLIBaeT MU
pasmewaetr Ha cBoem oduuManbHOM cainTe B ceTn "WMHTepHeT" coobleHMe O 3aBepLleHuM,
NPUOCTAaHOBNEHUN WM NPEKPALLEHUN KIMHUYECKOTO UCC/ef0BaHUA JIEKapCTBEHHOro npenapaTa ans
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MEANLIMHCKOTO NMPUMEHEHUA B CPOK, He MPEeBbIlLaoWmniA NATM paboumx AHEN Co AHA ero NoayyeHus, B
YCTaHOB/IEHHOM UM MopAaKe.

10. YNnonHOMOYEHHbIN denepanbHbli OpraH MCMONHUTENBbHOM BAACTM OCYLLECTBNAET BeAEeHMe
peecTpa uccnegosaTenei, NpoBOAALMX UAN NPOBOAUBLUMX KNIMHUYECKME UCCNe0BaHMA NEKAPCTBEHHbIX
npenapatoB AAa MeAULMHCKOTO MPUMEHEHMUA, B COOTBETCTBUWN C YTBEPKAEHHBIMW UM MPaBUAAMMK U
pasmeLllaeT ero Ha ceoem oduumanbHOM caliTe B cetTu "MHTepHeT" B yCTaHOBNEHHOM MM MOpPALKeE.
YKa3aHHbIN peecTp coaepKUT MHGOPMaLUIO, NPeaYCMOTPEHHYHO NMYHKTOM 3 YacTu 8 HacToALLEeN CTaTby.

11. Otuer o pe3ynbrtatax KAMHUYECKOTIo WUCCNegoBaHMA NEKAPCTBEHHOroO npenapata A4nAa
MeONLNHCKOTIoO NPUMEHEHNA COCTaBNAETCA 0p|'aHM3aLI,VIEI7I, yKa3aHHOﬁ B YacTn 3 ctaTbn 38 HacToALlero
CDe,u,epaanoro 3adKOHa, Ha OCHOBaAHUMU 3aKN04EHUN MeagNnLMHCKNX opraHmsau,Mﬁ, nposogmBLLNX 3TO
nccnegoBaHune, n NpeacrtaBaAeTCAa B yI'IOIIHOMO‘-IEHHbIﬁ ¢e,qepaanb|17| opraH NCNONHUTENbHOM BNactu,
BbI,D,aBLLIMﬁ pa3peweHne Ha nposeaeHme aToro nccnenoBaHumA, B CpoK, He ﬂpEBbILLIaI-OLI.I,Mﬁ TPEX mecAaleB
CO [OHA ero 3aBepweHunAa, npunoCtaHoBNEHUA WAN nNpeKpaweHunAa, B nopAaaKke, YCTaHOBJ/IEHHOM
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom WCMNOJIHUTENbHOM BNACTM.

12. HapyuweHue npaBun HagnexKaweh KAMHUYECKOM NPaKTUKK, danbCcudpuKaums pesynbTaTos
K/IMHUYECKOrO UCCNeA0BaHMA JIEKApPCTBEHHOMO npenaparta 41 MegUUMHCKOTO NMPUMEHEHUA B/IEKYT 3a
co6011 OTBETCTBEHHOCTb B COOTBETCTBUMN C 3aKOHOATENbCTBOM Poccuiickon desepaumim.

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

13. [lpu npoBeAeHUM KAMHUYECKOrO0 WUCCAedOBaHMA NIeKapCTBEHHOro npenapata A4nAa
MeANUMHCKOTO MPUMEHEHUA AO0NYCKaeTca 3abop y NauMeHToB Huosormyeckmx matepuanos (o6pasupbl
OMONOTNYECKUX  HKUOKOCTEN, TKAHEMN, CEKPETOB W MNPOAYKTOB M3HEAEeATENbHOCTM 4Yesl0BEKa,
$OU3MONOTNYECKUX U MATONOTUYECKUX BbIAENEHUIN, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHW3MOB,
61OoncuiiHbIN MaTepuan) aAna ux usydyeHma B Poccuiickoit deaepauymm u (Mnm) 3a npegenamm Poccninckoit
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto Pepepaumio 1 BbiBo3a 3a npeaenbl Poccuiickon degepaupym
6MONIOrMYECKMX  MATEPUanoB, MNOJIYYEHHbIX MNpPU  MNPOBELEHUWN  KIMHWYECKOro  Wcc/iefoBaHMA
JIeKapCTBEHHOrO npenapaTta g8 MegMLMHCKOrO NPUMMEHEHMUA, ycTaHaBavBaeTca [paBuTenbCTBOM
Poccuitckoin Pepepaumn.

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

Cratba 41. [loroBop O NpoBeAeHUU KAUHUYECKOro UccaeaoBaHUA NEeKAapCTBEHHOro npenapara
ANA MeAULUHCKOro NnpumeHeHusa

1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOro npenaparta Ana mMmeanumnHCKoro npumeHeHuAa
nposoauUTCA B COOTBETCTBUK C A0IrOBOPOM O nposeaeHUn KIMHN4YeCKoro nccnenoBaHnA 1€eKapCcrBeHHOoro
npenapata Ana meaunumHCKOro npuMMeHeHwuA, 3aK/t4YaemMbiMm Mmexay opraHM3aume17|, I'IOﬂy‘-IMBLLIEVI
pa3pewieHne ynosIHOMOYEHHOTIO d)e,a,epaanoro OpraHa WCMNO/IHUTENIbHOM BNacTU Ha opraHunsauuto
nposeaeHMA TakKoro mccnenoBaHumAa, mU Me,EI,MLI,VIHCKOVI Opr3HM33U,MEV1, OCVLLI,eCTBﬂFIIOLLI,eﬁ nposeageHune
TaKOro nccnegoBaHuA.

2. JoroBop 0 npoBeAeHMU KAMHUYECKOro WCCNefo0BaHMA NEeKApCTBEHHOro npenapata A4na
MeONLIMHCKOTO NpuMeHeHNA OO0/TXKEH COAEPHKATb!

1) yCcnosunAa n CPpOKu nposeneHnAa AaHHOro nccnenoBaHuA,

2) onpegeneHune 06LLI,EI7I CTOMMOCTHU nNporpaMmmbl 4aHHOIo nccnenoBaHMA C yKasaHMeEmM CyMMbl,
npe,u,Ha3Haqa+0u1,e171cn AnAa BblNAaT UCCNnenoBaTeNAM, COnccneaoBateniam,

3) onpeaeneHve dpopmbl NPeACTaBAEHNA PE3yNbTAaTOB AaHHOMO UCCNEA0BAHNA B YNOJIHOMOYEHHbIN
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denepanbHbIii OpraH UCMONIHUTEIbHOM BNACTU.

CtaTtba 42. duHaHCcOBOe obecneueHne KIMHUYECKOro UCC/IeA0BaHUA IeKapCTBEHHOro nNpenapara
ANA MeAULUNHCKOro NpMmeHeHusA

®uHaHcoBoe obecneyeHne KAUMHUYECKOTO nccnengoBaHMA NeKapCrtBeHHOro npenaparta  Aana
MeanLUMHCKOIro npumeHeHnAa OCyLeCTB1AETCA 3a CHET.

1) cpeacTts denepanbHoro broaxeTa;

2) cpeacts opraHmsau,Mﬁ, NoNy4ynBWUX paspelleHne Ha OopraHumsauumio nposeaeHmA AaHHOTo
nccnengoBaHuA, B COOTBETCTBMU C YCNOBUAMU O0roBOpa O €ro nposeaeHunu,

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm CTOUHUKOB.

Cratba 43. MNpaBa NauMEHTOB, yYacTBYIOWMUX B KAMHMYECKOM UCCAE0BaHUU NIEKaPCTBEHHOrO
npenapara a4na MeauULUHCKOro npumeHeHus

1. YuyacTMe nauMeHTOB B K/AWHMYECKOM WUCCNeA0BaHWW fIeKapCTBEHHOro npenaparta  Ans
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbLIM.

2. NaumeHT nan ero 3aKOHHbIN NpeacTaBUTENb [OMKEH O6biTb MHGOPMMPOBAH B MUCbMEHHON
dopme:

1) O NeKapCTtBeHHOM npenapate gna mMmeagnumnHCKoro npmMeHeHmAa M CylwHOCTU K/IMHUYeCKoro
nccnegoBaHMA 3TOro JIEKapCTBEHHOIO Npenaparta;

2) 0 6€30MacHOCTM IeKaPCTBEHHOTO NpenapaTta Ana MeAULMHCKOrO NPUMEHEHUSA, ero OXnaaemon
3G PEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALUUEHTA;

3) 06 ycnoBMAX y4acTus NauMeHTa B KAMHUYECKOM UCCNef0BaHNN 1IEKapCTBEHHOTO NpenapaTa and
MeANLMHCKOTO NPUMEHEHMS;

4) 0 uenn WAM Uenax U MNPOAO/IKUTENbHOCTM KAMHUYECKOro WCC/efoBaHMA JIEKapCTBEHHOro
npenaparta AN MeaULMHCKOro NPUMEHEHUS;

5) o peicTBuAX nauMeHTa B cayyae HenpeaBuAEHHbIX 3OPEKTOB BAMAHMA IEKAPCTBEHHOrO
npenaparta g1a MeAULMHCKOrO MPMMEHEHMWS Ha COCTOAHWE ero 340P0BbSA;

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XXU3HKN, 300P0BbA NMNaAUNEHTA,

7) O TrapaHTHnAax KOHd)MAEHLI,MaﬂbHOCTM y4actma nauneHtTa B K/JIUMHUYECKOM UccaenoBaHUn
NNEKAPCTBEHHOTIO nNpenaparta Ana megnumnHCKoro npuMmeHeHuA.

3. ﬂ,OGpOBOﬂbHOG cornacume naumeHTa Ha yd4actme B KIMHN4YeCKOM nccnegoBaHMn neKapCrBeHHOro
npenapata Ana MeauuunHCKOoro npumeHeHunAa noAaTBepXKAaetTca ero noanmcbro UAM noanncbiko ero
3aKOHHOTIO NpeacTaBUTENA Ha MHd)OpMaLI,MOHHOM JNTNCTKE NauneHTa.

4. MNaymeHT nunm ero 3aKOHHbIMN npeactaBuTe/ib UMEET NPaBO OTKA3aTbCA OT y4aCTUA B KIMHUYECKOM
ncenegoBaHMM NeKapCtBEHHOrNoO npenaparta ana MeauumuHCKOro npumeHeHuA Ha noboit CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

5. I'IpOBe,quMe KIMHNYECKOIro nccnenosaHnAa NeKapCTtBeHHOro npenaparta ana meguumnHCKOro
npMMeHeHnAa C y4actmem B Ka4ecTtBe nauneHToB AETEﬁ A0NyCKaeTCA TO/IbKO C cornacma B NMUCbMEHHOM
¢opN\e nx pO,D,MTEﬂEl)lI, YCbIHOBMTeﬂeﬁ. Jetn MOTYT paccmaTpunBaTbCA B Ka4deCTBe MNOTEHLMa/IbHbIX
NayneHToB TaKOro nccnegoBsaHmA, ToOJIbKO eCnn ero nposeaeHue HEO6X0,£I,MMO ANnAa yKkpenneHna sagoposbAa



aetent unm NPodUNaKTUKMU MHOEKLUMOHHbIX 3ab0neBaHNI B AETCKOM BO3pacTe MO0 ec/in Lenbio Takoro
nccnenoBaHNA ABAAETCA NOMYyYeHMEe AaHHbIX O Hauyylen 403MPOBKe NEeKapCTBEHHOrO npenapara aas
neyeHna petei. B 3TUx cayvyasax TaKOMy WMCCAELOBAHUIO AO0/KHO NpeALlecTBOBaTb KAMHWYEcKoe
nccnefoBaHWE SIEKapCTBEHHOTO npenapata a8 MegMLUMHCKOro NMPUMEHEHUA Ha COBEepPLUEHHONETHUX
rpark4aHax, 3a WCKAKYEHWEM C/ly4aeB, €CNM  UCCNenyeMbld  NIeKapCTBEHHbIM npenapaT  AanaA
MeANLMHCKOTo npPUMeHeHNs npeaHasHa4veH WUCKNTIOYUTENBHO ans NCNONb30BaHMUA
HECOBEPLUIEHHONETHUMM FparKaAaHaMM.

(B pea,. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeuiaetca nNpoBeAeHMEe KAMHUYECKOro WCCAeA0BaHMA NEeKapcTBEHHOro npenaparta Aas
MeANLMNHCKOTO NPUMEHEHNA C y4acTUEM B KayecTBe NauneHToB:

1) peTen-cnpoT 1 AeTen, ocTaBLIMXCA 6e3 noneyeHnsa poauTeneun;

2) KeHWMH B nepuos 6epemMeHHOCTM, KEeHLWWH B Mepuos TpPyaHOro BCKapM/IMBAHMA, 33
WCK/IOYEHMEM Cay4YaeB, eciv MPOBOAMTCA KAMHUYECKOE WUCCAeAOBaHWe JeKapCTBEHHOro npenapara,
npeAHa3sHauYeHHOro A/1A YKa3aHHbIX KEeHLWH, NPU YyCA0BMM HEOBXOAMMOCTU noaydeHna nHdopmaumnm
TO/IbKO BO BpemA MNPOBeAeHUA COOTBETCTBYIOLWLMX KAMHWUYECKUX WCCNEAO0BAHUMN WM MPUHATMA Bcex
HeoBXOAMMbIX MEP MO MCK/IOUYEHUIO PUCKA HaHECEeHWA Bpeda eHWuHe B nepuod GepemeHHOCTH,
eHLMHE B Nepuoa, rpyAHOro BCKapMANBaHUA, Naoay Unm pebeHky;

3) BOEHHOC/NYKALLMX, 33 MWCK/IIOYEHMEM C/ly4aeB MPOBEAEHUSA KJAMHUYECKOrO UCCNefOoBaHuA
JIeKapCTBEHHOrO npenapaTa, CheuuanbHO pPas3paboTaHHOro AAA MPUMEHEHMA B YCNOBMAX BOEHHbIX
OENCTBUIM, 4YpesBblYalHbIX CUTyauui, NPOPUNAKTUKM U NedyeHus 3aboneBaHuit WM  NOparKeHuw,
NoJly4eHHbIX B pe3ynbTaTe BO34eNCTBMA HEONAronpuATHbIX XMMUYECKUX, BUONOrMYECKUX, PagMaLLMOHHbIX
$aKkTopoB. KanHUYecKoe uccnefoBaHME TAaKOro JIEKAapPCTBEHHOrO MpenapaTa MOMET MPOBOAMTHLCA C
Yy4acTMEM B KayecTBe MALMEHTOB BOEHHOCAYMKALLMX, 3@ UCKAOYEHMEM BOEHHOCAYKALMX, MPOXOAALLMNX
BOEHHYI0 Cy*KOy No npu3biBy, c cobatoaeHnem TpeboBaHWUM, YyCTAaHOBAEHHbIX HacToAWMM PeaepanbHbim
3aKOHOM B OTHOLUEHMW TPAXKLAHCKUX NNLL;

4) COTPYAHMKOB NPaBOOXPAaHMTENbHbIX OPraHoB;

5) nunu, oTbbIBalOWMX HaKa3zaHMe B MecTax AuWeHua cBoboAbl, a TaKKe /ML, HAXOAALMXCA MOA,
CTparkei B C1IeACTBEHHbIX N301ATOPAX.

7. [JonyckaeTca npoBeAeHMe KAWHUYECKOrO WCCNefOBaHMA JIeKapCTBEHHOro npenapaTta Ans
MeAMLMHCKOro NPUMEHEHNA, NpeaHa3HauYeHHOro ANA NeYeHNA NCUXMYECKNX 3aboneBaHNiA, C y4yacTUEM B
KayecTBe NaLMEeHTOB /ML, C NCUXMYECKMMM 3a601eBaHMAMM, NPU3HAHHbIX HeAEEeCNOCOBHbIMM B NOPAAKE,
YCTaHOB/IEHHOM  3aKoHoAaTenbCcTBOM  Poccuitickolt  depepaunun.  KanHuueckoe  uccnenoBaHue
NleKapcTBEHHOrO NpenapaTa B 3TOM C/lyyae NPOBOAMTCA MPU HaNMYMUM COrnacua B NUCbMeHHOU dopme
3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX nL,.

Ctratba 44. 06s3aTenbHoe CTPaxOBaHME W3HU, 340POBbA MNaLUMUEHTa, YYACTBYIOLLEro B
KAMHUYECKOM UCCIeA0BaHUM J1IeKapCTBEHHOro nNpenaparta gaa MmeguuMHCKOro NpumMeHeHus
(8 peq. PepgepanbHoOro sakoHa ot 29.11.2010 N 313-d3)

1. OpFaHI/I3aLI,VIFi, nonyymsellaa paspeweHne Ha OopraHmsauuio nposeaeHnA KAUMHUYECKOTo
nccnengoBaHMA NEeKapCTBEHHONO npenapata ana mMmeguumnHCKoOro npumeHeHuA, obA3aHa B KayecTse
CTpaxoBaTtena CTpaxoBatb PUCK NPUYNHEHUA Bpeda XU3HW, 340POBbIO NaUMEHTA B pe3ynbrate
nposeaeHnA KAIMHNUYECKOro nccnenoBaHnA NeKapCTBEHHOIO npenaparta Ana MegmunHCKOro npumeHeHunA
3a CBOWM cyeT nyTem 3aK14YeHnA 40rosopa obA3aTenbHOro CTpaxoBaHUA.

2. O6bekTom 065a3aTeNbHOro CTPpaxoBaHUA ABNAETCA l/IMYLLI,eCTBeHHbIlz nHTEPEC naumneHTa,
CBA3aHHbIN C npU4YnHEHNEem Bpeaa ero Xm3Hn nam 340poBbIO B pe3yaibTate nposeaeHnAa KainHM4YecKoro
nccnengoBaHMA NeKapCTBEHHONO nNpenapaTta 4nAa meanumMHCKOro npuMmeHeHua.
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3. CTpaxoBbim C/ly4aem No A0roBopy 06s3aTeNbHOro CTpaxoBaHUA ABAAETCA CMePTb NauyeHTa uan
yXyALeHne ero 340p0BbA, B TOM YMCae BaeKyliee 3a coboit ycTaHOBAEHME UHBANUAHOCTU, MPU HaInunn
MPUYNHHO-CNEACTBEHHOW CBA3U MEMAY HacTyrn/ieHMem 3Toro cobbiTMa M yyacTMem naumeHTa B
KIMHUYECKOM MccneoBaHNmM NeKapcTBEHHOro npenaparTa.

4. TpeboBaHMA O BO3MELLEHUN Bpeaa, MPUUYUHEHHOTO MU3HWU WAN 3[0POBbLI0 MaLMEHTa,
NPeabaABNAIOTCA B TEYEHME  CPOKOB  WMCKOBOM  AAaBHOCTM,  YCTAaHOBAEHHbIX  FPaMKAaHCKMM
3aKOHOAATE/IbCTBOM.

5. Pa3N\ep CTanOBOVI BbIMAaTbl NO A0TOBOPY obAsaTenbHoro CTpaxoBaHMA COCTaBNAET:

1) B C/ly4ae CMepPTU nauneHTa Asa MUIJIMOHA py6ne171 Ha KaxXa4o0ro nauueHTta, y4actBoBaBLUEIO B
KIMHNYECKOM UCCnegoBaHUMN NEKAPCTBEHHOIO nNpenapara,

2) Npuy yxyALWeHWM 340P0BbA NaLMeHTa:

a) nosneKkwem 3a coboi yCTaHOBNEHWE MHBAANAHOCTM | rpynmnbl, OANH MWIIMOH NATLCOT ThbICAY
pybneit Ha Kaxgoro nauveHTa, y4yacTBOBaBLUErO B KAMHUYECKOM WCCAeAOBaHMM JIEKAPCTBEHHOTO
npenapara;

6) nosneKkwem 3a coboli ycTaHOBAEHWUE MHBAaAMZHOCTW |l rpynnbl, oAMH MWAAMOH pybnel Ha
Kak4o0ro naumeHTa, y4acTBOBABLLErO B KNIMHNMYECKOM UCCNeA0BaHNM IEKaPCTBEHHOrO Npenapara;

B) noB/ieKwem 3a coboli ycTaHoBNeHWe MHBanugHoctu |l rpynnbl, NATbCOT Thicay pybnel Ha
KayKAOoro nauneHTa, y4acTBOBaBLLErO B KAMHUYECKOM UCCAef0BaHNM IeKapCTBEHHOMO Npenapara;

r) He noBneKwem 3a coboit ycTaHOBAEHUA UHBANUAHOCTH, He Bonee Yem TpUcTa Tbicay pybnelt Ha
Ka’KZ0ro nauMeHTa, y4acTBOBABLLErO B K/IMHUYECKOM UCCNeA0BaHMM IEKAapCTBEHHOTO Npenapara, Mcxoas
M3 HOPMaTMBOB, OTPAXKAIOLWMX XapaKTep U CTeneHb MNOBPEXKAEHWA 3[40POBbA, a TaKke (aKTUYeCKu
NOHECEHHbIX NALMEHTOM PaCcXoA0B, BbI3BaHHbIX MOBPEXKAEHNEM 340P0BbA, Ha MEANLMUHCKYO MOMOLLb,
npuobpeTeHne NeKapCcTBEHHbIX NPenapaTos.

(nn. "r" B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatnun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

7. CpOK A0oroesopa o0bAsaTenbHOro CTpaxoBaHMA He MOXeT 6bITb meHee, 4em CpPOK nposBeneHnA
KTMHNYECKOTo nccnegoBaHnAa NeKapCTtBeHHOro npenaparta.

8. YcnoBusa poroBopa 06s3aTe/IbHOrO CTPAaxoBaHMA, B TOM uMC/e CTpaxoBble Tapudbl Mo
06s3aTeIbHOMY CTPaXOBaHWIO, NepeyYeHb HeoBX0AMMBIX LOKYMEHTOB A/1 OCYLLECTB/IEHUA CTPAXOBOWM
BbINAaTbl, MOPALOK YCTAHOB/IEHWA CTpaxoBaTe/femM WHAMBUAYAJbHOIO WAEHTUOUKALMOHHOIO KoAaa
nauueHTa, NopAaoK MHGOPMMPOBAHUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBJIEYEHHbIX K KIMHUYECKOMY
NCCNef0BaHNIO NEKApPCTBEHHOIO npenapaTta Aaa MeAMUMHCKOTO MPUMMEHEHUA MaumeHTax, NopsAagok
ynAaTbl CTPAax0BOM NpPeMuu, NopsAAOK peannsaLmm onpeseneHHbix HacToAawmnm deaepanbHbIM 3aKOHOM
n apyrumn deaepanbHbIMM 3aKOHaMM MpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06a3aTesbHOro
CTPaxoBaHMA, a TaKKe HOPMaTUBbI, OTPaKalolMe XapaKTep W CTeneHb MNOBPeXAeHWsA 340p0BbA,
yCTaHaB/MBAIOTCA TUMOBLIMM NPaBuAamm 06A3aTeIbHOrO CTPaX0BaHMA.

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

9.B CQly4ae npnynHeHunAa spena XM3HU naumeHTa, y4aCctBoBaBLIEro B KJIMHNMYECKOM UCCnenoBaHNn
NNeKapCTBEHHOIoO npenaparta, BbIFOp,OI'IpVIO6peTaTe!'IﬂMM no p[gorosopy obs3atenbHoOro CTpaxoBaHUA
ABNIAKOTCA TrpaxdaHe, MmerulnMe npaso Ha BO3mMelleHMe Bpeaa B CyvYae CMepTUn KOpmMU/bla B
COOTBETCTBUU C rpaXKgaHCKMM 3aKOHOA4ATE/IbCTBOM, NMPUN OTCYTCTBUU TaKUX TPa*X4aH - poaAUTENN, CyNnpyr,
AEeTN ymepLllero naymneHTa, y4acTtsoBaBlWero B KIMHNMYeECKOM nccnegoBaHn 1eKapCTBEHHOIO nNpenaparta,
B Cnhy4Yae CMepTU NnaumneHTa, yd4acrtBoBaBLUEro B KIMHN4YECKOM UcciegoBaHM NeKapCTBEHHOIO nNpenapaTa
N He MmeBLWEro CaMoCToATENbHOINO 0Xo04da, - rpaxgaHe, Ha MXAUBEHUN KOTOPbIX OH Haxoawunca, B
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OTHOWEeEHNN BO3MelleHNA pPacxXxoaoB Ha I'IOFpE6€'HVIe nauneHTa, y4yacrtBoBaBwero B K/JAMHUYECKOM
nccnengoBaHMM NeKapCTtBeHHOro npenapaTa, - L0, NOHecCLWee Takne pacxoabl.

10. CrpaxoBaa BbinJaTa B CYeT BO3MeWEHMA Bpeda, MNPUYMHEHHOrO KU3HM NaALUEHTa,
Y4acTBOBABLUErO B KAMHMYECKOM UCCNEeL0BAaHMU NEeKapCTBEHHOrO NpenapaTa, pacnpenennerca mexay
BblrogonpuobpeTaTeniamMmm NPONoOPLMOHANbHO UX KONIMYECTBY B PaBHbIX A0/IAX.

11. MNpw HacTyNAEeHMM CTPAXOBOTO CAyYas NaLMEHT, y4aCTBOBABLUMNI B KIMHUYECKOM UCCNeL0BaHUN
NIeKapCTBEHHOrO  MpenapaTta, BbirogonpuobpeTatenb  BNpaBe MNpPeabABUTb  HEMOCPEeACTBEHHO
CTPAxOBLLMKY TpeboBaHWE O BO3MELLEHUN MPUUYNHEHHOTO Bpeaa. CTpaxoBas BbINaTa OCYLL,ECTBASETCS
CTPAxXOBLLMKOM B TeYEHME TPMALATU AHEN CO AHA NPeACTaBAeHNA HEOOXOAMMbIX AOKYMEHTOB. MauneHT,
Y4YaCTBOBABLUMI B KIMHWUYECKOM UCCNeA0BAHMM NEKAPCTBEHHOIO NpenapaTa, an BblirogonpuobpeTaTenb
00M3aH COOOWNUTb CTPaxXOBLUMKY [A/1A OCYLWECTBAEHUA CTPAXOBOW BbIMAATbl  WMHAMBUAYA/bHbIN
NOEHTUOUKAUMOHHDBIA KOZ MaLMeHTa, YCTAHOB/EHHbIA CTpaxoBaTesieM B COOTBETCTBMM C TUMOBLIMM
npasuiamm o6a3aTesIbHOro CTPAXOBaHMA.

12. Jo nonHoro onpeaesneHua pasmepa MNog/exkallero BO3MELEHMIO Bpeaa CTPaxoBLUMK MO
3aABNEHMIO NALMEHTa, y4acTBOBABLLErO B K/IMHWUYECKOM UCCNEeA0BAaHNN IEKAaPCTBEHHOTO Npenapara, uau
3aABaeHUIO BbirogonpuobpeTaTens BNpaBe OCyLWecTBUTb YacTb CTPAXOBOWM BbINaaTbl, COOTBETCTBYIOLLYHO
daKTUYeCcKM onpegeneHHON YacTn NPUYMHEHHOIO Bpeaa.

13. CtpaxoBas BbinaTa B COOTBETCTBMU C JOFOBOPOM 0653aTe/IbHOro CTPaxoBaHMUA OCYLLECTBAETCA
HE33aBMCMMO OT BbINAAT, MPUUUTAIOLLMXCA MO APYTMM BUAAM CTPAXOBaHMA.

14. He AONyCKaeTCA Yy4dactMe naumeHta B NpoBeaeHUn KAMHUYECKOTro wmccieanoBaHUA
NNEKapPCTBEHHOrIO NpenapaTta Npu oTCyTCTBMUKM A0roBOpPa o0bA3aTenbHOro CTpaxoBaHUA.

15. KoHTponb 3a MCMOMHEHWEM OpraHu3auuen, MoNyyMBLUIENW pa3peLleHUME HA OpPraHU3aLuio
npoBefeHNAs KAMHWYECKOTO UCCNed0BaHMA  JIeKAapCTBEHHOro npenapata  Afda  MeaULMHCKOro
NPUMEHEHWA, YCTAaHOBAEHHOW HacToAlen cTaTbed 06A3aHHOCTM MO 06MA3aTeNbHOMY CTPaxOBaHWIO
WM3HW, 300pOBbA NaUMeHTa, yyacTsytowero (y4acTBOBaBLIEro) B K/AMHUYECKOM WCCefoBaHUK
JIEKapCTBEHHOrO  MpenapaTta,  OCYLLeCTBAAETCA  YNOJHOMOYEHHbIM  defepasnbHbiM  OpPraHoMm
WCNOJIHUTENIbHOM BAACTW, BbIJABLWMM paspelleHne Ha npoBefeHVEe K/AMHUYECKUX UcCiedoBaHuM
JIeKapCTBEHHbIX NPenapaToB A/19 MeAULMHCKOTO NPUMEHEHUS.

Fnasa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. NponsBoACTBO IEKAPCTBEHHbIX CpeacTs

1. Mpoun3BOACTBO J/IEKAPCTBEHHbIX CPEACTB [AO/KHO COOTBETCTBOBAaTb TPeboBaHMAM MNpaBun
Hag/NexKalleld nNpPou3BOACTBEHHOW MPAKTUKK, YTBEPKAEHHLIM YNOJAHOMOYEHHbIM deaepanbHbIM
OpraHomM MCMosIHUTENbHOM BAacTu. OcobeHHOCTU Nepexoda NPOU3BOACTBA OTAE/IbHbIX EKAPCTBEHHbIX
CpeacTB K MX NPOU3BOACTBY B COOTBETCTBUM C TpebOBaHMAMM NPaBUA HaaexXKallel NPoM3BOACTBEHHOM
NPaKTUKN ycTaHasamBaloTca [MpaBuTenbctBom Poccuiickon depepaumn. Bblgada 3aKkaou4eHUn o
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM MpaBu  HaA/exallen
NPoOu3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3y/bTaTamM WHCNEKTUPOBAHWSA NpousBoauTeneit
JIeKapCTBEHHbIX CPEACTB B NopsaKe, ycTaHoBAeHHOM [NpasuTenbctBom Poccuinckoit ®epepaumm. Pasmep
nnaTbl 3a Bblgayy 3aK/JOYEHUA O COOTBETCTBMU MPOU3BOAMUTENA IEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
npaBun Hagfexalein npousBoACTBEHHOW MNPAKTUKM ycTaHaBauBaeTcA [paBuTenbCTBOM PoccuiicKoi
depepaunn. Mopsaaok OpraHM3aLUmM U NPOBEAEHUA MHCMEKTUPOBAHMA NPOM3BOAMTENEN IEKAaPCTBEHHbIX
CpeacTB Ha COOTBETCTBME TpeboBaHMAM MpPaBUMA  Hag/NeKallel npou3BOACTBEHHOW MPAKTUKK
ycTaHaBnmBaetca MNpasutenbcteom Poccuiickon degepaumm.

(B peq. PepepanbHbix 3aKkoHOB OT 25.06.2012 N 93-d3, 01 22.10.2014 N 313-$3, 01 22.12.2014 N 429-93)

2. MMpou3BOACTBO JIEKAPCTBEHHbIX CpPeacTB B Poccuiickon ®degepaunm  ocyliecTsaseTcs


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61BDA498DE7D256EB0628298A7489F9E5B0AEA7EEEE5D70E1A92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61BDA498DE7D256EB0628298A7489F9E5B0AEA7EEEE5D70E1A92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61B2AC99D87C256EB0628298A7489F9E5B0AEA7EEEE5D70F1292D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDAC99D179256EB0628298A7489F9E5B0AEA7EEEE5D70E1A92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDAC99D179256EB0628298A7489F9E5B0AEA7EEEE5D70F1092D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63B3AA90DE7F256EB0628298A7489F9E5B0AEA7EEEE5D40B1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A61BCAD91D07A256EB0628298A7489F9E5B0AEA7EEEE5D70C1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BFAF91D87B256EB0628298A7489F9E5B0AEA7EEEE5D10B1792D08B59D030CD32B467E62868BC35aB21K

NpPoOM3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MMEOWMMN NLEH3NIO Ha NPOU3BOACTBO SIEKAPCTBEHHbIX
cpeacts. [MoaTBepKAeHME COOTBETCTBMA JMLUEH3MaTa NpaBuaam Hagnexalweih npov3BOACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PaMKax JMLEH3MOHHOFO KOHTPO/IA B COOTBETCTBMU C 3aKOHOAATE/IbCTBOM
Poccuiickoin Pegepaumm c y4eTom 0cobeHHOCTEN, YKa3aHHbIX B YacTu 1 HacToALEen cTaTbi.

(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. [lMpoun3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYLLEeCTBAAETCA C cobntogeHuem TpeboBaHUN
NPOMbILLIEHHOIO PerflaMeHTa, KOTOPbIN YTBEPKAAETCA PYKOBOAMUTENIEM NPOU3BOANTENA NEKAaPCTBEHHbIX
cpefcTB W BKAOYaeT B cebs nepevyeHb UCNOAb3yeMblXx (apmMaueBTUYECKMX cybcTaHuMii U
BCMOMOraTe/ibHbIX BELLECTB C YKa3aHMeM KOJMYEeCTBA KaKAOoro M3 HUX, AaHHble 06 MCnonb3yemom
obopyaoBaHUKM, ONUCaHME TEeXHONOrMYecKoro mnpouecca M MeTOA0B KOHTPONA Ha Bcex 3Tanax
NPou3BOACTBA NEKAPCTBEHHbIX CPEeCTB.

4. Mpy NpPou3BOACTBE NIEKaPCTBEHHbIX CPeACTB MCMNONb3yTCA dapmaleBTUYeckne cybcTaHumu,
CBEAEHMA O KOTOPbIX COAEP)KaTCA B rOCYAapCTBEHHOM peecTpe J/ieKapCTBEHHbIX CpeacTs, 3a
UCKAOYEeHNEM dapmaLeBTUYECKUX cybcTaHUMIiA, NPOU3BOAMMbLIX AO1A NPOBEAEHUA KAMHUYECKUX
nccnegoBaHUMM M ansa akcnopTa. K npoueccy npoussoactsa dapmaueBTUYECKOM cybcTaHUMM OTHOCATCA
nobble  CTaguu  TEXHOJIOTMYECKOro  npouecca, Mo3BOJiAOWME  MOAYYUTb  TFOTOBbIM  MPOAYKT,
COOTBETCTBYIOWMIM TpeboBaHMAM dapMaKkonenHon cTaTbl, B TOM uucie depmeHTaums, SKCTpaKuus,
OYMCTKa, BblaesieHre, NepekpucTaniv3aumsa, BbiCylUMBaHUe, nsmesnbyeHne. B ciyyae HeobxoammocTu
MCMNO/Ib30BaHUA 3TW/IOBOFO CMMPTA, B TOM 4Yncie papmaueBTUYECKOM cybCTaHLUMKM CnupTa 3TUI0BOTO
(oTaHONa), NpuM NPOU3BOACTBE /IEKAPCTBEHHbIX CPeACTB B KadyecTBe JAeucTeywoliero un (nan)
BCMOMOraTe/IbHOr0 BELW,ECTBA, @ TaKKe B MHbIX TEXHOJIOTMYECKUX LLeNAX AOJIKHA ObiTb MCMNO/b30BaHa
TONbKO papmaueBTMYecKasa CybcTaHUMa cnupTa 3STUI0BOIO (3TaHoN).

(8 pen. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, ot 27.12.2019 N 481-
®3)

4.1. MepeyeHb NEeKapCTBEHHbIX MPEMNaApPaToB AAA MEeAULMHCKOTO MNPUMEHEHWUA, B OTHOLIEHUMU
KOTOpPbIX YyCTaHaBauBatoTcA TpeboBaHMA K 06bemy Tapbl, YNAaKOBKE WM KOMMJAEKTHOCTM, MepeyeHb
JIeKapCTBEHHbIX MpenapaToB A4/19 BETEPUHAPHOTO NPUMEHEHUA, B OTHOLLEHWWN KOTOPbIX YCTAaHABNBAKOTCA
TpeboBaHMA K 0b6bemy Tapbl, a TaKke TpeboBaHMA K obObemy Tapbl, YNAKOBKE M KOMMIEKTHOCTU
JIeKAPCTBEHHbIX MPEnapaTtoB ANA MEeAMUMHCKOTO MNpuMeHeHun, TpeboBaHMA K obbemy Tapbl
JIeKapCTBEHHbIX NpenapaTtoB A/1A BETEePUMHApPHOrO NPUMEHEHWA ONpeaenAlTCA COOTBETCTBYHOLMMMU
YNONHOMOYEHHbIMK benepanbHbIMU OpraHaMn UCMNOJIHUTENbHON BAACTU B MOpAAKe, YCTAaHOBAEHHOM
MpasuTtenbctBom Poccuiickoit ®eapepaumu.

(yactb 4.1 B pea. GepepanbHoOro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusaumn, OCyLLecTBAAlOWME NPoM3BOACTBO dapmaLieBTMYECKOM cybcTaHumMM cnmpTa
3TUNOBOro (3TaHosa) ANA NPOM3BOACTBA CMUPTOCOAEPMKALLMX JIEKAPCTBEHHbIX Mpenapatos, 06sA3aHbl
OCYLLECTBAATbL YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbsiMU 8 U 14 depepanbHOro 3aKoHa OT 22 HOAGPA
1995 roga N 171-93 "O rocyaapcTBEHHOM peryanMpoBaHMu Npon3BoacTBa U 060poTa 3TUAOBOrO CNUpPTa,
a/IKOrONIbHOM U CNMPTOCOAEp)Kallleld NpoayKuMM M 06 orpaHuyeHun notpebneHus (pacnuTma)
afIkoronbHoM npoaykuumn'. NMponssoacTBo papmaLLeBTUHECKOW CyDCTaHLMM CNUPTa 3TMNOBOTO (3TaHOa)
JONYCKaeTca TOJIbKO OpraHu3aumen, OCyLLecTBAAIOWEN NPOU3BOACTBO PEKTUPUKOBAHHOIO 3TMUIOBOTO
cnMpTa U3 NULLEBOro CbiPbA HA OCHOBAHWM JIMLEH3UM HA MNPOM3BOACTBO 3TUAOBOrO CNUPTa ANA
npoussoacTBa ¢GapmaLeBTUYECKOW CybCcTaHUMM ChiMpTa 3TWIOBOrO (3TaHoMa) B COOTBETCTBUM C
TpeboBaHuaAMKN PenepanbHOro 3akoHa OT 22 HoAbpsa 1995 roga N 171-03 "O rocygapcTBeHHOM
PerynMpoBaHnM MNpousBoacTBa M 060pOTa 3TUIOBOrO CNMPTA, aNKOTOJIbHOW M CNMPTOCOAEpIKalLei
npoayKuMmM u 06 orpaHuyYeHUn noTpebaeHMsa (pacnmTuA) anKoOronbHOM MpoAyKuun', metoZom
pa3BeAeHNA BOLOW OYMLLEHHOM TAaKOro STUAI0BOrO CNMPTA, NPON3BEAEHHOrO AAHHOW OpraHu3aumen no
MECTY OCYLLECTB/IEHWA NPOM3BOACTBA GapMaL,EeBTUYECKON CybCTaHUMKM CNMpTa 3TUAOBOTO (3TaHONa).
(yacTtb 4.2 BBeaeHa degepanbHbiM 3aKoHOM oT 03.07.2016 N 261-93; B pea. PegepanbHOro 3akoHa oT
27.12.2019 N 481-93)

4.3. MH,CI,MBVI,CI,yafIbeIe npeanpunHumartenn n ropungunyeckme nnuda, oCyuwecteaAowmne 3aKynky m
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ncnosb3oBaHWe dapmaLeBTUYECKOW CybCTaHLMM CcnMpTa 3TUI0BOrO (3TaHONA), @ TaKKe NPoM3BOACTBO,
nsrotosneHne w (MamM) o060poT (33 WCKAOYEHMEM PO3HUYHOM MPOAANKM) CMUPTOCOLEPHKALMX
NIeKapCTBEHHbIX MNPenapatoB, 00fA3aHbl OCYWECTBAATbL WX Yy4eT W  AeKNapupoBaHWe B MNOPAAKE,
YCTAHOBNEHHOM cTaTbAaMM 8 n 14 depepanbHOro 3akoHa ot 22 Hoabpa 1995 roga N 171-93 "O
rocygapcTBEHHOM pPEryiMpoBaHMM NPOM3BOACTBA M 006OPOTa 3TMNOBOFO CMMPTA, AJIKOTO/IbHOM M
cnupTocoaep Kalei NpoayKummn 1 06 orpaHMyYeHMmM noTpebaeHnaA (pacnuTra) aNKoronbHOM NpoayKumn'.
(yacTb 4.3 BBegeHa depepanbHbim 3akoHOM 0T 29.07.2017 N 278-93)

4.4. Tlpun nNpou3BOACTBE JIeKapCTBEHHbIX MpenapaTtoB ANA BETEPUHAPHOrO0 NPUMEHEHUA
OOMYCKaeTcA MCMNo/ib30BaHME MPOU3BEAEHHbIX ANA peanusaunmn dapmaLeBTUYECKUX CyBbCcTaHUumi,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbIA PEecTp NEKAPCTBEHHbIX CPEACTB YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM  MUCMOJIHUTENbHOW  BNACTWU, OCYLLECTBAAIOWMM BeAEHWE TOCYAapPCTBEHHOrO  peectpa
NIeKapCTBEHHbIX CPeacTs ANA MeANULMHCKOro NpUMeEHeHUs.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca Npou3BOACTBO:

1) nekapcTBEHHbIX CPeACTB, He BKIOYEHHbIX B FOCYAapPCTBEHHbIV PeecTp eKapCTBEHHbIX CPeacTB,
33 WCK/IIOYEHMEM /IeKAapCTBEHHbIX CPeACcTB, MNPOU3BOAUMBIX A4 NPoBeAeHMA  KAMHUYECKUX
nccnegoBaHUM U Ans 3KCNopPTa;

2) panbcnPUUMpPOBaHHbIX TEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NLEeH3MM Ha NPON3BOACTBO SIEKAPCTBEHHbIX CPEACTB;

4) neKkapCTBEHHbIX CPEACTB C HapylleHMem npaBua OpraHM3auMu MNpousBOACTBA U KOHTPOAA
KauecTBa JIeKapCTBEHHbIX CPEACTB;

5) yTpatun cuny. - depepanbHbiii 3aKoH oT 27.12.2019 N 481-d3;

6) cnvpTocoAep)KaLMX NIEKAPCTBEHHbIX MpernapaToB MO MEeCTy OCYLLeCTBAEHUSA MPOWM3BOLCTBA
dbapmaueBTUYECKON cybCcTaHLMM CnupTa 3TUAOBOrO (3TaHonMa) M (MAKM) NO MeCTy OCYLLEeCTBEHUS
npown3BoACTBa 3TUI0BOFO CNUPTa;

(n. 6 BBeaeH depepanbHbIM 3aKoOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMYeCKOM cybcTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnMpTocoaeprKalmx
JIeKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM O06OpPYyAO0BaHUM A/ MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, YKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocyZapcTBEHHOM peryiMpoBaHMM MPOM3BOACTBA M 060POTa 3TUIOBOTO CAUPTA,
a/IKOTONbHOM U CNMPTOCOAEpP)KALLEe NpoAyKUMM M 06 oOrpaHudeHun noTtpebneHua (pacnutus)
a/IkorosibHOM npoaykumn'.

(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 27.12.2019 N 481-03)

6. MNpyv BBOAE /IEKAPCTBEHHbIX CPEACTB B TpaXKAaHCKMA 060POT YMNOJHOMOYEHHOE /L0
NPOM3BOAUTENSA IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBUA JIeKAapPCTBEHHbIX
cpeacTB TpeboBaHUAM, YCTAaHOB/IEHHBIM NPWU WX TOCYAAPCTBEHHOW PEerucTpauuun, U rapaHTMpyeT, yTo
NeKkapcTBeHHble CpeacTBa MPOM3BeAeHbl B COOTBETCTBUM C TpeboBaHMAMM NpaBuA Hag/aexallei
NPOM3BOACTBEHHOM MPAKTUKMN.

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

7. YNONHOMOYEHHbIM NMLUOM MPOU3BOANUTENA NIEKAPCTBEHHbIX CPEACTB ABAAETCA ero paboTHMK,
aTTeCcTOBaHHbIN B YCTAHOBJAEHHOM YNO/JHOMOYEHHbIM deaepanbHbiM OPraHOM UCMONHUTENBHON BAACTU
nopsAake U UMeoWuin cTaxk paboTbl He MeHee YemM NATb /1eT B 061acTU NPON3BOACTBA U (MN) KOHTPOASA
KayecTBa fIeKapCcTBEHHbIX CPeACTB, Bbicllee 06pa3oBaHMe COOTBETCTBEHHO NO OAHOM U3 CneumanbHOCTeN
n (Mn) oAHOMY M3 Hanpas/eHUI NOAFOTOBKU: BMoN0rusA, BUOTEXHOIOTUA, BETEPUHAPWA, BETEPUHAPHO-
CaHUTApPHAA 3KCMepTM3a, KAMHMYECKas MegMuMHa, PaauMauMoHHan, XMMWYeckas M buosiornyeckas
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3awmTa, bapmauma, dyHAaMeHTabHaA MeauLMHa, XMMUYECKasa TEXHOMIOMUA, XMMUA.
(8 pea. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-03)

8. MpounsBoanTENn NEeKapcTBEHHbIX CPeACTB (3a MCKAYeHMeM dapmaLleBTUUYECKON cybcTaHLuK
CNMPTA 3TUNOBOTO (3TaHO/1a) MOTYT OCYLLECTBNATL MPOAANKY IEKAPCTBEHHbIX CPEACTB UM NepeaaBaTb UX
B YCTAaHOB/IEHHOM 3aKOHOAaTeNbcTBOM Poccuinckolt ®Pepepaumm nopagke:

(B pea. PepepanbHoOro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NpoU3BOAUTENSAM IEKAPCTBEHHbIX CPEACTB AR NMPOU3BOACTBA IEKAPCTBEHHbIX CPeACTB;
2) opraHu3auuam onTOBOM TOProB/IM IEKAPCTBEHHLIMW CPEACTBAMMU;

3) anTeyHbIM OpraHM3aUMAM, BeTEPUMHAPHbIM anTeYHbIM OpraHuU3auMAM, WHAUBUAYANbHbIM
npeanpuHUMaTENAM, UMEIOWUM JNLEH3MIO Ha GapMaLeBTUYECKYIO AeATENIbHOCTb WM JINLLEH3UIO Ha
MEANLIMHCKYIO AeATeNbHOCTb;

4) Hay4YHO-MCCNeA0BaTeIbCKUM OpraHM3aUmMaM AN HayyHO-UCC/1e0BaTeIbCKoin paboTbl;
5) MeAMLMHCKMM OpraHn3aumsam 1 BeTePUHAPHbIM OpraHn3auuam;

6) opraHusauMam M MHAMBMAYANbHbIM MNPEANPUHUMATENAM, OCYLLECTBAAIOWMM pa3BeaeHue,
BblpallMBAaHME M COAEpPrKaHME MKMBOTHbIX (33 WCKAOYEHMEM MPOAarKM WM  (apmaLeBTUYECKUX
cybCTaHUM UK X Nepesayn).

(n. 6 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. MpowussoguTtenn dapmalLeBTUYECKON CcybCTaHUUM cnupTa 3TUAoBOro (3TaHona) o06s3aHbl
OCYLLECTBNATb peannsaumio (nepegady B yCTaHOBAEHHOM 3aKoHOZaTenbcTBOM Poccuiickolt degepaumu
nopagke) <¢dapmaueBTUYECKOW CybCTaHUMM  CnMpTa  3TWIOBOrO  (3TaHona) NpousBoAMTENsM
JIeKapCTBEHHbIX CPeACTB A5 MPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MEANUNHCKUX U34EeNNI ANA NPOU3BOACTBA U U3rOTOBAEHNA MEAULIMHCKUX U3LENN B EMKOCTAX 06 beMoMm
He 6onee 1 nuTpa u (Mnun) He meHee 1000 NMTPOB, a OpraHU3aLMAM, YKa3aHHbIM B NMyHKTax 3 - 5 yactn 8
HacToALWEN CTaTbM, B Tape 06vemom He 6onee 1 anTpa.

(yacTb 9 BBeageHa desepanbHbiM 3aKkoHOM oT 29.07.2017 N 278-d3; B pea. PenepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-03)

10. Peanusauma (nepefaya B YCTaHOB/NEHHOM 3aKOHOZaTeNbCTBOM Poccuitickoint degepaumm
nopagke) ¢dapmaueBTUYeCKOM CcybCTaHUMM cnMpTa 3TWIOBOrO (3TaHONA) OpraHM3aumsm ONTOBOM
TOProB/IY NIEKAPCTBEHHBIMW CPEeACTBAMM HE JOMNYCKaeTCA.

(yacTb 10 BBEeAeHa deaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3KM PapmaLeBTUYECKOM CybCTaHLMMU CMpPTa 3TUIOBOTO (3TaHO/a) OCYLWLECTBAAIOTCA C
cobnogeHnem TpeboBaHWUI, yCTaHOB/EHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbl 9 PepepasnbHOro
3aKoHa OT 22 HoAbpsa 1995 roga N 171-®3 "O rocysapcTBEHHOM pPeryiMpoBaHUMM MPOW3BOACTBA U
060poTa 3TWNIOBOrO CNWMPTA, aNKOrOJbHOM W CNUMPTOCOAEPIKallen NpoAyKuMn u o6 orpaHuYeHuu
notpebneHuns (pacnnTuaA) ankorosbHOM NpoayKumm".

(yactb 11 BBeaeHa ®egepanbHbIM 3aKOHOM OT 27.12.2019 N 481-93)

CtaTbA 46. MapKUpOBKa NEKAaPCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 32 UCKAOYEHMEM NeKapCTBEHHbIX MPenapaTtos, M3roTOBAEHHbIX
anTe4yHbiMn OpraHn3aumamun, BeETEPUHAPHbIMU aANTEYHbIMMU OpPraHU3aumnamum, UHAMBUAYA/TbHbIMU
npegnpuHnmarenamm, uwmerwwmMMmmn nULEH3NKO Ha d)apMaLJ,EBTM‘-IECKyIO AeATeNbHOCTb, AO0J/1XKHbI
NnoCTynaTtb B O6paLLI,EHM€, ecnun:

1) Ha MX MNepBMYHOM YyMNaAKOBKE (33 WCKAOYEHMEM MNEPBUYHON YNAKOBKU /IEKApPCTBEHHbIX
pacTUTENIbHbIX NPEenapaToB) XOPOLLO YNTAEMbIM LPUPTOM Ha PYCCKOM A3bIKE YKasaHbl HAaUMeHOBaHWe
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NleKapcTBEHHOrO npenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOe, WAM  TPYNMNMPOBOYHOE, WM
XMMUYECKOe, UM TOProBoe HaMMeHoBaHMe), HOMep Cepun, AaTta BbinycKa (412 MMMYHOBMOAOrMYECKNX
JIeKapCTBEHHbIX MPEnapaToB), CPOK rOAHOCTM, A03UPOBKA WAWN KOHUEHTpauusa, o6bem, akTUBHOCTb B
eANHNLAX AeNCTBUA UAN KOANYECTBO A03;

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOM (NOTPEBUTENbCKOM) YNIaKOBKE XOPOLLO YNTAEMbIM LPUGTOM Ha PYCCKOM A3blKe
yKasaHbl HaMMeHOBaHME /NeKapCTBEHHOro npenapata (mexKayHapogHoe HenaTeHTOBAaHHOe, WM
rPynnMpoOBOYHOE, WM XMMMUYECKOE W TOProBOE HAMMEHOBaHMUSA), HAMMEHOBaHME MNpPOU3BOAMUTENS
NIeKapCTBEHHOIO NpenapaTta, HoOMep cepun, JaTta BbiNycka (419 UMMYHOBMONOTMYECKUX TIEKAPCTBEHHbIX
npenapaToB), HOMepP PEerncTpPaLMoOHHOIO YAOCTOBEPEHWUs, CPOK FOAHOCTW, CNocob NpUMeEHEHMUS,
O03MPOBKA WM KOHLEHTPaUus, obbem, akTUBHOCTb B eAMHULAX AeWACTBUA MO0 KOAM4YecTBO 03 B
YNaKOBKe, IeKapCcTBeHHan popma, yCIoBMA OTMNYCKa, YCA0BUA XPaHEHUs, NpeaynpeanTesibHble Hagnucu.
(8 pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 01 22.12.2014 N 429-03)

2. ®apmaueBTMUYECKME CcyBCTAHUMM AO0MKHbI NOCTyNaTb B obpalleHUe, ecnnm Ha UX NepBUUYHOM
YNaKoBKe XOPOLLUO YUTaeMbIM LIPUPTOM Ha PYCCKOM A3bIKE YKasaHbl HaMMeHOoBaHWe papmaLieBTUUYECKON
cybCcTaHuUMK (MeXkayHapoaHOoe HenaTeHTOBaHHOE, UK TPYMMUPOBOYHOE, UM XMMUYECKOEe N TOProsoe
HaMMeHOBaHMA), HAaMMeHOBaHWe npoussoauTena GpapmaL,eBTMYECKON cybCcTaHLUUK, HOMEpP cepun 1 AaTa
N3roTOB/JIEHUA, KOIMYECTBO B YMAKOBKE U e4UHULbl U3MEPEHUA KOJIMYECTBA, CPOK FOAHOCTU U YCI0BUA
XpaHeHMA.

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

3. JlekapCTBeHHbIE CPEICTBa B KAaYECTBE CbIBOPOTOK AO/IHbI NOCTYNaTh B 06palleHue ¢ yKazaHMem
WBOTHOTO, U3 KPOBM, NNAa3Mbl KPOBM, OPraHOB M TKAHEN KOTOPOro OHU MOJYYEHbI.

4. Ha BTOpUYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPeACTB, NO/YYEHHbIX U3 KPOBMU,
naasmbl KPOBU, OPraHOB U TKaHEeN YenoBeKa, A0KHA HaHOCMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEpPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBUYHYO YNaKOBKY M BTOPUYHYIO (NOTPebUTENbCKYIO) YNaKoBKY paanodapmal,eBTUYECKmX
NeKapCTBEHHbIX CPEACTB LOKEH HAHOCUTLCA 3HAK PaAMALMOHHON ONAaCHOCTY.

6. Ha BTOpMYHYt0 (NOTpebuTenbCKyo) yNaKoBKY romMeonaTUYyeckux JIeKapCTBEHHbIX NMpenapaToB
[0J/1>KHa HAaHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpPWUYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY /NEKapCTBEHHbIX PacTUTE/bHbIX MpenapaTtos
OO/IKHA HaHOCUTbCA Hagnuch: "MpoayKuma NpoLuna paguaunoHHbIi KOHTpob" .

8. Ha nepBUYHY0 yNaKoBKy (ecnuM ANs 3TOro CyLEeCcTBYET TEXHUYECKaa BOSMOMXKHOCTb) U BTOPUYUHYHO
(noTpebutenbcKyo) ynakKoBKY /IEKApPCTBEHHbIX MPenapaTtoB, MpeAHa3Ha4YeHHbIX ANA  KAUHUYECKUX
nccneaoBaHUi, AONXKHA HAHOCUTBLCA Haanucb: A1 KAMHUYECKUX nccnegoBaHunin”.

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

9. YnakoBka NEKapCTBEHHbLIX CpeacTs, MnpegHasHa4Ye€HHbIX WUCKAKYUTENIBHO A4 3KCNOopTa,
MapKunpyeTca B COOTBETCTBUN C TDE6OBaHMﬂMM CTPpaHbl-MmnopTepa.

10. Ha TpaHCMopTHytO Tapy, KOTOpas He MpeAHasHayeHa A4na notpebutenei M B KOTOpyLo
NMOMELLEHO /leKapCTBEHHOE CPeacTBO, AO/BKHA HAHOCUTbCA MHPOPMALMA O HaUMEHOBaHWUM, Cepun
NIeKapCcTBEHHOTO CPeACTBa, [AaTe BbIMyCKa, KOAMYECTBE BTOPUYHbLIX (NOTPEBUTENbCKMX) YNaKoOBOK
NeKapCcTBEHHOTO CpPeacTBa, NPOM3BOAMUTENE IEKAPCTBEHHOIO CPEACTBa C YKa3saHMEeM HauMeHOBaHUA U
MECTOHaXOXAEeHNA NPOU3BOANTENA NEKAaPCTBEHHOMO CPeACTBa (agpec, B TOM Yncae cTpaHa U (Man) mecto
NPOM3BOACTBA /IEKAPCTBEHHOrO CPeACTBa), a TaKKe O CPOKe roAHOCTU NeKapCTBEHHOro cpeacTsa M 06
YC0BUAX €ro XpaHeHUA 1 NepeBo3KMu, Heobxoanmble npeaynpeauTebHble HagNMCKU U MaHUNYAATOPHbIE
3HaKM.
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11. Ha nepBMYHYIO YNAKOBKY M BTOPUYHYLO (MOTPebUTENbCKYIO) YNAKOBKY 1IEKAapPCTBEHHbIX CPEeACTB
ONA BETEPMHAPHOIO NPUMEHEHUA A0/KHA HAHOCUTLCA HaanuUch: "[11A BETepMHAPHOro NpUMeHeHuA".

12. Ha BTOpuYHylo (NOTPEBUTENbCKYIO) YMNaKoBKY JIEKAapCTBEHHOro npenapata HaHOCUTCA
LITPUXOBOWM Koga,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO SOEAEPALNIO U BbIBO3 IEKAPCTBEHHbBIX CPEACTB
M3 POCCUICKOWN ®EAEPALUU
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopAaaoK BBO3a JieKapCTBEHHbIX cpeactB B Poccuiickyio Pegepaumio U BbiBO3a
JNIeKapCcTBEeHHbIX cpeacTB U3 Poccuiickoii Pegepauunn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /NeKapcTBEHHbIX cpeacTB B Poccuiickyio depepaumio OCyWecTBAAETCS B NOpsAAKe,
ycTaHoBneHHoM [paBuTenbctBom Poccuiickolr degepaumm, B COOTBETCTBUM C  TaMOMKEHHbIM
3aKOHOAATENbCTBOM TaMOMKEHHOrO coto3a B pamkax EBpA33C (manee - TamoKeHHbIN coto3) U (KMnu)
3aKoHoZaTeIbcTBoM Poccuiickoit Pegepaumm o0 TaMOXKEHHOM Aerne.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. BBo3umble B Poccuiickyto Pepepaumio NeKapCTBEHHbIE CPeAcTBa AO/XKHbI COAepyKaTbca B
rocyapCTBEHHOM peecTpe JIEKaPCTBEHHbIX CPeACTB.
(B pen,. PegepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-$3, o1 27.12.2019 N 462-d3)

3. lonyckaetcA BBO3 B Poccuinckyto desepalimio KOHKPETHOM NapTUM 3aperncTpmpoBaHHbIX 1 (Man)
HEe3aperncTpMpoBaHHbIX SIEKAPCTBEHHbIX CPEeACTB, NpeAHasHaYeHHbIX A1A MPOBEAEHUA KAMHUYECKUX
NCcCNefoBaHUI NeKapCTBEHHbIX MpenapaToB, NPoBeAeHMA 3KCNepTU3bl JIEKAapPCTBEHHbIX CPeacTs AN
OCYLLECTB/IEHUS TOCYAaPCTBEHHOW PErncTpauuu JIeKapCcTBEHHbIX MPenapaTtoB MAM AN OKa3aHus
MEAULMHCKOM MNOMOLWM MO KU3HEHHLIM TMOKa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUU
pa3spelleHuns, BblAAHHOTO YMNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMNOAHUTENIbHOM BNacTU No
3anB/IEHUAM NI1L, YKa3aHHbIX B cTaTbe 48 HacToauwero ®enepanbHOro 3akoHa. PaccmoTpeHue Takoro
3anB/IEHMA U MNPUHATME pelleHMA O Bblgaye paspelleHMa Ha BBO3 KOHKPETHOW napTuum
3aperncTpUpPoBaHHbIX U (MK) HE3aPErUCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeAHa3HauYeHHbIX A5
NpoBeAeHUa KJAUHUYECKUX WCCNEeAO0BaHMIA NEeKapCTBEHHbIX MpenapaToB, MPOBEAEHUS 3SKCMNepTUsbl
NIeKapCTBEHHbIX CPeacTB AN OCYLECTB/IEHUA TOCYAapPCTBEHHON PEerucTpaumMm  NeKapCTBEHHbIX
npenapaTtoB UAN A8 OKa3aHUA MeAMUMHCKOW MOMOLWM MO XU3HEHHbIM MOKa3aHMAM KOHKPETHOro
naumeHTa nMbo 06 oTKase B BblAaye YKa3aHHOMo paspeLleHns NpomM3BOAATCA B CPOK, He NPEBbILLAMOLLNIA
nAaTM pabounx gHei. NnaTa 3a BblAauyy YKa3aHHOIO paspelleHns He B3MMaeTca.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

KoHcynbTaHTlAOC: NpyMeyaHme.
C01.01.2024 y. 3.1 cT. 47 yTpaumsaet cuny (P3 o1 27.12.2019 N 475-93).

3.1. JonycKkaetca BBO3 B Poccuitckyto deaepaLumio KOHKPETHOM NapTMM He3aperncTpupoBaHHbIX
NleKapcTBEHHbIX NPenapaToB, COAEPKALLMX HAaPKOTMYECKNE CPeacTBa WAM NCUXOTPOMHbIE BellecTea, B
nopsfke, yctaHosneHHom [paButenbcteom Poccuiickoit degepaumu, ANA OKasaHUA MegUUMHCKOM
MOMOLLM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa WAK rpynnbl NauMeHTOB B C/yyae, eciu
MMeeTcA pelleHne BpavyebHOM KOMMUCCUMM MEAMUMHCKOM OpraHusaumm o HesdPeKTUBHOCTU Wuau
HEBO3MOXHOCTM NPUMEHEHWNA Y KOHKPETHOrO MauUMEeHTa MHbIX 3apPerMcTPUPOBaHHbIX /IeKapCTBEHHbIX
npenapaTos, B TOM YWUCAe COoAepKallumMx Apyrue AeNCTBYlOLLME BelecTBa, U 0 HeobXxoaMMOCTU BBO3a
onpeaeneHHoOro  He3aperucTPUPOBAHHOrO  /JIeKapCTBEHHOro  npenapaTa C  YKasaHWem  ero
MeXAYHapOAHOro HenaTeHTOBAaHHOIMO (MAM XMMUYECKOro, WMAM TPYynnMPOBOYHOM0) HanMMeHOBaHUS,
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dopmbl  BbiNycKa M KoaudyectBa. [lepeyeHb 3aboneBaHWin M COCTOAHMMA W COOTBETCTBYHOLLMX
JIeKapCTBEHHbIX MPENapaToB, COAEPKALLNX HAPKOTUYECKUE CPEACTBA U NMCUXOTPOMHbIE BELLECTBA, B LEenax
OCYLLECTBNIEHMA WX BBO3a B COOTBETCTBMM C TpebOBaHMAMM HACTOAWLEN 4YAcTU yTBEpXKAaeTcs
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOAHUTENIbHOW BAACTU.
(yacTb 3.1 BBegeHa deaepanbHbim 3aKoOHOM 0T 27.12.2019 N 475-03)

4. B Poccuiickyto Pepepaumio MOXKHO BBO3UTb JIeKAapPCTBEHHbIE CPEACTBA, KAayecTBO KOTOPbIX
NOATBEPXKAEHO CepTUPMKATOM MNPOU3BOAMTENS  JIEKAPCTBEHHbIX CPEACTB,  YAOCTOBEpPSAIOLMUM
COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM papmaKonenHblx cTatelt 1Mbo B ciyyae
NX OTCYTCTBMA HOPMATUBHOM AOKYMEHTALMUN NN HOPMATUBHOIO AOKYMEHTa.

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

5. 3anpewaeTca BBo3 B Poccuiickyto degepaumio panbcudmLMpPoBaHHbIX IEKAPCTBEHHbIX CPEACTB,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAMAKTHbLIX 1EKAPCTBEHHbIX CPEACTB.
(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

6. danbcnPUuMpoBaHHble NEKapCTBEHHble CPeacTBa, HeAobpoKayecTBeHHble /IeKapCTBEHHbIe
CpeAcTBa nogjexar UsbATUIO U NoCNeAyoWweMy YHUUTOXKEHNIO UM BbIBO3Y U3 Poccuiickoit depepaumm,
KOHTpadaKTHblEe NeKAaPCTBEHHbIE CPEACTBA - U3BATUIO U NOC/IEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
unn  BbiIBO3 U3 Poccuiickoit  Pepepaummn  danbCcUPULMPOBAHHBIX  JIEKAPCTBEHHbIX  CPEACTB,
HenobOpPOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB
OCYLLECTBNAETCA 3@ CYET /iMUQ@, OCYLLeCTBMBLUEro WX BBO3. [lOpPAAOK YHUYTOMKEHUS U3BATbIX
danbcnPpMUMPOBAHHBIX JIEKAPCTBEHHbIX CPeACTB, HefobpOoKaYecTBEHHbIX JIEKAaPCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX eKapCTBEHHbIX CPeACTB ycTaHaBAnBaeTca MNpasutenbctsom Poccuiickolt deaepaunu.
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jvua, ocywecteaawowme BBo3 B Poccuiickyto  depepaumio  dpanbcuPULMPOBAHHbIX
NeKapCTBEHHbIX  CPeACTB, HeAobpOKAYyeCTBEHHbIX  /IEKAPCTBEHHbLIX  CPeACTB,  KOHTpadaKTHbIX
NeKapCcTBEHHbIX CPEeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOAATE/IbCTBOM
TaMoOKeHHOro Coto3a U (Mn) 3aKoHoAaTeNbCcTBOM Poccuiickon Peasepaumnn o TaMOXKEHHOM gene.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

8. BbIiBO3 NeKapCTBEHHbIX cpeacTs U3 Poccuiickoi Pepepaumnm ocywecTeaserca 6e3 npumeHeHus
OTPaHMYEHUI, YCTAaHOBJEHHbIX TaMOXEHHbIM 3aKOHOZATe/NbCTBOM TaMOMKEHHOro coto3a W (Mau)
3aKoHoAaTenbcTBOM Poccuiickon degepaunm o rocyfapCTBEHHOM PerysimpoBaHMM BHELIHETOProBoOwm
[EeATEeNbHOCTU.

(B pea. PepepanbHbix 3aKoHOB OT 06.12.2011 N 409-d3, ot 25.11.2013 N 317-d3, ot 22.12.2014 N 429-
®3)

9. BBOA B rparkAaHCKMI 0BOPOT IEKAPCTBEHHbIX NPENAPaTOB A8 MEANUMHCKOTO NPUMEHEHWUs,
BBe3eHHbIX B Poccuiickyro Peaepaumio, ocywectsasetca ¢ cobnogeHnem TpeboBaHuUM, YCTaHOBAEHHbIX
ctatbei 52.1 HacToAwero PesepanbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTIAKOC: NpumeyaHue.
C01.09.2023 cT. 47 pononHsetca 4. 10 (d3 o1 02.07.2021 N 317-P3).

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeAacTB B
Poccuitckyo Pepgepauumio
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Peaepalumio MoryT BBO3UTb:
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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1) npousBoAMUTENM NEeKapPCTBEHHbIX CpeacTB AnA  Ueneit cobCTBeHHOro MpoM3BOACTBA
JIeKapCTBEHHbIX CPeacTs;

2) VHOCTpaHHble pPa3paboTUMKM NIEeKAPCTBEHHbIX CPEACTB WM WHOCTPaHHble NPOM3BOAUTENU
JIeKapCTBEHHbIX CPEACTB UAW ApYyrve topuandeckne anua no nopyveHunio paspaboTymKka NeKkapcTBEHHOIO
CpeacTBa 4/1a NpoBeAeHUs KANMHUYECKUX UCCNefoBaHWUA IeKapCTBEHHOrO MnpernapaTa, OCYLLEeCTB/IeHUS
rocyapCTBEHHOM  perucTpaummn  JIeKapCTBEHHOro npenaparta, BKAoYeHua  papmMaueBTUYECKOM
CybCTaHUMM B rOCYLAPCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeACTB, KOHTPO/IA KAayecTBa JIEKapCTBEHHbIX
CpeAcTB NPU HaIMYMK paspeLleHuns YNoNHOMOoYeHHOro ¢deaepanbHOro opraHa UCNONHUTENbHOW BAACTU
Ha BBO3 KOHKPETHOM NapTUK IeKapCTBEHHbIX CPeACTs;

3) opraHunsauunu onToBOM TOProB/i NeKapCTBEHHbIMU CpeOCTBaAMMU,;

4) Hay4yHO-UccnedoBaTeNbCKME OpraHusaumn, obpasoBaTenNbHble OpraHM3auuM  BbICLIErO
06pasoBaHUA, NPOM3BOAMTENIM NEKAPCTBEHHbIX CPeACTB AnA pa3paboTKM, MccneaoBaHUA, KOHTPOAS
6e3onacHocTK, KayecTBa, 3GGDEKTUBHOCTM JIEKAPCTBEHHbIX CPEACTB MPU  HaAMuUKM  paspelleHus
YNOJIHOMOYEHHOTo PpefepanbHOro opraHa UCMONHUTENIbHOM BacTy;

(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MmeanumMHCKMe opraHmM3aumm, Hble yKasaHHble B NyHKTax 1 - 4 HacTosAwWen cTaTby OpraHmnsaumnm
019 OKa3aHUA MeANLNHCKON NMOMOLLM MO }KU3HEHHbIM NMOKa3aHUAM KOHKPETHOTO NauyeHTa Npy Haauunm
paspelleHns YNoJHOMOYEHHOro ¢peaepasbHOro opraHa MCNONHUTENIbHOM BAACTU Ha BBO3 KOHKPETHOM
NapTUX NeKapCcTBEHHOro npenapaTta, BblAAaHHOMO B YCTAaHOBAEHHOM MNopsaake B GopmMe 31eKTPOHHOTo
AOKYMEHTa, NoANUCAHHOIO YCUIEHHOW KBAIMPULMPOBAHHOWM 3/1eKTPOHHOM NOANUCHIO;
(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (3 o1 27.12.2019 N 475-93).

6) rocynapCcTBeHHble YHUTAPHbIE NPeanpPUATUA, MMYLLLECTBO KOTOPbIX HaxoauTcsa B denepanbHOM
cobcTBeHHOCTH, onpeaensemble MNpaButenbcTBom Poccuitickont depepaumn, B YacT BBo3a B Poccuiickyto
Pepepaunto He3aperncTpupoBaHHbIX JIEKAPCTBEHHbLIX MNPEMNaApaToB, COAEPXalMX HapPKOTUYECKUe
CpencTBa WM MCUXOTPOMHbIE BELLECTBA, ANA OKA3aHMA MEOULMHCKON MOMOLWM MO KU3HEHHbLIM
NOKa3aHMAM KOHKPETHOro naumeHTa WAW rpynnbl NaLMEeHTOB B COOTBETCTBMM C YacTbto 3.1 ctatbu 47
HacToawero PegepasibHOro 3aKOHa.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

CraTba 49. [lokymeHTbI, NpeAcTaBAsieMble B TAMOXeHHble opraHbl Poccuiickoii deaepauuu npu
BBO3e /IeKapPCTBEHHbIX cpeacTs B Poccuiickyio Peaepaumio
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. Mpu BBO3e /NEKAPCTBEHHbLIX CpeacTB B Poccuitickylo depepaunio B TaMOXKEHHbIE OpraHbl
Poccuiickolt  depepauun  Hapagy C AOKYMEHTaMK, MpPeacTaBNeHWE KOTOpbIX MpeaycMOTPeHo
TaMOXEHHbIM 3aKoHO4AaTe/NIbCTBOM TaMOMKEHHOro cot3a M (MAKn) 3akoHoaaTenbcTBOM Poccuiickoi
desepaumnn o0 TaMOXKEHHOM Aene, NPeaCcTaBAATCA cneayowme JOKYMEHTbI:

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) cepTuduMKaT NpPomM3BOAUTENA /IEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOTrO /IeKapCTBEHHOro cpeactBa TpeboBaHuam dapmaKkoneiiHon ctaTbu AMbo B C/iyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTAUMKN UAN HOPMATUBHOIO AOKYMEHTa;

2) pa3peweHne ynosHOMOYEHHOro d)e,u,epaanoro OpraHa WUCNOJIHUTENbHON BAACTM Ha BBO3
KOHerTHOVI napTn nNeKapCtBeHHOro cpeacresa B C/aydaAax, YCTAHOBJ/IEHHbLIX 4aCTbiO 3 cratbn 47
HaCTOoALWLEro (De/J,epaanoro 3aKOHa.
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2. JOKYMeHTbl, yKasaHHble B NyHKTax 1 M 2 yactM 1 HacTosiwen cTaTbM, NpeacTaBAAOTCA B
TaMOMKEHHble opraHbl Poccuiickon ®Pepepaummn npu NpubbITUM NEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depgepauumtio.

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

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepauuio AnAa AUYHOrO
WUCMONb30BAaHUA M UHbIX HEKOMMEPYECKUX Lesiell, a TaKXKe ANAA UCNO/b30BaHUA HA TeppuTopuM
MeXAYyHapoAHOro meAnLIMHCKOro Knacrepa
(B pen,. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-3, oT 29.06.2015 N 160-93)

1. /lekapcTBeHHble npenapatbl MoryT 6biTb BBE3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbaMmn 48 u 49 HacTosawero PegepanbHOro
3aKOHa, ec/i OHW NpeAHasHayeHbl gAA:

(B pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro MCNONb30BaHMA GUINYECKUMM IMLLaMU, NPUBbIBLLIMMU B Poccuiickyto ®eaepauuio. Mpu
3Tom BBO3 B Poccuiickyto Peaepaumio nekapcTBeHHbIX NpenapaTos, CoaepKallmMx CUAbHOAENCTBYOWME
n (MAn) ANOBUTbIE BELLLECTBA, BKAOYEHHbIE COOTBETCTBEHHO B CMMCOK CU/IbHOAEUCTBYOLLMX BeLlecTs AN
Lenen yronoBHOro 3akoHoAaTenbcTBa Poccuinckon Peagepaumm 1 B CNUCOK A,40BUTbIX BELLECTB A1 Liesiel
YroJIOBHOIO 3aKoHogaTenbcTBa Poccuiickoit depepaumu, yteeprKaeHHble MpaBuTensCcTBom Poccuitckoi
depepaumnn, OCyWECTBAAETCA MNPU HaANYMM  [OOKYMEHTOB (3aBEpPEeHHbIX KOMW [OKYMEHTOB WU
3aBEPEHHbIX BbIMUCOK W3 HUX), MOATBEPNKAAOWMX HasHayeHue JU3MYeCcKoMy ULy YKasaHHbIX
JIeKapCTBEHHbIX MPenapaToB (3a UCKAOYEHMEM JIEKAPCTBEHHbIX MPEenapaToB, 3aperncTPUpPOBaHHbIX B
Poccuiickoit dPepepaummn n otnyckaembix B Poccuinickon depepaumm 6e3 peuenta Ha J1€KAPCTBEHHbIN
npenapar). MoaTeepaatowume AOKYMEHTb! (MX 3aBepeHHble KOMUU AN 3aBEPEHHbIe BbIMUCKN U3 HUX)
OOJ/KHbI cofiepaTb CBEAEHMA O HaUMEHOBAHUM W KOJMYECTBE Ha3HAYEeHHOro JIeKapCTBEHHOro
npenaparta. B cnyyae, ecnv noareepxaatowmMe AOKYMEHTbl (MX 3aBepeHHble KOMWUM WU 3aBEpPEeHHble
BbIMUCKN U3 HVIX) COCTaB/ieHbl HA MHOCTPAHHOM A3blKe, K HUM MNMpUaaraeTca HoTapuaabHO BaBepeHHbll‘;I
nepesBoA, Ha PYCCKUI A3bIK;

(n. 1 8 pea. PepgepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wucnonb3oBaHMA pPabOTHMKaMM  AUNJAOMATUMYECKOrO Kopnyca MWMAM  npeacTaBuTenamu
MeXAyHapoaHbIX OpraHn3alLnii, aKkkpeaMToBaHHbIX B Poccuiickoit deaepaumnu;

3) neyeHUs NacCcakMPOB M YNEHOB IKUMAMKEN TPAHCMOPTHLIX CPeAcCTB, MOe3gHblx bpurag w
BOAUTENEN TPAHCMOPTHbIX CPeACTB, NpMbbiBLIKX B Poccuitckyto Pepepaumio;
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) nevyeHMA YYaCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUI U YH4aCTHUKOB
MeXAyHapoaHbIX 3KCneauLniA;

5) JNeyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300CadaX, LMPKaX, OKeaHapuymax,
AenbOUHaApUAX, NeYeHUA OUKMX MMBOTHbIX, MOCTOAHHO WAM BPEMEHHO HaCenAWMX TeppUTopUIo
Poccuiickolt depepaumm, HaxoAAWMXCA B COCTOAHWWM eCTecTBEHHOM cBo6oAbl M NpUHagAexalimx K
BMAAM, 3aHeceHHbIM B KpacHylo KHury Poccuiickoit ®egepaumm 1 (MAKM) KpacHble KHUMM CybbeKkToB
Poccuiickolt ®eaepaumn, a TaKKe XKMBOTHbIX, BBO3UMbIX B Poccuitickyto depepaumio gns ydactus B
CMOPTMBHbIX U 3PEAULLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 02.08.2019 N 297-3)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIo MeAMLNHCKOro Knactepa.
(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 29.06.2015 N 160-93)

2. B cnyyanx, npeaycMOTPEeHHbIX YacTblo 1 HacToAwel cTaTbk, AonycKkaeTca BBO3 B POCCUICKYIO
denepaumio NeKapCcTBEHHbIX NPenapaTos, He 3aperncTpupoBaHHbIX B Poccuiickoin dPeaepauuu.
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-d3)
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3. lekapcTBeHHbIE NpenapaTbl, NpegHa3HaYeHHble ANA 'yMaHUTapHOW NoOMoLLM (coaencTauma) unm
MOMOLLM NPU Ype3BblYaMHbIX CUTyaumsax, BBO3ATCS B Poccuiickylo degepauyuio B NOPsAKe,
ycTaHoBneHHom [lpasutenbctBom Poccuitickot Pepepaumn. 3anpewaetcs BBO3 B PoCCUICKYO
dPepepaunto  He3aperncTpPUpPoBaHHbIX  NIEKAPCTBEHHbIX  MPEenapaTtoB, NpegHasHayYeHHbIX  AAA
rYMaHWTapHOW NOMOLLM (COAENCTBUA) AN MOMOLLM NPU YPe3BblYaMHbIX CUTYaLUAX.

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

CraTtba 51. CoTpyaHuuectso ¢peaepanbHOro opraHa UCNOJTHUTE/IbHOW BAACTU, YyNONHOMOUYEHHOr0
B 061aCTU TAMOYKEHHOr0 Aena, U APYrMx ynonHOMoUYeHHbIX ¢pegepasbHbIX OpraHoB UCNONIHUTENILbHOM
BNacTu

1. YnonHomoueHHble d)e,u,epaanble OopraHbl WUCNONHUTENIbHON  BNAcTU npeanocTtasaAlOT B
pacnopAaxeHmne cbe,u,epaanoro OpraHa NCNONHUTENbHOM BN1aCTh, YMNOJIHOMOYEHHOIo B obnactu
TaMOXEeHHOIro Aaena, I'OCYAapCTBeHHbIﬁ peecTp NeKapCTBeHHbIX CPeacTB, a TaKXKe Mchopmau,mo [0}
BblAaHHbIX pa3peweHnax Ha BBO3 KOHerTHOﬁ napTn NeKapCTtBeEHHbIX CPeacTtB B CAy4asx,
YCTAHOB/IEHHbIX 4aCTbtO 3 ctaTbu 47 HacToAwero dJep,epaanoro 3aKOHa.

2. ®epepanbHbiii OpraH UCMOJIHUTENbHOW BAACTW, YNONHOMOYEHHbIM B 06/1aCTU TaMOXKEHHOTO
aena, uHpopmMmmpyeT yKasaHHble B 4acTU 1 HacToALWEeN CTaTbh YNOJHOMOYEHHble desepanbHble opraHbl
WCNOJIHUTENbHON BAACTM O BBO3e NEKAPCTBEHHbIX cpeacTB B Poccuitckyto Pepepaumio u BbiBO3E
JNIeKapcTBEHHbIX cpeacTB U3 Poccuiickon Pepepaummn no popme u B NopaaKe, KOTOPble YCTaHOBAEHDI
MpasuTtenbcteom Poccuiickoit ®epepaumm.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb
Cratba 52. OcywecTBneHne papman,eBTUYECKON AeATENIbHOCTU

1. dapmaueBTUYECKaAa AeATeNbHOCTb OCYLLECTBAAETCA OpraHM3auMsmMM ONTOBON TOProB/aM
NeKapCTBEHHbIMW  CpPeACTBaMM,  anTEYHbIMW  OpPraHu3auMaAmMKM,  BeTEPUHAPHbIMM  anTe4YHbIMM
opraHmMsaunamm, MHAMBUAYANbHbIMMK npeanpuHMMaTeNnamm, UMEeLWMMN  INLEH3UIO Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, MEAUUMHCKUMM OpraHu3aumaMmmn, UMEeWwMMn AULEH3NIO Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, U WX o06ocobneHHbIMW nogpasgaeneHusmmn  (ambynatopusamu,
denbawepckumm 1  GenbaliepcKko-akyLepCKUMM  MyHKTaMK, LeHTpaMKn (oTaeneHusmu) obuien
BpayebHol (cemeliHOM) MpPaKTUKK), PaCNONOMKEHHbIMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aumn, U BETEPUHAPHbIMMU OpPraHU3aUMAMU, MMEIOLWMMU ANLEH3NIO HA
$apmaLeBTUHECKYIO AeATENbHOCTb.

(B pen. PepepanbHoro sakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTIAKOC: NpumeyaHue.

06 ycnosuax gonycka B 2021 roay K ocyuwecTBneHuto GpapmaueBTUYECKON AesaTenbHocTM aul, bes
ceptudmKata cneumanucta M (MamM) No cneymanbHOCTAM, He NpPeayCMOTPEHHbIM cepTUdUKaTOM
cneumnanmcrta, cMm. MNMpukas MuHsgpasa Poccum ot 08.02.2021 N 58H.

2. ®usMyeckre NMLA MOTYT OCYLLECTBAATb (apMaLLeBTUYECKYIO AeATe/NbHOCTb MpU HaAuyuum
BbICLLUErO MK cpegHero ¢papmaLeBTUYecKoro obpasoBaHus U cepTUdmKaTa CneLmanmcTa, BbiCLLEro uam
cpepHero BeTepuHapHoro ob6pasoBaHuna 1 cepTndUKaTa CNeLmManmcTa, a TakKe BbICLLEro WK CpesHero
MeAMLMHCKOro 06pa3oBaHuA, cepTudMKata crneumannucta M AOMNOJHUTENbHOTO NpodeccMoHaNbHOro
06pa3oBaHMA B YACTU PO3HMYHOM TOProB/M JIEKAPCTBEHHbIMM NMpPenapaTaMu Npu yCa0BUKU UX paboTsl B
060c06/1eHHbIX NOAPA3AENEHUAX MEANLMHCKMX OPraHN3aUMiA, yKasaHHbIX B YacTu 1 HacToALlen cTaTbu.
(yacTb 2 B pen. depepanbHOro 3akoHa ot 27.07.2010 N 192-93)
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KoHcynbTaHTIAKOC: NpumeyaHue.

JlekapcTBeHHble npenapaTbl 414 MeANLMHCKOTO NPUMEHEHUSA, BBEAEHHbIE B FpaXKAaHCKUM 060poT A0
29.11.2019, nognexaT XpaHeHWto, nepeBO3Ke, OTMYCKY, peanusauum, nepegadve, NPUMEHEHUIO A0
NcTeYeHMA cpoKa nx roaHoctm (3 ot 28.11.2018 N 449-03).

Cratba 52.1. BBog, B rpakgaHCcKuii 060poT NeKapCTBEHHbIX NpenapaToB 418 MeAULMHCKOro
npUMeHeHus
(eBepeHa degepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepen BBOAOM B rpaxKAaHCKMM 0BOPOT KaxKaon cepum UK KaXKAOW NapTUM NPOU3BEAEHHOIO B
Poccuitckoit Desepaupnm nekapcTBEHHOO NpenapaTa A1a MegULMHCKOTrO NPUMEHEHMS, 32 UCKNOYEHMEM
UMMYHOOMONOTMYECKNX NIEKAPCTBEHHbIX MNPenapaTtoB, MPOM3BOAMTENb TAKOTO  JIEKAPCTBEHHOTO
npenapaTta npeactasnseT B pefepanvHblii OpraH UCNOJHUTENBHOM BNACTU, OCYLLECTBAAIOWMIA GYHKUMM
Mo KOHTPOAIO M Haa3opy B cdhepe 34paBOOXPaAHEHMA, LOKYMEHT NPOU3BOAMTENA NIEKAPCTBEHHOIO
cpefcTBa, MNOATBEPKAAMOLWMA  KAyecTBO  JIeKAPCTBEHHOro  MpenapaTta, W NOATBEPXAEHWe
YNO/IHOMOYEHHOIO NNLA MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB COOTBETCTBMA J1IEKAPCTBEHHOrO
npenapata TpeboBaHMAM, YCTaHOBJIEHHbIM NPW €ro roCy4apCTBEHHOM perncrpaumm.

2. MNepepn, BBOAOM B rparkAaHCKMA OBOPOT KaXKAoM Cepum MAM KarKaon napTuM BBO3MMOIO B
Poccuiickylo  ®depepauuio  NeKapCTBEHHOro npenapata  gaa  MeAUUMHCKOro NpUMeHeHus, 3a
WCK/IIOYEHNEM MMMYHOBMONOTMYECKMX IEKAPCTBEHHbIX MPEnapaToB, OpraHM3aums, OCyLLecTBAAlOLanN
BBO3 JIeKapCTBEHHOro npenapata B Poccuiickyto Pegepaumio, npeactasaseT B ¢pesepanbHbiit opraH
WCMONHUTENBHOW B/IAaCTW, OCYLLECTBAAIOWMI  OYHKUMM MO  KOHTPO/IO W Hagsopy B cdepe
34paBOOXpaHeHMUs, cepTUdMKAT NPOU3BOAMUTENA NEKAPCTBEHHOTO CPEACTBa, YAOCTOBEPALMIA
COOTBETCTBME BBO3MMOTO JIeKapcTBEHHOTO Npenapata TpeboBaHnAM GpapmaKonelHon cTaTb, a B Cayyae
oTcyTcTBMA apMaKoneirHon cTaTbu TpeboBaHMAM HOPMATUBHOW OOKYMEHTauuKn, U NoATBEPXKAEHUE
npeactaBuTeNa OPraHM3auMM, OCYLLECTBAAIOLWLEN BBO3 JIEKAPCTBEHHOro npenapata B Poccuitckyto
denepaumio U YNOJHOMOYEHHOW WMHOCTPAHHbIM  MPOU3BOAMUTENIEM  JIEKAPCTBEHHbLIX  CPEACTB,
COOTBETCTBMA BBO3MMOTIO JIeKapPCTBEHHOTO npenapata TpeboBaHWAM, YCTAHOBJAEHHbIM MpU  €ro
rocyfapcTBEHHOM PerucTpaumm.

3. MNopaaoK npeacTtaBNAeHMsA B COOTBETCTBUM C YacTAMMU 1 M 2 HaCTOSALLEN CTaTbW OOKYMEHTOB U
CBEAEHUIN O NEKApPCTBEHHbIX MpenapaTax, BBOAMMbIX B Tpa)KOaHCKM 0OOpPOT, yCTaHaB/MBaEeTCA
MpasuTtenbctBom Poccuiickoit ®eapepaumu.

4, B OTHOWEHWW NepBbIX TPEX CEPU MAW NapTUiN NEeKapCTBEHHOro npenapaTa, Bnepsble
npousseaeHHoro B Poccuiickoit deaepaumm nam Bnepsble BBO3MMOro B Poccuiickyio deaepauuio, B
denepanbHbIii opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBooOXpaHeHMA, AONONAHUTENbHO NPeaCcTaBAAETCA NPOTOKOA UCMbITAHUI O COOTBETCTBUN CEPUN
WUAW NapTUM NeKapCTBEHHOro npenapaTta 414 MeAMUMHCKOTO MPUMMEHEHMS NOoKasaTeNAM KayecTsa,
npeaycmMoTpeHHbIM HOPMaTUBHOM AOKyMeHTauumeln (4anee - NPOTOKOA WCMbITaHWUI), NPOBOAMMBIX
aKKpeauToBaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitickoit ®egepaunm 06 akkpeauTaLmm B
HaUMOHaNbHOW  cUcTeEMe  aKKkpeguTaumum  denepanbHbIMM  TOCYAAPCTBEHHbIMM  BIOAMKETHBIMM
YUPEXKAEHUSAMN,  NOABELOMCTBEHHbIMM  denepanbHOMy  OpraHy  WCMOJIHUTENbHOW  B/IACTW,
ocyuiecTeastoweMy GyHKLUUN MO BbIpaboTKe 1 peanusaLmm rocyLapCTBEHHOM NOJUTUKU U HOPMATUBHO-
NPaBoOBOMY PEry/MpoBaHui0 B chepe 34paBoOXpaHeHus, U deaepasbHOMY OpraHy UCMOAHUTENbHOWM
BJ1AaCTU, ocyliecTBasoWwemMy GYHKLMU MO KOHTPOO U Hagsopy B chepe 34paBooxpaHeHus. Mopaaok
BblJAYM YKasaHHbIMKM deaepanbHbIMU FOCYAAPCTBEHHLIMU BIOAKETHBIMU  YYpPEKAEHUAMM [AHHOTO
NPOTOKONA M pa3mep NaaTbl 3a ero Bblgavy yctaHasamBatoTca MpasutensctBom Poccuiickoit eapepauum.

5. ExxerogHo He no3aHee 1 ¢peBpana NPonsBogMTENN IEKAPCTBEHHbIX CPEACTB UM OPraHn3aLuu,
OCYLLEeCTBASOWME BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuiickyto degepaumio, npeactaBastoT B
denepanbHblii OpraH UCMOJIHUTEIbHOM BNACTU, OCYLLECTBAAIOWMI QYHKLUMM NO KOHTPOJIO U Haa30py B
chepe 34paBOOXPAHEHMA, MPOTOKO/ UCMbITaHMI MNOCTYNMBLUErO B TEYEHME rO4a B rpaKaaHCKuii obopoT


consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BAAF91D07A256EB0628298A7489F9E5B0AEA7EEEE5D70D1A92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BAAF91D07A256EB0628298A7489F9E5B0AEA7EEEE5D70F1B92D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BDA490DC7F256EB0628298A7489F9E5B0AEA79EAEE835F56CC89D81A9B3DC82BA867E3a327K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BCAC90DC75256EB0628298A7489F9E5B0AEA7EEEE5D70C1392D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BCAC90DC75256EB0628298A7489F9E5B0AEA7EEEE5D70D1792D08B59D030CD32B467E62868BC35aB21K
consultantplus://offline/ref=A4141F44CA9207E73523FA86E2ED270A63BCAC90DC75256EB0628298A7489F9E5B0AEA7EEEE5D70F1392D08B59D030CD32B467E62868BC35aB21K

JIeKapCTBEHHOrO npenapata KOHKPeTHOro npoussoautens (Ha OAHY Cepuio KaxKAoro TOProBoro
HaMMEHOBaHMA C YY4EeTOM NIeKapCTBEHHOM GOpPMbl U [03UPOBKK), MPOBOANMbIX aKKPeAUTOBaHHLIMU B
COOTBETCTBMM C 3aKoHogaTenbctBoM Poccuitckon ®Pepepaumm ob akkpeauTaumm B HALMOHAbHOM
cucTeme akKpeamuTauumn ncnbiTaTenbHbIMK NabopaTopuamMu (LeHTpamm).

6. [MpoussoauTenn neKapcTBEHHbIX CPeACTB MWAW  OpraHM3aumu, OCYLEeCTBAAIOWME BBO3
NeKkapcTBeHHbIX nNpenapaTtos B Poccuiickyto Peaepaumio, He meHee YemM 3a OAMH rof A0 NAaHUPyeMbIX
NMPMOCTAHOBAEHMSA WAW MPEKpPalLeHna MPOoM3BOACTBA /1IEKAPCTBEHHbLIX MpenapaTos WAM MX BBO3a B
Poccuiickylo ®depepaumio yBegomnsatoT o6 3Tom depepanbHbli OpraH MCMNOJIHUTENbHOM BAACTy,
OCYLLECTBAAIOLWMIA GYHKLMUM NO KOHTPOIO M Hag3opy B chepe 34paBooxpaHeHusa U dpeaepanbHblii opraH
WCMONHUTENbHOW  BNACTM, OCYLLECTBAAOWMI  GYHKUMM MO JIMLEH3MPOBAHUIO  MPOWM3BOACTBA
NeKapCcTBEHHbIX CPeacTs.

7. BBoA, B rpakAaHCKUI 0BOPOT KarKaoh cepumn UAU KaxkaoW MapTuM MMMYyHOBMONOrmyeckoro
NeKapcTBEeHHOTro npenapaTa, NponsBeaeHHOro B Poccuiickoii ®eaepaumnn nam BBo3MMOro B Poccuiickyto
desepaumio, OCyLWECTBAAETCA Ha OCHOBaHMWM paspelleHus, BblgaHHOTO denepasnbHbIM OpraHom
WCMOJIHUTE/IbHOW  B/IAaCTU, OCYLLECTBAAIOWMM PYHKUMM MO KOHTPOAK W Haasopy B chepe
3[paBOOXPAHEHMNA, Ha OCHOBAHWWU BblAaHHOTO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAMKETHBIMU
YUPEKAEHUAMM, YKa3aHHbIMM B YacTWM 4 HAcTOAWEN CTaTbW, 3aK/IHOYEHUA O COOTBETCTBUM CEPUU UK
napTMM MMMYHOBUONIOTMYECKOTO NeKAapPCTBEHHOrO npenaparta TpeboBaHMAM, YCTaHOBEHHbIM MPU ero
rocyapcTBeHHOM pernctpaumu. Mopsaaok Bbligaduu paspelleHns Ha BBOJ, B rpaykAaHCKMIA 060poT cepum
AN NAapTUM UMMYHOBMOIONMYECKOTO IEKAPCTBEHHOTO NPenapara, a TakXe NopALoK BblAayM yKa3zaHHOIo
3aK/l0YeHMA U pasmep naathl 3a ero Bblgady ycTaHaBauBatoTcs [lpaBuTenbcTBom Poccuiickoi
depepauun.

8. 3a HenpeacTaB/eHME WAM HECBOEBPEMEHHOe npeAcTaB/ieHWe AOKYMEHTOB W CBeAeHMMA,
npeaycMoTpeHHbIX Yactamu 1, 2, 4, 5 1 6 HacToALel cTaTbk, NPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB U
opraHM3alumm, OCyLLeCTBAAIOWME BBO3 IEKAaPCTBEHHbIX NpenapaToB B Poccuiickyio deaepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoi degepaumu.

9. MpeacTaBneHMe JOKYMEHTOB U CBeAEHMUM, NPeAyCMOTPEHHbIX YacTamu 1, 2 U 4 HacToAllei
CTaTbM, W MNOJIyYEeHME NPeAyCMOTPEHHOrO YacTblo 7 HaCTOsAlLel CcTaTbM paspelleHus Ha BBOA
MMMYHOOMONOrMYECKOrO JIeKAPCTBEHHOFO Mpenapata B TIParkgaHCKMi 060poT He Tpebytotca B
OTHOLWEHNUN NeKapPCTBEHHbLIX NpenapaTtos, npegHasHa4yeHHbIX ANnA nposeaeHnA KIMHUYECKUX
NccnefoBaHUI NEKAPCTBEHHbIX MpenapaTos, NPOBeAEeHMA 3KCNepTM3bl JIEKAPCTBEHHbIX CPeacTs A
OCYLLECTB/IEHNA TOCYAAPCTBEHHOM PEerncTpauumn NeKapcTBEHHbIX MPEenapaToB, a TaKKe B OTHOLWIEHMUM
He3aperncTpUpoBaHHbIX SIEKaPCTBEHHbIX NPEenapaTos, NpeAHa3sHaYeHHbIX AN OKa3aHWA MeaULMHCKOM
nomown No M3HEHHbIM MNOKa3aHUAM KOHKPETHOro nauueHTa uaum rpynnbl NalmMeHToB, BBO3MMbIX B
Poccuitckyto ®epepaumio B cOOTBETCTBMM € Yactamm 3 M 3.1 ctatbn 47 HacToawero desepanbHOro
3aKOHa.

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHWUM B rparkaaHCKOM 060poTe cepuu WAM MapTUKM NeKapCTBEHHOro npenapaTa,
OOKYMEHTbI M CBEAEHMA O KOTOPbIX, MPeayCcMOTPeEHHble Yactamu 1, 2 m 4 HacToAwel cTaTbW, He
npeactasneHbl B degepanbHblii OpraH WCNOMHMTENbHOW BAAcTW, OCYLLECTBAAIOWMN GYHKUMK No
KOHTPO/II0 U Haa3opy B chepe 34paBOOXPaHEHUA, AMBO cepun MAM NapTUM MMMYHOBMONOrMYECKOro
NeKapCcTBEHHOTO Mpenapata, He WMEKWMX paspeleHns Ha BBOA4, B rpaAaHCKMi oboporT,
NpeaycMOTPEHHOTO 4YacTblo 7 HacTosWwen cTaTbu, dedepanbHblii OpraH WCMOMHUTENbHOM BAacTH,
OCYLLECTBAAOWMIA GYHKUMM NO KOHTPOIO U Hagsopy B chepe 34paBOOXPaHEHMs, B TMOPAAKeE,
ycTaHoB/ieHHOM [paBuTenbcTBom Poccuiickoit depepaumy, NPUHUMAET pelleHne O NpeKpalleHuu
rpa*kaaHCcKoro 060poTa TakMx Cepun AU NapTUKn 40 NpeacTaBNeHUs YKa3aHHbIX JOKYMEHTOB U CBeAeHU i
IMB0 NoJTyYeHUA YKa3aHHOIo paspeLleHus.

KoHcynbTaHTlAOC: NprMeYaHme.
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C 01.09.2023 aoKymeHT aononHsetcs cT. 52.2 (3 ot 02.07.2021 N 317-d3).

Cratba 53. MNpoaarka, nepepaya NeKapCTBEHHbIX CPeaCTB OpraHM3aLMAMM ONTOBOW TOProBAU
NleKapCcTBEHHbIMU CpeacTBamm

1. OpraHusaumm ONTOBOMN TOProB/M NEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLLECTBAATb NPOAAXKY
JIeKapCTBEHHbIX CPeACTB WKW nepepaBaTb MX B YCTAaHOB/JEHHOM 3aKOHOZATENbCTBOM Poccuickoi
depepaunn nopaake (3a ncknoveHnem dapmaleBTUYECKOM cybcTaHUMK cnMpTa 3TUI0BOTO (3TaHoNa):
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHn3auusam ONTOBOM TOProB/N NEKAPCTBEHHbIMM CPeACTBaMU;

2) Nnpon3BOANTENAM NeKapCTBEHHbIX CPeACTB ANA Lefieit NPoM3BOACTBA IeKaPCTBEHHbIX CPe/CTB;
3) anTeyHbIM OpraHU3aLMaAmM 1 BETEPUHAPHbIM anTeYyHbIM OpPraHU3aLmAM;

4) Hay4YHO-MCCNeA0BaTEeIbCKMM OpraHM3aUmMamM Ans HayyHO-UCC/1e0BaTeIbCKoin paboTbl;

5) wuHgMBMAyanbHbIM NpPeanpUHUMATENSM, UMEIOWMM NULEH3UIO Ha (dapmaLEeBTUYECKYHO
0eATeNbHOCTb MU INLEH3UIO HA MEAULIMHCKYIO AeATeNbHOCTb;

6) MeAMLMHCKMM OPraHn3aLmMam, B TOM YMCe CO34aHHbIM U 3aperncTpMpoBaHHbIM B COOTBETCTBUM
C 3aKOHOAATEeNbCTBOM WMHOCTPAHHOrO rocyfapctBa - uYneHa OpraHusaumm 3KOHOMMYECKOTO
COTPYAHMYECTBA M PasBUTMA  MHOCTPAHHbIM  IOPUAMYECKMM  AWUAM,  WUHOMBUAYANbHbIM
npeanpuHUMaTeNam, ABAAIOLWMMCA Y4aCTHUKaMM NPOeKTa B cooTBeTCTBUM ¢ PeaepanbHbiM 3akoHOM "O
MEXKAYHAPOAHOM MeAMLMHCKOM KAacTepe M BHECEHWW M3MEHEHWI B OTAENbHble 3aKOHOAATE/IbHblEe
aKTbl Poccuiickon Pegepaumnn”, u BeTEPUHAPHBIM OpraHn3aLmam;
(8 pea. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauMam M MHAMBMAYaNbHbIM MNPEANPUHMMATENAM, OCYLLECTBAAIOWMUM passeaeHue,
BblpallMBaHME M COAEP)KaHME MMBOTHbIX (33 WCKAOYEHMEM MPOAaXKM UM  dapmaLeBTUYECKUX
cybCcTaHUMiA AU UX Nepegadn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aumMmM ONTOBO TOPrOB/AM NEKAPCTBEHHbIMU CpPeACTBaMM He BMpaBe OCYLLeCTBAATb
npoaaxy (nepegayy B YCTAHOB/AEHHOM 3aKoHOZaTeNbCTBOM Poccuitickon Pepepauum nopsagke)
dbapmaueBTUYECKON CyBCTaHLMKM CNMpPTA 3STUIOBOTO (3TaHONa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AN IEKaPCTBEHHLIMM CPEACTBAMMU

OnToBaA TOProBAA  /JIEKAPCTBEHHbIMW  CPEACTBAaMW  OCYLLECTBASETCA  MPOU3BOAUTENSMU
JIeKapCTBEHHbIX CPeACTB U OpraHusauMaMW ONTOBOM TOProB/IM JIEKAPCTBEHHbIMM CpeacTBaMU Mo
npaBuNam HagsexKalen gUCTpnbbIOTOPCKOM NPAKTUKM U NPaBMAAM Hag/1erKallel NPaKTUKN XpaHEeHUs U
NnepeBO3KM JIEKAPCTBEHHbIX NpPEenapaToB, YTBEPMKAEHHbIM COOTBETCTBYHOLWMMU YNOJHOMOYEHHbLIMU
denepanbHbIMM OpraHamMm UCNONHUTEIbHOM BNACTW.

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

CraTbna 55. MopsAAOK PO3HMUHO TOProB/AM NeKapCcTBEHHbIMUM NpenapaTamm

1. Po3HMYHasA TOProBAsA NEKapCTBEHHbIMM Mpenapatamu B KOAMYecTBax, HeobxoAWMbIX Ans
BbINO/IHEHUA BpayebHbix (Penbalepckux) HasHaYeHW WKW Ha3HadyeHui cneumannctos B obsactu
BETePUHApPUM,  OCYLLECTBNAETCA  anTe4YHbIMWU  OpraHM3auMAMM, BeTepUMHAPHbIMKU  anTeYHbIMU
opraHuMsauMaAMK,  UHAMBUAYaSbHLIMK  NPEANPUHUMATENAMM,  UMEWUMU  JIMLEH3NIO  Ha
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dapmMmaLleBTUUECKYIO AeATeNIbHOCTb, MEAULMHCKUMW OpraHnsauuMamMmn, UMELWUMNU NULEH3UI0 Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, U X 060ocobneHHbIMW MoapasaeneHusmn  (ambynatopusamu,
denbalepckumm 1 denbaliepcKko-akyLepCcKUMM  MyHKTaMK, LeHTpamu (oTaeneHusmu) obluen
BpayebHol (cemeliHOM) MpPaKTUKK), PACMNONOXKEHHbIMU B CENbCKUX HACeNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BeTepUHapPHbIMM OPraHM3aUMAMU, UMEOLWMMKN TNLEH3NIO Ha
dapmaueBTUUECKYIO AeATesIbHOCTb. Pa3pelleHa pPO3HWYHAA TOProBAs TO/bKO JIeKapCTBEHHbIMU
npenapatamn, 3aperncTtpmpoBaHHbIMK B Poccuinckon Pegepaumn AN U3FOTOBAEHHbIMM anTeYHbIMMU
opraHmMsaunamm, BETepPUHaPHbIMM anTeyHbIMM opraHmMsaunamm, WHAMBUAYANbHbIMMU
npeanpuHUMaTeNaAMM, MMENLWNUMM ANLEH3NI0 Ha ¢apmaleBTUYECKY AesTenbHoCTb. Po3HMYHas
TOProB/IA JIeKAapCTBEHHbIMM MNpenapaTtaMmm OCYLLECTBAAETCA MO NpaBuaam HagaexKawen antevyHom
NPaKTUKK, YyTBEPKAEHHbBIM YNOJIHOMOYEHHbIM peaepasibHbIM OpPraHOM UCMOIHUTENBHOM BNACTMU.

(8 pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

1.1. Po3HWYHas TOProBaa /SIEKAapPCTBEHHbIMUM MNpenapaTtamu ans MeAULMHCKOro npumeHeHus (3a
WCKNIIOYEHNEM NIEKAPCTBEHHbIX MPEnapaToB, OTNYCKAeMbIX MO peuenTy Ha JIeKapCTBEHHbIM Npenapar,
HAaPKOTUUYECKUX NEKAPCTBEHHbIX NMPEenapaTtoB W MCUXOTPOMHbIX NIEKAPCTBEHHbIX MPENapaToB, a TaKKe
CNUpTOCOAEP KALLUMX NTIEKAPCTBEHHbIX MPenapaToB C 06bEMHONM A0nei 3TUNOBOro cnupTa cebiwe 25
MPOUEHTOB) MOMET OCYLLeCTBAATLCA anTeYHbIMW OPraHU3auMsaMU  OAUCTAaHLUMOHHbIM  Ccrocobom.
PO3HWYHYIO  TOProBAKD  NEKAPCTBEHHbIMW  MpenapaTtamuM  AA8  MEeLULMHCKOro  NpUMEHeHuA
OVCTaHUMOHHbBIM CNocoboM MOryT OCYLLECTBAATb anNTeYHble OPraHuWsaLMu, MMeKLMe NULEH3UIO Ha
bapmMaLLeBTMUECKYIO AeATeNbHOCTb W COOTBETCTBYHOLLEE paspelleHne deaepanbHOro opraHa
WCMOJIHUTE/IbHOW  BJIAaCTW, OCYLUECTBAAOWEro ¢YyHKUMM MO KOHTPO/O W  Haasopy B cohepe
34paBooxpaHeHuA. [MopAaLOK BblgAYM  paspelleHMA  Ha  OCYLLEeCTB/IEHME PO3HUYHOW TOProsBau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHLMOHHbBIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHM3aumnam,
KOTOpble MOTYT OCYLLECTBAATb TaKyld TOProB/lO, U MOPALOK €e OCYLECTB/EHMA, a TaKXe MpasBuaa
OOCTaBKM NEKAPCTBEHHbIX NpPenapaTtoB rpa)kgaHam ycTaHaBauatotca [pasutenbctBom Poccuitckoi
depepaunn. MHPopmauma o6 onnayeHHbIX (OTNYLLEHHbIX) M MOMYYEHHbIX 1IEKAPCTBEHHbIX NpenapaTtax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA ABUMKEHMA NEKAPCTBEHHbIX MNPEnapaToB AAAa MegULUMHCKOro
NPUMeHeHNA B NopsaKe, NPeayCMOTPEHHOM YacTbio 7 cTaTbM 67 HacToAlero denepanbHOro 3aKoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OPraHMsauuMii M npaBuMna OTNYCKA JIEKAPCTBEHHbIX MpenapatoB AaA
MEAMLMHCKOrO MPUMEHEHUS anTeyYHbIMM OPraHM3aunaMn, UHANMBUAYANbHLIMA NPeanPUHUMATENAMM,
NMEIOLWMMM NMLEH3NIO Ha GapMaL,EeBTUYECKYIO AeATENIbHOCTb, a TaKMKe NpaBuia OTNYCKa IEKaPCTBEHHbIX
npenapaTos A8 MeAULMHCKOrO NPUMEHEHUA MEANLMHCKUMUM OPraHn3aumnamm, MMeoWwMMM INLEH3UIO
Ha QapMaLeBTUYECKYID AeATeNbHOCTb, U UX 060CO6/IeHHbIMM NoAapasgeneHuamu (ambynaTopuamu,
denbaliepckumn 1 penbalepcko-aKylepCkKUMM  NMYHKTaMK, UeHTpamu (oTaeneHuamu) obuwiei
BpauyebHol (cemelHO) NPaKTUKK), PACMO/IOKEHHbIMU B CE/bCKMX HACE/IeHHbIX MYHKTaxX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHM3auuu, YTBEP:KAATCA YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHom
MCMONIHUTE/IbHOW BAACTHU.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTNycka HAPKOTUYECKMX CPeACTB U MCUXOTPOMHbIX BELLECTB, 3aPErnMcTPMPOBaAHHbIX B
KauecTBe /leKapCTBEHHbIX NPEenapaToB, NEKAPCTBEHHbIX MNPenapaToB, COAEPNKALMX HapKOTUYEeCcKue
CPeAcTBa WM MCUXOTPOMHbIE BELWECTBA, YTBEPXKAAMOTCA YNOSHOMOYEHHbIM deaepanbHbiM OpraHoM
MCMNONHUTENBHOW BNAcTM MO COracoBaHUIO C deaepanbHbiM OPraHOM WCNONHWUTENBHOW BNACTH,
YNOAHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

(8 pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4, JlekapcTBeHHble npenapaTtbl AAA8 BETEPUHAPHOrO MPUMEHEHMA MNoANeXaT OTMyCKy
BETEPUHAPHLIMW ANTEYHLIMW OPraHM3aUUAMMK, BETEPUHAPHBIMKU OPraHU3aUUAMM, UHAUBUAYAbHBIMU
npegnpuHUMaTeNamMn, UMELLMMN  IMLEH3NI0 Ha (apMaLeBTUYECKylD geAaTenbHocTb.  OTnycK
NeKapCTBEHHbIX MPenapaTtoB A/ BETEPUHAPHOTO MPUMEHEHMS OCYLLECTBAAETCA B COOTBETCTBMM C
NpaBuAaMM HagNeKallein anTeyHoW NPaKTUKM NEeKapCTBEHHbIX NpernapaToB AN BeTepUMHAPHOTO
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NPUMEHEHUA, YTBEPKAEHHbIMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOHUTEIbHOW BAACTU.
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. [MepeyeHb MEAMUMHCKMX OPraHM3auUUn, MUMEWUX JIMLEH3NI0 Ha d¢apmaueBTUYECKYHo
AeATeNbHOCTb, U UX 060C06NEHHbIX NoapasaeneHuin (ambynaTopuii, denbalepckux U GenbaliepcKo-
aKyLIEepPCKUX NYHKTOB, LLIEHTPOB (oTAeneHuit) obluelt BpauebHol (cemetHOM) NPaKkTUKK), PaCNONOXKEHHbIX
B CE/IbCKUX HACE/IEHHbIX MYHKTAxX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHn3auum, a TaKkKe nepeyeHb
JIeKapCTBEHHbIX NPENapaToB, NPoAaxKa KOTOPbIX MOXKET OCYLLECTBNATLCA YKa3aHHbIMM OpraHM3aLMaMm U
MX 060COB6NEHHBIMM MOAPa3AENEeHUAMM, YCTaHABAMBAKOTCS OpPraHamMu MUCNONAHUTENIbHON BNACTU
cybbeKkToB Poccuitckoit Pegepaunn.

(B pea. PegepanbHbix 3akoHoB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHuW3auMK, UHAMBWMAYANbHblE MPeNPUHUMATENN, UMEKLWME JINLEH3UIO Ha
bapmaueBTUYECKYO  AeATeNbHOCTb, 06A3aHbl  obecneunBatb  YTBEPXKAEHHbIN  [1paBUTENBCTBOM
Poccuiickoit ®epepaummn n popmmnpyemolit B YCTAaHOBIEHHOM MM NOPALKE MUHUMA/IbHbIN aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaToB, HEOOXOANMbIX 418 OKA3aHWUA MEANLMHCKON MOMOLLM.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble OpraHusauuu, WUHOMBUAYANbHbIE MPEANPUHUMATENU, UMEIOLME JINLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATEeNbHOCTb, HapALy C JIeKapCTBEHHbIMM MpenapatamyM  WMMeT npaBo
npuobpetatb M NpofasBatb, B TOM 4WUCAe AUCTAHLMOHHLIM cnocobom, MeauUMHCKME u3aenwus,
Ae3nHoMumMpyoWwme cpeacTea, NpegmeTbl U CpeacTBa JMYHOM TUTMEHbl, NOCYAy A48 MeAUUMHCKUX
uenenn, npegMmeTbl U CpeacTBa, NpegHasHayeHHble AnA yxona 33 60/bHbIMW, HOBOPOMKAEHHLIMU U
OEeTbMU, He JOCTUIWIMMM BO3pacTa TPex JIeT, O4KOBYHO ONTUKY U CPeACTBa yXo4a 3a HeWl, MMHepasbHble
BOZbl, NPOAYKTbl 1e4ebHOro, AEeTCKOro U AMETUYECKOrO MUTAHMA, BMONOIMYECKM aKTUBHblE A06aBKM,
napdomepHble U KOCMETUYECKMe CpeacTBa, MeAULMHCKME U CAaHUTAapPHO-NPOCBETUTENbHbIE MeYaTHble
n3[aHuA, NpeaHasHavyeHHble A1a NponaraHabl 340P0BOro 06pasa KU3HM.

(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eaTenbHOCTb anTeyHbIX opraHusaumii BoopyrkeHHbix Cun Poccuiickont ®epepauunm, Apyrux
BOWCK, BOMHCKUX POPMMPOBAHUI U OPraHoB, B KOTOPbIX 3aKoHOAaTenbctBOM Poccuitckolt Pepepaunm
NpPeaycMoOTPEHO MPOXOXKAEHME BOEHHON CAyXObl uanM denepanbHONM rocyaapCTBEHHOM CAYKObl,
CBA3aHHOW C MNPaBOOXPaHUTENbHON AEeATENbHOCTbIO, pPernameHTUpyeTca Hactoawum degepanbHbim
3aKOHOM M YTBEPKAEHHbIMM COOTBETCTBYIOWMMU deaepanbHbIMM OpraHaMu UCMOJHUTENbHON BNAcTU
nosoxXeHnamu. KoHTposb 3a cobatogeHMemM yKasaHHbIMW anTEYHbIMW OPraHM3auMAMKU NONOXKEHWUN
HacToAwero denepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU desepanbHbIMU OpraHamu
NCNOJIHUTENIbHOWN BNACTW.

(B pen,. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHBapa 2021 roga. - PegepanbHbiii 3akoH oT 03.04.2020 N 105-d3.
CraTtbsa 56. M3roToBaeHMe U OTNYCK JIeKapPCTBEHHbIX NpenapaToB

1. N3roToBneHWe AeKapCTBEHHbIX MPenapaTtoB anTeYHbIMW OpPraHU3auMaMKM, BeTepUHapPHbIMU
anTe4yHbiIMnN OpraHnsaunamum, NHAUBUAYa/ZIbHbIMMU NpeanpUHUMaATENAMU, NMeLWMNMN NTULEH3UIKO Ha
d)apmau,eBTquCKylo AeATENbHOCTb, OCYLLECTBAAETCA NO pPeUuenTamM Ha N1IEKAPCTBEHHbIE MPenapaTtbl, NO
Tp86OBaHMﬂM MeaANLMNHCKNX opraHmsau,Mﬁ, BeTEPUHAPHDbIX opraHM3au,m71 B COOTBETCTBMU C NpaBui1amu
M3rotosneHnA W OTNYCKa JIEKAPCTBEHHbLIX MNPenapaTtoB, YyTBEPXKAEHHbIMM  YNO/IHOMOYEHHbLIM
d)EAepaﬂbelM OopraHom NCNONHUTENIbHOWN BNACTW.

2. I'IpM MU3rOTOBEHNUN NNEKAPCTBEHHDbIX NPENapaToB anTeé4YHbIMU OpraHn3aumamMmm, BeTepUHaApPHbIMU
anTe4yHbiMn OpraHnsaunamun, NHOAUBUAYya/IbHbIMMN NpeanpuHNmaTenamm, MMerwmmmn aNUeEH3UK0 Ha
¢apmau,eBTquCKy}o AeATE/IbHOCTb, WUCMNOJIb3YHOTCA d)apmau,esmqecuvle CY6CTaHLI,MM, BK/TlOYEHHbIE
COOTBETCTBEHHO B I'OCV,CI,apCTBeHHbIlz peecTp nekapCTBeHHbIX CpeacTs ANnA MmegnUNHCKOIro NpuMeHEHNA U
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rocyaapcTBEHHbI pPeecTp NeKapCTBEHHbIX CPeACTB A/1A BETePUHAPHOro NPUMEHEHMUA B YCTAaHOBNIEHHOM
nopsake. He gonyckaercAa M3roToBAeHME anTeYHbIMU OPraHM3auMAMM, BETEPUHAPHbIMK anTeYyHbIMK
opraHuM3aumamm, MHOMBUAYANIbHBIMM npegnpuHUmaTenamm, MMeLWUMHU NNLLEH3UIO Ha
dapmaueBTUYECKYI0 AeATeIbHOCTb, IEKAaPCTBEHHbIX NMPEnapaToB, 3aperMcTpMpoBaHHbIX B Poccminckom
depgepaunn.

3. MapKupoBKa JieKapCTBEHHbIX MNPenapaToB, M3rOTOB/AEHHbIX anNTeYHbIMW OpraHU3auUnAMM,
BETEPUHAPHbIMM anTeYHbIMKU OpPraHU3aUNAMKN, UHAVUBUAYANbHBIMU NPEANPUHUMATENAMWU, UMEHOLLMMMU
NINUEH3NIO HA (apMaLEBTUUYECKYIO AeATeNbHOCTb, U OdpOopM/IEHME TaKMUX MPEnapaToB AOJIKHbI
COOTBETCTBOBATb NPaBM/iam, yKa3aHHbIM B YacTh 1 HacTosLWwen cTaTbMu.

4. AnTeyHble oOpraHWsauuMK, BeTEpPUHAPHble anTeyHble OpraHusauuM, WHAMBUAYANbHbIE
npeanpuHUMaTenu, UMeoLme TNLEH3NI0 Ha dapMaLEeBTUYECKYIO AeATe/IbHOCTb, HECYT OTBETCTBEHHOCTb
33 HecobnogeHMe NpPaBWUA M3rOTOBNAEHUS W OTMNYCKA NEKAapPCTBEHHbIX NpernapaTtoB B COOTBETCTBUM C
3aKoHoaaTenbcTBoM Poccuiickon Peaepaunu.

Cratba 57. 3anpeweHue npogarKu ¢GanbcMPUUMPOBAHHBIX JIEKAPCTBEHHbIX CpeacTs,
HeA06pOoKauecTBEeHHbIX IeKapCTBEHHbIX CPEACTB, KOHTPA(PaKTHbIX NEKAPCTBEHHbIX CPeACcTB

Mpopaarka danbcndmUMpPOBaHHbIX JIEKAPCTBEHHbIX CpeacTs, Hea0b6pOoKaYeCcTBEHHbIX
JIeKapCTBEHHbIX CPeacTB, KOHTPadaKTHbIX IEKAPCTBEHHbIX CPeACTB 3anpeLaeTcs.

Cratbsa 58. XpaHeHue neKapcTBeHHbIX CPeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MNPOU3BOAMTENAMMU JIEKAPCTBEHHbIX
CPeAcTB, OpraHM3auMaMM  ONTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPEACTBAaMM,  anNTEeYHbIMM
opraHusaumamm, BETEPUHAPHbBIMU anTeyHbIMM OopraHusaumamum, WMHONBUAYANbHbIMM
npeanpuHUMaTENAMUN, UMEIOLLMMUN IULLEH3MIO Ha GapMaLLEBTUYECKYIO AeATENbHOCTb UM INLEH3UIO HA
MEAMLMHCKYIO [AeATeNbHOCTb, MEeAUUMHCKMUMW OpraHU3aumamMu, BETEPUHAPHLIMW OpraHUsaumaAMK u
MHBIMW  OpraHM3auMsaMK, OCYLLECTBAAIOWMMM ObpalleHNe /IeKapCTBEHHbIX CPeacTB. XpaHeHue
NeKapCTBEHHbIX CPeACTB A/1A BETEPUHAPHOro MPUMEHEHMS OPraHM3auMAMU U MHAMBUAYA/bHLIMMI
npegnpuHUMaTeNamMnM B C/Ay4asX, €CAM OHM MCMNOAb3YIOTCA WCKAIOYMTENbHO MNpU  pasBeseHuw,
BbIPALLMBAHMM, COAEPKAHUN N NEYEHNN KMBOTHbIX, MOXKET OCYLLECTBAATLCA 6€3 NoNyYyeHUs ANLEH3NU
Ha GapmMaLEeBTUYECKYIO AeATEeNbHOCTb.

(8 pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. [paBuna XpaHEHUs  IeKapCTBEHHbIX CPEACTB  YTBEPOATCA  COOTBETCTBYHOLMM
YNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOW BAACTY.

3. XpaHeHMe HapPKOTMYECKUX JIEKAPCTBEHHbIX CPEACTB, NCUXOTPOMHbLIX NEKAPCTBEHHbIX CPeacTs,
paanobapmaleBTUYECKMX  JIEKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBNAETCA B COOTBETCTBUM  C
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaumu.

Cratba 58.1. MpeameTHO-KONNUYECTBEHHDBIA YYET NIeKapCTBEHHDbIX CPEACTB ANA MEeAULMHCKOro
npUMeHeHuA
(sBepeHa desepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. NepeyeHb NeKapCTBEHHbIX CPEACTB ANA MeANLMHCKOrO NPMMEHEHMUA, NoANeXalmnx npeameTHO-
KO/IN4eCTBEHHOMY Y4eTy, yTBEpPXKAaeTCA YNO/THOMOYEHHbIM cbe,a,epaanblM OopraHom NUCNOJIHUTENIbHOM
BNacCTu.

2. nOpFI,D,OK BK/IIOYEHNA NEKapPCTBEHHbLIX CPeacTB OANA MegUUMHCKOro npumeHeHnA B nepeyeHb
NEKapPCTBEHHbIX CpeacTB 414 MeEOULLMHCKOTO NPUMeEHEHNA, nogNexXawnx npeagmMmeTHO-KONTn4eCTBEHHOMY
y4yeTy, yCTaHaBaMBaAETCA YMNO/IHOMOYEHHbIM d)ep,epaanblM OopraHom WUCNONHUTENbHON BNAcTU Mo
cornacoBaHuw C d)ep,epaanblM opraHom NCNONHUTENbHOM BNactn, YNO/IHOMOYEHHbIM B ccbepe
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BHYTPEHHMX Aen.
(8 pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. NpeaMeTHO-KO/IMUYECTBEHHbIN YUYeT NeKapCTBEHHbIX CPEeACTB AN MeAULIMHCKOrO NpumMeHeHus
BeAyT NPOU3BOAUTENMN NEKAPCTBEHHbIX CPe/CTB, OpraHm3aluMn ONTOBOW TOProB/AWN JIEKAaPCTBEHHbLIMMU
cpeacTBamM, anTeyHble opraHM3auuu, UHAMBUAYaAbHbIE NPeANPUHMMATENN, UMEIOLME NNLEH3UIO Ha
dapmaueBTUYECKYIO AeATENbHOCTb UAM JIMLUEH3UIO Ha MEAMLMHCKYIO AeATeNbHOCTb, U MeaAULUUHCKUeE
OpraHM3aLuu, ocylecTeaaoWMe obpalleHne IeKapCTBEHHbIX CPeACTB 418 MeANLMHCKOrO NPUMEHEHUS,
nyTem perncrtpaumnm nobbix CBA3aHHbLIX C MX obpalleHWem onepauunit, NpuM KOTOPbIX M3IMEHAETCA WX
KOJIMYECTBO M (M/IM) COCTOSAHME, B CeuManbHbIX KypHanax yyeta onepauuii, cBasaHHbIX ¢ obpalleHnem
JIeKapCTBEHHbIX CPeACTB AN1A MeAULUMHCKOro NpUMeHeHUn (ganee - cneunanbHble }KypHanbl).

4. MpaBuna perucTpauumn onepawumii, CBA3aHHbIX C OBpaLLEHMEM NIEKAPCTBEHHbIX CpeacTB AAs
MEAMLMHCKOrO NPUMEHEHMUSA, BKOYEHHbIX B MepeyeHb NEKAPCTBEHHbIX CPeacTB A1A MeAMLMHCKOro
NPMMEHEHWA, NogNeKaLMX NPeaMETHO-KOIMYECTBEHHOMY YYETY, B CNEeLManbHbIX }KypHanax u npasuia
BEAEHMA W XpaHEHMs CheumanbHbIX KYPHAN0B YTBEPMKAATCA YMNOJAHOMOYEHHbIM deaepanbHbiM
OPraHOM WMCMOAHUTEIbHOM BAACTy.

5. KoHTposib 3a cobntogeHuem npaBua PerucTpauum onepaumii, cBA3aHHbIX C obpalieHuem
NIeKapPCTBEHHbIX CPeACTB 417 MEeAULMHCKOrO NpUMEHEHUA, BKAKOYEHHbIX B NepeyeHb JeKapCTBEHHbIX
CPeacTB ANA MeAULUHCKOrO MpPUMMEHeHMUs, noajnexawmx npeameTHO-KOJNYEeCTBEHHOMY Y4YeTy, B
CneuManbHbIX KypHanax, a TaKxKe 3a cobnogeHuem npaBua BeAEHWUA U XPaHEeHUA chneumanbHbIX
YKYPHaA/I0B BO3/1araeTca Ha YNoJIHOMOYEHHble ¢eaepasibHble OpraHbl UCMOJHUTEIbHOW BAACTM M OpraHbl
MCNONHUTENbHOM BnacTn cybbekToB Poccuiickoit deaepaumu, ocCylLecTBASAIOWME NMLEH3NPOBaHME
Npou3BOACTBa /IeKapCTBEHHbIX CcpeacTB, dapmaLeBTUYEeCKON AeATEeNbHOCTM U MeAULMHCKOM
0eATeNbHOCTU, M OCYLLECTBAAETCA B pamMKax IMLEH3MOHHOIO KOHTPONA.

Fnasa 11. YHU4TOXKEHME NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHWA U NOPAAOK YHUUTOXKEHUA NeKapCTBEHHbIX CPeACTB

1. HepobpoKayecTBeHHble J/IEKAapCTBEHHbIE cpeacTBa, ¢anbCcUPUUMPOBAHHbIE JIEKAPCTBEHHbIE
cpeacTtBa noanexar MU3bATUMIO M3 0OpalleHMs M YHUUTOMKEHWUIO B MNOPAAKe, YCTaHOB/JEHHOM
Mpasutenbcteom Poccuiickon ®epepaummn. OCHOBAHMEM AR YHUUTOXKEHUA NEKAPCTBEHHbIX CPeacTB
ABNAETCA  pelleHWe  Blagenbula  NIeKApCTBEHHbIX  CpPeacTB,  peleHuve  COOTBETCTBYHOLWLEro
YyNoJIHOMOYEHHOTo peaepasibHOro opraHa UCNOAHUTENbHOM BAACTU UM PeLLeHne cyaa.

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

2. KoHTpadaKTHble NEKAPCTBEHHbIE CPEACTBA NOANEKAT U3BATUIO M3 OOPALLEHUA U YHUUTONKEHUIO
no peweHuto cyaa. MopafoK YHUUTOXKEHUS KOHTPadaKTHbIX IEKAPCTBEHHbIX CPeACTB YCTaHAB/AMBaETCA
Mpasutenbcteom Poccuitickoin ®eaepaumn.

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

3. Pacxoabl, cBA3aHHble C YHUYTOXEHNEM KOHTpad)aKTHbIX NNEKApPCTBEHHbLIX CPeAacCTB,
HeAO6p0Ka‘-IECTBeHHbIX NNeKapCTBEHHbLIX CpeAacTs, (I)aﬂbCM(I)MLI,MpOBaHHbIX NNEKapCTBEHHbLIX CpeAacTs,
BO3MeELaoTCA X BNladeibUeM.

4. Bnageney NeKapcTBeHHbIX CPEACTB AOMKEH NPeACTaBUTb B YNOJHOMOYEHHbIN deaepanbHbii
OpraH WCMOJIHUTENIbHOM BAACTU OOKYMEHT WM 3aBepPeHHYl0 B YCTAHOB/NIEHHOM MOPSAKE ero Komnuio,
noateepxaatolime GaKT YHUUTOXKEHMUSA IEKAPCTBEHHbIX CPEeACTB.

5. CoOTBETCTBYIOWMI YNONHOMOYEHHbIM deaepanbHbli  OpraH  MCMNONHUTENIbHOM  BAacTH,
NPUHABWNIA peweHne 06 YHUUTOXKEHMM JIeKAapPCTBEHHbIX CPEACTB, OCYLLECTBAAET KOHTPO/Ib 3a WX
YHUUTOMKEHMEM.
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6. YHMUTOMKEeHMEe /IeKapCTBEHHbIX CPeACcTB MNPOM3BOAUTCA OPraHU3auMaMM, MMELWMMN
COOTBETCTBYHOLLYIO IMLEH3MIO, Ha CreuuanbHo 060pyA0BaHHbIX MAOLLLaAKAX, MOJIMIOHAX U B CneunanbHo
060opya0BaHHbIX NOMeELLEHUAX C cobatoaeHnem TpeboBaHU B 06/1aCTN OXpaHbl OKPYKatoLen cpeapl B
COOTBETCTBUM C 3aKOHOAaTeNbLCTBOM Poccuiickoit deaepaumu.

7. HapKoTuyecknme neKapcTBeHHble CpeacTBa, MCUXOTPOMHbIE JIEKAPCTBEHHbIE CPeAcTBa,
pagModapmaLleBTUYECKME  NeKapCTBEHHble  CPeacTBa  YHWYTOXKAKTCA B COOTBETCTBUM €
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunu.

Fnasa 12. TOCYOAPCTBEHHOE PETY/INPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NMPEMAPATbI ANA MEANUNHCKOIoO NPMMEHEHUA

Cratba 60. locyaapcTBeHHOe peryanMpoBaHMe LEeH Ha JIeKapCTBeHHble npenapartbl ANA
MEZAVLIMHCKOro NpMMeHeHus

1. TocypapcTBEHHOE peryiMpoBaHMEe LEeH Ha JIeKapCTBEHHble Npenapatbl 414 MeAWLMHCKOro
NPMMEHEHWA OCYLLECTBAAETCA NOCPEACTBOM:
(8 pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepaeHuns MNpasuTtenbctBom Poccuinickort ®eaepalmm nepeyHs 3KU3HeHHO HeobXoaAUMBbIX U
BA)KHEMLUMX JIEKApPCTBEHHbIX MPenapaToB, KOTOPbIM GOpMMPYeTCa M He pexe OA4HOro pas3a B rog
nepecmaTpuBaeTcs B YCTaHOBAEHHOM MM MOPALKE Ha OCHOBE KOMMJIEKCHOW OLLEHKWU JIeKAPCTBEHHbIX
npenapaTtoB, BK/OYas aHaAM3 CBEAEHUW O CPABHUTENbHOM KAMHUYECKOM 3OPEKTUBHOCTU U
6e30MacHOCTN /IEKAPCTBEHHOTO CPeACTBA, OLLEHKY 3KOHOMMYECKMX MNOCNeACTBUI  NPUMEHEHMUA
JNIEKapCTBEHHOMO CPeACcTBA M M3ydYeHWe AOMNOJIHUTENbHbIX MNOCNeACTBUI NPUMEHEHWUS SIeKAapPCTBEHHOMO
cpencrTBa;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-3)

2) yTBEPXKAEHMA METOAMKM pacdeTa MpeaeNibHblX OTMYCKHbIX LeH npoussBoguTenei Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb KM3HEHHO HEOOXOAMMbBIX W  BaAXKHEMLIMX
JIeKapCTBEHHbIX MPenapaTos, a TaKXe BHeAPEHMA MexaHM3MoB GOPMMPOBAHNA CUCTEMBI pedepeHTHbIX
LeH;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocypapCTBEHHOW  pernctpauuy  npeaenbHblX  OTMYCKHbIX LUEeH MpousBoauTenei Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEeob6XOAMMbBIX M Ba*KHEMLUX
JNIeKapPCTBEHHbIX MPenapaTos;

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BepeHVs rocyAapCTBEHHOrO peecTpa MnpeaesibHbiX OTMNYCKHbIX LeH npoussoguteneit Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAUMbIX W BarKHEWLWMUX
NleKapcTBEHHbIX NpenapaTos;

5) yTBepXAeHVMA MEeTOAMKM YCTaHOBAEHMA OpraHamu WCMOMHUTENbHOM BAacTM cybbekToB
Poccuiickoit depepauumn npegenbHbIX PasMepoB ONTOBbIX HaAbaBOK M MpedenbHbIX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM UEHaM, YCTaHOB/IEHHbIM NPOWU3BOAUTENAMM
NIeKapCTBEHHbIX MPEenapaToB, Ha JIeKapCTBEHHble NpenapaTbl, BKAOYEHHbIE B MepeyeHb KU3HEHHO
HeobX0ANMbIX Y BarKHEWLLIMX IeKapCTBEHHbIX NPEnapaTos;

6) YCTaHOB/IEHNA NpeaebHbIX Pa3MEPOB ONTOBbLIX Haﬂ,6aBOK nnpeaesibHbIX pasmepoB PO3HUYHDbIX
HaA6aBOK K d)aKTVI‘-IeCKMM OTNYCKHbIM U€eHaMm, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU NEKAPCTBEHHDbIX
npenapatoB, Ha NEKAPCTBEHHbIE MpPenapaTbl, BK/AKOYEHHbIE B NepeyvyeHb XMU3HEHHO HEO6XO,£I,I/IMbIX n
BaXKHEMLIMX NeKapCTBEHHbIX NPEenapaTos,;

7) yTBEepKAEeHUA MopAaAKa Bblgayu NpeanucaHuii opraHam MCMOAHUTENbHOM BAAcTU CyGbeKToB
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Poccuitckoit deaepaunm o npMBeaeHUM B COOTBETCTBUE C 3aKOHOAATeNbLCTBOM Poccuitickolt deaepaumu
peweHuit 06 ycTaHOBAEHUM MpefieNibHbIX Pa3MepPOB ONTOBbIX HaAbaBOK M MpefesbHbIX pPa3Mepos
PO3HUYHbLIX HaabaBOK K GAKTUYECKMM OTMYCKHbIM LEeHam, YCTaHOBJIEHHbIM MPOU3BOAUTENAMM
JNIEKAPCTBEHHbIX MPENapaToB, Ha JIeKaPCTBEHHble MpernapaTtbl, BK/OYEHHblE B MepeyYeHb XKMU3HEHHO
HEobXoAMMbIX W Ba*KHEMLLUMX NEeKApPCTBEHHbIX MpenapaToB, €C/IM OHW MPUHATbI C HapylleHUem
3aKoHoaaTenbeTBa Poccuitickoit Peaepaumn, B nopsagKke, yctaHosneHHoM [paButeibcTBom Poccuiickoi
depepaunuy;

8) HanpaBieHMA YNOJHOMOYEHHbIM deaepasnbHbIM OPraHOM WMCMOJHUTENIbHOM BAACTM OpraHam
MCMNONHUTENbHOW BnacTM cybbektoB Poccuitickoli deaepauun npeanucaHnii o nNpuBegeHUMM B
COOTBETCTBME C 3aKOHoZaTeNbCcTBOM  Poccuiickoii  degepaumy  MPUHATbIX  C  HapyLeHWem
3aKoHogaTenbcTBa Poccuitickoli Peaepaumnm pelweHmii 06 yCTaHOBIEHUM Npeae/ibHbIX Pa3MepoB ONTOBbIX
HagbaBOK M NpeaeNbHbIX Pa3smMepoB PO3HMYHbLIX HAAbGaBOK K LLeHaM Ha JIeKapCTBEHHble npenapaTsbl,
BK/IIOYEHHbIE B NEpeYeHb }KU3HEHHO HEOBXOAMMbIX U BaXKHENLINX 1EKAPCTBEHHbIX NPENapaTos;

9) ocyuwectBneHus ¢enepanbHOro rocyaapCTBEHHOro Haasopa B chepe obpalleHun
JIeKapCTBEHHbIX CPeACTB M PEervMoHasibHOro rocyAapCTBEHHOrO KOHTPOJIA 3a MPUMEHeHWeM LeH Ha
JIeKapCTBEHHble  MpenapaTtbl  COOTBETCTBEHHO  YMONHOMOYEHHbIMM  defepanbHbIMM  OpraHammu
WCMOJIHUTE/IbHOM BNAcTM M OpPraHamm WCMNOJHUTENbHOM BAacTu cybbekToB Poccuinickon Pepepauum
COrNacHO UX KOMMETEHLMUN B NOPALKE, yCTaHOBNeHHOM MpaBuTenbcTBom Poccuiickoli deaepaumu;

(n. 9 B pea. PengepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHUAa nNpeayCMOTPEHHbIX 3aKoHOAaTenbCTBOM Poccuitickoit  depepauum  mep
OTBETCTBEHHOCTM 3a HapylleHMe nopAdKa UeHoobpa3oBaHMA Ha JieKapCTBeHHble npenaparbl,
BK/IIOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXKHENLINX NEeKapCTBEHHbIX NPenapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBuax 4pesBblYalHON cUTyauMn M (MAK) NpUM BO3HUKHOBEHMW YrPO3bl PacipoCTPaHeHUs
3aboneBaHMA, NPeACTaBASIOLLErO ONACHOCTb A/1A OKPYXKAOWMX, a TaKKe B C/yyae, ec/in B TeyeHue
TPUALATU KaNeHAAPHbIX AHEW nocae npuHAatua MpasutenbctBom Poccuitickon depepaumm peweHns o
npoBeAeHUM MOHUTOPUHIA PO3HUYHbBIX LIEH Ha IeKapPCTBEHHbIE NpenapaThbl, He BK/OYEHHbIE B NepeyeHb
KM3HEHHO HEOoOXOAMMbBIX M BaXKHEMWMX NEeKapCTBEHHbIX NpPenapaTtoB, Ha TeppuTopuAx CybbeKToB
Poccuitckoit Pepepaunn BbisiBEH POCT PO3HUYHbBIX LLEH Ha YKa3aHHbIe SIeKapCTBEHHbIe NpenapaTbl Ha
TpMALATb NpoLeHToB 1 6onee, MpaBuTenbcTBo Poccuiickoi Pepepaunm Bnpase yCTaHOBUTL NpeaebHble
OTMYCKHblE LLeHbl NPOM3BOAUTENEIN HA YKAa3aHHble IeKAapPCTBEHHbIE NpenapaTbl, NpeaesbHble pasmepbl
OnNTOBbIX HaAbaBOK M NpeaenbHble pasMepbl PO3HUYHbIX HAAOABOK K GAKTUYECKMM OTMYCKHbIM LLeHam
npoussoauTenei Ha yKasaHHble NeKapCcTBEHHble NpenapaThbl. [lepeyeHb 1eKapCTBEHHbIX NPenapaTos, He
BK/IIOYEHHbIX B MEpPeYeHb KU3HEHHO HEOOXOAMMbBIX M BaKHEMLUMX JIeKAPCTBEHHbIX MpPenapaTos, U
nopsaok ero popmmupoBaHua onpeaensatotca MpasutensctBom Poccuinckoit Pepepaumm.

(yacTb 2 BBeaeHa PeaepanbHbiM 3aKkoHOM OT 26.03.2020 N 67-03)

3. B TeyeHune OeBAHOCTA KaneHAapHbIX AHEN CO AHA yTBepxaeHua MpaBnTenbcTBoM PoccuincKom
depepaunn nepeyHa, yKasaHHOMo B YacTu 2 HaCTOALLEN CTAaTbW, He AOMYCKAOTCA peanms3aums U oTnyck
BK/IIOYEHHbIX B HETO NEKAPCTBEHHbIX NPEenapaToB No LeHam, NPeBbIWAWMM nNpeaesibHble OTNYCKHble
LeHbl NPoM3BOAUTENEN HA YKa3aHHble JIeKapCTBEHHbIE MpenapaTbl, NpeaesibHble pasmepbl ONTOBbIX
Haa6aBoOK W npeaesibHble pa3mepbl PO3HUYHbIX HaA6aBOK K (PAKTMUECKMM OTMYCKHbIM LeHam
npousBoAuTeNei Ha YyKasaHHble JIeKapCTBEHHble npenapaTbl C y4eTOM Hanora Ha Ao6aBfeHHylo
CTOMMOCTb.

(yacTb 3 BBeaeHa PeaepanbHbiM 3aKkoHOM OT 26.03.2020 N 67-03)

KoHcynbTaHTIAKOC: NpumeyaHue.
3apeructpupoBaHHble A0 07.06.2019 npepgenbHble OTNYCKHblE LEHbl MnoaserkaT o0bA3aTesibHOM
nepepernctpaymm B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 3 0T 06.06.2019 N 134-03.
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Cratba 61. NocypapcTBeHHaA perucTpauma U nepeperucTpauma npeaenbHbIX OTMYCKHbIX LieH
npousBoguTeneil Ha IeKapCTBEHHbIE NPenapaThbl, BK/AOUYEHHbIe B NepevyeHb } KU3HEHHO Heo6X0AMMbIX
W Ba*KHeMWLWMnX IeKapCcTBEHHbIX NpenapaTos

(8 peq. PegepanbHoOro 3akoHa ot 06.06.2019 N 134-d3)

1. NpepenvHasa OTNYCKHAA LeHa NPOU3BOAUTENSA HA NIEKAPCTBEHHbIM Npenapat, BK/OYEHHbIA B
nepeyeHb KMU3HEHHO HEOOXOOMMbIX UM BaXKHEWLWWMX JIEKAPCTBEHHbIX MPenapaToB, MOAJEXKMUT
rocyfapcTBEHHOM perncrTpaunm B nopagKe, yctaHosneHHom MpasuTtenbctBom Poccuiickon ®epepaunu,
Ha OCHOBAHWW MPEACTABAEHHOIO B YNOJHOMOYEHHbIN denepanbHbli OpraH UCNOJAHUTENbHOW BNACTU
3aAB/IEHMA AeprKaTena uav Bnagenbla PermcTpaumoHHOro yA0CTOBEPEHUSA IEKAPCTBEHHOMO NpenapaTta
(ynonHomoYeHHOro nm nnua).

2. 3apeructpupoBaHHas npeaenbHas OTMNYCKHasA LeHa NpPOoM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNEPEYEHb KMU3HEHHO HEOBXOAMMBIX W Ba)KHEWWMWX JIEKAPCTBEHHBbIX
npenapaTos, MOXeT 6biTb NEPepPerncTpMpPoBaHa B CTOPOHY YBEIMYEHUA OAUH Pas B KaneH4apHOM roay
Ha OCHOBaHWM NPeACTaB/NIEHHOrO B YNOAHOMOYEHHbIM deaepanbHbllii OpraH UCNOAHUTENbHOM BAACTU A0
1 oKTABPA KaXK[oro roda 3aAB/leHUA AepyKaTens WaM Bnajenibla PerncTpaumMoHHOro yAoCToBEpEeHUs
NleKapcTBEeHHOTro NpenapaTa (YNOAHOMOYEHHOTO UM MLa).

3. 3apeructpMpoBaHHaA npegesbHas OTNYCKHasA LeHa NpPOM3BOAUTENA HA NEeKAPCTBEHHbIM
npenapart, BK/OYEHHbIW B MepeyYeHb XU3HEHHO HeOoOXOAMMbIX W Ba*KHEWWIUX J1IeKapCTBEHHbIX
npenapaToB, MOXKET ObITb NepPeperMcTPUPOBaAHA B CTOPOHY CHUMEHUSA HA OCHOBaHMM NPeaCTaBNeHHOro B
YNOJHOMOYEHHbIN defepanbHbI OPraH UCMONHUTEIbHOM BNACTU 3aAB/IEHMA AepKaTena nav siagenola
PEervcTpaLnoHHOro ya0CTOBEPEHMA IeKapCTBEHHOIO npenapaTa (YNnoAHOMOYEHHOro UM nnLa).

4. [lepskatenb WAM Bnagenel, perncTpaumMoHHOro yAO0CTOBEPEHMS JIeKapCTBEHHOro npenaparta
(ynonHomoueHHoe MM MLO) 06f3aH NpeacTaBUTb B YNONHOMOYEHHbIM deaepanbHblii  opraH
NCMNONHUTENBLHOW BAIACTW 3aAB/IEHNE O NepeperncTpaLmm 3aperncTpUpoBaHHON NpeaeibHOM OTNYCKHOM
LLeHbl NPOM3BOAMNTENA HA NEKAPCTBEHHbIV NPEnapaTt, BKAOYEHHbIV B NepeYeHb }KU3HEHHO HEOBX0AMMbIX
N BayKHEMLUMX IeKAaPCTBEHHbIX NPENAapaToB, B CTOPOHY CHUMKEHWA B CIeAyHOWMX CyYanX:

1) CHUKEHMeE LeHbl B MUHOCTPAHHOM BaloTe Ha IeKapPCTBEHHbIN NpenapaT B CTpaHe NpoM3BoauTeNs
M (Mnn) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIA NpenapaT 3apernctpupoBaH M (MaM) B KoTopble
NOCTaBAAETCA MPOU3BOAUTENEM;

2) CHUWXKeHMEe UeH Ha pedepeHTHble JIeKapCTBEHHbIE MpenapaTbl B COOTBETCTBUMM C MyHKTOM 1
HacToAwen 4YactTm (oNA COOTBETCTBYIOLWMX BOCMPOM3BEAEHHbIX, 6MoaHanorosbix (6MonoAc6HbIX)
JIeKapCTBEHHbIX NPenapaTos);

3) npeBbileHe NpeaebHOW OTNYCKHOM LieHbl Ha NePBbI BOCNPOU3BEAEHHbIN, 6M0aHANOroBbIN
(6Monoao6HbIN) NekapcTBEHHbIM NpenapaT MHOCTPAHHOrO MPOW3BOACTBA Had NpeaesibHOM OTMYCKHOM
LeHOM npousBOAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbit (6MoONOA06HbLIN)
NeKapcTBeHHbI  NpenapaT, pPacCiMTaHHOM B  COOTBETCTBMM C  METOAMKOW, YTBEpKAEeHHOM
Mpasutenbcteom Poccuiickoin ®eaepaunm;

4) npesbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBblit BOCNPOM3BeAEeHHbIA, 6M0aHaN0roBbIi
(bMonoJo6HbINM) NeKapCTBEHHbIM nNpenapaT MPOU3BOAUTENS TOCYAApPCTBA - uY/ieHa EBpaswuiickoro
3KOHOMMYECKOro CO3a Hafg npefesbHOW  OTMYCKHOW LEeHOW Mpou3BOAWUTENS Ha  BTOPOM
BOCMNPOU3BEAEHHbIN, BuoaHanorosbiit (6MoNoAobHbIN) NeKapcTBeHHbIM npenapaT nNpowusBoguMTens
rocyfapcrBa - yneHa EBpasninckoro sKOHOMMYECKOro COt3a, PaCCYNTaHHOW B COOTBETCTBUM C METOLNKOM,
yTBEpKAeHHOM Mpasutensctsom Poccuitickoli degepaumm.

5. TMMopsgoKk nepeperncTpaumMv  3aperucTpupoBaHHbIX  MpedenbHbiX  OTMYCKHbIX  LeH
npou3BoauTeNein Ha eKapcTBEHHble NpPenapaTbl, BKAOYEHHbIE B NepeyYeHb XU3HEHHO HeobXoaMMbIX U
BaKHEMLIMX IeKapCTBEHHbIX MPEnapaTtos, B Cy4Yanx, NPeayCMOTPEHHbIX YacTaAMM 2 - 4 HAaCTOALLEN CTaTbMy,
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ycTaHaBauBaetca MpasuTtensctBom Poccuiickoit Peaepaumm.

6. DKOHOMWYECKMI aHaNU3 NpeaenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA HAa NEKAPCTBEHHbIN
npenapaTt, BK/AIOYEHHbI B MepevyeHb KU3HEHHO HEOOXOAMMbIX W BaXKHEWWMWX JIEKAapPCTBEHHbIX
npenapatos, nNpPWU ee T[OCYAAPCTBEHHOW pPerucTpauuMm UAM nepeperucTpaumm  ocylectsnaeTca
depepanbHbIM  OpPraHOM  MCMNONAHUTENIbHON BAIACTM, OCYLLECTBAAIOWMM PYHKLMU MO  MNPUHATUIO
HOPMATUBHbIX MPABOBbIX aKTOB W KOHTPOAO 3a cobnogeHvem 3akoHopaTtenbctsa B cohepe
rocy4apCcTBEHHOrO peryanpoBaHus LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npeaenbHbIX OTNYCKHbIX LeH, YKa3aHHbIX B Y4acTAX 1 M 2 HACTOALLEN CTaTbM, NPU UX
rocyAapCTBEHHOW pPerucTpaumm uam nepepernctTpaummn ocyLwecTBaAEeTCs B COOTBETCTBUM C METOAMKOM,
yTBEpKAEHHOM MpasutenscTBom Poccuitickoit degepaumm n yunTbiBatoWwel B TOM YncChe:

1) cobniogeHune banaHca MHTepecoB NoTpebuTenei NekapcTBeHHbIX NpenapaTos, BKAKYEHHbIX B
nepeyeHb KU3HEHHO HEOBXOAMMbBIX U BA*KHEMLLIMX NEeKapCTBEHHbIX MpenapaToB, M NpousBoauTenei
JIeKapCTBEHHbIX MpPenapaToB, BK/AIOYEHHbIX B MepeyeHb MU3HEHHO HeobXoAMMbIX W  BaKHEMLUX
JIeKapCTBEHHbIX NpenapaTos;

2) daKTUYEeCKYIO OTNYCKHYIO LIeHY Ha IeKapcTBEeHHble npenapaTbl B Poccuiickoit ®epepaunm, LueHy
BBO3a JIEKApCTBEHHbIX MpenapaToB B Pocculickylo Pepepaumio, a TakKe UEHbl Ha aHalorMyHble
JleKapCcTBEHHbIe Npenaparbl, HaxoasAwmecs B obpaweHnn B Poccuiickolt Geaepaumu;

3) 3aTpaTtbl nNpou3BoAUTENA JN1EKAPCTBEHHOrNo npenapata Ha Npoun3BoacTBO W peannsauuto
NEeKapCTBEHHOTIO nNpenaparta,

4) ueHy Ha NeKkapCcTBEHHbI NpenapaT, ero ueHy B CTpaHe NPOU3BOAUTENA U B CTPAHaX, B KOTOPbIX
NleKapcTBeHHbIV npenapar 3aperncTpmMposaH u (Maun) B KOTopble NOCTaBAAETCA NPOU3BOAUTENIEM.

8. He pgonyckatoTcs peanusaumsa 1 OTNYCK JIeKaPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepevyeHb
YKU3HEHHO HeobXOAMMbIX U BaKHEMLIMX NIEKAapPCTBEHHbIX NPenapaToB, HA KOTOpble NMPOU3BOAUTENAMM
JIEKapCTBEHHbIX MPEnapaToB He 3aperucTpupoBaHa MpefenbHas OTNYCKHAA LUeHa, peasnsaums
NPOV3BOAUTENAMM JIEKAPCTBEHHbIX NMPENAPATOB MO LLEeHaM, NPEBbIWAOWMM 3aPErMCTPUPOBAHHbIE UK
nepeperMcTpupoBaHHbie NpeaesibHble OTNYCKHbIE LIeHbl Ha JIEKAPCTBEHHbIE NpenapaTtbl C yYY4EeTOM Haslora
Ha 806aB/IeHHYI0 CTOMMOCTb.

9. Ocob6eHHOCTM rocy4apCTBEHHOIO PeryanpoBaHna npeaesbHbIX OTNYCKHbIX LLeH NPOn3BoanUTeNEN
Ha NleKapcTBeHHble Mpenapathbl, BK/AOYEHHbIE B NepeyeHb XKU3HEHHO HEOoBXOAMMbIX W BayKHEMLWMX
NeKapcTBEHHbIX MPenapaToB, B 3aBMCMMOCTM OT 3KOHOMMYECKUX U (MAWM) coumanbHbIX KpuTepues
(M3meHeHMe ycnoBuMi, nopsAKa W CTOMMOCTM MNPOM3BOACTBA  JIEKAPCTBEHHbIX MPEenapaTtos,
MCMNONb30BaHWE HOBbIX GOpPM, MeTOA0B M CnocoboB rocyfapCTBEHHOrO PEryiMpoBaHMA LEeH Ha
NeKkapcTBeHHble npenapaTtbl, B TOM 4YMC/le Ha OCHOBE MexaHu3ma pedepeHTHOro ueHoobpasosaHus,
M3MEHEHW NOopAAKa OKa3aHUA MEeAMUMHCKOM MOMOLWM, W WHble W3MEHEHWs) YCTaHaBAMBAOTCA
MpasutenbcTBom Poccuiickoii ®eaepaumn.

Cratba 62. locyaapcTBeHHbIA peecTp npepenbHbIX OTMAYCKHbIX LeH npousBoguTteneit Ha
JIeKapCTBeHHble npenapaTbl, BK/AOYEHHble B MepeyeHb XWU3HEHHO HeobXoAMMbIX M BarKHeMLIUX
JNIEKapCTBEHHbIX NpenaparTos

1. 3apeructpuMpoBaHHble UWAW MNepeperncTpuMpoBaHHble NpeaesibHble  OTMYCKHble  LEHbl
Npo13BOAUTENIEN Ha JIEKAPCTBEHHbIE NPENnapaThl, BK/IOYEHHbIE B NEPeYEHb KU3HEHHO HEOHXOAMMBIX U
BaKHEMLIMX JIeKapCTBEHHbIX NPENapaToB, TMOAJIEKAT BK/IOYEHUIO B TOCYAAPCTBEHHbIV peecTp
npeaenbHbIX OTMYCKHbIX LLeH NPON3BOAUTENEN Ha NEeKapCTBEHHbIE NpenapaTbl, BKAOUYEHHbIe B nepeyeHb
U3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX IeKapPCTBEHHbIX NpenapaTos.

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-93)
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2. TocynapcTBEHHbIN peecTp npeaenbHbIX OTNYCKHbIX LEeH Npou3BoguTeneil Ha fieKapcTBeHHble
npenaparbl, BK/AIOYEHHble B MepeyYeHb MU3HEHHO HEeOobBXOAMMbBIX W BaXKHEWMLIUX JIeKapCTBEHHbIX
npenapaTtos, COAePXUT B cebe cneayroLlyto MHGOPMaLUIO:

1) HaMmeHOBaHMWe geprKaTensa Uav Bnagenbla perncTpPaumoHHOro y40CTOBEPEHUA IEKAaPCTBEHHOTO
npenaparta, HaMMeHOBaHWE NPOW3BOAMTENS NIEKAPCTBEHHOrO MNpenaparta, CBeAeHUs O perncrpauuu
OepXKaTens unv Bnagenbla perMcTpaumoHHOro ya0CcToBepeHns 1eKapcTBEHHOTO Npenaparta, CBeAeHUA O
perucTpaunmn NPonsBogMTENN NEKAPCTBEHHOIO Npenaparta 418 MeauUUUHCKOTO NPUMEHEHUA B KayecTBe
HajsioroniaTenblUMKa B CTPaHe perncTpaumm (ansa poccMmicKuX IpUaNYeckmx anL, - MAeHTUPUKALNOHHDIN
Homep Hasnoronnatenbwmka (MHH), ONA MHOCTPAHHBLIX OPUOMYECKMX UL, - CTpaHa perucTpauuu,
HauMeHOBaHWe PErncTPUPYIOLWEro OpraHa, PermMcTPaLLMOHHbIA HOMep, KO HanoronnaTe/blWuKa B CTpaHe
peructpauum (MHKopnopauun) UaM ero aHanor), Mecto HaxoXKAeHWs MPOU3BOACTBEHHbIX M/IOLLAA0K,
y4yacTBYIOLLMX B MPOLECcCe NPOM3BOACTBA JIEKAPCTBEHHOIO MpenapaTta, ¢ YKasaHMem CTaauu npouecca
NpPoOV3BOACTBA;

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

2) HaMMeHOBaHWE JfIeKapCTBEHHOro MnpenapaTta (meKayHapoAaHOe HenaTeHTOBaHHOE, WU
rPynnuMpoBOYHOE, NN XUMUYECKOE M TOProBoe HaMMeHOBaHUA);
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep PermcTPaLMoHHOrO yA0CTOBEPEHMA IeKapCTBEHHOTO Npenapara;

4) nekapcTBeHHas Gopma C yKasaHWeM L03MPOBKU SIeKaPCTBEHHOTO NpenapaTta U ero KoanyecTsa
BO BTOPUYHOM (NOTPebUTENbCKOM) YNaKOBKeE, a TaKKe KOMMJIEKTHOCTb;
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npegenbHas OTNYCKHas LLeHa Ha NeKapCTBEHHbIM Npenapar B pybnax;
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) naTa U HOMep MpMKasa yNnoJHOMOYEHHOrO delepasbHOro opraHa MCMNOHUTEIbHOW BACTU O
rocyAapcTBEHHOM perncTpauum uamn nepeperucTpaLmm npeaenbHom oTnyCKHOM LLeHbl Ha N1eKAPCTBEHHbIM
npenapaTt, BK/IOYEHHbI B MepeyeHb KUSHEHHO HEOOXOO4MMbIX W BaXKHEWMLIMX JIeKAPCTBEHHbIX
npenaparos;

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, o1 06.06.2019 N 134-d3)

6.1) paTta BCTYN/IEHWA B CUIY NMPUKasa YNOJHOMOYEHHOTO dpesepasbHOro opraHa UCMOIHUTENbHOW
B/1ACTM O TOCYAAPCTBEHHOW perucTpauym Wan nepeperucTpaumm npefenbHOM OTMYCKHOM  LeHbl
NpPou3BOAUTENA Ha NEKAPCTBEHHbIA NpPenapaTt, BKAIOYEHHbIA B NEpPeYeHb KMU3HEHHO HEOBXOAMMbIX U
BaYXXKHEWLLMX JIeKapCTBEHHbIX NPenapaTtos;

(n. 6.1 BBegeH deanepanbHbiM 3akoHoM OT 06.06.2019 N 134-93)

7) WTPUXOBOWN KOA, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEBbUTENbCKYIO) YNAaKOBKY NeKapCTBEHHOro
npenapara;
(n. 7 BBeaeH depepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8) Ko4 /NleKapcTBEHHOro npenapaTa Mo aHAaTOMO-TepPaneBTUYECKO-XMMUYECKOM KaaccuduKaumm,
pekoMeHA0BaHHOW BceMmnpHoO opraHusaumel 35paBooXpaHeHus.
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3. locymapcTBeHHas perucTpauma WAW nepepernctpauma npeaenbHbiX OTMYCKHbIX LEeH Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHble B MNEpeYeHb MU3HEHHO HEOOXOAMMbBIX W BaAXKHEMLIUX
JIeKAPCTBEHHbIX NPEnapaToB, BeAeHWE TOCYAAPCTBEHHOrO peecTpa npefenbHbIX OTMYCKHbIX LeH
npousBoauTenei Ha eKapcTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NEPEYEHD KU3HEHHO HEOOXO4MMBbIX U
Ba*KHEMLLMX NEKAPCTBEHHbIX NPENapaToB, OCYLLECTBAAIOTCA B NOPALAKE, yCTAaHOBEHHOM MpaBUTeIbCTBOM
Poccuiickoin Pepgepaunn.

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-93)
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CratbAa 63. YcTaHOBNEeHME OpraHaMu WCNOJIHUTENbHOM BAacTM Ccyb6beKToB Poccuiickoii
depepaumm npeaenbHbIX Pa3sMepoB ONTOBbIX HAA6aBOK M MpeaesibHbIX PasmMepoB PO3HUUHbBIX
HaA6aBOK K PaKTUUECKMM OTNYCKHbIM LieHam, YCTaHOB/IEHHbIM MPOU3BOAUTENAMU JIEKAPCTBEHHbIX
npenaparoB, Ha JIeKapPCTBEHHbIE NMpenapaTtbl, BK/AOUYEHHbIe B NepeyeHb }KU3HEHHO HeobXoaMMbIX U
BaKHEMLUMX IeKApCTBEHHbIX NpPenapaTos
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHuUTeNbHOM BRacTM cybbekToB Poccuitckon dPegepaunm ycTaHaBAMBAIOT
npeaenbHble pasmepbl ONTOBbIX HaAbaBOK W npedenbHble pa3Mepbl PO3HMUHbLIX HaabaBOK K
daKTUYEeCKMM OTNYCKHbIM LieHam (6e3 yyeTa Hanora Ha A06aB/NeHHY CTOMMOCTb), YCTAaHOBJIEHHbIM
Npou3BOAUTENSAMM JIEKAPCTBEHHbLIX MPENapaToB, Ha JIEeKAapPCTBEHHbIe NpenapaTtbl, BK/OYEHHbIE B
nepeyeHb XU3HEHHO HEOBXOAMMbBIX W BaXKHEWWMX NeKapCTBEHHbIX NpenapaTtoB, B COOTBETCTBUM C
YTBEPKAEHHON B MopaaKe, ycTaHoBAeHHoOM [MpaButenbctBom Poccuitickoit depepaunun, MeToamKoM
YCTQHOB/IEHUSA OpraHamu WCMNOJIHUTENIbHOW BNnacTu cybbekToB Poccuiickoit deaepaumm npenenbHbIX
pasmepoB ONTOBbIX HaAbaBOK W MNpeaefibHbIX Pa3sMEPOB PO3HUYHbIX HaAbaBOK K GaKTUYECKUM
OTMNYCKHbIM LLEHaM, YCTaHOB/IEHHbIM NPOU3BOANTENSAMM JIEKAPCTBEHHbIX MPENAPaTOB, Ha IEKAPCTBEHHbIE
npenapaTbl, BK/OYEHHbIE B NEpeyYeHb MM3HEHHO HEOBXoAUMbBIX W BaXKHEWMWMX JIeKAaPCTBEHHbIX
npenapatoB. MNpPoeKTbl peleHnn OpraHoB UCNONIHUTENIbHOW BacTu cybbekToB Poccuiickon degepaunm
06 ycTaHOBNEHUU U (UNU) U3MEHEHUM NPeAeSbHbIX Pa3sMepoB ONTOBbIX HaAGaBOK WM NpeaesbHbIX
pa3mepoB PO3HUYHbIX HaAB6aBOK K paKTUUECKMM OTNYCKHbIM LLeHaM, YCTaHOB/IEHHbIM NPOU3BOAUTENS MU
JIeKapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHble NpenapaTtbl, BKAOYEHHble B MepeyYeHb KU3HEHHO
HEobXoAMMbIX M Ba)KHEMLWMX  NEeKAPCTBEHHbIX MNpenapatoB, MNOAJEXaT  COMaCoOBaHUIO C
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMONHUTENbHOM BAACTU, OCYLLECTBAAILWMM GYHKUUM No
NPUHATUIO HOPMATUBHbIX NPaBOBbIX aKTOB W KOHTPOIO 3a cOBA0AeHMeM 3aKoHOAaTeNbCTBa B chepe
rocyaapcTBEHHOro peryanposBaHus UeH (Tapudos) Ha ToBapbl (ycayrun), B nopaaKe, yCTaHOBAEHHOM
MpasuTtenbctBom Poccuiickoin ®epepaumm.

(B pen,. PegepanbHbix 3aKoHOB 0T 13.07.2015 N 241-$3, o1 27.12.2019 N 475-93)

2. OpraHusauyun ONTOBOM TOPrOB/AW NIEKAPCTBEHHbIMM CPEACTBAMM, anTeyHble OpraHM3auum,
WUHAMBUAYANbHbIE NPeanpPUHUMaATENN, UMEKOWME JINLEH3UI0 Ha (apMaLLeBTUYECKYIO AEeATEe/IbHOCTD,
MeANUMHCKME OpraHM3aumm, Mmerolwme UULEH3UIO Ha (apMaueBTUUECKYD AeATeNbHOCTb, U UX
o06ocobeHHble noapasgenenuns (ambynatopun, denbaluepckne U denballepcKo-akyLWepcKmMe NyHKTbI,
LUeHTpbl (oTaeneHus) obuwiert BpayebHoOM (cemerHOM) NPaKTUKKU), pPachosIOXKEHHble B CENbCKUX
HacCefIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OPraHM3auun, OCyLLECTBASIOT peannsauuio
JIEKAPCTBEHHbIX MPEenapaToB, BKAIOYEHHbIX B MepeyeHb MU3HEHHO HEeOoBXOAMMbIX W BarKHEMNLMX
JIeKApPCTBEHHbIX MPEnapaTos, MO LUeHam, KoTopble (GOPMUPYIOTCA B COOTBETCTBUM C MOPSAAKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBOM Poccuiickoit deaepalumm, n ypoBeHb KOTOpbIX (6€3 yyeTa Haslora Ha
006aB/IeHHYIO CTOMMOCTb) HE A,0/13KEH NPEBbILLAaTb CYyMMY GaKTUYECKOM OTNYCKHOM LieHbl, yCTaHOB/IEHHOM
Npou3BOAMTENIEM JIEKAPCTBEHHOrO MNpenapata, He MpeBblaloWwed  3aperucTpupoBaHHON UK
nepeperucTpMpoBaHHOM NpeaenbHOM OTMYCKHOW LeHbl Npous3BoauTens (Ha Jaty peanusaumu
NIeKapCTBEHHOTO MpenapaTta NpousBogmMTeNem), M pasmepa ONTOBOW HaabaBKM M (Man) pasmepa
PO3HWYHOWN HaabaBKK, HE NPEBbILLAOLWMX COOTBETCTBEHHO pa3Mepa npeaesibHON ONTOBOW HaAbaBKM U
(nnun) pasmepa npenenbHOM PO3HUYHON HaabaBKK, YCTaHOBIEHHbIX B CybbeKTe Poccuiickoit degepauuu.
(yacTtb 2 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCMONHUTENbHOW BAacTU cybbekToB Poccuiickon depepaumu pasmewaloT B CeTu
"MHTepHeT" MHPOPMALMIO O 3aPErMCTPUPOBAHHbIX NPeAesbHbIX OTMYCKHbIX LieHax npoussoauTeneit Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHblE B MEPeYeHb KMU3HEHHO HEeOBXOAMMbBIX U BarKHEWLWWX
NleKapcTBeHHbIX MpenapaTtoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoit depepaumm npeaenbHbIX
pasmepax OnToBbIX HaA6aBOK U (MAK) NpeaebHbIX pasmepax PO3HUYHbIX HaA6aBOK K YCTaHOB/IEHHbIM
NPOM3BOAUTENAMMN NEKAPCTBEHHbIX NPenapaTtoB (paKTUYECKMM OTMYCKHbIM LLeHaM Ha /JIeKapCTBEHHble
npenapatbl, BKAOYEHHble B MNepeyYeHb KM3HEHHO HEOBXOAMMbLIX W BaXKHEMLMX eKapCTBEHHbIX
npenapaTtos, a TakXe 0 CyMMe 3aperncTpMpoBaHHbIX Npeae/bHbIX OTNYCKHbIX LLeH Npou3BoauTeneit Ha
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NIeKapCTBEHHbIE NpenapaTbl, BK/AOYEHHble B MNepeyvYeHb MWU3HEHHO HEeoOXOAMMbBIX U BaXKHeMLWwux
NIEKAapPCTBEHHbIX NpenapaToB, YCTaHOBNAEHHbIX B cybbekTe Poccuitlckon Pepepaunm npeaenbHbIX
pa3mepoB ONTOBbIX HAA0ABOK M Npese/bHbIX Pa3MEPOB PO3HUYHbIX HAA0ABOK M HAaNOra HA A0OABNEHHYIO
cToMMOoCTb. MHPOopMaLma, NpesycCMOTPEHHAA HACTOALLEN YACTbIO, AO/IXKHA HAXOAMTbCA TAK¥Ke B aNTEYHbIX
OpraHusaumMax B OOCTYMHON ANA BCEX 3aUHTEPECOBAHHbIX AuL, dopme M OOHOBAATBCA MO Mepe ee
pasmelleHMa opraHamm UCNOHUTEIbHOM BnacTu cybbekToB Poccuiickoit ®epepaumm B cetn "UHTEpHET".
(yacTb 3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblin 3aKoH o1 27.12.2019 N 475-3.

Fnasa 13. MOHUTOPUHT 2O PEKTUBHOCTU U BE3SONACHOCTU
NEKAPCTBEHHDbIX MPEMNAPATOB, HAXOAALLNXCA B OBPALLEHUMN
B POCCUMCKOMN ®ELEPALIUMU
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaa3op
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHblE NpenapaTbl, HaxogdAumeca B obpalieHmm B Poccuniickoit Peagepaunm, noanexar
MOHUTOPUHTY 3PPEKTUBHOCTM W  OE30MaCHOCTU B  LUENAX BbISBNEHUA BO3MOMHbIX HEraTUBHbIX
NocneAcTBUN UX MPUMEHEHMUA, UHANBUAYANbHON HENEepPeHOCUMOCTH, NpeaynpexaeHma MeauLmMHCKMX
paboOTHMKOB, CneuuanncTtoB B 061acTM BeTEPUHAPUKM, NAUMEHTOB WM BAAAENbLEB MKUBOTHbIX U UX
3aWKnTbl OT NPUMEHEHUA TaKNX IEKapPCTBEHHbIX NpenapaTos.

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

2. ®apmaKoHa[30p OCYLLECTBAAETCA COOTBETCTBYHOLMM YNOJHOMOYEHHbIM deaepasnbHbIM
OPraHOM MCMONHUTENIbHOW BNACTU B YCTAHOBAIEHHOM MM MOPAAKE MyTEM aHANM3a NpPeaoCcTaBAseMOM
CyObeEKTaMM 0OpaLLLEHMA TIEKAPCTBEHHbIX CPeACTB MHPOPMALLMM O NOBOYUHBIX SENCTBUSAX, HEXKENATE/IbHbIX
peakumax, CepbesHbIX HeXKeNaTesbHbIX Peakumax, HenpenBUAEHHbIX HEXenaTeslbHbIX Peakumsax npu
NPUMEHEHUWN NEKAPCTBEHHbIX MpenapaTos, 06 MWHAMBMAYA/IbHON HENEepPeHOCMMOCTU, OTCYTCTBUM
30 dEKTUBHOCTM NIEKAPCTBEHHbIX NPEnapaToB, a TaKKe 06 WHbIX ¢aKTax M o0bCcToATEeNbCTBAX,
NPeACTaBAAOWMX YrPOo3y MU3HWM WAW 340POBbI YesioBEKA J/IMOO KMBOTHOTO MNPU MPUMEHEHUU
JIeKAPCTBEHHbIX NPEMNAPATOB M BbIABAEHHbIX HA BCEX 3Tanax 06pPaLLEHMA IEKAPCTBEHHbIX NPenapaTos B
Poccuiickoit depepaunm 1 apyrux rocygapcrBax.

3. CybbeKTbl 06palleHna 1eKapcTBEHHbIX CPEACTB B NOPAAKE, YCTaHOBAEHHOM YNONHOMOYEHHbIM
denepanbHbIM  OPraHOM  UCNONHUTENbHOW BAacTM, 06f3aHbl CoO6WaATb B  YNOJHOMOYEHHbLIN
denepanbHbIit opraH WUCNOSHUTENBbHOM BAACTU O NOBOYHbLIX AEWUCTBUAX, HEMKeNnaTesibHbIX pPeakuumax,
Cepbe3HbIX HEeXeNaTeNbHbIX peakumaAx, HeMpPeaBUAEHHbIX HEMXKeNaTeNbHbIX PeakumMax nNpu NpUMMeHeHum
NeKapCTBEHHbIX MNpenapaTtoB, 06 WMHAMBMAYa/NbHOM HENepeHOCMMOCTU, OTCYTCTBUWU 3PPEKTUBHOCTU
NIeKapCTBEHHbIX MPEenapaTtoB, a TakKe 06 MHbIX paKkTax M 06CTOATENLCTBAX, NPEACTaBAAIOWMX Yrpo3y
KU3HM MW 300POBbIO YesoBeKa MO0 KMBOTHOTO NPWU MPUMEHEHMMU JIEKAPCTBEHHbIX MPEnapaTos U
BbIAB/IEHHbIX Ha BCeX 3Tanax obpalleHus SeKapCTBEeHHbIX npenapatoB B Poccuiickoint deaepauun m
ApYrvx rocyaapcreax.

4, [epxaTenM uan Bnagenblbl PErucTPauMoOHHbIX YAOCTOBEPEHMUIN NEKAPCTBEHHbIX NpenapaTos,
IopUANYECKME IMLA, HA UMA KOTOPbIX BblAaHbl pa3peLleHna Ha NPoBeAeHNE KNUHNYECKMX UCCAea0BaHNiA
B Poccuitickoit dPepepauun, nAMbo ynoaHOMOYEHHble MMM Apyrue pUAMYeckue avua B pamKax
obecneyeHna 6e30MacHOCTU IeKapCTBEHHbIX MPenapaTos B NOpAAKe, YCTaHOBNEHHOM COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM MCMONHUTENIbHOM BAACTM, 0653aHbl OCYLLECTBAATL NMPUEM,
yyeT, 06paboTKy, aHaM3 U XpaHEHWE NOCTYNAIOLLMX B UX aZPec OT CybbeKTOB 06paLLeHNs IeKapCTBEHHbIX
CPeACTB M OPraHOB rOCYAapCTBEHHOM B/ACTU COOBLWEHUI O MOBOYHbLIX AeNCTBUAX, HexenaTesbHbIX
PeaKLUMAX, Cepbe3HbIX HeXeNaTeIbHbIX U HeNpeaBUAEHHbIX HEXeNaTeIbHbIX PEaKLMAX MPU NPUMEHeHUN
NeKapcTBEHHbIX MNpenapaTtoB, 06 0COBEHHOCTAX WX B3aMMOAOEWCTBUA C APYIMMMU JIeKapCTBEHHbIMM
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npenapaTtamu, MHAMBUAYa/NbHOW HENEepPeHOCMMOCTM, a TaKXe 06 MHbIX ¢aKTax M obCcToaTeNbCcTBaX,
NPeacTaBAAIOWMX YrPO3y KU3HU WAM 300POBLIO YenoBeka UBO0 KMBOTHOMO WAW BAUAIOWMX Ha
M3MEHEHME OTHOLIEHWUA OXWAAEMOW MOJb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA NeKapCTBEHHbIX
npenaparos.

5. Mpu BbiABNEHUN UHGOPMALMM O CEPLE3HbBIX HEXKENATE/bHbIX PeakuMAX U HenpeasuaeHHbIX
HeXXenaTesNbHbIX pPeakuuAax MNpu MPUMEHEHUM NeKapCTBEHHbIX npenapaTtoB, 06 ocobeHHOCTAX WX
B3aMMOALENCTBUA C APYTMMU NEKAPCTBEHHbIMM NpenapaTamn, UHANBUAYANbHOM HENepeHOCUMOCTH, a
TaKKe 06 MHbIX PpaKTax M 0BCTOATENBCTBAX, BAUAIOLLMX HA U3MEHEHME OTHOLIEHMA OXNAAEMON NOAb3bI K
BO3MOXHOMY PUCKY NPUMEHEHWA NIEKAPCTBEHHbIX MPenapaTos, AepaTenn Wan BAageNbupbl
PErucTPaLMOHHBIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NPENAPATOB, IOPUAUYECKME ANLA, HA MMA KOTOPbIX
BblaHbl paspeLlleHna Ha NpoBeAeHUe KAMHUYECKUX MccnefoBaHuit B Poccuitickon Pepepaunn, anmbo
YNO/IHOMOYEHHbIE UMUK ApYyrve opuguyeckne avua obasaHbl MNPUHATbL Mepbl, HanpasBAeHHble Ha
YyCTpaHeHWe  HeraTMBHbIX  MOCAEACTBMIA  NPUMEHEHMA  TaKUX  JIEKAPCTBEHHbIX  MPEenapaTos,
npeaynpexaeHne npuuMHeHUs Bpesa XU3HN UAN 300POBbIO YeNOBEKA MO0 KMBOTHOTO, 3aLLMTY UX OT
NPUMEHEHMA TaKUX NEKAPCTBEHHbIX NPENAPATOB, HA AONOJHUTENbHbIM COOP AaHHbIX 06 3pPeKTUBHOCTU
1 6e30MacHOCTM TaKMX SIEKAPCTBEHHbIX NpenapaTos.

6. 32 HecoobLeHME UK COKPbITUE MHDOPMALMM, MPEAYCMOTPEHHOM YacTbio 3 HAcTOALWEN CTaTby,
AepyKaTennm WAW  BRafesiblUbl  PErUCTPALMOHHBIX  YAOCTOBEPEHUIN /IEKApPCTBEHHbIX NPEnapaTos,
ropuanYecKme nua, Ha MMa KOTOPbIX BblAaHbl Pa3pelleHmna Ha NpoBeAeHne KINHUYECKMX UccneaoBaHui
B Poccuitckoit Pepepaumn, nMbo ynoNHOMOYEHHbIE WMWU ApPYIMe pULUMYECKMEe NNLA, A TaKkKe
OOJIKHOCTHbIE /ML, KOTOPbIM 3Ta MHOOPMALMA CTafa M3BECTHa MO poay WX npodecCUMOoHasbHOM
[eATeIbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickoi Pepepauum.

7. Mpu noay4eHUM ynosHOMOYEHHbIM deaepasibHbiM OPraHoOM UCMOAHUTENBHOW BAACTU B pamKax
OCyLWecTBNeHMA MM papmMaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBMM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TpeboBaHWAM WAM MNPU MNOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
appeKTMBHOCTM U 0 6e30NacHOCTN NeKAapPCTBEHHOro Npenaparta AaHHbIM O 1eKapCTBEHHOM Mpenapare,
COAEPMKALMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/E BbISABNIEHHbIX B XOA4€E OCYLIEeCTBNEeHUA
dbapmaKoHaa30opa KOHTPOJIbHO-HAA30PHbIMW OpraHaMyM MHOCTPAHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii opraH UCNONHUTENbHON BAACTU B YCTAaHOB/IEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAKOrO 1EKAPCTBEHHOMO Npenapara.

Cratba 65. lpnocraHoBneHUe NpUMEHEHUA NeKapCcTBEHHOro npenapara
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Npw nonyyeHUn MHGOPMALMM O HEXKENaTENIbHbIX PEAKLMAX NPU NMPUMEHEHUM NEKAPCTBEHHOTO
npenapaTta, He YKasaHHbIX B MHCTPYKLUUM MO NMPUMEHEHWIO JIEKAPCTBEHHOrO MpenapaTta, CepbesHbIX
HexenaTesbHbIX peaKkuuax, o6 0cobeHHOCTAX ero B3aMMOZEWCTBUA C APYrMMU NEeKapCTBEHHbIMU
npenapaTtamu, KOTOpble MOTYT NPeACTaBAATb YIPO3Y }KMU3HU MW 340POBbIO YeNoBeKa NMB0 KUBOTHOTO, a
TaKXe O HeCcooTBETCTBUM AaHHbIX 06 sdpdeKTMBHOCTM M 0 Be3onacHOCTM NeKapCTBEHHOro npenapara
[aHHbIM O JIeKapCTBEHHOM NpenaparTe, cogepKallMMca B MHCTPYKLMKU MO ero MPMMEHEHUIO, B TOM Yncne
OT YMNO/IHOMOYEHHbIX OPraHOB WHOCTPAaHHbIX rocyaapcts, OOMeH KOTOpPOW OCyLlecTBAseTcA B
COOTBETCTBUM C COMMALIEHUAMMU MeEXAY YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOAHUTENbHON
BJ1ACTU U YNOSIHOMOYEHHbIMM OpPraHaMM WMHOCTPAHHbIX FOCYAapCTB, YNOJHOMOUYEHHbIN denepanbHbIii
OpraH UCMOIHUTE/IbHOW BNIACTU PaccMaTpUBAET BONPOC O BO3MOXHOCTM MPUOCTaHOBAEHUA 0bpaLLeHuA
TaKOro JIeKapCTBEHHOro MpenapaTta B NOPAAKEe, YCTaHOB/JIEHHOM YMNO/JHOMOYEHHbIM deaepanibHbIM
OpPraHoOM UCMOJIHUTENbHOM BAACTU.

2. Mpy HeUcnonHeHMM WAN HeHaaNexawem WCNOJIHEHUW AepXKaTenaMmu UAn Baagenbuamm
PErmcTpaLlMoOHHbIX y;l,OCTOBEpEHMI?I NEKAPCTBEHHbLIX Npenapartos, LpungnvyeCKMMn nndamum, Ha UMA
KOTOPbIX BblAaHbl pa3peleHnAa Ha npoBegeHne KiIMHN4eCKunx MCCJ'IE,CI,OBaHVIf;I B Poccuitckoli CDe,u,epau,MM,
NN YNOJTHOMOYEHHBbIMN UMW OPYTUMU lOpNgndeCKUMMun imgamm 06H3aHHOCTEﬁ, YCTaHOBNEHHbIX YaCTAMMU
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3 1 4 cratbu 64 HacTosulero desepanbHOro 3akoHa, MMBO B CyYaax NpeacTaBieHUsa COOTBETCTBYIOLINM
ynosHOMOYEHHbIM defepasibHbiM OPraHOM MCMOIHUTENbHOM BNACTU 3aK/A0YEHMA O HEAOCTOBEPHOCTH
pe3ynbTaToB  K/AMHWMYECKOr0 UCCNeAOBaHWA  NEeKapCTBEHHOro npenapata  ANs  MeAMUMHCKOro
NPMMEHEHMA, KOTOPOE OCHOBAHO Ha pe3y/bTaTax NPOBEPKN MeAMLMHCKOW opraHM3aLmm, NpoBoanBLLEI
YyKa3aHHOe KNNMHNYeCcKoe UccieaoBaHue C HapylueHNeM NpaBua Haanexallen KAMHUYECKON NPaKTUKK, U
NPMBeao K MOJYYEHMIO HEAOCTOBEPHbIX Pe3ynbTaTtos, MB0 B C/iydYae HEBbINOJHEHWA NpeanucaHusa,
BbIA3HHOMO YMNO/JIHOMOYEHHbIM deaepasbHbiM  OPraHOM  WCMONHUTENIbHOM BAAacTM MO UTOram
OCYLWLEeCTBNEHMA BbIGOPOUYHOrO KOHTPOASA KayecTBa JIeKAapCTBEHHOro npenaparta, Yno/AHOMOYEHHbIN
denepanbHbIii 0praH UCNOHUTE/IbHOW BAACTM B YCTAaHOBAIEHHOM MM NOPAAKE paccmaTpuBaeT BOMPoC O
NPMOCTaHOBAEHMM MPUMEHEHMA TAKOro NEKapCTBEHHOrO Npenapara.

3. YNonHOMOYEHHbIV denepanbHblii OpraH MUCNOJIHUTENbHOM BAAacTU MpPU NPeACTaBleHUn emy
CBEAEHUI O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBun
Haa/erKallel Npons3BoOACTBEHHOM NPAKTUKM U (MAK) O HAPYLLIEHMU NNLEH3NOHHbIX TpeboBaHMI, KOTOpbIe
6bINK BbIAB/IEHbI B X04€ MPOBEAEHUA UHCMEKTUPOBAHUA NMPOU3BOANTENSA NIEKAPCTBEHHbIX CPEACTB MK
OCYLLECTBNEHMA NIMLLEH3MOHHOIO KOHTPOAA B cdhepe NPOMU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U NPUBEN
AU MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NPENAPATOB ANA MEeAWULMHCKOTO NPUMEHEHWUH,
NPUYUHMBLUMX MM CNOCOBHbIX MPUYNMHUTD BPEA, *KMU3HWU UK 340POBbIO rPparkaaH, pacCMaTpPUBAET BOMPOC
O MPWOCTAHOBNEHUN MPUMEHEHMA NIEKAPCTBEHHbIX MpenapaToB A8 MeAULMHCKOro NPUMEHEHUs B
YCTaHOBJ/IEHHOM MM NOPAAKE B CIEAYIOLMUX CTYYAAX:

1) coctaB M (MAM) TEXHO/OMMA MPOU3BOACTBA JIEKAPCTBEHHOrO npenaparta And MeAuLMHCKOro
npumeHeHua (C onucaHMem cTaauii NPOU3BOACTBA) OTIMYAIOTCA OT 3aAB/EHHbIX B PErmcTPaLMoOHHOM
A0Cbe;

2) nekapcTBeHHbIM NpenapaT 414 MeAULMHCKOro NpMMeHeHUs NponsseaeH Ha NpoM3BOACTBEHHOM
naolwaaKe, He yKasaHHOW B PErncTpPaumMoHHOM A0CbE;

3) y npousBoAMTENs NEKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KayecTBa J/IeKapCTBEHHOro npenaparta ANs MeAMUMHCKOrO NPUMEHEHUs, BBOAMMOrO B
rparkaaHckmii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY Ero rocyAapcTBEHHOM pPerncTpaunm;

4) npousBogMTENEM JIeKapCTBEHHbIX CPeACTB B  COMIACOBAHHbLIM C  COOTBETCTBYHOLIMM
YNOSIHOMOYEHHbIM deepasibHbiM 0OPraHOM WCMOIHUTENIbHOM BAACTU CPOK He YCTPaHEeHbl HapylleHwuA
TpeboBaHUI NpaBWU HaA/exKallleld NPOU3BOACTBEHHON MPAKTUKU U (MNK) NULEH3UOHHBIX TpeboBaHUIA,
KoTopble 6bliv BbIABAEHblI B XO4E MPOBEAEHUA WHCMEKTUMPOBAHMA MNPOU3BOAUTENA JIEKAPCTBEHHbIX
CPeACTB UM OCYLLECTBAEHUA INLEH3MOHHOIO KOHTPOIA B chepe NPpon3BOACTBA IEKAPCTBEHHbIX CPEACTB
N NPUBEAM MAM MOTYT MPUBECTM K NPOM3BOACTBY JIEKAPCTBEHHbLIX NPenapaTtoB s MeAULUHCKOro
NPUMEHEHMA, NPUYMHMUBLLNX USIU CNOCOOHDBIX MPUYUHUTD BPEL, KU3HW UAKN 340POBbLIO FPaXKaaH.

(yacTb 3 BBeaeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNonHomo4eHHbI denepanbHblii OpraH MCNOAHUTENLHOM BAACTU NPU HAIMYMK Y HErO CBeAeHU
O HEeCOOTBETCTBUM NPOU3BOAMTENA NEKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpPaBUA Haglexallein
NPOM3BOACTBEHHOM MNPAKTUKU WU (MAW) O HapyleHMM AUUEH3NOHHbLIX TpeboBaHMI, KoTopble 6blan
BblAB/EHbl B XOAE MPOBEAEHUA MHCMEKTMPOBAHMA MPOU3BOAMUTENS NIEKAPCTBEHHbIX CPeacTB Wau
OCYLLECTBNEHMA NIULLEH3MOHHOMO KOHTPOAA B chepe NPOM3BOACTBA JEKAPCTBEHHbIX CPEACTB U NpUBENn
WU MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MPEnapaToB AN BETePUHAPHOIO MPUMEHEHUS,
NPUYMHMBLIKMX WU CMOCOBHBbIX MPUYMHUTL Bpen, KU3HWU WU 3[0POBbI0 KMBOTHbLIX, PacCMaTpuBaeT
BOMPOC O MPUOCTAaHOB/NEHUN peanusauun UM MPUMEHEHMUS JIeKapCTBEHHbIX MNpenapaTtoB  ANf
BETEPUHAPHOr0 NPUMEHEHMUSA B YCTAHOBIEHHOM UM MOPALKE B CIEAYIOWMX CIYYAnAX:

1) coctaB ¥ (MnAKM) TexHonorna NPou3BOACTBa JIEKapCTBEHHOro npenapaTta AN BeTepuMHapHOro
npumeHeHua (C onucaHMem cTaauii NPOU3BOACTBA) OT/NIMYAKOTCA OT 3asAB/NEHHbIX B PErncTpauMoOHHOM
Aocbe;
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2) NeKapcCTBEHHbIV NpenapaT 4/11 BEeTePUHAPHOIo NPMMeHeHWs NPoun3BeAeH Ha NPOU3BOLACTBEHHOM
nAolWaaKe, He YKasaHHOM B PerMcTpaLMoHHOM A0CbE;

3) y npousBoauTeNns JNIeKapCTBEHHbIX CPencTB OTCYTCTBYIOT AOKYMEHTbI, MOATBep)KAatoLime
COOTBETCTBME KAYeCTBa JIEKAPCTBEHHOIO MpenapaTta A/A BETEPUMHAPHOro NpPUMEHEHWUs, BBOAMMOTO B
rpaxkaaHckmn 0b6opoT, TpeboBaHMAM, YCTAHOBIEHHBIM NPU Er0 FOCYAAPCTBEHHOMN perncTpaunu;

4) npousBoAMTENEM JIEKAPCTBEHHbIX CPeACTB B COMIACOBAHHbLIA C  COOTBETCTBYHOLLMM
YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTENIbHOM BNACTU CPOK HEe YCTPaHEeHbl HapylueHus
TpeboBaHMI NpaBWUA HagNeNKalLEN NPOM3BOACTBEHHON NPAKTUKU U (UNK) NULEH3UOHHBIX TPeboBaHUN,
KOTopble OblNN BbIABNEHbI B X04e MNpPOBeAeHUA WHCNEKTUPOBAHWUA MPOU3BOAUTENS JIEKAPCTBEHHbIX
CPeacTB UM OCYLLECTBNEHWUA INLEH3UOHHOIO KOHTPOA B chepe Npons3BoACTBA 1IEKAPCTBEHHbIX CPEACTB
N NPUBEAN UAW MOTYT NMPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NpenapaTtoB A/1A BeTepUHapPHOro
NPUMEHEHUA, MPUYUHUBLLINX UM CNOCOBHbBIX MPUUNHUTD Bpes, }KU3HN UKW 300P0BbI0 M KUBOTHbIX.

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

KoHcynbTaHTlAOC: NpumeyaHue.
C01.01.2023 cT. 65 gononHseTca Y. 5, 6 (3 01 27.12.2019 N 475-P3).

KoHcynbTaHTlAOC: NnpyMmeyaHme.
C 01.09.2023 cT. 65 gonosHAeTcA Y. 7 (®3 o1 02.07.2021 N 317-93).

CratbAa 66. UHPOpMmauua o pesynbraTax papmaKoHag30pa
(8 pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHoOMouYeHHbIM  deaepasnbHblit  OpraH  UCNOAHUTENbHOW  BAACTW,  OCYLLECTBASIOWMMA
dapmaKoHaa30p, NO ero pesy/nbTaTam pasmellaeT Ha cBOemM oduumManbHOM caitTe B ceTn "UHTepHeT"
MHbOPMaLMIO O:

1) BbIIBNEHUM HOBbLIX MOATBEPNKAEHHbIX [aHHbIX O MOOOYHbIX AEWUCTBUAX, HEXKenaTeNbHbIX
peakuusax, cepbesHbIX HexKenaTesbHbIX Peakuuax, HernpeaBUAEHHbIX HEeMKenaTeslbHbIX Peakuusax npu
NPUMEeHEHUN IeKapPCTBEHHOTO Npenapara, B TOM YMC/Ie BAUAIOLWMX Ha OTHOLEHME OXKUAAEMOMN NOMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHMA AAaHHOMO JIEKAaPCTBEHHOTO Npenapara;

2) NPUHATbLIX peweHnAX O BHECEHUN M3MEHEHU B MHCTPYKUUIO NO NPUMEHEHUNIO NIEKAPCTBEHHOTIO
npenaparta, 0 NPUOCTAaHOBNEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 U3bATUM U3 O6paLLI,EHMFI
NNeKapCTBEHHOrO nNpenaparta nan o BO306OHOBNEHUU NPUMEHEHNA NeKapPCTBEHHOIO Npenaparta.

Fnasa 14. THOOPMALMUA O NEKAPCTBEHHDbIX MPEMNAPATAX. CUICTEMA
MOHUTOPUHTA OBUXEHUA NEKAPCTBEHHbIX MPENAPATOB
ana MEAUUUHCKOIro nPMMEHEHUA
(B peq,. PegepanbHOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumna O neKapCTBEHHbIX npenapatax. CuctTema MOHUTOPUHrA ABUXKEHUA
JNIEKApCTBEHHbIX NPenapaTos 418 MegULMHCKOro NPUMEHEHUA
(B pen. PegepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

1. UHdopmaLmMA O NEeKapCTBEHHbIX MpenapaTax, OTNYCKAaeMblX MO PeLenTy Ha JeKapCTBEHHbIW
npenapar, O0J/IKHA COAEP’KaTbCA TOMbKO B CMNELMaNM3NPOBaHHbIX U34AHWAX, NPeAHAa3HAYeHHbIX A5
MeAMLMHCKMX, bapMaLeBTUYecKMx paboTHNKOB, CNeunanncToB B 061actu seTepuHapun. MHdopmauma o
NleKapcTBeHHbIX NpenapaTtax Aaa cneunannctos B 061actn obpalleHnsa NeKapcTBEHHbIX CPeACTB MOXKET
coAep:KaTbCa B MOHOrpaduax, CNPaBOYHMKAX, Hay4HbIX CTaTbsX, B [AOK/Jadax Ha KoHrpeccax,
KOHdepeHLMAX, CMMNO3MYyMaXx, Hay4dHbIX COBETaX, a TaKXe B MWHCTPYKUMAX NO MNPUMEHEHWUIO
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NeKapcTBeHHbIX NpenapaTos.
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. UHpopmauma o nekapcTBEHHbIX NpenapaTax, oTnycKaemMblx 6e3 peuenTta Ha NeKapCTBEHHbIN
npenapaTt, MOKET CoAep)aTbCA B NybAMKauMsax U oObABAEHUSAX CPeacTB MacCoBOM WHPopmauuu,
cneumanm3nmpoBaHHbIX U 0OWMX NeYaTHbIX M3OAHUAX, UHCTPYKUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaTtoBs, MHbIX U3AaHUAX CYyObEKTOB 06palLEeHNA NeKapCTBEHHbIX CPeaCcTB. Pek/laMHble maTepuanbl O
NIeKapCTBEHHOM nMpenaparte, OTnyckaemom 6e3 peuenTa Ha JIEKApPCTBEHHbIM npenapaTt, A0/XKHbI
COOTBETCTBOBATb MHCTPYKLMUN MO NPUMEHEHUIO JIEKAPCTBEHHOro Npenapara.

3. ,ﬂ,OI'IyCKaeTCFI NCNoNb3oBaHUe NbbIX MaTepUnanbHbIX HOCMTEJ’IEVI, NO3BONAWNX XPaAHUTD,
nepenasatb M UCMNOJZIb30BATb VIH(I)OpMaLI,VIIO O NNIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaKeHus.

4, Ona uenei uaeHTUPUMKAUMKM YNAKOBOK JIEKAPCTBEHHbIX MPEenapaToB Ans MeAWLMHCKOro
NPUMeHEeHNUA NPOU3BOANUTENIN NIEKAPCTBEHHbIX CPEACTB B NOPSAKE, YCTaHOBAEHHOM [paBUTENbCTBOM
Poccuiickolt degepaumm, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHWWN JIEKAPCTBEHHbIX NpenapaTos
AN MeAULMHCKOrO NMPUMEHEHUSA, ANA KOTOPbIX He NpeayCcMOTpeHa BTOPUYHAA YNaKoBKa) U BTOPUYHYIO
(noTpebuTeNbCKyO) YNAaKOBKY NEKAPCTBEHHbIX NMPenapaTos A8 MEAULMHCKOTO NMPUMEHEHUS CPeacTBa
NOEHTUOMKAUMM, 33 WUCKIIOYEHWEM JNIEKAPCTBEHHbIX MPENapaTtoB A1 MeOULMHCKOrO MPUMEHEHMUS,
NPOM3BOAUMbIX A1 MPOBEAEHMUA KAMHUYECKUX UCCNELOBAHWUIA, SKCMOPTA, JIEKapPCTBEHHbIX NpernapaTos
ONA MEeOULUMHCKOTO NMPUMMEHEHMA, YKa3aHHbIX B YacTtax 5 n 8 cratbm 13 HacroAwero PepepanbHoOro
3aKOHa, pagnodapmaLEeBTUYECKUX JIEKAPCTBEHHbIX MNPENapaToB, MNUABOK MEOMUMHCKMX W TasoB
MEANLMNHCKUX.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepucTukm cpeacresa MAEHTUPUKALMN, NOPALOK ero HaHeCeHUs N TPeboBaHMA K CTPYKTYpe
n  dopmaty MHOOPMAUUKM, KOTOPYHO COLEPMKUT CPencTBO  MAeHTUPUKauMKM, onpeaenatoTca
Mpasutenbctsom Poccuiickon ®egepauymn.
(yacTb 5 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

6. lNopafok co3paHuAa, pa3BWUTMA, BBOAA B 3KCMAyaTauMio, 3KCNAyaTauuu U BbiBOAA U3
9KCNAyaTaLMn CUCTEMbI MOHWUTOPUHIA ABUXKEHMA NEKAPCTBEHHbIX MPEnapatoB A/ MeAULMHCKOTo
NpPUMeHeHua, MNOPALOK NpeaocTaBiAeHns WHOOPMAULUKM, COoAepKalleica B CUCTEME MOHWUTOPUHIA
OBVKEHUA IEKAPCTBEHHbIX NPenapaToB 4158 MeAUUMHCKOro NPUMEHEHMUA, U NOPALOK B3aMMOLENCTBUA
YKa3aHHOMW  cUcTeMbl C  WMHbIMW  TOCYAAPCTBEHHbIMM  MHOOPMALMOHHBIMKM  CUCTEMAMM WU
MHGOPMALNOHHBIMU CUCTEMAMM OPUANYECKUX TULL U UHANBUAYAIbHbBIX NpeAnpUHUMaTENeN, YKa3aHHbIX
B yactax 7 u 10 HacToAwen cratbM, ycTaHaBauBatoTca [MpaBuTenbctBom Poccuiickon ®epepaumu.
Onepatopamu CUCTEMbI MOHUTOPUHIA ABUXKEHMA NEKAPCTBEHHbIX MPEnapatos AAA MeAULMHCKOro
NpUMeHeHua ABAAOTCA deaepanbHblit OpraH WCMOAHUTENbHOW BAacTM M (MAKM)  opraHusaums,
ynosHoMou4eHHble MpasuTtenbcteom Poccuiickon ®eaepauymm.

(yacTb 6 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpnanyeckme nmua N MHANMBUAYaAbHbIE NPEANPUHMMATENMN, OCYLLECTBAAIOWME NPON3BOACTBO,
XpaHeHne, BBO3 B Poccuitickyto Pepepaumio, OTNYCK, peanusaumto, nepegady, nNpUMeEHeHUe W
YHUUTOXKEHME IeKapCTBEHHbIX NpenapaTos A8 MeAMLMHCKOro NpUMeHeHns, obecneunsaloT B NopsaaKe
M B COCTaBe, KOTOpble YycTaHOBAeHbl [lpaButensctBom Poccuitckon Pepepaumm c ydyeTom BMAA
OCYLLECTBNAEMOM UMW [eATeNbHOCTM, BHeceHWe MHPopMaLMM O SIeKapCTBEHHbIX npenapatax A
MEeAMUMHCKOrO MNPUMEHEHMA B CUCTEMY MOHUTOPUHIA ABWMMKEHUA NEKAPCTBEHHbIX MpenapaToB A
MeANUMHCKOro NpMMeHeHUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7.1. NlekapcTBeHHble npenapaTbl AN MeAULMHCKOrO MPUMEHEHUs, npefHasHayeHHble Aand
obecneyeHuns nuu, 60bHbIX remoduameis, MyKoBMCLMA030M, rMnodpusapHbiM HAHU3IMOM, 6ONE3HbIO
lowe, 310KaYecTBEHHbIMU HOBOOGPA30BaHUAMM NUMPOUAHON, KPOBETBOPHOW M POACTBEHHbLIX WM
TKaHeMl, paccesaHHbIM CK1IePO30M, 1ML, NOCAe TPaHCMAaHTaUMM OpraHoB 1 (Man) TKaHel, Npon3BeaeHHble
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00 31 pekabpa 2019 roza, a TaKKe UHble EKAPCTBEHHbIE NPenapaTbl 417 MeAULMHCKOTO NPUMEHEHUA,
npousseseHHble Ao 1 utona 2020 ropa, nognexkaT XpPaHEHMIO, NepeBO3Ke, OTMYCKY, peanu3auumu,
nepefaye, NnpumeHeHuto 6e3 HaHeceHUA CPeacTB MAEHTUOMKALMKN A0 UCTEYEHMA CPOKA UX FOAHOCTMU.
MpasuTenbcteo Poccuiickon Pepepaumm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B FpaKaaHCKuMiA ob6opoT
JleKapCTBEHHbIX NpenapaTos 419 MegULMHCKOro NpUMeHeHuA, NnpomsseseHHbIX B nepuog ¢ 1 uona 2020
roga no 1 oktabpa 2020 roga. B uenax sBoAa B rpaxKAaHCKMI 060pPOT NeKapCTBEHHbIE NpenapaTtbl AN
MEeAMUMHCKOTO NMPUMEHEHMUA, 32 UCKAIYEHNEM NEeKAPCTBEHHbIX MPenapaTtos, npeaHasHayYeHHbIX AnA
obecneyeHunsa nunu, 60NbHLIX remopunmMen, MyKoBMCLUNA030M, TMNOPU3aPHbIM HAHM3MOM, 60E3HbIO
lowe, 310KayecTBeHHbIMU HOBOOOPa30BaHMAMU NUMPOUAHON, KPOBETBOPHOM M POACTBEHHbLIX UM
TKaHEeM, paccesiHHbIM CK/1ePO30M, /1ML, NOC/e TPaHCMIaHTaLMM OpPraHoB U (MAK) TKaHel, Npon3BeaeHHble
3a npegenamu tepputopmm Poccuiickont ®egepaumm ao 1 oktabpa 2020 roga, moryT 6biTb BBE3EHbI B
Poccuitckyto degepaumnio go 1 aHBapsa 2021 roga B nopsake, ycTaHoBAeHHOM [1paBUTENbCTBOM
Poccuiickoit ®epepaumm, 6e3 HaHeceHUs cpeacTB MAEHTUGUKALMM.

(B pea. PepepanbHbix 3aKkoHOB 0T 27.12.2019 N 462-$3, ot 13.07.2020 N 206-D3)

8. OpraHuszaums WHPOPMALMOHHOIO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA ABUNKEHUA
JIEKApPCTBEHHbIX MNpenapaTtoB ANs MeAMUMHCKOro MNPUMEHEHUS C  WHbIMW  FOCYAapPCTBEHHbIMU
MHOOPMALUMOHHBIMW CUCTEMaMKM obecrneymBaeTca B TOM YUC/Ie MOCPeACTBOM MHPPACTPYKTYpbI,
obecneunsatolleir MHPOPMALMOHHO-TEXHOOTMYECKOE B3aMmodencTene UHPOPMALMOHHbBIX CUCTEM,
MCNONIb3yeMbIX A7 NPeAOCTaB/NeHNss TOCYAAPCTBEHHbIX W MYHULUMMANbHbLIX YCAYT U UCMNOJIHEHUA
roCyAapCTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B SNEKTPOHHON dpopme.

(yacTb 8 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

9. ObuwepoctynHaa uHbOOPMaLMA, COoAeprKalasacad B CUCTEME MOHUTOPUHIA ABUXKEHWA
JIeKapCTBEHHbIX MPenapatoB ANA MEeAMUMHCKOIO MpPUMEHeHUs, pasmeliaetcs B MHGOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHOM ceTu "MNHTepHeT" (B TOM uucne B popmMe OTKPbITbIX AaHHbIX) B MOPAAKE,
ycTaHoB/eHHOM MpaBuTenbcTteom Poccuiickoit deaepaumu.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. MpounsBoaANTENN NEKAPCTBEHHbIX CPEACTB NONYYalOT COAEpPKaLLyCa B CUCTEME MOHUTOPUHTA
OBUMKEHUA NEKAPCTBEHHbIX NpenapaTtoB ANA MEeAMUMHCKOTO NpUMeHeHua MHPopmMaLuMio O cepusx m
NapTUAX NEKAPCTBEHHbIX NPEenapaToB, NPOU3BOANUMbIX UMW U HAXOAAWMXCA B rpaxKaaHCKom obopoTe B
Poccuitckoit Pepepaunn, 6e3soamesgHo.

(yacTb 10 BBeAeHa DeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

11. 3a npon3BOACTBO MM NPOAANKY IEKAPCTBEHHbIX NPEnapaToB 408 MegULMHCKOro NpumMeHeHua
6e3 HaHeceHMA cpeacTB MAeHTUOUKALNKM, C HapyLLEHMEM YCTAHOBJIEHHOIO NOpPsAAKa MX HaHeceHwus, a
TaKXKe 33 HecBOeBpeMeHHOe BHeCeHMEe AaHHbIX B CMCTEMY MOHMUTOPWUHIA OBUMKEHUA NE€KAPCTBEHHbIX
npenapatos Aaa MEeAWUMHCKOrO MNPUMEHEHMA WKW BHECEHMEe B Hee He[o0CTOBEPHbIX AaHHbIX
topugmyeckme vMua U UHAMBUAYaNbHblE NPEANPUHUMATENM, YKa3aHHble B YacTax 4 u 7 HacTosALllei
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM Poccuinckoin Pepepaumm.
(yacTb 11 BBEAeHa deaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. MpasutenbctBo Poccuitickoir Pepepaumm BnpaBe YCTAaHOBUTb OCOOEHHOCTM BHeApPeHUA
CUCTEMbI MOHUTOPMHIA ABWMMNEHMA NEeKaApCTBEHHbIX MPenapaToB A8 MeAULUMHCKOTO NPUMEHEHMUS,
BK/IlOYAA CPOKU ee BHeAPEHUA, B OTHOLWEHMW J/IEKAPCTBEHHbIX NpenapatoB A1 MeAMUUHCKOro
NPUMEHEHUA, BK/OYEHHbIX B MNEpPeYeHb KU3HEHHO HEeOOXOAMMBIX U BaXKHEWLIUX N1eKapCTBEHHbIX
npenapaToB, JIeKapCTBEHHbIX MNpPenapaToB, npeAHa3HayeHHbIX Aaa obecneyeHus AnuL, 6GONbHbIX
remoduanen, MyKoBMCLMAO30M, rMnodmsapHbIM HaHM3MOM, 6one3Hbio [owe, 310KaYecTBEHHbIMU
HoBoObOpasoBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHel, paccesHHbIM
CKN1IePO30M, 1L, MOC/Ie TPAHCMNAHTALUM OPraHOB U (M1M) TKAHEN, MHbIX IeKAPCTBEHHbIX NpenapaToB Aaa
MeANUMHCKOro NpMMeHeHUA.

(yacTb 12 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

Fnasa 14.1. OTPAHNYEHUA, HANNATAEMbIE
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HA OPTAHU3ALUUU, OCYLLECTBNAOLWIUE OEATE/IbHOCTD
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuMuyeHMs, Hanaraemble NpU OCYLLECTBJIEHUU p[eAaTenbHOCTM B cdepe
ob6palLeHns NeKapCcTBEeHHbIX CpeacTB

1. OpraHusaumu, 3aHuMmatoulmecs paspaboTKoi, npoussoacTBOM W (MAKM) peanusaumen
JNIEKAaPCTBEHHbIX NpenapaToB 419 MeAULMHCKOIo NPUMEHeHMn, opraH1saumm, obnagatowme npaBamm Ha
NCMNO/Ib30BaHWE TOProBOrO0 HAMMEHOBAHWA JIEKAPCTBEHHOro npenapata A48  MeAMUMHCKOro
NPUMEHEHNA, OpraHM3aLnM ONTOBOW TOProB/IM JIEKAPCTBEHHbIMU CPEACTBAaMM, anTeYHble OpraHM3aunm
(nx npeactaButenu, nHble GUNYECKME U OPUANYECKME NLA, OCYLLECTBAAIOLLME CBOKO AeATE/IbHOCTb OT
MMEHWN 3TUX OPraHmMsaLmin) B OTHOLWEHNUU MEOUUMHCKMX PabOTHUKOB U PYKOBOAUTENEN MEONLMHCKNX
OpraHusauuin He BNpaBge:

1) Bpy4aTb NOAAPKM, BbINIAYMBaATb AEHEXKHbIE CPEACTBA (33 UCKAKOYEHMEM BO3HArpaxkKAeHUn no
AOoroBopam npu NPOBEAEHUU KAMHUYECKUX WCCNeAOBaHWIA NEeKapCTBEHHbIX MpenapatoB Ana
MEAULMHCKOTO NPUMEHEHUS, BO3HArpa*KAeHWi, CBA3AHHbIX C OCYLLECTBAEHMEM MeAULUNHCKUM
paboTHMKOM NeaarorMyeckon u (Mam) HayyHo AeATeNbHOCTM), B TOM YMC/Ie OMNAauynBaTb pa3BaeyeHus,
OTAbIX, MPOE34 K MEeCTy OTAbIXa, a TaKKe MPMBAEKATb K y4aCTUIO B Pa3B/iEKaTebHbIX MEePONPUATUAX,
NPOBOANMbIX 3@ CHET CBOMX CPEACTB;

2) 3aKno4aTb COMMalleHMA O Ha3HaYeHUW WAM PeKoMeHZauMW MauMeHTam JIeKapCTBEHHbIX
npenapaTos A1 MeAULMHCKOro MpUMeHeH s (3a UCKNoYEeHNeM AOrOBOPOB O NPOBEAEHNN KANHUYECKUNX
nccaea0BaHUIA IeKapCTBEHHbIX NPenapaTos A1 MeAULMHCKOTO MPUMEHEHMS);

3) npenocrtaBaiATb o6pa3u,b| NEeKapCTBEHHbLIX NpenapaTos ANA MeguUMHCKOro NnpuMeHeEHNA B UeNAX
Bpy4YeHMA MNaUuMNEHTAM (3a UCKNKOYEHNEM Cny4daeB, CBA3aHHbIX C MNpoBeAeHUMEM KINMHUYEeCKUX
MCCHEAOBaHMﬁ NEeKapCTBEHHbIX NpenapaTtos ANnAa meanumnHCKoro I'IpMMeHEHMFI);

4) NnpeaoCTaBNATb HEAOCTOBEPHYIO U (MNK) HENOAHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTb ux B paboyee Bpemsa Ha paboumx mecTax, 3a MCKAOYEHUEM C/ly4aeB, CBA3AHHbIX C
npoBeAeHMEM KAUHUYECKMX WUCCNeOBaHUI  /IeKApCTBEHHbIX MNpenapaToB Anf  MeAMLMHCKOro
NPUMEHEeHUA, C yYacTUeM B NopsAgKe, YCTaHOBNEHHOM PyKOBOAUTENEM MEAMUMHCKOW opraHu3auuu, B
cobpaHnAX MeAULMHCKMX PabOTHUKOB M WMHbIX MEPONpPUATUAX, HanpaBAeHHbIX Ha MOBbllleHWE WX
npodeccnoHanbHOro YpPoBHA WUAM Ha NpeaocTaBaeHue MHOOPMaLUKM, CBA3AHHOW C OCYLLECTB/IEHMEM
MOHMUTOPUHra 6€30NacHOCTM IEKAPCTBEHHbIX NPenapaTos;

6) NOBY»KAaTb K BbIMUCbIBAHMIO IEKAPCTBEHHbIX NPENapaTos ANA MeAULMHCKOrO NPUMEHEHMA Ha
61aHKax, codeprKawmx MHGOPMaLMIO PEKNAaMHOMO XapaKTepa, a TakKe Ha peuenTypHbix 6aaHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeEHOBaHME /NEeKApCTBEHHOro npenapaTta Ans MeaMUMHCKOro
NPUMEHEHNA.

2. OpFaHM?:aLI,MM, YKa3aHHble B a63au,e nepsom yactm 1 HaCTOHLLI,eVI CTaTbW, U X NpeacTtaBuTeNIn B
OTHOLWEHUN d)apN\aLI,EBTVI‘-IeCKI/IX pa6OTHMKOB n pyKOBO,CI,VITEﬂGI?I ANTEYHbIX opraHM3au,m71 He Bnpase:

1) Bpy4aTb NOAapKU, BbiMN1a4nBaTbh AeHEXHbIE CpeacTBa, B TOM YMUCNE ONJIa4NBaTb pa3B/ievyeHuUA,
OTAbIX, Mnpoe3n K MeCTy OTAbiXa, U NPUBAEKATb K YYaCTUIO B pPa3BJ/IEKATE/IbHbIX MeponpuAaATHUAXx,
npoBOAMNMDbIX 3a CHET CBOUX CPEACTB;

2) npeanocTaBaATb o6pa3u,b| NEeKapCTBEHHbLIX Npenapatos Ana MeauUuUNHCKOro npumeHeHuna anAa
Bpy4YeHunA HaceneHuto,

3) 3aKN04aTb cornaweHna o npeanoXeHnn HaceneHnto onpeaeneHHbIX NeKapCTBEHHbIX
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npenapartos A8 MeAMLMHCKOro NPUMEHEHUS;

4) npefoCTaBAATb HEAOCTOBEPHYIO M (MK) HENOHYIO MHOPMAUMIO O TIEKAPCTBEHHbIX Npenapartax
AN MeOMLMHCKOTO MNPUMEHEeHMA, B TOM YUCAE MMEWMX OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K oOpraHuMsauMm U MNPOBEAEHMUIO HAYUYHbIX MEPONPUATUIA, MHbIX
MeponpuATUA, HanpasB/ieHHbIX Ha noBbllWeHMe npodecCUOHANbHOrO YPOBHA MEAULMHCKUX
pPaboOTHUKOB MM HA NpepocTaBieHMe UHPOPMALMUU, CBA3AHHOM C OCYLLECTB/IEHUEM MOHMUTOPUHTA
6e30NacHOCTM IeKapCTBEHHbIX NPenapaTos

1. NMpu1 NnpoBeAeHNN HayUYHbIX MEPONPUATUIA, UHBIX MEPONPUATUIA, HanpaBAeHHbIX Ha NOBbllLEeHWe
nNpodeccMoHanbHOro YpoBHA MeAULMHCKMX pPaboTHUMKOB WAM Ha nNpeaocTaBNeHMe CBA3aHHOM C
OCYLLECTBNEHNEM  MOHWUTOPWMHra  6e30MacHOCTM  NIeKapCTBEHHbIX  npenapatoB  MHdOpMaLMM,
OpraHM3yembIX OpraHM3auuAamMM, yKasaHHbIMW B ab3ale nepsom 4yact 1 craTbu 67.1 HacToAwero
denepanbHOro 3aKoHa, MX npeacTaBuTenaMm u (MAu) GuUHaHCUMpyembiX 3a CcYeT CPeacTB 3TUX
opraHu3auuii U Ux NnpeacTasuTenei, 3anpeLLaeTca NPenaATCTBOBaTb Y4aCTUIO B YKa3aHHbIX MeponpuATUAX
MHbIX OpraHuM3aumii, KoTopble MPOU3BOAAT WAM pPeanusyloT J/ieKapcTBeHHble npenapatbl  ANA
MeANLMHCKOTrO NPUMEHEHMNA CO CXOXKUM MeXaHM3MOM GapMaKo/IOrMYecKkoro Aencrems, Mbo co3aasatb
OVCKPUMMHALMOHHbIE YCNOBUA ANA OAHWUX YYAaCTHUMKOB MO CPABHEHMIO C APYTMMW YYaCTHUKaMM, a
MMEHHO:

1) npeaocTaBAATb Pas/IMYHOE KONMYECTBO BPEMEHW AA BbICTYMEHWI YHAaCTHUKOB, Pas3/inyHble Mo
pasmepy 3aHMMaeMol NaowWwaam mecra 418 AeMOHCTPaUMK 06pasLOB NeKapCTBEHHbIX NpenapaTos As
MEANLMHCKOTO MPUMEHEHUA WU pPeKkJaMHbIX MaTepuanoB O JIeKapCTBEHHbIX npenapartax Aanas
MEAMLMHCKOro NPUMEHEHMNA Ha SKCMO3ULMAX, CTEHAAX, 38 UCK/IIOUYEHNEM CYYaeB, ec/iv Takue ycaoBua
3aKpenneHbl B COrNaleHnaAX 3TUX OpraHM3auuii, ux npeacrasutesnen o GUHAHCUPOBAHMUM YKa3aHHbIX
MEpPONpPUATUIA M 0BYCNOBAEHbI Pa3/IMUYHBIMM 3aTPaTaMM YYaCTHUKOB Ha MX OpraHM3aLUmio;

2) ycTaHaB/AMBaTb pa3smep B3HOCA ANS YYAaCTHMKOB MEPONpPUATUIA, YKasaHHbIX B ab3aue nepsom
HacToALLEN YacTW, NPEBbLILWAIOWMIA CYMMY 3aTPAT HA OPraHM3aLMIo YKa3aHHbIX MEPONPUATUIA U BeAyLLNIA
K He060CHOBAaHHOMY OrpaHUYEHMIO YMCIA UX YYaCTHUKOB.

2. OpraHu3aumu, yKasaHHble B ab3aue nepsom 4actm 1 crtatbu 67.1 HacToAuwero deaepanbHOro
3aKOHa, WX NpeacTaBUTENN, OCYLLECTBASIOWME OpPraHM3aumio U (Mam) puHaHCMpoBaHNE MEPOMNPUATUIA,
yKa3aHHbIX B YacTu 1 HacToswWel cTaTbM, 06A3aHbl 06ecneunBaTtb 4OCTyN K MHGOpMaL MK O AaTe, MecTe U
BpemeHn nposeaeHnA YKa3aHHbIX MEpOI‘IpMFITVIVI, NnaaHaX, nporpammax nposeaeHUA YKa3aHHbIX
MepOI'IpVIFITVIl‘/JI M TemMmax, N1IaHnpyembliX O1A PaCCMOTPEHUA, COCTaBe UX YH4aCTHUKOB nyTem pasmelleHunAa
COOTBETCTBYIOLWEN MHOPMALMM Ha CBOMX OPUUMANbHDBIX CaitTax B ceTn "MHTepHeT" He no3gHee ABYX
MecsLEeB 40 Hayala NpoBeAeHNs YKa3aHHbIX MeponpuaTUiA.

3. MHdopmauma o NpoBeaeHMM MEPONPUATMIA, YKa3aHHbIX B YacTh 1 HacToAwel cTaTbu, B CPOK,
YCTaHOB/IEHHbIN YacTblo 2 HacToAlWeh cTaTbW, AOAKHA b6biTb HanpasneHa B ¢eaepanbHbI opraH
MCMONHUTENBHOW BAIACTW, OCYLLECTBAAIOWMIA  OGYHKUMM MO  KOHTPOAIO W Hagsopy B coepe
34paBOOXPaHEHMSA, 414 NOCNEAYIOWEro pasMelLleHna ee Ha opuLMaNbHOM caliTe 3TOro opraHa B CeTu
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHME 3AKOHOAATE/IbCTBA
POCCUIACKOM DEAEPALMM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLUEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO FPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

CraTba 68. OTBeTCTBEHHOCTb 3a HapylueHMe 3aKoHopgatenbcrBa Poccuiickoit depepauunn npm
obpalLeHUn IeKapCcTBEHHbIX CpeacTB



1. HapyweHue 3akoHopaTenbctBa Poccuiickoit Pegepaunmn npu obpalleHUU NeKapCTBEHHbIX
CpeacTBs BneyeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoi
depgepaunn.

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

2. 3a HenpeacTaBAeHUEe UK HECBOEBPEMEHHOE NpeacTaB/ieHme MHpopmMaLmn 1 (MAKn) AOKYMEHTOB
nMbo npeacTaBleHWE HeAOCTOBEPHbIX WHPopMauMM U (MNKM) AOKYMEHTOB, NpPeayCMOTPEHHbIX
HacToawmum PepepanbHbiM  3aKOHOM, CybbeKTbl 0OpalleHUA IeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckon degepaumu.

(yacTb 2 BBeaeHa PepepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PegepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BoameweHne Bpeaa, NPUHUHEHHOrO 340POBbLIO rpaXKAaH BCAeACTBUE NPUMEHEHUA
JNIEKapCTBEHHbIX NpenapaTos

1. Mponssogutenb sieKapCTBEHHOro rnpenapara 06a3aH BO3MECTUTb Bpea, I'IpVILIMHEHHbIﬁ
340pOBbIO rpa*KaaH Bcneacrtene npuMmeHeHMA NeEKaApPCTBEHHOIO nNpenaparta, eC/iM A0Ka3aHOo, YTO:

1) neKkapcTBeHHbI Npenapat NPUMEHANCA MO Ha3Ha4YeHUIo B COOTBETCTBUM C UHCTPYKUMEN Mo
NPMMEHEHUIO JIEKAPCTBEHHOIO NpenapaTta U NpPUMYMHON Bpeda ABW/CA BBOZ B FpaxAaHCKU obopoT
Hef06pPOKaYeCcTBEHHOrO 1IEKAPCTBEHHOTO Npenapara;

2) Bpen, 340POBbI0 MPUUUHEH BCAEACTBME HEAOCTOBEPHOW WHPOPMaLMK, coAeprKalleincs B
WHCTPYKLMM NO NPUMEHEHMIO IeKapCTBEHHOTO Npenapara, U3aaHHoN NpoussoamMTenem NeKapCcTBeHHOro
npenapara.

2. B cnyyae, ecnn Bpeq, 340p0BbIO rPpaXkaaH NpUYMHEH BCAeACTBUE NPUMEHEHUA NeKapCTBEHHOMO
npenapara, NpulleaWero B HErOAHOCTb B pe3y/ibTaTe HapyleHMA NPaBua XpPaHEeHWA NeKapCTBEHHbIX
CpeacTs, NpaBMA ONTOBOM TOProB/M JIEKAPCTBEHHbIMKU NpenapaTtamu, Npasua OTNYCKA 1€KapPCTBEHHbIX
npenapatos, MNpasBu/i W3roTOBJAEHMA U OTMYCKa JieKapCTBEHHbIX NpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHM3aumell ONTOBOM TOProBAM NEKApPCTBEHHbIMM CPeaCTBaMu,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpeanpuHUMaTENEM, WMEKWUMN  JULEH3UKO  Ha
dbapmaLeBTUYECKYIO AEATENbHOCTb WM JIMLEH3UIO Ha MEeOMUMHCKYI0 OeATeNbHOCTb, MeaMLMHCKOM
opraHvsaumeln, UMeOLWeEN ANULEH3N0 Ha dapMaLeBTUYECKYD aAeATeNlbHOCTb (ee 060cobneHHbIM
nogpasgeneHvem (ambynatopuei, ¢enbalepcknm 1 denbalepcKo-akyWepCcKMM NMyHKTamMM, LEHTPOM
(oToeneHunem) obuweit BpayebHOW (cemeiHOM) NPaKTUKK), PACcNOIOKEHHbIM B CE/IbCKOM Hace/eHHOM
NYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHv3auma), 4ONyCTMBLUMMM NPOAAKY WUAWU OTMYCK TaKoro
JIeKapCTBEHHOro npenapara.

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

3. Bo3melweHne Bpeaa, MNPUUYMHEHHOTO 340POBbH  TPAXKOAH BCNEACTBME MPUMEHEHMUA
JIeKapCTBEHHbIX MNPenapaTtoB WAM COBEpLUEHUS NPOTUBOMNPABHbLIX AEUCTBUN CybbeKkTamu obpalleHus
NIEKAPCTBEHHbIX CPEeACTB, OCYLIECTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM PoccuitcKom
depgepaunn.

nasa 16. 3AK/IIOMUTE/IbHBIE NO/NOXKEHUA

Cratba 70. O NnpU3HaHUK YTPATUBLLUMMU CUNY OTAENbHbIX 3aKOHOAaTeNbHbIX aKTOB (NONoXKeHui
3aKOHOAATeNbHbIX akToB) Poccuiickoii Pepepauum

MpuW3HaTb yTPATUBLUMMM CUNY:

1) ®epepanbHbIl 3aKoH oT 22 utoHA 1998 roaa N 86-$3 "O nekapcTBeHHbIX cpeacTteax” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaumm, 1998, N 26, ct. 3006);
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2) depepanbHbI 3aKOH OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNOHEHUI B
depnepanbHbii 3aKoH "O nekapcTBeHHbIx cpeactBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
depepaunu, 2000, N 2, cT. 126);

3) ctaTtbio 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUI U
JONONHEHUI B HEKOTOpble 3aKoHOAaTesbHble aKTbl Poccuitickolt depepaumm B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O /NMUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-$3 "O BHECEHUU U3MEHEHUI U
OONONHEHUI B HEKOTOPbIE 3aKOHOAATeNbHble aKTbl Poccuiickon Pegepaumu, NPUHaAHUKN yTPATUBLLMMU
CUNY OTAENbHbIX 3aKOHOAATe/NbHbIX aKToB Poccuitickolt depepaumn, NpenocTaBNeHUUM OTAE/NbHbIX
rapaHTUN COTPYAHMKAM OPraHoB BHYTPEHHUX Ae/l, OPraHOB MO KOHTPO/I0 32 060pPOTOM HAaPKOTUYECKUX
CPeAcCTB M NCUXOTPOMHbIX BELLECTB M ynpasaHaemMbix desgepasnbHbIX OpraHoB HaNoroBom NoANLMM B CBA3K
C OCYLLEeCTBIEHMEM MepP MO COBEPLUEHCTBOBAHWIO rocygapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTbio 101 PenepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUN U3MeHeHUI
B 3aKoHoZaTesbHble aKTbl Poccuitickolt Pepepaumm n NPU3HAHUWU YTPATUBLUMMM CUY HEKOTOPbIX
3aKOHOZaTe/ibHbIX aKToB Poccuitickon Pepepaummn B cBA3KU ¢ NpuHATMEM PepepanbHbiX 3akoHoB "O
BHECEHUM WM3MEHEHWUIH U gononHeHuit B PepepanbHblih 3aKoH "O6 06WMX NPUMHUMNAX OpraHM3aLmUK
3aKOHOAaTeNbHbIX (NpeAcTaBUTENIbHBIX) M UCMOJHUTE/IbHLIX OPraHOB rOCYAapCTBEHHOW BAACTU
cybbekToB Poccuiickont Pegepaumn” n "0O6 obWMX NPUHLMNAX OPraHU3aLUMM MEeCTHOTO CaMoynpPaBaAeHNs
B Poccuiickon Pepepaumn” (CobpaHue 3akoHopatenbctBa Poccuiickon Pepepaumn, 2004, N 35, crT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 gekabps 2006 roga N 231-$3 "O BBegeHMM B AeNCTBUE
yacTu veTBepToi [parkaaHcKoro Kogekca Poccuiickon depepauymmn” (CobpaHue 3akoHoaaTenbCTBa
Poccuitckoit epepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PepepanbHoro 3akoHa

1. Hactosawumit PepepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JlekapcTBeHHble CPeACTBa, 3aperncTpupoBaHHble 4O AHA BCTYMJEHUA B CU/Y HACTOALLEro
depepanbHOro 3aKoHa, NOAJ/EKAT BKIOYEHWIO B FOCYAAPCTBEHHbIE PEECTPbI JIEKAPCTBEHHbIX CPEACTB C
BHECEHMEeM YKasaHHbIX B YacTu 1 ctaTbu 33 HactoAwero PenepanbHOro 3akoHa cBegeHuit 06 3Tux
NeKapCTBEHHbIX CpeacTBax 6e3 MPOoXOXAeHWA BHOBb NPOLEAypbl FOCYAAapPCTBEHHOW peruvcTpaumm
NleKapcTBEHHbIX NpenapaTos.

3. locygapcTBeHHan PerncTpauma AeKapcTBEHHbIX NPenapaTos, 3a UCKAOYEHMEM NIeKaPCTBEHHbIX
npenapaTtoB 418 MeAMUMHCKOTO NPUMEHEHUA, NPEACTaBAEHHbIX Ha YKa3aHHY0 peructpaumio Ao AHA
BCTYMN/IeHNA B cUNy HacToswero ®eaepanbHOro 3aKoHa, OCYLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM Ha OCHOBaHMM AOKYMEHTOB M AaHHbIX, NPeACTaBAeHHbIX 40 AHA BCTYNIEHUA B
cuny HactoAwero PeaepanbHOro 3akoHa.

(8 pea. PepgepanbHoro 3akoHa o1 11.10.2010 N 271-93)

3.1. rOCY,CI,apCTBEHHaFI perncrtpaymna nekapCrBeHHbIX NpenapaTtos 414 megnumnMHCKOro npuMmeHeHus,
npeacrtaBneHHbIX Ha TrOoCyaapCTBEHHYHO perncrpauuto 4o AHA BCTyna1ieHMA B CUAY HaACToALWEero
(Dep,epaanoro 3dKOHa, W TOCydapCTBeHHAA perncTpauma NeKapCTBEHHbLIX nNpenapatoB AnA
MEeOUNLIMHCKOTO nNpuMMeHeEHNA, npeancrtaBNEHHbIX Ha 3KCNEepPTU3y JNEeKapCTBEHHbLIX Cpeacts A0 AHA
BCTYN/1€HNUA B CUAY HACTOoALWLEro (De,u,epaanoro 3adKOHa B UenAax ux I'IOCI'IGLI,YI-OLIJ,EI‘;i I'OCVAapCTBEHHOf/‘I
perncrtpaunmn, ocywecreBnaroTCcA Ha OCHOBaAaHUUN AOOKYMEHTOB W [AaHHbIX, npeacrtaB/ieHHbIX A0 AOHA
BCTyNnnAeHnA B CUAYy HacToAlero CDe,u,epaanoro 3dKOHa, a TaKXe 3aAB/1eHnA O FOCyA&pCTBEHHOﬁ
perncTtpaunn  nekapCrtBeHHoOro npenaparta, nNpeacraBaeHHOro npounssoguTenem NeKapCrBeHHbIX
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npenapaToB UAW YNOJHOMOYEHHbIM MM IMLOM B COOTBETCTBMMU C HacToAWwMM PegepanibHbiM 3aKOHOM B
YNONHOMOMYEHHbIN dpeaepanbHbli OpraH UCNoNHMUTENbHOM Bnacth Ao 1 mapta 2011 roaa, 6e3 TpeboBaHumA
ynaaTbl rocygapcTBEHHOM NOLW/MHBI, NPeAyCMOTPEHHOM 3aKOHOA4aTeIbCTBOM Poccuiickon deaepaumnm o
Hasorax n cbopax.

(yacTtb 3.1 B pea. GenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MoaTeep)AeHWEe TrOCYyAApPCTBEHHON PErncTpaumMmn  fIeKapCTBEHHbIX NpenapaTtos  AjA
MeANLMHCKOTO NMPUMEHEHMUA, NPeACTaBAEHHbIX 414 NOATBEPKAEHUA rOCYAAaPCTBEHHOM perncTpauumn 4o
OHA BCTYMN/eHUsA B cuay Hactosuwero ®PenepasnbHOro 3aKoHa, U MOATBEPXKAEHWE TFOCYAAPCTBEHHOM
perucTpauum neKapcTBeHHbIX npenapaToB ANA MeAULMHCKOro NpUMEHeHWA, npeacTaBAeHHbIX Ha
9KCMNepTU3y SIeKapCTBEHHbIX CPeACTB A0 AHA BCTYNAeHUA B cuay HactoAawero degepasbHOro 3akoHa B
Uenax nocneayrolero nNoATBEPXKAEHUA WX TOCYAAPCTBEHHOM pPerncTpaumu, OCYLLeCTBAAIOTCA Ha
OCHOBaHUW [OKYMEHTOB W [AaHHbIX, NpeACTaBNeHHbIX A0 AHA BCTYNAeHMA B CUAY HacToAwero
denepanbHOrOo 3aKOHa, a TaKKe 3aABAEHMA O MOATBEPXKAEHWW TOCYAAPCTBEHHOM perncTpaymm
NleKapCTBEHHOro npenaparta, NpeacTaBNeHHOro Npou3BOAMTENEM JIEKapCTBEHHbIX MpenapaTos Wau
YNOJHOMOYEHHbIM MM JIULLOM B COOTBETCTBUM C HacToAWwMM PesepanbHbIM 3aKOHOM B YNOJTHOMOYEHHbIN
depepanbHbii opraH McnoaHuTenbHoW BAactm ao 1 maprta 2011 roga, 6e3 TpeboBaHWs ynaaTtbl
rocyapCcTBEHHOW NOLWMHbI, NPEAYCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickon ®epepaumm o Hanorax
n cbopax.

(yacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [puHATME peleHus O BHECEeHUM U3IMEHEHMN B [OOKYMEHTbl, COAeprKaliumecs B
PErncTpaLMoOHHOM [0Cbe Ha 3apermcTpMpPOBAHHbLIA /IEKAPCTBEHHbIM MpenapaT s MegULUMHCKOro
NPMMEHEHWNA W NpPeACTaB/EHHbIE A0 AHA BCTYNAEHMA B cuay HactoAwero PepepanbHOro 3akoHa, U
NPUHATUE PELIEHUA O BHECEHUN U3MEHEHUI B IOKYMEHTbI, COAEepKalleecs B PErMCTPaLNoOHHOM A0Cbe
Ha 3aperncTpMpoBaHHbLIA  NEKAPCTBEHHbIA npenapaT Ana  MeAWUMHCKOrOo  NPUMEHEeHMA U
npeacTaB/eHHble HA 3KCMEepTU3y JIEKAPCTBEHHbIX CPeacCTB A0 AHA BCTYNAEHWMA B CUAY HACTOALLEro
denepanbHOro 3aKOHa, OCYLLLECTBAAOTCA HA OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBAeHHbIX 40 AHA
BCTYN/IeHMA B CMAy HacToswero ®PenepanbHOro 3aKoHa, a TaKXKe 3aAB/IEHUS O BHECEHUM U3MEHEHUI B
OOKYMEHTbI, CoAeprKalimeca B PernmcTtpauMoHHOM [A0Cbe Ha 3aperucTpMpoBaHHbIA JIEKAPCTBEHHDIN
npenapat gna MeAUUMHCKOro NPUMEHEHWUA, MNPeacTaBAeHHOro Mnpou3BoAUTENEM JIEKAPCTBEHHbIX
npenapatoB UAK YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMMU C HacToAWMM PegepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHbiii opraH UCNoIHUTEeNbHOM BnacTn ao 1 mapTa 2011 roaa, 6e3 TpeboBaHuA
yNAaTbl FOCYyAapCTBEHHOM NOLWANHbBI, NPeAYCMOTPEHHON 3aKOHOoAaTeNbCTBOM Poccuinckon deaepaunm o
Hanorax u cbopax.

(yacTtb 3.3 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHnuit Ha npoBefeHue KANHMYECKUX WCCNefoBaHWM  IEKAapCTBEHHbIX
npenapaTos A MeULIMHCKOTO NPMMEHEHUA NO 3aABJIEHUAM, MOSAAHHBIM A0 AHA BCTYMJIEHUA B CUAY
HacToAwero ®egepanbHOro 3aKOHA, a TaK¥Ke Mo 3aAB/IEHUAM, MOAAHHbIM NOC/e AHA BCTYNAEHUA B CUNY
HacToAwero PegepasbHOro 3aKOHa Ha OCHOBAHWUM 3KCMEPTU3, MPOBEAEHHbIX A0 AHA BCTYMJ/IEHUA B CUNY
HacToAawero denepanbHOro 3akKOHa, OCYLLECTBAAETCA B COOTBETCTBUMM C HactoAwum PepepanbHbim
3aKOHOM HA OCHOBAHWM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX WAWN NONYYEHHbIX 40 AHA BCTyNAeHUA
B cMNy HacToAwero ®enepasbHOro 3aKOHA, a TaKXKe HA OCHOBAHWUKW KOMWW NpeaBapuUTeibHOro A0roBopa
0653aTeNbHOr0 CTPAX0BaHUSA KMU3HU, 340P0BbA NALMEHTOB, YHACTBYIOLMX B KIMHUYECKOM UCCef0BaHMM
JIeKapCTBEHHOrO npenapaTa A8 MeAULMHCKOrO NPUMEHEHUA, UKW KONMUKW AoroBopa oba3aTesibHOro
CTPaxoBaHMA KM3HW, 3400POBbA MALMEHTOB, Y4YaCTBYIOWMX B  KJAMHUMYECKOM  UCCAeA0BAHUM
JIeKapCTBEHHOIO NpenapaTa 414 MeAUUMHCKOro NpumeHeHus, 1nbo npeacTaBAeHHOW KONMUK A0roBopa
0653aTeNbHOr0 CTPAaxoBaHUSA, 3aK/IOYEHHOTO B COOTBETCTBMM C TUMOBLIMU NpaBuiamu 0b6A3aTeNlbHOro
CTPaxoBaHMWA, C YyKa3aHMeM npeaesibHOM YMCAEHHOCTU MALMEHTOB, Y4YaCTBYIOLWMX B KJAMHUYECKOM
nccneno0BaHNM NEKAPCTBEHHOIO NpenapaTa Aasa MeAUUMHCKOro npumeHeHus, 6e3 TpebosaHMa ynnaTbl
rocyapcTBEHHOM NOLWMHbI, NPEAYCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuiickon ®epepaLumm o Hanorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)
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3.5. 3apernctpmMpoBaHHble B MHOCTPAHHOW BajloTe A0 AHA BCTYNAEHUS B CWUY HacTOALWEro
denepanbHOro 3aKoHa MpefieNibHble  OTMNYCKHble LeHbl MHOCTPaHHbIX NPoOU3BOAUTENEN  Ha
NIEKAapPCTBEHHbIE MNpenapaTbl, BK/AOYEHHble B MNepeyvYeHb MU3HEHHO HEeobXOAUMbBIX U BaKHeMLWwux
JNIEKAPCTBEHHbIX NPenapaTos, NoAsexKaT nepecyety B pyb6sm no Kypcy LleHTpanbHoro 6aHka Poccuiickoi
depepaunn Ha aaTy, ycTaHoBAEHHYo [MpaBuTtenbcTtBom Poccuiickon ®epepauum, 6e3 npeacraBaeHus
3aAB/IEHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLMX N3SMEHEHUIA B FTOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLEH NPOU3BOAUTENEN Ha IEKAaPCTBEHHbIE NpPenapaThbl, BKAOYEHHbIE B NepeyYeHb
YKU3HEHHO HeobX0AMMbIX U BaXKHEMLLMX IeKapCTBEHHbIX NpenapaTos.

(yacTb 3.5 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3apernctpmpoBaHHble 00 AHA BCTyNAeHMA B cuay HacTtoawero ®deaepasbHOro 3akoHa
npegesibHble OTMNYCKHble LEHbl POCCUICKMX MNpPOM3BOAMUTENEN HA JIeKapCTBEHHble npenapaTsl,
BK/IIOYEHHbIE B MepeyeHb XWU3HEHHO HeobXOAMMbIX W BaXKHEWLWWUX NEeKapCTBEHHbIX MPEnapaTos,
nogsnexar uHaekcaumm ¢ 1 Hoabpa 2010 roga ucxo4a M3 NPOrHO3UPYEMOrO YPOBHA WHOAALMM,
ycTaHoBneHHoro desepanbHbiM 3aKoHOM OT 2 Aekabpa 2009 roaa N 308-93 "O deaepanbHom brogkeTe
Ha 2010 roa v Ha nnaHoBbIN nepuoa 2011 1 2012 rogos" Ha 2011 roa,.

(yacTb 3.6 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.7. NMocne 1 mapta 2011 roga He gonycKatoTca NPon3BoACTBO U BBO3 B Poccuiickyto ®egepaumio
JIeKapCTBEHHbIX MPENapaToB B YNaKOBKaX C MapKMPOBKOM, KOTopas bblna HaHeceHa A0 AHA BCTYNNEHMUA
B cuay HactosAuwero ®epepasibHOro 3aKoHa. 10 UCTeYeHUM yKa3aHHOTO CPOKa AaHHble JIEKAapCTBEHHbIE
npenaparbl MOTYT OTNYCKAaTbCA, PEA/IN30BbIBATLCA, MepeaaBaTbCa U MPUMEHATLCA A0 UCTEYEHMA NX CPOKA
rogHOCTW.

(8 pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-3)

4. Co gHAa BCTynneHUA B cuny Hactoswero ®eaepanbHoro 3akoHa u no 30 anpens 2011 roaa
BK/IIOUUTE/IbHO A0MNYCKAETCA NPOBEAEHUE SKCNEPTM3bI IEKAPCTBEHHbIX CPEACTB IKCNepTamm 3KCNEPTHOIO
YYperKaeHMa A0 NPOXOXKAEHMA MMM aTTecTauMm B NOPAAKE, YCTaHOBNEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOSIHUTENIbHOM BAACTH.

5. Co gHA BCcTynneHus B cuny Hactoswero PenepanbHoro 3akoHa 1 no 31 aekabpsa 2013 roaa
BK/IIOUUTE/IBHO OCYLLECTBAAETCA Nepexos K NPOU3BOACTBY JIEKAPCTBEHHbIX CPeAcTB B COOTBETCTBUM C
npasmMaamm OpraHM3aLmm NPOn3BOACTBA M KOHTPOJIA KayecTBa SIEKaPCTBEHHbIX CPeAcCTB, YKa3aHHbIMMK B
yactu 1 crtatbu 45 Hactoawero ®PepepanbHOro 3akoHa, B nosHom obbeme. Cpoku nepexopna
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHMAMM AaHHbIX MPABWJI, BK/IOYAA CPOKKU aTTECTALLMM YNOJHOMOYEHHDIX JINL, YKAa3aHHbIX B 4aCTAX
6 n 7 ctatbu 45 HactosAwero ®PenepanbHOro 3aKoHa, yctaHaBamnBatoTcA MpaBuTenbcTBom Poccuiickoi
depepaunn.

6. /lMueH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblgaHHble A0 1 AaHBapa 2014 roaa,
penicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKa MX AEUCTBMA NPU YCNOBUM COOTBETCTBUA
ZMUEeH3MaTa NpaBuMaaM OpPraHM3auMm NPOU3BOACTBA U KOHTPO/JIA KayecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTh 1 cTatbm 45 HacTtoawero ®enepanbHOro 3akoHa.

7. ®opmnpoBaHue rocysapCTBEHHOMO 334aHWMA Ha MpOBeAEeHUEe 3KCNepPTM3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyaapCTBEHHOMY OHOAMKETHOMY YUYpPEKAEHMIO MO NPOBEAEHUIO SKCNEPTU3bI
NIeKapCTBEHHbIX CpeacTB U duHaHcoBoe obecneyeHne BbIMOAHEHWUA 3TOrO 3a43HWUA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom ®egepanbHbim 3akoHOM oT 12 siHBapa 1996 roga N 7-93 "O HeKoMmepyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PenepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

Mpe3ngeHt
Poccuitckoit epepaumm
O.MEOBELEB
Mocksa, Kpemnb
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12 anpena 2010 roga

N 61-®3




