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Fnasa 1. OBLWUME NMOJTOXKEHUA
CraTtba 1. MpegmeT peryanpoBaHusa HacToalwero degepanbHOro 3aKoHa

1. Hactoawmit ®depepanbHblii 3aKOH PEryanpyeT OTHOLIEHMA, BO3HMKaloOWMe B CBA3N C
obpalleHMemM - pa3paboTKON, AOKAMHUYECKUMM UCCAEAO0BAHUAMM, KAUHUYECKMMU UCCAeA0BaHUAMM,
3KCMepPTM30iM, roCyAapCTBEHHOM perncTpauueit, co cTaHZapTM3auMen M C KOHTPO/JEeM KayecTsa,
NpPOM3BOACTBOM, W3roTOB/JEHMEM, XpaHeHMeMm, NepeBO3KOW, BBO3OM B Poccuiickylo ®egepaumio,
BbIBO30M M3 Poccuiickoit ®egepaunun, peknamoi, oTNyCKOM, peannsaumen, nepegaden, NPUMeHeHNeM,
YHUUTOMKEHMEM NIeKAaPCTBEHHbIX CPEeACTB.

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

2. Hactoawmit deaepanbHbiii 3aKOH yCTaHaBAMBAET MPUOPUTET rOCYAapPCTBEHHOMO peryiMpoBaHma
6e30nacHOCTH, KayecTBa M 3G GEKTUBHOCTU IEKAPCTBEHHbIX CPEACTB NPU UX 0bpaLLEHUN.



(8 pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-93)
Cratba 2. Chepa npumeHeHUA HacTosLero PeaepanbHOro 3akoHa

Hactoawmin depepanbHblil 3aKOH NPUMEHAETCA K OTHOLIEHUSIM, BO3HUKAOLWMM Npu obpalleHnm
JNIEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccninckon Gegepaumu.

CratbA 3. 3aKOHOAaTeNIbCcTBO 06 06palLeHUM IeKapCTBEHHDIX CPeACTB

1. 3akoHogaTenbcTBO 06 06paLLEHUM NEKAPCTBEHHbIX CPeacTB COCTOUT M3 HACTOALWEro
denepanbHOro 3akoHa, APYrMx deaepanbHbiX 3aKOHOB W WMHbIX HOPMATUBHbIX MPABOBbIX aKTOB
Poccuitckoit depgepaumn.

1.1. 3aKoHoAaTeNbCTBO 06 06palleHNM NEeKapCTBEHHbIX CPEACTB B OTHOLWEHUN IOPUANYECKUX UL,
M WHAMBMAYANbHBIX MpeAnpuHUMaTENe, OCYLLeCTBAAIOIWMX AEATENbHOCTb Ha  Tepputopun
MEXKAYHapPOAHOro MeAUUMHCKOro Kaactepa, NPUMEHAETCA C yYeToM 0COBEeHHOCTeN, YCTaHOB/IEHHbIX
depepanbHbiM 3aKOHOM "O MEXAyHapOAHOM MEAMLMHCKOM KaacTepe U BHECEHUW W3MEHEHWUNA B
oTAeNbHble 3aKOHOAaTeNbHble akTbl Poccuiickoin Pepepaumn’.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3)

2. leitctBue HacToAwero ®eaepanibHOro 3aKoHa pacnpocTpaHaeTca Ha obpalleHne HapKOTUYECKUX
NIeKapCTBEHHbIX CPeACTB M MCUMXOTPOMHbIX J/IEKAPCTBEHHbIX CPeACcTB C yyeTom ocobeHHOoCTel,
YCTaHOB/IEHHbIX 3aKoHoAaTenbctBom Poccuiickoit ®degepauym 0  HaApPKOTUMYECKUMX  CPeaCTBaXx,
MCMXOTPOMHbIX BELLECTBaX M 06 UX NpeKypcopax.

3. [Oeicteue Hactosuwero @enepanbHOro 3akoHa pacrnpocTpaHsetcA Ha obpalleHue
pagnodapmaLLeBTUYECKMX NEKAPCTBEHHbIX CPeACTB €  yyeToM 0cobBeHHOCTel, YCTaHOB/EHHbIX
3aKoHogaTenbcTBom Poccuiickon ®eaepaumnm B obaactv obecneyeHns paamaumoHHoN 6e30nacHoOCTy.

4, Ecnv mexkayHapoaHbiM goroBopom Poccuiickon deaepalmm yCcTaHOBAEHbI MHble MPaBUAa, Yem
Te, KoOTopble nNpeAycMOTpeHbl HactoAawmm dPeaepanbHbiM  3aKOHOM, TMNPUMEHAIOTCA  MpPaBuaa
MeK4yHapo4HOro A0roBopa.

4.1. PelleHUs MEXKIOCY[apCTBEHHbIX OPraHoB, MPWHATbIE HAa OCHOBAHMM  MOJIOXKEHMUM
MeXAyHapoaHblx gorosopoB Poccuiickoii ®epepaumm B UX  WUCTONIKOBAHWWM, NPOTMBOPEYaLLEM
KoHcTutyummn Poccuiickon ®epepaunun, He nognexkaT ucnonHeHuto B Poccuinckoit ®epepaummn. Takoe
NpoTUBOpPEUYNE MOXKET HbITb YCTaHOBNEHO B NOPAAKe, onpeaeneHHOM deepasibHbIM KOHCTUTYLUMOHHbBIM
3aKOHOM.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccuinckoii degepaunm B COOTBETCTBUM C MEXAYHapOAHbIMM A0roBopamu Poccuiickoi
depepaunn M (MNM) Ha OCHOBE MPUHUMNG B3aMMHOCTU MPU3HAKOTCA pPe3ynbTaTbl KAUHUYECKMX
NUCCNelOBaHUI /IEKAapPCTBEHHbIX MNPenapaToB AN MeAMLMHCKOrO MNPUMEHEHMA, MPOBEAEHHbIX 33
npeaenamu tTepputopun Poccuiickoin Pepgepaumn.

Cratba 4. OCHOBHbIE NOHATHUA, ucnoJibdyembie B HactoAawem ¢ep,epaan0M 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
OpPraHn3IMom 4esnioBeka Uan XMMBOTHOIO, NMPOHUKaKOWMeE B OpPraHbl, TKAHU OPraHM3ma 4YenoBeKa WUIN
XMUBOTHOIO, npumeHAemble ONA l'IpOd)MJ'IaKTI/IKI/I, ANArHoOCTnKu (33 UCKNKYEHnem Bewecte Uan ux
KOM6MHauMﬁ, HE KOHTAKTUPYOWKUX C OPraHUM3IMOM 4enoBEKaA U )KVIBOTHOI'O), nevyeHunaA 3a60ﬂeBaHMFI,
pea6vaTau,MM, AnAa CoXpaHeHuA, NnpeaoTepalleHna Nam npepbiBaHUA 6ep6MEHHOCTM M NONy4YeHHblEe U3
KpOBH, Nn1a3mbl KPOBU, N3 OPraHOB, TKaHeun OpraHM3ma 4yenoseka nan XMBOTHOTO, paCTeHMVI, MWHepanos



MeTo4amMMn CUHTE3a UAW C NPUMEHeHMEeM BMONOrMYECKUX TEXHONOMMIA. K NeKapcTBEHHbIM cpeacTBam
oTHocATCA hapmMaLeBTUYecKMe CybCTaHUMM U NeKapCcTBEHHbIe NpenapaTbl;

2) dapmaueBTMYecKaa cybCcTaHUMA - NeKapCTBEHHOE CPeACTBO B BUAE OOHOMO WM HECKOJIbKMX
obnapatowmx GapmMaKoIorMYeCcKon akTUBHOCTbIO AENCTBYIOLLMX BELLECTB BHE 3aBUCMMOCTM OT NPUPOLbI
NPOUCXOXKAEHMA, KOTOpOe MNpefHa3HAYeHO AaA NPOU3BOACTBA, W3rOTOBAEHMA N1EKAPCTBEHHbIX
npenapaTos 1 onpegenaet nx aPpPeKTMBHOCTb;

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

3) BCnomorarte/sibHble  BelwlecCTBa - BeuwecTtBa HEOPraHM4Yeckoro nan - opraHmyeckoro
npounucxoxageHmnaAa, ncnosb3yemblie B npouecce nponssoactea, NU3rotoBaeHNA NEKAPCTBEHHbIX NPeENapaToB
Aana npnaaHna nm H606XO,£I,VIMbIX ¢M3MKO-XMMMH€CKMX CBOﬁCTB;

4) nekapcTBeHHble MpenapaTbl - JIEKAPCTBEHHblE CPeACcTBA B BWUAE J1IEKAPCTBEHHbIX GopMm,
npumeHsiemble Ana NPodUAAKTUKU, AMArHOCTUKKM, fedeHusa 3aboneBaHua, peabuavtaumn, aANA
COXpaHeHua, NPeaoTBPaLLEHUA UM NpepbiBaHMA BepemeHHOCTY;

5) nekapctBeHHas ¢opma - COCTOAHME NIeKapCTBEHHOrO MNpenaparta, COOTBETCTBYloLee crnocobam
ero BBeAeHUNA U NPUMEHEHUA U obecneynsatoLLee 4OCTUKEHNE HeobxoanMoro ieyebHoro apdekTa;

5.1) po3MpOBKa - coAeprKaHNe OAHOTO UM HECKO/IbKUX AEWCTBYIOWMNX BELLECTB B KOJIMYECTBEHHOM
BbIPAXEHUM Ha eauHUUY [03bl, WA eauHULy obbema, UANM eAMHWULY MAcCbl B COOTBETCTBUU C
neKkapcTeeHHoW ¢dopmoi MO0  ANA  HEKOTOPbIX BWAOB  /JIEKAPCTBEHHbIX GOPM  KOAMYECTBO
BbICBODOXKAAEMOTIO U3 IeKapCTBEHHOM GOPMbI AEMCTBYIOLLLETO BELLECTBA 32 €4MHULY BPEMEHM;

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

6) nepeyeHb KM3HEHHO HEeOobXoAMMbIX W Ba*KHEMLWWMX NEeKapCTBEHHbIX NpenapatoB -
yTBepKaaemblit MpaButensctBom Poccuiickolt ®eaepaunn nepedyeHb NEKAPCTBEHHbIX NpenapaToB AN
MeANUMHCKOTO NpMMeHeHUs, obecneymBatomnX NPUOPUTETHbIE NOTPEBHOCTM 34PaBOOXPaHEHUS B LeNisAX
NPodUNAKTUKM N NevyeHns 3abosieBaHni, B TOM Yucie npeobnagatolmnx B CTPyKType 3abonesaemoctu B
Poccuitckoin Pepepaumnu;

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

6.1) opdaHHble NEKapCTBEHHble NpenapaTbl - JIeKapCTBEHHblE MpenapaTtbl, NpegHasHayeHHble
UCKNIOYNTENIbHO AN AMArHOCTUKM WM MATOTEHETUYECKOro NeyeHusa (neyeHusa, HanpaB/ieHHOro Ha
MexaHM3M pa3BuTuA 3abonesaHuna) peaknx (opdpaHHbIX) 3abonesaHnit;

(n. 6.1 BBegeH deanepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)

6.2) buonorMyeckne NeKapcTBeHHble MpenapaTtbl - JEKAPCTBEHHbIE Mpenapathbl, AelcTaylollee
BELLECTBO KOTOPbIX MPOU3BEAEHO MW BblAENEHO U3 BUONOrMYECKOro UCTOYHMKA U ANS onpeaeneHus
CBOMCTB M KaYeCcTBa KOTOPbIX HEOBX0AMMA KOMBMHALMUA BUONOTUYECKUX U PUBUKO-XUMUYECKUX METOLOB.
K 61010rMyecknm fieKapcTBEHHbIM NpenapaTtam OTHOCATCA MMMYHOOMONOrMYeckne NIeKapCcTBEHHbIE
npenapartbl, JIEKapCTBEHHbIe NpenapaTbl, NOy4YeHHbIE U3 KPOBM, M1a3Mbl KPOBU Ye/I0BEKA U MUBOTHbIX
(3@  wuckNlouyeHMEeM  LEeNbHOM  KpoBM),  OMOTEXHONOTMYECKME  JIeKApPCTBEHHble  Npenapathbl,
reHoTepaneBTUYECKME JIeKapCTBEHHbIe NpenapaThl;

(n. 6.2 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

7)  VMMMyHOBMONOIMYECKME JIeKapCTBEHHblE MpenapaTtbl - JIEKAPCTBEHHblE Mpenapartb,
npegHasHayeHHble ana GOpMUPOBAHMA AaKTUBHOTO MM MACCMBHOTO MMMyHWUTETA MO0 OMArHOCTUKU
HaAMuMA  MMMyHWTETa  WAM  AMArHOCTMKM  chneunduyeckoro  NPUOBPEeTEHHOro  M3MEHEHMUS
MMMYHONOIMYECKOrO OTBEeTa Ha  anjeprusvpylowime  Bewectsa. K MMMyHOBMONOTMYECKUM
NeKapcTBeHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCMHbI,  CbIBOPOTKM,
MMMYHOTFN06YNUHbI U aNNepreHsi;

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

7.1) 6MOTexHoNOrMYeckne J/IeKapCTBEHHble MNpenapaTbl - JIeKapcTBEHHble npenaparthbl,



NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCMOb30BaHNEM BUOTEXHOIOMMYECKMX MPOLLECCOB U METOA0B
(8 Tom uncne OHK-peKOMBUHAHTHOM TEXHONOTMWN, TEXHONOMMU KOHTPOJMPYEMOM 3KCMPECCUU FeHOB,
KOAMPYIOLWMNX BUOMOrMUYECKM aKTUBHbIe BEeNKM B NMPOKapuoTax M 3yKapuoTax, BKAOYas M3IMEHEHHble
KNETKU MAEKONUTaoLWMX), rMbpUAOMHOIo MeToia U MeTo4a MOHOK/IOHA/IbHbIX aHTUTEN;

(n. 7.1 BBeaeH depsepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

7.2) reHoTepaneBTUYECKME JIEKAPCTBEHHble npenapaTtbl - /IEKAapCTBEHHble npenaparthl,
dapmaueBTMyHecKas CcybCcTaHUMA KOTOPbIX SABAAETCA PEKOMOUMHAHTHOW HYK/EMHOBOW KUC/IOTOM MU
BK/AOYaeT B ceba pPeKoOMOWMHAHTHYIO HYKNEMHOBYHD KWUC/AOTY, MO3BO/IAIOWYIO  OCYLLECTBAATb
perynnpoBaHue, penapaumio, 3ameHy, 4obaBneHne Uam yaaneHne reHeTM4eckonm nocnen0BaTeIbHOCTH;
(n. 7.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKMe IeKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIe NpenapaTtbl U papmaLeBTUYECKUE
cybCTaHUMK, codep’Kalime HapPKOTUYECKME CPeACcTBa M BK/OYEHHble B [lepeyeHb HapPKOTUYECKMX
CpeacTB, NCUXOTPOMHbIX BELWLECTB U UX NPEKYPCOPOB, MoA/1eKallMX KOHTPoAo B Poccuinckoit deaepauumy,
B COOTBETCTBUM C 3aKoHOAaTeNnbcTBOM Poccuiickon degepaumum, mexAyHapoAHbIMM [0roBOpPamu
Poccuiickoin Pepepaumu, B ToM Yncne EAMHON KOHBEHLUMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa;

9) NcUXOTpOMHbIe NeKapCTBEHHbIE CPeaCTBa - JIeKapCTBEHHbIE MpenapaTbl U dapmaLleBTUYecKne
cybCcTaHUMK, copepKalime MNCUXOTPOMHbIE BELLeCTBA M BKAKOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeacTB, NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, MOAEKALLMX KOHTPOAO B Poccuinckoit Deaepauum,
B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickonn dPepepaumun, mexayHapoLAHbIMM [0roBOpamu
Poccuiickoit Pepepaumu, B Tom Yuncne KoHBeHUMEN O NCUXOTPOMHbIX Bewectsax 1971 roaa;

10) paavodapmaLeBTUYECKME NIEKAPCTBEHHbIE CPEeACTBa - JIEKAPCTBEHHblE CpeacTBa, KOTopble
COAEp!KaT B rOTOBOM A/ UCMONAb30BaHUA GopMe OAMH PAANOHYKAUA UM HECKOJ/IbKO PagMOHYKINAOB
(pagMoaKTUBHbIX N30TONOB);

10.1) opurMHanbHbIM NEeKaApCTBEHHbIM NpenapaT - JIeKapCTBEHHbIM npenapat C HOBbIM
OeNCTBYIOWMM BELLECTBOM, KOTOPbLIA NepBbiM 3aperncrpupoBaH B Poccuitickoir Pepepaummn mam B
MHOCTPaHHbIX rOCYAapCTBax Ha OCHOBaHMM PEe3y/IbTaTOB AOKAMHUYECKUX UCCNeA0BaHUI NeKapCTBEHHbIX
CPEeACTB U KIMHUYECKMX UCCNea0BaHNUA NeKapCTBEHHbIX NPenapaTos, NoATBEPKAAOWMNX ero KayecTso,
adpPeKTUBHOCTb M H€30NacHOCT;

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

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIM NpenapaT, KOTopbIi UCNoIb3yeTcs
ANA OLUEHKM BMO3KBUBANEHTHOCTU MW TepaneBTUYECKON 3KBMBANIEHTHOCTH, KauyecTBa, 3GHPEKTUBHOCTU 1
6e30MacHOCTM BOCNPOM3BEAEHHOMO SIEKaPCTBEHHOrO NpenapaTa UM buoaHanorosoro (6uonoaobHoro)
NeKkapcTBeHHOro npenapaTa (buoaHanora). B KauecTee pedepeHTHOro NeKapcTBEHHOrO nNpenapaTa Ans
MEAMLMHCKOrO MNPUMEHEHUA WCNOJb3YeTCA OPUIMHAMNbHBLIN NleKapcTBeHHbIM npenapaT Anbo, ecau
OPUrMHANbHbIA NEKAPCTBEHHbIM MpenapaT He 3aperncTpuMpoBaH WAM He Haxoautca B obopoTe B
Poccuiickolt ®egepaumm 1 He HaxoanTcA B 060poTe B MHOCTPAHHbIX roCcyAapcTBax, BOCNPOU3BeAeHHbI
JIeKapCTBEHHbIM NpenapaT unm bnoaHanorosbii (6UonoaobHbIN) NeKkapcTBEHHbIM NpenapaT (buoaHanor),
KOTOPbIM NEPBbIM 3aperMcTpupoBaH M3 uYuc/ia Haxoaalwmxca B obopoTe B Poccuiickoit deaepauun,
OWNO3KBMBANEHTHOCTb WAM  TepaneBTMYECKana IKBMBANIEHTHOCTb, KayecTBo, 3PPEeKTUBHOCTb W
6e30MacHOCTb KOTOPOrO OLLEHNBAANCL NO OTHOLLEHUIO K OPUTMHAIbHOMY 1IeKapCTBEHHOMY Npenaparty, a
TaKXKe KauyecTBo, 3GPEKTMBHOCTb M 6HE30MacHOCTb KOTOPOro MOATBEPXKAAIOTCA  pesysbTaTamu
dbapmaKkoHaa30pa M NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbLIX CPEACTB, HAXOAALMXCA B rpaKAaHCKOM
060poTe, YyCTaHOB/MEHHbIM TpeboBaHUAM K MX KayecTBy. B KauecTBe pedepeHTHOro JieKapCTBEHHOTO
npenapata A/Aa BETEPUMHAPHOrO MPUMEHEHMS WCNOJIb3YeTCA JIeKAPCTBEHHbIM npenapat  Ans
BETEPUHAPHOIO NPUMEHEHWA, 3apPerncTpuMpoBaHHbIi B Poccuiicko deasepauum Ha OCHOBaHWM
pe3y/nbTaToB AOKAMHUYECKUX UCCNeL0BAHUI NIEKAPCTBEHHBIX CPEACTB UM KAMHUYECKMX UCCefoBaHUNA
NleKapCTBEHHbIX NPenapaTos, NOATBEPKAAIOLMX €ro KayecTBo, 3IPPeKTUBHOCTb M 6E30MacHOCTb;
(n. 11 B peq,. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)



12) Bocnpon3BeAeHHbIN 1IeKaPCTBEHHDbIM NPENaparT - IeKapCTBEHHbIW NpenapaT A1a MeANLUHCKOTo
NPUMEHEHUA, KOTOPbIA WMMEeT 3KBUBANIEHTHbIN pedepeHTHOMY NeKapCTBEHHOMY Mpenaparty
KayeCTBEHHbI COCTaB W KOJIMYECTBEHHbIM COCTaB [AEWCTBYIOLIMX BELWECTB B IKBUBAJIEHTHOM
NleKapcTBeHHON dopme, MO0 NEeKapCTBEHHbIN NpenapaT AAA BETEPUHAPHOIO MPUMEHEHUA, KOTOPbIN
MMeeT TaKMe e, 4YTo W pedepeHTHbI IeKapCTBEHHbLIM MpPenapaT, Ka4YecTBEHHbIA COCTaB M
KOJINYECTBEHHbIA  COCTaB  [AEWNCTBYIOWMX BEWEeCcTB B TaKOM e  /JieKapcTBeHHoOW  ¢dopme,
OMO3KBMBANIEHTHOCTD  WAWM  TepaneBTUYECKAAs  IKBMBAJMIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy NoATBEPXKAEHA COOTBETCTBYHOLMMMN NCCNEL0BAHNAMY;

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

12.1) TepaneBTMYECKAn 3KBMBAJIEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUKEHNE KIUHUYECKU
COMOCTaBMMbIX TepaneBTUYECKOro 3¢pdpeKTa M noKasatenei 3pPeKTMBHOCTM M 6e3onacHoCTM npu
NPMMEHEHWUM /IEKAPCTBEHHbIX MNPenapaToB ANA  MeOMUMHCKOrO MPUMEHEHUs, WMEIOWNX OOHO
MeXKAyHapoAHOoe HenaTeHTOBaHHOE (MM XMMMYECKOoe, WMAW TPYynnUpPoOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX [O3MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NMPUMEHEHUIO M NPU OAMHAKOBOM
cnocobe BBeAEHMA Y OAHOM 1 TOW e rpynnbl 60NbHbIX;

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

12.2) 6uoaHanoroBbii (6MonoaobHbIN) NeKapcTBEHHbIM NpenapaT (buoaHanor) - 6MoNorMYeckuit
JIEKAPCTBEHHbIN MNpenapaT, CXOXWIK Mo napameTpam KadectBa, 3¢deKkTMBHOCTM M He3omacHOCTU C
pedepeHTHbIM BMONOTMYECKMM NEeKapPCTBEHHbIM MPEenapaToMm B TAKOW Ke /JieKapcTBeHHOW dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

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

12.3) B3aMmo3amMeHsIeMbI IeKapCTBEHHbIA Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OUO3KBUBANEHTHOCTbIO B OTHOLIEHUM pedepeHTHOro
JIEKapCTBEHHOrO npenaparta, MMelLN 3KBUBAIEHTHbIE EMY KaYeCTBEHHbIM COCTaB M KONMYECTBEHHbIN
COCTaB AEeNCTBYHOLIMX BELLECTB, COCTAB BCMOMOraTe/bHbIX BELLECTB, eKapCcTBEHHYO dopmy M 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 AeMCTBUA U CKOPOCTU BbiBEAEHUS
OLHOMo WA HECKONIbKUX 0bnasatowmnx GbapmMaKoaorMyeckom akTMBHOCTbIO AEMCTBYIOWMX BELLECTB NPU
NPUMEHEHUN NeKapPCTBEHHbLIX Npenapatos 4aa MeauunHCKoOro npumeHeHuAa, wumerwmx ogHo
MeXAyHapoaHoe HenaTeHTOBaHHOoe (MM XMMWYECKoe, WU TPYMNMNMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX SO3MPOBKAX U NPU OAUHAKOBOM Cocobe BBeAEHMS;

(n. 12.4 BBepeH depepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-93)

13) nNekapcTBEHHOE PACTUTENIbHOE CbiPbe - CBEXKME WK BbICYLIEHHbIe pacTeHusa Anbo MX YacTu,
ncnosnb3yemble ANA NPOW3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3auMsaMn - MPOU3BOAUTENSAMMU
NeKapCTBEHHbIX CPEACTB UM M3TOTOB/IEHWUA IEKAPCTBEHHbIX NPENapaToB anTeYHbIMU OpraHM3aunaAMK,
BETEPUHAPHLIMW anTEYHbIMW OPraHM3aUMAMKU, UHONBUAYANbHLIMW NPEANPUHUMATENAMWU, UMEIOLLMMM
NIMLEH3UI0 Ha GapMaLLEBTUYECKYIO AEeATeNIbHOCTb;

14) neKapCTBeHHbI pPacTUTENbHbIM NpenapaT - IeKapCTBEHHbIN Npenapat, NPousBeaeHHbIn Uau
M3roTOB/IEHHbIV U3 O4HOTO BUAA JIEKAPCTBEHHOTO PACTUTE/IbHOTO CbiPbA UM HECKOJIbKMX BUAOB TaKOro
CbipbA U peannsyemsiii B pacpacoBaHHOM BUAE BO BTOPUYHOM (NOTPebnUTeNbCKoi) yNaKoBKe;

15) romeonaTnyecKunin IeKapcTBEHHDbIN MPEenapar - IEKaPCTBEHHbINM Npenapat, NPoM3BeAeHHbIV UK
N3roToB/IEHHbIN U3 papmaLLeBTUYECKOM CybcTaHLMM An dapMaLLeBTUYECKUX CybCTaHUMI B COOTBETCTBUM
c TpeboBaHUAMM 06X hapMaKONenHbIX CTaTell K ToMeonaTUYeCKMM JIeKapPCTBEHHbIM NpenapaTam Uam
B COOTBETCTBMM C TpeboBaHWAMM dapmaKonen CTpaHbl NPOM3BOAMUTENSA TAKOrO JIEKapCTBEHHOTO
npenapara;

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



16) MexayHapoAHoe HenaTeHTOBAHHOE HAMMEHOBAHME NEKAapCTBEHHOMO CpPeactBa -
HaMMeHOBaHWe [OEWNCTBYIOLWLEr0 BelecTBa QapmaueBTMyeckon cybcTaHUMKW, peKoMeHAOoBaHHOe
BcemunpHo opraHu3aumen 34paBooxpaHeHNs;

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

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOro CPeAcTBa - HaMMeHOBaHME JfIeKapCTBEHHOro
CpeacTBa, NMPUCBOEHHOE ero pas3paboTyMKOM, gepraTesneM MUAW BAadesbLem PerucTpauuoHHOro
YAOCTOBEPEHUS NEKAaPCTBEHHOTO NpenapaTa;

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

17.1) rpynnnupoBoYHOE HAMMEHOBAHWE JIEKAPCTBEHHOrO Mpenapata - HauMMeHoBaHue
NIeKapCTBEHHOrO NpenapaTta, He UMEKLWEro MeXAYHAapOoAHOro HeNaTEHTOBAHHOIO HaMMEHOBAHUA, UK
KOMBMHaUMM NeKapCTBEHHbIX MPenapaTtoB, MUCMO/Ib3yemoe B LEeNAX obbeaAuHEHWs UX B rpynny nog
e4MHbIM HaMMEHOBaHMEM MCX0AA N3 OANHAKOBOIO COCTaBa AEMCTBYIOLMX BELLECTB;

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

18) obwan papmakonenHan cTaTba - AOKYMEHT, YTBEPKAEHHbIN YNOJAHOMOYEHHbIM deaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKalLUMiA nepedyeHb NoKasaTenei KayecTsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM J/IeKapCTBEHHON (OPMbI, /IEKAPCTBEHHOTO PACTUTENLHOFO CblpbS,
onuncaHus BUOSIOTNYECKNX, BUOXUMUYECKUX, MUKPOOUONOTMYECKUX, GUSUKO-XUMUUYECKUX, PU3UYECKUX,
XMMUYECKMX W APYrUX METOA0B aHa/M3a JIeKapCTBEHHOrO CPeacTBa, a TaKXe TpeboBaHus K
NCNo/sib3yeMbiM B LENsAX MNpoBeAeHMA [aHHOr0 aHanusa peakTMBaM, TUTPOBAHHbIM PacTBOpPAM,
WHAMKATOpPaMm;

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

19) cdapmaKkoneitHaa cTaTb - AOKYMEHT, YTBEPXKAEHHbIA YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMONHUTENBHOW BAACTU U COAEPKALLMIA NepeyYeHb NoKasaTe1ei KauecTBa M METOL0B KOHTPONA
KayecTBa /IeKapcTBEHHOIO CPeACTBa;

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

19.1) ctaHgapTHble 06pasupbl - BEWECcTBa, NOCPEACTBOM CPaBHEHMA C KOTOPbIMM OCYLLLECTBASIETCA
KOHTPO/Ib KayecTBa MCCAeAyemMblX JIEKAPCTBEHHbIX CPEeACTB C MNOMOLLbI PUBUKO-XUMUYECKUX W
610/1I0rMYECKMX METOA0B B LLENSAX NOATBEPKAEHMA COOTBETCTBUA IEKAPCTBEHHbIX CPeACTB TpeboBaHMAM
HOPMAaTUBHOWM AOKYMEHTALMUM, YCTAHOBAEHHBIM NPWU OCYLLECTBIEHUM TOCYAAPCTBEHHON PErncTpaLmm, u
KOTOpble NPUMEHAIOTCA 418 KaAMbBpPOBKM CTaHAAPTHbIX 06pPa3LLOB MPOU3BOAUTENS NEKAPCTBEHHbIX
CPeacTB, UCNONb3yeMbIX AR KOHTPOSA KayecTBa M WMHbIX Uenei npu obpalleHMM SeKapCTBEHHbIX
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 cTaTbew;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpmaTMBHaA AOKYMEHTaUMA - OOKYMEHT, COAEep’Kaliuii nepeyeHb onpegensembix no
pesynbTaTam COOTBETCTBYIOLMX 3KCMNEPTU3 MOKasaTesieil KayecTBa /NEKapCTBEHHOrO CpeacTBa A/f
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €r0 Ka4yecTBa U YCTaHOB/IEHHbIA €ro NPon3BoAUTENEM;

21) HopMaTMBHbI AOKYMEHT - AOKYMEHT, COAEPKaLLMA NepeYeHb onpeaensaembix No pesynbTatam
COOTBETCTBYIOLLMX SKCMNEepTU3 MoKasaTenel KayectBa W (MNM) MeTOAOB KOHTPOAA KayecTsa
JNIeKapcTBeHHON GopMbl, ONMUCaHUA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOBMONOrMYECKNX, PU3NKO-
XUMUYECKUX, OUINYECKUX, XMMUYECKUX W APYrMX METOAOB aHa/M3a /IeKapCTBEHHbIX cpeacTs Ans
BETEPUHAPHOro MNpMMeHeHus, TpeboBaHMA K UCMOb3yeMbiM B LEfAX NpoBeAeHUAa AaHHOro aHanusa
peakTMBam, TUTPOBAHHbIM PacTBOPaM, MHAMKATOPAM U YCTaHOBEHHbIN ero Npou3BoauTeNem;

21.1) 06bWMIN TEXHUYECKMA AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepuanos, COCTOALMMN U3



HECKOJIbKMX  pa3fenioB -  AOKYMEHTauuu  agMUHUCTPATMBHOIO  XapaKTepa,  XMMWYECKOMW,
dapmaueBTMHecKOM U BUoNOrMYecKoM AOKymeHTauuu, ¢apmaKoNorMyeckom, TOKCMKOJIOTMYECKOM
OOKYMEHTaUMK, KAMHUYECKOW AOKYMEHTaUuuW WM NpeacTaBasemblii OAHOBPEMEHHO C 3asiBIeHMEM O
rOCYyZ4apCTBEHHOM PErucTpauMmM NeKapCTBEHHOro npenapata AnAd MegMUMHCKOTO MNPMMEHEHMA B
dopmarte, ycTaHOBNEHHOM YMNONHOMOYEHHbIM PesepasbHbIM OPraHOM UCMONHUTEIbHON BNACTH;

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

22) KayecTBO JIEKAPCTBEHHOro CPeACcTBa - COOTBETCTBME /IeKaPCTBEHHOro cpeacTea TpebosaHuAM
dbapmakoneiHon cTaTbh AMBO B C/lyyae ee OTCYTCTBMA HOPMATUBHOW AOKYMEHTALMU UM HOPMATUBHOTO
OOKYMEHTa;

23) 6e30nacHoOCTb NEKAPCTBEHHOIO CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrNO Cpeactsa,
OCHOBAHHAA Ha CPABHUTE/NIbHOM aHa/1In3e ero 3¢¢GKTMBHOCTM N PUCKa NpniYnHeHnA speaa 340poBbio;

24) 3¢dEeKTUBHOCTb /IEKAPCTBEHHOTO MpenapaTta - XapaKTePUCTMKA CTEMeHW MONOMKUTENbHOro
B/AMAHNA NEKapCTBEHHOrO MpenapaTta Ha TedyeHue, MNPOAO/IKUTENbHOCTb 3abofieBaHMA WAM  ero
npeaoTBpalleHne, peabuaMtaumio, Ha CoxpaHeHue, NpeaoTBPalLEeHNe UAK NpepbiBaHne GepeMeHHOCTH;

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

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

26.1) pepkatenb UAn BRagenew, perMcTpauMoHHOro yaA0CTOBEPEHMA IEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEKAPCTBEHHOTO CPeACTBA, MNPOM3BOAUTENb JIEKAPCTBEHHbIX CPeACTB MAM  MHOoe
topugmyeckoe nnuo, obnagarollee NPaBom BAALEHUA PErUCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G eKTUBHOCTb U He30MacHOCTb IeKaPCTBEHHOIO Npenaparta;

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

27) permcTpaLmoHHbIit HOMep - Ko0Boe 0603HaYeHMe, MPUCBOEHHOE JIEKaPCTBEHHOMY npenapaTty
NP1 ero rocyAapcTBeHHON perncrpaumm;

28) obpaleHne JfIeKapCTBEHHbIX CPeacTB - pas3paboTka, AOKJMHUYECKME UCCNefOBaHus,
KAMHWMYECKNE UCCNefoBaHNA, SKCNepTn3a, rocy4apcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto Peaepaumto, BbiBo3
ns Poccuiickoit ®egepaumn, peknama, OTNYCK, peanusauus, nepenada, NpUMeHeHMe, YHUUTOXKeHue
NeKapCcTBEHHbIX CPeaCTs;

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

29) cybbeKTbl 06palleHUs NEeKapCTBEHHbIX CPeacTB - OU3MYECKME Auua, B TOM 4ucae
WMHAMBUAYANbHbIE MPEANPUHMMAETENN, U OPUANYECKME NMLA, OCYLIECTBAAIOLWME AEATEe/NbHOCTb Npu
06palleHnmM TIeKapCTBEHHbIX CPeACTs;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OpPraHn3aums, obnajaowas npaBaMm Ha pesyabTaThl
OOK/IMHUYECKUX  UCCNEAOBaHUM  JIEKApCTBEHHOTNO  CPEACTBAa,  KJAMHUYECKUX  WUCCef0BaHMM
NleKapcTBeHHOTro npenapaTa U (MAK) Ha TEXHOOIMIO MPOU3BOACTBA IEKAPCTBEHHOMO CPEACTBa;

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

31) NPOon3BOACTBO /IEKAPCTBEHHbIX CpeAaAcCTB - AeATe/IbHOCTb NO Npoun3BOACTBY J1EKAPCTBEHHbIX
cpeAacTts opraHM3aunAMmn - NpPpons3BoAUTENAMUN NEKAPCTBEHHbLIX CPEACTB Ha OAHOI‘;1 CTaann, HECKO/IbKUX
NN BCEX CTaAUAX TEXHONOTMYECKOIro npoLecca, a TakXKe No XpaHeHUO N peannsaunm nponssedeHHbIX
NNEKapPCTBEHHbIX CPeAacTs;

31.1) npon3BoACTBEHHAA NAOLWAAKA - TEPPUTOPMANbHO 060COBNEHHDBIM KOMNAEKC NPON3BOAUTENA
NeKapCTBEHHbIX CPeACTB, MpeAHasHayYeHHbI A9  BbINOJIHEHWA BCEro npolecca MpPOU3BOACTBA



NleKapcTBEHHbIX CPeACTB AU ero onpeaeneHHoN cTagunu;
(n. 31.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3alma, OCYLLeCTBAAOWAA 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) PO3HMYHYIO TOPrOB/K 1€KapPCTBEHHbIMM
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 TOProB/AIO JIEKAPCTBEHHbIMU CPEeACTBaMM, WX XpaHeHue, MepeBO3Ky B
cooTBeTcTBuM ¢ TpeboBaHMAMM HacToAwero desepanbHOro 3aKoHa;

35) anTeuyHasa opraHu3auMsa - OpraHWsauma, CTPYKTypHoe noapasjeneHune MeauLMHCKOM
OpraHM3aLnK, OCYLLECTBAAOWME PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTtamn, B TOM 4nucne
OVCTaHUMOHHbIM cnocobom, XpaHeHune, NepeBo3Ky, M3roTOB/IEHNE M OTNYCK JIEKaPCTBEHHbIX NpenapaTos
AN MeANUMHCKOTO NPUMEHEHUA B COOTBETCTBUM C TpeboBaHMAMM HacToalero PeaepanbHOro 3aKOHa;
(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-®3)

36) BeTepuHapHas anTeyHas oOpraHWsauuMa - OpraHusauma, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OPraHM3aLMm, OCYLLLECTBAAIOLME PO3HMYHYIO TOPrOB/IO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM YMC/IEe ANCTAHUMOHHbIM CNOCO60M, XpaHEHWE, 3rOTOBNEHME U OTMNYCK 1EKAPCTBEHHbIX 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 -  /IeKapCTBeHHoe  CpeacTso,
CONPOBOXKAAEMOE NOXKHOM NHbOPMaLMen o ero cocTase U (MNK) NponssBoauTeNe;

38) HepobpoKauyecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEeACTBO, He
cooTBeTCTBYlOWEe TpeboBaHUAM dapmaKonenHOW cTaTbn MO0 B c/iyvae ee OTCYTCTBUA TpeboBaHMAM
HOPMATUBHOM AOKYMEHTALMM UIN HOPMATUBHOTO JLOKYMEHTA;

39) KoHTpadaKTHOE IeKapcTBEHHOE CPeACTBO - IeKapCTBEHHOE CPeACcTBO, Haxoasaweeca B obopoTe
C HapyLIEHWEM rPaXKAaHCKOro 3aKoHO4aTeIbCTBa;

40) [OOKAMHMYECKOE  UCCNeAOBaHME  JIeKapCTBEHHOro  cpeacTBa -  buonoruyeckue,
MWKpOBMOoNOrnyeckme, MMMYHOIOMMYECKME, TOKCUKONOIMYecKne, dapmaKosiormyeckne, ¢pusnyeckue,
XMMUYECKUE U gpYyrne nccnenoBaHMA NeKAPCTBEHHOIO CpeacTBa NyTeM NPUMEHEHMA HAYYHbIX METOL0B
OLLEHOK B LLeN1siX NOJlyYeHUn [0Ka3aTebCTB 6€30MacHOCTM, KayecTBa U 3GPEKTUBHOCTM NEKAPCTBEHHOIO
CpencTBa;

41) KNMHWYECKoe MWCCAefoBaHWe JIeKapCTBEHHOro npenaparta - M3yyeHuWe AMarHOCTUYECKMX,
neyebHbIX, NPoPUNAKTUUECKMX, HapPMaKONIOTMYECKUX CBOMCTB JIeKapCTBEHHOro npenaparta B npouecce
€ro MPMMeHEHWA y YesloBEKa, KMBOTHOFO, B TOM 4YMCIAEe MNPOLLECCOB BCaCbiBaHWA, pacnpegeneHus,
M3MEHEHMA W BbIBEAEHMA, NyTeM MPUMEHEHMA Hay4HbIX METOAOB OLEHOK B LEeAAX Moay4yeHus
[AOKas3aTenbcTB 6e3onacHocT, KavecTBa M 3PDEKTUBHOCTM NIeKApPCTBEHHOro npenapaTa, AaHHbIX O
HexkenaTeslbHbIX pPeakumaX OpraHM3ma YenoBeKa, MMBOTHOTO Ha MPUMEHEHWE NEeKapPCTBEHHOrO
npenapata 1 06 adpdekTe ero B3aMMOAEUCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamu U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMu;

42) MHOroueHTpoBOE KIMHNYECKOE NCCneaoBaHMe NeKapCTBEHHOINO NpenapaTta Ana meanumMHCKoOro
npumeHeHnAa - KJAWHU4YeCKoe wuccnenoBaHne NeKapCTBEHHOro npenaparta 4gaa  mMeauumnHCKoro
npumeHeHunAa, nposogmnmoe pa3pa60TquKOM NNEKAPCTBEHHOrO nNpenapata B ABYX U bonee MEeONLIMHCKNX



OpraHn3aumAax no egnHOMy NPOTOKONY KIMHNYECKOIo nccaeaoBaHnAa N1eKapCTBEHHOIO Npenaparta;

43) mexayHapoaHOoe MHOTOLLEHTPOBOE K/AMHMYECKOe MCCeaoBaHMe IeKapCcTBEHHOro npenapara
AN MeAMUMHCKOrO MPUMEHEHMA - KAMHWYECKoe WCC/efoBaHWe JIeKapCTBEHHOro npenapata ans
MeANUMHCKOTO NMPUMEHEHMS, NMPOBOANMOE Pa3paboTYMKOM SIEKAapPCTBEHHOTO MpenapaTta B pas/IMyHbIX
CTpaHax no eAMHOMY MPOTOKOJY KNIMHUYECKOTO UCC/Ief0BaHUs IeKapCTBEHHOrO Npenapara;

44) nocTperucTpaLmoHHOEe KAMHMYECKoe WCC/eoBaHMe J/IeKapCTBEHHOro npenapata A
MEANUMHCKOTO MNPUMEHEHMA - KAMHMYEeCKoe UCCclefoBaHWe JleKapCcTBEHHOro npenapata  Ans
MeANLNHCKOro NPUMEHEHMS, MPOBOANMOE NPOU3BOAMTENEM 1EKAPCTBEHHOIO Npenapara, rpaxaaHCcKui
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAe rocyAapCTBEHHOM perucrtpaumu, B Lensx AonNoAHUTENbHOro
cbopa AaHHbIX 0 ero 6e30nacHOCTN U 3GPEKTUBHOCTU, PACLUMPEHUA NOKa3aHWUI K MPUMEHEHMUIO AaHHOMo
NIeKapCTBEHHOrO NpenapaTa, a Tak¥Ke BbiABAEHUA HeKenaTeNbHbIX peakuuii NauneHToB Ha ero AencTeue;

45) wuccnepoBaHne OMO3KBMBAJIEHTHOCTU JIEKAPCTBEHHOrO npenapata - BUA KAMHUYECKOro
nccneno0BaHMA NIEKapPCTBEHHOIO NpenapaTta, NPoBeAeHME KOTOPOro OCYLLECTBAAETCA AN1A onpeaesieHus
CKOpPOCTHN BCacCbiBaHMA W BbiBeAeHNA OAHOIo WUAN HECKOJZIbKUX o6na,u,arom,mx d)apMaKOnOFMHECKOﬁ
aKTUBHOCTbIO [AEWCTBYIOWMX BELLECTB, KO/MYECTBA JIEKAPCTBEHHOrO MpenapaTta, [AOCTUTAlOLWEro
CUCTEMHOIO KPOBOTOKa, M pe3y/bTaTbl KOTOPOro Mo3BOMAIOT CAENATb BblBOL O OMO3KBMBANEHTHOCTM
BOCMPOM3BEAEHHOIO NEKAPCTBEHHOIO NpenapaTa B onpeaeeHHbIX IEKAaPCTBEHHOM GopMe U O3MPOBKE,
COOTBETCTBYOLWMX PopMe U J,03UPOBKe pedepeHTHOro IeKapCTBEHHOTO NpenapaTa;

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

46) wnccneaoBaHMe TepaneBTUYECKON 3KBMBANIEHTHOCTU JIEKAPCTBEHHbLIX Mpenapatos - BuA
KJIMHUYECKOro NCCNeaoBaHMA 1eKapCTBEHHbIX NpenapaTos, NPoBeJeHne KOTOPOro OCYLWEeCcTBAAETCA AN
BbIABNEHMA OAMHAKOBbIX CBOMCTB IeKapCTBEHHbIX NPenapaTos onpeaeneHHon NekapcTBeHHOM Gpopmbl, a
TaK}Ke HaIMumnA OAMHAKOBbIX NOKa3aTesei 6€30MacHOCTM M 3PPEKTUBHOCTM IeKaPCTBEHHbIX NPenapaTos,
OAMHAKOBbIX KNMHUYECKUX 3DPEKTOB MPU UX NPUMEHEHUY;

47) NpOTOKOAN KAUHUYECKOro MUccneaoBaHNA NIeKapCcTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaenaoTca uenm, Gopmbl OpraHM3aLMm n MeToA0/I0rMA NPOBEAEHMA KINHUYECKOro UCCeA0BaHuA,
cTaTUcTMYeckne metodpl 06paboTKM pesynbTaToB TaKOro MCCAEAO0BaHMA M Mepbl Mo obecneyeHunto
6e30MacHOCTM  PU3MYECKUX JIML, YYacTBYIOLWMX B K/JAMHUYECKOM WCCefd0BaHUM N1IEeKAapPCTBEHHOMO
npenapara;

48) 6polutopa UccnenoBaTens - CBOAHOE U3/0XKEHUE Pe3yIbTaToB AOKJAMHUYECKOro UCCAef0BaHNA
NeKapCcTBEHHOTO CpeacTBa WM KAMHMYECKOro WCCAefoBaHWA /IeKapCTBEHHOTo npenapata  Ana
MeAMLMHCKOro MPUMEHEHUS;

49) NHGOPMALMOHHBbIV IUCTOK NaLUMEHTa - LOKYMEHT, B KOTOPOM COZEP*KaTcA B 4OCTYNHOM popme
CBeAEHMA, KacallmMeca NpoBOAMMOro KAMHUYECKOTO MCCAeA0BaHMUA IeKapCTBEHHOro npenaparta, U B
nUcbMeHHON popme A06POBOALHOE COrnacue NauMeHTa Ha ydyacTMe B KAMHMYECKOM MCCaefoBaHWUU
NleKapcTBEHHOrO npenapaTa Noc/ie 03HAaKOMAEHMA C OCOBEHHOCTAMM K/AMHMYECKOro MCC/iefoBaHus,
MMEIOLWMMM 3HaYEHME 1A BblPaXKEHWA TaKOro Cornacus;

50) nobouyHoe pencTBME - peakuus opraHM3ma, BO3HMKLWIAA B CBA3U C NPUMEHEHUEM
NIeKapCTBEHHOro npenapata B 033X, PEKOMEHAYeMbIX B MHCTPYKUMW MO €ero nNpuMeHeHuo, ans
NPodUNaKTUKN, AMarHOCTUKK, nedeHua 3abonesaHma Unu gna peabunurauuu;

50.1) HexenaTenbHaa peakuma - HenpeAHamepeHHaa HebnaronpuATHas peakuMA OpraHuM3ma,
KOTOpas MOKeT b6bITb CBA3aHA C MPUMEHEHWEM JIEKAPCTBEHHOIO Npenapara;
(n. 50.1 BBeaeH dPeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbe3Haa HexenaTesbHas pPeaKkuusa - HexenaTesbHaa peakumsa OpraHM3ma, CBA3aHHaa C
NPMMEHEHWEM NEKapPCTBEHHOro nNpenapaTa, NpPUBEAWas K CMepTW, BPOXAEHHbIM aHOMa/IMAM WM
nopoKkam passutua Anbo npeacTaBnawoWas coboi yrposy »KusHu, Tpebylowana rocnutanmsauun uam



npuBeALlan K CTOMKOM yTpaTe TPyA0CnocobHOCTU U (MAKN) MHBAANAHOCTH;

52) HenpeaBuAeHHasA HexKenaTenbHas peakuua - HeenaTesbHaa peakuus opraHvMsma, Kotopas
cBA3aHa C MPUMEHEHMEeM JIeKapCTBEHHOro npenapaTa B [03aX, PEKOMEHAyeMblX B MPOTOKOAE ero
KNMHUYECKOTO UMCCNeaoBaHusa, bpolutope wuccneagosaTend, WAM C MPUMEHEHUMEM /1eKapCTBEHHOTO
npenapata B /03aX, PEKOMEHAYEeMbIX B MHCTPYKLUMUW MO €ro MNpUMEeHeHWo 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, Bpolwope uccnenoBaTeNna WAM B UHCTPYKUMM NO
NPUMEHEeHUI0 NeKapcTBEHHOro Npenapara;

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

52.1) dapmaKkoHag3op - BUA, AeATEe/bHOCTU MO MOHUTOPUHTY 3¢dEeKTUBHOCTU M 6e30nacHOCTM
JIEKApCTBEHHbIX NpenapaTtoB, HanpaB/JeHHbI Ha BbIABAEHME, OUEHKY U nNpeaoTBpalleHue
HeXKenaTeNbHbIX NoCNeACTBUIA NPUMEHEHMA IEKAPCTBEHHbIX NPENapaTos;

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

52.2) nnaH ynpasneHua puckamu - nogpobHoe onucaHne meponpuatuii no dapmaKkoHaa3opy,
HAMNpPaB/IEHHbIX HA BbIIB/IEHWE, OLLEHKY M MPeAOoTBPALLEHME MU MUHUMM3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKAOYaA oueHKY 3PeKTUBHOCTU AaHHbIX MEPONPUATUN;

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

Mpumeyarue.
C01.03.2025 B n. 53 cT. 4 BHOCATCA n3meHeHuA (93 ot 30.12.2021 N 463-D3).

53) peuenTt Ha /IeKapCTBEHHbIM MNpenapaTt - MeAUUUHCKUA OOKYMEHT YCTaHOBNEHHOW ¢dopMbl,
CoAep)KalMn HasHaAYeHMe JIEKAPCTBEHHOro npenapata Aas MeAULMHCKOrO NMPUMEHEHUSs, BblAaHHbIN
MeANLUMHCKMM PaboTHUKOM B LENAX OTNYCKa JIeKapCTBEHHOro npernapata WM ero U3roToBAEHUs U
OTMNycKa Ha ByMaxKHOM HocUTesle UM C COFTacus NaUMEHTA UM ero 3aKOHHOTo Npeactasutens B popme
3/IEKTPOHHOIO [AOKYMEHTA, MOAMMUCAHHOMO C MWCMO/b30BAaHUEM YCUAEHHOW KBanudUUMPOBAHHOM
3/IEKTPOHHOM NOAMUCU  MeAUUMHCKOro paboTHMKa, MO0 [OKYMEHT YCTaHOBAEHHON ¢opMbl,
cofeprKalwmii HasHayeHMe NeKapCTBEHHOro npenapaTta A8 BETEPUHAPHOrO MPUMEHEHUS, BblAaHHbIN
cneunanmnctom B 06/1aCcTM BETEPUHAPUM B LEAAX OTNYCKA JIeKAapCTBEHHOrO Mpenapata WAW ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

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

Mpumeyarue.
C01.03.2025 n. 54 cT. 4 u3naraetcs B HoBoM peaakumnm (d3 ot 30.12.2021 N 463-P3).

54) TpeboBaHMe MeAMUMHCKOW OpraHusauuu, BeTEPUHAPHOM OpraHM3aumMmM - [OKYMEHT
YCTAHOB/IEHHOM GOpPMbI, KOTOPbIW BbIMMCAH MEAULNHCKUM PabOTHUKOM WU CleLmnannucTtom B obnactm
BETEPMHAPUU, MMEIOWMMMN Ha 3TO NPaBO, U COAEPKUT B NMUCbMEHHOM ¢dopme yKasaHMe anTeyHoW
OpraHusaLmMmn Nan BeTepPUHAPHOM anTeyHo opraHmnsaumm o6 oTnycKe NeKapCcTBEHHOro NpenapaTta Uam o
€ro M3roToBseHnmn 1 06 oTnycke ana obecneyeHns neyebHOro nNpoLecca B MeANUMHCKON opraHn3aLmu,
BETEPWMHaApPHOM opraHun3auuu;

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

55) KOMM/EKCHaA OuUEHKa J1IeKapCTBEHHOINo npenapata - OUEeHKa 3aperncTtpnpoBaHHOIO
NNeKapCTBEHHOrO NpenapaTa, BK/A4Yaolana B ceba aHanu3 VIHCI)OpMaLI,VIM o CpaBHMTeﬂbHOVI KIMHUYECKOM
3¢¢GKTMBHOCTM 1 6e3onacHoCTM NeKapCTBEHHOro npenaparta, OUeHKY SKOHOMUYECKNX I'lOCﬂep,CTBMl\;I ero
npumeHeHunAa, nsydyeHme AONONHUTENbHbIX I'IOC}'Ie[J,CTBMl\;I NPUMEHEHNA NEKAPCTBEHHOIO npenaparta B
uenax npuHATHUA peUJEHMVI O BO3MOXXHOCTU BK/IHOYEHUNA NEKAPCTBEHHOIO MNpenapata B NepeyeHb
XKN3HEHHO HeO6XO,CI,VIMbIX N BaXKHEMLWKX NeKapCTBEHHbIX NpPenapaToB, HOPMaATUBHbIE NMPaBOBbIE aKTbl U



WHble AOKYMEHTbI, onpedenstolime NopagoK OKasaHUAa MeanLMHCKON MOMOLLM, MAN UCKNHOUYEHMA ero n3
YKa3aHHbIX NePeYHs, aKTOB M AOKYMEHTOB;
(n. 55 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

56) cuctema MOHUTOPUHTA ABUMKEHWS JIEKAapPCTBEHHbIX MpenapaToB AnA MeAMLMHCKOro
npumeHeHuns - deaepanbHaa rocygapcrBeHHas MHPOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUSA
JIEKapCTBEHHbIX MPenapaTtoB AN8 MEeAUUMHCKOrO NPUMEHEHMA OT MNpOouM3BOAUTENS A0 KOHEYHOro
notpebuTtenna c MCMNo/b30BaHMEM B OTHOLWIEHMM JIeKAapCTBEHHbIX MNpPenapatoB Aas MeaUMUUHCKOro
NPMMEHEHNA CPEeACTB NAEHTUDUKALMN.

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

Fnasa 2. MOJIHOMOYUA GPELQEPA/IbHBIX OPTAHOB UCNONHUTE/NIbBHOWN
B/IACTU, OPTAHOB UCMO/IHUTENIbHOW BNACTU CYBbEKTOB POCCUIACKOMN
OEAEPALIMU NPU OBPALLEEHMUN NEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomouusa depepanbHbIX OPraHOB MCNOJNIHUTE/IbHOW B/ACTU Npu obpalueHun
JIeKapCTBEHHbIX CPeaCTB

K nonHomoumnam peaepanbHbIX OPraHoB UCMOAHUTENBHOM BAACTU Npu 06palleHNN NeKapCTBEHHbIX
CpPeACTB OTHOCATCA:

1) nposeaeHue B Poccuiickoit depepaumy eamHOM TrocygapCTBEHHOW MOAUTUMKKM B obnacTtu
obecneyeHnn NeKapcTBEHHbIMM NpenapaTamm rpaxgaH B Poccuiickoit degepaumy;
(B pen. PepepanbHOro 3akoHa oT 22.12.2014 N 429-93)

2) yTBepXkAaeHue ob6wnx dapmakonerHbix cTaTer, dapmaKkonerHbIX CcTaTeil, u3gaHue
rocyapcTBeHHoOM hbapmakoneu, co3gaHme 1 BeaeHne peectpa papmakonenHbix CTaHAAPTHbIX 06pa3yoB;
(B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) ocywecTBneHne deaepanbHOro rocyaapCcTBEHHOro KoHTpona (Haasopa) B cdepe obpalieHus
JIeKapCTBEHHbIX CPeACTB;
(B peq. PegepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-d3)

4) nMueHsupoBaHWE MNPOW3BOACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uucne deaepanbHbli
rocyZapCTBEHHbIN NMLEH3NOHHbIW KOHTPO/Ib AEATE/IBHOCTM MO NMPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB,
nepuoanyeckoe NOATBEPXKAEHUE COOTBETCTBUA JIMLLEH3NATA, UMEIOLLETO JIMLLEH3MIO HA NPOU3BOACTBO
NIEKapCTBEHHbIX CPeacTs, U GapMaLEeBTUUECKON AEeATe/IbHOCTM B COOTBETCTBMM C 3aKOHOLATE/IbCTBOM
Poccuitckoin Pepepaumnu;

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

5) opraHusauma 3SKCNepTM3bl NIEKAPCTBEHHbIX CPEACTB, 3TMYECKOM 3KCMepTU3bl BO3MOMKHOCTU
NpoBeAeHNA  KAMHMYECKOrO MCCNeAO0BaHMA  NEKapCTBEHHOro npenapata  Ans  MeaWLMHCKOro
NPUMEHEHWA, 3KCNepTU3bl AOKYMEHTOB, MNpPeACTaBAEHHbIX A4 OnpeAeseHUs  BO3MOMKHOCTU
paccMmaTpuBaTh JIEKAPCTBEHHbIM MNpenapaT Ana MeAWUMHCKOro MPUMEHEHMS NpPW rocyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

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

5.1) opraHusauMa nNpoBeAeHMA KOMMNEKCHOW OLEHKM JfIeKapCTBEHHOro npenapaTa B Lensx
NPUHATUA PELLEHUA O BO3MOMKHOCTU BK/IIOYEHMA JIEKAPCTBEHHOrO MpenapaTa B NepeyeHb KM3HEeHHO
HEOOXOAMMbBIX W BaKHEWMLIMX NIeKAPCTBEHHbIX MPEnapaTtoB, HOPMATMBHblE MPABOBbIE aKTbl M MHblE
OOKYMEHTbI, onpegensiowme MNOpALOK OKa3aHUA MEeAMUMHCKON MNOMOLLM WKW UCKAIOYEHUA ero us
YKa3aHHbIX NepeyHs, akTOB U LOKYMEHTOB;

(n. 5.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

6) Bblda4a pa3peLueHm71 Ha nposeaeHne KAIMHN4YeCKnx MCC/'IeAOBaHMl\;I NNeKapCTBEHHDbIX NpenapaTos,



BeAEHME peecTpa BblAaHHbIX pa3peLlleHnit Ha NpoBeaeHNe KAMHUYECKUX UCCeq0BaHMIA NeKAaPCTBEHHbIX
npenaparos;

7) rocypapcTBeHHas pernctpauma NeKapCcTBEHHbIX NpenapaTos, BefeHWe rocyaapCTBEHHOro
peecTpa 1eKapCTBEHHbIX CPeACTB;

8) opraHusaumsa u (Man) nposeaeHNe UHCNEKTUPOBAHUA CYBbEKTOB 0bpalleHNs IeKapCTBEHHbIX
CpeficTB Ha COOTBETCTBME MpaBuiam Hagnexallel n1abopaTopHON NPaKTUKKU, NpaBMAam Haa/exallen
KAMHUYECKOW MNPaKTUKK, NpaBuNam Hagnexalwen NPakTUKU XpaHeHUA U NepeBO3KU NeKapCTBEHHbIX
npenapaTtos, NpaBMAam Hagaexalen AMCcTPUObIOTOPCKOM NPaKTUKK, NPaBuUIamM HaanexKallen anteyHom
NPaKTUKK;

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

8.1) opraHusaums 1 (Mnn) NpoBeaeHME MHCMEKTUPOBAHUA CyObeKTOB 06paLLeHUsA N1EeKAaPCTBEHHbIX
CpeAcTB Ha cooTBeTcTBME TPpeboBaHMAM MPaBM Had/exallehn NponusBoACTBEHHON MPAKTUKM, Bblaaya
3aKOYEHMA O COOTBETCTBMM MNPOU3BOAUTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHWAM npasun
Hag/exallen NpPou3BoACTBEHHOM NPAKTUKN;

(n. 8.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOBNEHME MOPAAKA BeAeHWA W BeAeHWe roCyAapCTBEHHOrO PeecTpa 3aKaloueHul o
COOTBETCTBUM MPOU3BOAMUTENA  JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBUA  HaA/exallein
NPoW3BOACTBEHHOWN MPAKTUKMK;

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

9) rocypapcCTBEHHas perncTpaums npeaenbHbIX OTMAYCKHbIX LEH npou3BoauTenen Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B NepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLUX
NIeKApPCTBEHHbIX MpPenapaToB, M BeAeHWe TOCYAapCTBEHHOIO peecTpa npeaenbHbIX OTMYCKHbIX LUEH
npousBoauTenei Ha NeKapCcTBEHHbIE NPenapaThl, BKAOYEHHbIE B MEPEYEHb }KU3HEHHO HEOHXOAMMbIX U
BaYKHEMLLMX JIeKapPCTBEHHbIX NPenapaTtos;

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

9.1) cornacoBaHue NPOEKTOB PeLIeHNt OpraHOB UCNONHUTE/IbHOM BNacTN CybbeKToB Poccuninckol
depepaunn 06 ycTaHOBAEHUW U (UAKN) U3MEHEHUU NpedeNbHbIX Pa3mMepoB ONTOBbIX HaAbaBOK U
npeaenbHbIX Pa3sMepPoB PO3HUYHbIX HAA0ABOK K (GaKTUYECKMM OTMYCKHbIM LieHam, YCTaHOB/IEHHbIM
NpPou3BOAUTENSAMM JIEKAPCTBEHHbIX MPENApaToB, HAa JIEKAapPCTBEHHbIe NpenapaTtbl, BK/OYEHHbIE B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLINX NEKAPCTBEHHbIX NPenapaTos;

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

10) Bblgaya, yCTaHOB/EeHWE NOPAAKA Bbl4auM pPaspeleHns Ha BBO3 KOHKPETHOW napTuu
NeKapcTBEHHOTO cpeAacTBa B Poccuiickyto degepaumio;
(n. 10 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, ycTaHOBAEHWE NOPSAAKA BblAaun 1 Gopmbl AOKYMEHTA, KOTOPbIM NOATBEPXKAAET, UYTO
NPOM3BOACTBO JIEKAPCTBEHHOrO nMpenapata AAA MeAUMUMHCKOrO MPUMMEHEHMA OCYLLECTBNEHO B
COOTBETCTBUM C TPebOBaHUAMM NpPaBUA Hag/eXKalleld NpPOM3BOACTBEHHON MPAKTUKU WAU  4YTO
JIeKapCTBEHHbIM NpenapaT 418 BEeTEPUHAPHOrO NMPUMEHEHMA AonylweH K obpawieHuto B Poccuiickomn
depepaunn, n noaNeXRUT NpeacTaBAEHNIO NO TPeboBaHMI0 YNONIHOMOYEHHOI0 OpraHa CTPaHbl, B KOTOPYHO
BBO3WUTCA JIEKAPCTBEHHbIM Npenapar;

(n. 10.1 BBepeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoOro 3akoHa ot
02.08.2019 N 297-93)

10.2) Bblaaya, ycTaHOBAEHME NOPAAKA BblAaun U GOPMbl OKYMEHTA, COAEPXKALLEro cBeAeHMA O
CTagMAX TEXHONOMMYECKOro MpoLLecca MPOM3BOACTBA JIEKAPCTBEHHOTO CPeAcTBa A8 MeOULMHCKOro
NPUMEHEHWA, OCYLLECTBAAEMbIX Ha TEPPUTOPUMN EBPa3MIACKOro SKOHOMUYECKOTO CO033;

(n. 10.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3, B pea. denepanbHOro 3akoHa ot



13.07.2015 N 241-93)
11) cospgaHue coBeTOB MO BONPOCaM, CBA3aHHbIM C 0b6palLeHMeM IeKapCTBEHHbIX CPeACTS;
12) atTectauma n ceptuduKauma cneumanmnctos;
13) ytpatun cuny c 1 ceHTabps 2013 roga. - PeaepanbHbiii 3aKoH o1 02.07.2013 N 185-93;

14) ocyuwectBneHne papmakoHaa30pa;
(n. 14 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-9$3)

15) yyacTue B MeKAyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne No 3anpocam ynoJHOMOYEHHOro ¢peaepanbHOro opraHa UCNONHUTENbLHOW BNacTU
OT OPraHoB MWCMOJIHUTENBbHOW Bnactu cybbekToB Poccuitckon Pegepaumm, a Tak¥Ke OT CyObeKToB
obpalleHMa NneKapCTBEeHHbIX CPeAcTB A1a MeAMUMHCKOro NpumMeHeHua MHpopmauum no Bomnpocam
YCTAHOB/IEHUA M NPUMEHEHMA LEH Ha IeKapCTBEHHbIE NpenapaTbl U HaAbaBoOK K HUM;

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

18) vyTBep:kAeHMe npaBun Haanexawen nabopaTOpHON MNpPaKTUKKM, NpaBuA  Hadnexalen
KNAMHUYECKON MPaKTUKKM, NPABUA HagferKallei nNpousBOACTBEHHOW MPAKTUKM, MPaBUA Hag/exalen
MPaKTUKNU  XpPaHEHWA WU NepeBO3KM  JIEKAPCTBEHHbIX  MPenapaToB, MPaBWMA  HaAJjexallein
ANCTPUOBIOTOPCKOM MNPAKTUKK, NPaBW/l Hag/eKalled anTe4yHOM MPaKTUKKU, MPaBUA  Hagjerkallemn
NPaKTMKN GpapMaKoHaA30pa IeKapCTBEHHbIX NPENapaToB 414 MeAUUMHCKOro NPUMEHEHMS;

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

19) yctaHoBneHWe nopsaaka GOPMMPOBAHMA PErUCTPALMOHHOIO A0Cbe Ha JIeKapCTBEHHbIN
npenapar n TpeboBaHUI K AOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) yTBEpXKAEHWE NPABUA PaLMOHANbHOIO BbiIbOpa HaMMEHOBAHWI NEKAaPCTBEHHbLIX NpenapaTos
ONA MeANLMHCKOTO NPUMEHEHUS;
(n. 20 BBegeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEpKAEHME NEePeYHA HAMMEHOBAHWNN NEKAPCTBEHHbIX GOPM;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

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

23) yTBEpKAEHME TPebOoBaHUN K MHCTPYKLMM NO MeAULMHCKOMY MPUMEHEHUIO NIEeKAaPCTBEHHbIX
NpenapaToB M K UHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHUIO NEKAPCTBEHHbIX MPEnapaTos;
(n. 23 BBeageH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

24) NpUHATAE PeLlleHUi, ABNAIOLLMUXCA OCHOBAHUAMMW ONA BKAOYEHUA LOMEHHbIX MMEH U (Mau)
yKasaTenei CTpaHWuu, CalToB B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTh "MHTepHeT", a TaKXke
CeTeBbIX AAPECOB B eAWHYI0 aBTOMAaTU3MPOBAHHYID MHPOPMALMOHHYIO cucTtemy "EAMHBbIA peecTp
AOMEHHbIX MMEH, YyKasaTenel CTpaHuL, CaluToB B MHGOPMALMOHHO-TEIEKOMMYHWKALMOHHONW CeTu
"MHTepHeT" U ceTeBblX aApecoB, MNO3BONSAOWMX MAEHTMOUUMPOBATL CalTbl B WMHOOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTu "UHTepHeT", cogepkawme MHGoOpMaLmio, pacnpocTpaHeHNe KOTOpPOM B
Poccuitickolt depepaumm 3anpelleHo”, B OTHOWEHMUM WMHPOPMAULMKM, COoAeprKalliein npeasioXKeHue o
PO3HUYHOIN TOProBfe JIEKApPCTBEHHbIMM TMpenapaTamu, B TOM YMCIe AWUCTAHUMOHHbIM Crocobom,
PO3HUYHAA TOProB/AA KOTOPbLIMW OrpaHMYeHa WAM 3anpelieHa B COOTBETCTBMM C  HaCTOALMM
denepasbHbIM 3aKOHOM, U (MK) MHPOPMALMK, cofepsKalein NpessoXKeHne 0 PO3HUYHOW TOoprosJe
NleKapCcTBEHHbIMW MpenapaTamu, B TOM YUC/Ie LSUCTAHUMOHHBIM CNOCOBOM, IMLAMM, HE UMEIOLWUMM



NIMLEH3MM N paspelleHMa Ha OCYLLeCTBJeHMEe TaKoW AeATe/bHOCTU, eCAN MOAyYeHWUe MIMLEH3UU U
paspelleHns NpeaycMOTPEHO 3aKOHOAATeNbCTBOM 06 06palleHMM NeKapCcTBEHHbIX CPeACTs;
(n. 24 B pea. PepepansHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblaaya paspeLleHuii Ha BBOA, B FpaXKAaHCKUIA 060pOT UMMYHOBMONOIMUYECKUX TEKAPCTBEHHbIX
npenaparos.
(n. 25 BBeaeH depepanbHbiM 3akoHOM OT 28.11.2018 N 449-d3)

MpnmeyvaHue.

C1. 5.1 pacnpocTpaHseTca Ha MOJIHOMOYMA, KOTOpble He MepefaHbl AA OCYLECTBAEHUA OpraHam
rocyfapcTBeHHOM BAacTu cybbekToB PP 1 opraHam mecTHOro camoynpaB/ieHMA COOTBETCTBY MMM
depepanbHbimmM 3akoHamu (@3 ot 13.07.2015 N 233-93).

Cratbsa 5.1. Mepeaaua ocywecTBneHUs NOJAHOMOUYMNA PpepepanbHbIX OPraHOB UCNOHUTEIbHOMK
B/IaCTU NpU 06paLLeHUn JNIeKapCTBEHHbIX CPeACTB OpraHam MUCMNOAHUTENIbHOW BAACTU CY6beKToB
Poccuiickoin Pepgepauumn

(sBepeHa depepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MonHomouusa deaepanbHbIX OpPraHOB UCMONHUTENbHOW BAACTU NpW obBpallleHMM NeKapCTBEHHbIX
cpeacts, npeaycCMOTPeHHble HacToAwmMm deaepanbHbiM  3aKOHOM, MOFYT nepefasaThCa  ANA
OCYLLECTBNEHNA  OpraHam  WCMONHUTENbHOM  BnactM  cybbekToB  Poccuiickoih  Pepepauuu
noctaHoBneHnamm MpasuTtensbcrTsa Poccuiickol Pepepaunn B nopaake, yctaHoBneHHOM PegepanbHbim
3aKOHOM OT 6 OKTAbpa 1999 roga N 184-®3 "O6 06WUX NPUHUMNAX OpraHM3aLMM 3aKOHOAATENbHbIX
(NnpeacTaBUTENbHbIX) M MCNONHUTENbHBIX OPraHOB rOCYAapCTBEHHOW BAacTu cybbekToB Poccuiickol
depepaunn’.

CraTbAa 6. MonHOMOUMA OPraHOB MCNOAHUTENbLHOI BnacTu cybbeKTa Poccuiickoi degepauun npu
o06palLeHUn neKapCTBEHHbIX cpeacTs

K nonHomoumam opraHoB WCNOAHWUTENbHOM Bnactu cybbekta Poccuitickoit dPepepauum npwm
0b6paLLeHMM IeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusauma  pervoHasbHbIX  Mporpamm  obecneyeHus  HaceneHus
NleKapcTBEHHbIMM Npenapatamu;

2) YCTaHOB/NEHNE Npeae/ibHbIX pa3mMepoB ONTOBbIX Haﬂ,6aBOK N npeaenbHbIX paamepoB PO3HUYHbIX
HaA6aBOK K d)aKTVILIECKMM OTNYCKHbIM U€eHaM, YCTaHOBJIEHHbIM MNPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatoB, Ha N1€KAapPCTBEHHbIE MpenapaTbl, BKAKOYEHHbIE B nNepeyvyeHb XWU3HEHHO HEO6XOAMMbIX n
BaXKHeMLWmX NeKapCTBEHHbIX NPenapaTos,;

3) ocyuwecTBieHMe pPernoHasbHOro roCyAapCTBEHHOrO KOHTPOAA 33 MNPUMEHEHWEM LEH Ha
NIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHbIE B MEpPeYeHb MKU3HEHHO HeobXOAMMbBIX W BaKHEWLIUX
JIeKapCTBEHHbIX MpenapaToB, OpraHU3auMAMM OMTOBOM TOProB/AW JIEKAPCTBEHHbIMU CPEACTBAMM,
anTeYHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMA NPEANPUHUMATENSAMUN, UMEIOLWMMM NIMLEH3UNIO Ha
dbapmaueBTUYECKYIO OeATeNbHOCTb, MEAUUMHCKUMWU OPraHM3aumsamn, MMEWUMN NULEH3UI0 Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cObneHHbIMW noapasaeneHnaMn (ambynatopusamm,
denbawepckumm n  denbalepcKko-akyLEepCKUMM  MyHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpauyebHol (cemeiHOol) NPaKTUKK), PACMONONKEHHBIMU B CEJbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3aLmu;

(B peq. PegepanbHbix 3aKoHOB 0T 25.06.2012 N 93-$3, o1 27.12.2019 N 475-03)

4) npuHAaTME peleHna 06 UCNONb30BaHWWM Ha TeppuTopuM cybbeKkTa Poccuitckolt Peaepaumm
Hapagy C peuenTamMy Ha /IeKapCTBEHHble npenapaTbl, OPOPMIEHHbIMM Ha BymarKHOM HocuTesne,
peLenToB Ha ieKapcTBEHHbIE Npenapatbl, CGOPMUPOBaAHHbIX B GOPME 3NEKTPOHHbIX LOKYMEHTOB.



(n. 4 BBepeH ®enepanbHbim 3aKOHOM OT 29.07.2017 N 242-93)
Fnasa 3. TOCYAAPCTBEHHAA ®APMAKONEA
CtaTtbAa 7. Pa3paboTka u uspgaHue rocyaapcrseHHoi papmakoneu, pasmelleHue JaHHbIX O Hel

1. NMopa rocypapcTBeHHoOM dapmakoneein MOHUMAETCA CBog 0b6wWmx ¢apmaKonenHbIX cTaTen wu
dapmakonenHbIx cTaTe.

2. PaspaboTtka ob6wmx dapmarkonenHbix ctaten U ¢dapmaKonelrHblX CTaTei, B TOM u4ucne
dbapmakonerHbIx CcTaTem Ha ¢apmaKkonenHble CcTaHAApTHble o06pasubl, W BKAOYEHME WX B
rocyapcTBeHHy0 ($GapmMaKoner OCyWecTBAATCA B MNOPALKE, YCTAaHOBAEHHOM YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOHUTENIbHOM BNACTU.

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

3. PazpaboTKa dapmakoneinHol cTaTb Ha pedepeHTHbI NeKaPCTBEHHbIN NpenapaT U BKAYeHME
ee B rocyaapcTBeHHyo dapmaKkonel B TeYeHMe CpoKa AEWUCTBUA 3alMTbl UCKAKOUYUTE/IbHOTrO MNpasa,
YO0CTOBEPEHHOIO MNAaTEHTOM Ha pedepeHTHbIN IEKapPCTBEHHbIMA NpenapaT, OCyLWecTBAAKTCA C cornacus
ero paspaboTtunka.

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

4. TocypapcTeeHHaa ¢apmakonesa W34aeTcs  YNOAHOMOYEHHbIM  dedepanbHbiM  OpraHom
NCMOMIHUTENbHOW BNACTU 3a cUeT cpeacTs deaepanbHoro 6104sKeta U NoANEKUT NepensgaHnam He pexxe
yeM OAMH pa3 B NATb JieT, B Mepuoa Mexay KOTOPbIMU M3AATCA MPUIONKEHUA K rocydapCTBeHHOM
dapmakonee, cogepsKalime obwue dapmakoneliHble cTatbM W (MAKM) dapmaKkoneitHble cTaTby,
yTBepXAeHHble Noc/e U3JaHna U nepensgaHna rocyaapcteseHHon dapmakoneu.

5. YNo/HOMOYEHHbI deaepanbHblii OpraH MCMOAHUTENbHOW BAACTU pasMellaeT AaHHble o
rocyAapcTBeHHOM papmaKonee 1 NPUAOKEHUAX K Hel Ha cBoem oduLManbHOM caiite B ceTv "UHTepHeT"
B YCTaHOB/IEHHOM MM NopAAKe.

Fnasa 4. TIMUEH3UPOBAHUE NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
U ®APMALIEBTUYECKOW AEATENBHOCTU, FOCYAAPCTBEHHbIN KOHTPO/1b
(HAO30P) B COEPE OBPALLEHMA NEKAPCTBEHHbIX CPEACTB
(B peq,. PegepanbHoro sakoHa ot 11.06.2021 N 170-$3)

Cratba 8. JluueHsnpoBaHue NPOMU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U ¢apmaueBTUHEeCKOM
[EeATeNbHOCTH

1. /lnueH3npoBaHMe NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB U GapMaLEeBTUYECKON AeATeNbHOCTH
OCYLLECTBNAETCA B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit Pepepaumn.

2. Ob6A3aTenbHbIM YCNOBMEM NPEAOCTaBAEHMA NMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUNOXKEHME K 3aABNEHUIO COMCKATENA NNLEH3UN NEPEYHA NIeKapcTBEHHbIX Gopm U
(vnn) Bupoe dapmaueBTUUYECKMX CybCTaHUMI, KOTOpble MNPOM3BOAUTENb JIEKAPCTBEHHbIX CPEACTB
HaMepeH NPOU3BOAUTD.

3. B cnyyae HeobXx0AMMOCTU paclUMPEeHMA NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
JNleKapcTBeHHbIX GOpM 1 BUAO0B PpapMaLLEBTUHECKNX CYOCTaHLMI NPON3BOANTE b NEKAPCTBEHHbIX CPEACTB
OO0/KEH NoAaTbh B IMLLEH3MPYIOLWMA OpraH 3adB/leHUe O BHECEHUN U3MEHEHUI B peecTp NIMLLEH3UI Ha
NpPon3BOACTBO /IEKAPCTBEHHbIX CPEACTB.

(B pen. PegepanbHbix 3akoHOB 0T 02.08.2019 N 297-¢3, o1 11.06.2021 N 170-$3)

4. InueHsna Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB (PpapmMaLeBTUYECKOMN cybcTaHLMuM cnupTa
3TUNOBOrO (3TaHONa) BbIAAETCA MPM YCAOBUM HANMUMA Yy OpraHM3auMM Ha npasBe COBCTBEHHOCTH,



X03ANCTBEHHOIO BEAEHUA UAM ONEPATUBHOTO YNPABAEHMA OCHOBHOIO TEXHOI0TMYECKOro 06opyaoBaHNA
ONA NPOM3BOACTBA 3TU/IOBOrO CMNMPTA, 3aperncTpMpoBaHHOINO B COOTBETCTBMM CO cTatbei 14.1
depepanbHOro 3akoHa oT 22 Hoabpa 1995 roga N 171-®3 "O rocynapcCTBEHHOM PeryampoBaHMu
npou3BoAcTBa U 060poTa 3TUAOBOFO CNMPTA, ANKOrOJIbHOM M CIMPTOCOAEpPHKallen npoaykumMm mn ob
orpaHM4yeHumn notpebneHnsn (pacnuTma) aaKkorosibHOM NpoayKumu".
(yacTb 4 BBeaeHa PegepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

Cratba 8.1. OcO6eHHOCTM NUUEH3UPOBaAHMA MNPOU3BOACTBA JIEKAPCTBEHHbLIX CPeAcTs
(bapmaueBTnuecKoii cybcraHumum cnupTa aTMNOBOrO (3TaHONA)
(sBepeHa desepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

1. [eictBMe AMUEH3UM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB (dapmaueBTUYECKOM
cybCcTaHUMM cnupTa 3TMNOBOrO (3TaHOMa) MPMOCTAHAB/AMBAETCA B 4aCTM MpaBa Ha MNpPOM3BOACTBO
dbapmaueBTUYecKon cybCcTaHLMM CNUMPTA 3TUAOBOMO (3TAaHOMA) JIMLEH3MPYIOLWMM OPraHOM B C/yYasX,
onpeaeneHHblx cTaTben 20 PegepanbHoro 3akoHa ot 4 masa 2011 roga N 99-3 "O nnueHsnpoBaHMM
OTAENbHbIX BMAOB AEATE/bHOCTM", @ TaKXe Ha CPOK MNPUOCTAHOB/AEHWUA AEUCTBUA NINLEH3UWN Ha
NpPou3BOACTBO 3TUI0BOIO CNMPTa A/1A NPON3BOACTBA PpapMaL,EeBTUYECKON CyBCTaHL MM CNMpTa 3TUI0BOTO
(sTaHONa), BblAAHHOWM B cOOTBETCTBUM C PeaepasibHbIM 3aKOHOM OT 22 HoAbBpa 1995 roga N 171-d3 "O
rocyapCTBEHHOM PEry/JiMpoBaHUM MNPOM3BOACTBA M 06OpPOTa 3TU/IOBOFO CAWMPTA, aJKOrOJIbHOW U
cnupTocoAdep Kallel NpoayKunmn n o6 orpaHnyeHum notpebneHma (pacnuTmna) ankoronbHoOM npoaykumm'.

2. [JeictBne /NUUEH3UM HaA NPOM3BOACTBO /IEKAPCTBEHHbIX cpeacts (papmaLeBTUUYECKOi
cybcTaHUMM cnupTa 3TWIOBOrO (3TaHONa) B YacTM MpaBa Ha MPOM3BOACTBO $apmMaueBTUYECKOM
cybCcTaHUMM cnupTa 3TUAOBOrO (3TaHO/Ma) NpeKpaliaeTca AUULEHIUPYIOWMM OPraHoM B C/AyvasX,
onpeaeneHHbix ctatbelt 20 PeagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nmueH3nMpoBaHun
OTAENbHbIX BMAOB AEATENbHOCTU", a TaKXKe C AaTbl NPeKpaweHWa WAW aHHY/IMPOBaHUA OEeWCTBUSA
JIMLLEH3UN Ha NPOW3BOACTBO 3TWM/IOBOrO ChMpTa A8 NPou3BoACTBa dapmaueBTUYECKOn cybcTaHumum
cnupTa 3TUN0BOro (3TaHOMa), BblAaHHOM B cooTBeTcTBMM ¢ PeaepanibHbiM 3aKOHOM OT 22 HoAbpsa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryanMpoBaHMM NPOM3BOACTBA M 0BOpPOTa 3TU/IOBOTO CNMPTAa,
a/IkoroNlbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
a/IkoronbHOM Npoaykumn'.

CraTtba 9. NlocypapcTBeHHbI KOHTPOAb (Hag3op) B chepe obpalueHnn NeKapCcTBEHHbIX CPeacTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocyfmapcTBeHHbIM KOHTpoAb (Hag3op) B coepe o06palleHMs NEKAPCTBEHHbIX CPeAacTB
OCYLLECTBNAETCA NoCpeacTBOM ¢efepanbHOro rocyfapCTBEHHOrO KOHTponsa (Hagsopa) B cohepe
06pallleHna NeKapcTBEHHbIX CPeacTB U ¢enepasbHOro rocyfapcTBEHHOMO JIMLEH3NOHHOMO KOHTPO/SA
AeAaTeNbHOCTM NO NPOU3BOACTBY NIEKAPCTBEHHbIX CPEACTB, OCYLLECTBASEMbIX dpesepasbHbIMM OpraHamm
MCNONHUTENBbHOM BNACTK, yNOAHOMOUYEHHbIMUK MpaBuTenbcTBoM Poccuiickoit Peaepaumu.

2. Npeametom denepanbHOro rocygapcTBEHHOrO KOHTpons (Haasopa) B chepe obpalueHus
JIeKapCTBEHHbIX CPeACTB ABAAIOTCA:

1) cobnogeHne obAsaTenbHbIX TpeboBaHUI B chepe 0b6paLLeHMA NEKAPCTBEHHbIX CPeacTB, B TOM
yucne:

a) TpeboBaHUN K OOKAMHMYECKMM WCCNeO0BAaHUAM JIEKAPCTBEHHbIX CPEACTB, KAMHMYECKUM
MCCNeaoBaHUAM NIEKApPCTBEHHbIX MPenapaToB, W3roTOBAEHWIO, XPaHEHWIo, NepeBO3Ke, BBO3y B
Poccuiickylo depepaumio, OTNYCKY, peanusauun, nepegade, MNpoaaxke /NeKapCTBEHHbIX CPeacTs,
NPMMEHEHUIO NIEKAPCTBEHHbIX MPENapaToB, YHWUTOMKEHWIO JIEKApCTBEHHbIX CPEACTB, YCTaHOBJ/IEHWIO
NPOV3BOAUTENAMMN JIEKAPCTBEHHbIX MPENapaToB LEH HAa JIeKapCTBEHHbIe MpenapaTbl, BK/OYEHHble B
nepeyeHb *KU3HEHHO HEODBXOAMMbBIX U BarKHEWLLIWX JIeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHMIA K COOTBETCTBUIO JIEKAPCTBEHHbIX CPEACTB, HaxodawmMxca B obpauweHun,



nokasartenam Kayectsa, 3¢ eKTUBHOCTM M 6e30NacHOCTU, YCTAHOB/IEHHbIM B COOTBETCTBUM C HAaCTOALLIMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHUt K cobnoaeHnio cybbekTamm 06paLleHUs NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B
yacti 1 ctatbm 67.1 HacToAwero PegepanbHOro 3aKOHa, OrpaHNUYEHN, Hanaraemblx cTaTbAMM 67.1 1 67.2
HacToAwwero ®eaepasbHOro 3aKOHa;

2) cobniogeHne  ANUEH3MOHHBLIX  TPeboBaHWM K ocywecTBiaeHuio  dapmaLeBTUYECcKon
AeATenbHOCTY;

3) cobnopeHme TpeboBaHUIM K NpeaoCcTaBieHUI0 CybbeKTamm 0b6paLleHns NeKapcTBEHHbIX CPeacTB
MHPOPMALMKN O NIEKAPCTBEHHbIX CPEACTBAX WM (MAM) NeKapCTBEHHbIX MpenapaTtax, NpeaycMOTPEHHOM
ctatbAMM 9.1, 52.1 n 64 HacToAwero PeaepaibHOro 3aKOHa;

MpumeyvaHue.
C01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaeT cuny (3 ot 20.10.2022 N 405-D3).

4) cobnogeHne nNpeayCMOTPEHHbIX cTaTbelt 55.1 HacTosallero desnepanbHOro 3akoHa TpeboBaHWUi
K NpOBEeAEHUI0 SKCNEePUMEHTA MO OCYLLLECTBNEHWNIO PO3HUYHOM TOProB/IM IEKAPCTBEHHbIMM NpenapaTamm
AN MEeAMUMHCKOTO MPUMEHEHUs, OTMYCKaeMbiMM MO pPeuenTy Ha JeKapCTBEHHbIM npenapart,
AWCTaHLUMOHHbIM cnocobom.
(n. 4 BBegeH ®epepanbHbiM 3akoHOM oT 20.10.2022 N 405-93)

3. Mpu ocywectsneHnn deanepanbHOro rocyAapcTBEHHONO KOHTpoAaa (Haasopa) B cdepe
0bpalleHna NEeKapCTBEHHbIX CPeACTB MPOBOAATCA Chefylolme BUAbl KOHTPOJIbHbLIX (HaZ30pHbIX)
MepPONPUATUIAL

1) BOKyMeHTapHas NpoBepKa;

2) Bble3aHaA NPoBEPKa;

3) BbIBOPOUHbIA KOHTPO/Ib Ka4yecTBa;
4) KOHTPO/IbHAA 3aKYNKa;

5) MHCNEKUMOHHbIN BUSHUT;

6) HabnwogeHue 3a cobnogeHnem o6a3aTesbHbIX TpPeboBaHWI (MOHUTOPMHT 6e3onacHoCTH)
(dapmakroHagzop).

4. OpraHusaums v ocyluecTsieHne dpeaepasbHOro rocy[apCcTBEHHOIO KOHTPOAsA (Hagsopa) B cdhepe
obpallleHMA IeKapCcTBEHHbIX cpeacTs perynmpytotca PenepanbHbim 3akoHoM oT 31 utona 2020 roga N
248-®3 "O rocyfapcTBEHHOM KOHTpone (Hag3ope) M MyHUUMNAZbHOM KOHTpone B Poccuiickoit
depepaunn’.

5. BHennaHoBbIA BbIBOPOYHbIA KOHTPO/Ab KayecTBa MPOBOAMTCA B TOM 4YMC/AEe Ha OCHOBaHWUM
nporpaMmmbl MPOBEPOK.

6. Mn1aHOBbIM BbIGOPOYHBIN KOHTPO/Ib KAYeCcTBa He MPOBOAMUTCS.

7. Mo pe3ynbTatam BbIBOPOUHOr0 KOHTPOAA KauecTBa HapAAY C peLleHUAmMM, NpeasyCMOTPEHHbIMM
depnepanbHbim 3aKkoHOM oT 31 nionsa 2020 roga N 248-93 "O rocyaapCcTBEHHOM KOHTpoae (Haasope) u
MYHUUMNANbHOM KOHTposie B Poccuinickon Pepepaumn’, deaepanbHbiMM OpraHamu UCNOHUTENbHOM
BNACTWU, YMNOJHOMOYEHHbIMM Ha OCyLLECTB/eHMEe BbIOOPOYHOrO KOHTPO/A KayecTBa, MPUHUMAIOTCA
cnepyloume peleHua:



1) (0} ,D,aﬂbHEVILUEM rpaxKgaHCKom 060p0Te cepun, napTmn COOTBETCTBYHOLWLENO NNEKAPCTBEHHOIO
cpeAactBa B Cydae noAarsepXAaeHnA no pesysibTatamM nNpoBeaeHHbIX WCMbITaHUI COOTBETCTBUS KayecTBa
JNIeKapCTBEHHOrIO cpeacrTtsa YCTaHOB/IEHHbIM TpE6OBaHMﬂM;

2) 06 M3BATUM M3 rpaxkaaHckoro obopoTta cepuu, MapTUU COOTBETCTBYIOLWLErO /IeKapCTBEHHOMO
CpeficTBa B C/y4ae BbIABAEHWA MO pes3y/ibTaTaM MpoBeAeHHbIX UCMbITaHWN HECOOTBETCTBUA KayecTsa
IeKapCTBEHHOrO CPeACcTBa YCTaHOBAEHHbIM TPeboBaHUAM;

3) o nepeBoAde /IEKAapPCTBEHHOrO CPe/ACcTBa Ha MOCEePUiiHbIA BbIBOPOUYHbIN KOHTPO/b KayecTBa
NeKapcTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIAB/AEHMS HECOOTBETCTBUA KauyecTBa JIEKaPCTBEHHOro
CpeacTBa yCcTaHOBAEHHbIM TpeboBaHMAM M (Npu HeobxoAMmMoCcTM) O NpoBepKe cybbekTa obpalieHus
NeKapcTBEHHbIX cpeacTB. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUIAHOTO BbIBOPOUYHOTO KOHTPOAA,
ON/IauMBalOTCA NPOU3BOAMTENIEM JIEKAPCTBEHHOIO cpeactsa /Mbo aepkaTeNieM WAM BNAAE/bLEM
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOTO Npenapara.

8. depepanbHbI rOCYAaPCTBEHHBIN NULEH3NOHHbBIA KOHTPO/Ib AEATENbHOCTM MO MPOM3BOACTBY
NIeKapCTBEHHbIX CPEeACTB OCYLLECTBAAETCA B COOTBETCTBMM C 33aKOHOZATENbCTBOM Poccuiickoi
depepauun.

Crartba 9.1. Mporpamma npoBepoK
(sBepeHa depepanbHbiMm 3akoHOM 0T 11.06.2021 N 170-93)

1. B uenax opraHun3saumm BbIBOPOHHOrO KOHTPOIA KauecTBa JIeKapCTBEHHbIX cpeacTs dopmmpyeTcs
nporpamma npoBepoK.

2. Ona ueneit peannsaumm Nporpammbl NPOBEPOK MPOU3BOAUTENN NIEKAPCTBEHHbIX CPEACTB U
OpraHu3auMW, OCYLLeCTBAAlOWME BBO3 JIEKAPCTBEHHbIX cpeacts B Poccuiickyto  depepauutio,
NPefoCTaBAAOT B OTHOLIEHWMM JIeKAPCTBEHHbIX CPEACTB A1A  MEeAMUMHCKOTO MNPUMEHEHUA B
YNONHOMOYEHHbIN ¢deaepanbHblt OpraH WCNONHUTENbHOM BAACTM, OCYLLECTBAAOWMNA PYHKUMM NO
KOHTPOMO W Hagsopy B chepe 34paBOOXPAHEHMA, B OTHOWEHMM NEKAPCTBEHHbLIX CPeAcTB A/a
BETEPUHAPHOIO MPUMEHEHMA B YMOJHOMOYEHHbIM ¢denepasnbHbli OpraH WMCNOAHUTENbHOW BAACTH,
OCYLLECTBAAOWMIA GYHKLUM NO KOHTPOAIO U Haa30py B chepe obpalleHns neKapCcTBEHHbIX CPeacTB As
BETEPUHAPHOIO NPUMEHEHUA, CBEAEHMA O CepUaX, NapTUAX SIEKaPCTBEHHbIX CPEeACTB, NMOCTyMNaloLmX B
rpaxkaaHckmn obopoT B Poccuiickon Pepepaumm, B nopagKe, coctaBe M obbeme, YCTaHOBJ/IEHHbIX
yKasaHHbIMK deaepasnbHbIMU OpraHamu UCMONHUTENbHOM BIAaCTU B OTHOLLEHWWN 1EKAaPCTBEHHbIX CPeACTB
ONA  MEeOMUMHCKOTO NPUMEHEHUA M B OTHOLIEHWW NEKapPCTBEHHbIX CPeACTB ANA BeTePUHAPHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. MNporpamma nposepok GOpMUpPYeTCA Ha KasleHZapHbIM rog B cpok o 30 aekabpsa roga,
npeaLecTByOLWEro roay nposeaeHUs BbIBOPOYHOro KOHTPOASA.

4. B cny4yae HacTynaeHua cobbITUi, yKasaHHbIX B noanyHKTax "6" 1 "B" nyHKTa 2 yactu 6 HacToALLel
cTaTbu, peaepanbHbIM OPraHOM MUCMOHUTENbHOM BAACTW, OCYLLECTBAAOWMM GYHKLMM NO KOHTPOIO U
Hagsopy B cdepe 34paBooxpaHeHus, deaepanbHbIM  OPraHOM  WCMOAHWUTENBHOW  BAAcTy,
OCYLLECTBAAOLWMM GYHKLMM NO KOHTPOIIO M Hag3opy B chepe obpalleHMa NeKapCTBEHHbIX CPeacTB AA
BETEPUHAPHOrO MPUMEHEHUS, NPU HEoBXOAMMOCTM BHOCATCA COOTBETCTBYIOLLME M3MEHEHUA B
nporpammy NpPoOBEPOK.

5. B nporpammy npoBepoOK MOTYT BK/IOYATbCA MEPOMNPUATUS C Y4ETOM HApyLUEHWI, BbIB/IEHHbIX B
PaMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPOMNPUATUIA 33 NPeabIAYLLMIA KaneH4APHbIV roa,

6. Mporpamma NpoBEPOK COAEPHKUT:

1) nepeyeHb NeKapCTBEHHbIX CPeACTB, OTOOP 06Pa3LLOB KOTOPbIX BYAET OCYLLECTBAATLCA B PaMKax
BbIBOPOYHOrO KOHTPOA, GOPMUPYEMBIIA C YHETOM Pe3y/bTaToB rocyAapCTBEHHOrO KOHTpoAA (Haa3opa)



B chepe 06palleHNn NeKapCTBEHHbIX CPEeACTB 3a KaneH4apHbIN rod, NpeAllecTByoWmMi roay nposeaeHus
BbIBOPOYHOro KOHTPONS;

2) yKkasaHMe Ha cobbITWe, HaCTynjaeHWe KOTOPOro SIBAAETCA OCHOBAaHMEM AN OCYLEeCTBIAeHMUsA
BbIOOPOYHOTO KOHTPOASA:

a) nonyyeHne cBeAeHUI, NpeacTaBAAeMbIX B COCTaBe U 06beme, yCTaHOB/EHHbIX deaepanbHbim
OpPraHOM WCMOJIHUTENIbHOM BAACTU, OCYWECTBAAOWMM (YHKLMM MO KOHTPOMO WM Haa3opy B coepe
34paBOOXpaHeHUs, dpedepanbHbIM OPraHOM MUCMOHUTENbHOM BNACTM, OCYLLECTBAAIOWMM GYHKLMM MO
KOHTPOJII0 M Haa30py B cdhepe obpalleHUsA NeKapCTBEHHbIX CPeACTB AN1A BETEPUHAPHOIO NPUMEHEHUS, O
cepusx, MapTUAX JIeKApCTBEHHbIX CPEeACTB, MOCTyNaloWMX B rpaxKgaHckuin obopoT B Poccuiickoit
denepaumn, YKasaHHbIX B MNyHKTe 1 HaAcToAWeM YacTh, OpraHM3aUMsAMM, OCYLLECTBASIOLLMMMU
NPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB B Poccuiickoi denepaumm 1 BBO3 /IEKAapPCTBEHHbIX CPEACTB B
Poccuiickyto degepaumio;

6) nonyyeHme noctynatowei B nopsaaKe, yCTaHOBNEHHOM cTaTbel 64 HacToswero ®eaepanbHoro
3aKOHa, VIHd)OpMaLI,VIVI 0 Nob60oYHbIX AeﬁCTBMﬂX, HeXenaTeNbHbIX peakyunax, cepbe3HblX HeXenlaTe/lbHbIX
peakuuax, HenpeaBUAEHHbIX HeXenaTeNbHbIX peakumax Nnpu NnpuMeHeHnn eKapCcTBEHHbIX NpenapaTos,
06 MHAMBMAYaNbHOW HEMEPEHOCUMOCTU, OTCYTCTBUN 3PPEKTUBHOCTU IEKAPCTBEHHbIX MPEnapartos, a
TakKe 06 MHbIX paKTax U 0B6CTOATENLCTBAX, NPEACTABAAIOLWMX YIPO3Y KMU3HU AN 340POBLIO Ye/0BEKA
NGO KMBOTHOTO MNPU MPUMEHEHUN NEKAPCTBEHHbLIX MPenapaToB M BbIABMEHHbIX Ha BCex 3Tanax
obpalleHuMa NekapcTBEHHbIX NpenapaTtoB B Poccuinckon ®egepaumm n Apyrux rocygapcraax;

B) mosiydyeHne B cooTBeTcTBMM ¢ DeaepanbHbiM 3akoHOM oT 31 utona 2020 roga N 248-93 "O
rocygapcTBEHHOM KOHTpone (Hagsope) M MyHMUMNANbHOM KOHTposie B Poccuiickon depepaumn”
CBElEHUA O MPUYMHEHUM Bpeda UAKN 06 yrpose NPUYMHEHUA Bpeaa KU3HM, 340POBbI0 rpaykaaH MM
YKUBOTHbIX.

CrtaTtba 9.2. FlocypapcTBeHHbIA KOHTPOJb (HaA30p) 3a peanunsauueii opraHamu UCMNOJIHUTEIbHOWM
BnacTu cybbekToB Poccuiickoil deaepaumm nonHomoumnii B chepe obpalueHUs neKapcTBeHHbIX CpeacTs
ANA MeAULUHCKOro NpUMeHeHuns

(sBegeHa degepanbHbim 3akoHOM oT 11.06.2021 N 170-93)

1. TocyAapcTBEHHbIM KOHTPO/b (HaA30p) 33 peanusaumeint opraHamMu WCNOJIHUTE/NbHOM BAACTU
cybbektoB Poccuiickon depepaumm nosHomounn B chepe obpalleHUs NeKapCcTBEHHbIX CPeAcTB As
MEANUMHCKOTO MNPUMEHEHUA OCYLLECTBAAETCA YMNOJHOMOYEHHbIM [lpaBuUTenbcTBOM Poccuiickol
denepauyn opraHom UCNOJIHUTEIbHOM BAACTM.

2. TlpeameTom rocyAapcCTBEHHOTO  KOHTposis (Hag3opa) 3a  peanvsauven  opraHamu
WCNONIHUTENbHON BNacTn cybbekTtoB Poccuitickolt depepaumm nonHomoumin B chepe obpalleHun
JIEKAPCTBEHHbIX CPEACTB AN MEAUUMHCKOTO NPUMEHEHUs ABAAeTcA cobtoaeHme ynosHOMOYEHHbIMM
OopraHamu MUCNONHUTENBbHOW BRacTM CcybbekToB Poccuitickoit depepaumm MeTOAMKW YCTAHOB/IEHUS
npesesbHbIX Pa3smMepoB ONTOBbIX HAAOaBOK WM npefesibHbIX PaA3MepPOB PO3HUYHbLIX HaA0aBOK K
$aKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBAEHHbBIM NPOU3BOAMUTENSMWN IEKAPCTBEHHbIX NpenapaTos, Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpevyeHb MU3HEHHO HeOoBXOAMMbBIX W  BaAXKHEMLIMX
JIeKapCTBEHHbIX NpenapaTos.

3. Mpu oCywecTBNeHNN TOCYAaPCTBEHHOIO KOHTPOAA (Haa3opa) 3a peanusaumen opraHamu
NCNOSIHUTENbHON BNacTn cybbektoB Poccuitckolt Pepepaumm nonHomoumin B chepe obpalueHun
NeKapCTBEHHbIX CPEACTB A1 MeAMLMHCKOro NPUMEHEHUs NPOBOAATCS CeAyloLLme BUAbI MePONPUATUIA:

1) LOKYMEHTapHble NPOBEPKMY;

2) Bble3aHble MPOBEPKMU.



4. OpraHusauma M OCyLLecTB/eHME TOCYLAPCTBEHHOrO KOHTpOAs (Haz3opa) 3a peanuvsaumeit
opraHamu MCMOJSIHUTENbHOM Bnactu cybbekToB Poccuitickon @Pepepaumm noaHomounii B chepe
06paLLeHMA NEKAPCTBEHHbIX CPEACTB A1 MeOULMHCKOro NpumeHeHus peryaupytotca degepanbHbim
3aKOHOM OT 6 oKTA6pa 1999 roga N 184-®3 "O6 0bwmx NpUHLUMNAX OpraHM3auMmn 3aKOHOAATE/bHbIX
(npeacTaBUTENbHBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BAacTu cybbekToB Poccuiickoit
depepaunn’.

5. TMMonoxeHue O TrocyAapCTBEHHOM KOHTpoJsie (Hagsope) 3a peanusauuen opraHamu
WCNONIHUTENbHON BRacTn cybbektoB Poccuitickolt depepaumm nonHomoumin B chepe obpalieHus
NIeKAPCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NpUMeHeHua yTeepaaeTca MNpasutenbcTBom Poccuinckoi
depepaunn.

Ctatba 9.3. PermoHanbHblii rocyaapcTBeHHbIA KOHTPO/b (Haa3op) 3a npMmeHeHMeM LieH Ha
JIeKapCTBeHHble NnpenapaTbl, BKAOYEHHble B MepevyeHb YXU3HEHHO Heob6Xo4MMbIX U BarKHeMnLWux
JIeKapCTBeHHbIX NpenapaTos

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

1. PernoHanbHbIN rocy4apCcTBEHHbIN KOHTPOb (Haa30p) 3@ NPUMEHEHMEM LIEH HA /IeKAapPCTBEHHbIE
npenapatbl, BK/IOYEHHble B MNepeyeHb XKU3HEHHO HeobXOAMMbBIX W BarKHEMLWMX JIeKapCTBEHHbIX
npenapaToB, OCYLLECTB/AETCA OPraHOM WCMOJIHUTE/IbHOM BAacTu cybbeKkta Poccuitckon depepaumu,
YNO/IHOMOYEHHbIM BbICLUIMM WUCMOJIHUTE/IbHbIM OPraHOM FoCcyAapCTBEHHOM B/IaCTU cybbeKTa Poccuinckom
depepauun.

2. MpegmeToM PermoHasibHOro rocyAapCcTBEHHOIO KOHTPO/IA (HaZ30pa) 32 NpUMEHEHWEM LEH Ha
JIeKapCTBEHHble MpenapaTbl, BK/IOYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BaKHEMLIUX
NeKapcTBEHHbIX MpenapatoB, ABAAETCA  Cob/l0AeHWe  OpraHM3auMAaMM  ONTOBOW  TOProBAM
NeKapcTBEHHbIMM CPEACTBaMM, aNTEYHbIMW OPraHN3aLMAMM, MHAMBUAYANbHBIMM NPeANPUHUMATENAMM,
UMEIOWMUMM  IMLEH3UIO Ha (GapMaLEeBTUYECKYIO [AeATeNbHOCTb, MEAUUMHCKUMU OpraHu3aumamm,
MUMEIOLWUMM NMLEH3NI0 HA GapMaL,EBTUYECKYIO AEATENbHOCTb, U MX 060C0BNEHHBIMU NOAPA3AENEHUAMM
(ambynatopuamu,  denbawepckumm U GenbOWEePCKO-aKYWEPCKUMM  MYHKTaMK,  LEHTpamu
(oTaeneHnamu) obuen BpayebHOM (CeMENHOM) NPAKTUKK), PACNONOKEHHbLIMU B CE/IbCKMX HaceNeHHbIX
NYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraH1M3aumn, Npu peanmsaummn NekapcTBEHHbIX NpenapaTos
TpeboBaHMIN K MPUMEHEHUIO LIeH, YPOBEHb KOTOPbIX HE A0/KEH MNPEBbIWaTb CyMmmy QaKTUYecKoi
OTNYCKHOM LEeHbl, YCTAHOB/NEHHOW MNPOM3BOAUTENEM JIEKAPCTBEHHbLIX MNPENapaToB, M KOTOpble He
NPeBbIWAoT 3aPermMcTPUPOBaHHbIX NPeAebHbIX OTNYCKHbIX LEH, M Pa3MepoB ONTOBbIX HaA6aBoOK U (1K)
pa3smepoB PO3HUYHbIX HaAbaBOK, HE NMPEBbIAOLLMX COOTBETCTBEHHO PAa3MepPOB MPeAesbHbIX ONTOBbIX
HafbaBoK M (MK) pasmepoB NpeaesbHbIX PO3HUYHbIX HaA0aBOK, YCTaHOBNEHHbIX B Cy6beKTe Poccuiickol
depepaunn.

3. OpraHuMsaums M OCyWecTBNEeHNEe PEermoHanbHOro rocyfapcTBEHHOro KOHTposA (Hagsopa) 3a
npnmeHeHMem LeH Ha NeKapCTBeHHbIe npenapaTbl, BKAKOYEHHbIE B NepevyeHb XU3HEHHO HGO6XO,CI,MMbIX
N BaKHEMLWMX NIeKapCTBEHHbIX NpenapaTos, peryanpytotcs degepanbHbiM 3akoHom oT 31 utona 2020
roga N 248-®3 "O rocyaapcTBEHHOM KOHTpo/e (Haa3ope) U MyHMUMMNaNbHOM KOHTpoae B Poccuiickoit
depepaunn’.

4. MonoKeHne o permoHaibHOM rocy4apcTBEHHOM KOHTpoe (Haa30pe) 3a NPUMEHEHUEM LIEH Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KU3HEHHO HeobBXOAUMbIX W BarKHEWLWUX
NleKapCcTBEHHbIX MpPenapaToB, YTBEPKAAETCA BbICIUIMM WMCMNONHWUTEbHBIM OPraHOM rOCYAapPCTBEHHOM
BAacTn cybbeKkTa Poccuiickoii ®eaepaunn.

Cratba 9.4. depepanbHbli roCcyfapPCTBEHHbIA JIMLEH3UOHHBIN KOHTPO/Ib AeATeNbHOCTU No
NPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB
(sBegeHa depepanbHbim 3akoHoM oT 11.06.2021 N 170-93)



1. degepanbHbIii rOCYAaPCTBEHHbIA IMLEH3MOHHbIA KOHTPOAb AEeATeAbHOCTU MO MPOWU3BOACTBY
NeKapcTBeHHbIX CPeacTB ocyulectBaseTca deaepanbHbIMU - OpraHaMyM  UCMOAHWUTENBHOW  BAACTMH,
ynoaHomoYeHHbIMK MpaBuTenbcteom Poccuiickoit Peaepaumn.

2. ®epepanbHbIA FOCYAAPCTBEHHDBIN IMLEH3UOHHbIA KOHTPOAb AEATEeNbHOCTM MO MPOU3BOACTBY
JNIeKapCTBEHHbIX CPeACTB OCYLLECTBAAETCA B COOTBETCTBMU ¢ PeaepanbHbiM 3akoHOM OT 4 maa 2011 roaga
N 99-®3 "O nnueH3npoBaHMKN OTAENbHbIX BUAOB AesaTenbHocTu" n ®egepanbHbim 3aKkoHOM OT 31 utons
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpone (Hagsope) M MyHULMMANbHOM KOHTpo/e B
Poccuitickoit depepaumnmn”. B pamKax denepanbHOro rocygapcTBEHHONO JIMLEH3MOHHOIO KOHTPOAA
OEeATEeNbHOCTM MO NPOM3BOACTBY NEKAPCTBEHHbIX CPEACTB MJ/IaHOBble KOHTPOJ/bHble (Hag30pHble)
MEpPONPUATUSA HE NPOBOAATCA, MPU 3TOM NPOBOAUTCA NepuoanYeckoe NOATBEPKAEHWE COOTBETCTBUA
JNINLEH3NATOB INLEH3NOHHbIM TpeboBaHUAM B COOTBETCTBUM ¢ PeaepanbHbIM 3aKoHOM OT 4 masa 2011
roga N 99-®3 "O nmueH3MpoBaHUN OTAENbHbIX BUAOB AesATeNbHOCTM" .

Fnasa 5. PASPABOTKA, AOK/TIMHUYECKUE NCCNEAOBAHUA
NEKAPCTBEHHDbIX CPEACTB, A TAKKE KTMHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHDbIX MPEMNAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa 1eKapCTBEHHbIX CPeacTB

1. Pa3paboTKka /IeKapCTBEHHbIX CPEACTB BK/OYaeT B cebA MOUCK HOBbIX ¢$apMaKonorMyecku
aKTUBHbIX BELWECTB, Mocaeaylollee M3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOKJAWHUYECKUE
nccneaoBaHuA, pPa3paboTKy TEXHOMOrM npomsBoacTBa $GapmaleBTUYECKMX CybcTaHUM, pa3paboTky
COCTaBOB M TEXHOJIOTUIA NPOMN3BOACTBA IEKAPCTBEHHbIX NPENapaTos.

2. duHaHcoBOE obecneyeHre pPa3paboTKM IEKAPCTBEHHbIX CPEACTB OCYLLECTB/IAETCA 33 CYET:
1) cpeacTts denepanbHoro broaxeTa;
2) cpeacTB pa3paboTUMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeacts npousBoAMTENEN  NIEKAPCTBEHHbLIX  CPeacTB NPV BbINOJHEHWW  HAy4HO-
nccnefoBaTeNbCkMx paboT Mo  A0roBopy MeXAy pPa3paboTyMKOM /IeKAapCTBEHHbLIX CPeACTB M
NPOW3BOAMTENEM JIEKAPCTBEHHbIX CPEACTB;

4) VHbIX He 3anpeLyeHHbIX 3aKoHo4aTeNbCTBOM Poccuiickolt deaepaLlmm UCTOYHMKOB.

3. MNpaBa pa3paboTuMKa  NEKAPCTBEHHOTO  CPEACTBA  OXPAHAOTCA  IPaKAAHCKUM
3aKOHOAATEIbCTBOM.

Cratba 11. JoKnnHuuyeckoe wuccnepoBaHUe NEKAPCTBEHHOro cpeactsa ANA MeAULMUHCKOro
npumMmeHeHunA

1. [okAMHMYeCKoe UCCefoBaHWE JIeKAPCTBEHHOrO CpeacTBa AN MeSULMHCKOrO NMpUMeEHEeHUs
NPoBOAMTCA MNyTEM MPUMEHEHUSA HayyHbIX METOAOB OLEHOK B LEnsX MoAy4YeHUs [O0Ka3aTenbCTs
6e30nacHOCTH, KavyecTBa U 3PpPEeKTUBHOCTU IEKAPCTBEHHOIO CPEACTBa.

2. JOKAMHWYecKoe UccnefoBaHUE SIeKapCTBEHHOro CpeacTBa A MeAMLMHCKOro NpumMeHeHus
NnpoBOANTCA B COOTBETCTBUM C NpPaBMNAMM Hagfexalien nabopaTopHOM MPaAKTUKK, YTBEPHKAEHHbLIMU
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.

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

3. [na opraHmsaumm n nposeaeHnAa LOKJANHUYECKOTO NCCIef0BaHMA NeKapCTBEHHOIO cpeacTBa AN
MeaNLUUNHCKOIro npumeHeHuA pa3pa6OT‘-WIKVI NeKapCTBEHHbLIX CPeACTB MOryT nNpuB/EKaTb Hay4YHO-
nccnegosatenibCknue opraHmM3auuu, O6pa3OBaTe}'IbeIe OpraHnsauunun BbiCllero O6pa3OBaHMﬂ, nmewume



HeobXoAMMYI0  MaTepuanbHO-TEXHUYECKYlD 6a3sy M KBaAMOUUMPOBAHHbLIX  CNEunannctoB B
COOTBETCTBYOLLEN 061aCTN UCCNenoBaHUA.
(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JOKNMHMYeCcKoe uccefoBaHME JIEKapCTBEHHOro CpeacTsa A8 MeAMUMHCKOro NpUMeHeHus
NPoBOAMTCA MO YTBEPXKAEHHOMY pPa3paboTYMKOM JIEKAapCTBEHHOrO CPeAcTBa MJaHy C BegeHuem
NPOTOKO/1Ia 3TOTO0 WUCCNEAO0BaHMA M COCTaB/IeHMEM OTYETa, B KOTOPOM COAepXKaTcA pesy/ibTaTbl 3TOro
NCCNnegoBaHUA M 3aK/JOYEHME O  BO3MOXHOCTM  MPOBEAEHWMA  KIMHMYECKOTo  UCC/ef0BaHus
NleKapcTBEHHOTO NpenapaTa Ans MeanUMHCKOTo NPUMEHEHMUA.

5. MMpoBeaeHMe npoBepoK cobaloaeHUs NpaBuA Hagfexallelr nNabopaTopHOW NPaKTUKK ©
NPaBOBbIX HOPM WCMNO/Ib30BaHUA XMBOTHbLIX MPU NPOBEAEHUN AOKAMHUYECKUX MCCNed0BaHUM
NIeKapCTBEHHbIX CPeACTB AN MEeAMULMHCKOTO MPUMMEHEHMS OCYLLEeCTBAAETCA  YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU.

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

6. Pe3ynbTaTbl AOKAMHUYECKOrO UCCAeAO0BaHMA NeKapCTBEHHOro CpeAcTBa ANs MeAMLMHCKOro
NPUMEHEHUS MOTYT ObITb NpPeacTaBAeHbl B YNOJHOMOYEHHbIN deaepanbHbli OpraH UCNOJTHUTE/IbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENSAX rOCyAapCTBEHHOW perncTpaLmm 1eKapcTBeHHOro npenapara.

Cratba 12. [OKAMHMYECKOE MUCC/efoBaHME NEeKAapCTBEHHOrO CPeacTBa M KAMHMYEcKoe
uccnepoBaHMe NeKapCcTBEHHOro Npenaparta A1a BeTepMHapHOro NnpumMmeHeHus

1. [loKnnHMYecKkoe mccnenoBaHue NeKapCTBEHHOro cpeactea A/14 BETEPUHAPHOINO NpMMeHeHUA
nposoamuTCA nytem MNpuMMeHeHUA Hay4YHbIX METOAO0B OUEHOK B UenAxXx nosiydeHMA [AO0Ka3aTeNnbCTB
6630I’IaCHOCTM, KayecTtBa n 3¢¢EKTMBHOCTM NNEKapCTBEHHOrO CpeacrTtBa, B TOM 4Yuciae onpeaeneHna Cpoka
€ro BbiBegeHUA U3 OpraHnM3ma XMBOTHOIO, B LLeNAX obecneyeHuns 6esonacHocTH npoAayKunn XnMBOoTHOro
npounucxoxageHmna nocne npuMeHeHNA COOTBETCTBYHOLWLENO /1IEKAPCTBEHHOIO Npenaparta.

2. [JOK/AMHMYeCcKoe uccnefoBaHWe J/IeKApCTBEHHOro CPeAcTBa M KAMHMYECKOe ucciegoBaHue
NeKapcTBEHHOrO NpenapaTta ANs BeTEePUHAPHOro MPUMEHEHUs, ucciegoBaHMe GUO3KBMBANEHTHOCTM
YKa3aHHOro JIeKapCcTBEHHOro npenapaTta NpPoBOAATCA B COOTBETCTBMM C MPABWUAAMM, YTBEPKAEHHbIMU
YNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOW BAACTY.

3. [OKAMHWMYEcKoe WcCnefoBaHME JIeKAapCTBEHHOro CPeAcTBa M KAMHMYECKOEe WccnefoBaHue
NIeKapCcTBEHHOro npenapata A8 BeTepMHapPHOro MPUMEHEHUA MNPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTYNKOM NEKAPCTBEHHOrO CPeACTBA NJaHy C BeAeHMEM NPOTOKO/IOB 3TUX MCCAeL0BaHWUIA M
COCTaBNEHMEM OTYETOB, B KOTOPbIX COAEPIKATCA Pe3yAbTaTbl 3STUX UCCAEA0BAHMUINA.

4. na opraHMsaumm 1 nposegeHuA AOKJANHUYECKOro Uccaef0BaHMNA IeKapCTBEHHOMo cpeacTsBa U
KIMHNYECKOTo MnccnegoBaHnA NeKapCTBEHHONoO npenapata  ANA BEeTePUHAPHOro nNpuMMeEHeEHUA
pa3pa60TqMK NNEeKapCTBEHHOIo Cpencrtea MOXET NpPuB/EKATb OpraHM3auunun, nmerwwmne Heo6xop,mmy+0
MaTepnanbHO-TEXHUYECKYIO 6a3y n KBa/'IMd)VILI,MpOBaHHbIX cneunanncTtos B COOTBeTCTBYPOUJ,eﬁ obnactu
nccnengoBaHuA.

5. KnnHunyeckmne mnccnepoBaHMA NeKapCTBEHHbIX NpenapaTtos 414 BeTepMHAPHOro npumeHeHuA
npoBoaATCA B BETEPUMHAPHbLIX OpPraHn3daumAax M B OpPraHM3auuAax, OcCylwecTBaAWKMX pa3BeneHue,
BblpalWlMBaHne n cogepxaHme XXNBOTHbIX, B LLEeNAX:

1) YCTAaHOB/IEHMA NEPEHOCUMOCTU NNEKAPCTBEHHDbIX NPENapaToB 340P0BbIMU XKNUBOTHbIMU;

2) no,u,60pa ONTUMa/IbHbIX A03MPOBOK JIEKAPCTBEHHbLIX MNPENapaTtoB U KypcCa /e4YeHUA Ha
KOHerTHOﬁ rpynne XXunBoOTHbIX C onpeaeneHHbIMm 3a6oneBaHmeM;

3) yctaHoBAEHMA 6€30NacHOCTM U 3P PEKTUBHOCTM IeKaPCTBEHHOrO Npenapara, NpegHa3HauyeHHoro
ANA NevyeHnn onpeaeneHHbix 3a601eBaHN X KUBOTHbIX, AN 3GPEKTUBHOCTM IeKaPCTBEHHOrO Npenapara



AnA NpodMAaKkTMKM 3ab60neBaHNM 340P0OBbIX XKUBOTHbIX;

4) n3y4eHUss BO3MOXKHOCTEN paclIMPEHUsA MOKa3aHWM K NPUMEHEHUIO 3apPerncTpUpoBaHHOro
JIEKAapPCTBEHHOrO Nnpenapara U BbisiBeHUA paHee HeU3BEeCTHbIX MOBOYHbIX AEeCTBUN.

6. KAMHMueckoe uccnefoBaHWe NeKapCTBEHHOro npenapaTta ANs BeTepuHapHOro npumeHeHun
OCYLLECTBNIAETCA 3@ CYET CPeACTB pa3paboTumKa 1eKapCTBEHHOro CpeacTBa.

7. OTt4yeTbl © pe3ynbrtatax AOKAMHUYECKOro wuccneaoBaHMA NEKapCTBEHHOrNo cpeacrea wu
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOroO npenaparta  A4NaAa BETEPUHAPHOrro npuMeEHEHUA
COCTaBNAKOTCA pa3pa6OT‘-IMKOM NNEKAPCTBEHHOIo CpeacrBa C y4yeTom 3aK/0YEHUI 0p|'aHM3aLl,Mﬁ,
NPUHUMABLWINX y4aCTue B OpraHn3aumm n nposegeHmm aTnux MCCﬂe,D,OBaHMVI.

8. KoHTposnb 3a npoBeAeHUMEM AOKANMHUYECKUX WCCNeAOBAHUMA NEKAPCTBEHHbIX CPeacTB W
KNAMHUYECKMX  UCCNEA0BaHMMA  IEKAapCTBEHHbIX MpPenapaToB  AAA  BEeTEPUMHApPHOrO  MPUMEHEHMUA
OCYLLECTBAAETCA YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENBHOM BNACTMU.

naea 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPAL MU
NEKAPCTBEHHbIX NMPEMAPATOB

Crartba 13. locypapcTBeHHaa perncrpauma 1eKapcTBeHHbIX NpenapaTtos
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

MpumeyvaHue.

Jonyckaetca npumMeHeHWe B MEAULMHCKUX LeNax He 3aperncTpupoBaHHbIX B PP neKapcTBEHHbIX
npenapaToBs, COAEPKALLUX HAPKOTUYECKME CPeacTBa UM NCUXOTPONHbIE BELLECTBA, BBE3EHHbIX B PO
B COOTBETCTBUM C Y. 3.1 cT. 47 AaHHOro AokymeHTa (n. 8 cT. 3 ®3 ot 27.12.2019 N 475-93).

1. B Poccuiickon Pegepaunmn AoNycKaoTCcA NPOM3BOACTBO, M3rOTOBAEHWNE, XPAaHEHME, NEPEBO3Ka,
BBO3 B Poccuitckyto ®epepaumio, BbiBO3 M3 Poccuitickoin depepaumnm, peknama, OTNyCK, peannsaums,
nepenayva, NpUMeHeHue, YHUUTOXKEHUEe JIeKapCTBEHHbIX MpenapatoB, eCAM OHU 3aperncTtpupoBaHbl
COOTBETCTBYOLUM YNOJHOMOYEHHbIM PpefepanbHbiM OPraHOM UCNOIHUTEIbHOM BIACTU.
(yacTb 1 B peq. depepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. focypapcTBEHHOM perncTpaumm noanesar:

1) Bce nekapcTBeHHblE MpenapaTbl, BNepBble noasexalime BBoAy B obpallieHue B PoccuiicKoi
depepauny;

2) NneKkapcTBeHHble NpenapaTtbl, 3apPerncTpUpoBaHHble PaHee, HO MNPOU3BEAEHHbIE B APYruX
JNleKapcTBeHHbIX popmax B COOTBETCTBMU C NepeyHem HauMeHOBAHWIA IeKapCcTBEHHbIX GOpM, B HOBOW
[03UPOBKeE NP A0Ka3aTeNbCTBE ee KIMHUYECKOM 3HaUMMOCTU 1 3P PEKTUBHOCTH;

3) HoBble KOMBMHALMM 3aPErMCTPUMPOBAHHbIX PaHEE JIeKAaPCTBEHHbIX NPenapaTos.

3. TocyaapcTBeHHAA PerncTpaumsa NeKapCTBEHHbIX NPenapaToB OCYLLECTBAAETCA NO pesy/ibTaTam
3KCMEepPTM3bl NIEKAPCTBEHHbIX CPEeACTB, a roCyAapcTBeHHaa peructpauusa opdaHHbIX NEeKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCMEePTM3bl AOKYMEHTOB, NpPeACcTaBAeHHbIX ANsA
onpeaeneHnsa BOSMOMKHOCTU PAacCMaTPUBATbL IEKAPCTBEHHbIN NpenapaT Ans MeAMLUMHCKOro NPUMEeHeHNn
NP1 OCYLLECTB/IEHUN FOCYAAPCTBEHHOW perncTpaumm B Kayectse opdpaHHOro 1EKAPCTBEHHOTO Npenapara,
M MO pe3ynbTaTaM 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB.

4, rOCV,ﬂ,apCTBEHHaﬂ perncrpaumna 1eKapCrBeHHOro npenaparta ocywecrBnAeTcA COOTBETCTBYHOLLMM
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNOJIHUTENbHOW BNACTU B CPOK, He I'IpEBbILIJBIOLLI,VIﬁ CTa
wecTtngecaTtun pa6oqu AHEVI CO AHA NPUHATMA COOTBETCTBYHOLLETO 3aABNEHUNA O I'OCV,CI,apCTBEHHOﬁ



perncTpauum NeKapcTBeHHOro npenapaTta. B yKasaHHbIA CPOK BKAtOYaeTcA Bpems, Heobxogmumoe and
NMOBTOPHOIO MPOBEAEHUA 3KCNEepPTM3bl NEKAPCTBEHHONO CPeAcTBa B COOTBETCTBMW CO cTaTbeit 25
HacToawero ®eaepanbHOro 3akoHa. CpoK rocyAapCTBEHHON perncTpauym NeKapcTBEHHOrO npenapaTta
NCYMCNAETCA CO [AHA MNPUHATUA COOTBETCTBYHOLMM YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHoOM
WUCNOJIHUTENbHON  BNACTU  COOTBETCTBYIOLLErO  33AB/IEHMA O  FOCYAAPCTBEHHOW  perMcrpauuu
NIeKapCTBEHHOIO Mpenapata C MPUIOKEHUEM HEOBXOAMMbIX LOKYMEHTOB NO AeHb BblAauu
PErncTpaLMoOHHOIO YAOCTOBEPEHUA JIEKApCTBEHHOro npenapaTta. Bpema, Heobxoammoe anA
HanpaB/ieHMA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOMHUTENBbHOM BAACTM 3anpoca o
npeacTaBAeHUM HEOBXOANMbIX MAaTEPUANOB 1 NPeaCcTaBAEHUA 3aaBUTEIeM OTBETA HA AaHHbIM 3anpoc B
coOTBeTCTBMM cO cTatbamu 16, 19 mn 23 Hactosawero deaepasbHOrO 3aKOHA, HE YYUTbIBAETCA Npu
NCYNCNEHMM CPOKA FOCYAaPCTBEHHOW PErncTpaLMm eKapCcTBEHHOrO Npenapara.

5. TocyAapCcTBEHHOW perucTpauumn He Nnoa/iexar:

MpumeyvaHue.
C01.03.2025 B8 n. 1 4. 5 cT. 13 BHOCATCA U3MmeHeHua (D3 o1 30.12.2021 N 463-D3).

1) neKapcTBeHHble MpenapaTthbl, U3roTOB/IEHHbIE anNTEYHbIMWU OPraHM3aUMAMKU, BETEPUHAPHLIMU
anTe4YHbIMWU OPraHU3aLMAMM, UHANBUAYANbHBLIMW NPEANPUHUMAETENAMM, KOTOPbIE UMEIOT INLEH3NIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, MO peuenTaM Ha JeKapCTBEHHble npenapaTtbl M TpeboBaHUAM
MeAMLMHCKUX OpraHM3aLmnii, BeTepuHapPHbIX OpraHM3aLuia;

2) NeKapcTBeHHble NpenapaTsl, NpMobpeTeHHble GU3NYECKUMM IMLLAMK 33 Npeaenamm Poccuiickoi
denepaumn 1 npegHasHaYeHHble A5 IMYHOTO UCNONb30BaHUS;

3) neKkapcTBeHHbIe NpenapaTbl, BBO3MMble B Poccuitckyio degepaumio AN 0KazaHWUA MEANLMHCKOM
MOMOLLM MO KU3HEHHbIM MOKAa3aHNAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUM paspeLleHus, BblAaHHOro
YMNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTE/IbHOM BAACTy;

4) nexkapcTBeHHble cpeacTsa, BBO3MMble B Poccuiickyio dedepaumio Ha OCHOBaHWWU BblAaHHOTO
YMNO/AHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOJTHUTE/IbHOM BAACTM paspeLleHns 1 npegHasHavyeHHble
ONA MPOBEAEHMA KAMHWYECKMX WCCAeA0BaHWUIA NIeKapCcTBEHHbIX npenapatos u (uau) nposeneHMs
3KCMepTM3bl  /IEKAPCTBEHHbIX CPEACTB AN OCYLLECTB/IEHUA  rOCYyAapCTBEHHON  permcrpauuu
NleKapCcTBEHHbIX NpenapaTos;

5) dapmaueBTUYecKme cybcTaHumK;

6) paguodapmaLeBTUYECKME NEeKapCTBEHHble npenapaTtbl, U3roTOBAEHHblE HEenocpeacTBEeHHO B
MeANLMNHCKUX OpraHM3aumax B nopaaKke, YCTaHOBJAEHHOM YNOJAHOMOYEHHbIM deaepanbHbiM OpraHOM
WCMOJIHUTE/IbHOM BNacCTy;

7) nekapcTBeHHbIe NPenapaThbl, NPOU3BOAMMbIE AJ1A SKCNopTa.
6. He ponyckaeTca rocyaapcTBeHHaa permcrpaumsa:

1) NEKAPCTBEHHDbIX MNMpPenapaTtoB, OT/INYAOWKMXCA Apyr OT Apyra Ka4dyeCtBeéHHbIM COCTaBOM
lEl,el\;ICTByIOLl.I,l/IX BelwecTts, Nnog OANHAKOBbIM TOProsbiM HaMMeEHOBaHNEM;

2) OAHOro fleKapcTBEHHOro npenapaTta, NPeAcTaBAeHHOro Ha rocyAapCTBEHHYIO PerncTpauumio B
OTHOLUEHMM OJHOro U TOTO e JepaTena WAW Bnafesbla PerncTpaumMoHHOro YA0CTOBEpPeHUA
NleKapCcTBEHHOro rnpenaparta B BuAe ABYX M 6o/iee NeKapCTBEHHbIX NPenapaTtoB Noj, Pas/iMyHbIMM
TOProBbIMM HAMMEHOBaHUAMM.

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

7. Mo 3anpocy (B 31eKTPOHHOW dopme MAM Ha BymaxkHOM HocuTene) cybbekTa obpauweHus



JIeKApPCTBEHHbIX  CPeACTB  COOTBETCTBYHOLMM  YMOJHOMOYEHHbIM  denepasbHbiM  OpraHom
WCMOIHUTENbHOM  BNACcTW, OCYLLECTBAAIOWMM  TOCYAAPCTBEHHYIO  PErncTpaumio  JIeKapcTBEHHbIX
npenapaTtos, B YCTAaHOBAEHHOM UM MOPAAKE OCYLLECTBASETCS HayYHOe KOHCYbTUPOBaHMe Mo BONPOCaM,
CBA3@HHbIM C NPOBEAEHMEM  AOK/NMHUYECKMX WUCCNeAOBaHWNA,  KAMHUYECKUX  UCCNenoBaHWUiA
JIeKapCTBEHHbIX MpenapaToB, 3KCNEpPTU3bl KayecTBa JIEKAPCTBEHHbIX Cpeacts, 3OOEeKTUBHOCTU W
6€30MacHOCTM, C OCYLLECTB/IEHMEM T[OCYAapPCTBEHHON pernctpaummM JIeKapcTBEeHHbIX MpenapaTtos.
KOHCY/IbTUPOBaHWE OCYLLECTBASETCA C MpuB/eYeHUeM denepanbHbIX roCyAapCTBEHHbIX 610OKEeTHbIX
yUYpeKAEeHUIM, NoaBefoOMCTBEHHbIX AaHHOMY denepanbHOMY OpraHy WCNOJHWUTENIbHOW BAAcTM U He
YYaCTBYIOLWMX B OpraHM3auMy NpoBefeHUs 3KCMEepPTM3bl KayecTBa JIEKAPCTBEHHbIX CPEeACTB B LENAX
OCYLLECTB/IEHNA WX TOCYAApPCTBEHHOW pPerucTpaumm B COOTBETCTBUM CO CTaTbei 16 HacToswero
denepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOM dopMe yNnoSAHOMOYEHHOTO defepanbHOro opraHa
WCNONHUTENbHOM BNACTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBUTeNs NaaTbl onpenenseTcA B
COOTBETCTBUMM C 3aKOHOAaTenbCTBOM Poccuitickont depepaumm 06 opraHusaumuM nNpesoctaBNeHUA
rOCYAapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHPopmauma 06  OCylecTBAEHMM  Hay4vyHOro
KOHCY/NIbTUPOBAHUA, B TOM YMCae CTaTbM, 0630pbl, CNPaBOYHble MaTepuanbl U MHaA MHPOpMauusa ob
OCYLLECTB/IEHNMN HAYYHOTO KOHCY/IbTUPOBAHWA, pasMeLLaeTcA Ha 0dULMaIbHOM calTe YNoAHOMOYEHHOTO
denepanbHOro opraHa MCNONHUTENbHOM Bnacth B cetn "MHTepHeT" ¢ cobnogeHMem orpaHuUYeHun,
YCTAQHOB/IEHHbIX  3aKOHOAATE/NIbCTBOM O  MEPCOHaNbHbIX  AAHHbIX, KOMMeEpPYecKohn u  (naum)
rocyaapcTBeHHOM TalHe.

8. TocypapcTBeHHAn pernctpaumsa JIeKapcTBEHHbIX MpenapaToB, KOTOpble npegHasHayeHbl A
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBMIA, 4pe3BblyalHbIX CUTyauui, npeaynpexaeHus
ypesBblYalHbIX CUTyaUMn, NPOPUIAKTUKN U NedyeHns 3aboseBaHuiA, NPeacTaBiAWMX ONACHOCTb AN
OKpY»Katowux, 3ab6oseBaHNN N NOPAXKEHUI, NONYYEHHbIX B pe3yabTaTe BO34ENCTBMA HEBNAronpUATHbIX
XMMUYECKNX, BUONOIMYECKUNX, PagMaLMOHHbBIX (aKTOPOB, M KoTopble paspaboTaHbl B TOM 4yucae Mo
3agaHnio peaepanbHbIX OPraHoOB WCMOJIHUTE/IbHOM B/IACTU, YMOJIHOMOYEHHbIX B 06/1aCTM OBOPOHDI
CTpaHbl M 6e30MacHOCTM FOCYAaPCTBA, A TAKXKeE JIEKAPCTBEHHbIX CPeACTB B CayyYae ux AedeKTypbl Uau
pPUCKa BO3HWKHOBEHWA aedeKTypbl B CBA3M C BBeAEHMEM B OTHowWweHMM Poccuitickoit Pepepaunm
OrPaHMYUTENbHBIX MepP 3KOHOMMYECKOTO XapaKTepa OCYLLEeCTBAAETCA B MNOpPsAAKe, YCTaHOBAEHHOM
Mpasutenbctsom Poccuiickon ®egepauymn.

(B pea. PenepanbHbix 3akoHoB oT 01.04.2020 N 98-d3, o1 08.03.2022 N 46-P3)

CraTba 14. MPUHLMNbI 3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTu3a IeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCA Ha MPUHLMMNAX 3aKOHHOCTU, cobatoaeHua
npae u“ cBo60A, YeNOBEKA M TpakAaHWHA, NpPaB OPUONYECKOrO NMLA, HE3aBMCMMOCTM 3KCNepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM W MOAHOTbI UCCAEA0BaHWUIA, MNPOBOAMMBIX C MCMOJb30BAaHUEM
COBPEMEHHbIX [AOCTMXEHUIN HayKM M TEXHUKM, OTBETCTBEHHOCTU deaepasibHOro rocyAapcTBEHHOro
BIOAKETHOTO YUpPEXKAEeHUS NO NPOBEAEHUIO JKCMEepPTM3bl JIeKAPCTBEHHbIX CPeACTB M JKCMepToB 3a
nposeseHne U KaYecTBO 3KCNePTU3bI.

2. IKCNepTU3a NEeKapCTBEHHbIX NPENapaToB A8 MeAULMHCKOrO NPUMEHEHUA BK/IOYAET B cebA:

1) aKcnepTM3y AOKYMEHTOB, NPEACTaBAEHHbIX A8 OnpeaeneHus BO3MOXKHOCTM paccMaTpuBaTb
NeKapcTBeHHbI npenapaTt Ana MeAMUMHCKOTO NPUMEHEHMA MPM OCYLLECTBJAEHUMMU FOCyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

2) IKCNepTn3y npeaoXeHHbIX MeETOA0B KOHTPO/1A Ka4eCTBa /IEKAPCTBEHHOIO CpeacTBa M Ka4yecCTBa
npeacrtaBaeHHbIX 06pa3LI,OB NNEKapCTBEHHOrNo cpeacrtesa C MCNONb30OBaHMEM 3TUX METOA0B (/J,anee -
9KCNEPTHU3a KavecCTBa JIEKAPCTBEHHOTO Cpe,LI,CTBa),'

3) 9KCNepTn3dy OTHOWEHWUA O)KM,CI,aeMOﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NEKapPCTBEHHOTO nNpenaparta,



4) 3KcnepTusy PernucTpauyMoHHOro A0Cbe Ha JIEKApPCTBEHHbIM MpenapaTt B LEenax onpeaesneHus
B3aMMO3aMEHAEMOCTUN IEKAPCTBEHHbIX NPenapaTos AAA MeAULMHCKOrO NPUMEHEHMA.
(n. 4 BBepeH depepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

3. DKCnepTn3a IeKapCTBEHHbIX NMpenapaTtos A8 BeTepUHaPHOro NpUMeHeHUa BKAto4YaeT B ceba
3KCMepTM3y KayecTBa /IeKAapCTBEHHOTO CPeACTBA M 3JKCNEpPTM3y OTHOLIEHMA OXMAAeMOoM Nofb3bl K
BO3MOXKHOMY PUCKY NMPUMEHEHUA IEKaPCTBEHHOrO Npenapara.

Cratba 15. ®depepanbHoe rocygapcTBeHHoe OlOAXKeTHoe yupexaeHue no npoBefeHuto
3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NPoBOAMTCA dedepaibHbiM rocyAapCTBEHHbIM BIOAMKETHbIM
YUYpEKAEHMEM COOTBETCTBYHOLLENO YNONHOMOYEHHOTO deaepasbHOro opraHa UCMOAHUTENBHOM BNACTH,
CO3ZaHHbIM Ana obecneyeHuss UCNOAHEHUA MOJSIHOMOYMI 3TOro ¢deAepanbHOro opraHa Mo Bblgade
paspelleHnit Ha NpoBeAeHUE KAUHWYECKMX UCCNeAOBaHWM NEKApCTBEHHbIX NpenapaToB W (Mau) no
rocyfapCTBEHHOW PErmcTpaLmnmn 1eKapCcTBEHHbIX NPENapaToB (Aasnee - IKCNepTHOE yUYpeKaeHue).

CratbAa 16. OpraHusauusa nposeAeHUA IKCNepTU3bl IEKAPCTBEHHbIX CPeacTs
(B peq. PepepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. JKcrnepTu3a /IeKapCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWUCCMEN 3KCMEepTOB 3KCMepTHOro
YyUpEeAeHUs, Ha3HaYeHHON ero pyKoBOAMTE/IeM, Ha OCHOBaHMM 334aHUA Ha NpoBeAeHMEe SKCNepTU3bl
NIeKapCTBEHHOIO CPEeACTBa, BblAAHHOMO YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNOIHUTEIbHOM
BAACTU. PyKOBOAMUTE b IKCMEPTHOTO yUupexaeHna obecneymBaeT Haanexallee nposeaeHne sKkcnepTusbl
NIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM C 33aAaHMEM, BblAAHHbIM YNOAHOMOYEHHbIM deaepabHbIM
OpraHoOM UCMOJHUTENbHOWN BAACTU, U OpraHM3yeT NOAroTOBKY CBOAHOMO 3aK/0ueHna 3Toi Komuccun. B
COCTaB 3TON KOMMCCUM MO PELLEHUIO PYKOBOAMTENA SKCNEPTHOrO yUpeXAeHMA MOTYT BbITb BK/IOYEHbI B
KayecTse 3KCMepToB AnLa, He paboTalowme B AaHHOM 3KCMEPTHOM YUPENKAEHUN, ECAN UX CNeupnasbHble
3HaHMA HeobXxoAMMbl ANA NPOBEAEHMA 3KCNepPTU3bl W TakKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMNEPTHOM yupeskaeHUu.

2. 3KCI'IepTOM no NpoBedeHUNIO 3KCNEPTU3bl NEKAPCTBEHHbLIX CPeacTB ABAAETCA aTTECTOBAHHbIN
pa60THMK 9KCNEPTHOro y4ypexaeHua, KOTOprI‘;I nMmeeT BbiCllee meguLiMHCKoe, d)apMaLI,EBTMLIECKOE,
6MOJ'IOI'MLIECKOE, BeTePUHaApHOE Nan Xmnmmn4yeckoe o6pa303aHme M NPOBOAUT IKCNEPTU3Y NNEKAPCTBEHHDbIX
cpeAacTts B nopAaaKe NCNoJsIHEHNA CBOUX AO0NTKHOCTHbIX obasaHHOCTEN (p,anee - 3KCI'IepT).

3. MNpu1 NpoBeAeHMM IKCNEePTU3bI IEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOXKET HAaXOAMUTLCA B KAKOM-
NMBO 3aBUCMMOCTU OT ANLLA, HAa3HAYMBLLErO 3Ty KCMepTM3y, pa3paboTumKa SeKapCcTBEHHOro cpeacTea
WAN APYTUX 3aMHTEPECOBAHHBIX B pe3y/ibTaTax SKCNepTU3bl L,

4. MNpn nNpoBeaeHUM 3KCNepTM3bl NEKAPCTBEHHbIX CPeACTB He AOonycKaetcs ucTpeboBaTb Y
3anABuTeNss MO0 WHbIX NNL, MaTepuasbl, HeobxoAMMmble ANA MPOBEAEHWs 3KcnepTusbl. B ciayvae
He[,0CTaTOMHOCTM NPeACTaB/EHHbIX SKCNEPTY MAaTEPUAIOB 414 Aa4M 3aK/I0HEeHUA SKCNEePT CTaBUT BONPOC
O NpPeacTaB/leHUN eMy HeobXOAMMbIX MaTepUanoB nepes PyKoOBOAMTENEM 3IKCMNEPTHOMO YUYPEKAEHMUSA,
KOTOpPbIA 0b6paLLaeTcs C COOTBETCTBYIOWMM 3anpocom B YMNOJHOMOYEHHbIN denepasnbHbli opraH
WCNOJIHUTENbHOW BNACTW, BblAABLUMIM 334aHWe Ha NPOBeAEeHUe 3KCNepTU3bl NEKAPCTBEHHOIO CpeacTBa.
YKa3aHHbI deaepasnbHbiii OpraH UCNOAHUTENbHOM BAacTU B TedeHMe nATU pabounx AHeN co AHs
NOCTYN/NEeHUA 3aMpoca PYKOBOAUTENSA 3IKCMNEPTHOrO y4YpeXKAEHMA HanpaBaseT 3aABMTENO 3anpoc O
npeacTaBAeHUN HEOBXO4MMbIX MaTepnanos. JaHHbI 3aNpPoc MOXKeT ObITb NepesaH YynoJHOMOYEHHOMY
npeacTaBuUTeNtO 3aABUTENA IMYHO NOJ PACMMUCKY, HANPAB/IEH MO NOYTE 3aKa3HbIM MMCbMOM UK NepesaH
B 3/IEKTPOHHOM hOpMe MO TeNEKOMMYHUKALLMOHHBIM KaHanam cBA3W. B cnyyae HanpasneHwa AaHHOIO
3anpoca No noyTe 3aKa3HbIM MUCbMOM OH CUMTAETCA NOJIYYEHHbIM MO UCTEYEHUW LIECTU AHel C AaTbl
Hanpas/ieHMA 3aKa3HOro NUCbMA.

(yacTtb 4 B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)



4.1. 3asButenb 0b6A3aH NpeacTaBUTb OTBET Ha 3anpoc yno/sHOMOYeHHoro ¢desepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAacTU B CPOK, He MpeBbIWaoWmMn AeBAHOCTA Paboymnx AHEN co AHA ero NosyYyeHus.
YnonHomoueHHbI deaepanbHbll OpraH UCMONHUTEIbHOM BAACTW, BblAaBLUMI 3a4aHUe Ha npoBeaeHue
3KCNepTU3bl IEKAPCTBEHHOIO CPEACTBA, B TEYEHME NATU Pabounx AHEel co AHA NOCTYN/eHUA OT 3aaBUTENSA
OTBETAa Ha JaHHbIX 3anpoC HanpaBAseT TaKOW OTBET B 3KCMepTHoe yuperkgeHue. B cayvae
HenpeacTaB/leHMA MO UCTEYEHUM AEBAHOCTA paboumx AHel 3asABUTENeM OTBETA Ha AaHHbIM 3anpoc
YNO/NIHOMOYEHHbIN defepasbHbIi opraH UCNOAHUTEIbHON BNACTU, BblAABLUMM 3aaHne Ha NpoBeAeHue
3KCNepTU3bl SIEKAPCTBEHHOIO CPeAcTBa, B TeYeHMe MNATU pabouunx AHel HanpaBaseT B 3KCNepTHoe
yyperkaeHue yBeAoOM/IEHME O HenpeacTaB/leHUM 3asBUTE/IEM OTBETA Ha 3anpoc YKa3aHHOro opraHa.
Bpemsa co AHA HanpaBiAeHMA 3amnpoca 3KCMEPTHOro y4yperkaeHua B YNOJHOMOYEHHbIN ¢eaepanbHbli
OpraH UCMNONIHUTENbHOW BAACTU A0 AHA NOAYYEHUSA SKCNEPTHbIM yUYperKAeHWeM OTBETa Ha 3anpoc Mau
YBEAOMNEHUA O HENpeacCTaBNeHMM OTBETa Ha 3anpoC He Y4YMTbIBAaeTCA MNpPU MCYMCAEHMU CPOKa
NpoBeAEeHMA SKCMEePTU3bl IEKAPCTBEHHOTO CPEACTBa.

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

4.2. Ecnv B COCTaBe PerncTpaLyMoHHOIO JOCbe Ha JIEKAPCTBEHHbIN NpenapaTt ana MeguUUHCKOro
NPUMEHEHNA COAEPHKUTCA NpeayCcMOTpPeHHan ctatbeit 18, yactbio 1.1 ctatbm 30 1 cTaTbert 34 HacToAWEero
PepnepanbHOro 3aKoHa KOMMA pelleHMA YNOoJIHOMOYEHHOro defepanbHOro opraHa MCNOAHUTENIbHOM
BJIaCTM O MPOBEAEHUM WMHCMEKTUPOBAHUA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPeACTB, 3IKCMepTy A0
odOopMNEHNs pe3ynbTaToOB IKCNEPTM3bl IEKAPCTBEHHOIO CPeACTBa MPeAoCTaBAAETCA B MOpALKe M Ha
YCNI0BUAX, KOTOpble MNpeaycMoTpeHbl 4YacTamu 4 u 4.3 HacToAWwelr CTaTbW, KOMUA 3aK/Io4YeHua o
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBUA  Hagnerkaluen
NpPon3BOACTBEHHOM MNPAKTUKM, BbIAAHHOIO YNOAHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCMONHUTENbHOM
B/lacTw.

(yacTb 4.2 BBeaeHa depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

4.3. 3aasutenb 06s3aH NpeacTaBuUTb B YNOJIHOMOYEHHbIN deaepasnbHbll OpraH UCNOHUTENbHOM
B/1IACTU KOMWIO 3aK/IIOYEHUS O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
npaBuN HaAafNexKallei NpPousBOACTBEHHON MPAKTUKM B CPOK, HE MpeBbllAWMIM CcTa BOCbMUAECATU
pabounx gHel co AHA MONYYEeHWs 3anpoca O ee MpefocTaBlAeHUU. YNOoJIHOMOUYEHHbIW deaepanbHbii
opraH WCMNONHUTENbHOW BNAacTW, BblAABLWIWA 3aJaHME Ha NPOBEAEHME 3IKCMNepTM3bl JIEKAPCTBEHHOTO
cpeacTea, B TeyeHMe NATU paboumx AHEN co AHSA MOCTYNAEHUs OT 3aABMTENA KOMUU 3aKAUYeHUs O
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbIX CpeacTB TpeboBaHWAM NpaBuA  HaA/exallen
Npou3BOACTBEHHON NPaKTUKM, HANPaBAsSET ee B 3KCMepTHOe yupexkaeHune. B cnyyae HenpeactaBneHmn
3anABUTE/IEM B YKa3aHHbIN CPOK KOMUM 3aK/IHOYEHUA O COOTBETCTBMU MPOU3BOAUTENA NIEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM NpaBWA  Hagfeskalei nPou3BOACTBEHHOM MPAKTUKKU  YNOJHOMOYEHHbI
denepanbHbIit OpraH MCNONAHUTENIbHON BAAacTM, BblAABLWIMA 3af4aHMe Ha NpPOBeAeHWE 3SKCNepTusbl
JIeKapCTBEHHOrO CpeacTBa, B TeyeHWe NATU paboumx AHEel HanpaBAseT B JKCNEpPTHOE yuyperkaeHue
yBEeAOM/IEHNE O HenpeacTaBNeHMM 3asBUTENIEM KOMUWM 3aKAOYEHUA O COOTBETCTBMM MpPOM3BOAUTENS
JIeKapCTBEHHbIX CPeacTB TpeboBaHUAM MPaBMA HaANeXKallel NPOoM3BOACTBEHHOW NMPAKTUKK. Bpems co
OHS HanpaB/eHWs 3anpoca 3KCNEPTHOro YYPEeXKAEeHUA B YMNOJNHOMOYEHHbIM denepanbHbii OpraH
WCMNOJIHUTENbHOM BNACTU A0 AHA MOJYYEHUA 3SKCMEPTHbIM Y4YpPEKAEHUEM KOMUU 3aK/OUYEHUSs O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbIX CPeACcTB  TpeboBaHMAM MpaBUA  HaA/exKallein
NPOW3BOACTBEHHON MNPAKTUKNM WU YBEAOMIEHUA O ee HENpeacTaB/leHUU He YYUTbIBAaeTCas npu
NCYUCIEHUM CPOKa NPOBEAEHUNN SKCNEPTU3bI JIEKAPCTBEHHOIO CPEACTBa.

(yacTb 4.3 BBeaeHa desepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

5. DKcnepT npuv nNpoBeAeHWM MOPYYEHHOM emy PYKOBOAMTE/NEM 3KCNEepPTHOro y4yperKaeHus
3KCMepPTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBect noJsiIHoe wuccneaoBaHue npeacrtaB/IeHHbIX emy O6'beKTOB, maTtepunanos, AaTb
obocHOBaHHOE M OOBEKTMBHOE 3aK/loYeHWe MO MOCTaBAEHHbIM nepeg HumMm BOnpoCam WU
MOTUBMPOBAHHOE 3aK/lo4YeHNE O HEBO3MOXKHOCTKM nNnpoBeaeHUA UM 3SKCNEePTU3bl NIEKAPCTBEHHOIO
cpeactea, eCain NoCTtaB/1IeHHbIE BOMPOCHI BbIXOAAT 3a npegenbl CneunasibHbiX 3HaHWM JKCNepTa, 06BbeKTbI



MCCﬂeAOBaHMVI N MaTepuanbl HeNpuUrogHbol AN HeAOCTAaTOYHbI ANA NpoBeaeHUA MCCﬂeAOBaHMVI n aayu
3aKko4YeHns nnbo COBpeMEHHbIVI YpPOBEHb Pa3BUTUA HAYKMN HE MO3BOJSIAET OTBETUTb HA MOCTAaB/IEHHbIE
BOMPOCHI;

2) He pa3srnawartb CBeAEHWNA, KOTOPblE CTa/IM eMy U3BECTHbI B CBA3M C MPOBEAEHNEM 3KCMepTU3bl
JIeKapCTBEHHOIO CPE/ICTBA, a TaKXKe CBeAeHWNs, COCTaBAALWME rocyAapCTBEHHYIO, KOMMEPUYECKYIO UAn
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneunTb COXPaHHOCTb NPeACcTaBNEHHbIX OO BEKTOB UCCIEA0BAHUIA U MaTePUAOB.
6. OKcnepT He BNpase:

1) npoBOAMTbL 3KCNEPTU3Y NEKAPCTBEHHOrO cpeacTBa Mo 0bpalLeHMI0 HEeMOCPEACTBEHHO K Hemy
opraHmMsaunit unm GU3NYECKUX NnL;

2) camocToaTeNnbHO cobmpaTb maTepuanbl ANs NPOBEeAEHUA SKCNEPTMU3bl NIEKaPCTBEHHOTO CPEeACTBa;
3) NPOBOAMUTL IKCMEPTU3Y IEKAPCTBEHHOTO CPE/ACTBA B KaUeCcTBe HEerocy4apCTBEHHOrO 3KCnepTa.

7. B cnyyae HEO6XOAMMOCTM 3KCNepT Bnpase XOAaTaﬁCTBOBaTb nepeg pyxkosoauTenem
9KCNEPTHOrO yypexaeHna o npueaev4eH K NnpoBeaeHn0 aKCNepTu3bl N1EKAPCTBEHHOTO CpeacTBa APYyrmnx
9KCNepTOoB.

8. KarKablil aKcnepT, BXOAALMI B COCTaB KOMMCCUMM 3KCMEPTOB, KOTOPOM MOPyYeHO NpoBeaeHue
3KCMepTM3bl /IEKAPCTBEHHOMO CPeAcTBa, HE3aBUCMMO M CaMOCTOATE/IbHO MNPOBOAUT MCCAEAO0BaHUSA,
OUEHMBAET pPe3y/bTaTbl, MONYYEHHbIE UM /IMYHO M APYrMMM SKCNepTamun, n GOpPMyanpyeT BbiBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CreLmanbHbiX 3HaHWNA.

9. PesynbTaTbl 3KCNEPTU3bl /IEKAPCTBEHHOIO CpeacTBa O0GOPMAAIOTCA 3aKAHOHYEHMEM KOMMUCCUM
3KCnepToB. B 3aKAlOYEHMM KOMUCCUMM 3KCMEepPTOB YKasblBalOTCA nepedyeHb MCCedoBaHUl, obbem
NpoBeAeHHbIX KaXKAbIM SKCNEPTOM UCCNeA0BaHMI, YCTaHOBAEHHbIE KaXKabIM U3 HUX GaKTbl U caenaHHble
B pe3ynbTaTe UCCAeAoBaHMI BbIBOAbI. DKCNEpPT, MHEHWE KOTOPOro He COBMadaeT C pelleHNnemM KOMUCCUK
3KCNepToB, BNpaBse BbIPa3nTb CBOE MHEHME B MMCbMEHHON popme, KOTopoe NPUOBLLAETCA K 3aKAH0HEHNIO
KOMMCCUM 3KCMEepToB.

10. 3KcnepTbl, BXOAALIME B COCTaB KOMWCCUW, Npeaynpexapatotcs o6 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit depepaumm 3a Aady 3aKAOUYEHWUA, COAEPIKaLLero
HeobOCHOBaHHble UK $aNbCUPULMPOBAHHDBIE BbIBOAbI, O YEM OHM A4AIOT NOAMMUCKY.

11. OnpepeneHne ypoBHA NpodeccMoHaNbHOM NOArOTOBKM 3KCMEPTOB U aTTecTauma MX Ha NpaBo
NpoBeAEeHNA 3KCNepPTU3bl NEeKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA IKCMEepPTHO-KBANNOUKALMOHHBIMU
KOMMWCCUAMM B MOPALKE, YCTAHOBJIEHHOM COOTBETCTBYIOWMM YMOJTHOMOYEHHbIM PpesepasbHbIM OpraHomM
NCMNONHUTENbHOW BNacTu. YpoBeHb NpodecCMOHaNbHOM MOArOTOBKM 3KCNEPTOB NMOAJIEKUT NepecMmoTpy
YKa3aHHbIMU KOMUCCUAMMU HE pexxe YemM O4UH pa3 B NATb N1eT.

12. Mpasuna npoBeaeHUs 3KCMepTM3bl JIEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTM 3KCMNepTU3bl
OTAENbHbIX BWOOB JIEKAPCTBEHHbIX nNpenapaToB (pedepeHTHbIX JIeKAapPCTBEHHbIX MPEenapaTos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX NPENapaToB, OMOMOTMYECKUX JIEKAPCTBEHHbIX MPENapaTos,
6uoaHanoroebix (6MONOAOGHbLIX) NEeKapCcTBEHHbIX NpenapatoB (6uMoaHasnoros), romeonaTUYeCcKUX
JIEKAPCTBEHHbIX NPENApPaToOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NMPENAPATOB, KOMOUHALMIA TIEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCMM 3IKCMNEPTOB YCTAaHAB/AMBAOTCA COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIBHOW BIACTH.

(yactb 12 B pea. GeaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

MpumevaHue.



Jo 31.12.2023 pana npenapaTtoB, Npou3BeAeHHbIX B PD B uenax MMNopTo3amelleHus,
YCTAHaB/NIMBAETCA PEXMM  YCKOPEHHOM npoueaypbl FOCperucTpaumMm B COOTBETCTBUM  C
MoctaHoBneHnem Mpasutenosctea PO ot 12.03.2022 N 353.

Cratba 17. TMopaya M paccmoTpeHMe 3afaB/eHMA O T[OCYAapCTBEHHOW perncrpauum
JNIEKapCTBEHHOrO npenapara AJ/11 BeTepUMHAPHOro NpMMeHeHUs
(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocyfapCTBEHHOM perncTpaumMmM NeKapcTBEHHOro npenapaTta A4A BeTepUMHAPHOro
NPUMeHeHMA pPa3paboTUMK TAKOr0 JEKapCTBEHHOrO MpenapaTa WAW YNONHOMOYEHHOE MM Apyroe
lopugmyeckoe Lo (fanee B HAcToAWeEN cTaTbe - 3anABUTENb) NPEeACTaBAseT B YMNOJHOMOYEHHbIN
denepanbHblit OpraH WCNOJHUTENbHON BNACTM, OCYLLECTBAAIOWMA TOCYAAPCTBEHHYIO PErncTpaumio
NIeKapCTBEHHbIX NpPenapaTtoB A1 BETEPUHAPHOrO MPUMEHEHUA, B 3/NEKTPOHHOW dopme MAM Ha
6yMa)KHOM HocuTene 3aABNEeHME O TOCYAAPCTBEHHOM PEruMcTpaumm NeKkapCcTBEHHOro npenapaTa g
BETEPMHAPHOIO NPUMEHEHMS, A TAK¥Ke B NOPsAAKe, YCTAaHOBAEHHOM COOTBETCTBYIOLWMM YNONHOMOYEHHbIM
desepanbHbIM OPraHOM UCMONHUTENIBHOM BNACTU, B 9NEKTPOHHOW dopme MM Ha BymarKHOM Hocutene
HeobxoanMMmble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PerucTpaumoHHOe A0Cbe Ha /IeKapCTBEHHbIN
npenapar 418 BETEPUHAPHOro NPUMeHeHUs.

2. B 3asB/1€HWM O rOCYAapCTBEHHOMN PErncTpaLMm NeKapcTBEHHOro npenapara 4/18 BeTEPUHaPHOro
NPMMEHeHMs YKa3blBaloTCA:

1) HaMmeHOBaHMe W ajgpec 3asBMTeNsA, paspaboTuMka M NPOU3BOAUTENA JIEeKapPCTBEHHOrO
npenapaTta 414 BETEPUHAPHOrO MNPUMEHEHMA W aApec MecTa OCYLLeCTBleHNA MPOU3BOACTBA
NeKapCTBEHHOro npenapata ANA BeTEPUHAPHOrO MNPUMEHeHWA (B C/lyyae HaauumMa HECKObKUX
YYaCTHMKOB NpoLecca NPOM3BoACTBa HEOBXOANMMO YKa3aTb KasKa0ro Us Hux);

2) HaMmeHOBaHME  JIeKApCTBEHHOro npenapata A4a  BETePUMHAPHOIO  MPUMEHEHMUS
(MexxayHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNNUPOBOYHOE, WM  XMMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

3) nepeyeHb ,El,eﬁCTByIOLLI,MX M BCNOMOraTe/ibHbIX BeLWecTs, BXOAALWNX B COCTaB JIEKAPCTBEHHOIO
npenapaTta aaAa BETEPUHAPHOIo NpUMEHEHUA, C YKa3aHNEM KOIMYEeCTBA KaXXa0oro U3 HuX;

4) neKkapcTBeHHas ¢opma, O03MPOBKA, CNocobbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBEHHOTO NpenapaTa AN BETEPUHAPHOro NPUMEHEHUS;

5) papmaKkoTepaneBTUUeCcKas rpynna;

6) HEOH6XOAMMOCTb MPUMEHEHWA YCKOPEHHOM NpoLeaypbl SKCNepPTM3bl IeKaPCTBEHHbIX CPeACTB B
LenAx rocyAapCcTBeHHOMN perncTpaLmmn 1eKapcTBEHHOro npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOLMX YNAATY rocyAapCTBEHHON MOLWNHbI:

a) 3a NpoBeAeHWe 3KCMepTU3bl KayecTBa /JIEKAPCTBEHHOro CPeacTBa M 3KCMEepTU3bl OTHOLIEHUA
0XKMAAEeMOW NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHWA IeKapCTBEHHOro Npenapara A8 BeTepUHaPHOTo
NPMMEHEHMA NPU ro rocy4apcTBEHHON perncTpaunm;

6) 3a Bblgayy pPerncTpaumMoHHOro yA0CTOBEPEHMA EKaPCTBEHHOrO Npenapara;

8) Hanuuume cornacusA, NPeAyCMOTPEHHOro 4YacTblo 7 HacToAwel CTaTbM, eciM C MOMEHTa
pernctpauumn pedepeHTHOro JIeKapcTBEHHOTO MNpenapata g/ BEeTEPMHAPHOTO MPUMEHEHUA MPOLUIO
MeHee YeM LLeCTb JeT.

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



3. PerncrpaumoHHoe 40Cbe B LLeNsAX 3KCMepTU3bl IeKapCTBEHHOTO NpenapaTta 418 BeTepUHapHoro
npMMeHeHUA GOPMUPYETCA U3 CNeayoWmnX AOKYMEHTOB U CBEAEHWN:
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

1) ceeseHMa 0 gate NpeaoCTaB/ieHUsa U PErncTPaLMoHHOM HOMEpPE JIMLLEH3NN Ha NMPOU3BOACTBO
JIeKapCTBEHHbIX CPEACTB, NPeAoCTaB/lIEHHON MPOM3BOAUTENIO PErUCTPUPYEMOro NEeKapCTBEHHOrO
npenapara A8 BETePUHAPHOIo NPUMEHEHNA, A1 POCCUNCKUX NPOU3BOAMTENEN;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-03)

2) cBeAeHMA 0 gaTte NpeaocTaBAEHUs U PEerncTpaLMoOHHOM HOMepe IMLEH3UN Ha NPOU3BOACTBO
JIEKapCTBEHHbIX CPEACTB, MNPeAoCTaBAEeHHOM npousBoauTento dapmaueBTUYEecKon cybcTaHumm,
BXOASLLEN B COCTAB PErMCcTpPUPYEMOro JIEKapCTBEHHOro NMpenapaTa 418 BEeTePUHAPHOro NpUMEHEHMUs,
AN POCCUMCKMX NpousBoaguTeNe;

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

2.1) KonuA AOKYMEHTa, BblAaHHOMO YMNOJIHOMOYEHHbIM OPraHoOM CTpaHbl NpousBoauTens Ans
Ka)XgolM MpOM3BOACTBEHHOM MAOLWAAKM  PErUCTPUPYEMOrO  JIEKAPCTBEHHOTO  Mpenapata  AaA
BETEPMHAPHOIrO MPUMEHEHMA UM NOATBEPKAAIOLLErO COOTBETCTBME MNMPOU3BOAUTENSA JIEKAPCTBEHHOTIO
npenapara TpeboBaHMAM NPaBW/I HagexKallel NPoOn3BOACTBEHHOM MPAKTUKK, U €ro NepeBo, Ha PyCCKUi
A3blK, 3aBepeHHble B YCTAHOBAEHHOM MOPALKE, a TaKXKe KOMMA 3aKAYEHWA O COOTBETCTBMM
Npou3BOAUTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBWUA HagNeXKallel NpoM3BOACTBEHHOMN
NPaKTUKMN, BblAAHHOFO YNOJHOMOYEHHbIM desepasibHbIM OpPraHOM UCMOIHUTENIbHOM BNACTU 1A KaXKA0M
NPOW3BOACTBEHHON M/IOWAAKA PEFNCTPUPYEMOTO JIEKAPCTBEHHOIO nNpenapata Aas BEeTepPUHAPHOro
npumeHeHus, nMbo KonuaA pelleHns o NPoBeAeHNM MHCNEKTUPOBAHNA NMPOU3BOAUTENA IEKAPCTBEHHbIX
CpeacTBs, NPUHATOrO YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJAHUTENbHOW BNACTU ANA KaxKaoM
NpPou3BOACTBEHHON MN/OWAAKA PErNCTPUPYEMOrO JIEKAPCTBEHHOrO nNpenapata Ans BeTepUHapHOro
npUMeHeHus. YKasaHHble JOKYMEHTbI NpeACcTaBAATCA B Clydae, eci NPOU3BOACTBO /IEKAPCTBEHHOMO
npenapara ocyLlecTBaseTca 3a npeaenamm Poccuiickot depepaunu;

(n. 2.1 BBegeH deaepanbHbiM 3akoHOM OoT 04.06.2018 N 140-93)

2.2) KOnuAa [OKYMEHTa, BbIAAHHOMO YMNO/JHOMOYEHHbIM OPraHOM CTpaHbl MNpPOM3BOAMUTENA
dbapmaueBTUYECKON cybcTaHumm " NoATBEPXKAAMOLLENO COOTBETCTBUE npoussoanTens
dapmaLeBTMYECKOM CybCTaHLMK, BXOAALLEM B COCTAB PErMCTPUPYEMOrO NEKAPCTBEHHOIO NpenapaTa gas
BETEPMHAPHOro NpUMeHeHus, TPeboBaHUAM NPaBMI HaZeXKallen NPoM3BOACTBEHHON NPAKTUKK, U €ro
nepeBof Ha PYCCKUIA fA3bIK, 3aBEPEHHble B YCTAHOBAEHHOM MOPAAKE, B C/lyyae, ecv MPOU3BOLCTBO
dapmaLeBTMUECKOM cybCTaHLMK OCyLecTBAAETCA 3a Npeaenammn Poccuiickon deaepaunmy;

(n. 2.2 BBegeH ®eaepanbHbiMm 3akoHOM OT 04.06.2018 N 140-93)

3) NpoOEeKT HOPMAaTUBHOIO [AOKYMEHTa Ha JIeKapCTBEHHbIM npenapat Ans BeTepUHApPHOro
NPUMEHEHUS;

4) DOKYMEHT, coAeprKalmii cnegyrolyo MHGopmMaumio o dpapmMaLeBTUYECKON cybCTaHUMN UK
dbapmaueBTUYECKMX CyBCTaHUMAX, BXOAALLMX B COCTaB NIeKapCTBEHHOrO Npenaparta A BETepPUHapPHOro
NPUMEHEHUA:

a) HamMmeHoBaHMe ddapmaueBTMUYECKO cybcTaHUMKM, ee CTPyKTypa, obuwme cBoicTBa (npu
rocygapcTBEHHOM  perucTpaumMm  MMMYHOOMONOTMYECKMX  JIEKApPCTBEHHbIX  NpenapaTtoB  Ajs
BETEPMHAPHOIr0 MPUMEHEHUA MPeACTaBAAITCA CBEAEHMA O LTaMMe, BK/o4Yas ero HaMMeHOBaHMe,
MHGOPMALMIO O MPOUCXOKAEHUM, EF0 CBOMCTBAX, XapPaKTEPUCTMKAX U MecTe AeNOHNUPOBaHMWA);

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

6) HaMmeHoOBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHONOIMMA Npon3sBoAacTea C onnNCaHnem crap,mﬁ npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaaAnAX NponsBoacCTBa;



r) uwHpopmauus o npumecax (He npeacTaBAseTcd MNpPWU  rOCYAaPCTBEHHOW perncrpauum
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos 4/1A BETepPUHAPHOTo NpUMeHeHns);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneundmkauma Ha bapmaLeBTUYecKyto cybcTaHUMIo (He NnpeacTaBaAeTca Npu rocyaapcTBeHHOM
pervcTpaunmn MMMyHOBMOIOrMYECKMX IEKAPCTBEHHDBIX NPEnapaToB 419 BETePUHAPHOIo NPUMEHEHMSA);
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onncaHne MeToaMK KOHTPO/IA KayecTBa;

X) pesynbTaTbl aHanu3a cepuii GapmaLeBTUYECKOW cybCTaHUMKM (He npeacTaBAAlTCA Npu
rocyapCTBEHHOM  pernctpaumMm  MMMYHOOMOMOTMYECKUX  JIEKAPCTBEHHbIX  NpenapaTtoB  Ans
BETEPUHAPHOIo NPUMEHEHUA);

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

3) nepeyeHb CTaHAapPTHbIX 06Pa3LLOB NN BELLECTB, UCMO/Ib3YEeMbIX MPU OCYLLLECTBNEHUN KOHTPOAA
Kayecrsa;

1) onucaHue xapakTepuCcTUK 1 CBOMNCTB YNaKoOBOYHbIX MaTEPUAN0B U YKYNMOPOUHbIX CPeACTB;

K) QOaHHble O CcTabunbHOCTM (He nNpPeacTaBAAOTCA NPU  TOCYAAPCTBEHHOW perncrpaumm
MMMYHOBMON0rMYECKUX IeKapPCTBEHHDBIX NPenapaToB 419 BETePUHAPHOIO NPUMEHEHUS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK rOAHOCTU, YCNOBUA XPaHEHWS;

MpumeyvaHue.

Mpn yckopeHHOM npoueaype perncrTpauMmM BOCMPOM3BEAEHHOrO npenapaTta AonycKaeTca
HenpeAcTaB/ieHMe ONUCaHMA METOZOB U UX AOKYMEHTA/NIbHOrO MOATBEPXKAEHUA, MPU MUCbMEHHOM
0b6s3aTenbCcTBE UX NPEAcTaBUTb B TeyeHMe 12 mecaueB co aHA peructpauum (MoctaHoBneHue
Mpasutenbctea P® ot 12.03.2022 N 353).

5) otyeT 0 pesynbTaTax [AOKAMHUYECKOrO WCCNeAO0BaHUA JIEKAapCTBEHHOro cpeacTBa  ANs
BETEPUHAPHOrO NPUMEHEHMA, BKAOYAIOWMNIA ONUCAHNE METOAO0B ONpeaeeHMA OCTaTOUYHbIX KOANYeCTB
OENCTBYIOLLErO BeLLecTBa (AeWCTBYIOWMX BeLLecTs), AocTuratowero (4ocTMralolwmx) CUCTEMHOrO
KPOBOTOKa, B MPOAYKLUMM MMBOTHOFO MPOUCXOMNKAEHMA NOCAE MPUMEHEHUA TAKOro /IEKapCTBEHHOrO
CpeacTBa, a TaKXe A0KYMeHTabHOe NoATBepPKAeHUe (Bannaaumna) yKasaHHbIX METOA0B;

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

6) oTyeT O pesynbTaTax KAWMHWYECKOTO WCCNeAOBaHMA JIEKAapCTBEHHOrO npenapata Ans
BETEPMHAPHOIO MPUMEHEHUA Y KaXA0ro BUAA }KMUBOTHbIX, YKa3aHHbIX B MHCTPYKLMUKN NO BETEPUHAPHOMY
NPUMEHEHMUIO;

7) NPOEKT MWHCTPYKLUMM NO BeTepuHapHOMY MPUMEHEHUIO JIeKapCTBEHHOro npenapara,
cogeprKalluen cneaytolime cBeaeHus:

a) HaMmeHOBaHMe  JIeKapCTBEHHOro  npenapaTa A0S  BETepUHApPHOro  MpUMeHeHuA
(MeayHapogHoe HenaTeHTOBaHHOE, WAM  FPYNNMPOBOYHOE, WAM  XUMMYECKOe U  Toprosoe
HaMMeHOBaHuA);

6) NeKapCTBeHHanA d)opma C YKa3aHnem HAaUMEeHOBaHWM N KO/INYECTBEHHOIO COCTaBa AEVICTBVIOU.LMX
BeuLeCTB U Ka4eCTBEHHOTIO COCTaBa BCMOMOTaTe/IbHbIX BELWECTB,

B) ONMnCaHme BHeELWHEro Bnaa 1IEKApPCTBEHHOIO nNpenapaTta ANA BETEPUHAPHOIO NPUMEHEHUA;



r) dapmakoTepaneBTMYECKaA FPYNna 1EeKapCTBEHHOrO NpenapaTta A4/19 BeTePUHAPHOTO NPUMEHEHUSA
WM YKa3aHue "romeonaTtMyeckmin IeKapCcTBEHHbIN npenapaT”;

4)  dapmakoguMHamuKa U dapMaKOKMHETMKA (33 ucKatoueHnem  GapMaKOKMHETUKM
romeonaTMyecKMx JIeKapCTBEHHbIX MPEenapaTtoB M PaACTUTE/IbHbIX JIEKAPCTBEHHbIX MPEnapaTos) WM
onucaHne MMMyHOBMONOrMYECKUX CBOICTB IEKAPCTBEHHOTO Npenapara;

€) noKasaHuA ANs NPUMEHEHUS;
) NPOTMBONOKa3aHUA A/1A NPUMEHEHUSA;
3) Mepbl NPEAOCTOPOIKHOCTU NPUN NPUMEHEHWN;

1) yKasaHne BO3MOXKHOCTU U 0COBEHHOCTEN NPUMEHEHMA Y BepeMeHHbIX XKUBOTHbIX, Y *KUBOTHbIX B
nepuog, NakTaumm, y NOTOMCTBA KMBOTHbIX;

K) pekum [03UpoBaHuMA, cnocob BBeAEeHUA N NPUMEHEHUSA, NP HEOBXOAMMOCTM Bpemsa npuema
JleKapCcTBEHHOro Npenapara 410 BeTepMHapHOro NpUMeHeHNaA, NPoA0IKUTENIbHOCTb 1eYeHUs;

I'I) BO3MOXHble NO6OYHbIEe ,D,EVICTBMFI, HeXXenaTtenbHble peakunn Nnpu npuMeHeHNn 1eKapCTBEHHOIO
npenaparta anAa BETEPUHAPHOIo NpUMEHEHNA;

M) CUMNTOMbI Nepeao3NPOBKM, Mepbl MO OKa3aHWIo NOMOLLM NPU Nepeao3npoBKe;
H) B3aMMOJeCcTBME C APYrMMU NEeKapCTBEHHbIMK NpenapaTamun n (Man) Kopmamu;
0) GopMbI BbiMyCKa NE€KAaPCTBEHHOTO NpenapaTa 419 BEeTEPUHAPHOIo NPUMEHEHUS;

n) ykasaHue (nNpu HeobxoaMmocTu) ocobeHHOCTel AelCTBMA NeKapCTBEHHOro npenaparta gnA
BETEPUHAPHOr0 NPMMEHEHMA NPU NEPBOM NPUEME AN NPU er0 OTMEHE;

p) onucaHune (Npyn HeobxoaMmocTn) AeNCTBMIA cneunanmcta B 061acTn BeTepuHapun, Bnagenbla
KMBOTHOTO MpPM MPOMYyCKe npuema OAHOW WM HECKONIbKMX [03 JIeKapCTBEHHOro npenapaTta gas
BETEPUHAPHOIO NPUMEHEHUSA;

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

C) CPOK rOAHOCTM W YyKasaHMe Ha 3anpeT NPMMEHEHMA JIeKapCTBEHHOro npenaparta A4ad
BETEPMHAPHOro NPMMEHEHMA MO UCTEYEHUMN CPOKA FOAHOCTY;

T) yCNOBUA XpaHeHus;

y) YKa3aHne Ha HeO6XO,EI,MMOCTb XpaHeHNA NeKapCTBEHHOIO npenapata AONA BETePUHAPHOro
npumMmeHeHnA B MecCTtax, HE4OCTYNMHbIX ANA p,eTeﬁ;

¢) ykasaHue (npu HeobXoAMMOCTM) chneumanbHbIX Mep NPEeAOCTOPOMKHOCTU MPU YHUUTOKEHUU
HEeMCno/1b30BaHHbIX IEKAPCTBEHHbIX NPEnapaTos A4 BETEPUHAPHOTO NPUMEHEHMUS;

X) CPOKM BO3MOMKHOIO MCMO/Ib30BaHUA NPOAYKLMN KMUBOTHOIO MPOUCXOMKAEHUA NOCAE BBELEHUA
KMBOTHOMY JIEKapPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOTO NPUMEHEHUS;

L) YCNOBMS OTMNYCKA;

l-I) HanmeHoBaHNA W agpeca Npon3BoACTBEHHbIX MAOWAAOK MNpounssoauTenAa NEKaAapPCTBEHHOIO
npenapaTta AnAa BeTeEPUHAPHOIo NpUMeHEHUA;

LLI) HanmeHoBaHWe, aapec OopraHunsauuu, ynOﬂHOMOHeHHOVI Aepxartenem wan BaAagenbLem
PErMCTPaLMOHHOIO YyAOCTOBEPEHUA NEKAPCTBEHHOINO npenapata Ha NPUHATUE I'IpeTEH3V|l‘/JI oT



notpebutens;

8) NpoeKTbl MaKeToB NepPBUYHOI YNAKOBKMN U BTOPUYHOWN YNaKOBKM IEKapCTBEHHOro NpenapaTa Ana
BETEPMHAPHOrO NPUMEHEHUS;

9) cnepyowme ceBegeHNA O IEKAPCTBEHHOM MNpenapare AnsA BeTePUHapHOro NPpUMEHEHUSA:
a) onu1caHue 1 CoCTaB NeKAPCTBEHHOTO NpenapaTa 411 BETepPUHAPHOTo NPUMEHEHUs;
6) onvcaHne dpapmaLeBTUYECKOM Pa3paboTKu;

B) ONucaHMe npoLecca NPOoM3BOACTBA U €70 KOHTPOASA, NOANMUCAHHOE B NOPAAKE, YCTAaHOBAEHHOM B
COOTBETCTBUM C YaCTbiO 1 HACTOALLEN CTATbK;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPOASA KPUTUYECKMX CTaAuii NPOU3BOACTBA M MPOMEXKYTOYHOW MPOAYKLUMK,
noanucaHHoe B NopAAKe, yCTaHOBAEHHOM B COOTBETCTBUM C YacTbio 1 HacToALEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) HaumeHOBaHMA M agpeca paspaboTumKa, Aep:KaTens WU BnagenbLa PerucrpauyoHHOro
YAOCTOBEPEHUA  /IEKAPCTBEHHOro npenapaTa, MNPOM3BOACTBEHHbIX M/IOWAA0K NpPoU3BOAMTENA
NIeKapCTBEHHOrO npenapaTta A1A BETEPUHAPHOro NPUMEHEHUA C YKa3aHWEM CTaguM TEXHONOIMMYECKOro
npouecca, OCYLECTBAAEMbIX Ha MNPOM3BOACTBEHHbIX NAOWAAKax MNPOU3BOAUTENA JIEKAPCTBEHHOIO
npenapara 415 BETEPUHAPHOTO NPUMEHEHMA;

(8 pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

e) dapmaLeBTMYECcKan COBMECTUMOCTb;
) MUKPOBMONOrMYECKME XapaKTEPUCTUKY;
3) maTepuanbHbiii 6anaHc 4NA NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

M) ONMUCaHMe XapaKTepUCTUK n CBOMCTB YNaKOBOYHbIX MaTePMNAIOB N YKYNOPOYHbIX CPEACTB;

MpumeyaHwue.

Mpu perncTpauym no YCKOPEHHOW npoueaype AONYCKAeTcA HenpeacTtaB/lieHMe [AOKYMEHTOB,
npeaycmoTpeHHbIx nn. "K' n. 94. 3 cT. 17, npu ycnoBmMm NUCbMeHHOro 0643aTenbCTBa UX NPeSoCTaBUTb
B TeyeHue 12 mecaues co gHA pernctpaumm (MoctaHosneHue MpasuTenbctsa PO or 12.03.2022 N 353).

K) LOKYMeHTa/IbHOe NoATBepKAeHMe (BannaaLumsa) NpoLeccoB U (MM) UX OLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTe/ibHbIX BelecTB (cepTuduKat, cneumduKauma Ha
BCMOMOraTebHble BelecTsa 1 x obocHoBaHMe);

MpumeyaHwue.

Mpu peructpauum no YCKOPEHHOW npoueaype AOMYCKAETCA HenpeacTaBNeHWe [AOKYMEHTOB,
npeaycMmoTpeHHbix nn. "m" n. 9 4. 3 ct. 17, NpyM ycnoBMM MNUCbMEHHOro 06A3aTenbcTBa WX
npegocTaBuTb B TeyeHne 12 mecAueB co AHA peructpaummn (MoctaHoBneHue MpasuTenbctBa PO ot

12.03.2022 N 353).

M) dHaIUTU4YECKNEe MeTognKn, wucnosbdyemblie MNMpn OCyWECTBIEHUN KOHTPO/ZIA Ka4decCTBa
BCNOMOraTe/ibHbIX BELWECTB;



MpumevaHue.

Mpu perncTpauum no YCKOPEHHOW npouenype AOONYCKAeTcs HenpeacraBNeHMe [AOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "H" n. 9 4. 3 cT. 17, Npun ychoBUM NUCbMEHHOTo 06A3aTeNnbCTBa UX NPeAoCTaBUTb
B TeyeHue 12 mecaues co aHs permctpaumm (MocraHosneHune Mpasutensctsa PO ot 12.03.2022 N 353).

H) AOKYMeHTanbHoe NoATBepXAaeHue (Bannaaums) aHaiUTUYECKUX METOAMK, UCNONb3yeMbIX MpuU
OCYLLECTBNEHNN KOHTPO/IA KayecTBa BCOMOraTe/ibHbIX BELLEeCTB;

0) MHpopmauma 06 MCNoNb30BaHUWM BCMOMOraTe/IbHbIX BELLECTB YE/I0OBEYECKOTO U }KMBOTHOIO
NPOUCXOXKAEHUS;

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

p) TpeboBaHMA K Ka4yecTBy /eKapCTBEHHOrO npenapaTta A4 BETEePUHAPHOro MNPUMEHEHUS
(cepTnduKaT, cneundmKauma Ha 1EKapPCTBEHHBIM NpenapaT U nx o6ocHoBaHue);

C) dHaUTU4YECKne MeToauKHn, ucnosablyemble nNpuU OCYWECTBIEHUN KOHTPONA KayecCTBa
NNEKAPCTBEHHOIO nNpenaparta A1Aa BETEPUHAPHOIo NpMeHeHuA,;

MpumeyvaHue.

Mpu perncTpauumM no YCKOPEHHOW npoueaype AONYCKAeTcs HenpeacraBNeHMe [AOKYMEHTOB,
npeaycMmoTpeHHbIx nn. "1 n. 9 4. 3 ¢T. 17, Npu yc/I0BMM NMUCbMEHHOIO 06A3aTe/IbCTBa UX NPeaoCTaBUTb
B TeueHune 12 mecaues co aHa peructpaumm (MocraHosneHune Mpasutenbcrtsa PP o1 12.03.2022 N 353).

T) OKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaAUTUYECKUX METOAMK, UCMOJIb3yeMbIX Mpu
OCYLLECTBNEHNN KOHTPO/IA KayecTBa /IeKapCTBEHHOTo npenaparta AN BeTePUHAPHOro NpUMeHeHus;

y) OOKYMEHT, NMOATBEPKAAOWMIA KAyecTBO /JIEKAPCTBEHHOro npenaparta TPex MPOMbILLAEHHbIX
cepuit (NpoToKO aHaM3a UK cePTUOUMKAT aHaAn3a), o4Ha CEPUA KOTOPOTO A0/IKHA COBMaAaThb C cepueit
06pasLa NeKapCcTBEHHOro Npenapara, NoAaHHOIO Ha PerncTpaLmio;

&) XxapaKkTepucTMka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06PA3LLOB, MCMOJ/b3YEMbIX NPW OCYLLECTBIEHUM KOHTPOAA KauyecTsa
NleKapcTBEHHOro npenapaTa A1 BEeTePUHAPHOro NPUMEHeHMS;

Mpumevarue.

Mpu yCKOpeHHOM npoueaype perncTpauun  BOCMPOU3BEAEHHOrO MpenapaTta LOMNyCcKaeTca
HenpeacTaBreHne CBeAeHUM, npegycmoTpeHHblx nn. "u" n. 9 4. 3 c1. 17, Nnpu NUCbMEHHOM
06s3aTenbCcTBE MX MNPEeAoCTaBUTb B TedeHune 12 mecsueB co AHA peructpaumm (MoctaHoBneHWe

Mpasutenbctea PO ot 12.03.2022 N 353).

Ll,) AaHHble O CTabunbHOCTU NNEKAPCTBEHHOrIO NpenapaTta ANnAa BETEPUHAPHOIo NpuMeHeHuA,

10) Konua [OOKYMeHTa, cofep)kaliero MHOOpMaUMIio O HaauuMM uamM ob OTCyTCTBUM aKToB
perncTpaunmn nekapcTBeHHOro npenaparta g8 BeTepUHapHOro npumMeHeHus 3a npegenamm Poccuiickoi
depepauny;

11) cornacue B NUcbmeHHOM dopme, NPeayCMOTPEHHOEe YacTbio 7 HacTOALWEN CTaTbu, B Cayyae
pernctpauumn BoCNpoM3BeaeHHOro IeKapcTBEHHOro NpenapaTa;
(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAHOB/JAEHHOM MOpPAAKe W



NOATBEPKAAIOLLIEro NPaBOMOYHOCTb 3anABAEHMA O FOCYAAaPCTBEHHOW Peructpauumn nekapcTBeHHOro
npenapara 418 BeTepnHapHOro NpUMmeHeHnn (40BepPeHHOCTb);

MpumeyvaHue.

[0031.12.2023 poCcCUNCKMM NPOM3BOANTEIAM PA3pPeELLEHO He NpeAcTaBAATb CBEAEHUA B COOTBETCTBUN
c n. 13 4. 3 c1. 17 npu perncTpauum MMMYHOBMONOrMYECKUX NEKAPCTBEHHbIX MNpenapaTos
(MocTaHoBneHwue MpaBuTtenbctsa PO ot 12.03.2022 N 353).

13) cBeAeHMA O TOCYAAPCTBEHHOW perncrpauum  reHHo-UHXeHepHOo-MoaMdULMPOBAHHbIX
OpraHM3MoB, MpefHa3Ha4YeHHbIX ANA BbIMNyCKa B OKpyKatowyo cpeay (npy rocyaapcTBeHHOM
pPerucTpaunm NEeKapCTBEHHbIX MNPENapaTtoB A/NA BETEPUMHAPHOTO MPUMEHEHUA, MNOJYYEHHbIX C
NPMMEHEHNEM  TEHHO-UHXEHEPHO-MOANPUUMPOBAHHbBIX OPraHM3MOB WAW  COAEPMKALMX  TaKue
OpraHusmbl).

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

4. Mpn npoBefeHMM YCKOPEHHOM MpoLeaypbl 3KCNEepPTM3bl JIEKApCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHMUA B LLENAX ero rocyAapCcTBEHHOW perncrTpaLmm BMecTo oT4yeTa paspaboTumka
O pe3ynbTaTax [AOK/JAMHMYECKOTO WCCIedOBaHUA JIEKAapCTBEHHOTO CpeacTBa ANA BETEepUHAPHOro
NPUMeHeHMA MOKeT OblTb npeacTaBneH 0630p HayyHbIX paboT O pesynbTaTax AOKAMHUYECKOTO
nccnenoBaHna pedpepeHTHOro NEKapCTBEHHOMO NpenapaTta 418 BeTePUHAPHOro NPUMEHEHUA, @ BMECTO
oT4yeTa O pe3y/bTaTax KAMHUYECKOro MUCCAef0BaHMA JIEKAapCTBEHHOTO npenapata A8 BeTepuMHapHOro
NPUMEHEHMUA OTYEeT O pe3yabTaTax WcCNefoBaHUA  OGUOIKBMBANEHTHOCTM  BOCMPOU3BEAEHHOIO
JIeKapCTBEHHOrO NpenapaTa 419 BEeTEPUHAPHOro NpUMeHeHuUA.

(yacTb 4 B peq,. depepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha akcnepTnsy pasnnyHbiXx NeKapCcTBEHHbIX GOPM OAHOrO M TOTO e NeKapCTBEHHOMO NpenapaTta
ONA BETEPUHAPHOrO NPUMEHEHMA 3aaBUTEb NPEACTAaBAAET OTAENbHbIE 3aAB/IEHMA U PErNCTPALUOHHbIE
[0Cbe Ha KaXKayto NeKapCcTBEHHYO popmy. Mpn ycnosBmn ogHOBPEMEHHOM NOAAUN HA SKCNEPTU3Y O4HOM
NIeKapcTBeHHOM GOpPMbl  C  Pas/IMYHbIMKM - OO3UPOBKOM, KOHUEHTpauuei, obbemom 3aABUTENb
npeacTaBaseT OAHO 3aAB/EHME WU PErucTPaLMOHHOE A0Cbe C MPUIOKEHMEM MAKETOB NEpPBUYHOMN
YNaKoBKM W BTOPUMYHOM YNaKoBKW. Ha MaKeTax nNepBMYHOM YMNAaKOBKM U BTOPUYHOM YNAKOBKM
YKa3bIBalOTCA BCE MPOU3BOAMMbBIE 4O3MPOBKM, KOHLLEHTPALMUKN, OObEMbI U KONMYECTBO 403 B YMNaKOBKe
JNIeKapCTBEHHOTrO NpenapaTa A1 BeTePUHAPHOTO NPUMEHEHMA.
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpeacTaBneHmaA C 3aABAEHMEM O FOCYLAPCTBEHHOW PErnucTpaumm NeKapCcTBEHHOIO
npenapaTta 41a BETEPUHAPHOrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY rOCyAapCTBEHHOM
MOLI/IMHBI M YKA3aHHbIX B NYHKTE 7 4acTW 2 HacToALWEeN CTaTbW, CBEAEHUN O NINLEH3MNAX, YKa3aHHbIX B
NyHKTax 1 1 2 yacTu 3 HacTosALLel CTaTby, a TaKXKe BblgaBaeMblx (NpeaoCcTaBasemMblX) YNOJHOMOYEHHbIMM
denepanbHbIMM OpPraHaMmn UCMNOJIHUTENBbHOW BAACTU AOKYMEHTOB (CBEAEHMI), YKAa3aHHbIX B NyHKTe 2.1
YacTM 3 HacToALWEWN CTaTbW, YMNOJHOMOYEHHbIN deaepanbHblA OpraH WCNOJHUTENLHOW BACTU
3anpalnBaeT yKasaHHble AOKYMEHTbI (CBeAeHMA) B NOpsAaKe MeXBEeAOMCTBEHHOrO MHPOPMALMOHHOTO
B3aMmMoaencTems.

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

7. He ponyckaeTcA MCNONb30BaHME B KOMMEPUYECKUX Uenax uMHGopmMaumMmM o pesynbTaTax
AOK/IMHUYECKMX UCCNeL0BaHNI NEKAPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCIeA0BaHUM IeKapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOrO NMPUMEHEHWs, NpeacTaBAeHHON 3asBUTENIEM A/1A TOCYAapCTBEHHOM
pernucTpauum NeKapcTBeHHbIX npenapatosB, 6e3 ero cornacMs B TeyeHMe LWecTu NeT ¢  Aatbl
rocyZ,apCTBeHHOM pernctpaunmn pedpepeHTHOro IeKapcTBeHHOro npenapata B Poccuiickoi ®eaepaunn.

8. ﬂ,epmaTenb nnun Bnageney, perucTtpaumMoHHOro ygoCctoBepeHmnAa 1€KapCTBeEHHOIo npenapatrta anAa
BEeTePUHAPHOro NnpnMmeHeHnAa npeacTtaBaAaeT B yI'IO/'IHOMO‘-IEHHbIVI d)ep,epaanblﬁ opraH MCMNONHUTENIbHOM
B/1aCTU OTYET NO pe3y/sibTaTamM d)apmaKOHa,a,3opa OOUH pa3 B WWECTb MecALeB B Te4eHUNE ABYX /IET NocCne



rocy4apCcTBeHHOM perncTpaumnmn N1ekapcTBeHHOro npenapara B Poccuitickon Pegepaumm, 3aTem eKerogHo
B TeYeHMe nocaeayolmx TPex AeT U B AafibHellwem oauH pas B TP roaa.
(yacTb 8 BBeAeHa PeaepanbHbiM 3aKkoHOM oT 02.08.2019 N 297-03)

Cratba 18. TMopaya M paccmoTpeHMe 3asaBJeHMA O TOCYAapPCTBEHHOW perncrpauumu
JNIeKapCcTBEHHOro npenapara AN1A MeAULMHCKOro NpMMeHeHus
(B pea. PepepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. [Onsa rocynapCTBEHHOM perucTpaumm NeKkapCTBEHHOro npenapata AnAa  MeguLMHCKOro
NPUMEHEHNA HOPUANYECKOE NNLUO, AeNcTBylolee B COBCTBEHHbIX MHTEpPecax WM YyNOJHOMOYEHHOoEe
NpPeACTaBAATb UHTEPECbl APYrOro HPUAMYECKOro NLA M 3aABAAIOLLEE NIEKAPCTBEHHbIN NpenapaTt Ha
roCyapCTBEHHYIO perucTpaunio (panee B HacToAWwen CcTaTbe - 3aABUTENb), NpeacTaBaseT B
YNOJIHOMOYEHHbBIN defepanbHbIi OpraH UCNOAHUTENbHOM BNACTM, OCYLLECTBAAOWMI FOCYAapCTBEHHYIO
PEerucTPaLmio NeKapCTBEHHbIX MPenapaTos ANsA MegULMHCKOTo NPUMEHEHMA, B 9NEKTPOHHOM Gopme 1 Ha
6ymaXKHOM HocuTene 3asB/ieHWE O FOCYAAPCTBEHHOM PEruMcTpaumMm JeKapcTBEHHOro Npenapata Ans
MEOMLMHCKOIO MPUMEHEHUA, a TaKKe B MopAfKe, YCTaHOBJIEHHOM YNOJHOMOYEHHbIM deaepasibHbiM
OPraHOM MCMONIHUTENbHOM BNACTU, B 3NEKTPOHHON GOpMe M Ha BymaxkHOM HocuTene Heobxoaumble
OOKYMEHTbI, U3 KOTOpbiXx GOPMUPYETCA PErNCTPALUMOHHOE A0Cbe Ha JIeKapCTBEHHbIM npenapaTt anaA
MEeONLMHCKOTO MPUMEHEHMUA.

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

2. B 3aABNeHUM 0 rocyapCTBEHHOW perncTpaumm 1eKkapcTBEHHOro npenaparta ans MeanunuHCKOro
NPMMEHEHUA YKa3blBatOTCA:

1) HavMmeHoBaHWe, afpec 3asABUTENA M NPOM3BOAMTENA JIEKAPCTBEHHOrO mnpenapata Ajs
MEeAMLMHCKOrO NMPUMEHEHUSA, CBeAeHNA 06 UX perucTpauumn B KayecTBe HajoroniaTtenbliMKa B CTpaHe
pernctpauum (418 POCCUMCKUX IOPUANYECKUX NNL, - UAEHTUPUKALUMOHHBIM HOMEP HanoronaateNbLlimMKa
(MHH), Ans MHOCTPaHHbIX LPULNYECKUX NNL, - CTPAHA PErUCTPaALMMK, HAMMEHOBAHME PErUCTPUPYIOLLETO
opraHa, permcTpaumMoHHbIA HOMep, KO HanoronaaTe NbLiMKa B CTPaHe perucTpauumn (MHKopnopawumm) uam
€ro aHanor) u agpec MecTa OCYLLEeCTBJAEHMSA NPOM3BOACTBA JIeKapCTBEHHOro npenaparta (B caydae
Ha/IMYMA HECKOIbKMX YH4ACTHMKOB NPOLLECCA €r0 MPON3BOACTBA HEOBXOAMMO YKa3aTb KayKA0ro yYacTHUKa
B COOTBETCTBMM C OCYLLLECTBAAEMOW CTaaMen NponU3BOACTBA);

(n. 1 8 pea. PegepanbHoOro 3akoHa oT 28.12.2017 N 425-93)

2) HanMeHOBaHWMEe NeKAPCTBEHHOIO NpenapaTa AN mMeanumMHCKOro npumeHeHunA (ME)'KAYHapOAHOG
HenaTeHToBaHHOE, NN TPpynnMpPoBOYHOE, NN XUMHNUYECKOoe U Toprosoe HaMMeHOBaHMﬂ);

3) nepevyeHb ,El,eﬁCTBleLLI,MX M BCNOMOraTe/ibHbIX BeLWecTs, BXOAALWNX B COCTaB JIEKAPCTBEHHOIO
npenaparta gna meamumMHCKOro npumeHeHusa, C yKkasaHmem Konnyectea KaxXaoro s Hux;

4) nekapcTtBeHHas ¢opma, A03MpPOBKa, CMOCO6bl BBEAEHWA M MPUMEHEHMS, CPOK TOAHOCTU
NleKapcTBEeHHOTro NpenapaTa ANs MeAUUMHCKOTO NPUMEHEHHUS;

5) dbapmakoTepaneBTMYECKan rpynna, Kog, aHaToMO-TepaneBTUYECKO-XMMMUYECKOM KnaccudurKaumm,
peKoMeHO0BaHHOM BceMMpHOW oOpraHusaumelt 34paBOOXPAHEHUA, 3anBAseMble MOKasaHuA AnA
NPMMEHEHMA EKaPCTBEHHOrO NpenapaTta 414 MegULUMHCKOro NpUMeHeHUs;

6) oTcyTcTBME HeobXoAMMOCTM MNpenocTaB/leHMss OTyeTa O pe3ynbTaTaX  KAMHMYECKOro
nccnenoBaHua, UccnefoBaHUA BUO3KBMBANEHTHOCTU 1IEKAPCTBEHHOrO NpenapaTa, paspelleHHoro ans
MeANUMHCKOTro NpumeHeHus B Poccuiickoit deaepaumm 6onee ABaALaTH NIET, C YKazaHUEM HOPMATUBHbIX
NpPaBOBbIX aKTOB, NOATBEPKAAIOLWMX AAHHbIN CPOK MPUMEHEHUS;

7) HeobxogMmocTb 0pOPMIEHUS paspeLlleHns Ha BBO3 B Poccuiickyto depepaunto KOHKPETHOWM
NapTMM  3aperucTpuMpoBaHHbIX W (MAM)  He3apPerncTpMpoBaHHbIX  JIEKAPCTBEHHbLIX  CPEeACTB,
npegHasHayeHHbIX AN NPOBEAEHMA 3KCMePTU3bl NEeKaPCTBEHHbIX CPeACTB B LENAX rocyaapCTBeHHoM



peructpauuu;

8) HeobxoAMMOCTb NpoBeAeHNA 3KCMEePTU3bl AOKYMEHTOB, NPeACTaB/ieHHbIX AnsA onpeaeneHus
BO3MOXHOCTM PacCMaTpMBaTb JIEKapCTBEHHbIA npenapat Aa8 MeAMUMHCKOro MPUMEHEHMA npu
OCYLLEeCTBNEHNN rOCYAapCTBEHHOW perncTpauumn B Kayectse opdaHHOro JIeKapCcTBEHHOTO Npenapara;

9) He0bX0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl 3KCNepTM3bl 1eKapCTBEHHbIX CPEACTB B
LeNax rocy4apCTBeHHOM perucTpaumm nekapcTBeHHoro npenapara;

10) KonMK JOKYMEHTOB, NOATBEPKAAOLMX YNNATY rOCYAapCTBEHHOM NOW/IMHbI:

a) 3a npoBeAEeHME IKCNEPTU3bl AOKYMEHTOB, NPeACTaBAEHHbIX AA onpeaeneHns BO3MOMXKHOCTU
paccmaTpuBaTb JIeKapCTBEHHbIM npenapaT Aaa MeAMLUMHCKOro MNpPUMEHEHMA MPU OCYLLECTBAEHUM
rocyaapcTBeHHOW perucTpaumm B Kayectse opdaHHOro NeKapCTBEHHOro NpenapaTa;

6) 3a npoBegeHWE 3KCNEpPTU3bl KAYecTBa JIEKAPCTBEHHOIO CpencTBa M 3KCMepTM3bl OTHOLWIEHMUSA
0XKMAaemMoi NoJib3bl K BOSMOXHOMY PUCKY MPUMEHEHMA IEKAapCTBEHHOIO Npenapara, paspeLlleHHoro ans
MeaULUMHCKOro npumeHeHuns B Poccuitckon ®epepaumn 6onee asaguaTti neT, NPU OCYLLECTBIAEHUMU
rocyfapcTBEHHOM PErMcTpaLmm NeKapCcTBEHHOro NpenaparTa;

B) 33 NPOBeAEHWe 3KCMepTU3bl KayecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCMNEepTU3bl OTHOLLEHMUA
0XKMAAEMOW NOb3bl K BO3SMOXHOMY PUCKY NPUMEHEHMSA IeKapCTBEHHOTO NpenapaTta 414 MeULNHCKOTo
NPMMEHEHWA NPU ero rocy4apcTBEHHON perncTpaunm;

r) 3a nposeaeHWe 3KCMEePTU3bl KayecTBa JIEKAaPCTBEHHOrO CPeACcTBa M 3KCNEepPTU3bl OTHOLLEHUA
0XKMAAEMOW MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IeKapCTBEHHOrO npenaparta 414 MeauLUHCKOro
NPMMEHEHWA, B OTHOLIEHWM KOTOPOro MPOBeAeHbl MeXAYHapOAHble MHOTOLEHTPOBbIE KAMHUYECKMe
nccneaoBaHWA, 4acTb M3 KOTOPbIX nposedeHa B Poccuitckon degepauun, npu OCyLWECTBAEHUU
rocyAapCTBEHHOW PerncTpaumnn 1eKapcTBeHHoro npenapara;

11) Hanuume cornacus MNPOU3BOAMTENA JIEKAapPCTBEHHOrO npenapara, MNpPou3BOACTBO KOTOPOro
ocyllecTenaetca 3a npegenamu  Poccuidickoi  ®Pepepaumn, Ha NpoBefeHWE  UHCNEKTMPOBaHMA
NPOU3BOAMTENA HA COOTBETCTBUE TPeBOBaHNAM NPaBUA HadNexKallel NPON3BOACTBEHHOW NMPaKTUKN;

12) Hannume cornacus, NPeayCMOTPEHHOrO YacTblo 18 HacTosALLeN CcTaTbi;

13) yka3aHue BMAa 1eKapCcTBEHHOro npenapaTa, NpeAcTaBAeHHOro Ha pernctpaumio (pedepeHTHbIN
NIeKapCTBEHHbIA  npenapaT, BOCNPOM3BEAEHHbIA  NEKapCTBEHHbIA  npenapaT, 6MoI0rMYecKmin
JIeKapCTBEHHbIM NpenapaTt, 6uoaHanorosbiii (6MonoaobHbIN) NekapcTBEHHbIN Npenapat (buoaHanor),
romeonaTUYecKknin 1eKapCTBEHHbIN Npenapar, IeKapCTBEHHbIN pacTUTe/IbHbIM Npenapar).

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

3. PernctpaumoHHoe f[0Cbe Ha JIeKapCTBEHHbIN MNpenapat Ans MeAMUMHCKOro NpUMEHEeHUs
npegocrasaseTca B popme 0b6LLLEr0 TEXHUYECKOTO LOKYMEHTA.
(yacTb 3 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYyMeHTaUMMU agMUHNCTPATUBHOIO XapaKTepa BK/toYaeT B cebs:

1) 3aABneHME O rocyaapCTBEHHOW perncTpaumm NeKapcTBEHHOro npenapaTta 41A MeanUMHCKOro
NPUMEHEHWA B 3/IEKTPOHHOM Ppopme 1 Ha BymarkHOM HocuTeNe;

2) KOMUIKO AOOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepPeHHOro B YCTAaHOBJIEHHOM nNnopAgKe WU
noareepXxgakowero npaBoMo4YHOCTb 3aABUTENA NOAaBaATb 3aAB/IEHUE O I'OCY,EI,apCTBEHHOl)‘I perncrtpaunmn
NEKapPCTBEHHOrO npenaparta Ana megnumMHCKOro npuMmeHeHunA (,CI,OBepeHHOCTb)}

3) cBeageHunAa o aate npenocraBaeHnAa U permctpaymoHHOM Homepe MUEH3NN Ha Npon3sBoacTso



JIeKapCTBEHHbIX CPeACTB WM CBeAeHMA O pAaTe npeaocTaB/ieHUA W PerucTpauMoHHOM Homepe
3aK/0YEHMA O COOTBETCTBUM MNPOM3BOAMTENA /NIEKAPCTBEHHbIX CpeAcTB TpeboBaHMaM npasua
HagNeKallelr npou3BOACTBEHHOW MPaKTUKM, BblAaHHbIX (NpPeaocTaBAeHHbIX) YNOJHOMOYEHHbIM
denepanbHbiM OPraHOM MCMOAHUTE/NIbBHOW BNAACTU B OTHOLWIEHWM MPOU3BOACTBEHHON NAOLWAAKU
pPerucTpupyemoro J/eKapCcTBeHHOro Mnpenapata, B C/ayyae, ec/iM NPOU3BOACTBO JIEKAPCTBEHHOIO
npenapara ocyuecTsnasetca B Poccuiickoint Peagepaunu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-03)

4) Konwuio NPeaoCcTaBNeHHON YNOJHOMOYEHHbIM OPraHOM CTpaHbl NPOWU3BOAUTENN NIULEH3UN HA
NPOu3BOACTBO JIEKAPCTBEHHOTO Mpenapata M ee MepeBos, HA PYCCKMIA A3bIK, 3aBepeHHble B
YCTaHOB/IEHHOM NOPAAKE, @ TAKKE KOMUIO 3aKA0YEHMA O COOTBETCTBUMN NPOU3BOANTENA IEKAPCTBEHHbIX
cpefactB  TpebOBaHMAM  NpaBWA  Hagaeraweh  Npou3BOACTBEHHOM  MPAKTUKKM,  BblAAHHOMO
YNOJIHOMOYEHHbIM PesepanbHbIM OPraHOM UCMONHUTENbHON BNACTU B OTHOLEHMM NPOU3BOACTBEHHOWN
NAOWAAKN PErncTPUpyemoro NeKapCTBEHHOIO npenapaTta, WAW KOMUIO peleHuA YNONHOMOYEHHOTO
denepanbHOro opraHa WMCMONHUTENbHOM BAACTU O MPOBEAEHUM MHCNEKTUPOBAHWUA MPOM3BOAUTENSA
NIeKAPCTBEHHbIX CPEACTB, B C/ly4ae, eC/iv NPOU3BOACTBO /IEKAPCTBEHHOIO NpPenapaTta oCyLLecTBAAETCA 3a
npegenamun Poccuiickon deaepauymm;

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

5) NPOEKT MHCTPYKLMMN NO MEANLMHCKOMY NPUMEHEHMUIO IEKapCTBEHHOrO Npenapara, coaepsKalliei
cnepyowme ceeaeHums:

a) HauMmeHOBaHMWE /NeKapCTBEHHOro npenaparta (MexayHapoAHoe HenaTeHTOBaHHOE, WK
rPYNNMpPOBOYHOE, AN XMMUYECKOE U TOProBOe HaMMEHOBaHUA);

6) NeKapCTBEHHAA cbopma C YKasaHunem HAaUMeHOBaHWUIM U KO/IMYECTBEHHOIO COCTaBa ,CI,EVICTBVEOLLI,MX
Bel,eCTB N Ka4eCTBEHHOIO COCTaBa BCMNOMOraTe/IbHbIX BELWECTB (I'Ipl/l HeOGXOAMMOCTM KOZIN4eCTBEHHOIO
COCTaBa BCNomoraTte/ibHbIX BELLI,ECTB);

B) OnMcaHue BHELIHero Buaa 1eKapcTBEeHHOro npenapaTta 41a MeANLUHCKOro NPUMeEHEeHUs;
r) $13mMKo-xmMmmyeckmne ceoictea (ana pagmodapmaL,eBTUUECKUX IEKaPCTBEHHbIX NPenapaTos);

) dapmaKkoTepaneBTMYeCKas TPynna, KoA JIEKAPCTBEHHOro npenapata A4isa MeAMLUMHCKOro
NPMMEHEHMA MO  aHAaTOMO-TEPaneBTUYECKO-XMMUYECKOM  KnaccMdUKauMu, PEeKOMEeHA0BaHHOWM
BceMMpHOI oOpraHusaumMein 34paBoOOXPaHEHMs, WAM YKasaHMe "rOMeonaTUUYecKUi JfIeKapCTBEHHbI
npenapar";

e) <¢apmakoaMHamuMKa M GapMaKOKMHETMKAa (33  MCKAloYeHMeM  papMaKOKMHETUKM
romeonaTUYecKmnx eKapCTBEHHbIX NPENapaToB U PacTUTENbHbIX 1EKAPCTBEHHbIX NPEnapaTos);

) NoKasaHuA 419 NPUMEHEHMUS;
3) NPOTUBONOKAa3aHUA ANA NPUMEHEHUS;
1) Mepbl NPEAOCTOPOKHOCTM NPU MPUMEHEHWU;

K) YKa3aHne BO3MOXXHOCTU WU ocobeHHocCTel NPpUMeHeHUA NEeKapCTBEHHOrNo npenaparta AnA
MeaununHCKOro npumeHeHuA 6epeMeHHbIMVI XeHWnHamy, XKeHwmnmHamn B nepumoa rpyaHoro
BCKapmanBaHuA, 4eTbMU, B3POC/1bIMU, UMEKOLWLMMU XPOHNYECKNE 3aboneBaHus;

N) peXXnm A03npoBaHna, cnocobbl BBeAEHMA U NPUMEHEHNA, NPU HEOBXOANMOCTM Bpemsa npuema
NIeKapCTBEHHOro npenapata s MeAMUMHCKOTO NPUMEHEHMUS, MPOLAONKUTENBHOCTb NeYeHus, B TOM
yucne y ageten Ao M nocne o4HOro roaa;

M) BO3MOHbIE HeXenate/ibHble peakunn npu npMMeHeHUn NeKapCTBeHHOro npenapata 4naAa



MeANLIMHCKOro NPpUMEHEHMUS;
H) CUMNTOMbI NEepPeao3NPOBKM, MepPbl MO OKa3aHWIO MOMOLLM NPU Nepeao3npPoBKe;
0) B3aumoZencTemne C 4pyrMmun NekapcTBeHHbIMKM NpenapaTamm n (MAKn) NULWEBbIMU NPOAYKTaMMU;
n) popmbl BbiNycKa IeKapCTBEHHOTO Npenapara;

p) yKkasaHue (npu HeobxoAMMOCTM) OCOBEHHOCTEN AeNCTBMA NeKapCTBEHHOro npenapata Aans
MeAMLMHCKOro MPUMEHEHUA NPY NEPBOM NPUEME AW NPU ero OTMEHE;

C) onucaHue (npu Heob6xo04MMOCTH) AeNCTBUI Bpada (benbawepa) u (Mnun) naumeHTa Npu Nponycke
npuema o4HOM UNM HECKONbKMX 103 IeKapCTBEHHOro npenapaTa AN MeAULMHCKOTO NPUMEHEHUS;

T) BO3MOXHOE B/AMAHME NEKapCTBEHHOro npenapata A1 MeAMUMHCKOro MNPUMEHEHMA Ha
CNocobHOCTb YNPaBAATb TPAHCMOPTHLIMU CPEACTBAMMU, MEXaHNU3MAMM;

y) CPOK TOAHOCTM W YKa3aHune Ha 3anpetr npumMeHeHUnA JeKapCTBEHHOro npenaparta AnA
MeaNLUUMHCKOIo NnpumMmeHeHNA No UCTEYEHNN CPOKa roaHOCTU;

) ycnoBusa xpaHeHus;

X) yKasaHuve Ha HeobXoAMMOCTb XpPaHEeHWA JIeKAapCTBEHHOro npenapata 418 MeAUUMHCKOro
NPUMeHeHMA B MeCTax, HeLOCTYNHbIX A1A AeTeNn;

u) ykasaHue (Mpy HeobXoAMMOCTM) CreumanbHbIX Mep NPeaoCTOPOXKHOCTM MPU YHUUTOMKEHUU
HEeMCNo/1b30BaHHbIX IEKAPCTBEHHbIX NPENapaTos 418 MeAULUHCKOro NPUMEHeHUS;

4) ycnoBUA OTNYCKa;

W) HAaMMEHOBaHMA W agpeca MPOU3BOACTBEHHbIX MOLWAA0K NPOWU3BOAMTENA NEKAPCTBEHHOMO
npenapara;

) HaMMeHOBaHME, afpec OpraHU3auuMW, YNOJHOMOYEHHOW Jep)KaTenem WAW BafesbLem
PEerncTpaunoHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOro npenapata Ans MeSULMHCKOrO NMpUMEHEHMUs Ha
NPUHATME NPETEH3UI OT NoTpebuTens;

6) UHCTPYKLMIO MO MEeAUUMHCKOMY MPUMEHEHUIO UAW KPATKYHO XapaKTEPUCTUKY JIEKAPCTBEHHOTO
npenapara, yTBEPXKAEHHbIE B CTPaHEe NPOU3BOAMUTENSA;

7) NPOEKTbl MaKeTOB NePBUYHOI YNAKOBKMN U BTOPUYHOMN YNaKOBKM 1EKAPCTBEHHOrO NpenapaTa gan
MeAMLMUHCKOro MPUMEHEHUS;

8) NpoeKT HOPMaTMBHOW AOKYMEHTaUMM WAN HOPMAaTMBHOFO AOKYMEHTA Ha NeKapCTBEHHbIN
npenapar a8 MeaAnLMHCKOrO NpUMEHEHUs INBO YKa3aHMe COOTBETCTBYOLW e dapMaKonenHoM cTaTbu;

9) JOKYMEHT, cogeprKalwuii UHPOPMaLMIO O HaANYMKM AN 06 OTCYTCTBUM GAKTOB pervcrpaumnu
JIeKapCTBEHHOrO NpenapaTta 418 MeAnLMHCKOro NpMMeHeHUs 3a npegenammn Poccuiickon degepauum;

10) KOMUN LOOKYMEHTOB, 3aBe€pPeHHbIX B YCTAaHOBJEHHOM MNopAAKE M NnoATBEpPXAAOWUX d)aKT
perncTpaumnn nNeKapCrBeHHOro npenapata B WHOCTPaAHHbIX TroCyaapCtBax B KayecTtBe Opd)aHHOFO
NNeKapCTBEHHOTIO nNpenapaTta,

11) nnaH ynpasneHuWAa puUcKamn AOaa  6UONOrMYECKMX NEeKapCTBEHHbIX MpenapaToB AAA
MeAMLMHCKOro NPUMEHEHUS;

12) pokymeHT o cucTeme dapmaKoHaZ30pa Aep:KaTens WauM Bnafesbla PerncTpaMoHHOro



yAO0CTOBEPEHMA NEKaPCTBEHHOTO Npenapara;

13) AOKYMEHT, NoATBEPKAAIOWMIA KayecTBO JIEKAPCTBEHHOMO npenapaTta Tpex MPOMbIWIeHHbIX
cepuit (NpoToKO aHanM3a unmn cepTuduUKaT aHaNn3a), ogHa cepus KOTOPOTO AOJIKHA COBMNAAAThb C cepueit
obpasua /NeKapcTBEHHOrO Mpenapata Aaa MeAMUMHCKOTO NpPUMEHEHWs, NpeacTaBAEHHOrO Ha
rocyapCTBEHHYIO perncTpaumio.

(yacTtb 4 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumu4yeckoi, papmaueBTMHECKON U BUONOTMYECKON AOKYMEHTAUUM BKAOYaeT B cebn
OOKYMEHTbI, cofeprKawme WHbopmaumio o dapmaueBTUYECcKor cybCcTaHUMM WM NeKapCTBEHHOM
npenapate An8 MeAMUMHCKOro MPUMEHEeHUs, MpOoLLecce ero Npou3BOACTBA M MeToZaxX KOHTPoAs
KauyecTBa, B TOM YnUcne:

1) KONWIo LOKYMEHTA, COAEPIKALLErO CeAYIOLLYI0 MHOoPMauuto 0 dapmaLeBTUYEeCKon cybcTaHLmMm
nnun GpapmaL,eBTUHECKUX CYOCTaHLMAX, BXOAALLMX B COCTAB JIEKAPCTBEHHOMO NpenapaTa, 3a UCKAIYEHUEM
nHoopmauum o dapmaueBTUYECKMX CYBCTAHUMAX, BK/IKOYEHHbIX B FOCYAAPCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO CTaTbel 34 HacToAwero PefepanbHOro 3aKOHa:

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

a) HaumeHoBaHMe dpapmaLeBTUYECKOK cybCcTaHUMKM, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONOIMMA Npon3soacTtea C onncCaHnem CTaAMVI npon3soAacTBa U METOA40B KOHTPO/1A Ha BCEX
CTaanAX NponsBoacCTBa;

r) onucaHune paspaboTKkn npolecca NPOn3BoACTBa;

[) onucaHme KOHTPONS KPUTUYECKUX CTaauiA NPOM3BOACTBA M MPOMEXKYTOYHOW NPOAYKLUN;
€) AOKYyMeHTa/ibHOe NOATBEpXAeHMe (BanmMAaaLma) npoLLeccos U (Mn) NX OLLEHKa;

) CBOICTBa M CTPYKTYpa ACTBYIOLLMX BELLECTS;

3) XxapaKTepucT1Ka npumece;

n) cneumdurKauma Ha bapmaLeBTUYECKYIO CybCTaHLMIO U ee 0B6OCHOBAHME;

K) aHaNUTUYeCKMe MEeTOAMKM, WCMONb3yeEMble MPU  OCYLLECTBNEHUM KOHTPOIA KayecTBa
dapmaLeBTMYECKON cybCcTaHLMu;

I'I) AOKYMeHTa/IbHOE noaTrBepxaeHue (BaﬂMAaLl,VIFI) dHa/IUMTUYECKNX METOAUK, UCNOJIb3yEMbIX MNMPU
OCyLWeCTB/IEHNN KOHTPONA Ka4YeCTBa (bapMaLl,E'BTMLIECKOﬁ Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaNU3a cepuit papmaLeBTUYECKOM cybCcTaHLmMK;

H) NepeyeHb CTaHAAPTHbIX 06PA3L0B UK BELLECTB, MCMO/b3YEMbIX NPU OCYLLECTBNEHUN KOHTPOAA
KauyecTBa;

0) onMcaHuMe XapaKTepPUCTUK U CBOMCTB YNAaKOBOYHbIX MaTepPMUasoB U YKYMOPOUHbIX CPEACTB;
n) AaHHble 0 CTabuAbHOCTU papMaLLeBTUUYECKON CyBCTaHLNM;
p) CPOK rogHoCTY;

1.1) B oOTHOWeEHUN ¢apMaLEBTUUECKNX CYOCTaHUMIN, BXOAAWMX B COCTaB JIEKAPCTBEHHOrO
npenapata M BKIKOYEHHbIX B FOCYAAPCTBEHHbIA PEecTp JeKApCTBEHHbIX CPeaCcTB B COOTBETCTBUM CO



ctatbeit 34 HactosAwero PepepanbHOro 3aKoHa, - KOMUA AOKYMEHTA, COAEPrKALLero creayoLlyto
nHpopmaumtio:

a) HaumeHoBaHMe dpapmaLEeBTUYECKOM cybCTaHLMM, ee CTPYKTypa, obLline CBONCTBa;
6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;
B) pe3y/bTaTbl aHaM3a cepuit papmaueBTUYECKOMn cybcTaHumy;

r) CPOK rogHocCTy;
(n. 1.1 BBegeH deaepanbHbiM 3aKoHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, cofepKalluMii creaylowme cBeAeHUA O JIeKapCcTBEHHOM npenapate  Aans
MEANLIMHCKOrO NPUMEHeHUA:

a) onuMcaHne 1 cocTas NeKapcTBEHHOIo npenapaTa 419 MeANLMHCKOTo NPUMEHEHNS;

6) onucaHuMe ¢dapmaLeBTUYECKOW pa3paboTkm (obocHoBaHWe Bbibopa cocTaBa, MNepPBUYHOWN
YMaKOBKW M MHOTO);

B) TEXHONI0TMA Npon3sBoacTea C onnCaHnem CTaﬂ,MVI npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaanAX NponsBoacCTBa;

r) OonucaHWe KOHTPOAA KPUTUYECKMX CTaaui npoluecca MpoM3BOACTBA WM MPOMENKYTOUHOM
npoAyKLMY;

[l) HaMMeHOBaHWe U afpec MecTa OCyLLEeCTBIeHMA NPON3BOACTBA JIeKaPCTBEHHOrO npenapara A/
MEAMLIMHCKOrO MpUMeHeHMAa (B Cayyae Ha/snuMA HECKO/IbKMX YYaCTHUMKOB MpoLecca Npou3BoACTBa
HeoBXOAMMO YKa3aTb KaXKaoro U3 HUX);

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOrMYECKME XapaKTEPUCTUKMY;

3) maTepuanbHblii 6anaHc Ana NPOM3BOACTBA CEPUM FOTOBOTO NPOAYKTa;

1) onMcaHue XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepPMasioB N YKYNOPOUHbIX CPeACTs;

K) AOKYMeHTanbHOEe NoATBEPKAEHME (Baanaauma) NpoL,eccos NPOn3BOACTBA U (UN) UX OLLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTe/bHbIX BellecTB (cepTUduKaTt, cneundukauus Ha
BCMOMOraTebHble BelecTsa U x obocHoBaHMe);

M) dHaIUTU4EeCKne MmeTognKn, wucnosblyemble MNpn OCYWECTBIEHNMN KOHTPONA KayecCTBa
BCNOMOraTe/ibHbIX BELWeCTB,

H) AOKYMeHTanbHOEe NoATBEpPXKAeHUe (Bannaaums) aHaIMTUYECKUX METOAMK, UCMONb3YEMbIX MPU
OCYLLECTB/IEHNN KOHTPOJIA KauecTBa BCNOMOraTe/IbHbIX BELLECTB;

O) Mchopmau,vm 06 UCNoNb30BaHMM BCMOMOraTebHbIX BelwecTs 4YenoseyeCkoro mn XMBOTHOIO
NPOUCXOXKAEHNA;

I'I) MHCI)OpMaLI,Mﬂ 06 UCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLllecCTs,

p) TpeboBaHMA K KayecTBy JIeKapCTBEHHOro npenapata 418 MeOUUMHCKOTo MNpUMeEHEHUs
(cepTnduKaT, cneundmKauma Ha 1EKAPCTBEHHBIN NpenapaT U nx 06oCHoBaHWe);

C) dHaUTU4YECKNE MeTOoAUKHN, Uncnosbdyemble nNpuU OCyweCTBIEHUN KOHTPO/A Ka4yecTBa



N1IeKapCTBEHHOTIO NpenapaTta 414 MmeagnunHCKOro npumMmeHeHusa;

T) AOKYMeHTanbHoe noAaTteepXxaeHue (Banngaumsa) aHaAUTUYECKMX METOAMK, UCMOAb3YeMbIX Npu
OCYLLECTBNEHMUM KOHTPOA KayecTBa IeKapcTBEHHOrO npenapaTa ANa MeANLMHCKOTO NpUMEHeHNs;

Y) pe3ynbTaTbl aHa/IM30B CEPUIA IeKAaPCTBEHHOTO Npenaparta Ans MeauLMHCKOro NPpUMEHeHUs;
) XxapaKTepucTMka npumecels;

X) nepedyeHb CTaHAAPTHbLIX 06pa3LI,OB, MUCNoab3yemblX NMpuU OCylECTBNEHNN KOHTPO/IA Ka4decCTBa
NNEKapPCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

L) AaHHble 0 CTabMAbHOCTM IeKapCTBEHHOrO Npenapara gias MeguUMHCKOro NPpUMEHEHMA.
(yactb 5 B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen papmaKo/IorMyeckom, TOKCMKONOrMYECKON AOKYMEHTAUUM BKAOYaEeT B ceba oTyeTbl O
pesynbTaTtax OOKAMHUYECKUX WCCNeAOBAaHWM  NIEKAapCTBEHHOIO CpeacTBa AN MeaULMHCKOro
NPUMEHEHUA, B TOM YNC/E:

1) oTyeT 0 papmakoAMHAMMNYECKMX UCCe0BaAHUAX;
2) oTYeT 0 GapMaKOKMHETUYECKUX UCCNEA0BaAHMUAX;

3) OTYET O TOKCUKOJIOTMYECKUX UCC/IeJ0BaHUAX.
(yacTb 6 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KAWHMYECKOW AOKYMEHTaALUW BKAOYAeT B ceba OoT4eTbl O pesysbTaTax KAMHUYECKUX
nccnefoBaHU NeKapCTBEHHOMO NpenapaTa ANs MeAULMHCKOTO NPUMEHEHUSA, B TOM YuChe:

1) oTtyeTbl 06 uccnegoBaHUAX OMOAOCTYNHOCTM UM BMO3KBMBANEHTHOCTM, WUCCNEAO0BaHUAX,
YCTaHaB/NBAIOLLMX KOPPENALMIO PEe3y/1bTaToB, MONYYEHHbIX B YCAOBUAX in Vitro 1 in vivo;

2) oTyeTbl 0 papMaKOKMHETUYECKUX NCCAeA0BaHUAX;
3) oTyeTbl 0 papMaKoAMHAMUYECKMX NCCNEA0BaAHUAX;
4) oTYETbI O KNMHUYECKUX UCCNeA0BaHMAX 3GDEKTUBHOCTU M Be3onacHoCTyY;

5) oTueT o nocTperncTpauMoHHOM OnbITe NPUMEHEHUA (NPY HAaAKMYKUK).
(yacTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHMA K 06bemy MHPOPMaLMK, NPeaOCTaBNSEMON B COCTaBe PErncTPaLMoOHHOIo A0ChE,
ONA OTAEeNbHbIX BUAOB NEKAPCTBEHHbIX NPEnapaToB A8 MeANLMHCKOrO NPMMEHEHMA YCTAaHABAMBAKOTCA
YNOJHOMOYEHHbIM defepanbHbIM OpPraHOM UCMOAHUTEIbHOW BAACTU.
(yacTb 8 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOLWIEHUM JIEKAPCTBEHHbIX MPENapPaToB, Pa3peLeHHbIX A8 MeOULUHCKOTO NPUMMEHEHUA B
Poccuiickoit depepaumm bonee aBagLatTM NeT U B OTHOLEHUU KOTOPbIX HEBO3MOXHO MpoOBeAeHue
nccnefoBaHUi MX BUO3KBMBANEHTHOCTH (33 UCKNIOYEHMEM BMONOTMYECKUX IEKAPCTBEHHbIX NPENapaTos),
[OMNYCKaeTcA BKAOYEHME B COCTAB pasgenia GpapMaKoIormyeckom, TOKCUKOIOrMYEeCKoN AOKYMEHTaLMK U
pasgena KAWHWYECKOW [OKYMEHTaUMW BMEeCTO OT4YeTa pa3paboTymKka O pesysnbTaTax COOCTBEHHbIX
OOKNMHNYECKUX UCCNe0BaHNIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCAe0BaHUI NEKAPCTBEHHbIX
npenapaToB A1 MeAUUMHCKOro NpumeHeHus 0630pa HayyHbiX paboT o pesynbTaTax LOKAMHUYECKUX
NCCNefOBaHUI NIEKAPCTBEHHbIX CPEACTB WM KAMHWUYECKMX WCCNef0BaHWM [AaHHbIX NEeKapCTBEHHbIX
npenapaTos, B TOM YMCe BKAOYAA OMbIT X NOCTPEINMCTPALMOHHOMO NPUMEHEHWS.

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



10. Mpu rocynapCTBEHHOW pervcTpauumn BOCNpPou3BeAeHHbIX /IeKapCTBEHHbIX NpenapaTtoB Ans
MEANLMHCKOTO MPUMEHEHUA [OMyCKaeTcA BK/AKOYEHME B COCTaB pasgena  (GpapmMaKonormyeckom,
TOKCUKO/IOTMYECKOW AOKYMEHTauMm U  pasfena  KAMHUYECKOW [AOKYMEHTauuu BMeCTo oT4yeTa
pa3paboTunka O pesysbTaTax COBCTBEHHbIX AOKAMHUYECKUX UCCNef0BaHUN NEeKapCTBEHHbIX CPeacTB
0630pa Hay4yHbIX paboT 0 pesynbTaTax AOKJAMHUYECKUX UCCef0BaHNN pedepeHTHOro IeKapCcTBEHHOMO
npenapaTta W NpeAcTaB/ieHne BMECTO KAUHUYECKUX UcCaeaoBaHUiA B NOIHOM ob6beme, YCTaHOBAEHHOM
pasAenom KAMHWYECKOW AOKYMeHTauuu, oT4eTa O pesyabTaTax McciaeoBaHWii BMO3KBUMBANEHTHOCTM
BOCMPOM3BEAEHHOrO /IeKapCTBEHHOrO npenaparta 414 MeAMUMHCKOro npumeHeHus. He Tpebyetca
npeacTaB/NeHWe OT4eTa O pesy/bTaTax WccaefoBaHUMA 6GMO3KBMBANIEHTHOCTU BOCMPOU3BEAEHHOIO
NleKapcTBEHHOro  npenapata A48 MeAMUMHCKOTO  NPUMEHEHMs,  eCcan  PerncTpupyroTcs
BOCMNPOU3BeAeHHbIe IeKapCTBEHHbIe NpenapaTbl 414 MeANLUHCKOro NPUMEHEHUs, KoTopble:

1) npefHasHayeHbl ANA MapeHTepasbHOro (MOAKOXKHOro, BHYTPUMbILEYHOTO, BHYTPUBEHHOTO,
BHYTPUINIA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCTAaBHOTO, BHYTPUKOPOHApPHOTO) BBEAEHUA U
npeacTaBnsatoT coboit BogHble PacTBOPbI;

2) npeacTaBnstoT coboi pacTBOpPbI AN NepPopPaNbHOro NPUMEHEHUS;
3) npounsBeaeHbl B popme NOPOLIKOB UAU NMOPUNN3ATOB ANA NPUrOTOBEHMA PAacTBOPOB;
4) ABnAOTCA rasamu;

5) ABNAKOTCA YWHbIMU NN TNAa3HbIMU NEKAPCTBEHHBbIMU NpenapaTamu, npon3segeHHbIMAU B d)opme
BOAHbIX PaCTBOPOB,

6) npeaHasHa4yeHbl 4NA MeCTHOIro NpUMeHeHNA U NPUTroTOBJ/IEHDLI B cbopme BOAHbIX paCTBOPOB;

7) npeactaBnsaoT cobol BoAHbIE PacTBOPbI A1 UCNONb30BaHMA B GOPME UHFANALMIA C MOMOLLLbIO
Hebynansepa Uan B Ka4ecTBe Ha3asbHbIX CPEeeB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeAeHa DeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

11. Anna cnyyaes, yKa3aHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacTosALLel cTaTbM, BOCNPOM3BEAEHHbIN
NIeKapCTBEHHbIN npenapat Aas MeAMUMHCKOrO MNPUMEHEHMA [O0/KEeH COAEep)KaTb TaKMe Ke
BCMOMOraTe/IbHble BELLECTBA B TaKUX YKEe KOIMYECTBAX, KaK U pedepeHTHbIN IeKapCTBEHHbIN Npenapar.
Ecnnm  cocTaBbl BCMOMOTaTe/IbHbIX BELLECTB  Pa3/iMyaloTCA, 3asaBUTE/b  AO/KEH npeacTaBUTb
[0Ka3aTe/IbcTBa TOro, YTO MCNONb3yeMble B AaHHbIX KOHLLEHTPAUMAX BCIOMOraTe/ibHble BELLECTBA He
B/IMAIOT Ha 6e3onacHocTb U (Man) addeKTUBHOCTbL NEeKapCTBEHHOro npenapata ANs MeAMLUMHCKOro
npumeHeHus. B cnydae, ecnum 3asBUTENb HE MOXKET NPeACTaBUTb TaKMe A0Ka3aTeNbCTBA U (M1M) He nmeeT
[O0CTyna K COOTBETCTBYHOLWMM AaHHbIM, OH [AO/IKEH NPOBECTU COOTBETCTBYHOWME WUCCAEA0BaHUA ANA
[0Ka3aTeNbCTBa OTCYTCTBMA BAMAHUA pPasHbIX BCMNOMOraTeNbHbIX BELWLECTB WAM BCMOMOraTe/ibHbIX
YCTPOICTB Ha 6e3onacHoCTb U (Mnn) abdeKTUBHOCTL NIEKAPCTBEHHOro npenapaTta Ana MeauLMHCKOro
NPUMeEHEHNA B COOTBETCTBUM C aKTaMM, COCTABAAOLLMMM NpaBo EBpPa3mMiiCKOro SKOHOMUYECKOro Coto3a.
(yactb 11 BBegeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03; B pes. PenepanbHOro 3akoHa ot
22.12.2020 N 444-d3)

12. Mpwn rocyfapcTBEHHOW PErMCTPaLMM KOMBUHALLMI paHee 3aperncTPUPOBaHHbIX 1EKAPCTBEHHbIX
npenapatoB AnA MeAUUMHCKOTO MNPUMEHEHWA [OOMyCKAaeTcA BK/AOYEeHWe B COCTaB pasgena
$hapMaKONIOrMYecKon, TOKCUMKOIOTMYECKOM AOKYMEHTaUMM U pasfena KAMHUYECKOW AOKYMEeHTauuu
BMeCTO oOT4yeTa pa3paboTumka O pe3ynbTaTax COOCTBEHHbIX [AOKAMHUYECKMX UCCNef0BaHWUM
JIeKapCTBEHHbIX CpeacTB 0630pa HayyHbiXx pPaboT O pesynbTaTax [AOKJMHUYECKMX WCCNefoBaHUM
pedepeHTHbIX /IEKAPCTBEHHbIX MPenapaToB, BXOAALWMX B COCTaB KOMOWHaALMKM JIeKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBUM UX B3aUMOLENCTBMA B O4HOM IeKapcTBEHHON hopMme.

(yacTb 12 BBeAeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

13. Ha aKkcnepTu3y pasnyHbIX 1eKapcTBeHHbIX GOPM OA4HOrO M TOFO YKe IeKapCTBEHHOro Nnpenaparta
ANA MeANUMHCKOTO NPpUMeHeHMA 3aaBUTeNb NPeACTaBAAET OTAE/bHbIE 3aABNEHUA N PErMCcTPaLMOHHbIE



O0Cbe Ha KarKayto nekapcTBeHHyo popmy. Mpu ycnoBMM 0g4HOBPEMEHHOM NOAaYM Ha SKCNePTMU3Y OAHOW
NleKapcTBeHHOM GOpMbl  C  Pas/IMYHLIMM - O03MPOBKOM, KOHUEHTpaumen, obbemom 3asBUTESNb
npeacTaBAseT O4HO 3aAB/EHME U PErucTPaLMOHHOE [0Cbe C NPWU/IOXKEHMEM MAKETOB YMaKOBOK Ha
KaXKOyto A03MPOBKY, KaXKAYH KOHUEHTPALUMIO, KaXKAbI 06beM M KaxKa0e KONMYECTBO 403 B yNaKOBKE.
(yactb 13 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. TMpwn rocygapCTBEHHOW perncTpaumm opdaHHOro JsieKapCTBEHHOro npenapata 3aAaBUTENb
npeacrtasaseT MHGopMaLmio, Heobxoanmyto ana GopMUPOBaHUA Pa3aesa KIMHUYECKOM AOKYMEHTAUNK,
B 06beme, YCTaHOB/IEHHOM YNOJIHOMOYEHHbIM defepasibHbIM OPraHoOM UCMONHUTENbHOW BAACTU.

(yacTb 14 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

15. Mpu pernucTpaumm 6MONOrMYECKOro JIeKapcTBEHHOTO npenapaTta, MOoJIYyYEeHHOro U3 KpPOBW,
Nnasmbl KPOBW YeoBeKa, B COCTaBe PErmcTpaumMoOHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaTt gns
MeAMLMHCKOro MPUMEHEHUSA 4OKHbI BbITb NpeacTaBAeHbl 4OMNOJHUTENbHO:

1) B pasgene [OOKYMeHTaUMM agMWHUCTPATUBHOIO XapakTepa [OKYMEHT, coaep’Kallumii
nHbopmaumio o cybbeKtax obpallleHMa AOHOPCKON KPOBU U (M11) ee KOMMOHEHTOB, O TOM, rae 6bina
ocyuiectsneHa AoHauua (KpoBu U (Man) nnasmbl KPOBM), a TakKe JaHHble 06 WMHQPEKLUMOHHbIX
3aboseBaHMAX, Mepeaalolnxca napeHTepasbHbiM nyTem, uHpopmauma o cybbektax ob6palueHus
[OHOPCKOW KPOBM U (MAN) ee KOMMOHEHTOB, B OTHOLWIEHWMW KOTOPbIX OCYLLECTBASETCA KOHTPO/b
OOHOPCKOW KPOBU U (MKN) ee KOMMOHEHTOB;

2) B pa3aene xummnyeckon, papmaL,eBTMYECKON 1 BUONOTNMYECKO AOKYMEHTALNN:

a) KpuTepun 1 cnocobbl oTb6Opa, TPAHCMNOPTMPOBAHUA W XPaHEHUA AOHOPCKOW KpoBU U (Mnn) ee
KOMMOHEHTOB;

6) pe3ynbTaThl UccneaoBaHUin 0TOBPaHHbIX 4OHOPCKON KPOBU U (MAK) NAa3mbl KPOBM U NYOB Ha
Hannume BO3byauTenen wuHdekumn, BKAOYAA WHPoOpPMaUMio 06 WMCNONBb3OBAHHbLIX METOAMKaX
nuccnegoBaHWn M B C/lydae MCCe0BaHWS My/IOB MAasMbl KPOBU pe3ynbTaTbl AOKYMEHTA/bHOro
noaTeepaeHus (Baanaaumnm) UCNoib30BaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNAKOBKM AN 0T6opa AOHOPCKOW KPOBU U (M1M) NNa3Mbl KPOBH,
BK/tOYasA MHPOPMaLMIO 06 MCNOIb30BAHHbIX PACTBOPAX aHTUKOAryNAHTOB.
(yacTb 15 BBEAeHa DeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

16. KnMHMyeckme nccnefoBaHMA NEKApCTBEHHOIO npenapaTta g8 MeguLMHCKOro NPUMEHEHUA B
LUenax ero rocyfapcTBEHHOW perucTpaumm nposoaatca B Poccuiickolt depepaumm B NOPsAKe,
YyCTaHOBMEHHOM cTaTbsmMn 38 - 44 Hactoswero ®degepanbHoro 3akoHa. OTYeT O MNPOBEAEHHbIX
nccneao0BaHNAX BKIKOYAETCA B COCTaB pasfena KAMHUYECKOW AOKYMEHTALMMU PErncTPaLMOHHOIO A0Cbe
Ha NeKapCTBEHHbIN NpenapaT 18 MeAUUMHCKOrO NpUMeHeHus. s NeKapcTBEHHbIX NpenapaTos A/
MEAVLMHCKOTO MPUMEHEHMS, B OTHOLUEHWMW KOTOPbIX B pe3y/abTaTe 3SKCNepTusbl LOKYMEHTOB,
NnpeacTaBNEHHbIX A5 onpegeseHns BO3MOXKHOCTM PacCMaTpMBaATb JIEKAPCTBEHHbIM npenapaT anaa
MEeANLIMHCKOIO NpUMeHeHUs B KayecTBe OopdaHHOro IeKapCTBEHHOMO NpenapaTa, Takas BO3MOMKHOCTb
NMPWU3HaHa M B OTHOLWEHWW KOTOPbIX MNPOBEAEHbl KAWHWYECKME WCCNenoBaHWA, BbINONHEHHble 3a
npegenammn Poccuiickon depepaumm B COOTBETCTBMM C MNpaBUAamu Hagnexawen nabopaTopHoit
NPaKTUKNU M NpaBUAaMW HaZNexKallei KAMHUYECKON NPAKTUKM, AOMYCKAEeTCA BK/AOYEHME B COCTaB
pa3gena KAMHUYECKON [AOKYMEHTAUMM BMECTO OT4YeTa O pe3yabTaTax KAMHUYECKUX MCCAefoBaHWUiM
NIeKapCTBEHHOrO NpenapaTa 4na MeauLUMHCKOTo NpMMeEHEeHUs, NpoBeeHHbIX B Poccuiickoit ®eaepavmuy,
oTyeTa O pe3y/nbTaTax KAMHUYECKUX WCCNefoBaHUM, BbIMOAHEHHbIX 3a npegenamu Poccuiickoit
depepaunn.

(yacTb 16 BBeAeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

17. B chy4vae HenpeacTaBAeHUA C 3aABAEHUEM O FOCVAapCTBeHHOﬁ perncrtpaunm nekapCrBeHHOro
npenapaTta ana megnumnHCKoro npumeHeHna JOKyMeHTOB, noATBeEPXKAAOWMNX ynaaTty I'OCVLI,apCTBEHHOVI



MOW/MHbI W YKasaHHbIXx B MyHKTe 10 4YacTm 2 HacToAwWwel CTaTbW, a TaKXKe BblgABAEMbIX
(npepocTaBnfaembix) yNnosHOMOYEHHbIMU  denepanbHbIMUM  OpraHaMm  UCNOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B NMyHKTax 3 M 4 yactn 4 HacToslel cTaTbW, YNOJHOMOYEHHDbIN
depepanbHbIi OpraH MCMOJSIHATENIbHOW BAACTUM 3anpallMBaeT yKasaHHble OOKYMEHTbl (cBeaeHusa) B
nopsake mexXseg0MCTBEHHOTO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yactb 17 B pea. GepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTca MCMNO/b30BaHME B KOMMEPYECKUX ULenax uHdopmauum o pesysbTaTax
OOK/NMHNYECKUX UCCNea0BaHUM NeKapCTBEHHbIX CPEACTB M KAUHUYECKUX UCCeA0BaHNM NeKapCTBEHHbIX
npenapatoB A1 MeAWUMHCKOro NpUMEHEeHWsi, NpeacTaBNeHHOM 3asABUTeNeM AN FoCyAapCTBEHHOM
pernctpaunmn NeKapcTBEHHOro npenapata, 6e3 ero cornacMa B TeyeHMe LWeCTU feT C  Aathl
rocyapcTBeEHHOM perucrpaumm pedepeHTHOro IeKapcTBEHHOro nNpenapaTta B Poccuiickont ®eaepaumu.
(yacTb 18 BBEAeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

19. Jepxatenb nnau snageney, perucTpauMoHHOro yaoCTOBEPEHNA NEKAPCTBEHHOMO NpenapaTta Ha
6MOTEXHONOTMYECKUI AKX OpdaHHbIA NeKAaPCTBEHHbIN NpenapaT 06A3aH NpeaoCcTaBAATbL Ha BO3ME3HOM
ocHoBe 06pasupl pedepeHTHOro IeKaPCTBEHHOrO NpenapaTa 3aaBUTeIAM 418 NPOBeAEeHUA KANHUYECKUX
nccnefoBaHuit. Ctommocte obpasua pedepeHTHOro NEeKApPCTBEHHOFO MNpenapaTta, BKAKYEHHOrO B
nepeyYeHb }KM3HEHHO HEODXOANUMbIX M BaXKHEMLINX NeKAPCTBEHHbIX NPEenapaTos, He A0/1XKHA NpeBbiwaTb
3aPErncTPUPOBaHHYIO NPeaebHY0 OTMNYCKHYIO LleHY Ha pedepeHTHbIN NeKapCTBEHHbIM npenapat uam
LeHY Ha JIeKapCTBEHHbIN NpenapaT B CTpaHe NpoM3BoAMTENA.

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

20. 3asBneHne 0 rocygapcTBEHHOW perncTpaLmm BOCNpon3BeLeHHOIO IeKapCTBEHHOMO NpenapaTa
AN MEeAMUMHCKOTO MPUMEHEHUS MOXKET ObiTb MoAaHO B YMOJIHOMOYEHHbIA denepanbHbliA opraH
WUCMNONIHUTENIbHOM  BNACTW, OCYLLECTBAAIOWMINA  FOCYHSAPCTBEHHYIO  PErUCTpauMio  NeKapCTBEHHbIX
npenapatoB, MO MCTEYEHMWU 4YeTblipex fNeT C AaTbl FOCYAapPCTBEHHOW pernctpaummnm pedpepeHTHOro
NeKapcTBeHHOro npenapata B Poccuiickoit Pepepaunu.
(yacTb 20 BBeAeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

21. 3asBfeHMe O TOCYAapCTBEHHOW  peructpauum 6uoaHanorosoro (6uonogo6Horo)
JleKapCcTBEHHOro npenapaTta (6buMoaHanora) moxeTt 6biTb NMOAAHO B YNOJIHOMOYEHHbIM deaepanbHbIn
OpraH MCMNOJIHUTENIbHOW BAACTM, OCYLLECTBAAIOWMIN rOCYAapCTBEHHYIO PErncTpauuio NeKapcTBEHHbIX
npenapaTtoB, MO WCTEYEHMM Tpex /NeT C p[aTbl FOCYAapPCTBEHHOW perucTpauumn pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuiickoin ®eaepaumm.

(yacTb 21 BBeaeHa PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22. [ep:xaTenb wav Bnagenel, perucTpauMOHHOIO yaOCTOBEPEHUA JIeKAapCTBEHHOrO MpenapaTta
npeacTasnfeT B YyNOJHOMOYEHHbIN deaepanbHbll opraH UCNOAHUTE/IbHOM BNACTWU, OCYLLECTBAAOLLUIMA
®YHKLMM NO KOHTPOJIIO N Haa30py B chepe 34paBOOXPaHEHUA, OTHET MO pe3y/bTaTam papmakoHaa3opa
OZMH pa3 B WWeCTb MeCALEB B TeYeHWe ABYX SIeT NOC/e rocyAapCTBEHHOM perucTpaLmm AekapCcTBEHHOro
npenapata B Poccuiickon Pepepaunn, exxerogHo B TeHeHWe Nocaeayrolmnx Tpex NeT U B JanbHenwem
OAVMH pas B NATb NeT.

(yacTb 22 BBeaeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

Cratba 19. MpuUHATME peLueHUA O BbiAaye SKCNepTHOMY yupeXKaeHUI0 3a4aHNA Ha NpoBeAeHue
3KcnepTU3bl NEKAPCTBEHHOrO CpeacTBa
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeueHue pecatn paboumx gHel co AHA NPUHATUA 3aABAEHMA O TOCYAapPCTBEHHON perncTpaunm
NIEeKapCTBEHHOTO  npenapaTa  COOTBETCTBYHOWMI  YNOJHOMOYEHHbIM  denepanbHblii  opraH
MCMONHUTENBHOW BAACTU NPOBOAUT NPOBEPKY MOHOTbI, 4OCTOBEPHOCTU U NPaBUIbHOCTU 0GOPMAEHMUS
NpeacTaBNeHHbIX AOKYMEHTOB PErmcTpauMoHHOTO LOCbe Ha JIeKapCTBEHHbIM npenapaTt M npuHMMaeT
peleHue O BblAaye 334aHuNA Ha NPOBeLeHME:



1) aKcnepTU3bl SOKYMEHTOB, NPEACTaB/EHHbIX 411 onpegeneHns BO3MOXKHOCTM PaccMaTpuBaTh
NeKapcTBeHHbIM npenapaTt Ana MeAMUMHCKOTO NPUMEHEHMA MPM OCYLLECTBJAEHUMMU FOCyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NeKapCTBEHHOrO Npenapara;

2) 3KCNepTM3bl IEKAaPCTBEHHOIO CPEACTBA B YaCTM SKCNEPTM3bl KauecTBa 1eKapCTBEHHOro CpeacTBsa
M 3KCNepTM3bl OTHOLIEHUA OXKWAAEMOM NOJb3bl K BO3MOMKHOMY PUCKY NMPUMEHEHUA JIEKAaPCTBEHHOMO
npenapara Aas MeguLUUHCKOTo NPUMEHEHUS;

3) IKCNEePTU3bl IEKAPCTBEHHOIO CPeACTBa B HaCTU SKCNEPTU3bl Ka4YeCTBa /IEKAPCTBEHHOIO CpeacTBa
M 3KCNEPTU3bl OTHOLWIEHUA ommp,aemoﬁ NOJ1Ib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUA NIEKAPCTBEHHOIO
npenapata Ana MeaumunHCKOro npumMmeHeHunAa B NnopAagKe yCKOpeHHOVI npoueaypbl 3KCNEPTU3bI
NNEKapPCTBEHHbIX CpeacTs B COOTBETCTBUU CO cTaTbein 26 HaCToALWEero (De,qepaanoro 3adKOHa,

4) 3KcnepTM3bl NEKApCTBEHHOrO CPEeACTBa B OTHOLWEHMM NEKapCTBEHHOrO npenapaTta A/a
BETEPMHAPHOrO NPUMEHEHMA.

2. YNONHOMOYEHHbI denepanbHblii OpraH UCMONHUTENIbHOM BAACTU YBEAOMANAET B 3NEKTPOHHOM
dopme nam Ha BymMarKHOM HOCUTeNe 3aABUTENA U IKCNEPTHOE YUYPENKAEHNE O MPUHATOM pPeLleHun o
BblJaye 334aHUI Ha NPOBeAEeHUE SKCNEePTU3, MPesyCMOTPEHHbIX YacTblo 1 HacTosALLel cTaTbk, U B C/ly4ae
Heobxo0AMMOCTM O Bblaye paspelleHna Ha BBO3 B Poccuiickyto Penepaunio KOHKPETHOM NapTum, cepumn
3aperucTpupoBaHHbIX U (MAKM) He3aperucTPMpPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB MAM 06 OTKase B
npoBeAeHUM NPeaYyCMOTPEHHbIX 9KCMEPTU3 C YKA3aHMEM MPUUYMH TaKOTo OTKa3a.

3. B cnyyae BbIABNEHWA OTCYTCTBMSA WM HELOCTOBEPHOCTU WHPOpPMaLMK, CoAeprKalieinca B
npeacTaBNeHHbIX 3anABUTEIeM AO0KYMEHTaX, YNOAHOMOYEHHbIM deaepanbHblit opraH UCMOAHUTENbHOW
BJ1AaCTU HanpasnseT 3asBMTeNl0 3anpoc 06 YTOYHEHMM 3TOM MHPopmauuu (aanee - 3anpoc
YNOAHOMOYEHHOTO desepasbHOro opraHa UCMONHWUTENbHOW BNACTM), KOTOPbIM MOXKeT 6biTb NepegaH
YNOAHOMOYEHHOMY NPEACTAaBUTENIO 3aABUTENN JIMYHO MOJ PACNMCKY, HanpaB/ieH Mo NoyTe 3aKasHbiM
MUCbMOM MK NepeaaH B 3N1EKTPOHHON GopMe Mo TeNEKOMMYHMKALMOHHbIM KaHanam cBsa3u. B ciyvae
Hanpas/ieHUs 3amnpoca YnoJIHOMOYeHHOro defepasbHOro OpraHa MCMOJIHUTENIbHOM BAACTU MO nouyTte
3aKa3HbIM MWCbMOM OH CUYMTAETCA MOJIYYEHHbLIM MO WMCTEYEHUU LEeCTU AHeW C AaTbl HanpasaeHuA
3aKa3HOro NUCbMa.

4. 3asBuTenb 06fA3aH NpeacTaBUTb OTBET HA 3anpoc YnoJIHOMOYEHHOro denepasbHOro opraHa
NCNOJIHUTENbHOW BNACTU B CPOK, HE MpeBblWatowmi AeBAHOCTa pabounx gHen co AHA ero noayyeHus.
CpoOK, yKa3aHHbIM B YacTh 1 HAcTosALLEelM CTaTbW, NPUOCTAHABAMBAETCA CO AHA HaMNpas/eHUs 3aABUTEIO
3anpoca ynosaHOMOYEHHOro denepanbHOro opraHa WCNOJIHUTENbHOW BAACTM A0 AHA MOAYYEHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHMeM A/1A OTKa3a B OpraHM3aLumn 3KCNepTU3, NpeayCMOoTPeHHbIX Y4acTbio 1 HacToALlen
CTaTbM, ABAAETCA NpeAcTaBieHMe HeobXoAuMbIX A4 MPOBeAeHUs NPeAyCMOTPEHHbIX 3KCNepTus
OOKYMEHTOB B HenosiHom ob6beme UM HenpeacTaBieHWe 3asBUTENeM B YCTaHOB/IEHHbIN CPOK OTBeTa Ha
3anpoc Yno/HOMOYEHHOro deaepasnbHOroO opraHa MUCNOAHUTENbHOW BAAacTU, a TaKXe npeacras/ieHue
[OKYMEHTOB, HE COAEPKaLMX NCHEPTbIBAIOLLErO NepeyHs HeobXoaAMMbIX CBEAEHWA.

6. MNpn oTKase B OpraHM3auUUM 3KCNEpPTM3bl, NPesyCMOTPEHHON NyHKTOM 4 yactu 1 HactoAwei
CTaTbM, AOKYMEHTbI, BXOAALME B COCTAaB PErmCTPaLMOHHOIO AO0Cbe Ha JIEKAapCTBEHHbIW npenapaTt Ans
BETEPUHAPHOIO NMPUMEHEHUA, MOTYT OblTb BO3BPALLEHbl 3aABUTE/N0 Ha OCHOBAHWMWU €ro NMUCbMEHHOTO
3anpoca, HanpPaB/AEHHOTO B YNOJIHOMOYEHHbIV denepasnbHbli OpraH UCNOIHUTENBHOW BAACTU B TeYeHMue
TPUALATU paboumx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCMONHUTEIbHOM
BNACTM pelleHns 06 0TKase B OpraHmM3aLmmn TaKom aKCnepTM3bl. YNONHOMOYEHHbIN desepanbHbIit opraH
WCMNOJIHUTENbHOM BNACTM BO3BPALLAET 3aABMTE/NIO YKa3aHHble AOKYMEHTbl B TeYEHWe AecAaTy paboumx
OHel co AHA NoJlyYeHUsA COOTBETCTBYHOLLENO 3aMpoca 3aABUTENSA.

(yacTb 6 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 02.08.2019 N 297-03)



Cratba 20. JKcnepTu3a AOKYMEHTOB, MNpeACTaB/NEHHbIX ANA onpeAaeneHUA BO3MOXHOCTU
paccmaTtpuBaTb JIEKAPCTBEHHDbIM npenapaTt AaAa MeAULMHCKOTO NMPUMEHEHUA NPU OCYLLEeCTBAEHUU
rocyAapCcTBEeHHO perncTpaumm B Kadectse opgpaHHOro IeKapcTBEHHOro Npenapara

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

1. 3KcnepTtM3a AOKYMEHTOB, NPeACTaBAEHHbIX AN onpeaeneHMa BO3MOXKHOCTM pacCMaTpuBaTb
NIEKAPCTBEHHbIN npenapaTt Aaa MeAUUMHCKOrOo MPUMEHEHMA MPU OCYLLEeCTBAEHUUN [OCYAapCTBEHHOM
perncrpauum B Kadyectse oppaHHOro JIEKapCTBEHHOrO MpenapaTta, COCTaB/eHMe KOMUCCUEN 3KCnepToB
3aK/IIOYEHNA O BO3MOKHOCTM WM HEBO3MOMKHOCTM pacCMaTpuBaTb JE€KapCTBEHHbIM npenapat and
MeANLMHCKOTro NPUMEHEeHMA NPU OCYLLEeCTBAEHMUN rocyAapCTBEHHOM perucTpaumnm B Kayectse opdaHHOro
JIEKapCTBEHHOrO NpenapaTta M HanpaBieHWE AAaHHOrO 3aK/KYEHMA B YNOJHOMOYEHHbI deaepanbHbIn
OpraH UCMOJIHUTENbHOM BIAaCTM OCYLLECTBASIOTCA B CPOK, HE NPEBbIWAaloWMi TpuauaTn paboumx aHen co
OHA NONYYEeHUA SKCNEPTHbIM ydpeXxaeHMemM 3a4aHuMA YNONIHOMOYEHHOro ¢eaepanbHOro opraHa
WCNOJIHUTENBbHON BNACTU W B 3NEKTPOHHON GopMe MAM Ha BymMarKHbIX HOCUTENAaX HeobXxoammblx
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5,6, 10 yactn 4 n 8 Yactn 7 ctaTbm 18 HacToawero PegepanbHoro
3aKoHa.

2. [loKymeHTbl, cogepxalineca B PerucTpaumoHHOM A0Cbe Ha JieKapCcTBeHHbI npenapaTt wu
NOCTYNMBLLME Ha BYMaXKHbIX HOCUTENAX B SKCMEPTHOE yupeskaeHUe AN OCYLECTBIeHMUA UX SKCNepTu3bl
ONa  onpefeneHnsa BO3MOMKHOCTM pPaccMaTpuBaTb JIEKAapPCTBEHHbIM npenapat Ans MeguLMHCKOro
NpUMeHeHMa B KadyecTBe OpdaHHOro J/IeKapCcTBEHHOro MpenapaTa, nogsexaT Bo3BpaTy B
YNO/IHOMOYEHHbIN ¢eaepasnbHbii OpraH MCNOJHUTENIbHON BAACTU OAHOBPEMEHHO C 3aK/IOYEHMAMM
COOTBETCTBYHOLLMX SKCNEPTH3.

Cratba 21. PeweHMe O BO3MOXHOCTU pPacCMATPMBATb JIEKAPCTBEHHbIX NpenapaTt npwu
OCYLLEeCTB/IEHWUU FOCYAAPCTBEHHOI peructpauumn B Kauectse oppaHHOro IeKapCTBEHHOro npenapara
(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He NpeBbIWAOWMiA NATU pabounx AHel co AHA NONYYEHUA 3aKAIOUYEHUSA, YKA3aHHOTO B
yactm 1 cratbm 20 HactoAwero PeaepanbHOro 3aKoHa, YNOJHOMOYEHHbIM deaepanbHbii opraH
MCMONHUTENBHOW BNACTU OCYLLECTBAAET OLLEHKY MNOJIYYEHHOrO 3aK/AOYeHUs AN onpeaesneHus ero
COOTBETCTBMA 3aJaHWIO Ha NPOBeAeHMe COOTBETCTBYIOWEN 3KCNepTU3bl U yBeAOMAAET 3aaBUTeNa B
3N1EKTPOHHON ¢GOpMe MAM Ha BymMasKHOM HOCuTeNne O pesy/bTaTax MPOBEAEHHOW 3KcCnepTusbl C
NPUNONKEHNEM KOMMM IKCNEPTHOTO 3aKA0UYEHUSA (C COXpPaHEHNEM KOHOUAEHLMANBbHOCTU MHGOPMALLMM O
COCTaBe 3KCMEepPTHOW KOMUCCUM) U O BOSMOMKHOCTU MIN HEBO3MOMKHOCTU PACCMaTPMBaTb JIEKAPCTBEHHbIN
npenapat Ana MegMUMHCKOro MpUMMEHEHMA MNpPW OCYLLECTBJAEHMU TOCYAAPCTBEHHOW perncrpaumm B
KayecTBe opdpaHHOro NeKapCcTBEHHOrO Npenapara.

2. Mpv BbIHECEHMM KOMMCCMEN 3SKCMEPTOB 3aKNHOYEHMA O BO3MOMKHOCTM PACCMaTPUBATb
JIeKapCTBEHHbIM NpenapaTt 4na MegMUMHCKOrO MNMPUMEHEHUA MPU OCYLLECTBNEHUN FOCYAapCTBEHHOM
perncTpauunm B Kayectse opdaHHOro IeKapCTBEHHOro NpenapaTa yNnoJHOMOYEHHbIN deaepanbHbiii opraH
WCNOJIHUTENbHOW B/IAaCTU B CPOK, HE MpeBblWwatownii nATM pabounx AHel co AHA NOAYyYeHWs AAHHOro
3aKNIOYEHMA, MPUHUMAET pelleHne O Bblgaye 3aZaHWA Ha MNpoBeLEeHWEe 3SKCNepTM3bl KayecTBa
NIEKapCTBEHHOTO CPeACTBA M 3KCNEPTM3bl OTHOLUEHWA OXWMAAEMOMN MNO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHEeHNA NEeKapCTBEHHOrO npenapaTta A1A MeAUUMHCKOTO MPUMEHEHUA B MOPAAKE YCKOPEHHOM
npoueaypbl 3KCMepTM3bl JIEKAPCTBEHHOIO CPEeACTBA B COOTBETCTBMM CO CTaTbel 26 HACTOALLEro
denepanbHOro 3akoHa.

3. B ciyyae NpuUHATUA pelleHna O HEBO3MOXKHOCTM PaccMaTpMBaTh JIEKaPCTBEHHbIN npenapar gna
MeAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAapCTBEHHOW  peructpauuMm B KadectBe opdaHHOro
NeKapCcTBEHHOrO npenapata YNoAHOMOYEHHbIM deaepanbHblii  OpraH MCNOAHUTENbHOW BAACTM
npekpalLaeT npoueaypy rocyaapcTBeHHON perncTpaumm 1eKapcTBeHHoro npenapaTa. 3aaBuTeNb Bnpase
06paTUTLCA B PErnCTPUPYIOLWMIA OpraH C 3asB/JIEHWMEM O FOCYLAPCTBEHHOW PEerucrpaumu yKasaHHOro
JleKapCcTBEHHOTO NpenapaTa B COOTBETCTBUM CO cTaTbei 18 HacTosawero ®enepasbHOTO 3aKOHa.



CrtaTtba 22. YTpatuna cuny ¢ 1 uiona 2015 roga. - deaepanbHblii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 23. JKcnepTU3a KauyecTBa JIEKAPCTBEHHOro cpeacrBa M JdKCNepTtusa OTHOLIEHUA
OXMAAEeMOI nNonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JIeKapCTBeHHOro npenapata Anaa
MeAULUNHCKOro NPpUMMeHeHuUA

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

1. DKcnepTU3a KayecTBa JIeKapCTBEHHOMO CPeAcTBa U SKCNEepPTM3a OTHOLLEHUS OXKMAAEMOMN NO/b3bl
K BO3MOMHOMY PWUCKY MPUMEHEHWUA /IEKAPCTBEHHOrO npenapaTta A4 MeAWULMHCKOro MnpUMeHeHus,
COCTaB/IeHWE KOMMCCUSAMM 3SKCMEPTOB 3aK/OYEHMA MO pes3y/bTaTaM MPOBEAEHHbIX 3KCNepTU3s U
HanpaB/ieHMe 3TUX 3aK/IHYEHUN B YMOJSIHOMOYEHHbINM deaepanbHbli opraH UCNOAHUTENIbHOW BACTU
OCYLLECTBNAIOTCA B CPOK, HE NPEBbILAIOWMNIA CTa AECATU Pabounx gHEN Co AHA NOAYYEHMA SKCNEePTHbLIM
yupexxaeHmem cCoOTBETCTBYIOLWLEro 3a4aHMa yNnoJHOMOYeHHoro ¢deaepasibHoro opraHa UCNOIHUTENbHOM
B/1ACTU N HEOBXOAUMBIX AOKYMEHTOB B 3/1€KTPOHHON POopMeE MU Ha BYMarKHbIX HOCUTENSAX.

MpumeyvaHue.

Mo 3aaBneHuto, nogaHHomy B MuH3sgpas Poccnm go 11.04.2022, npy HEBO3MOXKHOCTM NpoBeaeHUA
9KCMepTM3bl KayecTBa /IEKAapCTBEHHbIX CPeACTB B OJKCMEPTHOM Y4YpeXKAeHWuW, OO0MycKaeTca ee
nposeseHMe MOCPEACTBOM AUCTAaHLMOHHOIO B3aMMOAEWUCTBMA, MOPAAOK M GOpPMbl KOTOPOTO
ONpeaensoTca 3KCMepPTHbIM y4YpeXKaeHMeM MO COracoBaHuio c 3asasuTensmu (MoctaHoBneHue
Mpasutensctea P® ot 05.04.2022 N 593).

2. B TeueHne peBAHOCTA AHEWN CO AHA MOJYYEHUA PeLleHUs YrnoJIHOMOoYeHHoro ¢enepasibHoro
opraHa MCNONHUTENbHOW BAACcTU O NPOBEAEHUU IKCNEPTU3, NpPeayCMOTPEHHbIX YacTbio 1 HacTosLliel
CTaTbM, 3aABUTENIb NPEACTaBAAET B JKCNEPTHOE yypexaeHue ANA NposBedeHUA 3KCNepTU3bl KayecTsa
NleKapCcTBEHHOro cpeAcTBa 0b6pasupl /IeKapCcTBEHHOro npenapaTta ANs MeAMLMHCKOro NpUMeHeHus,
NpPoun3BeAeHHOro B COOTBETCTBUU C TPpebOBaHMAMM OMbITHO-MPOMbILWAEHHOrO U (MAKM) NPOMbILLINEHHOTO
PernameHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM MPOU3BOAUTENS SIEKapPCTBEHHbIX CPeACTB, a TaKKe B
COOTBETCTBYHOLLMX CyYasax obpasubl hbapmaLeBTUYecKon cybcTaHUMK, TeCT-luTaMmMma MUKPOOPraHM3MOB,
KYAbTYPbl KNETOK, 06pasLbl BellecTs, NPUMEHAEMbIX A1 KOHTPO/IA KayecTBa IeKapCcTBEHHOro cpeacTsa
nyTem CpaBHEHMA C HUMU UCCIeAyEeMOro NeKapcTBEHHOMo CPeAcTBa, B KOAMYecTsax, Heobxoaumbix Ans
BOCMNPOU3BEAEHMA METOA0B KOHTPOIA KayecTsa.

3. Mpu nonyyeHnn o6pasuyOB NEKAapCTBEHHOrO npenapata U dapmaueBTUYecKon cybcTaHumm
JKCMepTHoe yypexaeHue BblAaeT 3afBUTENO AOKYMEHT, NOATBEpPKAaloWMiA MonyvyeHne yKasaHHbIX
06pasuoB, U B CPOK, HE NpeBbIWatoWwmnii Tpex pabounx gHel, yBeAOMAAET B 9/1EKTPOHHOM dopme nan Ha
6ymarKHOM HocuTesie 06 3TOM YNONHOMOYEHHbIM denepanbHbli OpraH MCNOIHUTENBHOM BACTL.

4. YKa3zaHHble B 4acTAX 2 M 3 HacTosALLeN CTaTbl CPOK 414 NpeacTaBieHums 3assuTeem o6pasuos
NeKapcTBeHHOro npenapata M ¢apmaleBTMYECKOM CybCTaHUMM W CPOK YBEAOMNEHMA 3KCMNepTHbIM
yupexgeHmem o6 3Tom Ha 6ymarKHOM HocuTene YMNoJAHOMOYEHHOro GeAepanbHOro opraHa
NCMNONHUTENBHOW BNACTM He BK/AKOYAKOTCA B CPOK NPOBEAEHUA IKCNEPTM3, NPeayCMOTPEHHbIX YacTbio 1
HacToALLen cTaTbM.

5. [OKYMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YUYPEeXKAEHME AN NPOBEAEHUA 3SKCMepTus,
NpeaycMOTPEHHbIX YacTblo 1 HACTOSALLEN CTaTbW, NMOA/IEXKAT BO3BPATY B YNOJHOMOYEHHbIV denepanbHbIi
OpraH WCMONHWUTENbHOW BAACTU OLHOBPEMEHHO C 3aK/OYEHUSMU, MOJIYYEHHBIMU MO pPe3ysibTaTam
COOTBETCTBYIOLLMX IKCMEPTUS.

Cratba 24. 3JKcnepTu3a Ka4vecTBa JIeKAPCTBEHHOro cCpeacrsa M JKCNepTusa OTHOLUEHUA
OXMAaeMoh Mosb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NEeKApPCTBEHHOrO npenapata Ans
BeTePMHaApPHOIo NPUMEHEHUA



1. DKcnepTU3a KaYecTBa /IEKAaPCTBEHHOMO CPeACcTBa U SKCNEPTM3a OTHOLLEHMA OXKMAAEMOMN NO/b3bl
K BO3MOXHOMY PUCKY MNPUMEHEHWUA NIEKAPCTBEHHOro Mpenapata A/1a BeTepUHAPHOro NPUMEHEHMUS,
COCTaB/IEHME KOMMCCUSAAMM 3SKCMEPTOB 3aKAOYEHWI NO pe3ysbTaTaM YKa3aHHbIX 3KCNepTu3 MU
HanpaB/ieHWEe TAKUX 3aK/OYEHWUI B YNONHOMOYEHHbIN PeaepanbHbii OpraH UCNONHUTENBHOM BNACTU
OCYLLECTB/IAIOTCA B CPOK, HE NMpeBbILAOWNI CTa AeCATU pabounx AHEl co AHA NOAYYEHUA SKCNePTHbIM
yypexgeHMeM 33aZaHuA  YNoJHOMOYEHHOro ¢eaepanbHOro opraHa WCNOAHUTENbBHOM BAACTU C
OOKYMEHTaMM, YKa3daHHbIMM B Y4acTu 3 cTaTbh 17 HacToAwero PeaepanbHOro 3akoHa.
(8 pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-03)

2. B TeyeHue TpuauaTM pabouyMx AHEA CO AHA TMOJlyYeHUs pPeLlleHUa YNOJHOMOYEHHOro
denepanbHOro opraHa UCNOJIHUTENBHOM BNACTU O NPOBeAEHMM YKa3aHHbIX B YacTu 1 HacToAwen cTaTbn
3KCNepTU3 3aABUTEIb NPEACTABNAET B SKCNEPTHOE yuperKaeHMe A NPOBeAEHMA IKCNEePTU3bl KavyecTBa
JIeKapCTBEHHOIO cpeacTBa 06pasubl NEKapCTBEHHOrO npenapaTta A8 BeTepPUHAPHOro MpUMeEHeHUs,
Npou3BeAeHHOrO0 B COOTBETCTBUM C TPeOOBAHUSAMM TEXHOJIOTMYECKUX PErnaMeHTOB, YTBEPKAEHHbIX
pyKoBOAMTENEM NPOU3BOAUTENA NEKAPCTBEHHbBIX CPEACTB, @ TaKXKe B COOTBETCTBYHOLMX CAy4asax TecT-
WTaMMbl MUKPOOPraHM3MOB, KY/IbTYpbl K/ETOK, 06pa3ubl dpapmaLeBTMYECKON cybCcTaHumMK, obpasLbl
BELWLECTB, MNPUMEHAEMble ANA KOHTPOASA KayecTBa JIEKAapCTBEHHOro CpeacTBa, B KOAMYECTBaAX,
HeobXxo4MMbIX A1 BOCNPOM3BEAEHNA METOL0B KOHTPONA KavecTBa.

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

3. Mpu nonyyeHnn obpasLOB NEKAPCTBEHHOro npenapata U ¢apmaueBTUYECKON cybcTaHumm
SKCMepTHoe yypexkaeHue BblAaeT 3afABUTEN0 AOKYMEHT, MOATBEPKAAIOWMIA MOoNyYeHUe YKasaHHbIX
06pa3LoB, U B CPOK, HE NpeBbILAOLWLNI Tpex pabounx gHel, ysegomasaeT B MMCbMeHHOM dopme 06 aTom
YNO/IHOMOYEHHbIN deaepasibHbliA OpraH UCMOJIHUTE/IbHOW BAACTHU.

4, CpoK A4na npeactaBneHvs 3asBuTenem o06pasLoB  JIEKAapCTBEHHOro npenapata u
dbapmaueBTUYECKOM CyBCTaHUMM WM CPOK YBEOOM/EHUS 3KCMEPTHbIM yuypexgeHvem 06 3ToM B
nUcbMeHHOM dopme ynosHoMoueHHoro denepanbHOro opraHa UCNONHUTENbHOM BAACTW, YKasaHHble B
yacTax 2 M 3 HacTOALLENM CTaTbM, HE BKAKOYAOTCA B CPOK NPOBEAEHMA YKa3aHHbIX B YacTU 1 HacTosLeMn
CTaTbW IKCNEPTU3.

5. [LOKYMEHTbI, NOCTYNUBLLME B 3KCMEPTHOE YUpPEKAEHUE ANA NPOBEAEHUA YKa3aHHbIX B Yactn 1
HACTOALLEN CTaTbM 3KCMEepTU3, MogneXKaT BO3BPaTy B YNONHOMOYEHHbIN deaepasnbHblit OpraH
MCMONIHUTENIbHOW BNACTM OAHOBPEMEHHO C 3aK/II0YEHUAMM MO pPe3y/ibTaTaM YKa3aHHbIX IKCNEePTH3.

Crartba 25. NNoBTOpHOE NpoBeAeHUe 3KCNEePTU3bl IEKAPCTBEHHbIX CPeacTB
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyanx Heg0CTaTOYHOM 060CHOBAHHOCTU MU/IM HEMOJTHOTbI 3aK/I0YEHUA KOMUCCUM IKCMEpPTOB,
HaMuMA B HEM MNPOTMBOPEUMBLIX OaHHbIX, GaNbCUPUKALUM BbIBOLOB IKCMEPTU3bI /IEKAPCTBEHHOTO
CPeACTBa, COKPLITUA OT YNOJHOMOYEHHOro denepanbHOro opraHa UCNOAHUTENbHOW BAACTU OCHOBaHMIA
ONA OTBOAA 3KcnepTa BCNeACTBME €ro 3aMHTEPECcOBAHHOCTM B pes3y/bTaTax COOTBETCTBYHOLWLEN
3KCMEPTM3bl, HANUMA AAHHBIX O NPAMOM NGO KOCBEHHOM BMELLATENLCTBE B MPOLLECC COOTBETCTBYIOLLLEN
3KCMEPTM3bl ML, HE YHACTBYIOLLMX B €€ NPOBEeAEHMM, HO OKA3aBLUMX BAUAHME Ha NPOLECC U Pe3ynbTaTbl
ee npoBeaeHUA, YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJIHUTENbHOW BAACTM Ha3Hayaerca
MOBTOPHAnA 3KCMepPTM3a IEKAaPCTBEHHOTO CPEACTBa U (MK) STUYECKan IKCnepTM3a.

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

2. MoBTOpHanA 3KCNepTU3a JIeKapcTBEHHOro CPeAcTBa NPOBOAMTCA C YYETOM Pe3y/bTaToB paHee
NPOBEeAEHHON 3KCNepTM3bl B CPOK, YCTAaHOB/IEHHbIN YMNOJHOMOYEHHbIM ¢eaepasbHbiM OpraHoM
NCMNONIHUTENIbHOW BIACTU M HE NPEBbILAoLWMIA TPUALATY paboumx AHEN CO AHA NOSYYEHUNA SKCMEPTHbIM
yupemaeHmem 3afaHna Ha NpoBeAeHe NOBTOPHOM SKCMEepPTU3bl 1IEKapCTBEHHOMO CPeacTsa.

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



3. ®uHaHcoBOe obecneyeHue BbLIMNOJHEHUS 334aHUA Ha NpPoBeAEeHMEe MOBTOPHOW 3KCMepTUsbl
NleKapCcTBEHHOIO CPeACTBa He OCYLLEeCTBAAETCA.
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 26. YCKOpeHHas npoueaypa 3KCNepTusbl IeKapCTBEHHbIX CPeacTs

1. YcKopeHHasa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB B LUENAX rocyAapCTBEHHOM
perncTpauum JIeKapCTBEHHbIX MpenapaToB MNPUMEHAETCA B OTHOWEHWM OpPdaHHbIX NeKapCTBEHHbIX
npenapaTtos, NepPBbIX TPEX NEKAaPCTBEHHbIX NPENapaToB, perncTtpupyemblix B Poccuinckon Pepepaumn 8
KayecTBe BOCMPOU3BEAEHHbIX NEeKAPCTBEHHbIX MPEenapaTtoB, Oo4YepeaHOCTb KOTOPbIX onpeaensercs B
COOTBETCTBMM C HOMEPOM UM [aTOW BXOAALWMX 3afBAEHUA O T[OCYAAPCTBEHHOM perncrpauum
JIEKapCTBEHHbIX MPEnapaToB B paMKax OAHOMo MeXKAyHapoAHOro HenaTeHTOBaHHOrO HaMMEHOBAHMUA
JIeKapCTBEHHOrO npenapaTta MAM TPynnMpPoOBOYHOrO HaMMEHOBAHWA /IeKApPCTBEHHOrO npenaparta, U
JIEKapCTBEHHBbIX npenapaTos, npegHasHayeHHbIX NCKNHOYUTENIbHO ans NpUMeHeHus
HecoBepLIEHHONETHUMM rparkaaHamMu.

(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-93)

2. YCKopeHHaa npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBeHHOM
perncTpaumnmn NeKapcTBeHHbIX NPenapaTos He NPUMEHAETCA B OTHOLLIEHUN:

1) 6uoaHanorosbix (6MONOA0BHbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NIEKApPCTBEHHbIX NpenapaToB (33 MCKAoYeHMEeM OpGdaHHbIX JIEKAPCTBEHHbIX
npenapartos);

Mpumeyarue.

o 01.09.2023 poCCUACKMM MNPOM3BOAUTENAM JIEKAPCTBEHHbIX MPENapaToB ANA BeTePUHAPHOrO
NPUMEHEeHMA paspeLleHo NoAaBaTh PErmcTpaLMoHHOE A0Cbe MO YCKOPEHHOW npoueaype 6e3 yyeta
TpeboBaHMii N. 3 4. 2 cT. 26 (MocTtaHoBNeHUe MpaBuTenbcTea PO ot 12.03.2022 N 353).

3) BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB (33 WCKAKOYEHMEM MepBbIX  TPeX
peructpupyembix B Poccuiickoit denepalmm B KauecTse BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX NpernapaTos
n NNEKapPCTBEHHDbIX npenapartos, npegHasHa4eHHbIX NCKNKYUTENBbHO Aana npnmeHeHuA
HEeCcoBepPLUEHHOIETHUMMU FpaskaaHamm);

4) HOBbIX KOMBMHaLMIA 3aPErMCTPUPOBAHHBIX PaHee NIeKapCTBEHHbIX NPEenapaTos;

5) nekapcTBEHHbIX NPENapaToB, 3apPerncTPMPOBAHHbLIX pPaHee, HO NPOU3BEAEHHbIX B APYrUX
JIeKapcTBEHHbIX POopMax B COOTBETCTBMM C MepeyHEeM HaUMEHOBAHWUIM IeKAapPCTBEHHbIX GOPM U B HOBOWM
[03UPOBKe.

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

3. YcKOpeHHasa npoueaypa 3KCNepTU3bl JIeKapCTBEHHbIX CPeACTB MPOBOAUTCA MO PELIEHUIO
COOTBETCTBYIOLLErO YNOJHOMOYEHHOro pesepanbHOro opraHa UCNOJHUTENIBHOW BAACTM Ha OCHOBaHMUM
3aABNEHUA 3aABUTENA B CPOK, HE MPEBbIWAOLNIA BOCbMUAECATU paboumx gHew. MNpn sTom aKcnepTu3a
OOKYMEHTOB, COAEPKALLMXCA B PErMCTPALMOHHOM AOCbe Ha JIeKapCTBEHHbIM npenapaTt, NPoBOAMUTCA B
CPOK, He MpeBbIAOWMIN AecaTn paboumx AHEN, 3KcnepTU3a KavecTBa JIeKAPCTBEHHOro cpencTsa U
3KCnepTu3a OTHOLWIEHUA OXWMAAEMOW MNOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMUA JIEKAPCTBEHHOTO
npenapaTta NPoBOAATCA B CPOK, HE MPEBbIIAOLLNIA WecTUAecATU pabounx aHeN.

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

3.1. B oTHoWweHMM opdaHHbIX 1eKaPCTBEHHbIX NPenapaToB MoryT 6biTb NpeacTaBAeHbl Pe3yabTaTbl
AOK/IMHUYECKMX UCCNeA0BaHNA NEeKAaPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNeA0BaHUIN 1eKapCTBEHHbIX
npenapaTos Ana MegUUMHCKOro NPMMEHEHMSA, BbINONHEHHbIX 32 Npegenammn Poccuiickoin degepaunm B



COOTBETCTBMM C MpaBMAaMKU Hadnexalwen nabopaTopHOM NPaKTUKM W NpaBMAaMy  Hagjexkaluein
KAMHWUYECKOW NPaKTUKM.
(yacTb 3.1 BBeaeHa desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

4. YCcKOpeHHaa npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB MNPOBOAMTCA B NOpPSAKe,
YCTaHOBAEHHOM cTaTbaAMM 17 - 20, 23 1 24 HacTosAwero ®eaepasibHOro 3aKOHA, M HE O3HAYAET CHUMKEHUA
TpeboBaHMIM K 6e30MacHOCTH, KauecTBy M 3GGEKTUBHOCTU SIEKAaPCTBEHHbIX NPENapaToB.

CrtaTtbAa 27. PeweHue 0 rocyapcTBeHHON perncrTpauum NeKapcTBeHHOoro npenapara

1. B cpoK, He npesBblWaloWmMn AecATU paboumx AHel Co AHA NOAYYEeHUN 3aKNHYEeHUI KOMUCCUU
3KCNepToB MO pe3y/abTaTaM 3KCNepPTU3bl KayecTBa JIeKapCTBEHHOro CpeacTBa U 3KCNepPTU3bl OTHOLLEHUA
0XMAaeMo NoNb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA NEeKapCTBEHHOro NpenapaTta, COOTBETCTBYOLL M
YNOJIHOMOYEHHbIN pesepanbHbIi opraH UCNONHUTENbHOW BNACTU:

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

1) pasmeLLaeT Ha cBoem opuLManbHOM caiTe B ceTu "MHTepHeT" COOTBETCTBYIOLIME 3aKAOYEHMUS
KOMMUCCUM IKCMEPTOB W OCYLLECTBAAET WX OLEHKY ANA OnpefefieHWs COOTBETCTBMA 3aZaHWI0 Ha
npoBegeHue 3TUX KCNepTU3;

(n. 1 B pea. epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHMMaET pelleHne O rocyAapCTBEHHOW PerMcTpaumMu JIeKapcTBEHHOro npenaparta uam ob
OTKase B rocy4apCTBeHHOM pernctTpaummn 1eKapcTBeHHoro npenapara;

3) BHOCUT MpW NPUHATUU PELLEHUA O rOCYAapCTBEHHON PEerucTpaLmm NeKkapcTBEHHOro npenaparta
OaHHble O 3aperncTpMpoBaHHOM /IeKapCTBEHHOM Mpenapate, B TOM 4ucne o dapmaleBTUYECKOM
cybCTaHUMKN, BXOAALWIE B COCTaB JIEKAapCTBEHHOro nMpenapata, B T[OCYAapCTBEHHbIA peecTp
JIEKApCTBEHHbIX CPEACTB M BblAAET 3aABUTENI0 PErucTpalMOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOrO
npenapata, ¢opma KOTOpPOro YTBEP)KAAETCA  YMNOJHOMOYEHHbIM  deaepasbHbIM  OpraHoOMm
WCNONIHUTENbHON B/1IAaCTU, COrNacoBaHHbIE HOPMATUBHYHO OOKYMEHTAUMIO, HOPMATUBHbIN [OKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHWIO JIEKAPCTBEHHOTO NpenapaTa U MaKeTbl NePBUYHOM YNAKOBKU N BTOPUYHOIM
(noTpebuTenbcKkoi) yNakoBKM C yKa3aHMEM HA HMX HOMEpa pPEerucTpauMoHHOro YAOCTOBEPEHUN
JIeKapCTBEHHOrO NpenapaTta W 4aTbl ero rocyAapCcTBEHHOM PErMCTpaLLmMm AN B CNyYae NPUHATUS peLleHns
06 OTKase B rocygapCTBEHHOW perucTpauumn IeKapCcTBEHHOro npenaparta yBegoMIAeT B NMUCbMEHHOM
dopme 3aABUTENA 06 3TOM C YyKasaHMEM MpPUYMH TaKOro OTKasa. 3a Bbldayy PerucTpaumoHHoro
YO0CTOBEPEHMA JIEKAapPCTBEHHOrO Mnpenaparta B3MMaeTca rocygapcTBeHHas Now/iMHa B COOTBETCTBUU C
3aKoHoAaTenbCcTBOM Poccuiickoit ®eaepaumm o Hanorax u cbopax.

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

2. OcHoBaHMEM [/ OTKa3a B rOCyAapCTBEHHOW perucrpaumm NekapCcTBEHHOro npenapata Ans
MEOVLMHCKOTO  NPUMEHEHUA  ABNAAETCA  3aK/OYEHME  COOTBETCTBYHOLWErO0  YNOJHOMOYEHHOrO
denepanbHOro opraHa MCMOAHWUTENbHOW BAACTM O TOM, 4YTO KayecTBO M (Man) 3PPeKTUBHOCTb
PErncTpMpPyemMoro /IeKapCTBEHHOrO npenapaTta ANA MeLULMHCKOro NMpPUMEHEHMA He MOoATBEepPrKAeHbI
NO/Iy4eHHBIMW AAHHBIMW UM YTO PUCK MPUYMHEHMA Bpeaa 340POBbIO YENOBEKA BCAeACTBME NMpUema
JIeKapCTBEHHOrO npenapata AAA MeOMUMHCKOro MpuMeHeHuA npesblwaeT 3QPeKTUBHOCTb ero
NpPUMeHeHMA.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-9$3)

3. MoBTOpHOE nNpeAcTaB/ieHME B COOTBETCTBYHOWMIA YMNOJHOMOYEHHbIN deaepanbHbii opraH
WCNO/IHUTENbHON BAACTU JIEKapCTBEHHOro npenapaTa, B OTHOLWEHMM KOTOPOro MoJsyyYeH OTKa3s B
rocyfapcTBEHHOM perncrpaumm n KoTopblit BNOCAeACTBUN NOABEPrca M3MEHEHUIO B YaCTW ero CoCTaBa,
paccMaTpuBaEeTCA Kak NpeacTaB/ieHMe HOBOrO JIEKAPCTBEHHOrO Mpenapata Ha ero rocyAapCTBEHHYHO
perncTpauuio He3aBMCUMO OT COXPAaHEHUSA ero NepBMYHOrO HAMMEHOBAHMA.

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



4. Mpy nNpepocTaBfeHUN 3asBUTENIEM B COCTaBE PErMcTPaLMOHHOrO A0Cbe Ha /IeKapCTBEHHbIM
npenapar 414 BeTePUHAPHOro NPUMEHEHMUA KOMUU peLleHns YyNnoJIHOMOYEHHOro ¢eaepasibHOro opraHa
WUCNONIHUTENIbHOW B/IaCTM O MNPOBEAEHUU WUHCNEKTUPOBAHUA MPOU3BOAUTENN NEKAPCTBEHHbIX CPeacTB
CPOK TMPUHATMA PpeLleHns O T[OoCyAapCTBEHHOM perucTpauum eKkapcTBEHHOro npenapaTta  Ans
BETEPUHAPHOrO NPMMEHEHUSA NPUOCTAHAB/IMBAETCA CO AHA NOJYYEHUA 3aKNOYEHWUI, YKA3aHHbIX B 4acTH
1 HacToAwWwen cTaTbu, A0 AHA NMPUHATMA YNONHOMOYEHHbIM dedepasibHbIM OPraHOM MUCMOHUTENIbHOM
B/IaCTU pelleHns o Bblgavye uanm ob OTKase B BblAaye 3aK/AHOUYEHWA O COOTBETCTBMWU MPOU3BOAMUTENA
NIeKaPCTBEHHbIX CpeacTB TPeboBaHMAM NPaBUA HaZ/1exKallen Npon3BoACTBEHHON NPAKTUKK, HO He Bonee
YemM Ha CTO BocemMbgecAT pabounx gHen.

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

5. OcHoBaHMeM A/1Aa OTKasa B rocyapCTBEHHOW PErMcTpaumm JeKapCTBEHHOro npenaparta gas
BETEPUHAPHOIO MNPUMEHEHUNA ABAAETCA 3aK/IlOYEHME YMNONHOMOYEHHOro ¢defepanbHOro OpraHa
NCNOJIHUTENbHOW B/1IAaCTM O TOM, YTO KauyecTBO U (MnKn) abdeKTUBHOCTb PErMCTPUPYEMOTO IEKAPCTBEHHOTO
npenapara g1 BETEPMHAPHOTO NPUMEHEHUA HE NOATBEPKAEHDI NONYYEHHBIMU AAHHBIMW WU YTO PUCK
NPUMYMHEHUA Bpeda 340POBbH KMBOTHOMO BC/AEACTBME MNPUMEMA JIEKAPCTBEHHOro npenapata gns
BETEPUHAPHOrO NPUMEHEHUA NpeBblwaeT 3PPEKTUBHOCTb €r0 NPUMEHEHUA, OTKA3 YNOJHOMOYEHHOIO
denepanbHOro opraHa UCNONHUTENIbHOM BAACTU B Bblgayve 3aK/IO4EHMA O COOTBETCTBMM NPOM3BOANTENA
JNIEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM NPaBU/ Had/ieXKalllen NPOn3BOACTBEHHOM NPAKTUKN ONA KaXKa0M
NPOW3BOACTBEHHON M/IOWAAKA PEFNCTPUPYEMOTO JIEKAPCTBEHHOIO nNpenapata Aas8 BeTepUHAPHOro
NPUMeHeHMA B C/ly4ae, €ecin MPOM3BOACTBO JIEKAPCTBEHHOrO npenapata A48 BeTepUMHAPHOro
NPUMeEHEHMA OCyLecTBAAETC 3a npeaenamm Poccuitckoit Pepepaumn, UMAKM  OTCYTCTBME TaAKOro
3aKA4eHunAa.

(yacTb 5 BBeAeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-d3)

Mpumevarue.
O nopsagKe M CpoKax onpeneneHUa B3aMMO3aMEHAEMOCTU N1eKapCTB NeKapCTBEHHbIX Npenaparos,
3apermcTpupoBaHHbix g4o 01.03.2020, cm. cT. 3 ®3 01 27.12.2019 N 475-3.

Cratba 27.1. B3aMmo3ameHAeMOCTb J/IeKapCTBEHHbIX MpenapaTtoB AAA MegULMUHCKOro
npumeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3anMMmo3aMeHAeMOCTb JIEKAPCTBEHHbIX MPEenapaToB Aas MeAULMHCKOTO NpUMEHEeHMUA
onpeaenserca ynoJHOMOYEHHbIM desepanbHbIM OPraHOM UCNOAHUTENIbHOMN BIACTM, OCYLLECTBAAIOLWMM
roCyAapCTBEHHYIO PEMMCTPALMIO IEKAPCTBEHHbIX NPenapaTos 418 MeAULUNHCKOro MPUMEHEHUSA, B paMKax
OAHOTO  MEXAYHapOAHOro  HEeMnaTeHTOBAHHOIo (MM XMMUYECKOro, WAUM  TPYNNUPOBOYHOrO)
HAaMMEHOBAHMA Ha OCHOBE 3aK/OYEHMA KOMUCCMM ISKCMEPTOB ISKCMEPTHOrO y4ypexaeHua o
B3aMMO3aMeEHAEMOCTN NIeKapCTBEHHOro npenaparta AN MeaUUMHCKOro NpuMeHeHus nbo o Tom, YTo
JIeKapCTBEHHbIM NpenaparT Ana MeauLMHCKOro NpUMEHEHNA He ABNAETCA B3aMmMo3ameHsaeMblm. Mopaaok
onpeaeneHns B3aMMO3aMEHSAEMOCTM NIEKAPCTBEHHbIX NPenapaToB AN MeAULUMHCKOro NPUMEHEHMUA U
dopma 3aKNOYEHUA KOMUCCUM IKCMEPTOB 3IKCMEPTHOro Yy4ypeXK[aeHMAa O B3aMMO3aMEHSEMOCTU
JIeKapCTBEHHbIX NPenapaToB A8 MeANLUHCKOro MPUMEHEHMUs B0 0 TOM, YTO JIEKAPCTBEHHbIV NpenapaT
AN MeAMUMHCKOTO NPUMEHEHUS He ABNAETCA B3aMMO3aMeHseMbIM, YyCTaHaBMBatoTcs MpaBUTeNbLCTBOM
Poccuiickoin Peagepaunn.

2. Komuceua aKCnepToB 3KCMEPTHOrO yuypexkaeHusa AaeT 3aKAloueHWe O B3aMMO3aMeHSAeMOCTU
JIeKapCcTBEHHOTO Npenaparta A1 MeANLMHCKOTO NPUMEHEHMUA M0 O TOM, YTO JIeKapCTBEHHbIN Npenapat
ANA MeOMUMHCKOTO MNPUMEHEHWA He ABAAETCA B3aMMO3aMEeHsEeMbIM, Ha OCHOBAHMM C/leayloLLMX
KpUTepueB (XapaKTePUCTUK):

1) 3skBMBaneHTHocTb (ana 6uoaHanorosbix (6MONOAOGHBLIX) NEKAPCTBEHHbIX NpenapaTos
(6oaHanoros) - CONOCTaBUMOCTb) Ka4eCTBEHHbIX M KOIMYECTBEHHbIX XapaKTepUCTUK GpapmMaL,eBTUYeCcKUX



cybCcTaHUMM AN CONOCTaBMMOCTb aHTUIEHHOro COCTaBa BaKLUMH. Mcnosib3oBaHMe pas/iNyHbIX CONEN,
3dMpPOB, KOMMNEKCOB, N30MEPOB, KPUCTANANYECKNUX GOPM U APYrMX NPOU3BOAHLIX OAHOMO N TOMO Xe
OENCTBYIOLIEro BellecTBa He ABAAETCA NPenATcTBMEM AN onpedefieHUs B3aMMO3aMeHAeMOCTU
NIeKapCTBEHHbIX MpenapaTtoB, ecAM NpuM  MNPOBEAEHUM  UCCneaoBaHMA  BUOIKBUBANEHTHOCTU
JIeKapCTBEHHOro npenapaTta UAM UCCNeA0BaHUA TepaneBTUUYECKON 3KBUBANEHTHOCTU /IeKapCTBEHHOrO
npenapata [A0Ka3aHO OTCYTCTBME K/AMHWUYECKM 3HaUYMMbIX PasanumMii GapMakOKUHETUKN U (1an)
3pPeKTUBHOCTN M 6Ee30NaCHOCTM IEKAPCTBEHHOMO NpenapaTa 418 MeAULMHCKOTO NPUMEHeHMs;

2) 3KBMBANEHTHOCTb JieKapcTBeHHOM GopMbl. Moa 3KBMBANEHTHLIMU NEKAPCTBEHHbIMKW hopMamm
NMOHMMAIOTCA Pa3Hble JIeKapCTBEHHble GOpMbl, MMetlowme oaMHaKoBble cnocob BBegeHMA U cnocob
nNpMMeHeHWsa, obnagatrowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTepPUCTUKaMU U
$bapMaKoNorMyeckum gencTenem n obecneumnBaloLme TakKe JOCTUKEHNE HeoBX04MMOT0 KAMHUYECKOTO
apdpeKTa. Pasnnuma neKkapcTBeHHbIX ¢GOpM He ABAAOTCA MPenaTcTBMEM A/A  onpejesieHus
B3aMMO3aMEHAEMOCTU  JIEKAPCTBEHHbIX MPEenapaTtoB, €eciM Mpu  MPOBEAEHMM  WUCCNe[0BaHMA
6MO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  Mpenapata WM UCCAedoBaHMA  TepaneBTUYEeCKOoM
3KBMBAJIEHTHOCTU JIeKAapPCTBEHHOTO NMpenapaTa A0Ka3aHO OTCYTCTBUE KAMHMYECKM 3HAUYMMBbIX Pasanuni
bapMaKoKMHETURN U (Mnn) 3ddeKTMBHOCTM M 6e30nacHOCTM NeKapCTBEHHOro npenapaTta  gns
MEeAMLMUHCKOro NPUMEHEHUS;

3) 3KBMBANEHTHOCTb MM COMOCTaBUMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB JIeKapCTBEHHOro
npenapata Aaa MeAMUMHCKOrO MpuMMeHeHusa. Pasamuma coctaBa BCMOMOraTesfibHbIX —BELLEeCcTB
NIeKapCcTBEHHOrO Mpenapata He ABAAIOTCA MPEnATCTBMEM AN OnpeaesieHna B3aMMO3aMeHSeMOCTU
NleKapCcTBEHHbIX MpenapaTtos, €CcAuM Npu  NPoBeAeHUW  UCCnedoBaHWA  BGUMO3KBMBANIEHTHOCTU
NIeKapCcTBEHHOro npenaparta WaM UCCAeA0BaHUA TepaneBTUYECKOW 3KBMBA/IEHTHOCTU JIEKapCTBEHHOro
npenapata [0Ka3aHO OTCYTCTBME KAMHWYECKM 3HAYMMbIX Pasanunin  GapMakoKMHETUKM u  (1au)
appeKTMBHOCTM M 6€30MacHOCTM NIeKAPCTBEHHOro npenaparta Ans MeguUMHCKOro npumeHeHus. Mpu
HaZIMUYNWN KIMHUYECKM 3HAYUMbIX Pa3AnNUnin GapMaKOKMHETUKMN U (Man) addeKkTMBHOCTU 1 Be3onacHoCTH
NleKapcTBEHHOrO npenapaTa A8 MeAULMHCKOTO NpUMMEHEHUs B3aMMO3aMEHAEeMOCTb onpeaensercs
YyKa3aHWEeM Ha UCKNtoYeHMe OTAENbHbIX TPynn NauneHTos;

4) NAEHTUYHOCTb cnocoba BBEeAEHUNA U cnocoba NMPUMEHEHNA;

5) cooTBeTcTBME NPOM3BOAMUTENA NEKAPCTBEHHOIO CpeacTBa TpeboBaHMAM NpaBUA HagaexKallen
NPOW3BOACTBEHHOW MPAKTUKM.

3. OnpegeneHne B3aMMO3aMEHAEMOCTM BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTos ANSA
MeAMLMHCKOro MPpUMeEHEHUA, yKasaHHbIx B Yactu 10 ctatbn 18 Hactosuwero deaepasbHOro 3aKOHa,
ocywecTenseTca 6e3 Heob6x0aMMOCTM AOKA3aTENbCTBA UX BUOIKBUBANEHTHOCTH.

4. OcobeHHOCTU onpeaefneHUa  B3aMMO3AMEHAEMOCTU  BUONOTMYECKUMX  NIeKAapPCTBEHHbIX
npenapaToB, KOMBUHMPOBAHHbIX JIEKAPCTBEHHbIX NPENapaToB (coAep KallmMx KoMbMHaUMIo AByX U bonee
OENCTBYIOLIMX  BELLECTB), /IEKApCTBEHHbIX MpenapaTtoB Aas MNapeHTepanbHOro nNUTaHMA W
Hef03MpPOBaHHbIX JIEKAPCTBEHHbIX MpenapaToB YycTaHaBauBatoTca [pasButenbctBom Poccuintckoit
depepaunn.

5. Onpep,eneHme B3aMMO3aMeHAEMOCTN HE OCyWecCTBNAETCA B OTHOWEHWUN NEeKapPCTBEHHDbIX
PaCTUTENBbHbIX NPENapPaToB, rOMeonaTN4YeCKNX 1IEKAPCTBEHHbIX NPenapaTos.

6. cDOle/IIZ)OBaHI/Ie nepeyvyHa B3anMmo3amMeHAEMbIX N€KaPCTBEHHbIX NpenapaTtos An1A MmeanunHCKoro
npMeHeHNA OCyLLECTBNIAETCA SKCNEPTHbIM yypexageHnem nocpencrsom 06be,D,I/IHEHI/IFi NEKAPCTBEHHDbIX
npenapatos B OTAE/IbHblE Tpynnbl, B Ka)'KAOlZ M3 KOTOPbIX JNIEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3amMeHAEeMbIMU.

7. B cnyvyae BKAOYEHUA B WMHCTPYKUMIO MO MeOUUUMHCKOMY MNPUMEHEHUID J1IeKapCTBEHHOrO
npenapata Ha OCHOBaAaHWKN Pe3y/1bTaTOB COOTBETCTBYHOLWUX MCC/'Iep,OBaHMﬁ NoKasaHui Aana npunmeHeHua,



KOTOPble OTANYAIOTCA OT MOKa3aHWN ANA NPUMEHEHUA APYrMX SIeKapCTBEHHbIX NpenapaTos M3 rpynnbl
B3aMMO3aMeHAEMbIX /IEKApPCTBEHHbIX MPEenapatos, B MNepeyHe B3aMMO3aMEHSEMbIX JIeKapCTBEHHbIX
npenapaTos ANA MeAMLMHCKOro MPUMEHEHUA A0XHa BbITb YKa3aHa COOTBETCTBYOWAn MHbopMaLmS.

8. MNepeyeHb B3aMMO3aMEHAEMbIX IEKAPCTBEHHbIX NPENapaToB ANA MEeAULMHCKOrO NPUMEHEHUA
pa3meLLaeTca YyNoJHOMOYEHHbIM defepanbHbIM OpPraHOM UCMOAHUTENIbHOM BIACTM, OCYLLECTBAAOLLNM
rOCYZ4apCTBEHHYIO PErMcTpaLmio NeKAPCTBEHHbIX MPEnapaToB AA8 MeAMUMHCKOrO MPUMEHEHUA, Ha
cBoem oduumancHom cante B cetn "UHTepHet". UHboOpmauma B nepevyHe B3aMMO3aMeHAEMbIX
NIeKAPCTBEHHbIX NPENAPaTOB AN MeAULMHCKOrO NPUMEHEHMA 0OHOBAAEGTCA YKa3aHHbIM deaepasnbHbIM
OPraHoOM WMCMONHUTENbHOW BAACTM C YH4ETOM HOBbIX 3aPErMCTPUPOBAHHbIX JIEKAPCTBEHHbIX NPENapaToB
ONA  MeAMUMHCKOrO MNPUMEHEHMA W BHECEHHbIX W3MEHEHMIA B [AOKYMEHTbl, coAepiKalmecs B
PErucTPaLMOHHBIX A0Cbe Ha 33aPermcTPUpPOBAHHbIE JIEKAPCTBEHHbIE MpenapaTtbl A8 MeAMLMHCKOro
NpPUMeHeHus.

9. NopAaoK MCNoNb30BaHUA MHGOPMALMM O B3aMMO3aMeEHAEMBIX IEKAPCTBEHHbIX NpenapaTax Ans
MEAMLMHCKOrO MPUMEHEHMA U MOPAAOK AayM PasbACHEHW NO BOMPOCaM B3aMMO3aMEHSEMOCTU
NNeKapCTBEHHbIX MpenapaTtoB Ana MeanumnHCKOro npumeHeHmA YCTaHaB/IMBAOTCA npaBMTeﬂbCTBOM
Poccuitckoin Pepepaumn.

MpumevaHue.

CpOK perucTpaumm JIeKapCTBEHHOrO npenapaTta ANA BETEPUHAPHOIO0 NMPUMEHEHUA, UCTEKAIOLWMA C
14.03.2022 no 31.12.2022, a Takxe B 2023 roay, npoaneH Ha 12 mecsues (MocTtaHoBneHue
Mpasutenbctea PO ot 12.03.2022 N 353).

CTaTbA 28. PerncTpaumoHHoe ya,0CcToBepeHUe IeKapCTBEHHOro npenapara

1. PerucrtpaumoHHoe yaocToBepeHue JIeKapCTBEHHOrO Mpenaparta C YKasaHMeM JIeKapCTBEeHHbIX
$bopM M [03MPOBOK BbIAAETCA 6HECCPOYHO, 33 WCKAOYEHMEM PErncTPauMOHHONO YA0CTOBEpPeHUs
JIeKapCTBEHHOTrO NnpenapaTta, BblZ4aBaeMoro Co CPOKOM AEeWCTBUA NATb JIET, Ha BNEPBble PernucTpupyemble
B Poccuinckon @epepaumnm nekapcTBeHHbIe npenapaTbl.

2. Mo ucTeyeHUM yKa3aHHOro B 4acT 1 HacToAWlel CTaTbM CPOKa Bblgaetca 6BeccpouyHoe
perucTpaumoHHoe yA0CTOBEpPEeHME NeKapCTBEHHOro npenaparta NpW YCAOBUW MOATBEPNKAEHUA ero
rocyAapcTBeHHOMN perucrTpaumm.

3. B cnyyae BHeceHus B cooTBeTcTBMM co cTaTbsamm 30 1 31 HactoAwero ®PegepanbHOro 3akoHa
M3MEHEHMN B coeprKallmeca B PermcTpauMoHHOM A0Cbe Ha 3apPerncTpupoBaHHbIN SI€KAPCTBEHHbIN
npenapaTt AOKYMEHTbl, 3aTParnBatoLWmnX CBEAEHNA, OTPAXKEHHble B PErncTpauMoHHOM yA0CTOBEPEHUMU
NIeKapCTBEHHOrO Npenaparta, yNnoJIHOMOYEHHbIN deaepanbHbi OpraH UCNOIHUTENbHOM BNACTU BblaaeT
HOBOE pervcTpauMoHHoe ya0CTOBEPEHMNE NIEKAPCTBEHHOIO NpenapaTa, cogeprKallee BHECEHHbIE B HEro
N3MEeHeHHUA.

(yacTtb 3 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpatbl MW MOBPEXAEHUA PErncTpauuMoHHOrO yAOCTOBEPEHMUA 1eKapCTBEHHOro
npenapata no 3aABJAEHUIO B MUCbMEHHON dopme aep:KaTena wWauM Bnajenbla pPerncTpaLMoHHOro
Y40CTOBEPEHMA IEKAPCTBEHHOTO Npenaparta UamM ynoJHOMOYEHHOIO MU APYroro KpMANYEeCcKoro amua o
Bblaaye AybiMKaTa pernctpaLMoHHOIo yA0CTOBEPEHMA SIEKAPCTBEHHOTO NpenapaTa YnoJHOMOYEHHbI
depnepanbHbIi OpraH UCMONHUTENIbHON BAACTU B CPOK, HE MPEBbILAOWNI gecaT pabounx aHel co gHA
NOCTYN/IeHNs 3asB/ieHUs, BblgaeT Ay6/AMKaT PerucTpaumMoHHOro YA0CTOBEPEHUA NIEKAPCTBEHHOTO
npenapaTta. 3a Bblgadyy Ayb6/MKaTa PerucTpaumoHHOro YAOCTOBEPEHWUA J/IeKAPCTBEHHOrO npenapata
B3MMAETCA rocy4apCTBEHHAA NOLWWJ/IMHA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon depepauum o
Hanorax u cbopax.

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



MpumevaHue.

CpOK perucTpaumm NeKapcTBEHHOrO npenapaTa Ans BETePUHAPHOro MPUMEHEHMUA, UCTEKAoWMA C
14.03.2022 no 31.12.2022, a Takxe B 2023 roay, npoaneH Ha 12 mecsues (MocrtaHoBneHue
Mpasutenbctea PO ot 12.03.2022 N 353).

CraTtbna 29. MoaTBepKaeHUe rocysapcTBeHHON perncTpaLnmMm 1eKapcTBeHHOro npenapara
(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NoaTeepKAEHWNE TOCYAAPCTBEHHON PErncTpaunmn NeKapCTBEHHOMO NpenapaTa OCyLLecTBAsSeTCA
npu Bblaaye BeccpoYHOro PerucTpaLMoHHOrO yAOCTOBEPEHUs NIeKapCTBEHHONO npenapaTta B C/yyae,
YKa3aHHOM B 4actu 2 cTatbM 28 Hactosawero dPeaepasnbHOro 3akoHa, B CPOK, HE MpeBbllatoWwmm
wectngecatu pa6o-w|x ,D,Heﬁ CO AHA nonayyeHnAa COOTBETCTBYHOWMM YNOJTHOMOYEHHbIM d)e,u,epaanblN\
OpPraHOM MWCMNONHUTENIbHON BNACTU 3asBJEHUWA O MNOATBEPKAEHWWU TOCYAAPCTBEHHOW perncrpauum
JNIeKapCcTBEHHOro npenaparta. He ocyulectsnseTca noATBEPKAEHME roCyAapCTBEHHOM peructpauum B
OTHOLUEHWM JIEKAPCTBEHHOIO Npenapara, He HaxoauBsllerocs B obpaleHum B Poccuinickon ®epepaumm 8
TeyeHne Tpex U bosiee NneT, a Tak¥Ke B OTHOLIEHWM JIEKAPCTBEHHOro CPeacTBa, NMPOU3BEAEHHOro ¢
HapylweHuem TpeboBaHUA, YCTAHOBIEHHOTO YacTblo 3.7 ctatbk 71 HacToswero PeagepasbHOro 3aKoHa.

2. 3asABneHMe O NOATBEPKAEHUN FOCYAAPCTBEHHOM PErMCTPaLMUM JIEKAPCTBEHHOIO NpenapaTa A/
MEAMLMHCKOrO NMPUMEHEHUA MpPeacTaBAAeTCA B COOTBETCTBYIOLWMIA YNOAHOMOYEHHbIM deaepasnbHbIi
OpraH UCNOJIHUTE/IbHOM BNACTM He PaHee YeM 3a CTO BOCEMbAECAT AHeW A0 UCTEYEHUA CPOKa AeNCTBUA
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenaparta g8 MeAULMHCKOro NPUMEHEHNA.,

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

2.1. 3aABneHUe 0 NOATBEPKAEHMM FOCYAaPCTBEHHOM PerMcTpaLmmn 1eKkapCcTBEHHOMo Npenapara aas
BETEPUHAPHOIO NMPUMEHEHUA MPEACTaBAAETCA B COOTBETCTBYHOWMIA YNOJHOMOYEHHbIN deaepanbHbii
OpraH UCNONIHUTE/IbHOM BNAcTU He paHee YeM 3a CTO BOCEMbAECAT AHEel 40 UCTeYeHUs CPOoKa AeNCTBUSA
PervcTpaLnoHHOro ya0CTOBEPEHMA IEKAaPCTBEHHOrO NpenapaTta 418 BeTePUHAPHOTo NPUMEHEHUA U He
nosaHee OKOHYaHUA CPOKa ero AencTBuS.

(yacTb 2.1 BBeaeHa depepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3)

3. MoATBepKAEHME TOCYAaPCTBEHHOM PerMcTpaumMm NeKapCcTBEHHOro npenapaTa ocyLLecTBaseTcs
Nno pesynbTaTamM 3KCMepPTU3bl OTHOLIEHUA OXWMOAEMOMN MO/Mb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUSA
NleKapcTBEHHOTO NpenapaTta Ha OCHOBaHWW Pe3y/bTaToB MOHUTOPUHIa 3GPEKTUBHOCTM M 6e30MacHOCTH
NleKapcTBEHHOrO npenapaTta, MNPOBOAMMOrO AepKaTenem WAM BNafAeNbLEM PEerncTpaumoHHOro
YAOCTOBEPEHUA NIeKAapPCTBEHHOrO npenapaTta AMb60 YNOAHOMOYEHHLIM UMW HOPUANYECKUM ULLOM, a
TaKXKe COOTBETCTBYIOLWLMM YNOJHOMOYEHHbIM deaepasnbHbiM OpPraHoM WCNOJIHUTENbHOW BAacTM B
COOTBETCTBUM C TpeboBaHNAMM cTaTbM 64 HacTosAwero PeaepanbHOro 3akoHa.

4. K 3aaBNneHW0 0 NOATBEPKAEHUN TOCYAAPCTBEHHOM PErncTpaumm IeKapcTBEHHOro npenapaTta
AN MeANLMHCKOTO NPUMEHEHUA NpuaaratoTca:

1) poKyMeHTbl, cogepXKalime pesynbTaTbl MOHUTOPUHra 3PPEKTUBHOCTM M 6He30onacHoCTU
JIeKapCTBEHHOro npenapaTta ANs MeOUUMHCKOTO MNPUMEHEHUA, NPOBEAEHHOro JepyKaTenem uaun
BNafeNbLeM pPerncTpaLMoHHOTO YAO0CTOBEPEHUA JIeKapCTBEHHOro Mnpenapata Aad MeguuMHCKOro
npumeHeHna AMb0 YNONHOMOYEHHBIM MM OPUANYECKMM NULOM, MO QGopme, YTBEPMKAEHHOM
YNOJIHOMOYEHHbIM deaepanbHbiM OPraHoM UCMONHUTENbHOW BNaCTy;

2) cBeageHnA o aate npeaocrtaBaeHnAa U pernctpaumoHHOmM Homepe MUEH3NN Ha Npon3soacTBo
NNEKapCTBEHHbIX Cpeacts UAKM CBeaeHMA O p[AaTe npeaocrtasieHna u  pernctpaumnoHHom Homepe
3aK/1lo4eHnA O COOTBETCTBMM Npom3BoAUTENA N1EKAPCTBEHHbLIX CpeacTB Tpe6OBaHMHM npasun
Hap,ne»(au.l,eﬁ I'IpOVI3BOLI,CTBeHHOI71 NPaKTUKKU, NpeaocCTtaBNE€HHbIX YNO/IHOMOYEHHbIM cbep,epaanblN\
OopraHom WUCMNO/IHUTENIbHOM BNAcTU B OTHOLWIEHMU I'IpOM3BO,EI,CTB€HHOﬁ naowagkn nNeKapcrtBeHHOoro
npenapaTta ana meanumnHCKoro npumeHeHuna, rocyaapcreeHHana perncrtpauma KOToporo noaATBepaaeTcAa



B CAydYae, eCAM MNPOM3BOACTBO /EKAPCTBEHHOro npenapata 444 MeAMUMHCKOTO MNpUMeHeHUn
ocyuiecTensetca B Poccuitickoit degepaumu;
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

3) Konua npeaocTaBAeHHON YNOJHOMOYEHHbIM OpPraHOM CTPaHbl MPOM3BOAUTENA JIULLEH3UWN Ha
NpPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTa 418 MeaUUUHCKOro NpUMEHEHMA N ee NepeBos Ha PYCCKMUiA
A3blK, 3aBEPEHHble B YCTAHOBNEHHOM MOPAAKE, a TaKMKe KOMWA 3aKJAYEHWA O COOTBETCTBUM
npou3BoAUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHWAM MpPaBUA HagneXalled NpPou3BOACTBEHHOM
NPaKTUKKU, BbIAAHHOIO YMNOJHOMOYEHHbIM ¢defepasibHbiIM  OPraHOM WCMNOJIHUTENIbHOW BRacTM B
OTHOLUEHUM NPOU3BOACTBEHHOW TJIOWAAKN NEKAapCTBEHHOro npenapata Aas  MeaUUUHCKOro
NPMMEHEHWSA, TOCYAAPCTBEHHAA pPErucTpauua KOTOPOro MNOATBEPXKAAETCA, WAM KOMUA peLleHun
yNnosHOMOYeHHOro ¢peaepanbHOro opraHa UCMOJIHATENIbBHOM BACTU O NPOBEAEHUN MHCMEKTUPOBAHMUA
NPOM3BOAUTENA NEKAPCTBEHHbIX CPEACTB B C/lyYae, eC/M NPOU3BOACTBO JIEKAPCTBEHHOIO Npenaparta ans
MeAULMHCKOro NPMMEHEHMA OCyLLEecTBAAeTCA 3a npeaenamm Poccuiickon deaepauuim.

(B 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 oTHOWEHNU BUONOTMYECKMX NIEKAPCTBEHHbIX NPENapaToB ANA MEAULMHCKOIO NpUMEHEHUS
3aABUTE/Ib AOMNOJIHUTENBHO NPEeACTaBAAEeT pe3ynbTaTbl MEPONPUATUIN, NPEeayCMOTPEHHbIX MNaHOM
YNpPaB/IEHUSs PUCKAMM, YTBEPXKAEHHbIM YMNOJIHOMOYEHHbIM deaepasbHbiM OPraHOM WMCMOJHUTENbHOM
B/IACTM MPU  OCYLLECTBNEHUM TFOCYAAPCTBEHHOM perucTpaumm NeKapCTBEHHOro npenapaTta Anaa
MeanLMHCKOIro npumeHeHunaA.

(yacTb 4.1 BBeaeHa deanepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

4.2. K 3asaBneHUI0 0 NOATBEPKAEHUM rOCYAaPCTBEHHOM pPerncTpaLmnm IeKapcTBEHHOIoO nNpenapara
ONA BETEPUHAPHOro MPUMEHEHMA MPUAAratoTCcA AOKYMEHTbI, cogepXKallme pe3ynbTaTbl MOHUTOPUHIA
3dPeKTMBHOCTM M 6e30MaCcHOCTU /IeKapCTBEHHOro npenapata ANs BETEePUMHAPHOro MPUMEHEeHUs,
NPOBOAMMOrO AepKaTenem WAM BAALENbLUEM PETUCTPALMOHHOIO YAOCTOBEPEHUA NIEKAPCTBEHHOIO
npenaparta 418 BETEPMHAPHOro NPUMEHEHUA MO0 YNONHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHOM YNONHOMOYEHHbIM deaepasibHbIM OPraHOM WCNOAHUTENIBHON BAAacTU, WU
[OOKYMEHTbI, yKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yactu 3 ctatbn 17
HacToswero desepanbHOro 3aKoHa. B OTHOLIEHUM MMMYHOBMOIOrMYECKUX IEKAPCTBEHHbIX NPenapaToB
ONs BETePUHAPHOro NPUMEHEHUA He NPeACcTaBAAITCA CBeAEeHMA, YKa3aHHble B noAnyHKTe "K" nyHKTa 4
yactu 3 ctatbm 17 HacTtoawero ®enepanbHOro 3aKoHa. B OTHOLWEHWM NEeKapCTBEHHbIX NPEnapaToB s
BETEPMHAPHOIrO MPUMEHEHUA, MONYYEHHbIX C NPUMEHEHNEM FeHHO-UHXKEeHEePHO-MOANPULIMPOBAHHDIX
OpPraHM3MOB WIWN COAEPKALMX TaKUEe OpPraHM3mbl, AOMOJHUTENIbHO NPEeACTaBAATCA CBeAeHUA,
yKa3aHHble B nyHKTe 13 yactu 3 ctatbm 17 HacToAwero ®eaepanbHOro 3aKoHa.
(yacTtb 4.2 BBeaeHa degepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

4.3. 3asABuTenb BMNpaBe MpPeACTaBUTb C 3afABJEeHMEM O MOATBEPXKAEHUM TOCYAapPCTBEHHOM
perncTpauun  JIeKapCcTBEHHOrO  MNpenapata  KOMUI0  AOKYMEHTa, MNOATBEpPXAalolWero  ynnaTty
rocy4apCcTBEHHOM MOLW/MHbI 33 MOATBEPXKAEHWE TFOCYAAaPCTBEHHOM pPEerucTpaumm IeKapcTBEHHOO
npenapara, a TakXKe BblgaBaemble (MpeaocTaBasemble) ynoAHOMOYEHHbIMKU deaepanbHbIMU OpraHamm
NCNOJIHUTENbHOM BNACTM AOKYMEHTbI (CBeAEHMA), YKasaHHble B MYyHKTAX 2 U 3 4acTK 4 HacToALLEN CTATbM.
B cnyyae ux HenpeacTtaBneHMA YNONHOMOYEHHbIN defepanbHblil OpraH WCNOAHUTENbHOM BNACTU
3anpalnBaeT yKa3aHHble AOKYMEHTbI (CBeAEHMA) B NOPAAKE MEXBELOMCTBEHHOTO MHGOPMALMOHHOIO
B3aMMoaencTems.

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

5. B TeuyeHne pecAatn pa6oqu ,CI,HEI‘;I CO AOHA nNpPUHATUA 3aABEHMA O nNoATBeEPXKAEHUU
I'OCY,EI,BpCTBEHHOﬁ perncTpaunmn neKapCrtBeHHOro npenaparta n AOKYMEHTOB, CodepKalWnx pe3yibTaTbl
MOHUTOPUHIa Bd)dDEKTVIBHOCTM n 6esonacHoCcTM NEKapPCTBEHHOIO nNpenaparta, NPoBOAMMOTIO AepXHKaTE/IEM
nnn Bnagenbuem perncTtpaynoHHOro y40CToBepeEHNA NNEKAPCTBEHHOIO npenaparta nmbo
YNO/THOMOYEHHbIM UMU OPNANYECKUM TULLOM, yrlOﬂHOMO‘-IGHHbIVI d)ep,epaanblﬁ opraH NUCNONHUTENbHOM



BNacCTu:

1) NpoBOAMT NPOBEPKY MNONHOTbI CBEAEHWIA, COoAEepMKallMXcA B MNPeACTaBNeHHbIX 3aAaBuTENeM
AOKYMeHTax;

2) NpMHMMaET pelleHne O NPoBeAEHMM UM 06 OTKase B NPOBEAEHUWN IKCMEPTU3bl OTHOLIEHUSA
0XXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA NIEKAaPCTBEHHOrO NpenapaTta Ha OCHOBaHMMU
pe3ynbTaToOB MOHUTOPUHIA 3G EKTUBHOCTU M HE30NaCHOCTU IeKAPCTBEHHONO NpenapaTta, NPoOBOANMOro
JepKatenem uaun BnagenbUeM PErucTpaumMoHHOro yAO0CTOBEPEHUA NEeKAPCTBEHHOMO npenapata Anbo
YNOJIHOMOYEHHbBIM MMM KOPUANYECKUM INLOM, A TaKKe pesepanbHbIM OPraHOM UCMONHUTENIbHOM BAACTU
B COOTBETCTBUM C TPeBOBaHUAMM CTaTbm 64 HacToAwero PeaepanbHOro 3aKOHa;

3) yBeaomnseT B 3/EKTPOHHOW ¢opme WM NUCbMEHHOM ¢opme 3anBUTENA M 3KCnepTHoe
yuYperKaeHMe O MPUHATOM pelleHun Anbo B C/ydae MNPUHATUA peleHMA o6 OTKase B NpoBeseHUM
3KCMepTU3bl YKa3bIBAET NPUYNHbBI TAKOTO OTKa3a.

6. B cnyyae BbISBIEHMA HEAOCTOBEPHOCTU U (MAK) HEAOCTaTOMHOCTM MHGOPMALIMK, CoOAepKaLlenca
B NpeACTaB/leHHbIX 3aABUTENEM JOKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHbli opraH UCNOIHUTENbHOM
BNAaCTM HanpaBfdeT 3asaBUTENO  3anpoc 06 YTOYHEeHWW yKasaHHOW WHbopmMauuun. 3anpoc
YyNoOJIHOMOYEHHOro  defepanbHOro OpraHa  MUCMOJIHATENIbHOW  BAacTM  MOMKeT ObiTb  nepegaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENSA IMYHO MO, PACrMUCKy, HanpaB/ieH Mo noyTe 3aKasHbiM
NMMCbMOM MAU NepefaH B 3NEKTPOHHOW popmMe Mo TeNeKOMMYHUKALUMOHHbIM KaHanam cBAsn. B caydae
Hanpas/fieHMs 3anpoca YNOJHOMOYEHHOro ¢efepanbHOro opraHa UCMONHUTENbHOW BAAcCTM MO nouyte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJYYEHHbIM MO MCTEYEHUM LIeCTM AHel C AaTbl HanpasieHus
3aKa3Horo nucbma.

7. 3aaButenb o06a3aH NpeacTaBUTb OTBET Ha 3anpocC YMno/JHOMOYeHHoro dbeaepanbHOro opraHa
WCNONHWUTENbHOM BNACTU B CPOK, HE NpeBbIlWaloWmii AeBAHOCTa Paboumnx AHel co AHA ero NoayyYeHus.
CpoOK, yKa3aHHbI B 4acTW 5 HacToALLEN CTaTbi, NPUOCTaHABANBAETCA CO AHA HaMNpPasieHUA 3aaBUTENIO
3anpoca yno/sHOMOYeHHOro deaepanbHOro opraHa WMCNOIHWUTE/IbHOW BAACTM A0 AHA MOAYYEHUA UM
COOTBETCTBYIOLLErO OTBETA M HE YUUTbIBAETCA NMPU UCUNCAEHMM CPOKA NOATBEPKAEHMA rOCYAapCTBEHHOM
perncTpauumn neKapcTBeHHoro npenapara.

8. OcHoBaHMeM [ANA OTKasa B NPOBEAEHMM 3KCNEepPTU3bl OTHOLIEHWS OXMAAEMOW Mo/b3bl K
BO3MOXHOMY PUCKY NPMMEHEHWUA NIeKapCTBEHHOro npenapaTta ABAAETCA NpeacTaBNeHue LOKYMEHTOB,
cofeprKallnx pes3ynbTaTbl MOHUTOPUHIA 3GHEKTUBHOCTU M 6@30MaCHOCTM IEKapCTBEHHOTO NpenapaTa, u
(MAn) B OTHOWEHMM BMONOTMYECKMX J/IEKAPCTBEHHbLIX MpPEenapaToB pe3y/bTaToB OCYLECTBAEHUA
MEpPONpPUATUIA B COOTBETCTBMM C MIAHOM YMPaB/AEHWA PUCKAMU, YTBEPHKAEHHbIM YMNOAHOMOYEHHbLIM
denepanbHbIM OpraHOM UCNOJIHUTENbHOW BAACTU NPWU OCYLLECTBEHUU TOCYAaPCTBEHHOW perncTpaumun
NleKapcTBEHHOro npenapara, B HENO/JIHOM 06beme, oTcyTcTBME MHOOPMALMM, NOATBEPKAAIOLWEN (aKT
ynAaTbl FOCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWNE rOCYAapCTBEHHOW pPerncTpaLmMm 1eKapCcTBEHHOMo
npenaparta, Mbo HenpeaCTaBAEHUE 3aABUTE/IEM B YCTAaHOB/IEHHbI CPOK OTBETA Ha YKa3aHHbIN B 4acTu 6
HacToALEeN CTaTbM 3aNpoC YNoJHOMOYEHHOro ¢peaepanbHOro opraHa UCNONHUTENbHOW BAACTH, a TaKkKe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHPOPMALMM, KOTOpasa AOKHA BbITb B HAX OTParkeHa.

9. 3JKcnepTvM3a OTHOLWEHUS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHMA
JIeKapCTBEHHOTO MpenapaTa B Lensx NOATBEeP:KAEHUA roCySapCTBEHHOW PerucTpauumn NeKapcTBEHHOMO
npenapaTta NpPOBOAMUTCA KOMMCCUEN 3KCMEPTOB 3KCMEPTHOTO YYPEKAEHUA B CPOK, HE MPEeBbILAOLLNIA
COpOKa pabounx aHew.

10. B C/lydae HegoCTaTOYHOCTM NMpeacTaB/IEHHbIX 3KCNEPTY MaTtepuanos ON1A Od4YUN 3aKNHOYEHUA
IKCNepT o6pau.|,aeTc;1 K PYKOBOOUTENO SKCNEPTHOIO y4ypexaeHna o npegocraB/eHnUn emy HEO6XOAVIMbIX
maTepuanos. PykoBoguTenb 3KCNEPTHOro yuperkaeHusa o6paLu,aeTcn C COOTBETCTBYHOWMM 3aMpocom B
yI'IO}'IHOMO‘-IEHHbIﬁ cbep,epaanblﬁ opraH NCNONHUTENbHOM BAACTY, Bblp,aBLUMVI 3adaHune Ha nposegeHune
9KCNEPTU3bl OTHOLWUEHUA ommp,aemoﬁ NONb3bl K BO3MOXHOMY PWUCKY NpUMeHeHUA NeKapCTBEHHOro



npenapaTta Ha OCHOBaHWM AOKYMEHTA, COAEPMKALLEero pesynbTaTbl MOHUTOPUHIA 3GPEeKTUBHOCTU U
6e30MacHOCTM IeKapCcTBEHHOMO NpenapaTa. B TeyeHne nATK paboumnx AHeRn co AHA NOCTyNAeHMs 3anpoca
PYKOBOAMTENS 3KCNEPTHOIO Y4YperkAeHMA YKasaHHbIM dedepanbHblii opraH WUCNOHUTENbHOW BAacTu
HanpasaseT 3aaBMTE/II0 3aMpoc O NPeAcTaBAeHMU HEeOBXOAMMbIX MaTepuasos, KOTOPbIN MOXKeT 6biTb
nepeaaH ynoJiHOMOYEHHOMY MPeACTaBUTEN0 3aABUTENA JIMYHO MOA PacnucKy, HanpasieH Mo noyte
3aKa3HbIM MUCbMOM WM NMepeaaH B 3N1EeKTPOHHON Gpopme Mo TeIeKOMMYHUKAUMOHHbIM KaHanam CBA3M.
B cnyyae HanpaBaeHMA 3anpoca YrnosHOMOYeHHOro ¢peaepasibHOro opraHa UCMOAHUTENbHOM BAACTU MO
MoyTe 3aKasHbIM NMUCbMOM OH CYMTAETCA MONYYEHHbIM NO UCTEYEHUW LIEeCTU AHeN C AaTbl HanpaBieHua
3aKa3Horo NUcbma.

11. 3asBuTenb 065A3aH NpeacTaBUTb OTBET HAa 3anpoc YNOJAHOMOYEHHOro ¢eaepanbHOro opraHa
WCNO/IHUTENbHON BNACTU B CPOK, HE NPEBbILWAIOWMIN WEeCTUAECATU pabounx AHEeN Co AHA NoNyvyeHun
YKa3aHHOro 3anpoca. YNo/JIHOMOYEHHbIN deaepanbHbliA OpraH WUCMNOAHUTENbHOW BNACTM, BblAaBLUNMA
33faHMe Ha MNpoBeAEHWE IKCMNepTMU3bl OTHOLIEHMA OXMAAEMON MO/b3bl K BO3MOMKHOMY PUCKY
NPUMEHEHNA /NIeKApCTBEHHOrO MpenapaTa Ha OCHOBaHMWM [AOKYMEHTa, COAEprKallero pesy/bTaTbl
MOHUTOPUHTA 3dDEKTUBHOCTU M 6E30MacHOCTM IEKApPCTBEHHOMO Npenaparta, B TeYeHue nAtTu paboumx
OHen co AHA NoCTyn/ieHMA OT 3aABUTENsA OTBETa Ha 3anpoc YNOJIHOMOYEHHOro deaepanbHOro opraHa
NCNO/IHUTENbHOW BIAaCTM HaNpPaB/AET 3TOT OTBET B SKCNEPTHOE yupexkaeHue. B cnyyae HenpeactaBaeHus
Mo UCTEUYEHUU LLIECTUAECATM pabounx AHen 3asBuTeNeM OTBETa Ha YKa3aHHbIN 3aMpoC YNONHOMOYEHHbIM
denepanbHbli OpraH WCNOJHUTE/NIbHON BNAcTW, BbIAABLIMA 33aJaHME HA NPOBEAEHME 3IKCMEepPTU3bI
OTHOLLEHUS OXKMAAEMOWN MOMb3bl K BOSMOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro npenaparta Ha
OCHOBAHWUM [OKYMEHTA, COAepXKallero pesynbTaTbl MOHUTOPWHra 3¢pPeKTMBHOCTM M H6e30MacHOCTM
JIeKapCTBEHHOro npenaparta, B TeyeHue NATU pabounx gHel HanpaBAseT B IKCMEPTHOE ydypeskaeHue
yBeAOMNIEHNE O HemnpeacTaBNEHUN 3aABUTENEM OTBETA HA 3aMpoC yKasaHHOro opraHa. Bpemsa co gHA
HanpaB/fieHMs 3aMpocCa 3KCMNEpPTHOrO YYPEeXKAEeHUs B  YMNOJHOMOYEHHbIN deaepanbHbli  opraH
WCMOJIHUTE/IbHOW BNIACTU A0 [AHA TMOJIYYEHUA SKCMEPTHbIM YYpPEeXKAEeHMEM OTBETa Ha 3anpoc Wau
YBEOOM/IEHNA O HenpeacTaBleHWW OTBETa Ha 3anpoC He Y4YMTbIBAeTcA NPU UCUYUC/IEHUM CPOKa
NpPoBeLAEHMA 3SKCMEPTU3bl OTHOLUEHWUA OMWOAEMOM MNOAb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
JIEKapCTBEHHOIO MpenapaTa Ha OCHOBAaHMM [AOKYMEHTa, COAEprKallero pesy/bTaTbl MOHWUTOPUHrA
3 PeKTMBHOCTM M 6e30MaCHOCTM NeKapCTBEHHOro NpenaparTa.

12. B cpoK, He NpeBblWaloWwnin aecatn paboumx AHen co AHA NOAyYeHUa 3aKNUYEeHUA KOMUCCUU
3KCMEPTOB NO pe3y/bTaTam 3KCMepTU3bl OTHOWEHUA OXKUAAEMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NEKAPCTBEHHOrO Mpenaparta, COOTBETCTBYIOWMI YNOAHOMOYEHHbIM denepanbHbii opraH
NCMNONHWUTENbHOW BNAACTU:

1) ocywiecTBAAET OLLEHKY 3TOr0 3aK/YeHUs 48 onpeneneHus ero COOTBETCTBUA 33aJaHWMI0 Ha
npoBeLeHME YKa3aHHOW 3KCNepTu3bI;

2) NPUHMMAET pelleHne O MOATBEPKAEHMM FOCYAAaPCTBEHHOMN PEerucTpaumm NeKapcTBeHHOro
npenapata wauM o6 o0TKase B MNOATBEPXAEHMM [OCYAAPCTBEHHOM PErMcTpauMu NeKapcTBEHHOMO
npenapaTa;

3) BHOCMT nNpWU NPUHATUN pPELIEHUA O NOATBEPHKAEHUMU TOCYAAPCTBEHHOW perucrpauumn
NleKapcTBEHHOrO MpenapaTta CBeAEHUA B rOCyAapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPeACTB M BblaaeT
3aaBuUTeNt0 BeccpoYHOe perncTpaLMoHHOe YA0CTOBEPEHME NEKAPCTBEHHOro Npenapara.

13. OcHoBaHMeEM ANA OTKasa B NOATBEPXKAEHWUM rOCYAAaPCTBEHHOM pPerncTpaummn IeKapcTBeHHOro
npenapata ABAAETCA 3aK/JlOYEeHMEe COOTBETCTBYHOLWErO YNOJHOMOYEHHoro ¢eaepanbHOro opraHa
WCNOJIHUTENbHON BNIACTM O TOM, YTO PUCK NPUUYUHEHWUS Bpena 340POBbI0 YENOBEKA W/IM KUBOTHOIO
BCNeACTBME NPUEMA NEKAPCTBEHHOrO NpenapaTa npesbliwaeT 3PPeKTUBHOCTb €ro NpUMeHeHus.

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

14. B nepuon npoBeAeHMs npoueaypbl MNOATBEPXKAEHUA TOCYLAPCTBEHHOW perncrpaumm
NeKkapcTBeHHOTro npenapaTa ero obpauieHune B Poccuiickon Pesepaumn He NpUOCTaHaBANBAETCA.



15. [onyckaetcAa obpalleHMe J/IeKapCTBEHHbIX MNPenapaTtoB A0 WCTEYEHUA CPOKa ro4HOCTH,
NpPousBefleHHbIX B TeYeHMe CTa BOCbBMUAECATU KaJieHAapHbIX JAHel nocnae Aatbl MNPUHATUA
YNONHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOJIHATENIbHOM B/1IaCTM peLleHUA O MOATBEPKAEHUU
rocyapCTBEHHOM perncTpaunm, B COOTBETCTBUM C MHPOpMaumeln, coaeprkallencs B AOKYMeHTax
PErncTpaLMoOHHOIO A0Cbe HA IEKAPCTBEHHbIN NpenapaT A0 AaTbl NPUHATUA TaKOrO peLleHus.

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

Cratba 30. BHeceHue M3meHeHUit B AOKYMEHTbI, COAepKaliMecs B PerucTpaumoHHOM A0Cbe Ha
3aperncTpupoBaHHbINA IeKapCTBEHHbI Npenapar AN MeAULMHCKOro NpUMeHeHus

1. B uensax BHECEHUA U3MEHEHWIN B AOKYMEHTbI, COAEPKALMECA B PETUCTPALMOHHOM [0CbE Ha
3aperncTpUpPoBaHHbIA NIeKAPCTBEHHDbIM MpenapaTt Aaa MeAMLUMHCKOrO MNPUMEHEHUA, AepiKaTenb Wan
BNafeneL, perncTpalMoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOIO MpenapaTta WAM YNOJHOMOYEHHOE UM
Apyroe opugmyeckoe MU (fanee B HACTOALWEN CTaTbe - 3aABUTESb) NPEACTABAAET B YNONHOMOYEHHbIN
denepanbHbIi OpraH UCNONHUTENbHOM BNACTU 3afBfIEHWE O BHECEHWM TAKUX U3IMEHEHWN no ¢opme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTEIbHON BAACTH, U NpUAAraemble K
HEeMY M3MEHEHMA B YKa3aHHble JOKYMEHTbI, a TaKKe AOKYMEHTbl, MOATBEPKAAOWME HEOOX0AMMOCTb
BHECEHMA TAaKNX U3MEHEHUNA.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 04.06.2018 N 140-3)

1.1. Mpy HeoHXOAMMOCTU BHECEHUS B JIOKYMEHTbI, COAEPKaLLMECA B PErMCTPALMOHHOM A0CbE Ha
3apPerucTPUPOBaHHbIA  IEKAPCTBEHHbIN Mpenapat Aaa MeAULMHCKOTO MPUMEHEHUA, U3MEHEHUN,
YKa3aHHbIX B MYyHKTe 3 4YacTu 2 HacToALLEel CTaTbW U TpebylolmMx NPOBEAEHUS 3KCMNepTU3bl KadyecTsa
JNIeKapCTBEHHbIX CPEeACTB, 3a8BUTENb AOMNOJHUTENbHO NPEACTABAAET B YNOJHOMOYEHHbIN desepanbHbIi
OpraH WCMNONHUTENbHOW BAACTU CBeAEHUA O AaTe NpefoCTaBfeHMA U PErncTPaLMOHHOM Homepe
NINUEH3NMN HA MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WAW CBeAEHMA O JaTe NpenocCTaBfieHuA M
PErncTpaLMoOHHOM HOMEPE 3aK/OYEeHUA O COOTBETCTBMM NPOM3BOAMTENA /IEKAPCTBEHHbLIX CPEAcTB
TpeboBaHMAM NpaBuA Haa/leKallleld NpPoM3BOACTBEHHOM NPAKTUKKU, BblAAHHbLIX (NpeaocTaBAEHHbIX)
YNOAHOMOYEHHbIM deaepasbHbiM OPraHOM UCNONHUTEIbHOW BNAACTU B OTHOLUEHUM U3MEHEHHOW U (11Nn)
[A0NONHEHHOM NPOU3BOACTBEHHOM NIOLWAAKM IEKAPCTBEHHOTO Npenapara, B c/y4yae, eCau NpomM3BoACTBO
JIeKapCTBEHHOrO npenapaTta ocywecTsasetca B Poccuiickoir depepauumu, nubo ceBegeHus o parte
npeaocTaBNeHUs W  PErmcTpauMoHHOM HOMepe BblAAHHOM YMNOJIHOMOYEHHbIM OPraHOM CTpaHbl
npousBoAUTENS INLEH3UN HA NPON3BOACTBO IEKAPCTBEHHOTO NpenapaTa 1 ee NepeBo/, Ha PYCCKUIM A3bIK,
3aBepeHHbIe B YCTAaHOB/IEHHOM NOPAAKE, a TAK¥Ke CBEAEHMA O AaTe NpeAoCTaBAEHNA U PETUCTPALMOHHOM
HOMEpPE 3aK/OYEHUS O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBun
Hag/NerKallel NPou3BOACTBEHHOW MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM denepanbHbiM OpraHoOMm
WUCNONIHUTENbHON BNACTU B OTHOLIEHWUM M3MEHEHHON W (MIM) AONONHEHHOM NpPOM3BOACTBEHHOM
NJOLWAAKN NEeKAPCTBEHHOrO NpenapaTta, WaM CBeLEHMA O AaTe NPeaoCcTaBAeHUs U PEerncTpaumoHHOM
HOMepe peLleHns YynoJHOMOYEeHHOro ¢peaepanbHOro opraHa UCMNOJIHUTENbHOM BAACTU O NPOBEAEHUM
WHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHbIX CPeacTB B CAyvyae, €CAuM  NPOM3BOACTBO
JIeKapCTBEHHOTO NpenapaTta OCyLecTBAAeTCs 3a npegenammn Poccuiickon ®eaepaumm.

(yactb 1.1 BBeaeHa deaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 478-d3)

1.2. NMpu HeobX0ANMMOCTN BHECEHMA B AOKYMEHTbI, COAEPKALUMECA B PErUCTPALMOHHOM A0Cbe Ha
3aperucTpupoBaHHbIi  IeKapCcTBEHHbIM npenapaT A8 MEeAMUMHCKOTO NPUMEHEHUA, WU3MEHEHUN,
YKa3aHHbIX B NyHKTe 4 YacTh 2 HacToALelN CTaTbM WM Tpebylowmx npoBeaeHnUa 3KCNepTU3bl KayecTsa
NeKapcTBEHHbIX CPeACTB, 3aABUTENb AOMNOAHUTENBHO NPeACTaBAAET B YNOJAHOMOYEHHbIN deaepanbHbii
OpraH MCMNOAHUTENbHOM BAACTU CBEAEHMA O AaTe NpenoCTaBAeHMA W PerncTpauMoHHOM Homepe
NIMLEH3UN Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB MW CBedeHMA O AaTe npenoCTaBiAeHUA U
PerncTpaunMoHHOM HOMeEpe 3aKNOYEeHWA O COOTBETCTBMM MPOM3BOAMUTENSA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBMA Haajexkalel NPoM3BOACTBEHHOM MPAKTUKKU, BblAaHHbIX (NpPeaoCTaBAEeHHbIX)
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTM B OTHOLWEHUN NPOU3BOACTBEHHOM
NAOWAAKM NeKapCTBEHHOrO NpenapaTa, B C/lyyae, eCcAv NPOM3BOACTBO JIeKapCTBEHHOro npenaparta



ocywecTtsanetca B Poccuiickonn ®depepaummn, nnbo ceBegeHMs O Aate nNpeaocTaBieHua U
perncTpaumoHHOM HoMepe BblAaHHOM YNO/JIHOMOY€EHHbIM OpPraHOM CTPaHbl NPOU3BOAMUTENS INLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHOro MpenapaTa M ee MepeBod Ha PYCCKUMMA A3blK, 3aBepeHHble B
YCTAaHOBNEHHOM MOpPAAKEe, a TaKXe CBeAeHMA O gaTe NpenoCTaB/IEHMA UM PErMCTPALMOHHOM HOMepe
3aK/IlOYEHMA O COOTBETCTBMW MPOU3BOAUTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasBu
Hagnexallel npousBoACTBEHHON MPAKTUKMK, BbIAAHHOIO YNOJIHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCMOJIHUTE/IbHOM BNACTM B OTHOLLEHNM NPOU3BOACTBEHHON NAOLWAAKN IeKapPCTBEHHOrO Npenapara, Uam
CBeZeHMA O pJaTe npenoCcTaBNeHMA WU PErncTpauMoHHOM HOMEpPE peleHua YNoJHOMOYEHHOro
denepanbHOro opraHa WMCNOJIHATENbHOM BAAaCTM O MPOBEAEHUM WHCMEKTUPOBAHMA MNPOM3BOAUTENA
JNIeKapCTBEHHOrO CpeacTBa B C/1yyYae, eC/IM NPON3BOACTBO JIEKAPCTBEHHOIO NpenapaTa oCyLwecTBAAeTCA 3a
npegenamun Poccuiickon deaepauum.

(yacTb 1.2 BBegeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea. PenepanbHOro 3akoHa oT
27.12.2019 N 478-$3)

1.3. MpuHATHE pelleHns O BHECEHUM M3MEHEHUM uanm o6 oTKase BO BHECEHWW WU3MEHEHWI B
OOKYMEHTbI, coAeprkalimeca B PerucTpalMoOHHOM [O0Cbe Ha 3aperMcTpPUpPOBaHHbIN IEKAapPCTBEHHbI
npenapar 418 MeaAnLNHCKOro NPUMMEHEHUS, B Cly4ae HeobXxoAMMOCTU NPOBEAEHNA SKCMEPTMU3bl KayecTBa
JIEKApPCTBEHHbIX CPEACTB U (MAK) IKCMEePTU3bl OTHOLIEHUS OXKUOAEMOM MONb3bl K BO3MOXKHOMY PUCKY
NPMMEHEHWS JIEKAPCTBEHHOIO NpenapaTa 414 MeANLUMHCKOrO NPUMEHEHUS OCYLLLEeCTBAAETCA B CPOK, HE
NPEeBbILAOWNA AeBAHOCTA Pabounx gHEN, a B OCTA/IbHbIX C/lydaax B CPOK, HE MPEBbLIWAOWMIA TPMALATH
pabounx AHen co AHA NPUHATUA YNOJIHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOJIHUTENIbHOM BNACTU
3a5BJ1IEHMA O BHECEHUUN TaKUX U3MEHEHUN.

(yacTb 1.3 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)

1.4. YNnonHoOMoOYeHHbI denepanbHbii OpraH MCMNOJIHUTE/NIbHOM BJIaCTU C Yy4YEeTOM pPe3y/ibTaToB
dapmaKoHag3opa U NPOBEPOK COOTBETCTBMA JIEKAPCTBEHHbIX CPeACTB, HAaXOAALMXCA B rpaxKAaHCKOM
obopoTe, ycTaHOBNEHHbIM TPeOOBAHUAM K WMX KayecTBy B TeyeHue AecATM paboumx AHel co AHs
NOCTYNAeHUA COOTBETCTBYIOLWEN WMHPOPMAUMM pasMelLaeT Ha CBOeEM odUUMANbHOM caliTe B CeETU
"MHTepHeT" cBegeHMA O HEOBXOAMMOCTM BHECEHMA B WMHCTPYKLMIO MO MeAUMUMHCKOMY NPUMEHEHUIO
NIeKapCTBEHHOrO nNpenapaTa M3MEHEHWI B OTHOLIEHWM CBEAEHWUI O MOKAa3aHWAX ANA NMPUMEHEHUA U
NPOTMBONOKa3aHMAX AN MPUMEHEHMA IEKAPCTBEHHOMO Npenapara, BbiABAEHHbIX MOOOUYHbIX AeNCTBUSX,
He)KenaTeNbHbIX peakumsax Npu NPUMEHEHUN NeKapCTBEHHOro npenapata M yBegomnsier o6 sTom B
3/1eKTPOHHOM popme MAM NUCbMeHHON dopme (Ha BymaskHOM HocuTene) AepKatena MauM Bnagenbua
pPerncTpaunMoHHOro yAo0CTOBEPEHMA NeKAapCTBEHHOro npenapaTa (MAM YyNnONHOMOYEHHOE MM Apyroe
IOpUMANYECKOe JINLO), a TaKXe JeprKaTenen WAM BadeNbleB PerucTpauyoHHbIX YA0CTOBEPEHUi
JIeKapCTBEHHbIX NPEnapaToB (MU YNTONHOMOYEHHbIX UMW APYTUX IOPUANYECKUX /IULL), KOTOPble ABAAIOTCA
B3aMMO3aMeHAEeMbIMA.

(yacTtb 1.4 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

1.5. Jeprkatenb unu Bnagenew, perucTpaumoHHoOro yaoCcToBepeHUs NeKapCcTBEHHOIO Npenapara, a
TaKXKe geprKaTeniv Uamn BAaAe blbl PETMCTPALMOHHbIX YAOCTOBEPEHMI IEKAPCTBEHHbIX MPEnapaTos (Mam
YNOJIHOMOYEHHbIE UMUK Apyrue opugudeckne nuua), KoTopble SBAAIOTCA B3aMMO3aMeEHAEMbIMMU,
06A3aHbl NPeACTaBUTbL B YNOJIHOMOYEHHbIM desepanbHblit OpraH MCNOAHUTENIbHOM BAACTM 3asBJIEHUA O
BHECEHUM  U3MEHEHWUW B  LOKYMEHTbl, COAEp)KallMecs B  PEruMcTpauMoOHHbIX  [AOCbe  Ha
3aperncTpUpPoBaHHbIE SIEKAPCTBEHHbIE MPenapaTtbl A8 MEeAUUMHCKOTO MNPUMEHEeHWs, B OTHOLWEHUU
CBEAEHWNMN, YKa3aHHbIX B MHCTPYKLMM NO MEAULMHCKOMY NPUMEHEHMIO SIEKAPCTBEHHbIX NPENapaTos, B
TeyeHMe copoKa paboumx AHel co AHA pPasMELLEHMA YMNOJHOMOYEHHbIM ¢eaepasibHbiIM OpraHoOMm
NCNOJIHUTENbHOM BNAcTU MHPOPMALLMK, YKa3aHHOM B YacTh 1.4 HacToAwel ctatbu. JaHHoe TpeboBaHue
He pacnpoCTPaHAETCA Ha CAy4Yam BHECEHMA B MHCTPYKUMIO MO  MeAMUMHCKOMY NPUMEHEHMUIO
JIeKApCTBEHHOrO npenapaTa M3MEHEHWA B OTHOWEHWMWM HOBbIX MOKa3aHUM And  NpUMEHeHUsA
JIeKapCTBEHHOIO NpenapaTta Ha OCHOBAHMM Pe3ynbTaTOB COOTBETCTBYIOLWMX UCCNEAOBAHNN.

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

2. 3KCI'IepTI/I3a NEKapPCTBEHHbIX CPeAcCTB B HaCTU 3KCNEPTU3bl Ka4yeCTBa JIEKAPCTBEHHOIO CpeacTea U



(MnK) aKcnepTU3bl OTHOLIEHMSA OXKMAAEMOM NO/b3bl K BOSMOXHOMY PUCKY NPUMEHEHWNA NeKapCTBEHHOMO
npenaparta Ana MeguUUHCKOro NPUMeHeHUA NPOBOANTCA B C/lyYae BHECEHUA U3MEHEHUIA B IOKYMEHTbI,
codepKalimecs B pPerncTpauMoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIA NEKapCTBEHHbIM Npenapat, B
OTHOLUEHUMU:

1) cBegeHW, yKasaHHbIX B MHCTPYKUMW NO MEAMUMHCKOMY MNPUMEHEHMUIO JIeKapCTBEHHOIO
npenapara:

a) nekapcreeHHas popma C yKaszaHMeM HaumMeHOBaHMIA U KOIMYECTBEHHOIO COCTaBa AeNCTBYIOLLMX
BEeLLEeCTB M KayeCTBEHHOro CocTaBa BCNOMOraTe ibHbIX BellecTB (Npu HeobXoAMMOCTM KOIMYECTBEHHOTO
cocTaBa BCMOMOraTe/IbHbIX BellecTs);

6) <¢dapmakoguHamMMKa U GapMaKOKMHETMKa (33  UcKAloueHnem  GapMaKOKUHETUKU
romeonaTUYecKmnx IeKapCTBEHHbIX NPenapaToB U PacTUTE/IbHbIX IEKAPCTBEHHbIX NpenapaTos);

B) MOKa3aHUA ANA NPUMEHEHUS;
r) NPOTUBONOKAa3aHWA ANa NPUMEHEHUS;
A) Mmepbl NPeLoCTOPOXKHOCTU NPU NPUMEHEHUN;

6) YKa3aHne BO3MOXXHOCTU WU ocobeHHocTel NPUMEHEHNA N1E€KAPCTBEHHOINO npenaparta AnA
MeaunuUnHCKOro npumeHeHuA 6epeMeHHbIMVI XKeHWwWnHamy, ¥KeHwmnmHamn B nepumoa rpyagHoro
BCKapmaunBaHuA, JeTbMU, B3POC/1IbIMU, UMEKOLWLMMU XPOHNYECKNE 3360}1€BaHMH;

) PEXMM [03MPOBaAHUA, CNOCODBbLI BBEAEHWA U NMPUMEHEHMA, NPY HEOBXOAUMOCTM BpemMa npmema
NleKapCcTBEHHOro npenapara, NPoAO/IKUTENbHOCTb JIeYEeHNsA, B TOM YuC/e Yy AeTei A0 M nocie 04HOro
roga;

3) BO3MOXHble MNob6oYHble [AEeNCTBUMA W  HexenaTesbHble peakumMuM Mpu  NpUMEHeHUn
NleKapcTBEHHOTO NpenaparTa;

1) CMMNTOMbI NePeL03NPOBKN, Mepbl MO OKa3aHMIO NOMOLLM NPU Nepeao3npPoBKE;
K) B3aumoaencTeme ¢ 4pyrmmu NekapcTBeHHbIMKM NpenapaTamum n (MAKn) NULEBbIMU NPOAYKTaMU;
n) dopmbl BbINyCKa NIEKAPCTBEHHOTO Npenapara;

M) yKasaHue (npu HeobxogMmocTn) ocobeHHoCTel AEWCTBUS NIeKapCTBEHHOrO npenaparta npwu
nepsom npuneme naun npu ero OTMeHe;

H) cBeageHnA 0 BO3SMOXHOM BNAHUN NeKapPCTBEHHOIO NpenapaTta Ana MeanumnHCKOro npuMmeHeHuna
Ha CNocobHOCTb ynpaBaATb TPAHCNOPTHbIMU CpeaACTBaMN, MEXaHN3MaMWU;

0) CPOK rogHOCTU M yKasaHue Ha 3anpeT NPUMeHeHNA NeKapcTBEeHHOro npenaparta no ucredeHum
CPOKa rogHocTy;

M) yCNOBUA XpaHEHUS;

p) yCnoBus oTnycKa;

2) coctaBa eKapCTBEHHOro npenapara 418 MeAULUMHCKOro NpUMeHeHus;

3) usmeHeHMA MecTa NPOU3BO/CTBA IEKAPCTBEHHOrO Npenapara 419 MeAULNHCKOro NPUMEHeHNs;

4) M3MEHeHMA MoKasaTenel KayecTsa NNIEKAPCTBEHHOrNo npenapata A4na MeauunHCKoro
NMPUMEHEHUNA U (MI'IM) METOO0B KOHTPO/IA KayeCTBa JIEKAPCTBEHHOIO npenaparta Ana megunumHCKOro



npumeHeHuA,
5) N3MeHeHnA CPOoKa rogHOCTU NeKapCTBEHHOIO nNpenapata 4na meanumMHCKOro npuMmeHeHuaA,;

6) cBeieHUIA 0 HEOHXOAMMOCTU BHECEHUS MHbIX U3MEHEHUI B UHCTPYKLUMIO NO MeAULUHCKOMY
NPMMEHEHUIO JIEKAPCTBEHHOIO MpenapaTa, a TaKXe B MWHble [AOKYMEHTbl, cogepKalimeca B
PEerncTpauMoHHOM OO0Cbe Ha 3apPerucTpUpPOBaAHHbLIA NeKAPCTBEHHbIM npenapat. Mpu 3Tom pelleHne o
NnpoBeAeHNN SKCNEPTM3bl KAYECTBA NEKAPCTBEHHbIX CPEACTB U (M/11) SKCNEepTMU3bl OTHOLLEHWUS OXKUAAEMOM
Nonb3bl K BO3MOMXHOMY PUCKY MNPUMEHEHUA JIEKAPCTBEHHOrO nMpenapata AnA MeLUMUUMHCKOro
NPUMeEHEHNA NPUHUMAETCHA B COOTBETCTBMU C YTBEPKAEHHOM YNOJIHOMOYEHHbIM deaepanbHbiM opraHom
WCNOJIHUTENbHON BNACTU KnaccuduKaumein nMaMeHeHMM, BHOCMMbIX B OOKYMEHTbl, coaeprkalumecsa B
pPerncTpauMoHHOM AOCbE Ha 3aperncTpMpPOBaHHbIV 1EKAPCTBEHHbIN Npenapar.

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

3. 3aaBuTeNb BNpaBe NPeACcTaBUTb MO COOCTBEHHON MHULMATMBE BMECTE C 3aiB/IEHNEM O BHECEHUM
M3MEHEHMA B [AOKYMEHTbl, COAEeprKallMeca B pPErucTpaLMoOHHOM [0Cbe Ha 3apPerncTpupoBaHHbIM
JIeKapCTBEHHbIM NpenapaT gas MeAUUMHCKOrO MPUMEHEHMA, KONUM OOKYMEHTOB, NMOATBEPMKAAIOLLMX
ynaaTy rocyfapCTBEHHOM MOLWMHBI 33 BHECEHWE B AOKYMEHTbI, COAEPKALLMECA B PErncTpaLMoOHHOM
[OCbe Ha 3aperucTpMpoBaHHbIN  NEKAPCTBEHHbIM npenapat AnAd MeAMLMHCKOTO MNpUMEHeEHMUS,
N3MeHEHWI, TpebyoLWNX NPOBEeAEHUA SKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB B YaCTM SKCNEPTU3bl KaYecTBa
JIEKapPCTBEHHOTO CPeACTBA U (M1M) IKCMEPTU3bl OTHOLIEHMA OXKUAAEMOM MOJ/Ib3bl K BOSMOXKHOMY PUCKY
NPUMeEHeEHMA EKapPCTBEHHOTO NpenapaTta Ana MeaULMHCKOTo NPMMEHEHUS, FoCcyAapPCTBEHHOM NOL/MHbI
33 BHECeHMe B [OKYMEHTbl, CoAeprKalimeca B PerucTpaLMoHHOM JA0Cbe Ha 3aperucTpupoBaHHbIN
JIeKAPCTBEHHbIN NpenapaTt 4na MegULMHCKOro NPUMEHEHUA, U3MEHEHWUI, He Tpebytowmnx nposeseHms
3KCnepTU3bl NEKAPCTBEHHOMO CPEACTBA, a TaKKe BblgaBaemble (MpeaocTaBasemble) yrnoJHOMOYEHHbIMM
denepanbHbIMM OpraHaMm UCMONHUTENIbHOM BNACTU SOKYMEHTbI (CBEAEHMA), YKa3aHHble B YacTax 1.1 n
1.2 HactoAwen cTatbM. B cnyvyae uMx HenpeacTtaBneHUA YMNONHOMOYEHHbIM deaepanbHbIA OpraH
WUCNONHUTENbHOM  BNACTM  3anpaliMBaeT  yKasaHHble  AOKYMeHTbl  (cBegeHwWa) B nopaake
MeKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUA.

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

4. B TeyeHne gecatv paboumnx gHel co AHA NOCTYNAEHMA YKa3aHHOTO B YacTh 1 HacToALLen CcTaTbk
3aAB/IEHMA U HEOOXOAMMbIX AOKYMEHTOB YMNOJHOMOYEHHbIV deaepanbHblit opraH WMCNOAHUTENbHOM
BAaCTU:

1) NpoBOAMT NPOBEPKY NONHOTHI U AOCTOBEPHOCTU CBEAEHUM, COAEPMKALLMXCA B NPELACTABNEHHbIX
3asBMTENEM MaTepuanax;

2) NPUHUMAET peLleHne O NPOBEAEHMM YKa3aHHbIX B 4aCTM 2 HACTOALLEN CTaTbW COOTBETCTBYHOLLMX
3KCMEPTM3 NEKAPCTBEHHOTO CpeacTBa am 0b oTKase B UX NPOBeAEeHUM;

3) yBeAOMAIAET B 3/1IEKTPOHHOM UAN NMUCbMEHHOW dopme 3aABUTENA O NPUHATOM peLleHUn Uan B
CNy4Yyae NPUHATUSA pelleHmA 06 0TKase B NPOBEAEHNN COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3zaHUEM NPUYMH
TAKOro OTKasa.

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

4.1. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTM CBEAEHWUN, coAepKaliMxcA B NpeacTaBAeHHbIX
3aABuTeNeEM MaTepmanax, ynoSIHOMOYEHHbIN desepanbHbI OpraH UCNONHUTENBHOW BAACTU HanpaBaaeT
33aABMTENI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBefAeHMW. [laHHbIA 3anpoc MoXKeT ObiTb nepenaH
YNOJHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACnMCKy, Hanpas/ieH Mo MoyTe 3aKasHbiM
NMMCbMOM MAU NepesaH B 31EKTPOHHON GopmMe MO TENEKOMMYHMKALMOHHbIM KaHanam cBAsn. B cayvae
HanpaB/ieHMA AAHHOTO 3anpoca No NoYTe 3aKa3HbIM MMCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LIeCcTM AHel ¢ AaTbl HANPaBieHMA 3aKa3HOro NUCbMA.

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



4.2. 3anBuTeNb 0653aH NpeacTaBUTb OTBET Ha 3aMnpoc YyNoJHOMOYEHHOro ¢penepasbHOro opraHa
MCMONHUTENbHOW BNAcTU B CPOK, He MpeBblllaloWmii AeBAHOCTa paboynx AHel CO AHA MOAyYeHUs
AaHHoro 3anpoca. CpoK, yKasaHHblM B 4YacTM 4 HacToAlel CTaTbW, MPUMOCTAHAB/AMBAETCA CO AHA
HanpaB/ieHMsA 3asABUTENIO 3aMNpoca YNoJIHOMOYEHHOro defepasibHOro opraHa UCNONHUTE/IbHOW BNAcTU 40
OHS NOJIYYEeHMA MM OTBETA HAa JaHHbIA 3anpoc M He YYUTbIBAETCA MPU UCYUCIEHUU CPOKA MPUHATUA
peWweHns O BHECEHUM WU3MEHEHWA B [OKYMEHTbl, CogeprKalimecd B pPerucrtpauMoHHOM [OCbe Ha
3aperncTpUpPOBaHHbIN IEKAPCTBEHHbIM NpenapaT 418 MeANLNUHCKOTO NPUMEHEHUS.

(yacTb 4.2 BBegeHa deaepanbHbim 3aKoOHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM A/1a OTKas3a B NPOBEAEHUM YKa3aHHbIX B 4aCTW 2 HaCTOALLEN CTaTbWM IKCNepTus
ABNAETCA NpeacTaB/ieHMe AOKYMEHTOB, NEPEYNUC/IEHHbIX B YacTaX 1 U 3 HacToALWLEN CTaTbM, B HEMOJIHOM
obbeme, HenpeacTaBAeHWE 3aABMTE/IEM B YCTAaHOBJ/IEHHbIM CPOK OTBETa Ha YKasaHHbIM B 4actu 4.1
HaCTOAILLEN CTaTbM 3anNpocC YNOJIHOMOYEHHOTO dpeaepanbHOro opraHa UCNOHUTENbHOW BIACTH, a TaKKe
OTCYTCTBME B NPEACTaB/NEHHbIX AOKYMEHTAX AOCTaTOYHbIX CBEAEHWUN, NOATBEPKAAOLMNX HEOBXOAMMOCTb
BHECEHWUSA U3MEHEHUMN, UK OTCYTCTBME MHDOPMALLIMK, NOATBEPKAAtoWEN GaKT ynaaTbl rocy4apCTBEHHbIX
MOLLU/IMH, YKa3aHHbIX B YaCcTU 3 HACTOALLEN CTaTbMm.

(8 pea. PegepanbHbix 3akoHoB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-93)

6. YKa3aHHble B YacTM 2 HACTOALLEN CTAaTbW 3KCMEPTU3bl NPOBOAATCA B NOPAAKE, YCTAHOBIEHHOM
cTaTbel 23 HacToswero PegepanbHOro 3akoHa.

7. B CpOK, He NpeBblWAOWMIA AecaTn paboumx AHEeN CO AHA NOAYYEHUA 3aKNHOYEHUA KOMUCCUI
SKCNepToB MO pe3ynbTaTam YKa3aHHbIX B 4acTW 2 HACTOALLEM CTaTbW SKCNepTU3, YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMONIHUTEIbHOM BNACTU:

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

1) npuHMMaeT peweHne o BHeCeHUU U3MEHEHUA B AOKYMEHTbI, coaepXxawmeca B
PErmMcTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbIV1 HEKapCTBEHHbIVI npenapatr agna meagumunHcKoro
npUMeHeHnA, Un 06 0TKase BO BHECEHUU TaKUX N3MEHEHUN;

2) BHOCMUT B rocy4apCTBEHHbIN peecTp IeKapCTBEHHbIX CPeACTB Ha OCHOBaHUM PeLLeHUA 0 BHeCeHUn
M3MEHEHWA B [OKYMEHTbl, COAep’KaliMeca B PerncTpaumoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIN
NleKapcTBeHHbIN npenapaTt 418 MeAuUMHCKOro NpUMeHeHus, Heobxoanmble U3MEHEHMA U BO3BPaLLaeT
WX 3a8BUTEIO;

3) BbloAET 3aABMTE/I0 HOBOE PErncTpaLMOHHOE YAOCTOBEPEHWE JIEKAPCTBEHHOrO npenapaTa B
CNy4yae U3MEHEHUA CBEAEHUIN, COAEPKALLUXCA B HEM.
(n. 3 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMem AnA OTKasa BO BHeCEHUMu M3MEHEeHUN B AOKYMEHTbI, cojepXxawmneca B
PErMcTpauMoOHHOM A0Cbe Ha 3aperMCTpMPOBaHHbIl\;I HEKapCTBEHHbIVI npenapar agna meaumunHCKoro
npumeHeHunA, ABNAETCA 3aK1to4eHne ynoIHOMO4YeHHOro d)ep,epaanoro OpraHa WCNONIHNTENbHOM B1ACTU
O BO3MOHOCTU CHNXKEHNA 6e3OI'IaCHOCTM, Ka4yecTBa, 3¢¢EKTMBHOCTM NNEKAPCTBEHHOrIO CpeAacTea B Caiydae
BHECEHUSA TaKNX U3MEHEHUI.

9. JonyckaeTtca obpalleHMe NeKapCTBEHHbIX NpenapaToB A8 MeAMUMHCKOrO MPUMEHEHUA A0
UCTEYEHUA CPOKa roAHOCTM, NPOU3BEAEHHDBIX B TeYEHME CTAa BOCbMUAECATU AHEN nocne AaTbl NPUHATUA
YNOJIHOMOYEHHbIM pesiepanbHbIM OPraHOM UCMOMHUTENBHOM BAACTU PeLleHMA O BHECEHUN U3MEHEHUI
B JOKYMEHTbl, CoAeprKalimeca B PerucTpauMoHHOM f[0Cbe, B COOTBETCTBMM C WHdOpmaLmels,
coaeprKallenca B SOKYMEHTAX PErmcTPaLMOHHOIO A0Che Ha IeKAPCTBEHHDbIM NpenapaT A0 AaTbl IPUHATUA
TaKOro pelueHus.

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

10. MpasutenbctBo Poccuiickoit depepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHECEHUA
M3MEHEeHWA B [AOKYMEHTbl, COAEp’KallMeca B PEermcTpaumMoHHOM A0Cbe Ha 3aperucTpMpOBaHHbIN



NIEKApPCTBEHHbIA npenapat Ana MeAMUMHCKOTO MNPUMEHEHMA, B caydae paedeKkTypbl MAU PUCKa
BO3HMKHOBEHMA AedeKTypbl NeKapCTBEHHbIX NPenapaToB B CBA3U C BBEAEHUEM B OTHOLLIEHUN Poccuinckoi
depepaunm orpaHMUUTENBHBIX MEP 3KOHOMUYECKOTO XapaKTepa.

(yacTb 10 BBEAeHa DenepanbHbiM 3akoHOM oT 08.03.2022 N 46-03)

CraTtba 31. BHeceHMe M3MEHEHUI B AOKYMEHTbI, coaeprKalimeca B permcTpaumoHHoOm A0cbe Ha
3aperncTpupoBaHHbIA NeKapCcTBEHHbIM Npenapar ANA BeTepUHapHOro NnpMmeHeHus

1. B uensx BHECEHUA U3MEHEHWUI B [OKYMEHTbI, coaepyKallMecs B PerucTpaLyMoHHOM A0Cbe Ha
3aperucTpPUpPOBaHHbIA NEeKAPCTBEHHbIM NpenapaTt Aa BEeTepPUMHAPHOro MPUMEHEHUs, AeprKaTenb WUan
B/agenel, perucTpauMoHHOro yaoCTOBEPEHUA /IEKAPCTBEHHOIO MnpenapaTta MAM YNOoJHOMOYEHHOE UM
Apyroe opuanyeckoe n1Lo (ganee B HAaCTOALLEN CTaTbe - 3aABUTE/Ib) NPeaCcTaBAAET B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOJHUTENbHON BNACTU 3asiBEHUE O BHECEHWW TAKUX U3MEHEHMUI no dopme,
YCTAHOB/IEHHOM YNOAHOMOYEHHbIM defepasibHbIM OPraHOM UCMOIHUTENbHOM BAcTH, U Npuaaraemble K
HEMY M3MEHEHMA B YKa3aHHble AOKYMEHTbI, @ TaK¥Ke AOKYMEHTbl, NOATBEPKAAtOWME HEOOX0AMMOCTb
BHECEHUA TaKNX U3MeHeHUI. MNpu HeobXxoAMMOCTU BHECEHUA U3MEHEHUI B OKYMEHTbI, cogepKalumecs
B PErucTpauMOHHOM [OCbe Ha 3aperncTpMpoOBaHHbLIM JIEKAPCTBEHHbIM NpenapaT s BeTepuUHapHOro
NPUMEHEHUA, B CAy4anX W3MeHeHMA W (UAKn) [AONONAHEHUA MNPOU3BOACTBEHHOW  MJIOWAAKM
JIEKAapCTBEHHOIO CPEACTBA, a TaKKE M3MEHEHMA NOKasaTe el KayecTBa IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUA U (MAK) MeTodoB KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenapaTta ann
BETEPUHAPHOTO NPUMEHEHUs 3asBUTENIb  AONOJHUTENIbHO MPeACTaBAseT B YNOJHOMOYEHHbIN
desiepanbHbIit opraH UCNONHUTENBLHOW BAACTU Caeaylolme JOKYMEHTbI (CcBeaeHuA):

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-d3)

1) cBeaeHusa o gate NpegoCTaBAEHUSA U PErUCTPALMOHHOM HOMEpPE JIMLLEH3UN Ha NPOU3BOACTBO
NIeKapCTBEHHbIX CPeAcTB, NPenoCTaBAEHHOW NPOM3BOAMTEN0 NEeKAPCTBEHHOrO npenapata  And
BETEPMHAPHOIo NPUMEHEHUA, AN POCCUNCKMX NPOoU3BOaUTENENR;

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-d3)

2) cBeaeHMA 0 gaTe NpenoCTaBJAeHUsA U PerncTpaLMOHHOM HOMEPE /INLLEH3MM Ha MPOM3BOACTBO
NeKapcTBEHHbIX CPEeACTB, NpPeAoCTaBNeHHOM npousBoauTento dapmaleBTUYecKol cybcTaHumy,
BXOAALLEN B COCTAB /IEKApCTBEHHOrO npenapaTta AnA BeTepPUHAPHOro NPUMMEHEHWA, AN POCCUICKUX
npoussogutenew;

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

3) KonuA AOKYMEHTa, BblAaHHOrO YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOU3BOAUTENA ANA KaXKa0M
NPOM3BOACTBEHHOM MJ/IOWAAKM JIEKaPCTBEHHOrO npenapata Ans BeTePUMHAPHOrO MPUMEHEHMSA U
NOATBEPXAAIOLLIEr0 COOTBETCTBME MPOM3BOAMTENA JIEKAaPCTBEHHOrO npenaparta TpeboBaHUAM npasun
Hag/iexallle NpPou3BOACTBEHHON MPAKTUKW, M ero nepesojd Ha PYCCKMA A3blK, 3aBEpPeHHble B
YCTaHOB/IEHHOM MOPAAKE, a TAKKE KOMMUA 3aKN04eHMA O COOTBETCTBUM NMPOU3BOANTENA IEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  NpaBuMA  Hag/iexallen  MNpPou3BOACTBEHHOM  MPaKTUKKW,  BblAaHHOIO
YMNO/HOMOYEHHbIM peaepasibHbiM OpraHOM UCMNONHUTENIbHOW BAACTU ANA KaXKAON NMpoM3BOACTBEHHOM
NAOWAAKN NEKapCTBEHHOrO Mpenaparta A/ BeTepuHapHOro NPUMEHeHUs, AMbo Konua pelleHus o
npoBeAeHUN UHCNEKTUPOBAHMA NPOU3BOAUTENA TIEKAPCTBEHHbIX CPEACTB, MPUHATOrO YNOJHOMOYEHHbIM
denepanbHbiM OpPraHOM MWCNONHWUTENbHOW BNAcTU AN  Kaxkaol Mpou3BOACTBEHHOM MOLWLAAKK
JIeKapCTBEHHOro Npenapara 418 BeTePUHAPHOro NpuMeHeHus. YKasaHHble JOKYMEHTbI NpeacTaBAsaoTCA
B CAyyae, eciu MNPOU3BOACTBO JIEKapCTBEHHOro npenapaTa A8 BETEPUHAPHOrO MNPUMeEHeHUA
ocylecTsnseTca 3a npeaenamu Poccuiickoin deaepaumu;

4) KonnAa AOKYMEeHTa, BblAaHHONo0 YMNO/IHOMOYEHHbIM OpPraHoOmM CTpaHbl npousBoAUTENA
d)apmau,eBTquCKoﬁ CY6CTaHLI,I/1I/I n noarsepxaarowero cooTBeTCTBMNE npounssoauTena
d)apMaLl,eBTMLIECKOI‘/JI Cy6CTaHLI,VIVI, BXO,EI,FlLLI,eﬁ B COCTaB /1IEKAPCTBEHHOIO npenaparta 414 BETEPUHAPHOIO
npuMeHeHuA, TpeGOBaHMFIM npasun Ha,a,nemau.l,eﬁ I'IpOI/I3BOﬂ,CTB€HHOl7I NPakKTUKKU, N ero nepesons Ha
pyCCKMﬁ A3blK, 3aBepeHHbleé B YCTaHOBNEHHOM nNopAgKe, B C/iydyae, ecin  npounsBoacTteo



dapmaueBTUYECKom cybcTaHUMK ocyLecTBaseTca 3a npeaenamun Poccuinckoit Peagepaunu.
(yacTb 1 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

1.1. B cnyyae M3meHeHus U (MAun) AONOSHEHUs MPOU3BOACTBEHHOM MJIOLWAAKM IEKAPCTBEHHOIO
CpencTBa AOKYMEHTbI, YKasaHHble B 4YacTM 1 HAcToAWEN CTaTbW, MNPEACTaBAAIOTCA 3aABUMTENEM B
OTHOLWUEHUM U3MEHAEeMON M (MAKn) [OoNoSHAEMON NPOU3BOACTBEHHOM MJOWALKM JIEKAPCTBEHHOMO
cpencTBa. PeweHne 0 BHECEHUM M3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PErUCTPALLMOHHOM AOCbe
Ha 3apPerncTpMpPOoBaHHbIA NEKAPCTBEHHbIN NpenapaT 414 BETEPUHAPHOIO NpUMeEHeHUs, unm ob oTKase B
MX BHECEHMM MPUHMMAETCA B C/Ay4ae HeobXxoAMMOCTM NpPOBEAEHUA 3SKCNepPTU3bl NEKAPCTBEHHOTO
CPeACTBA B CPOK, He MpPEBbIWAOWMIA AEBAHOCTA Paboumx AHel, a B OCTa/bHbIX C/y4asx B CPOK, He
NpeBbILLAOWMI TPUALATU Pabounx gHEN Co AHA NPUHATUA YNOAHOMOYEHHbIM denepasibHbIM OPraHom
WCNONHUTENbHOM BNACTU 3asiBIEHUA O BHECEHUN TaKMUX U3MEHEHUIA.

(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusauum aepxaTens WAM BAageNbla PerncTpaumMoHHOro yAOCTOBEpPEHUS
NIeKapCTBEHHOrO MpenapaTa ANA BETEPUHAPHOro MNpPUMeHeHUA, paspaboTunmKka uan npoussoguTens
JIeKapCTBEHHOrO Mnpenaparta Ans BETePUHAPHOro NPUMEHEHMUA B 3asBAEHUN O BHECEHUU U3MEHEHWI B
OOKYMEHTbI, coAeprKalimeca B PEerncTpauMoHHOM A0Cbe Ha 3aperncTPUPOBaHHbIN NE€KaPCTBEHHbI
npenapaTt Ana BETEePMHAPHOro NMPUMEHEHMA, YKa3blBalOTCA AaHHble AOKYMEHTA, NMOATBEPXKAAOLWEro
BHECEHMEe COOTBETCTBYIOWMNX U3MeHeHUI B EAMHBIN rocy4apCTBEHHbIN peecTp opuanyeckux auy (gns
OpraHu3aumuii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickoi degepaunn), Uan MHOrO AOKYMEHT],
NoATBEPKAAIOLWEr0 PEOPraHM3aLMIo IOPUANYECKOTO NMua (A1a opraHM3aunii, He 3apPerucTPMPOBaHHbIX
Ha Tepputopun Poccuitickon Pepepaumn). 3aaBreHME O BHECEHUUM U3MEHEHUIA B LOKYMEHTI,
cofepiKalmecs B PErmcTpaLMoHHOM AOCbe HA 3aPerncTPUpPOBaHHbIM NIEKAPCTBEHHbIM NpenapaT ans
BETEPUHAPHOIO NPUMEHEHUSA, U NPUaraemble K HeMy AOKYMEHTbI NPeACcTaBAAOTCA B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENbHON BAACTU He NO3AHEE Yem Yepes TpuaLaTb paboumx gHeln co gHA
BHECEHMA COOTBETCTBYOLIMX U3MEHEHUIM B EAMHBIN rocyAapCTBEHHbIV pPeecTp pUanYecKkux auy, (aan
OpraHu3aumii, 3aperncTpMpPoBaHHbIX Ha Tepputopumn Poccuiickoit degepaumm) UAM CO AHA NPUHATUA
COOTBETCTBYIOLLEIO [OKYMEHTA, MOATBEPKAAOWErO PeopraHM3aumio tpuamyeckoro avua (gna
OpraHu3aumMii, He 3aperncTpMpoBaHHbIX Ha Tepputopun Poccuiickor depepauuun). B cnyuvae
peopraHM3aunn aep)atena WM BNafenblad PerucTpaumMoHHOro YAOCTOBEPEHUSA JNIEKAPCTBEHHOIO
npenapata AAA BETEPMHAPHOrO MPUMEHEHWUS 3aABJEHME O BHECEHWMM MU3MEHEHWN B LOKYMEHTI,
cogeprkawimeca B perncTpaumoHHOM A0Cbe Ha 3apPerMcTpMpOBaHHbIA IEKAPCTBEHHbIN NpenapaTt Ans
BETEPUHAPHOIO MNPUMEHEHUS, MNOAAETCA HPUAMYECKMM JIMLLOM, KOTOPOMY B XO4Ee peopraHusauuu
nepegaHo NpaBo BAAAEHMA TaKUM PErNCTPALMOHHbBIM YA0CTOBEPEHUEM.

(yacTtb 1.2 BBegeHa depepanbHbim 3akoHOM 0T 02.08.2019 N 297-93)

2. B cnyyae BHeCeHUA M3MEHEHWUI B AOKYMEHTbI, COAeprKalLneca B perncTpauMoHHOM A0oCbe Ha
3aPEerncTPUPOBaHHbI NEKAPCTBEHHbINM Npenapat AnA BEeTePUMHAPHOro NPUMEHEHWUS, B OTHOLUEHUMU
CBeLEHWN, yKa3aHHbIX B noanyHkTax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 yactn 3 cTaTbm 17 HacToALWEro
denepanbHOro 3aKoHa, U3MeHeHUA U (MAK) AONONHEHUA NPON3BOACTBEHHOM NIOWAAKMU IEKAaPCTBEHHOTO
CpeacTBa, a TaKXe B C/lydae M3MEHEeHMA MOKasaTesield KayecTBa JIEKAapCTBEHHOro npenapaTta gas
BETEPUHAPHOIO NPUMEHEHUA U (MIM) MeTOZOB KOHTPOA KayecTBa JIeKapCTBEHHOro npenapata A
BETEPMHAPHOro MPUMEHEHMUA NPOBOAMTCA 3KCMEPTU3a JIEKAPCTBEHHOTO CpeacTBa AN BETepUMHapPHOro
npumeHeHus. B cnyyae HEOHXOAMMOCTU BHECEHUA WUHbIX U3MEHEHWUI B AOKYMEHTbI, COAEpP KaLLMecs B
pPernmcTpauMoHHOM [A0Cbe Ha 3apernmcTpMpoOBaHHbIA NEKAapPCTBEHHbIM npenapaT Al1a BeTepUHApPHOro
NPUMEHEHUA, SKCNEepPTU3a IeKapCTBEHHOro Cpe/cTBa A1 BETepUHAPHOro NPUMEHEHNA He NpoBoAMUTCA.

(8 pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. 3aAsutennp Bnpase npeacraBuTb No cobcTBEHHOM MHUNUMaTnBe BmecTte C 3aAB/1IeHNeM O BHeECEHUU
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B pPernctpaymMoHHOmM AOocCbe Ha 3aperMCTpMDOBaHHbIﬁ
ﬂeKapCTBEHHbIﬁ npenapar onAa BeTtepnHapHOro nNnpMMeHeEHUA, KOnnn OOKYMEHTOB, NoATBEPHKAALWUNX
ynnarty FOCY,D,apCTBEHHOIz NOW/IMHbI 3a BHECEHUE B AOKYMEHTbI, coaepKawmneca B permcTtpatlMoOHHOM
AoCbe Ha 3aperMCTpMDOBaHHbII‘/JI I'IEKapCTBEHHbIﬁ npenapar A4OaAa BETEPUHAPHOINo nNpuUMeEHeEHUA,



U3MeHeHWN, Tpebylowmx NpPoBeAEHUA 3KCMEPTU3bl JIEKAPCTBEHHOFO CPEeAcTBa, MU U3MEHEHUN, He
Tpebylowmnx NpoBeAeHNA IKCNEPTU3bl NEKAPCTBEHHOIO CpeacTBa. B cnyyae HEOHXO4MMOCTM N3MEHEHUSA
CBELEHWUN, COLEPKALWMXCA B PErucTtpaumMoHHOM YAOCTOBEPEHUM JIEKAPCTBEHHOro npenapaTta AAas
BETEPMHAPHOIO NPUMEHEHMUSA, C 3aABEHMEM, YKA3aHHbIM B 4acTh 1 HacToALLel CTaTbK, 3aABUTEb BNPaBE
npeacTaBuTe MO COOCTBEHHOM WMHMUMATMBE KOMMUIO OOKYMEHTa, MOoATBEP)KAAOWeEro ynaaTty
rocyfapcTBEHHOM MOLW/AMHbI 33 BblAauy PErMCTPaLMOHHONO YA0CTOBEPEHMSA IeKapCTBEHHOTO NpenapaTa.
3aABuTENb BNpaBe NPeACTaBUTb MO COBCTBEHHOM WMHMLMATUBE CBEAEHMA O NULLEH3MAX, YKa3aHHble B
nyHKTax 1 1 2 yactn 1 HacToAlel CTaTbM, @ TaK)Ke BblAaBaemMble YNOJHOMOYEHHbIMU peaepanbHbIMK
OpraHamm MUCMONHUTENBbHOM BAACTU LOKYMEHTbI, YKa3aHHble B MyHKTe 3 4yacTn 1 HacToAwelh cTaTbu. B
cnyyae HenpeacTaBNeHWUA YKa3aHHbIX AOKYMEHTOB (CBeAEHWUI) yNoSIHOMOYEHHbIN deaepanbHblii opraH
WUCNONHWUTENbHOM  BNACTM  3anpalMBaeT  YKasaHHble  AOKYMeHTbl  (cBeaeHuAa) B nopajgke
MeKBeA0MCTBEHHOTO MHGOPMALMOHHOTO B3aMMOLENCTBUA.

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

4. B CpoOK, He NpeBblWatoWwmin gecat pabounx gHel co gHSA NOCTYNIeHUA yKasaHHoOro B Yactu 1
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
MCMONHUTENIbHOW BNACTU:

1) NnpoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHUM, COAEPMKALMXCA B NPeaCcTaBNEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NpUHUMAET peLleHme 0 NPOoBeAEHMUM SKCMepPTM3bl IEKAPCTBEHHOIO CPeACTBA A/1A BETePUHAPHOTO
npMmeHeHns Ui o6 oTKase B ee NpoBeaeHNY;

3) yBeAoOMAAET B MUCbMEHHOW popme 3anBUTENA O MPUHATOM PELUEHUN UAWN B C/lyYae MPUHATUA
peweHna o6 OTKase B MPOBEAEHMM IKCMEPTU3bl JIEKAPCTBEHHOro CPeacTBa A48 BETEPUHAPHOro
NPMMEHEHMA C YKa3aHMeM MPUYMH TaKOro OTKa3a.

4.1. B cnyyae BbIABNEHMA HEAOCTOBEPHOCTUN U (MN1M) HEAOCTAaTOUYHOCTU CBEAEHMI, COAEPIKALLMXCA B
npeacTaBNeHHbIX 3aABMTE/IeM AOKYMEHTaX, YNOAHOMOUYEHHbIN deaepasbHblii opraH UCMOAHUTENbHOW
BJACTU Hanpas/iAeT 3asBUTENI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cCBedeHWid. 3anpoc MoKeT 6biTb
nepeaaH ynosHOMOYEHHOMY NPeACcTaBUTeN0 3aABUTENA NOA, PACMMCKY, HanpaBaeH Mo noyTe 3aKasHbiM
MUCbMOM MK NepeaaH B 3N1EKTPOHHON GopMe MO TeNEKOMMYHMKALMOHHbIM KaHanam cBasu. B ciyvae
Hanpas/ieHMA 3anpoca 06 YTOYHEHMM YKa3aHHbIX CBEAEHWNI MO NoyTe 3aKasHbIM MMCbMOM OH CYMTaeTCs
noay4yeHHbIM NO UCTeYeHUn WecTu ,D,Heﬁ C O0aTbl HanNpaB/1eHNA 3aKa3HOro NMcbMa.

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

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJIHOMOYEHHOrO peaepanbHOro opraHa
WCNOJIHUTENbHOM BNACTM B CPOK, He MNpeBblWaloWwmMi AeBAHOCTa pabounmx AHel co AHA Noay4vyeHus
AaHHoro 3anpoca. CpoKu, yKasaHHble B Yactm 1.1 HacToAwel cTaTbM, NPMOCTAHAB/AMBAOTCA CO OHA
Hanpas/ieHMA 3aABUTEIO 3aNpoca YyNOJHOMOYEHHOro desepasbHOro OpraHa UCMONHUTENBHOM BAACTK A0
OHA Nosly4YeHMA OTBETA HA AAHHbIM 3aMPOC U HE YYUTBIBAKOTCA NPU MCHUCIEHUM CPOKA NPUHATUA peLleHnn
O BHECEeHUW U3MEHEHWN B [OKYMEHTbl, coAep)Kalmeca B PEerucTpauMoHHOM [OCbe  Ha
3aperncTpUpPOoBaHHbI 1eKapCTBEHHLIN NpenapaT ANA BETEPUHAPHOro NPUMEHEHNA.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMemM [A/A OTKasa B MNPOBeAEHUM 3KCNepTU3bl NEeKapCTBEHHOro cpeacTsa AnA
BETEPMHAPHOro MPUMEHEHUA ABNAETCA MNPeACTaB/NeHWe [AO0KYMEHTOB, YyKasaHHbIX B 4actax 1 um 3
HaCToALLEN CTaTbM, B HEMONHOM O06bEME UAN OTCYTCTBME B NPEACTaB/IEHHbIX JOKYMEHTaX A0CTaTOUHbIX
CBEAEHUI, noaTBep)KAaloWMX HeobX0AMMOCTb BHECEHWA WU3MeHeHMI, nnMbo HenpeacrasaeHue
3aABUTENEM B YCTAHOB/IEHHbIA CPOK OTBETA Ha YKasaHHbIA B 4Yactu 4.1 HactoAwleh craTby 3anpoc
YMO/HOMOYEHHOTO deepasibHOro opraHa UCNOSIHUTE/IbHOW BAACTHU.

(B pen,. PegepanbHoro sakoHa ot 04.06.2018 N 140-$3)

6. 3KCI'IepTM3a NNeKapCTBEHHOIo Cpeacrtea ANA BETEPUHAPHOINO NpuUMeHeHuUA B UENAX BHeECEHUA



M3MEHEHWA B AOKYMEHTbl, COAeprKalimeca B PEernmcTpauymoHHOM [0Cbe Ha 3aperncTpyMpoBaHHbIN
NeKapcTBeHHbIM npenapaT [AAA BeTEPMHAPHOTO MNPUMEHEHMA, OCYLLeCcTBAAeTCA B NopAake,
yCTaHOB/IEHHOM cTaTbel 24 HacTosAwero PeaepanbHOro 3akoHa.

6.1. B cpok, He npesbiWaoWmin gecat paboumx AHen co AHA NONYyYEHUA 3aKN0YEHMA KOMUCCUN
3KCNepToB MO pe3y/bTaTamM YKa3aHHOM B 4YacTWM 2 HacCTosLWel CTaTbM 3KCMEepPTU3bl, YNOSIHOMOYEHHbIN
denepanbHblIii OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) nNpUHMMaeT peweHne O BHeCeHUU M3MEHEHUA B AOKYMEHTbI, coaepxauwumeca B
perncTpaubMoHHOM Ao0Cbe Ha 3apeFMCTpMpOBaHHbIﬁ HEKapCTBEHHbIﬁ npenapar anAa BETEPUHAPHOro
nNpUMeHeHUNA, Un 06 0TKase BO BHECEHUU TaKUX M3MEH6HMD’1;

2) BHOCUT B rOCyZ,apCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACcTB Ha OCHOBAHWM PeLleHUs O BHECEHUN
M3MEHEHWA B [OKYMEHTbl, COAeprKaliMeca B PermcTpaumMoHHOM [O0Cbe Ha 3aperncTpUMpoBaHHbIN
NleKapcTBeHHbIN Npenapar 41A BETePMHAPHOro NPUMEHEHUA, HeobXoaAMMble USMEHEHUA U BO3BpPalLaeT
3TV AOKYMEHTbI 3aABUTENIO;

3) BblgaeT 3aABUTE/I0 HOBOE PErncTpaLMOoHHOE YAOCTOBEpPEeHUE IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHUS B C/Tly4ae HEOOXOAMMOCTU USMEHEHMUA CBEAEHUN, COAEPKALLMUXCA B HEM, C
COXpaHeHMemM HOMepa paHee BbIJAHHOTO PErucTPaLMOHHOIO YAOCTOBEPEHUA NEKAPCTBEHHOrO
npenaparta A4 BETEPUHAPHOTO NPUMEHEHUA.

(n. 3 BBegeH depepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
(yacTb 6.1 BBeaeHa deaepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHMA U3MEHEHWIA B LOKYMEHTbI, COAEPKALLMECH B PEMMCTPALLUOHHOM A0Cbe Ha
3aperncTPUpPoOBaHHbIA  IEKAPCTBEHHbIM NpenapaT AAs BETEPUMHAPHOTO MNPUMEHEHMA, B YacTw,
Kacatowenca w3MeHeHMs W (MAM) [ONOSHEHWs MPOU3BOACTBEHHON NIOWAAKM NEKAPCTBEHHOTIO
npenapara, Npu NpeAcTaBAeHUN 3aaBUTE/IEM B COOTBETCTBMM C MYHKTOM 3 YacTu 1 HacToslel cTaTby
KOMUKU peLleHna YNnoJHOMOYEHHOTo ¢denepanbHOro opraHa WMCMOJIHUTE/IbHOM B/lacTU O MPOBeAEeHUU
MHCNEKTUPOBAHMA NPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKasaHHbIM B YacTu 6.1 HacToAwei
CTaTbM, NPUOCTAHABANBAETCA CO AHS MOJIYYEHUN 3aKIOYEHMUA KOMMUCCUMM IKCMEpPTOB A0 AHA MPUHATUSA
YNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCMOJIHUTENIbHOW B1ACTU PeLLeHns o Bblaadye nam o6 oTkase
B BblJaye 3aK/0YEeHUA O COOTBETCTBMM MPOU3BOAUTENA IEKAPCTBEHHbIX CPeACTB TpeboBaHUAM NpPaBu
Hag/ieKallelt NPon3BOACTBEHHOM NPAKTUKM, HO He 6bonee Yem Ha CTO BOCEMbAECAT paboumnx gHeil.
(yacTb 6.2 BBegeHa deaepanbHbim 3aKkoHOM oT 04.06.2018 N 140-3)

7. OcHOBaHMeM pAnAa OTKasa BO BHECEHWW W3MEHEHWA B [LOKYMEHTbl, COAep)KallmMeca B
PerncTpaLMoHHOM [0Cbe Ha 3apernmcTpuMpOBaHHbLIA NEKAPCTBEHHBIN MNpenapaT A/1A BeTepuMHapHOro
NPUMEHEHUA, B CAyYanXx, He TPebyowmnx NPoBeAEHNA IKCNEPTU3bI IEKAPCTBEHHOMO CPEeACTBa, ABAAETCA
npeacTaBNeHNe AOKYMEHTOB, YKa3aHHbIX B 4acTaX 1 M 3 HacTosAwen cTaTbu, B HEMOJHOM o6beme Man
OTCYTCTBME B MPeACTaBNEHHbIX AOKYMEHTAX CBEAEHWNI, KOTOPble JOMKHbI OblTb B HUX OTPaXKeHbl, 1Mbo
HenpeacTaBAeHNe 3aABUTE/IEM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIW B YacTu 4.1 HacToAwen
CTaTbW 3aNpoc yNoJIHOMOYeHHOTO desepanbHOro opraHa UCNOJIHUTENIbHOM BAACTMU.

(yacTb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7.1. OcHoBaHMeM pnA OTKa3a BO BHECEHMMU M3MEHEeHUN B AOKYMEHTbI, coaepxauwmueca B
perncTtpatMoHHOM A0Cb€e Ha 3ape|’l/ICTpVIpOBaHHbIﬁ ﬂeKapCTBEHHbIﬁ npenapar anAa BETEPUHAPHOro
npumeHeHunAa, B cny4vasnx, TDE6YIOLLI,MX npoBeaeHnA 3KCNepPTU3bl NEKAPCTBEHHOIO CpeacTBa, ABAAETCA
3aK/ilo4eHne ynosHOMOYEHHOTO d)ep,epaanoro OpraHa WUCNOJIHUTENbHON BAACTU O BO3MOMKHOCTU
CHUXEeHuA 6G3OI'I3CHOCTVI, Ka4yecTBa, 3¢¢GKTVIBHOCTM NNEKAPCTBEHHOIO Npenapata BCheacrsne BHeCeHUA
N3MEHEeHWN B YKa3aHHble OOKYMEHTbI, OTKa3 yNno/IHOMO4Y€HHOIo d)ep,epaanoro OpraHa NCNONHUTENbHOM
B/1aCTU B Bblaa4ve 3aKNHOYEeHUA O COOTBETCTBUU MPOU3IBOAUTENA NIEKAPCTBEHHbIX CpeacTB Tpe6OBaHWr'IM
npasun Hap,ne»(am,eﬁ I'Ip0M3BO,CI,CTBeHH0171 NPaKTUKMN B C/ay4ae U3IMEHEHUA U (MJ'IM) AOoNOoJIHEHUA
HpOMSBOACTBeHHOVI nnowaakn neKapCtBeHHOro npenaparta, e€c/inM npounsBoAacTBO JIEKAPCTBEHHOrIO



npenaparta 414 BeTePMHAPHOro NPUMeHeHMUs ocyLLecTBAAeTCA 3a npeaenamu Poccuiickoin ®eaepaunm,
MW OTCYTCTBUE 3TOTO 3aK/I0YEHMA.
(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [lonycKaetca obpallueHne neKapcTBeHHbIX NMpenapaTtoB A8 BeTepUHAPHOro NMpUMEHEHUA A0
NCTeYeHMA CPOKa ro4HOCTH, NPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEel nocae Aatbl NPUHATUA
YNO/NHOMOYEHHbIM peaepasibHbiM OPraHOM UCNOJIHUTEIbHOM BNACTU PeLleHMa 0 BHECEHUN U3MEHEHUN
B IOKYMEHTbI, coAeprKallineca B perMcTpaumMoHHOM A0Chbe Ha J1IeKaPCTBEHHbIV Npenapar, B COOTBETCTBUMU
C HbOpMaUMeNn, coaeprKalleiica B AOKYMEHTaxX PErMCTPALMOHHOIO A0Che Ha IeKapCTBEHHbIM npenapart
0,0 AaTbl NPUHATMA TAaKOrO peLUeHUA.

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

CrtaTba 32. OTMeHa rocyaapCcTBEHHOM perucTpaumm eKapcTBEHHOro npenapara

PeweHne 06 oTmeHe I'OCV,CI,apCTBeHHOﬁ perncTpaunm nekapCTtBeHHOro npenapara n UCKAK4YeHUn
NEKApPCTBEHHOIo npenaparta W3 rocygapCrBeHHOro peectpa NEeKapPCTBEHHbLIX CPeacTB MNMPUHUMAETCA
YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom WUCNONHUTENbHOW BNACTU B cnhy4yae:

1) npeactaBneHMA  COOTBETCTBYHOLIMM  YNOAHOMOYEHHbIM  deaepanbHbiM  OpraHOM
WCMONIHUTENbHOW BAACTU 3aKNOYEHUA O PUCKe MAM 06 yrpose 340POBblO, KWM3HM YesloBeKa WAu
XMBOTHOTO NPU NPUMEHEHUN NEeKapCTBEHHOro npenapaTa, Npesblllatowmx ero 3¢pPeKTMBHOCTb, Mo
pesy/nibTaTam OCyLLECTBIAEMOro MM MOHUTOPMHIa 6€30NacHOCTM IeKapCTBEHHOrO npenapara;

2) nofaun AepyKaTenem Wiau BNafesbLEM PErncTPaLMOHHOMO YAOCTOBEPEHUA JIEKAPCTBEHHOTO
npenapata MAW YMNOJHOMOYEHHbIM WM AOPYrMM OPUAMYECKMM /MLOM 3asB/ieHna 06 oTmeHe
rocyAapCTBEHHOW PerncTpaumnmn 1eKapcTBeHHOro npenapara;

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

3) HenoATBEPXKAEHUA TOCYAAPCTBEHHOW PErucTpaLumn NeKapCTBEHHOMO Npenaparta no UcteyeHum
CPOKa AeNCcTBUA perncTpaumMoHHOro ya0CTOBEPEHWSA, BblAAHHOIO Ha NATb /IET;

4) HenpepactaBneHMsa 3asaBuTenem MHPOpPMAUMK, KOTOpasa MOXKET nosiaedb 3a cobol
HeobxoAMMOCTb BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEpIKallMeca B PerncTpaLmMoHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbIM JIEKApCTBEHHLIN Mpenapat, B TeyeHWe TpuauatM paboumx gHel co AHA
HaCTynaeHnAa sTux VI3M€H€HVII71;

5) ocywecTBneHWa rocyAapCTBEHHOW perncrpaumm ieKapcTBEHHOTO npenapaTta Nnoj, TOProsbiM
HauMeHOBaHWEM 3apPErncTPMPOBAHHOMO paHee Moj 3TUM TOProBbIM HaMMEHOBAHUEM /IEKAPCTBEHHOTO
npenapara, OT/IMYaoLW,Eroca Ka4ecTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocyLLLeCTBNEHWNSA FOCYAaPCTBEHHOM PerncTpaLmm oAHOMo M TOro *Ke 1IeKapCTBEHHOro Npenapara B
OTHOLUEHMM OAHOIO M TOrO *Ke Jep)KaTens WAW BAafdenbla PerucTpauyMoHHOro yA0CTOBEPEHUSA
JNIeKapCTBEHHOrO nNpenapata B BMAe ABYX W Honee SieKapCTBEHHbIX NPenapatoB Mog PasinyHbIMU
TOpProsbiIMn HaMMeHOBaHUAMMU;

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

7) BbIHECEHMA CYA0M PELLEHMA O HapyLUeHMM NpaB NpaBoob1aaaTens 06beKTOB MHTE/IEKTYaNbHOM
cob6CTBEHHOCTM NpY 06PaALLEHMMU NEKAPCTBEHHbIX CPEACTB;

8) oTcyTCTBMA NEeKapcTBEHHOrO NpenapaTa B 06paleHun B Poccuninickon ®eaepaumm B TedeHMe Tpex
n bonee ner;
(n. 8 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9) HEBbLINO/IHEHUNA  AepKaTenem Wnan  Bnagenbuem  perncTtpaumMoHHOro yaocrtosepeHuA
NNIEeKapCTBEHHOrO nNpenapaTa nmbo YNO/THOMOYEHHbIM MU APYTUM HOPpUANYECKUM NNLOM MepOI'IpMFITMﬁ



no obecneyeHntio 6e30NaCHOCTM J/IEKaPCTBEHHbIX MPEnapatoB, YCTAHOBAEHHbIX YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BIaCTU B COOTBETCTBUM € HacTAMM 3 U 4 cTaTbk 64 HacToALLErO
denepanbHOro 3aKoHa, B paMKax OCyLLecTBieHMsa dapmakoHaa3opa;

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

10) oTKasa pAepskaTenss WAM BNagenbLa PEerucTPaLMoOHHOrO Y/AO0CTOBEPEHUA /NIeKapCTBEHHOrO
npenapata AMbo YNo/JHOMOYEHHOTO MMW APYroro HPUAMYECKOro /iMua OT BHECEHWUS U3MEHEHWUIN B
MHCTPYKUMIO MO MPUMEHEHUID JIEKAPCTBEHHOrO MpenapaTa, KacaloWMXCA HOBbIX MOATBEPMKAEHHbIX
OAHHbIX O TOM, UTO PUCK NPUUYMHEHUA Bpeda 340P0BbIO Ye/IOBEKA WU XKUBOTHOIO BCAeACTBUE NpMUema
NIeKapCTBEHHOrO Npenapara npesbiwaeT 3QPeKTUBHOCTb €r0 NPUMEHEHUA.

(n. 10 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

MpnmeyvaHue.
C 01.01.2026 cT. 32 gonoaHsetca n. 11 (P3 ot 27.12.2019 N 475-$3).

CraTtba 33. locyAapCcTBEHHDbINA peecTp 1IeKapCTBEeHHbIX CpeacTB

1. TocyaapcTBeHHbIM peecTp /NEeKapPCTBEHHbIX CPEACTB COAEPMKUT MepeyeHb JIEKAPCTBEHHbIX
npenapaTos, NpoLleaWwnxX rocyaapCcTBeHHY0 perucTpaumio, nepedeHb GapmMaLeBTUYECKUX CybCTaHUMNM,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX NPenapaTos, U CAeaytoLwyo MHhopmaLmio:

1) B OTHOLWEHUWN NEKAPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHWE JIEKAapCTBEHHOIO npenapaTa (MeXAyHapooHOe HemnaTeHTOBAaHHOE, WU
rpPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHuA);
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTeeHHas GopMa C yKazaHMEeM J03MPOBKM IEKaPCTBEHHOrO Npenapara 1 ero Ko/M4ecTsa B
NoTPEeBUTENLCKON YNAKOBKE;

B) HAMMeEHOBaHMe AeprKaTena uan BnaLesnbla PerncTpaLMoOHHOIO YA0CTOBEPEHNA IEKAPCTBEHHOTO
npenapaTta u CBeAEHUs 0 PErucTpaumnn aepxaTens uam Bnagenbla perncTpaumoHHOro ya0CTOBEPEHNS
JIeKapCTBEHHOIO NpenapaTta 411 MeAULMHCKOTO NPUMEHEHMSA B KAYeCTBE HANOroNIaTe/IblMKa B CTpaHe
perucTpaumnn (o8 POCCUMCKUX IOPUANYECKUX ANL, - UOEHTUDMKALUMOHHDBIA HOMep HanoronaaTesblumKa
(MHH), ans MHOCTPaHHbIX IOPUANYECKUX UL, - CTPAHA PerncTpaumm, HaMMeHOBaHWE PETrUCTPUPYHOLLLETO
opraHa, permcTpaLMOoHHbIN HOMEP, KOA Ha/loronAaTe NbLMKA B CTPaHe perucTpaumm (MHKopnopaumm) nam
ero aHasnor);

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

r) HaMMeHOBaHWeE W aApec MPOU3BOAUTENS IEKAPCTBEHHOIO NPenapaTa U CBeAEHUA O perncTpaunm
NPOM3BOAUTENSA  JIEKAPCTBEHHOTO Mpenapata A4l MeAMUMHCKOTO MPUMEHEHWA B KavecTse
HanoronaTeNbWUWKa B CTPaHe perncTpaumm (418 poCCUACKUX IOPUANYECKUX UL, - UAEHTUDUKALMOHHDINA
Homep Hanoronnatenblwmka (MHH), ONA MHOCTPaHHbLIX OPUONYECKMX UL, - CTpaHa perucTpauuu,
HauMeHOBaHWe PErnCTPUPYIOLEro OpraHa, PermMcTPaLMOHHbIA HOMEpP, KO4 HanoronnaTe/blWuKa B CTpaHe
pernctpaunu (MHKopnopaunn) UaM ero aHanor);

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

A) dapmakoTepanesTuyeckaa rpynna, Koj JIeKapCTBEHHOro npenapata nNo aHaTOMO-
TepaneBTUYECKO-XMMMUYECKOW  KnaccubuKauumn, pekomeHAoBaHHOW  BcemupHO  opraHusaumeit
3 paBOOXpPaHEHNsn;

(nn."n" B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

E) NOKa3aHNA N NPOTUBONMOKA3aHNA K NPUMEHEHUIO NEKAPCTBEHHOIO Npenapara,;

)'K) noboyHsble AGVICTBMH NEKapCTBEHHOrO nNpenaparta,



3) CPOK rOAHOCTM /IeKapCTBEHHOTO Npenapara;
1) YCNOBUA XpaHEHNA NeKapCTBEHHOrO Npenapara;
K) YCNOBMSA OTMNyCKa eKapCTBEHHOro npenapara;

Nn) Homep dapmakonerHolW CcTaTbM WAM B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTauMm 1Mbo HOPMATUBHOIO JOKYMEHT];

M) AaTa rocyfapCTBEHHOW pernctpaumy JIeKapCTBEHHOrO MpenapaTta M ero perncrpalmMoHHbIN
HOMep, 4aTa 3aMeHbl PErncTPaLMOHHOIO YAOCTOBEPEHUA NEKAPCTBEHHOMO MnpenapaTta Ha beccpoyHoe
perucTtpaumMoHHoe yAOCTOBEPEeHMEe JIeKapCTBEHHOro npenapaTta, AdaTa nojayn 3asaBieHuAa o
NoATBEPKAEHUM  TOCYJAPCTBEHHOM  perncTpauum  JIeKapCTBEHHOrO npenapata, AaTta  OTMEHbI
rocyfapCcTBEHHOM PErnMcTpaLmm NeKapCTBEHHOIO NPenapaTa;

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

H) KauyecTBEHHbI COCTaB U KONMYECTBEHHbIN COCTaB AENCTBYIOLLMX BELLeCTB U KauyeCTBEHHbIN
COCTaB BCMNOMOTATE/IbHbIX BELLECTB JIEKAPCTBEHHOIO NpenapaTa;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

0) MHPopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTenbCcKoin) ynakoBKy;
(nn. "o" BBeaeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

n) gata NPUHATUMA peleHns O BO3MOKHOCTW paccMaTpuBaTb JIEKAPCTBEHHbIM MpenapaT npu
rocy4apcTBEHHOM pernctpaumm B Kayectse opdaHHOro IeKapcTBEHHOro npenapaTa (418 NeKapcTBEHHbIX
npenapartoB A58 MeAULMHCKOTO NPUMEHEHUS);

(nn. "n" BBepeH deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. GenepanbHOro 3aKoHa OT
27.12.2019 N 475-d3)

p) HanMume NeKapCTBEHHOro npenapata B MepeyHe KU3HEHHO HeobXOAMMbIX M BaXKHEeMLMX
JIeKapCTBEHHbIX NpenapaToB (419 IeKapCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NpUMeHeHus);
(nn. "p" BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 475-93)

C) HanuuMe B NEKAPCTBEHHOM NpenapaTe HapKOTUYECKMX CPeacTB, NMCUXOTPOMHbIX BELLECTB U UX
NpPeKypcopos, Noaneralwmx KOHTpo o B Poccuiickoit Pegepauymm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickoin Pegepaummn, mexayHapoaHbimm gorosopammn Poccninckon Pepepaumm, B Tom ymcne EanHom
KOHBEHUMEN 0 HapKoTMYecKkmx cpeacteax 1961 roaa u KoHBeHUMeEH 0 NCUXOTPONHbIX BewecTBax 1971
roaa;

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

T) uHbOpmMauMA O TOM, ABASETCA /M OaHHbIM NIeKAPCTBEHHbINM MpenapaT pedepeHTHbIM
JIeKapCTBEHHbIM NpenapaTom;
(nn. "7" BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

y) cBegeHMs O Mojaye 3asB/IEHUS O BHECEHUW M3MEHEHUN B [AOKYMEHTbI, coAep:Kawmecs B
perncTpaunoHHOM A0Cbe Ha NEKAPCTBEHHbIM Npenapar;
(nn. "y" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

o) ytpatun cuny ¢ 1 mapta 2020 roaa. - PesepanbHbiit 3aKoH 0T 27.12.2019 N 475-03;

X) CPOK BBeAEeHUA IeKapCTBEHHOrO Npenapara B rpaxaaHcKuii 060porT;
(nn. "x" BBeaeH dPenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapMaLLeBTUYECKUX CYyBCTaHLMIA:



a) HaumeHoBaHMe ¢apmaLEeBTMYECKOW CcybCcTaHUMKM (MeXayHapoAHOe HenaTeHTOBaHHOe, WU
rpynnuMpoBOYHOE, AN XMMUYECKOe M TOProBoe HaMMeHOBaHMWSA);
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe M aapec npoussoauTens GdapmaleBTUYECKol cybcTaHLMu;
B) CPOK roAHOCTM dpapmaLeBTUYECKOM CybCTaHLMK;
r) ycnoBua xpaHeHuA dapmaLeBTMUYECKON cybcTaHuuu;

4) Homep dapmaKkonerlHoW cTaTbM WAM B C/lyyae ee OTCYTCTBMA HOMEpP HOPMaTUBHOM
AOKYMEHTaUumn AMbo HOPMaTUBHOIO AOKYMEHT];

e) Hannume dapmaLLeBTUUYECKON CyBCTaHUMM B NepevyHe HapKOTUYECKUX CPeCTB, NMCUXOTPOMHbIX
BELLECTB M UX MPEKYpPCOpOoB, Noanexalmx KoHTpoato B Poccuiickon Pepepaumn, B COOTBETCTBUU C
3aKoHOoZaTenbCcTBOM  Poccuiickon  degepaumun, MexxayHapoAHbiMM — AoroBopamu  Poccuiickoi
depepaunu, B Tom uncne EaMHoN KoHBEHUMEN O HapKoTUYeCKNxX cpeactBax 1961 roga n KoHBeHuuel o
NCUXOTPONHbIX BewecTeax 1971 roaa.

(nn. "e" BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. dapmaueBTMYecKan cybcTaHUMA, NpoM3BeAeHHan ONA peannsaummn, MoXKeT BbiTb BKAOUYEHA B
rocyapCTBeHHbI peecTp /IeKapCTBEHHbIX CPeACcTB Ha OCHOBaHMM 3anAB/ieHMsA pa3paboTymKka uau
NPOW3BOAMTENA NEKAPCTBEHHOrO CpPeacTBa /MB60 YNONHOMOYEHHOTO MMM PUANYECKOrO Auua Mnpu
YCN0BMM NPOBEAEHUA B OTHOWEHWM TaKoW ¢apmaueBTMYECKOW CyBCTaHUMM SKCMepTM3bl KadecTsa
bapmaueBTHyecKoit cybcTaHUMM B NOpAAKe, YyCTaHOBAEHHOM cTaTbeit 34 Hactoswero degepanbHoro
3aKoHa. B oTHoweHun dapmaueBTUHECKMX CybCTaHUMI, MPOM3BEAEHHbIX ANA peanusaumu, B
rocyAapCTBeHHOM PEeecTpe /IeKapCTBEHHbIX CPeACTB COAEPIKMUTCA cneaytowan nHdopmauma:

1) HaumeHoBaHWe ¢dapMaLEeBTUYECKOW CyBCTaHUMM (MeKayHapoaHOe HenaTeHTOBaHHOoe, WAM
rPynnuMpoBOYHOE, NN XUMUYECKOE M TOProBoe HaMMeHOBaHNA);

2) HaMmeHOBaHMe, agpec npomssoanTens GapmaueBTUYECcKon cybCcTaHUUK, a TaKKe B OTHOLWEHUU
NeKapCTBEHHbIX CPeacTB 41 MeAMLMHCKOro NpUMEHEHMA CBEAEHUA O perucTpauuu npoussoauTens
dapmaueBTUYeCKoi cybCTaHUMM B KayecTBe HasoroniaTtesnbliMKka B CTpaHe peructpauumn (gna
POCCUMCKUX OPUAMYECKUX UL - MAEHTUOMKAUMOHHbLIA HOmep Hasoronnatenblimka (MHH), ana
MHOCTPAHHbIX OPUAMYECKUX /L, - CTPaHa perncrpaumu, HaumeHOBaHWE PErMcTPUPYIOLLEro opraHa,
PerncTpaunoHHbIM HOMEP, KoA, HanoronaaTebliMKa B CTpaHe perucrpaumu (MHKopnopaumm) uam ero
aHanor);

(n. 2 B pea. PepgepanbHOro 3akoHa oT 28.12.2017 N 425-93)

3) cpoK rogHoOCTM dpapmaL,eBTUHECKOW CyOCTaHLMK;
4) ycnoBus xpaHeHua GapmaLeBTUYECKON CybCcTaHumu;

5) Homep ¢apmaKkoneiHoi cTatbu nMbBO B CcAydyae ee OTCYTCTBMSA HOMEpP HOPMaTMBHOWM
AOKYMEHTAUMKN MAN HOPMATUBHOIO AOKYMEHTa;

6) HannMumne papmaLeBTUUYECKON CyBCTaHUMM B NepeyHe HapKOTUUYECKUX CPeCTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKYPCOPOB, Noajerkalmx KOHTpos B Poccuitckon Pegepaunmun, B COOTBETCTBUMU C
3aKoHOoZaTenbCcTBOM  Poccuiickon  degepaumu, MexAyHapoAHbIMM  AoroBopamu  Poccuitckom
depepaunu, B Tom Yncne EaMHoON KOHBEHUMEN O HapKOTUYECKMX cpeacTBax 1961 roga u KoHBeHUMEN O
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) fAaTa BKAtoYeHMA dapMaLLeBTUYECKON CybCTaHUMM B rOCYLapCTBEHHbIN PeecTp JIeKapCTBEHHbIX
CPeACTB, AaTa BHECEHUS U3MEHEHUI B AOKYMEHTbI GapMaLLeBTUYECKON CyBCTaHUMM, AaTa UCKIOYEHUA
$bapmaueBTUYECKOM CybCTaHUMK M3 roCyAapCTBEHHOTO PEECTPa IEKAPCTBEHHbIX CPEACTB.



(yacTb 2 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-d3)

3. MopAfdoK BeaeHWA rocyAapCTBEHHOro peecTpa /IeKapCTBEHHbIX CPeACTB A41A MeAMLMHCKOro
NPUMeHeHUA U MOPAAOK BeAeHWs ToCydapCTBEHHOrO peecTpa JIEKAapCTBEHHbIX CpeacTs  Ans
BETEPUHAPHOIO MPUMEHEHUS YTBEPKOAIOTCA COOTBETCTBYIOLMM YMNOJHOMOYEHHbIM denepanbHbiM
OPraHoOM MUCNONIHUTE/IbHOW BNACTW.

Ctatba 34. BKaloueHue B rocyAapcTBEHHbIA peecTp /1IeKapCTBEHHbIX CPeACTB U UCKIUEHue U3
rocyfapCcTBEHHOINO  peecTpa  NeKapCTBeHHbIX  cpeacTs  dapmaueBTUUecKOW  cybcTaHuum,
npousBeAeHHO gna peannsauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ana BKAoYeHUs dapmaleBTUYECKOW cybcTaHuMKM, NpoM3BeAeHHON AN peanuvsauuun, B
rocyAapcTBEeHHbIN peecTp IeKapCcTBEHHbIX CPeAcTB, MPOBOANTCA SKCNepPTM3a ee KayecTsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DKCnNepTM3a KayecTBa YKa3aHHOM B YacTu 1 HacToswwen cTaTbM dapmMaLleBTUYECKOM cybCcTaHUuM,
COCTaBJ/IEHME KOMMUCCHENM SKCMEPTOB 3aKNHOUYEHWNI MO pe3y/ibTaTam 3TON SKCNepTU3bl U UX HanpaB/ieHne B
YNO/IHOMOYEHHbIA deaepanbHbii OpraH MCMNOJIHUTE/IbHOM BJIACTU  OCYLUECTBASIOTCA B CPOK, He
NPEeBbLIWAOWNA  WecTUAecATM pabounmx AHelW CO AHA MNONYYEHUS SKCMEPTHbIM  yUperKaeHUem
COOTBETCTBYIOLLErO 3a4aHusA YNOJHOMOYEHHOro ¢enepanbHOro opraHa MCMoOIHATENbHOW BNAcTU U
cneayowmx AOKYMEHTOB (CBeAeHUi):

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-d3)

1) cBegeHVA 0 AaTe NpPeAoCTaBAEHUA U PEFUCTPALMOHHOM HOMEpPE JIMLLEH3UW HA NPOU3BOACTBO
NIeKAPCTBEHHbIX CPeACTB WAW CBeAEHMA O JaTe NpPefoCTaBAeHUMA W PErucTpauMoOHHOM HoMepe
3aK/IOYEHMA O COOTBETCTBUM MPOU3BOAMTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasun
HaZneXKalen npon3BOACTBEHHOM MNPAKTUKKU, BbIAAHHbIX (MPefoCTaBAEHHbIX) YNOJHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMOJHUTENbHOW BNACTW, B CAyvae, eCcM NPOU3BOACTBO JIEKAPCTBEHHONO
cpefacTBa ocywectenseTcs B Poccuitickont depepaumm;

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

2) KonuA [OOKYMEHTa, BbIAAHHOrO YMNONHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAUTENA
JIeKapCTBEHHOIO CPeACTBa U NOATBEPKAAOLLErO pa3peLleHne NPoM3BOACTBA JIEKAaPCTBEHHOIO CPeaCcTBa,
N ero nepeBo, Ha PYCCKUM A3bIK, 3aBEPEHHbIE B YCTAHOBAEHHOM MOPAAKE, a TaK¥Ke KOMMA 3aKN04YeHNs O
COOTBETCTBUM MPOU3BOAUTENA  JIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMSAM NpaBuA  Haasexallein
NPOW3BOACTBEHHOM MPAKTUKM, BblAAHHOTO YNONHOMOYEHHbIM pesepanbHbIM OPraHOM UCMOJIHUTENbHOM
B/1ACTU, MO0 KOMUA peLleHns YNoJHOMOYEHHOro deaepanbHOro opraHa MCNOAHUTENbHOM BAACTU O
NpPoBeLEHUN WHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHOrO CpPeacTBa. YKAsaHHble AOKYMEHTbI
NnpeacTaBAAlOTCA B C/Ayyae, eCcau MNpPou3BOACTBO JIEKAPCTBEHHONO CpeacTBa OCYLLeCcTBAAETCA 3a
npeaenamu Poccuiickoin Pegepaumm;

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

3) AOKYMEHT, coAeprKalluumii cneayloline ceegeHmna o papmaleBTUYecKol cybcTaHumm:
a) HaumeHoBaHWe dpapmaLeBTUYECKOM cybcTaHLMK, ee CTPYKTYypa, obLime CBOICTBa;
6) HaMmeHOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONOIMA Nnpon3soacrtea C onnCaHnem CTBFI,I/II?I npon3soacTea U MeTog0B KOHTPO/1A Ha BCEX
CTaanAxX NnponsBoacCTBa;

r) onucaHune paspaboTku Npouecca NPoM3BOACTBa;

ﬂ,) OonncaHMe KOHTPONIA KPUTUYECKUX CTa,EI,MI‘a npouecca npoumssoactsa ¢ I'IpOMe)KyTOLIHOﬁ
npoayKLmMu;



€) AOKyMeHTalbHOe NoaTBepKAeHMe (BanmaaLma) npoLeccos u (Man) Ux oLLEHKa;
) CBOICTBa U CTPYKTYpa AeNCTBYIOLLMX BELLECTS;

3) XapaKTepucTMKa npumecei;

n) cneumdmrKauma Ha papmaLeBTUYECKYIO CyOCTaHLMIO U ee 0B6OCHOBAHME;

K) aHanuTUYeckMe MeTOOMKM, WCMO/b3yeMble MpPU  OCYWECTBNIEHUM KOHTPOASA KayecTBa
dapmaLeBTMUYECKON cybCcTaHUMU;

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

M) pe3ynbTaTbl aHann3a cepuin papmaLieBTUUYECKOWN cybcTaHumu;

H) nepeyeHb cTaHAaPTHbLIX 06Pa3L0B MAKN BELLECTB, UCMO/b3YEMbIX MPU OCYLLECTBAEHUMU KOHTPONA
KayecTBa;

0) onMcaHmne xapakKTepPUCTUK U CBOMCTB YNaKOBOUYHbIX MaTEPMNasioB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTU PpapMaLLeBTUUYECKON CyBCTaHUMN;
p) CPOK roaHoCTY;

4) [OKYMEHT, coAepXKaLLMii CBEAEHMA O pErncTpaLm Nponu3BoAUTENS IEKAPCTBEHHbIX CPeACTB AN
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBE HANOrONATENbWMKA B CTPAHe perncTpaumnn (4ns poccumcKmx
IOPULMYECKUX NIUL, - MAEHTUPUKALMOHHBIN HOMep Hanoronnatenbwmka (MHH), ana MHoCTpaHHbIX
IOPULMYECKMX SINLL - CTPAHA PErncTpaLmm, HAMMeHOBaHWE PErUCTPUPYIOLLETO OPraHa, PErncTPaLMOHHbINA
HOMeEp, KO Ha/oronaaTeNblMKa B CTPAHE perucTpaumnm (MHKopnopauumn) am ero aHanor).

(n. 4 BBegeH ®epepanbHbiM 3aKoOHOM 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. Ona nposBedeHWA 3KCNepTM3bl KayecTBa YKasaHHOM B 4actu 1 HacToAwel craTbu
dapmaLeBTMUYECKON CyOCTaHLMWU 3aABUTE/Ib NPEeACTaBAfET B YNOJHOMOYEHHbIN denepanbHbli opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) 3aABneHME O BK/IOYEHUU B TOCYAAPCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CpeacTs AaHHOM
dapmaLLeBTMYECKON cybCcTaHLMu;

2) KONWA OOKYMEeHTa, NOATBEPNKAAIOLWEro YNAaTy rocyfapCcTBEHHOM MOWMHbLI 3@ BKAOYEHME B
rocyapCTBeHHbIM pPeecTp NeKapCTBEHHbIX cpeacTs dapmaueBTUHecKoi cybCcTaHumMm, npoussedeHHoM
ANnA  peanusaumun, NmMbo no CoBCTBEHHOM WHMLMATMBE YKasaHHbIA AOKYMeHT. B cayyae ero
HemnpeacTaBNeHWs 3aaBUTENEM YNOSIHOMOYEHHbI defepanbHbii OpraH WMCMNOAHWUTENbHOM BAacTy
nposepaeT GpaKT ynaaTbl rocy4apcTBeHHON NOWANHbI 3aABUTENEM C UCMONb30BaHMEM UHPOPMaLMM 06
ynaaTte rocy4apcTBEHHOM NOLWWIMHBI, CoAepKalleica B focyaapcTBeHHON MHPOPMALMOHHOMN cucTeme o
rocyapCTBeHHbIX U MYHMUMMANbHbBIX MNiaTeKax, Ha OCHOBaHWW NpeaCTaBlEHHON 3aABUMTENEM KOMWUM
AOKYMEHTa, NOATBEePKAAIOLEro YNAaTy rocyAapCcTBeHHOM NOWANHBI;

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

3) AOKYMEHTbI, YKa3aHHbIE B YAaCTN 2 HACTOALLEN CTaTby;
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3aABfeHMe O Bblaye paspelleHns Ha BBO3 B Poccuiickyro PepepalMio KOHKPETHOM MapTuu
HEe3aperncTpMpoBaHHOIO JIEKAPCTBEHHOTO CpeacTBa, NpeaHa3Ha4YeHHOro ANA NpoBefEeHUA YKa3aHHOM
3KCNepTM3bl.

(n. 4 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



3.1. B cnyyae HenpeacTaBneHWA C 3aABNEHWEM O BK/OYEHUM B TOCY[APCTBEHHBIN peecTp
NIeKapCTBEHHbIX CpeacTB ¢dapmaleBTUYeCcKO CybCcTaHUMM [OOKYMEHTOB, MOATBEPKAAOWMX ynaaTy
rocyfapCcTBEHHOM NOLW/IMHBI U YKA3aHHbIX B MyHKTE 2 4acTU 3 HacToALEN CTaTbM, a TaKXKe BblAaBaeMblX
(npepocTaBnfaembix) YNoSHOMOYEHHbIMU  defepanbHbIMU  OpraHaMM  UCMOJIHATENBHOM  BAACTM
OOKYMEHTOB (CBeAeHWI), YKa3aHHbIX B NMyHKTax 1 1 2 yacTu 2 HacTosWen CTaTbM, YNOJHOMOYEHHbIN
depepanbHbIi OpraH MCMNOJIHATENbHOW BAACTM 3anpallMBaeT yKasaHHble OO0KYMEHTbl (cBeaeHusA) B
nopsake meXxseg0MCTBEHHOTO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-3)

4. B TedyeHne gecatn paboumx AHeN co AHA NPUHATUA 3asiBNEHMA O BKKOUYEHWM YKAa3aHHOM B YacTu
1 Hactoswen ctaTbM dapmaueBTUYECKOM cybCTaHUMM B TOCYAaPCTBEHHbLIA PEECTP NEeKapPCTBEHHbIX
CpeacTB U [AOKYMEHTOB, MEPEYUCNIEHHbIX B 4YacTM 1 M nNyHKTe 2 4YacTm 3 HacToAleN CcTaTbM,
YNOJHOMOYEHHbIN deaepanbHblit opraH UCNOJHUTENIbHOWN BNACTU:
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) npoBOAMT NPOBEPKY NOSHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALLMXCA B NPeacTaBAeHHbIX
3aABUTENEM AOKYMEHTAX;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaET pelleHne O HanpasB/leHUM B IKCNEPTHOE y4ypex[eHue 3aAaHua Ha nposedeHue
3KCNEepTU3bl KayecTBa yKa3aHHOM B YacTu 1 HacToAwen cTaTbM dapmaleBTMYeckon cybctaHumMm nam ob
OTKa3e B TAKOM Hanpas/ieHUy;

3) yBegoMAAET B 3/IEKTPOHHOM UM NUCbMEHHOM dopmMe 3asBUTENA O MPUHATOM PELUEHUU UK B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro oTKasa.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHUS HEAOCTOBEPHOCTU CBEAEHUN, COAEPXKALMXCA B MNpPeacTaBNeHHbIX
3aABUTENIEM MaTepuanax, ynosHOMOYEHHbIN peaepanbHblii OpraH UCNOHUTEIbHON B1IACTU HanpaBaseT
3aABMTENI0 3anpoc 06 YTOYHEHWM YKasaHHbIX cBedeHWi. [aHHbIM 3anpoc MoXKeT ObiTb nepenaH
YNOJIHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENSA IMYHO MO, PACrMUCKy, HanpaB/ieH Mo noyTe 3aKasHbiM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM dopme No TENEKOMMYHMKALLMOHHbIM KaHanam cesAsun. B cnyyae
HanpaB/ieHMs AaHHOTO 3anpoca No noyTe 3aKasHbIM MUCbMOM OH CYMUTAETCSA MOJIYYEHHBIM MO UCTEYEHUU
LIeCTn AHEeN C AaTbl HaNpaB/ieHMA 3aKa3HOro NUCcbMa.

(yacTtb 4.1 BBegeHa depepanbHbiM 3aKOHOM 0T 25.11.2013 N 317-93)

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOrO peaepanbHOro opraHa
WCNOJIHUTENbHOM BNACTM B CPOK, HE NPEeBbIWaloWMiA AeBAHOCTa pabounx AHel co AHA NoayyYeHun
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacToAWweW cTaTbW, MPUOCTAHAB/MBAETCA CO OHA
Hanpas/ieHMA 3aABUTEIO 3aNpoca YyNOJHOMOYEHHOro defepasbHOro OpraHa UCMONHUTENBHOM BAACTK A0
OHA NOJMYyYEHUA UM OTBETa Ha AaHHbIM 3aMpoC U He YyYUTbIBAETCA MPU MCHUCIEHUN CPOKA IKCNepTUsbl
KayecTBa dapmaueBTUYECKON CcybCTaHUMKM, HeUcnosblyeMon Mnpu NpPOU3BOACTBE JIEKAPCTBEHHbIX
npenapaTos.

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

5. OcHoBaHMeM AnA OTKas3a B HanpaB/iEHUW B SKCMEPTHOE yupexaeHue 3a4aHNA Ha nposeaeHne
3KCnepTU3bl KaYecTBa YKasaHHOM B YacTh 1 HacToAwen cTaTbM papmaLeBTUYECKOM cybcTaHL MM aBnseTcA
HenpeAacTaBieHMe AOKYMEHTOB, YKa3aHHbIX B YacTW 2 HacCTOALLEN CTaTbW, OTCYTCTBME MHbOPMaLMM,
noareepxpatowen GakT ynaatbl rOCYyAapPCTBEHHOM MNOLWAMHBLI 3@ BKAOYeHMEe dapmaueBTUYECKOn
cybCcTaHUMK, NPOM3BEAEHHON ANA peannsaluu, B rocyfapCTBEHHbIN peecTp NIeKapCTBEHHbIX CPeacTs,
HenpeacTaBieHMe 3aABUTENIEM B YCTAHOB/IEHHbIM CPOK OTBETA Ha YKas3aHHbIM B YacTu 4.1 HacToAwen
CTaTbM 3aNpOC YNOJHOMOYEHHOTO deaepanbHOro OpraHa UCNOHUTENBHOW BAACTU UAW NpeacTaBAeHNe
OOKYMEHTOB, HE COAEePKaLLMX NCHEPNbIBAOLLENO NepeyHs HeE0BX0AMMbIX CBEAEHWUN.

(yacTb 5 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)



6. B TeyeHWe nATHaauatTM paboumx AHEM co AHA NOAYYEHUA PeLleHUs YNOJHOMOYEHHOro
desepanbHOro opraHa UCNOHUTENIbLHOW BAACTU O HanpaB/EHUN B SKCMEPTHOE yYpexKaeHNe 3a4aHnA Ha
npoBefleHMe 3KCMepTU3bl KayecTBa yKasaHHOWM B 4YacTM 1 HacToswen ctatbM dapmaueBTUYECKOM
cybcTaHuMM 3aaBUTENb NPEACTABAAET B IKCNEPTHOE yupexxaeHne ana npoBeaeHua AaHHOM SKcnepTm3bl
06pa3ubl papmaLeBTUYECKON CybCTaHLMM B KoAMYecTBe, HeobXoAMMOM A/19 BOCNPOU3BEAEHNA METOA0B
KOHTPO/1A KayecTBa. IKCNepTHOoe yuperkaeHne Npu noay4yeHMmn obpasLoB yKazaHHOM B YacTu 1 HacTosweln
CTaTbM dapmMaLeBTUYECKON CyOCTaHUUM BbIAAET 3aABUTENO AOKYMEHT, NOATBEPXKAAOWMA NosydyeHne
3TMX 06pasLoB, U B CPOK, HE MPEBbIWAOWMIA TpexX pabounx aHen, yBeAOMAET B 3/IEKTPOHHOM MM
NUCbMeHHOM popme 06 3TOM YNOJHOMOYEHHbIM deaepasibHbIii OpraH UCNONHUTENbHOM BNactTu. 3TU
CPOKW He BK/IIOYALOTCA B CPOK NPOBeAeHMA AaHHOW 3KCNepTusbl.

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

7. JOKYMEHTbI, MOCTYNMBLUME B SKCMEPTHOE yUYpEKAEeHNe ONa NPOBeLEHNS SKCNepPTM3bl KayecTBa
YyKa3aHHOW B 4acTM 1 HacTosein cTtaTbl $apmMaueBTUYECKON cybCcTaHuMK, NoasiexkaT BO3BpaTy B
YNONHOMOYEHHbIW PpesepanbHblit OpraH UCNOJHUTENIbHOM BAACTU OAHOBPEMEHHO C 3aK/HOYEHUAMM MO
pesy/ibTaTam NPoBeAEeHHOW 3KCNepTUsbI.

8. B CpPOK, He npeBblWatloWwmii NATM pabounx AHEW CO AHA MOAYYEHMSA 3aKNHYEHMA KOMUCCUK
3KCMEepPTOB MO pesy/ibTaTaM 3KCMepTM3bl KayecTBa YyKasaHHOM B 4Yact 1 HacTosAwel cratou
dapmaLeBTMYECKOM CybCTaHLLMK, YNOAHOMOYEHHbIV deaepanbHbI OpraH UCNOAHUTEIbHOW BAACTU:

1) ocywecTBnseT OLEHKY TaKOro 3ak/loyeHusa gns onpeaeneHus ero CooTBETCTBUA 3aaHUI0 Ha
nposeaeHune AaHHOM 3KCNepTU3bI;

2) NPUHMMAET peLleHNE O BKAKOYEHUM YKa3aHHOM B 4acTM 1 HAcTosALWEeN cTaTbyn papmMaLLeBTUYECKOW
cybCTaHUMM B rOCYZapCTBEHHbIN PeecTp JeKapCTBEHHbIX CPeacTB UM peleHMe 06 OTKase B TaKom
BK/IHOYEHWM;

3) BHOCMT MpU MNPUHATUM PELUEHUA O BK/OYEHUM YKa3aHHOM B 4acTu 1 HacToswen cTaTbu
dapmaueBTUYEeCKOM CybCTaHLU MM B FOCYAaPCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPEACTB NPeAyCMOTPEHHYIO
yactbto 2 ctatbm 33 HacTtosiwero PedepanbHOro 3akoHa MHboOpmauMio U yBegomIAeT 06 3Tom B
3/IEKTPOHHOM UKW NMMCbMEHHON dpopme 3aaBUTeENS.

(B pen,. PegepanbHbix 3aKOHOB 0T 22.12.2014 N 429-3, o1 27.12.2019 N 462-93)

9. OcHoBaHWeM pansA OTKasa BO BK/KOYEHUM YKa3aHHOM B 4acth 1 HacToAwen CcTaTbu
dapmaLeBTMYECKON CybCTaHUMM B TOCYAAPCTBEHHbIM pPEecTp NeKAapCTBEHHbIX CPeacTB fABAsAETCH
3aK104YEHME COOTBETCTBYHOLWLErO YNOJHOMOYEHHOro defepanbHOro OpraHa UCMNOJIHUTENbHOM BAACTM O
TOM, Y4TO KauyecTBO papmaLLeBTUYECKOW CyOCTaHLMM He NOATBEPKAEHO MONYYEHHBIMU AAaHHbBIMM.

(yacTb 9 BBEaeHa PenepanbHbim 3akoHOM oT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa oT
04.06.2018 N 140-93)

10. He ponyckaeTca BKAOYEHWE B FOCYAAPCTBEHHbIA PEECTp NeKapCTBEHHbIX CPeacTB OAHOM
dapmaLLeBTMUYECKOWN CYOCTAHLUMM, NPOU3BEAEHHOM A1A peanv3aunu U BbiNyCKaeMol OAHUM U TEM XKe
npoussoauTenem, B BUAe AByX M 6osee peecTpoBbIX 3aNUCEN.

(yactb 10 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHue U3MeHEHNI B OKYMEHTbI Ha GapMaLLeBTUYECKYO CyDOCTaHLMIO, MPOM3BEAEHHYIO AN1A
peanu3aumnn U BKAKOYEHHYIO B FOCYAAPCTBEHHbIA PEecTp SIeKapCTBEHHbIX CPeAcTB, OCYLLEeCTBAAETCA B
nopagKke, ycraHoBaeHHOM cTatbamMm 30 u 31 HactoAwero PenepanbHOro 3aKOHa, € ynaaTon
rocy4apCTBEHHOM NOLWINHBI, NPeAyCMOTPEHHON 3aKoHOAaTeNbcTBOM Poccuitickon ®epepaumm o Hanorax
n cbopax.

(yacTb 11 BBeAeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

12. JonyckaeTca obpauieHne dapmaueBTUYeckmx cybcTaHumMiA, NPoM3BeAEHHbIX ANA peannsaumm,
B TeYeHMe CTa BOCbMUAECATM AHEW 40 W MOC/Ae NPUHATUA YNOAHOMOYEHHbIM deaepanbHbiM OpraHom



WUCNONHUTENIbHON BACTU pPeLUeHUs O BHECEHUM M3MEHEHUM B AOKYMEHTbl Ha ¢dapmaLeBTUYECKYIO
cybCcTaHUMIO, NPOU3BEAEHHYIO [A/A peanv3auuMmM W BK/AKOYEHHYIO B TFOCYAAPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPEACTB.

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

13. PeweHne 06 WCKIIOYMEHUN U3 TOCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHbIX CpPeacTs
dapmaueBTMHECKON cyOCTaHLUMM, NPOU3BEAEHHOW ANs peanmnsaunm, NPUHUMAETCA YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJIHUTENbHOM BAACTU B Cay4ae:

1) npeacrasneHnA COOTBETCTBYHOLWMNM YNO/IHOMOYEHHbIM d)e,qepaanblm OopraHom
WCNOJIHUTENIbHON BNACTU 3aK/IIOYEHUA O pucKke mnnu 06 yrpose XumsHu mam 340p0OBblO YE/NOBEKA nmbo
KNBOTHOTO NP UCNON1Ib30BaHNN NIEKAPCTBEHHOIO CpeacTBa,

2) nogaun paspaboTUMKOM NEKAPCTBEHHOrO CpPeacTBa WMAM MPOM3BOAMTENIEM JIEKAPCTBEHHOMO
cpeAacTtBa nmbo YNO/THOMOYEHHbIM UMW APYTUM OpUanvYecKMm anuom 3aAaBaeHUnA 06 ucKaYeHUun ns
rocyapCTBEHHOrO peecTpa NeKapCcTBEeHHbIX cpeacTB GpapmaleBTUYECKON cybCTaHUUM, NPOU3BEAEHHOM
ANA peannsauunu;

3) oTcyTcTBUA dhapmalleBTUYECKOM cybCcTaHLMK, NPOM3BEeAEHHON ANS peanunsaLunmn, B obpalleHnmn B
Poccuiickoin Pepepaunm B Te4eHMe Tpex 1 bosee nerT.
(yacTb 13 BBeaeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PegepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. O6)kanoBaHue pelleHMA 06 OTKase B BblAaye paspelleHMA Ha NpoBegeHue
K/IMHUYECKOTO UCC/Ief0BaHUA IEKapCTBEHHOro npenapara, peweHus o6 oTKase B rocyfapcTBeHHOM
perucTpauum JIeKapCTBEHHOrO MpenapaTta, 3aK/lYeHUMA KOMUCCUM  IKCNEepTOB  3KCMEepTHOro
YyupeXaeHUa Uan 3akaloueHus coBeTa Nno 3TuKe

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

PelleHWe COOTBETCTBYIOLLENO YNOJTHOMOYEHHOTO defepanbHOro opraHa UCMOIHUTENBHOM BACTU
06 OTKase B Bblgaye paspelleHVs Ha MNpoBeAeHMEe KAMHWUYECKOTO WCC/Ief0BaHUS NIEKAaPCTBEHHOMO
npenapaTta, pelleHne YKasaHHoro deaepasbHOro OpraHa WCNOJHUTENbHOW BAacTu 06 oTKase B
rocyfapCTBEHHOW pPEerncrpaLMy JIEKapCTBEHHOTO MpenapaTta, 3aKAlYeHMe KOMMUCCUM  3KCNepToB
3KCMEPTHOTO YYPEKAEHUA WM 3aK/OYEHWE COBETA MO 3TUKE MOMKeT ObiTb 06KanoBaHO B MOpPSAKe,
YCTaHOBJ/IEHHOM 3aKOHOAATeNbCTBOM Poccuitickoli depepaumm. 3akaloueHUME KOMMCCUUM 3KCMEepToB
3KCMEPTHOTO YUYPEKAEHUS O B3aMMO33aMEHAEMOCTU JIEKAPCTBEHHbIX MpPenapaToB AN MeAMLMUMHCKOro
NPUMeEHEeHUA B0 O TOM, YTO JIEKAPCTBEHHbIV NpenapaT A1 MeAULMHCKOTO MPUMEHEHUSA He ABAAEeTCA
B3aMMO3aMeHSIeMbIM, MOXKET ObiTb 06¥Ka/fioBaHO AepiKaTesieM WM BAAZEe/bLeM PerncTpaumoHHOro
YAOCTOBEPEHUS IeKapCTBEHHOTO NpenapaTa B YyNoJIHOMOYEHHbIN deaepanbHbiii OpraH UCMONHUTEIbHOM
B/1aCTM, KOTOPbIW NpUBAEKAET K PAaCCMOTPEHUIO YKa3aHHOM Kanobbl NoABeAOMCTBEHHbIE MY Hay4Hble
opraHusaumMmM U1 obpa3oBaTe/ibHble OpraHW3auMu BbiCLIEro 06pa3oBaHUA,  OCYLLECTBAAOLLME
JeaTtenbHocTb B chepe obpalleHUs NEeKapCTBEHHbIX CPEACTB. 3aK/NIOYEHME KOMMUCCUMM 3IKCNEPTOB
9KCMEPTHOTO yupexaeHus, odpopmieHHOe MO UToram nepecMoTpa 06XKasoBaHHOMO 3aKNHOYEHUA
3KCMepTa, MOXKET ObITb OCMOPEHO AepyKaTeNeM WAW BNALENbLEM PETMCTPALMOHHONO Y OCTOBEPEHMS
NIeKapCTBEHHOrO Mpenapata Anb6o YNONHOMOYEHHBIM UMW JIMLOM B MOPAAKE, YCTAHOBNEHHOM
3aKoHOZaTeNbCcTBOM Poccuiickoin ®depepaumu. Tpu  06)KanoBaHUM  peLlleHWs  YNOJIHOMOYEHHOrO
desiepanbHOro opraHa WCNOAHWUTE/NbHOW BAACTM, 3aK/OYEHMS IKCMEPTa WAM KOMUCCUWM 3KCMEepTOB
3KCMEPTHOTO YYpEXAEHUS, 3aK/OYEHNA COBETA MO 3TUKE AepyKaTeNb UK BAageNel, PerMcTpaumoHHoro
YZOCTOBEPEHUA NIEKAPCTBEHHOrO Npenaparta AMbo ynosAHOMOYEHHOE UMW IMLO BrpaBe NpeacTaBUTb
pe3ynbTaTbl 3KCMepPTW3bl JIEKaPCTBEHHOTO Mpenaparta, MPOTOKO/bl MOJYYEHHbIX AaKKPeAUTOBAHHbIMM
ucnbiTaTeIbHbIMKU labopaTopuamMK (LeHTPaMu) pe3ynbTaToB UCCAeA0BaHWUM, UCTbITAaHWUN.
(B pen. PenepanbHoOro 3sakoHa ot 27.12.2019 N 475-93)



Cratba 37. UHPopmauua, cBA3aHHAA C OCYL,ECTBNEHWEM rOCYyAAPCTBEHHON pernctpaumm
JIeKapCTBEHHbIX NpenapaToB, UHGOPMaALUA O 3aPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX NpenapaTtax M
JIeKapCTBEHHbIX Npenapartax, MCKAIOUYEHHbIX U3 rOCyAapCTBEHHOIO PeecTpa IeKapcTBEHHbIX CPeaCcTB

1. CoOTBETCTBYIOLLMIN YNONHOMOYEHHbIN heaepanbHbii OpraH UCNOSHUTENbHOM BAaCcTU pa3meLlaeT
Ha cBoem oduumanbHom cainte B cetn "MHTepHeT" MHbOpMaLMIo, CBA3AHHYIO C OCYLLECTBAEHMEM
roCcyfapCTBEHHOW PErncTpaumm NeKapCTBEHHbIX NMPENapaToB, B TOM YUCAe NPOBEAEHMEM 3KCMEPTU3bI
JIeKapCTBEHHbIX CPeACTB (BKAOYAn pe3y/ibTaTbl ee NpoBeAeHUs), UHGOPMALMIO O 3aperncTPMPOBaHHbIX
JIeKapCTBEHHbIX MpenapaTax U IeKapCTBEHHbIX NpenapaTax, MCKAOUYEHHbIX U3 rOCYAapPCTBEHHOMO peecTpa
NIeKapCTBEHHbIX CPEeACTB, He Mno3gHee 4Yem 4epes MATb paboumx [AHENW €O AHA  MNOJyYeHMUA
YNO/IHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTEIbHOW BNACTU COOTBETCTBYHOLLEN MHPOPMaLMN.
(8 pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-3)

2. CpoOKM M MOpPAAOK pasMeLLeHUs YKasaHHOW B 4yacTM 1 Hactoswel cTatbM wMHopmMaumu
YCTaHaB/IMBAIOTCA YNOJHOMOYEHHbIM pesepanbHbIM OPraHOM MUCMOHUTENbHOM BAacTU. MHbopmaLms,
yKa3aHHas B YacTu 1 HacTosAwel cTaTbW, ABAAETCA OTKPbLITOW M 06LLeA0CTYNHOM M NpesocTaBAseTca
3aMHTepPeCcoBaHHbLIM NLLAM B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuitickolt degepaumm.

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

Fnasa 7. KIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB A/19 MEANUMHCKOIo NnPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUMN, MPABA NAUMUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEOQOBAHUNAX

Cratba 38. KnuMHuueckue wuccnepoBaHUA NEKAPCTBEHHbIX MpenapatoB ANA MeAULUHCKOro
npumeHeHus

1. KAnHnyeckne nccnenoBaHUA NeKapCcTBEHHbIX MPenapaToB A8 MegULMHCKOro NPpUMEHEHUs, B
TOM YMCe MeXAYHapOoAHble MHOMOLEHTPOBbIE, MHOTOLEHTPOBbIE, NOCTPErnCTPaLMOHHbIE, MPOBOAATCA
B OAHOW WM HECKONbKUX MEeAULMHCKMX OpraHM3aumsax B COOTBETCTBUM C NpaBMAaMK Hag/iexKalei
KAMHWMYECKOW NPaKTUKK, YTBEPKAEHHBIMU YNOAHOMOYEHHbIM deaepanbHbiM OPraHoM UCMNOHUTENbHOM
BJ1AaCTW, COOTBETCTBEHHO B C/IeAYHOLLMX LeNsx:
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) ycTaHoBNEeHWe 6e30NacHOCTM IeKaPCTBEHHbIX MPenapaToBs A1a 340P0BbIX 406p0oBObLEB M (MK)
NepeHoCMMOCTM UX  340POBbIMM  A06POBO/MbLAMM, 33 WUCKAIOYEHMEM TaKWUX MCCeAoBaHWUM
NeKapCTBEHHbIX NPenapaTos, MPou3BeAeHHbIX 3a Npeaenamm Poccuiickoin Geaepaunu;

2) nof6op oNTMManbHbIX 403MPOBOK IEKAPCTBEHHOO Npenaparta U Kypca AedyeHus 415 naumeHToB
C onpegeneHHbiMm 3aboseBaHMEM, ONTUMA/bHbLIX 403 M CXEeM BaKUMHALMU MMMYHOBMONOrUYECKUMM
NeKapCTBEHHbIMM NpenapaTamu 340P0BbIX 06POBObLEB;

3) ycTaHoB/IeHMe 6e30MacHOCTM IeKapPCTBEHHOrO Npenapata u ero 3¢pheKTUBHOCTU 414 NaUNEHTOB
C onpegeneHHbiM 3abonesaHvem, npodunakTUdeckon 3GGEeKTUBHOCTM UMMYHOBMOAOTMUYECKUX
NIeKapCTBEHHbIX NpenapaTos A4 340P0BbIX 406p0BONbLEB;

4) n3yyeHme BO3IMOXKXHOCTU pacllnpeHuna NoKasaHumn ana megnumHCKOro npumeHeHunAa 1 BbiABNeHUA
paHee HeN3BECTHbIX No60oYHbIX I,Cl,el‘/"lCTBl/ﬁ/’I 3aPerncTpnpoBaHHbIX N€KAPCTBEHHbIX MPENapPaToB.

2. B oTHoOweHun BOCNPOuM3BEOEHHDbIX JNEKAPCTBEHHbLIX nNpenapatoB A4aa MeguumnmHCKOro
npumeHeHunA nposogATCA nccenegoBaHuAa 61O3KBMBAIEHTHOCTM n (MIIM) TepaHEBTquCKOVI
9KBMUBAZIEHTHOCTU B nopAagke, YCTaHOBAEHHOM  YNOJIHOMOYEHHbIM d)ep,epaanblN\ OopraHom
NCNOJIHUTENIbHOWN BNaCTW.

3. OpraHmaau,mo nposeaeHnA KANHUYECKUX MCCJ'IEAOBaHVII‘/JI NNEKAPCTBEHHOro npenapata A4nAa



MeAMLMHCKOrO NPMMEHEHNA BMPaBe OCYLLECTBAATb:
1) pa3paboTunK NeKapcTBEHHOrO Npenapata Uan yrnoaHOMOYEHHOE UM INLLO;

2) obpasoBaTesibHble OpraHusauMu Bbicliero o06pas3oBaHMA, OpraHW3auuu AOMOJHUTENbHOIO
npodeccnoHanbHoOro obpasoBaHus;
(n. 2 B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccnegoBate/ibCKMe opraHn3auun.

4. KAnHMYecKkMe umccnenoBaHMA NEKapCTBEHHOro npenapata gna MeAULMHCKOrO MpPUMEHEeHMA
NpPOBOAATCA Ha OCHOBAHMM pa3peLleHnsa Ha NPoBeAEHUE KINHMYECKOTrO NCCAeA0BaHNA IEKAPCTBEHHOTO
npenaparta, BbIAAHHOMO YMNOJHOMOYEHHbIM deaepasibHbIM  OpPraHOM  WCMONHUTENbHOM  BAACTWU.
YnonHomoueHHbI deaepasibHbIi OpraH UCNOJIHUTE/IbHOM BNAACTU BeAET PEEeCTp BblAaHHbIX pa3peLleHnit
Ha NpoBeAeHUEe KIMHUYECKUX NCCNea0BaHUI IeKapCTBEHHOMO NpenapaTa, CoAepKallMii yKasaHue Ha ux
Luenb Uan ueam, B yCTaHOBAEHHOM 3TUM OPraHoM nopsakKe.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

5. Ytpatnn cuny c 1 uions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusaumm npoBeaeHWs KAMHUYECKMX MCCNeAOoBaHWI NeKapCTBEHHOro npenaparta A4ad
MEAMLMHCKOrO MpPUMEHeHUs pa3paboTuMKoM NeKapCTBEHHOro npenapata MOTyT MpPUBAEKaTbCA
lopuandeckme auua  Noboi  opraHM3auMoOHHO-NPaBoBOM Gopmbl NpWU  ycioBUM obecnedyeHus
COOTBETCTBMA 3TUX UCCNea0BaHMIA TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.

MpumeyvaHue.

B HacToslwee Bpems AEWCTBYIOLWMM 3aKOHOAATE/NIbCTBOM He YCTAaHOB/EH MOPSAOK aKKpeauTauuu
MEOVLMHCKMX OpraHM3aumii Ha NpaBo MPOBEAEHMA KAMHUYECKMX UCCAeLOBaHWUI SIeKapCTBEHHbIX
npenapatos And MeguuMHCcKoro npumeHenua. Lo 01.01.2021 perictBoBano [locTtaHoBneHUWe
Mpasutenbcrea PP o1 03.09.2010 N 683.

7. KnnHu4yeckme nccnenoBaHWA IEKAPCTBEHHbIX MPEnapaToB A8 MeAMUMHCKOTO NpUMeHeHus
NnpoBOAATCA B MEAMUMHCKUX OpraHM3aumsax, akKpeaMTOBaHHbIX YMNOJIHOMOYEHHbIM deaepanbHbiM
OpraHoM WCMONHUTENLHOW BNAcTM B NOpsAKe, YycCTaHoBAeHHOM [lpaBuTenbCcTBOM Poccuiickoi
depepaunn.

8. TepeyeHb MEAMUMHCKMX OPraHM3auMin, WMMEKLMX NPaBoO MNPOBOAUTL  KAMHUYECKME
NCCNefOBaHUA JIEKAPCTBEHHbIX MPEnapaTtoB 418 MeAMUMHCKOTO MPUMEHEHMUA, U peecTp BblAaHHbIX
paspelleHnii  Ha  npoBeAeHWe  KJAMHUYECKUX  UCCNefO0BAaHWA  JIeKApCTBEHHbIX  MpenapaTtos
ony6/IMKOBBIBAIOTCA M PA3MELLAOTCA YNOJHOMOYEHHbIM defepasbHbiM OPraHOM MUCMONHUTENbHOM
B/1ACTU B YCTAHOB/IEHHOM MM NopsaaKe Ha cBoeM oduLManbHOM canTe B ceTn "UHTepHeT".

Cratba 39. PeweHne 0 npoBeaeHUN KANHUYECKOro UCCNeA0BaHUA NIeKapCTBEHHOro npenapara
ANA MeAULUHCKOro NnpumeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHndyeckoe wmccneposaHue NEKapCTBEHHOrNo npenaparta Ana mMmeagunumnHCKoro npumeHeHuA
nposoanUTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KAIMHNYeCKoro nccnegoBaHmnAa NeKkapcrBeHHOoro
npenapaTta, BblAAHHONO YNO/IHOMOYE€HHbIM d)e,a,epaanblm OopraHom WCNOJIHUTENbHOM BAACTU NO
pe3ynbTaTaM 3KCNEPTU3bl AOKYMEHTOB, HeO6XO/.'l,VIMbIX Aana nonyyvyeHuna paspelleHna Ha nposeneHue
KIMHNYECKOro nccnegoBaHnAa 1eKapCTtBeHHOIo npenapata u 3TUYECKO IKCNnepTU3bI.

2. Ona nonyvyeHma paspelleHuA Ha NpoBeAeHMe KAMHUYECKOro MccneaoBaHUA NeKapCTBEHHOMo
npenapata A4na mMeagununmHCKOro npumeHeHuAa 3aABUTENb NpPeacTaB/AeT B YI'IO/'IHOMO‘-IEHHbIﬁ



denepanbHbIi OpraH UCNONHUTENbHOM BAACTU:

1) 3asBneHMe O Bblgaye pas’pelleHna Ha MpoBedeHWe KAMHWYECKOro MCCieaoBaHusA
JIeKapCTBEHHOrO npenapara 418 MeAuLUMHCKOro NPUMEHEHMS;

2) KONUKM AOKYMEHTOB, MOATBEPXKAAIOWMX YNAaTy rocyfapCTBEHHOM MOLWWHLI 33 NpoBeAeHue
3TUYECKOW 3SKCMEPTU3bl, 3KCMEPTU3bl [AOKYMEHTOB Ha JIeKApCTBEHHbIM nNpenapat Ana noayyYyeHus
paspeweHna Ha npoBedeHMe KAWHUYECKOro MUCCAefOoBaHUA NeKapCTBEHHOro npenapata  Aana
MEeAVUMHCKOrO NpUMEHEeHUA, 3a BblAayy paspelleHrA Ha nposBeaeHue KAWMHUYECKOro uccnepoBaHma
JIeKapCTBEHHOro npenaparta 418 MegUUMHCKOro NpUMeHeHus, 3a NpoBeaeHme 3KCNepTu3bl 4OKYMEHTOB
Ha NEeKapCTBEHHbIM npenapat AAA MOAYYEHUA paspelleHus Ha MNpoBedeHME MeXKAyHapoaHOoro
MHOTOLLEHTPOBOr0 KAMHUMYECKOro WCCNef0BaHMA NeKapCTBEHHOro npenapata gnaAd MeguuMHCKOro
NPUMEHEeHUA, 33 Bblgady paspeleHna Ha npoBeAeHue MeXAYHAPOAHOro MHOrOLEHTPOBOro
KINMHNYECKOro WCCNef0BaHMA /NIeKAPCTBEHHOro npenapata Aaa MegMUMHCKOro npumeHeHua, 3a
NnpoBefeHME 3TUYECKOM 3KCMEPTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha JIeKAPCTBEHHbIM npenapat ans
NOMy4YeHUA paspelleHna Ha nposegeHue MNOCTPErncTPaLMOHHOIO KAMHMYECKOro WuccneaoBaHuA
NleKapCTBEHHOro npenapaTa AnAa MeAuLMHCKOro NpUMeHeHusA, 3a Bblgavy paspelleHnsa Ha nposegeHue
NOCTPErncTPaLMOHHOIO KJIMHMYECKOTO UCCe0BaHMA eKapCTBEHHOro npenapata gna meguuuHCKOro
npumeHeHuaA,;

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-d3)

3) NPOTOKO/ KAMHMYECKOro WCCAeA0BaHMA JfIeKapcTBEHHOro npenapata A48 MeAMUMHCKOro
NPUMeHeHus;

4) 6powtopy Uccneposartens;
5) nHGOPMALMOHHbIN TUCTOK NALMEHTA;

6) cBepeHns 06 onbiTe paboTbl UccnenoBaTeNelt NO COOTBETCTBYIOWMM CMNEeumanbHOCTAM U UX
onbiTe paboTbl MO NPOBEAEHUIO KAMHUYECKUX UCCAEA0BaHNA;

7) cBegeHMA O MEOMUMHCKMX OpraHusauusax, B KOTOPbIX Mpearosiaraetca nposeaeHue
K/IMHWUYECKOTO UCCNef0BaHNA IeKapCTBEHHOrO npenapaTta s MeguLMHCKOro NpMMeHeHus (noaHoe u
COKpalleHHOe HAWMEHOBAHMWSA, OPraHM3aLMOHHO-NpaBoBas ¢opmMa, MeCTO HaXOXAEHWUA U MecCTo
OCYLLECTBNEHUA AeATENbHOCTU, TenedoH, Tenedakc, agpec 31eKTPOHHOW MoYTbl KaXKaoi MeanUMHCKOM
opraHusauum);

8) cBeaeHMA O npeanonsiaraemMbiX CPOKax npoBedeHnA  KAMHUYECKOoro uccnengosaHuA
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHuna,

9) KON O0rosopa obna3aTenbHOro CTpaxoBaHWMA, 3aK/IlO4EHHOINo B COOTBETCTBMMN C TUNOBbLIMU
npasnuaamu obA3aTenbHOro CTpaxoBaHuA, C YKasaHuem npep,eanon YNUCNEHHOCTN NaUUNEHTOB,
y4yacTBywOuWwmnX B K/JAMHUYECKOM UCCnegoBaHUU NeKapCTBEHHOrNo npenapata Aaa meaunumHCKoro
NPpUMeHeHUA;

10) MHpOopMaLMIO O COCTaBe NIEKapCTBEHHOTO Npenaparta 418 MeLULUHCKOIO NPUMEHEHMS;

11) AOKYMEHT, COCTaB/IEHHbIM NPOU3BOAUTENEM /IEKAPCTBEHHOrO npenapaTta Ans MeauLMHCKOro
NPUMEHEHNA U COZepXKallMi MoKasaTeNn (XapaKTePUCTUKKU), a TaKKe CBEAEHUA O NeKapCTBEHHOM
npenapate Ana MeAULUMHCKOrO MNPUMEHEHUA, MPOU3BEAEHHOM [ANA MPOBEAEHUA KAMHUYECKUX
nuccnenoBaHui;

12) cBegeHunA o Aate npegocrtasieHnAa U permctpauMoOHHOM HOMepe NUEeEH3NN Ha NMPon3BoaCTBO
NNEKAPCTBEHHbLIX CPeaAcCTB B Cayyae, eCanm npon3soacTBO JIEKAPCTBEHHOIO npenaparta OCyWweCcTBNAETCA B
Poccuinckolt ¢e,c|,epau,vw|, nan ceegeHnA O Aate npenocraBsieHna M perncTtpaymoHHOmM Homepe
3aK/Ilo4eHNA O COOTBETCTBMM Npon3BoaAUTENA NEKAPCTBEHHOIO npenapara Tpe6OBaHWr'IM npasun



Hagnexallein NpousBoACTBEHHOM MPAKTUKKU, NPeaoCTaB/NeHHOro YNOoAHOMOYEHHbIM OPraHOM CTPaHbl
Npo13BOAUTENA IEKaPCTBEHHOro npenapara.
(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 01 27.12.2019 N 478-3)

2.1. B cnyyae HenpeactaBaeHWA C 3afABlEHMEM O Bblgaye paspeleHMa Ha nposBeaeHue
KJIMHNYECKOro UCCNea0BaHNA NEKAapPCTBEHHOIO NpenapaTa A8 MeANLMHCKOro NPUMEHEHUA AOKYMEHTOB
(cBeaeHwuit), noaTBEpPKAAOWMX YyNAaTy rOCYyAapCTBEHHOMN MOLWANHBLI U YKa3aHHbIX B NyHKTe 2 yactu 2
HacToALEN CTaTbM, a TaKXKe BbldaBaemblx (MpeaocTaBifaemblx) YNONHOMOYEHHbIMU deaepanbHbIMU
OpraHamm UCNoOJIHNTEIbHOW B1IaCTU AOKYMEHTOB (CBeAeHMI), YKa3aHHbIX B MyHKTe 12 yacTu 2 HacToALLelM
CTaTbW, YNONHOMOYEHHbINM defepanbHblit OpraH MCNOAHUTENbHOW BAACTU 3amnpallMBaeT YyKasaHHble
OOKYMEHTbI (CBeAEHMA) B NOpAAKE MEXBEAOMCTBEHHOro MHGOPMALMOHHOIO B3aMMOA4EeNCTBUS.

(yacTb 2.1 BBeaeHa PeaepanbHbiM 3aKoHOM OT 27.12.2019 N 478-93)

3. B CpOK, He NpeBbIWaWMi NATU PabOUYNX AHEW CO OHA NPUHATMA YKA3aHHOTO B MyHKTe 1 4acTm 2
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
MCMNONHUTENIbHOW BNACTU:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPeAcTaBAEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NpMHUMaET pelleHMe O NPOBEeAEHNN SKCNEePTU3bl AOKYMEHTOB ANA NOJyYeHUA paspelleHns Ha
npoBefeHME KINHNUYECKOTO NCCeA0BaHNA NeKapCTBEHHOro NpenapaTta A1a MeaAnLMHCKOro NpUMeHeHns
N 3TMYECKOM 3KCNEPTU3bI UAM 06 OTKase B NPOBEAEHUN YKAa3aHHbIX IKCMEPTUS;

3) yBesomMAsieT B 3/1IEKTPOHHOW dopme MAM Ha BymarkHOM HocUTene 3anBUTeNA O MPUHATOM
pelweHnn 1Mbo B cyyYae NPUHATUA pelweHns 0b OTKase TaKkKe C yKasaHMeM MPUUYMH TaKoro 0TKasa;

4) noAroTaBNMBaeT M HanpaBAAeT B IKCMEPTHOE YYpexAeHMe M COBET MO 3TUKe 3ajaHue Ha
nposefieHne COOTBETCTBYIOLIMX SKCMEPTU3.

4. B ciyyae BbIIBN€HWUA HENONHOTbI U (MAK) HeQOCTOBEPHOCTU MHPOPMaLMK, coaepIKalleinca B
npeacTaBNeHHbIX 3aABMTEIeM AOKYMEHTaX, YNOAHOMOUYEHHbIN deaepasbHblii opraH UCMOAHUTENbHOW
BJ1aCTU HanpaBs/AeT 3aABUTENI0 3aMPoC 06 YyTOUHEHMM yKa3aHHON nHopMaumn. JaHHbIA 3aNpoc MOXeT
6bITb NepeaaH ynosHOMOYEHHOMY NPeACTaBUTENO 3aABUTENA IMYHO NOA PACMMCKY, HanpaB/ieH no noyte
3aKa3HbIM MMCbMOM WM NepesaH B 31eKTPOHHOW dopMe No TeIeKOMMYHMKaLUMOHHbIM KaHanam CBA3W.
B cnydyae HanpaB/ieHWA AaHHOro 3anpoca Mo MoyTe 3aka3HbIM MMCbMOM OH CHMTAETCA MOYYEeHHbIM Mo
MCcTEeYEeHUN LWEeCTU AHeN ¢ AaTbl HaNpPaBAeHUA 3aKa3HOro NMcbMa. 3aasuTenb 06sa3aH NpeacTaBuTb OTBET
Ha 3anpocC yNo/HOMOYEeHHOro ¢peepasnbHOro opraHa UCMONHUTEIbHOM BAACTU B CPOK, HE NPEBbILLAOLLMIA
AesaHocTa paboumx AHel co AHA ero nonydeHus. CpoK, yKasaHHbIM B 4acTU 3 HacToALEN CTaTbM,
NPUOCTaHaBAMBAGTCA CO AHA HanpaB/ieHMsA 3asBUTEN0 3anpoca YnoaHoOMoYeHHoro deaepanbHOro
opraHa UCMONHUTENbHOM BAACTU 0 AHA NOYYEHUA UM COOTBETCTBYHOLLLErO OTBETa M HE YUUTbIBAETCA NPy
NUCYUCNEHMUM CPOKa MPUHATUA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MUCNONHUTENbHOW BAACTM
peleHrsa O NPOBEAEHUN 3KCMepTU3bl AOKYMEHTOB ANA MOJyYeHMs paspelleHuMa Ha nposefeHue
KJIMHWMYECKOro 1CCieA0BaHMA IeKapCTBEHHOro npenapaTa A48 MeAULMHCKOro NpUMeHeHus.

5. OcHOBaHWeM 411 0TKa3a B NPOBELEHWM SKCNePTM3bl JOKYMEHTOB A4/ NOMyYeHMs paspeLleHns
Ha npoBeAeHMEe K/AMHUMYECKOrO WCCAef0BaHWA JIEKapCTBEHHOTO Mpenapata A4asa MeaMUMHCKOro
NPUMEHEHUA U 3TUYECKON 3SKCMepTusbl ABAAETCA NpPeACTaBleHUe AOKYMEHTOB, NpPeayCMOTPEHHbIX
YacTblo 2 HacToALWEN CTaTbW, B HEMOJHOM Obbeme, HenpeacTaBAEHME 3asBUTENIEM B YCTAHOB/IEHHbIN
CPOK OTBETa Ha YKa3aHHbIM B 4aCTM 4 HAcTOALLEN CTaTbM 3aMPOC YNOJHOMOYEHHOIo dpesepasibHOro opraHa
MCMONHWUTENbHOW BNACTU MO0 OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTaX MCYEPMbIBAOLWErO NepeyHs
HeobxoaMmon MHbOPMaUMKM UAM MHPOPMaUMKM, KOTOpas AO0/KHA BbiTb OTpaXKeHa B HUX, a TaKkKe
oTcyTcTBME MHGOPMaLMK, NOATBepPKAAOWEN GaKT ynaaTbl rocy4apCcTBEHHOM NOLW/IMHBI 33 NpoBeAeHUe
3TUYECKOW 3KCMepTU3bl, 3KCMEepPTM3bl OOKYMEHTOB Ha JIEKapCTBEHHbIM npenapat A4 NoJyvyeHus
paspeweHMss Ha NpoBeAeHWEe KAMHUYECKOr0 UCCNeAOBaHWA /1eKapCTBEHHOro npenapata  A4aa



MEANLIMHCKOrOo NPUMEHEHUSA, 33 Bbladyy paspelleHMsa Ha MPoBefAeHMEe KAWHWYECKOro UCCieaoBaHus
JIeKapCcTBEHHOro npenapara 418 MeAULMHCKOTo MPUMEHEHMSA, 3a NPOoBeAEHMNE SKCNEePTU3bl AOKYMEHTOB
Ha /leKapCTBEHHbI npenapat A4 MOAYyYeHUs paspelleHUs Ha nposBedeHWe MeXAyHapoaHOro
MHOTOLEHTPOBOIO K/AIMHUYECKOro WCCAeA0oBaHWUA NEKapCTBEHHOro npenapata A1 MeAMUMHCKOro
NPMMEHEHWA, 33 BblAayy pa3pellieHna Ha MpPoBeAEeHME MEeXAYHapoAHOr0 MHOTOLEHTPOBOrO
KAMHMYECKOro WCCNeAOoBaHMA /IeKAapCTBEHHOro npenapaTta Ana MeAMUMHCKOrO MnpUMEHeHud, 3a
npoBeAeHMe 3TUUYECKON 3KCMEepTM3bl, 3KCNEpPTU3bl AOKYMEHTOB Ha J/IeKapCTBEHHbIM npenapaTt ans
MoNyYeHUA paspelleHMss Ha npoBefeHWe MOCTPEerucTPauMoHHOMO K/AMHWYECKOro MccienoBaHuMs
NleKapcTBEHHOro npenaparta 414 MeAULUHCKOro NpMMeHEeHMA, 3a BblAady paspelleHuns Ha nposBedeHme
MOCTPErMCTPALMOHHOMO KAMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro npenapara 414 MeanUMHCKOro
npUMeHeHun.

6. TllpoBeaeHWe 3KCNepTM3bl AOKYMEHTOB 414 MOJy4YeHMA paspelleHna Ha nposeseHue
KNMHUYECKOTO MCCNea0BaHUA NeKapCTBEHHOro npenapaTa A1 MeguUMHCKOro NPUMEHEHNA U 3TUYECKOM
3KCMNepPTU3bl, COCTABNEHNE KOMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKIH0UYEHMN O BOSMOMKHOCTU UK
HEBO3MOXKHOCTM NPOBEAEHUS TAaKOTO KNMHUYECKOro UCCNea0BaHUA WU HanpaB/ieHMe 3TUX 3aK/I0YeHUN B
YNO/HOMOYEHHbIN deaepanbHbliA OpraH WMCNONHUTENIbHOM BNACTU  OCYLLECTBAAKOTCA B CPOK, He
NpPeBbIWAOWNA TpUaLaTM pabounx AHENW CO AHA MNOJYYEHUA IKCNEepPTHbIM yYperKAeHMEM 3a[aHus
YNOJHOMOYEHHOIO ¢enepanbHOr0 OpraHa MCMNOAHUTENIbHOM BAACTU C MPUIOKEHMEM [OOKYMEHTOB,
YKa3aHHbIX B MNyHKTax 3, 4, 10 n 11 4actM 2 HacTosLLEN CTaTbW, U COBETOM MO 3TUKE 3afaHus
YNOJHOMOYEHHOIO ¢enepanbHOr0 OpraHa MCMNOAHUTENIbHOM BAACTU C MPUIOKEHMEM [OOKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yacTu 2 HacToALEeNn cTaTbu.

7. B cpoOK, He npesbialoWmii NATM paboumnx AHEN co AHA MOAYYEHUS 3aKIOYEHUN, YKAa3aHHbIX B
YyacTu 6 HacToALElN CTaTbM, YNOJIHOMOYEHHbIN deaepasnbHbi OpraH UCMONHUTENbHOWN BAACTU:

1) OCyLLEeCTBNAET OUEHKY NOCTYNUBLUNX 3aK/Il0YEHNN anaonpeageneHnAa nxX COoTBeTCTeBnA 3aJaHNAM
Ha nposeaeHMe COOTBETCTBYHOLWNX SKCNEPTU3;

2) NPUMHMMAET pelleHne O Bblhaye PaspelleHMs Ha NPOBeAEHUE KMHWYECKOro MCCNenoBaHus
NeKapCTBEHHOro nmpenaparta An1d MeAUUMHCKOTO MpMMEHeHWs uam o6 oTKase B Bblgaye yKa3aHHOro
paspelueHus;

3) BblaaeT paspelleHme Ha NPoBeAEeHNE KANHMYECKOTO NCCeA0BaHMA 1eKapCTBEHHOrO Npenapara
ONA MeMUMHCKOrO MpUMEHeHWs WUAKM pewleHne o6 OTKase B Bblgaye YKa3aHHOro paspelleHus C
YKa3aHMeM NPUYMH OTKa3a.

8. OcHoBaHMeMm A4 0TKasa B Bblaadve pa3peweHnA Ha nposegeHne KAIMHNYeCKOro nccaegoBsaHuA
NNEKApPCTBEHHOrIO Npenaparta 4Na MeanumMHCKOTro npuMeHeHnA ABNAETCA HaIn4Yne 3aK1l0o4eEHNA KOMUCCUN
9KCNEPTOB WU 3aKNHOYEHNA COBETa MO 3TUKE O HEBO3MOXHOCTU MNpoBeaeHUA KAUMHUYECKOro
nccnengoBaHMA NEKaApPCTBEHHOrNo npenaparta Anad MegunumnHCKoro npumeHeHuAa no  pe3ynbratam
nposeaeHHbIX 3KCNEPTU3, NpeayCMOTPEHHbIX 4aCTblO 6 HaCTOFlLI.I,Eﬁ CTaTbw.

9. PeweHune 06 oTKase B nposeaeHMn 3KCNEPTU3blI AOKYMEHTOB AN1A NONYYEHUNA paspeLlleHnA Ha
nposeaeHne KAIMHNYECKOro nccnenoBaHMA 1€KapCTBEHHOIO NpenapaTta ANAa MeaAnUMHCKOro npumeHeHunA
N 3TUYECKOM JKCNepTnsbl U B Bbla4ye paspelwleHNA Ha nposegeHue KAMHUYECKOro umccnenoBaHuA
NEKapPCTBEHHOro npenaparta Ana megunumHCKoro npummMmeHeHua mMoXKeT 6bITb 06)KanoBaHoO B nopAagke,
YCTAaHOBJ/IEHHOM 3aKOHOA4ATE/IbCTBOM Poccuitckoi <Dep,epau,v1|/|.

Cratba 39.1. 9TMyeckas aKcnepTUsa
(eBepeHa DepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3Tnyeckan 9KCNepTn3a nposoanTCcAa COBETOM MO 3TUKE, CO34aHHbIM B NopAAKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM d)ep,epaanbw\ opraHom WUCNONIHUTENbHOM BNacCTH, B LenAax sblgavyn 3akKao4eHunA 06
3TUYeCKo 060CHOBAHHOCTU BO3MOMKHOCTU nposeaeHnA KIMHNYECKOro nccnegoBaHnMAa N1eKapCcTtBeHHOro



npenapata A1a meanumHCKOro npumeHeHuA.

2. JKcnepTamu coBeTa No 3TUKEe MOTyT ObITb NPeACcTaBUTENN MeAMULMHCKUX OPraHU3aLmMie, HayYyHbIX
opraHmMsauuii, obpasoBaTesibHbIX OPraHM3auuii Bbicwero o6pasoBaHMA, a TaKXe npeacTaBUTeNMU
06LW,eCcTBEHHbIX OPraHM3aLUNi, PeNnUrMo3HbIX OpraHM3aunii n cpeacTs MaccoBoi uHbopmaummn. JaHHble
3KCMepTbl He AO/IKHbI HAaXOAMTbCA B KaKOW-IMBO 3aBUCMMOCTM OT Pa3paboTUMKOB 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 deaepasbHbiM OPraHOM MCNOJIHUTENIbHOW BNACTU, KOTOPbIM
CO3ZaH COBET MO 3TUKEe, M 3SKCMEepToM COoBeTa MO 3TUKEe, 3a CYeT OHAMKETHbIX aCCUrHOBAHMM,
NpeaycMOTPEHHbIX YMNOJIHOMOYEHHOMY ¢deaepaNbHOMy OpraHy MCNONHUTENbHOM BAACTW, KOTOPbLIM
CO3ZaH COBET MO 3TWKe, B deaepanbHOM b6logyKeTe Ha COOTBETCTBYIOWMIA rog Ha obecneyeHue ero
AeATeNbHOCTH, B pasMmepax, yCTaHOBAEHHbIX MpaButenbcTBom Poccuiickoi depepaunn.

4. DKcnepTbl coBeTa MO 3TMKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Peagepaunn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKeHne 06 3TOM COBeTe, NOPAA0K ero AesTenbHoCTH, TpeboBaHuA
K KBannduKaumm 1 onbiTy paboTbl N0 SKCMEPTHOMN OLEHKE HayYHbIX, MEAULIMHCKMX U STUYECKMX acreKToB
KIMHUYECKUX  UCCNedOBaHMIA  NIEKApPCTBEHHbIX MpenapaToB A48 MeAWUUMHCKOTO  NPUMEHEHMUS,
npeabaBAsiemMble K 3KCNepTam COBeTa MO 3TUKe, MOPAAOK OpraHuM3auMuM U NpoBeAeHUSA 3TUYECKOM
3KCNepTM3bl, GOPMa 3aKNOYEHMA COBETA MO 3TUKE YCTAHAB/MBAKOTCA YNOJHOMOYEHHbIM denepabHbim
OpraHOM WCMONHWUTENbHOW BAAcTU. YMcno npeactaButeneil MeauMUMHCKMX OpraHM3auuii He MOMKeT
NpeBbIWaTb NOA0BUHY OT O6LLLEro YMC/Ia SIKCNEPTOB COBETA MO 3TUKE.

6. MHdopmaumsa o cocTaBe COBETa MO 3TMKe, NIaHax ero paboTbl U TeKylen OeAaTenbHOCTU
pasmeuiaetcd Ha oduUMaNbHOM caliTe YMNo/JHOMOYEHHOro ¢eaepanbHOro opraHa WMCNOAHWUTENbHOW
B/AcTU B ceT "MIHTepHeT" B yCTaHOBAEHHOM MM NOpPALKeE.

Cratba 40. lposeaeHWe KAMHUYECKOrO WCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MeAULUNHCKOro NPUMeHeHUA

1. PykoBoauTelb MEAMLIMHCKOW OPraHu3aLMu, KOTopas NPOBOAUT KIMHUYECKOE UCCNefoBaHWe
NIEKAapCTBEHHOTO  Mpenapata A4A  MeAMUMHCKOrO  MNMPUMEHEHWs, Ha3HayaeT uUccnefoBaTtens,
OTBETCTBEHHOrO 3a MpoBeAEeHWEe TaKOro WCCAeL0BaHWA U MMEILWEro JieyebHyo CrneLmanbHoOCTb,
COOTBETCTBYIOLLYIO MPOBOOYMMOMY KAUHUYECKOMY WCCNEL0BaHUIO JIEKAapPCTBEHHOIO npenapata, Co
cTaXkem paboTbl MO NPOrpamMmmam KAMHUYECKUX UCCEA0BAHMUI NIEKAPCTBEHHbIX MPENapaToB HE MeHee
YyeM TpM ro4a 1 No ero NPeaoKeHNo HazHavYaeT conccaeaoBaTteneit M3 Yncna Bpadelt aToin meanUMHCKOM
opraHusaumu.

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

2. UccnepoBaTtennb ocyuwiecrtsnaer Bbl60p naymneHToB, KoTopble No mMmegununHCKMM MNOKa3aHNAM
mMmoryT 6bITb npueaeyvyeHbl K y4acCtuto B KJIMHUNYECKOM UCCNeEAO0BAHUN NNEKAPCTBEHHOIO npenaparta AanAa
MeaNLUMHCKOIro npuMmeHeHnA.

3. Wccneposatenb UM couccnenoBaTenn  O0JKHbI 6bITb  03HAaKOMAEHbI C pe3ynbtatamm
AOK/IMHNYeCKoro nccnenoBaHMA  Ne€KapCTBeHHOro  cpeactea, coaepxawmmmca B 6p0Lm0pe
ncenenoBartena, NPOEKTOM MPOTOKO/1a K/IMHUYECKOro mnccneaoBaHmMA NEKapCTBEHHOIO npenaparta anAa
MegNUNHCKOIo npumeHeHuA, pa3pa60TaHHblM pa3pa6OT‘-IVIKOM NNEKAPCTBEHHOIO npenaparta Uin UnHbim
OPUANYECKMM NTULUOM, NPUBAEKAEMbIM K OpraHuMsaunn nposeaeHuUA KAMHUYECKOro uccnegoBaHUA
NEKapPCTBEHHOrIo npenaparta A4aa MeguumumHCKoOro npummeHeHuAa, u ApyruMmn Mmatepuanamm TaKoro
ncecnenoBaHuA.

3.1. PykoBoauTeNb MeANLMHCKON OpraHM3aummn B CPOK, He NPeBbILatoLWLMIA Tpex pabounx aHen co



OHS Havyana npoBefeHUs KNMHUYECKOro UCC/1ef0BaHUA eKapCTBEHHOIO NpenapaTta 4A1a MeguLMHCKOro
npMmeHeHus, cooblaet 06 aTom B yNONHOMOYEHHbIN defepanbHblit opraH UCNOIHUTENbHOM BNACTK,
BblAABLUNI paspelleHne Ha NPoBeAEeHNE TAKOro UCC/IeA,0BAHUA, MO YCTaHOBIEHHON UM popme.

(yacTb 3.1 BBegeHa depepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauum, OCyLecTBAAILWME OpraHM3auMio NpPoBeAeHUA KAMHUYECKOro Mcc/ieaoBaHuA
NIEKapCTBEHHOro npenapata Aas MeAUMLMHCKOro MNPUMMEHEHMSA M YyKasaHHble B 4YacTu 3 cTaTbu 38
HacTosawero dPenepanbHOro 3akoHa, B C/iydae HeobXOAMMOCTM BHECEHWA M3MEHEHWM B MPOTOKOJ
KNMHMYECKOrO UCCNea0BaHMA IeKapCTBEHHOrO NpenapaTta Ana MeguUMHCKOro NpMMeHeHusa coobatoT
06 3TOM B YNONHOMOUYEHHbIN peaepanbHbIi opraH UCNONHUTENBHOW BNACTW, BblAaBLIMIA paspeLleHme 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
NEKApPCTBEHHOrNo npenapara Aana MeaguunHCKoro npumeHeHumAa nOOoJIXKHa CoAepXaTb caegytoume
cBeaeHuA:

1) HaMmeHoBaHMe, MAEHTUOMKALMOHHbIA HOMEP U AaTa MPOTOKO/Ia KAMHUYECKOro UCCAe0BaHNA;
2) fAata BHECEHUA U3MEHEHWIA B MPOTOKO/ KAMHUYECKOTO UCCAeA0BaHusA;
3) HaMMEeHOBaHME N MECTO HaXOMKAEeHWNA 3aABUTENS;

4) HaumeHOBaHWe OpraHM3auMKu, NpPUBJAEYEHHOW pPa3paboTUMKOM NIeKapCTBEHHOrO MnpenapaTta K
OpraHun3aumm NpoBeaeHUA KAMHUYECKOTO UccaesoBaHuA (Mpu Hanmumm);

5) HanMeHOBaHNA N MECTa HaXoXAeHUA MeaAULUHCKUX opraHM3au,m71, B KOTOpPbIX MpoBOAUTCA
KIMHN4YeCKoe nccnenosaHue;

6) Aata BblAa4YM paspelleHMs Ha NpoBeAeHME KAMHWYECKOro UCCefoBaHMA M HOMEp 3TOro
paspelleHms;

7) U3MeHeHMA, BHOCUMbIE B MPOTOKOJ1 KIMHNUYECKOrO UCCeA0BAHMA.
(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He npesBbiWwatowmii Tpuauatv paboumnx gHen co AHA NoNyYeHUs yKasaHHOro B Yactm 4
HacToALWEN CTaTbM COOBLIEHUA, YMNOJHOMOYEHHbIA deaepanbHblii OpraH WCNOAHUTENbHOW BACTM
paccmaTpuBaeT 3TO COObLLEHNE B YCTAHOBAEHHOM MM NOPAAKE U MPUHUMAET pelleHMe O BHEeCEHWUM
M3MEHEHMI B MPOTOKOJ1 KAMHUYECKOTO UCCeA0BaHMA IeKAapCTBEHHOMO npenapaTa ga8 MeguLMHCKOro
npumeHeHna mam o6 OTKase BO BHECEHUWU TaKUX M3MeHeHWui. Mpu paccmoTpeHun cooblieHusa o
HEOOXOAMMOCTU BHECEHMA W3MEHEHWI B MPOTOKO/ KAMHWYECKOro WCCAeLOBaHWA JIEKAapCTBEHHOMO
npenapata gna MeAMUMHCKOrO MNPUMEHEHMA B LENsSX OUEHKM OOOCHOBAHHOCTM npepgiaraembix
U3MEHEHUN " onpegeneHnAa cteneHn puUcCKa gnAa nauyneHTos, NPUHMMalOWUX y4acTnue B KAUHUYECKUX
NccnefoBaHUAX, YMNOJHOMOYEHHbIM denepasibHbiIM OPraHOM  WCMOJIHUTENbHOMW BAACTU  MOFYT
NpMBAEKATLCA IKCNepTbl COBETA MO 3TUKE.

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

6. KnmHuyeckoe uccnegosaHue NeKapCTBeHHOro npenaparta Ana mMmeaununHCKoro npumeHeHuA
MOXKeT 6bITb NPUOCTAHOBNEHO W/INM NpeKpalweHo, ecin B npouecce ero nposeneHmA 06Hapy>«eHa
ONACHOCTb ANA }U3HU, 300POBbA MNaLMeHTOB. B chyvyae BO3HMKHOBEHUA ONACHOCTU ANA XU3HU, 340P0BbA
nauneHTa, y4yacrtsyrowero B K/JAWMHWYECKOM UCCNefoBaHUM  NeKapCTBEHHOrNo npenapata AnA
MeanunHCKOro npumeHeHuAa, nccneanosartenmn 06A3aHbI I'IpOVIHd)OpMVIpOBaTb 06 3TOoMm pyKkoBoauUTenA
Me,ﬂ,MLLMHCKOVI OopraHunsaumMm W OpraHnsaunto, MNOoNAyvYMBlWYyKO pa3pewieHne YnoaHOMOYEHHOro
d)ep,epaanoro OpraHa WMCMNO/IHUTENIbHOM BNACTM  Ha OopraHusauunio nposegeHnAa KAMHUYECKOro
nccnenoBaHMA 1IEKapPCTBEHHOIO Npenaparta. PeweHue o NPUOCTAaHOB/IEHUN KIMHNYECKOTO NccienoBaHnA
NNEKAPCTBEHHOrO nNpenaparta Ana meagnumnHCKoro npumeHeHnAa NpuHNMMaroT PyKoOBO4NTE b MEAMLLMHCKOﬁ



OpraHM3aumn n (Mnun) opraHnsaLma, Noay4MBLIAA pPas3peLleHne YNoJHOMOoYeHHoro degepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTM Ha OPraHU3aLMio NPoOBeAEHUA KIMHUYECKOTO UCCAeA0BaHMA NEKAPCTBEHHOTO
npenapata gaa MeAMUMHCKOTO MPUMEHEHMUA, pPelleHne O MPeKpaleHnn TaKoro uccnenoBaHus
NPUHMMAET YNOJIHOMOYEHHbI deaepanbHbli OpraH UCNOHUTENbHOM BAACTU HA OCHOBAHMM COObLLEHNS
B MUCbMEHHOW ¢dopme PyKOBOAMTENA MEAMUMHCKOW OpraHmM3auuuM WAW opraHusauma, nojay4vmBluasn
pa3pelleHme ynoJAHOMOYEHHOro deaepasbHOr0 opraHa WCNOAHUTENbHOM BAACTM HA OPraHWsauumio
NpPoBeLAEHMA  KAMHMYECKOTO MUCCNef0BaHMA  /IEKApPCTBEHHOrO Mpenapata  And  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 3STOM HaNpPaBASAETCS OPraHM3aUMAMM, YKA3aHHbIMKU B 4acTM 3 cTaTbh 38
HacToAwero PeaepanbHOro 3aKOHa, B YNOJHOMOYEHHbIM defepasnbHbli OpraH UCNOJHUTENBHOW BAACTK
Mo YCTaHOBAEHHOM UM dopme.

8. CDopN\a C006LLI,EHVIFI O 3aBepuweHunn, nNpnoctaHoBneEHUN WM NpeKpaweHUnn KANHUYEeCKOro
nccnenoBaHMA NeKapCTBeEHHOro npenaparta Ana meanumMHCKOro npumeHeHna Ao01XKHa coaepatb:

1) nudopmaLmio 0 MeAULMHCKOW OpraHU3aLmm Uan MeauLMHCKUX OpraHn3aLmsax, NpoBOANBLLMX
AaHHOe uccnefoBaHue;

2) onucaHne AaHHOro Nccief0BaHuUSA;

3) paHHble uccnepoBaTena (bamuama, UMA, OTYECTBO, MeCTO PaboTbl, 3aHMMaemMas AONKHOCTD,
CNeumanbHOCTb, CTaXk paboTbl MO MporpaMmaM  KAMHUYECKUMX MWCCNEeAO0BaHWI  NIeKAaPCTBEHHbIX
npenapaTtos, NepeyeHb KAMHUYECKMX WCCAeLOBaHWIA NleKapCTBEHHbIX MpPenapaToB, B KOTOPbLIX OH
NPMHMMaN ydactve (Nepuoabl y4acTuaA) B KaYecTBe UCCea0BaTeNa AN conccaenoBaTtens);

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT AaHHOro UccaeAoBaHMsA (3aBepLUeHne, NPUOCTAHOBIEHUE UM MPEeKpaLLeHME 4aHHOro
nccnenoBaHNnA ¢ yKasaHMEM UX MPUYMH U BAUAHUA HA OLLEHKY ero pesy/ibTaToB, 06LLy0 OLEHKY pUCKa U
0XMOAeMoN Monb3bl OT MPUMEHEHUS WUCCNEAYEeMOro JIeKapCTBEHHOTO MpenapaTta, a TakKXe
npeanonaraemble AasbHenwne gencremsa).

8.1. Mpwu BbiaBneHMn degepanbHbIM OPraHOM WCMOJIHUTENIbHOMW BAACTU, OCYLLECTBASAIOWMM
OYHKUMKM MO KOHTPOAO WM Hagsopy B cdhepe 34paBOOXPAHEHMUA, HAPYLWEHUMA MNpPaBUA Hagnerkallen
KIMHUYECKOWN MPAKTUKM MPU NPOBEAEHUN KAMHUYECKOrO MCCeL0BaHUA NEKAapPCTBEHHOIO Mpenaparta,
BAMAIOWMX Ha NOJHOTY WU (MAM) AOCTOBEPHOCTb AAHHOIO KAMHMYECKOro MCCef0BaHWUA, YKA3aHHbIN
denepanbHbI opraH UCNONHUTENbHOW BNACTM NPUOCTAHAB/IMBAET NPOBeAEHNE AAHHOIO KAMHUYECKOTO
nccneaoBaHNA M BbIHOCUT MEANUMHCKOM OpraHM3aumm, B KOTOPOM MPOBOAUTCA AaHHOE KAMHWUYecKoe
uccnegoBaHue, npeanucaHMe o6  YCTpaHEHWMM  BbISIBAEHHbIX HapyweHui. [pu  HeycTpaHeHUu
MeAMUMHCKON OpraHmM3aumelnt BbISIBNIEHHbIX HAPYLEHWIA B YCTAHOB/IEHHbIA B NpeAnucaHuUM CpPoK
YKa3aHHbIN denepanbHblit OpraH WMCMOAHUTENIbHON BAACTM NPUHUMAET pPeLUeHWEe O MpeKpaLLeHUn
NnpoBeLeHMA KIMHUYECKOTO UCCNea0BaHMA IEKAPCTBEHHOMO NpenapaTta u HanpasaseT B peaepasnbHbIi
OpraH WCMONIHUTENbHOW BAACTW, OCYLECTBAAWMIA  GYHKUMM NOo  BblpaboTKe M peanmsauuu
rocyfapcTBEHHOM MOAUTUKM U HOPMATUBHO-NPABOBOMY PEryMpoBaHunio B chepe 34paBOOXpPaHEHUS,
3aK/Il04EHME O BbIIBAIEHUU NPU NPOBEAEHUN AAHHOTO KAMHUYECKOrO NCCAeA0BaHUA HapyLWeHWA NpaBua
HaZexallen KAMHUYECKOM NPaKTUKN ANA NPUHATUA pelleHnA 06 OTMeHe paspeLleHmnsa Ha OpraHn3aLmio
npoBeAeHUA AAHHOMO KAMHUYECKOro MUCCAeA0BaHUA C AaTbl NPUHATUA PeLleHUA O NMPUOCTAHOBNEHUU
NpoBeAeHUA KIMHUYECKOTO UCCAeA0BaHUA IeKapPCTBEHHOMO Npenapara.

(yactb 8.1 B pea. GeaepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. Yno/sHOMOYEHHbIV deaepanbHblii  OpraH WCMNOJHUTENbHON BNAacTM  OnNy6AMKOBbLIBAET U
pasmellaeT Ha cBoem oduuManbHOM caiiTe B ceTu "UHTepHeT" cooblleHMe O 3aBeplueHuH,
NPMOCTAHOBAEHMU WAM NPEKPaLLEHUN KAMHUYECKOTO UCCAeA0BaHMA NEeKapCTBEHHOro npenapata Ans



MEANLIMHCKOro NPUMEHEHNA B CPOK, He MPeBblllatowunii NATM pabounx AHEN co AHA ero nosyyeHus, B
YCTaHOB/IEHHOM UM MopAaKe.

10. YnonHomoueHHbI deaepanbHblii OpraH WUCMNOJIHUTENbHOM BNACTM OCYLLECTBAAET BedeHue
peecTpa uccnegosaTenei, NpoBOAALMX UAN NPOBOAUBLUMX KNIMHUYECKME UCCNe0BaHMA NEKAPCTBEHHbIX
npenapaTtoB AAa MeAUUMHCKOTO MPUMEHEHMA, B COOTBETCTBUMU C YTBEPKAEHHBIMX UM MPaBUAAMKU U
pa3meLlLaeT ero Ha ceoem oduumanbHoM calite B ceTu "MHTepHeT" B YCTaHOBAEHHOM MM MOpPALKE.
YKa3aHHbIN peecTp coaepKUT MHGOPMALMIO, NPeayCMOTPEHHYO NYHKTOM 3 4acTh 8 HACTOALLEN CTaTbM.

11. Otuer o pe3ynbtatax KAMHUYECKOIo WUCCnegoBaHMA NEKAPCTBEHHOro npenapata AnAa
MeONLNHCKOTIoO NPUMEHEHNA COCTaBNAETCA 0p|'aHM3aLI,VIEI7I, yKa3aHHOﬁ B 4Yacth 3 ctatbm 38 HacroAwero
CDe,u,epaanoro 3adKOHa, Ha OCHOBaAHUMU 3aKN04EHUN MeagNnLMHCKNX opraHmsau,Mﬁ, nposogmBLINX 3TO
nccnengoBaHune, U NpeacrtaBnAeTCcAa B yﬂOﬂHOMOquHbIﬁ d)e,u,epaanblﬁ opraH WUCNONHUTENIbHOM BNactu,
BbI,D,aBLLIMﬁ pa3peweHne Ha nposeaeHme aToro nccnenoBaHumA, B CpoK, He ﬂpEBbILLIaI-OLI.I,Mﬁ TPEX mecAaleB
CO [OHA ero 3aBepuweHunAa, npunoCTtaHoBNEHUA WAN NpeKpaweHnda, B nopAagKke, YCTaHOBNIEHHOM
YNO/THOMOYEHHbIM cbe,u,epaanblm OopraHom WUCNONHUTENbHOWN BNACTM.

12. HapyuweHue npaBua HaajexKalen KAMHUYECKON NPaKkTUKK, danbcudPuKaums pesynbTaToB
K/IMHUYECKOrO UCCNeA0BaHMA JIEKApPCTBEHHOMO npenaparta 41 MegUUMHCKOTO NMPUMEHEHUA B/IEKYT 3a
co6011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoin ®eanepauymu.

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

13. [lpu npoBeAeHUM KAMHUYECKOrO0 WUCCAedOBaHMA NIeKapCTBEHHOro npenapata A4nAa
MeANUNHCKOTO MPUMEHEHUA AO0NYCKaeTca 3abop y NauMeHToB HMosormyeckmx matepunanos (06pasupbl
OMONOTNYECKUX  HUAKOCTEN, TKAHEMN, CEKPETOB W MPOAYKTOB KM3HEAEATENIbHOCTM 4Yesl0BEKa,
$OU3MONOTNYECKUX U MATONOMMYECKUX BbIAENEHUIN, Ma3KoB, COCKOOOB, CMbIBOB, MWUKPOOPraHW3MOB,
61OonCcUiiHbIN MaTepuan) aAna ux usydeHma B Poccuiickoit deaepaumm u (Mnm) 3a npegenamm Poccninckolt
depepaunn.

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

14. Nopagok BBo3a B Poccuiickyto ®epepauymio 1 BbiBo3a 3a npesenbl Poccninckon deaepaunm
OMONOTrMYECKMX  MaATepManoB, MOJIYYEHHbIX MPU  MPOBEAEHUM  KJAMHUYECKOrOo  UcCc/ieaoBaHus
JIeKapCTBEHHOrO npenapata gas MegULMHCKOTro MNPUMEHEHMUA, ycTaHaBavBaeTcAa [paBUTEbCTBOM
Poccuitckoin Pepepaumn.

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

Cratba 41. [loroBop O NpoBeAeHUU KAUHUYECKOro UccaeaoBaHUA IeKapCTBEHHOro npenapara
ANA MeAULUHCKOro NnpumeHeHusa

1. KnnHnyeckoe wnccneposaHue NNeKapCTBEHHOrNo npenaparta Ana MeaununHCKoro npumeHeHuA
nposoauUTCA B COOTBETCTBUK C A0IrOBOPOM O nposBeaeHUN KIMHNYECKOro nccnenoBaHnA 1€KapCcrBeHHOro
npenapata Ana mMmeaunumHCKOro npuMeHeHuA, 3aKi4YaeMbiM mexay opraHmsaumeﬁ, nonquBmeﬁ
pa3pewieHne ynosIHOMOYEHHOro d)e,a,epaanoro OopraHa WCMNOIHUTENIbHOM BANAacTU Ha opraHnsauuto
nposeaeHNA Takoro mccnenoBaHuAa, u MeAMLI,MHCKOﬁ Opr8HM38LI,MEV1, OCYU.I,ECTBI'IHPOLU,eﬁ nposegeHune
TaKOro nccnegoBaHuA.

2. JoroBop 0O npoBeAeHUN KANMHUYECKOro WCCnefoBaHMA NeKapCTBEHHOro npenapata AnAa
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 dopmbl NPEACTaBAEHNA PE3YNbTAaTOB AAHHOMO UCCNEA0BaHNA B YNOJIHOMOYEHHbIN



denepanbHbIii OpraH UCNONHUTENbHOM BAACTH.

CrtaTtba 42. duHaHcoBOe obecneueHne KIMHUYECKOro uccnepoBaHUA 1€eKapCcTtBeHHOro npenapara
Ana meagnunHCKOro npymeHeHusa

®uHaHcoBoe obecneyeHne KAUMHUYECKOTO nccnenoBaHMA NEKapCTBEHHOrNo npenapata  AnAa
MeanLUMHCKOIro npumeHeHnAa OCyLeCTB1AETCA 3a CHET.

1) cpeacTts denepanbHoro broaxeTa;

2) cpeacts opraHmsau,Mﬁ, NONy4YnUBLWUX paspelleHne Ha OopraHuMsauuto nposengeHuA AOaHHOTo
nccnengoBaHnA, B COOTBETCTBUU C YCNOBUAMU O0TOBOPaA O €ro nposeaeHuu;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccuninickon Peaepaunm CTOUHUKOB.

Cratba 43. MpaBa NaUUEHTOB, YYaCTBYIOWMUX B KAMHUYECKOM UCCNEAO0BaHUN NIeKapCTBEHHOro
npenapara 418 MmeauULUHCKOro npumeHeHus

1. YuyacTMe nauMeHTOB B K/AWHWMYECKOM WCCAeA0BaHUM JIeKapCTBEHHOro npenapata Ans
MEANLMHCKOTO NPUMEHEHNA ABNAETCA A06POBO/IbHbLIM.

2. NaumeHT nan ero 3aKOHHbIN NpeacTaBUTENb [OMKEH O6biTb MHGOPMMPOBAH B MUCbMEHHON
dopme:

1) O NeKapCTtBeHHOM npenapate gna megunumHCKoro npmMeHeHmAa U CyuwHOCTU KIMHUYeCKoro
nccnengoBaHMA 3TOro /IEKapCTBEHHOIO Npenaparta;

2) 0 6€30MacHOCTM IEKaPCTBEHHOTO NpenapaTta Ana MeAUUMHCKOrO NPUMEHEHUSA, ero OXnaaemon
3pPEKTUBHOCTM M CTENEHWN PUCKA 4N1A NALUNEHTa;

3) 06 ycnoBMAX y4acTUs NauueHTa B KAMHUYECKOM UCCNef0BaHNN IEKapCTBEHHOTO NpenapaTa A
MeANLMHCKOTO NPUMEHEeHUS;

4) 0 uenn WAM Uenax U MNPOAO/IKUTENbHOCTU KAMHUYECKOro WCC/efoBaHMA JIeKapCTBEHHOro
npenaparta AN MeaULMHCKOro NPUMEHEHUS;

5) o peicTBuAX nauMeHTa B Caydae HenpeaBUAEHHbIX 3PPEKTOB BAUAHMA JIEKAPCTBEHHOIO
npenaparta g1a MeAULMHCKOro NPMMEHEHWA HA COCTOSHWE ero 340pP0BbS;

6) 06 ycnosmax obAsaTenbHOro CTpaxoBaHUA XXU3HKN, 300P0BbA NMNaAUNEHTA,

7) o rapaHTUAX KOHOUAEHUMANbHOCTM Yy4YyacTUA MauMeHTa B KAMHMYECKOM WCCefoBaHuu
JIeKapCTBEHHOrO NpenapaTta 418 MeAnUUMHCKOro NpUMEHEHMS.

3. lobpoBo/sibHOE cornacue naumeHTa Ha y4acTme B KJIMHUYECKOM MCCIea0BaHNM JIeKapCTBEHHOMO
npenapata A8 MeAULMHCKOro NPUMEHEHWA MOATBEP)KAAETCA ero NOAMUCbI0 WAW MNOAMNUCHIO ero
3aKOHHOro NpeacTaBuUTens Ha UHGOPMaLIMOHHOM IUCTKE NaLMeHTa.

4. MNaymeHT nunm ero 3aKOHHbIMN npeacTtaBuTe/ib UMEET NPaBO OTKAa3aTbCA OT Y4aCTUA B KIMHUYECKOM
ncenegoBaHMM NeKapCtBEHHOrNoO npenaparta ana MeauumuHCKOro npumeHeHuA Ha noboit CTaanun
nposeaeHMA Takoro nccnenoBaHuA.

5. I'IpOBe,quMe KIMHNYECKOTo mnccneanoBaHmA NEKapCTBEHHOro npenapata ana mMmeauumnHCKoro
npMeHeHnA C y4actmem B Ka4ectBe naumneHToB LI,ETeI‘/JI A0NYyCKaeTCA TO/IbKO C cornacmAa B NMUCbMEHHOM
¢opN\e nx pO,CI,VITEﬂEVI, YCbIHOBMTeﬂeﬁ. Jetn MOTYT pacCmaTpunBaTbCA B KadeCTBe MOTEHLMa/IbHbIX
NaymneHToB TaKOro nccnegoBsaHuA, TOJ/IbKO €CM ero nposegeHue H806X0,CI,I/IMO Ana ykpenneHna 3aoposbAa



aeten unm NpodUNaKTUKN MHOEKLMOHHbIX 3aboneBaHni B AE€TCKOM BO3pacTe MO0 ecnum uenbto Takoro
nccnenoBaHNA ABAAETCA NOMYyYeHMEe AaHHbIX O Hauyylen 403MPOBKe NEeKapCTBEHHOrO npenapara aas
NleyeHuns petei. B 3TUX caydasx TAKOMY MCCAeLOBaHMIO AOJ/IKHO NpPeawecTBOBaTb KAMHMYECKoe
nccnefoBaHWE SIEKapCTBEHHOTO npenapata a8 MegMLUMHCKOro NMPUMEHEHUA Ha COBEepPLUEHHONETHUX
rpark4aHax, 3a WCKAKYEHWEM C/ly4aeB, €CNM  UCCNenyeMbld  NIeKapCTBEHHbIM npenapaT  AanaA
MeANLMHCKOro npPUMeHeHUs npeaHasHa4veH WUCKNTIOYUTENBHO ons NCNONb30BaHMUA
HECOBEPLUIEHHONETHUMM FparKaAaHaMM.

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

6. 3anpeuiaetca NpoBeAeHME KAMHMYECKOTO WCC/Ief0BaHMA JIeKapCTBEHHOro npenapata Aans
MeANLMNHCKOTO NPUMEHEHNA C y4acTUEM B KayecTBe NauneHToB:

1) peTen-cnpoT 1 AeTen, ocTaBLIMXCA 6e3 nonevyeHMa poguTenei;

2) KeHWMH B nepuog 6epemMeHHOCTW, KeHWMH B MNepuod rpyaHOro BCKapMAMBAHUA, 3a
WCK/IIOYEHNEM C/ly4aeB, €C/IM MPOBOAMUTCA KAMHUYECKOE MCC/ief0BaHUE SIeKapCTBEHHOro npenapara,
npeAHa3sHaYeHHOro A/1A YKa3aHHbIX XEeHLWWH, Npu YCI0BUN HEOBXOAMMOCTU NOoAyYeHUs UHbOPMaL MK
TO/IbKO BO BpEeMs MPOBEAEHMA COOTBETCTBYIOWMX KAMHUYECKUX WCCNAeLOBaHUIA M MPUHATUS BCex
HeobXoAMMbIX Mep MO WCK/OYEHUIO PUCKA HaHECeHWs Bpeaa KeHWMHe B nepuon 6epemMeHHOCTH,
YEeHLMHe B nepuos rpyAHOro BCKapMANBaHUA, Nao4y Uan pebeHky;

3) BOEHHOC/NYKALLMX, 33 MWCKIIOYEHMEM C/ly4aeB MPOBEAEHUA KAMHUYECKOrO MCCNef0BaHUA
JIeKapCTBEHHOrO npenapaTa, CheuuanbHO PaspaboTaHHOro ANA NPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBblYalHbIX CUTyauui, NPOPUNAKTUKM U NedyeHus 3aboneBaHuit WM  NOparKeHuw,
NoJly4eHHbIX B pe3ynbTaTe BO34eNCTBMA HEBNAronpUATHBIX XMMUYECKMX, BUONOTMYECKUX, PAaAMALMNOHHbIX
¢$baKkTopoB. KnnHUYeckoe uccnefoBaHME TAKOrO JIEKAPCTBEHHOrO Mpernapata MOMKeT MpPoBOAMTLCA C
Yy4acTMEM B KayecTBe MALMEHTOB BOEHHOCAYMKALLMX, 3@ UCKAOYEHMEM BOEHHOCAYKALMX, MPOXOAALLMNX
BOEHHYI0 Cy*KOy No npu3biBy, € cobatoaeHmem TpeboBaHWU, YCTAaHOBAEHHbIX HacToAWMM PeaepanbHbim
3aKOHOM B OTHOLUEHMW TPAKLAHCKUX NNLL;

4) cOTpyAHMKOB NPaBOOXPaHUTE/bHbIX 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 IeYEeHNA NCUXMYECKUX 3a601eBaHUIA, C yYacTUEM B
KayecTBe NaLMEeHTOB /ML, C NCUXMYECKMMM 3a601eBaHMAMM, NPU3HAHHbIX HeaeecnocobHbIMM 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,.

Ctatba 44. 06s3atenbHoe CTPaxOBaHME KU3HWU, 340POBbA MNaLMEHTa, Y4YacTBYlOWEro B
KIMHUYECKOM UCC/Ie40BaHUM JIEKAaPCTBEHHOro npenapara A4aa MmeauuUHCKOro NpMMmeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 29.11.2010 N 313-93)

1. OpFaHI/I3aLI,VIFi, nonyymsllaa paspeweHne Ha OoOpraHmsauunio nposeaeHnA KAUMHUYECKOTo
nccnenoBaHMA NEKAapPCTBEHHONO npenaparta gna mMmeguuunHCKoOro npumeHeHusa, obsA3aHa B KauecTBe
CTpaxoBaTtena CTpaxoBatb PUCK NPUYNHEHUA Bpeda XU3HW, 340POBbIO NaUMEHTA B pe3ynbrate
nposeaeHNA KAIMHNUYECKOro nccnenoBaHnAa NeKapCTBEHHOIO npenaparta Ana MeagmumnHCKOro npumeHeHunA
3a CBOWM cyeT nyTem 3aK14YeHnA 40rosopa obA3aTenbHOro CTpaxoBaHUA.

2. Ob6bekTom 065a3aTeNbHOro CTPpaxoBaHUA ABNAETCA VIMyLLI,eCTBeHHbIﬁ nHTEPEC nNnaumneHTa,
CBA3aHHbIN C NPUYNHEHNEM BpEda €ro XMU3HWN UAn 340pPp0BbIO B pe3yaibTaTe nposeaeHnAa KAInHNM4YeCcKoro
nccnengoBaHMA NeKapCTBEHHONO NpenapaTta 4n1a meanumHCKOro npuMmeHeHuA.



3. CTpaxoBbIM c/ly4aem Mo A0oroBopy 06sa3aTenbHOro CTpaxoBaHUA ABAAETCA CMepTb NauueHTa unu
yXyALeHne ero 340p0BbA, B TOM YMCae BaeKyliee 3a coboit ycTaHOBAEHME UHBANUAHOCTU, MPU HaInunn
MNPUYNHHO-CNEACTBEHHOW CBA3W MeMAy HacTyrnieHMem 3Toro cobbiTMa M ydacTMem naumeHTa B
KIMHUYECKOM MCCnefoBaHUM NeKapcTBEHHOMOo npenaparTa.

4. TpeboBaHMA O BO3MELLEHUN Bpeaa, MPUUYUHEHHOTO MU3HWU WAN 3[0POBbLI0 MaLMEHTa,
NPeabaABAAIOTCA B TEYEHME  CPOKOB  WMCKOBOM  AABHOCTM,  YCTAHOBAEHHbIX  rPaMKAaHCKUM
3aKOHOAATe/IbCTBOM.

5. Pa3N\ep CTanOBOVI BbIMAaTbl NO A0TOBOPY obAsaTenbHoro CTpaxoBaHMA COCTaBNAET:

1) B C/ly4ae CMepPTU nauneHTa Asa MUIJIMOHA py6ne171 Ha KaxXao0ro nauymneHTta, ydaCcrsoBaBLUEro B
KIMHNYECKOM UCCnegoBaHUMN NEKAPCTBEHHOIO nNpenapara,

2) Npuy yxyALleHUM 340p0BbA NaLMeEHTa:

a) nosneKkwem 3a coboi ycTaHOBNEHME MHBANUAHOCTM | rpynnbl, OANUH MUAIMOH NATLCOT ThICAY
pybneit Ha Kaxgoro nauueHTa, y4yacTBOBaBLUEro B K/IMHMYECKOM WCCAeAO0BaHMM NIEKAaPCTBEHHOTO
npenapara;

6) nosneKkwem 3a coboli ycTaHOBAEHWE MHBAAMZHoOCTW Il rpynnbl, oAMH MUANMOH pybnei Ha
Kak4o0ro naumeHTa, y4acTBOBABLLErO B KNIMHNMYECKOM UCCNeA0BaHNM IEKaPCTBEHHOrO Npenapara;

B) noBsiekwem 3a coboli ycTaHoBNeHWe MHBanuaHoctu |l rpynnbl, NATbCOT TbicAY pybneit Ha
KayK4Ooro nauueHTa, y4acTBOBaBLUErO B KAMHUYECKOM UCCAeA0BaHUM IeKapCTBEHHOTO NpenapaTa;

r) He noBneKwem 3a coboit ycTaHOBAEHUA UHBANUAHOCTH, He Bonee Yem TpUcTa Tbicay pybnelt Ha
Ka’KZ0ro naumMeHTa, y4acTBOBABLUErO B K/IMHUYECKOM UCC/Ief0BaHNK IeKapCTBEHHOTO NpenapaTa, ucxoan
M3 HOPMAaTMBOB, OTPAXKAIOLIMX XapaKTep M CTeneHb MOBPEeXKAEHUA 340POBbA, a TaKkKe (aKTUYeCKM
NMOHECEHHbIX NALMEHTOM PAaCcXoA0B, BbI3BaHHbIX MOBPEXKAEHNEM 340P0BbA, HA MEANLMHCKYO MOMOLLb,
npuobpeTeHne NeKapcTBEHHbIX NPenapaTos.

(nn. "r" B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatnn cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

7. CpOK A0oroesopa o0bAsaTenbHOro CTpaxXoBaHMA He MOXKeT 6bITb mMmeHee, 4em CPOK npoBeneHunA
KTMHNYECKOTo nccnegoBaHnAa NeKapCTtBeHHOro npenaparta.

8. YcnoBusa poroBopa 06s3aTe/IbHOTO CTPAxoBaHMA, B TOM 4MC/e CTpaxosble Tapudbl MO
06s3aTe/IbHOMY CTPaXOBaHWIO, NepeyYeHb HEOHXOAMMbIX AOKYMEHTOB AJ/1 OCYLLECTB/IEHUA CTPAXOBOWM
BbINAaTbl, MOPALOK YCTAHOB/IEHWA CTpaxoBaTe/femM WHAMBUAYAJbHOIO WAEHTUOUKALMOHHOIO KoAaa
naumMeHTa, NopsaAoK MHPOPMUPOBAHMA CTPAXOBATE/NIEM CTPAXOBLLMKA O NPUBAEYEHHbIX K KIUMHUYECKOMY
nccnenoBaHMI0 JIEKAPCTBEHHOrO MpenapaTta Anf MegULMHCKOrO NPUMEHEHUA NauMeHTax, nopagok
yNAaTbl CTPAaX0BOM NPeMuM, NMOPAAOK peannsaLmm onpeaeneHHbix HacToAawmnm deaepanbHbiM 3aKOHOM
n apyrumn denepanbHbIMM 3aKOHaMM NpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06A3aTesibHOro
CTPaxoBaHMA, a TaKKe HOPMAaTWMBbI, OTPaXKaloWMe XapaKTep W CcTeneHb NOBPEXAEHMA 340POBbA,
yCTaHaB/IMBAIOTCA TUMNOBLIMM NPaBuIammM 0b6A3aTeIbHOrO CTPaxoBaHUA.

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

9.B CQyvyae npnynHeHunAa spena *XM3HU naumeHTa, y4actsoBaBLIEro B KIMHNYECKOM UCCNeN0BaHNN
NNeKapCTBEHHOIoO npenaparta, BblFOAOI‘IpMO6peTaTeﬂﬂMM no p[gorosopy obs3atenbHoOro CTpaxoBaHUA
ABNIAKOTCA TrpaxdaHe, MmerulnMe npaso Ha BO3mMelleHMe Bpeaa B CyvYae CMepTUn KOpmMU/bla B
COOTBETCTBUU C rpaX4aHCKMM 3aKOHOAATENIbCTBOM, NMPU OTCYTCTBUU TaKUX TPaxX4aH - poaUTENIN, Cynpyr,
AEeTN ymepLlero naymeHTa, y4acTtsoBaBLlEro B KIMHNMYECKOM UccieoBaHUM N€KApPCTBEHHOTO nNpenaparta,
B Cnhy4Yyae CMepTU NaumneHTa, yd4acrtBoBaBLIEro B KIMHNMYECKOM UCCiegoBaHNM NEKAPCTBEHHOTIO nNpenapaTta
N He mmeBlwero CaMoCToATENIbHOTO A0Xo4a, - rpaxgaHe, Ha MXAOAUBEHUN KOTOPbIX OH HaxoawuncAa, B



OTHOWEeEHNN BO3MelleHNA pPacxXxoaoB Ha norpe6eHme nauneHTa, y4yactBoBaBLWIEro B K/JAMHUYECKOM
nccnengoBaHMM NeKapCTtBeHHOro npenapaTa, - L0, NOHecCLWee Takne pacxoabl.

10. CrpaxoBaa BbinJaTa B CYeT BO3MeELWEHWA Bpeda, NPUUYMHEHHOTO KU3HM NALMUEHTa,
Yy4acTBOBABLUErO B KJAMHMYECKOM UCCNEA0BAaHMU NEeKapCTBEHHOrO Npenaparta, pacnpegenaerca mexay
BblrogonpuobpeTaTeniamMmm NPONoOPLMOHANbHO UX KONIMYECTBY B PaBHbIX A0/IAX.

11. MNpw HacTYNAE€HMM CTPAXOBOTO CAyYas NALMEHT, y4aCTBOBABLUMI B KIMHMYECKOM UCCeA0BaHNN
NIeKapCTBEHHOrO  npenapaTta, BblrogonpuobpeTatesb  BMNpaBe NPeabABUTb  HEMOCPEACTBEHHO
CTPAxOBLLMKY TpeboBaHWE O BO3MELLEHUN MPUUYNHEHHOTO Bpeaa. CTpaxoBas BbINaTa OCYLL,ECTBASETCS
CTPAxXOBLLMKOM B TEUEHME TPUALATU AHEN CO AHA NPeACTaBAeHNA HEOOX0AMMbIX JOKYMEHTOB. MauneHT,
Y4YaCTBOBABLUMI B KIMHWUYECKOM MCCNEA0BAHMM IEKAPCTBEHHOIO NpenapaTa, Uan BbirogonpuobperaTtenb
00M3aH COOOWNUTb CTPaxXOBLUMKY [A/1A OCYLWECTBAEHUA CTPAXOBOW BbIMAATbl  WMHAMBUAYA/bHbIN
NOEHTUOUKAUMOHHDBIA KOZ MNalMeHTa, YCTAaHOB/EHHbIW CTpaxoBaTesiemM B COOTBETCTBUWM C TUMOBbIMM
npasuaamm o6qa3aTesIbHOro CTPAXOBaHMA.

12. Jo nonHoro onpeaeneHuA pasmepa MNog/exallero BO3MELLEHMIO Bpeaa CTPaxoBLUMK MO
3aABNAEHMIO NALMEHTa, y4acTBOBABLLErO B K/IMHWUYECKOM UCCAeA0BaHMUM IeKapCTBEHHOTO Npenapara, uau
3aABneHUIO BbirogonpuobpeTtaTens BnNpaBe OCyLEeCTBUTb YacTb CTPAXOBOW BbiMaaTbl, COOTBETCTBYIOLLYHO
daKTUYeCcKM onpegeneHHON YacTn NPUYMHEHHOIO Bpeaa.

13. CtpaxoBas Bbin/iaTa B COOTBETCTBMU C OFOBOPOM 0653aTe/IbHOro CTPaxoBaHMA OCYLLECTBAETCA
HE3aBMCMMO OT BbINAAT, MPUUUTAIOLLMXCA MO APYTUM BUAAM CTPaxoBaHUA.

14. He AONyCKaeTCA Yy4dactne naumeHta B NnpoBeaeHnn KAMHUYECKOTro wmccaeanoBaHuA
NNEKapPCTBEHHOrIO NpenapaTta Npu oTCyTCTBMUKM A0roBOpPa o0bA3aTenbHOro CTpaxoBaHUA.

15. KOHTPO/Ib 3a WMCMONHEHWEM oOpraHu3aumeid, NoAyuMBLLEN paspelleHne Ha opraHusauuio
NpoBeAeHUA  K/IMHMYECKOTO UCCNeLOBaHMA  JIEKAapCTBEHHOro npenapata  gas  MeAuUMHCKOro
NPMMEHEHWS, YCTAHOB/IEHHOW HacToALWEN cTaTbel 06A3aHHOCTM MO 006s3aTe/IbHOMY CTPaxOBaHUIO
KU3HKW, 340POBbA NaLMEHTa, ydyacTBylowlero (y4acTBOBaBLIErOo) B K/JAMHUYECKOM WCCAeAoBaHUMU
JIeKapCTBEHHOrO  Npenapata,  OCYLLeCTBAAEeTCA  YNOJIHOMOYEHHbIM  deaepanbHbiIM  OpraHom
WCMNOJIHUTENbHOM BNACcTW, BblAABLUMM pPa3peLleHME Ha MNPOBEAEHME KAMHUYECKUX WCCNeLoBaHUiMA
JIeKapCTBEHHbIX NpenapaToB A1A MeANLMHCKOTO NPUMEHEHUS.

Fnasa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. NponsBoACTBO IEKAPCTBEHHbIX CpeacTs

1. Mpoun3BOACTBO JIEKAPCTBEHHbIX CPEACTB [OJ/I)KHO COOTBETCTBOBaTb TpeboBaHWAM npaBun
Hag/NerKallelr npou3BOACTBEHHOW MPAKTUKK, YTBEPKAEHHLIM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMosIHUTENbHOM BAacTM. OcobeHHOCTU Nepexoda NPOU3BOACTBA OTAE/NbHbIX JIEKAPCTBEHHbIX
CpeacTB K MX NPOU3BOACTBY B COOTBETCTBUM C TPeOOBaHMAMM NPaBUA HaaexKallel NpomM3BoOACTBEHHOM
NPaKTUKN ycTaHasamBalTca [MpaButenbctBom Poccuiickon depepaumn. Bblgada 3aKkao4eHU o
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpPaBUA  Hagd/eKallel
NPoOu3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3y/bTaTamM WHCNEKTUPOBAHWS NpousBoauTenei
JIeKapCTBEHHbIX CPeACTB B NopsAaKe, ycTaHoBneHHoM MpasuTtenbctBom Poccuitickoit epepaumn. Pasmep
naaTbl 33 Bblgayy 3aK/JOYEHUSA O COOTBETCTBMU MPOU3BOANUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHUaM
npaBuN Hagfexallen npousBOACTBEHHOW MPaKTUKM ycTaHasBnmBaeTca [MpasutennctBom Poccuinckoit
depepaunn. Mopasok OpraHU3aLUM M NPOBELEHUA MHCNEKTUPOBAHMSA NPOM3BOAUTENEN NEeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME TpeboBaHMAM NpPaBuA  HagjlerKallei npou3BOACTBEHHOM MPAKTUKK
ycTaHaBnmBaetca MNpasutenbcteom Poccuiickon degepaumm.

(B pea. depepanbHbIx 3aKOHOB OT 25.06.2012 N 93-®3, 07 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2. MMpou3BOACTBO JIEKAPCTBEHHbIX CpPeacTB B Poccuiickoi  depepaumy  ocyliecTBaseTcs



NpPou3BOAMTENAMN NEKAPCTBEHHbIX CPEACTB, MMELWUMU INLEH3NIO Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. MoATBepraeHME COOTBETCTBMA /AMULEH3MaTa NpaBuaam Haanexalen npou3BOACTBEHHOM
NPaKTUKN OCYLLECTBNAETCA B PaMKax JULLEH3MOHHOIO KOHTPO/IA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickoit Pepepaumm ¢ y4ueTom 0cobeHHOCTEN, YKa3aHHbIX B 4acTW 1 HAcTOALLEN CTaTbu.

(8 pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

2.1. Ona ueneit NMUEH3NPOBAHUA MPOU3BOACTBA /IEKAPCTBEHHbIX CPEeACTB ANA MeAULMHCKOro
NPUMEHEHUS U UHCMEKTUPOBAHMA CcyObeKTOB 0bpalleHMA /IeKapCTBEHHbIX CPeACcTB Ha COOTBETCTBME
TpeboBaHMAM  MNpPaBUA  HagNe)kalled MNpPou3BOACTBEHHOW  NPAKTUKM  degepanbHblit  opraH
WCNO/IHUTENbHON  BNACTW, OCYLLECTBAAOWMIA  TFOCYyAApPCTBEHHYO  PerncTpaumtio  NeKapCTBEHHbIX
npenapaTos 419 MeANLMHCKOro NPUMEHeHUs, npeaocTaBaseT pegepanbHOMY OpraHy UCNONHUTENbHON
B/1aCTU, OCylLecTBAsOWeMy deaepanbHblii roCyaapCTBEHHbIN IMLEH3MOHHbIN KOHTPO/Ib AeATENbHOCTU
Nno NPOU3BOACTBY /IEKAPCTBEHHbIX CPEACTB AN1A MeANUMHCKOro NPUMEHEHUA, NO ero 3anpocy B pamkax
MEBEAOMCTBEHHOTO MHGOPMALMOHHOIO B3aMMOLENCTBUA B NOPAAKE, YCTAHOBAEHHOM deaepasibHbIM
OpraHoOM UCMONHUTENbHOW BACTM, OCYLLECTBAAIOLMM NNLEH3NPOBAHME NPOM3BOACTBA SIEKAPCTBEHHbIX
CpeacTe Ans MeAUUMHCKOro MNpuMeHeHus, u deaepanbHbiIM OPraHOM WCMOJIHUTENbHOM BAacTy,
OCYLLECTBAAOWMM FOCYAapCTBEHHYIO PEerucTpaumio NeKapCTBeHHbIX NpenapaTtoB Aaa MeauuMHCKOro
NPUMEHEHUA, CBEAEHMA O NIEKAPCTBEHHbIX CPEACTBAX, YKa3aHHble B 4YacTM 5 ctatbm 18 HacrtoAwero
depepanbHOro 3aKoHa, B TOM YUC/IE B C/lyYae, €CU TaKUe CBeAEHMA COCTaB/IAIOT KOMMEPYECKYIO TalHY.
(yacTb 2.1 BBeaeHa desepanbHbiM 3akoHOM OT 14.07.2022 N 311-d3)

3. [Mpoun3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA C cobnogeHuem TpeboBaHUN
NPOMbILINIEHHOTO PerfameHTa, KOTOPbIN YTBEPKAAETCA PYKOBOANUTEIEM NMPOU3BOANTENA NEKAPCTBEHHbIX
CpeAcTB UM BKAOYaeT B cebs nepevyeHb UCNOAb3yeMblXx (papMaueBTUYECKMX CybCTaHuMiA U
BCMOMOTaTe/IbHbIX BELLECTB C YKa3aHMEeM KO/JIMYEeCTBa KarKAOro M3 HUX, AaHHble 06 MCMonb3yemom
obopyaoBaHUKM, ONUCaHME TEeXHONOrMYecKoro npouecca U MeTOA0B KOHTPOAA Ha Bcex 3Tanax
NPon3BOACTBA NEKAPCTBEHHbIX CPE/CTB.

4. Mpy NPou3BOACTBE NIEKaPCTBEHHbIX CPeACTB UCMNONb3YIOTCA dapmaleBTUYeckne cybcTaHumu,
CBEAEHMA O KOTOPbIX COAEP)KaTCA B rOCYAapCTBEHHOM peecTpe J/ieKapCTBEHHbIX CpeacTs, 3a
UCKAtOYeHNEeM dapmaLeBTUYECKUX cybCcTaHUMIiA, NPOU3BOAMMbBIX AONA NPOBEAEHUA  KAUHUYECKUX
nccnenoBaHWn U ans sKkcnopTa. K npoueccy npoussoactsa dapmaLeBTUYecKon cybcTaHUMM OTHOCATCA
nobble  CTaguM  TEeXHONOTMYECKOro npouecca, Mo3BoAAOWME MOAYYUTb FOTOBbIA  MPOAYKT,
COOTBETCTBYIOWMNI TpeboBaHMAM dapMaKonelHOW cTaTbM, B TOM uucie depmeHTaums, SKCTPaKuus,
OYMCTKa, BblaesieHre, NepekpuUcTaniv3aumsa, BbiCylUMBaHUe, nsmenbyeHne. B ciyyae HeobxoaMmocTy
MCMNO/Ib30BaHUA 3TW/IOBOrO CMMPTA, B TOM uncie papmMaueBTUYECKOM CybCTaHUMKM CnupTa 3TUI0BOTO
(3TaHONa), npu nNpPoOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe Aeulcteyiowero u (uan)
BCMOMOraTe/IbHOro BELLECTBA, @ TaKKe B MHbIX TEXHOJIOTMYECKUX LLeNAX OOJIKHA ObiTb MCMNO/b30BaHa
ToNbKO papmaueBTMYecKana CybcTaHUMa cnupTa STUI0BOIO (3TaHoN).

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-d3, o1 27.12.2019 N 462-d3, o1 27.12.2019 N 481-
®3)

4.1. MNMepevyeHb NeKapCTBEHHbIX MNpenapaToB ANA MeAUMUMHCKOro NpUMeHeHWA, B OTHOLWEeHWUU
KOTOpPbIX YyCTaHaBAuBatoTcA TpeboBaHMA K 06bemy Tapbl, YNAaKOBKE WM KOMMJAEKTHOCTU, MepeyeHb
JIeKapCTBEHHbIX MPenapaToB A1 BETEPUHAPHOTO NPUMEHEHMA, B OTHOLLEHWWN KOTOPbIX YCTaHABANBALOTCA
TpeboBaHMA K 0b6bemy Tapbl, a TaKke TpeboBaHMA K 0ObemMy Tapbl, YNakKOBKE W KOMMJIEKTHOCTU
JIEKAPCTBEHHbIX MNPEnapaToB ANA  MEAMUMHCKOTO NpuUMeHeHus, TpeboBaHMA K ob6bemy Tapbl
JIEKapCTBEHHbIX NpenapaTtoB A/1A BETEePUMHApPHOrO NPUMEHEHWA ONPeAenAlTCA COOTBETCTBYHOLLUMMU
YNOAHOMOYEHHbIMM defepanbHbIMU OpraHaMK UCMONMHUTENBHOM BIACTM B NOPALKE, YCTAHOBNEHHOM
MpasuTtenbcteom Poccuiickon ®epepaumm.

(yactb 4.1 B pea. GeagepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3auuMu, OCYLEeCTBAAOLWME MPOU3BOACTBO (apmaLeBTUYECKOW cybCTaHuMM chnupTa
3TWNOBOTO (3TaHOMA) AN NMPOW3BOACTBA CMMPTOCOAEPNKALMX JIEKAPCTBEHHbIX MpenapaTos, 06A3aHbI
OCYLLEeCTBNIATb YYeT B NOpsAAKe, YCTAaHOB/EHHOM cTaTbaMu 8 u 14 denepasbHOro 3aKoHa oT 22 HoAbps



1995 roga N 171-®3 "O rocyaapcTBEHHOM peryanpoBaHMm nponssoacTsa U obopoTa STUAOBOro CNMPTa,
a/IKOrONIbHOM U CNMPTOCOAEp)KalLeld NpoayKUuMM M 06 OrpaHuyYyeHun notpebneHus (pacnutus)
afNkoronbHoM npoaykumn". Mpounssoactso dapmaleBTUYECKOM cybcTaHLMM cnMpTa 3TUI0BOTO (3TaHoNa)
OONYCKaeTcA TOIbKO OpraHusaumein, OCyLLecTBAAIOWEN MPOM3BOACTBO PEKTUPUKOBAHHOIO 3TMUIOBOTO
cnupTa U3 MULLEBOTO CbipbA HA OCHOBAHMWU NULEH3MW HA NPOM3BOACTBO 3TMIOBOIO CAMPTA AAA
npomssoacTsa ¢GapmaueBTUYECKOW CybCcTaHUMM ChnMpTa 3TWIOBOrO (3TaHoMa) B COOTBETCTBUM C
TpeboBaHMaAMK PepepanbHOro 3akoHa OT 22 Hoabpsa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryanMposaHnMM NpomsBoACcTBA UM 060pOTa 3TMNOBOFO CAMPTA, aNKOFO/IbHOM M CAMPTOCOAEPMKALLEN
npoayKuMmM u 06 orpaHuyYeHUn noTpebneHMsa (pacnmTua) anKorosbHOM npoaykuun', metozom
pa3BefeHns BOAOM OUYNLLLEHHOM TaKOro 3TUI0BOro cNnpTa, NPOM3BeAeHHOro AaHHOM opraHM3aumen no
MEeCTY OCyLLEeCTBAEHNA NPOM3BOACTBA papMaL,eBTUYECKOM cybCTaHL MM CIMpTa 3TUA0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PeaepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pea. PegepanbHOro 3akoHa oT
27.12.2019 N 481-93)

4.3. UHanBuayanbHble npegnpuHUMaTenn U PUANYECKME N1LA, OCYLLECTBASAIOWME 3aKYMKY U
Ncnosib3oBaHMe papmaLeBTUYECKON cybCTaHUMM cnMpTa STUIOBOrO (3TaHO/A), a TaKXKe NpoM3BOACTBO,
nsrotoBneHne u (nam) ob6opoT (3a WCKAOYEHMEM PO3HUYHOW NPOAAXKM) CNUPTOCOAEPIKALLNX
JIeKapCTBEHHbIX NpenapatoB, 06f3aHbl OCYWECTBAATb WMX Y4eT W AeKNapupoBaHWe B NOPAAKE,
yCTaHOBNEHHOM cTatbamu 8 n 14 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roma N 171-93 "O
rocy4apcTBEHHOM pPEeryiMpoBaHMM NPOM3BOACTBA M 060OpOTa 3TMNOBOFO CMMPTA, AJIKOTO/IbHOM M
cnupTocoaepsKallieit NpoAyKUnmM 1 06 orpaHnyeHmm notpebaeHms (pacnuTns) ankoroibHoM npoayKumn".
(yacTb 4.3 BBeaeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-13)

4.4. Tlpn nNpou3BOACTBE JIEKAPCTBEHHbIX MPEenapatoB A48 BETEPUHAPHONO0 NPUMEHEHUA
OONYCKAeTCa WCMNO/Ib30BaHWE NPOM3BEAEHHbIX A1A peanmsaumm dapmaueBTUYecKMX cybcTaHumii,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbIN PEECTp SIEKAPCTBEHHbIX CPEeACTB YNOJIHOMOYEHHbIM deaepanbHbim
OpraHOM  WUCMONHWUTE/NIbHOM  BAACTW, OCYLLECTBAAIOWMM BeAEHWe roCyAapCTBEHHOrO peecTpa
NIeKapCTBEHHbIX CPeaCcTB ANA MegUUMHCKOIo NPUMEHEHMUA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca Npou3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKAKOUYEHHbIX B FOCYAapPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeaCTB,
33 WCKNOYEHMEM J/IeKapCTBEHHbIX CPEeACTB, MNPOM3BOAMMbBIX A1  MNPOBEAEHUA  KAMHUYECKMX
nccneaoBaHUiA U AN SKCNOPTa;

2) danbCcnPUUMPOBaHHBIX IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NLEeH3UM Ha NPON3BOACTBO SIEKaPCTBEHHbIX CPeACTs;

4) NNEKAPCTBEHHbLIX CpeacTtB C HapyweHuem npasun opraHMsaunn npom3soactsa U KOHTPOAA
Ka4yecCTBa /IeKapCTBEHHbIX CPEACTB,

5) ytpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-03;

6) cnupTocogeprKalmnx NeKapCTBEHHbIX MPenapaTtoB Mo MEeCTy OCYLLEeCTB/EHUA MNMPOW3BOACTBA
dbapmaueBTUYecKon cybcTaHUMM CnupTa 3TUAOBOrO (3TaHona) M (MAKM) NO MeCTy OCYLLEeCTB/IEHUS
NpPOM3BOACTBA 3STUNOBOIO CNUPTA;

(n. 6 BBeaeH dPepepanbHbim 3aKOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMyecKon cybcTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnupTocoaeprKalimx
JIEKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM 060pYyAO0BaHUM O/ MNPOUM3BOACTBA
3TWUNOBOrO CNMpPTa, YKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 denepanbHoro 3akoHa ot 22 Hoabpa 1995 roaa
N 171-®3 "O rocynapcTBEHHOM peryaMpoBaHMM MPOM3BOACTBA WM 0OOPOTA 3TUIOBOTO CAUPTA,
a/IKOrONIbHOM U CNMPTOCOAEpKALLe NPoAyKUMM M 06 OrpaHuyeHun noTtpebneHus (pacnutums)
a/IkoronbHOM Npoaykumn'.



(n. 7 sBBepeH ®enepanbHbim 3aKOHOM OT 27.12.2019 N 481-93)

6. MNpu BBOAE /NEKAPCTBEHHbIX CPEACTB B rpPa)kAaHCKUI 060pOT YMNO/JHOMOYEHHOE /UL
Npon3BOAUTENA IEKAPCTBEHHbIX CPEACTB OCYLLECTBASET NOATBEPKAEHNE COOTBETCTBUA NEKAPCTBEHHbIX
cpeacts TpeboBaHMAM, YCTaHOBNEHHbIM MPU MX FTOCYAAPCTBEHHON pPerucTpauum, U rapaHTmpyet, 4YTo
JNIeKAapCTBEHHbIE CpeacTBa NpoOM3BeAeHbl B COOTBETCTBMU C TpeboBaHMAMM NpaBua Haa/erkallemn
NPOM3BOACTBEHHOM MPAKTUKM.

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

7. YNONHOMOYEHHbIM /IMLLOM MPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB ABAAETCA ero PaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENbHOM BAACTU
nopagKe N UMEOLNIA CTaxK paboTbl He MeHee Yem NATb JIeT B 0671aCTU NPOU3BOACTBA U (MNIM) KOHTpOAA
KayecTBa IeKapPCTBEHHbIX CPEACTB, Bbicllee 06pa3oBaHMeE COOTBETCTBEHHO NO OAHOM U3 cneLManbHOCTel
n (MnKn) oAHOMY M3 HanpaBAeHWI NOATOTOBKN: BUonorna, 6GUOTEXHONOIMA, BETEPUHAPUA, BETEPUHAPHO-
CaHMUTapHaA 3KCMepTM3a, KAMHMYECKAa MeaMLUMHA, PagMAUMOHHAsA, XMMWYecKas M buonornyeckas
3awmTa, bapmauma, dyHaameHTasibHaa MeanuUmMHa, XMMUYeCcKasa TEXHONOTUA, XUMUA.

(B pen,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 02.08.2019 N 297-93)

8. MpounsBoanTENn NeKapcTBEHHbIX CPeACTB (3a MCKAoYeHnem dapmaLLeBTUYECKON cybcTaHLuK
CNMPTa 3TUNOBOTO (3TaHO/a) MOTYT OCYLLLECTB/IATL NPOAANKY IEKAPCTBEHHbIX CPEACTB UM NepenaBaTb UX
B YCTAHOBJIEHHOM 3aKOHOZaTeIbcTBOM Poccuiickoit Peagepaunn nopsagke:

(8 pea. PenepanbHoro 3akoHa ot 29.07.2017 N 278-d3)

1) ApyrMm Npoun3BOANTENSAM IEKAPCTBEHHbIX CPEACTB ANA NMPOU3BOACTBA IeKapCTBEHHbIX CPeACTB;
2) opraHu3auUuMam oNTOBOW TOProB/AM JEeKapCTBEHHbIMW CpeacTBaMu;

3) anTeyHbiM OPraHM3auMAM, BETEPUHAPHLIM anNTeYHbIM OPraHM3auMAM, WHAMBUAYANbHbIM
npeanpuHUMaTeNam, UMEWUM AULEH3MI0 Ha dapMaLLeBTUYECKYIO AeATeNbHOCTb UAM NMLEH3UIO Ha
MeAMLMHCKYIO AeATEIbHOCTb;

4) Hay4YHO-MCCNeA0BaTEeIbCKUM OpraHM3aUmMaM ANs HayyHO-UCC/Ie0BaTeIbCKoin paboTbl;
5) MeAMLMHCKMM OpraHn3aumsam 1 BETePUHAPHbIM OpraHn3auuam;

6) opraHMsauMaM W MHAMBMAYANbHbIM MNPEANPUHUMATENAM, OCYLLECTBAAIOWMM pa3BeaeHue,
BblpalMBAHME M COLEpPrKaHME MKMBOTHbIX (33 WCKAIOYEHMEM NPOAAKM UM  dapMaLEeBTUYECKUX
cybCTaHUM UK MX Nepeaayn).

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. MpousBoautenu ¢apmaLeBTUYECKON CcybCTaHUMKM chivMpTa 3TUMAOBOTO (3TaHosa) 06s3aHbI
OCYLLECTBNATb peannsauuio (nepegady B yCTaHOBAEHHOM 3aKoHOAaTeNbCTBOM Poccuiickon deaepaumu
nopagke) <¢dapmaueBTUYECKOW CybCTaHUMM  CnMpTa  3TWIOBOrO  (3TaHona) NpousBoOAMTENSM
JIeKapCTBEHHbIX CPeACTB A5 MPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB, MPOM3BOAUTENAM (M3rOTOBUTENAM)
MeANLMHCKNX U34eNunii Ana NPOM3BOACTBA U U3FOTOBIEHUA MEANLMHCKUX U3LENNIN B EMKOCTAX 06bEMOM
He 6onee 1 nuTpa u (Mnun) He meHee 1000 NMTPOB, a OpraHN3aLMAM, YKasaHHbIM B MyHKTax 3 - 5 yactn 8
HacToALWEeN CTaTbM, B Tape o6bemom He 6onee 1 aunTtpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM oT 29.07.2017 N 278-d3; B pea. PeaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-93)

10. Peanusauma (nepefaya B YCTaHOB/NEHHOM 3aKoOHOZaTe/NbCTBOM Poccuitickoit degepaumm
nopagke) dapmaueBTUYECKOW CcybCTaHUMKM cnMpTa 3TUIOBOrO (3TaHONA) OpraHM3auMsim OMTOBOM
TOProB/AV NEKAPCTBEHHBIMW CPEACTBAMU HE AONYCKaeTCA.

(yacTb 10 BBeAeHa denepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3kKM dapmaLEeBTUUECKOM CYBCTaHLMM CNMPTa STUIOBOTO (3TaHO/1A) OCYLLECTBAAOTCA C



cobntopeHnem TpeboBaHMIN, YCTAHOBAEHHbIX ab3alem 4eTBepTbiM NyHKTa 3 cTaTbu 9 PepepanvHOro
3aKOHa OT 22 Hosabpsa 1995 roga N 171-®3 "O rocyngapcTBEHHOM peryiMpoBaHMM MPOU3BOACTBA W
obopoTa 3TUNOBOrO CNMpPTa, aNIKOTONIbHOM M CNUPTOCOAEPIKALLEN MPOAYKUMM U 06 OrpaHnyYeHum
notpebaeHus (pacnuTna) aNKkoronbHOM NpoayKumn".

(yactb 11 BBeaeHa PegepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

CtaTba 46. MapKUpOBKa NEKAaPCTBEHHbIX CPEACTB

1. /lekapcTBeHHble npenapaTbl, 32 UCKAOYEHMEM NIeKAapPCTBEHHbIX MPEenapaTtoB, M3rOTOBAEHHbIX
anTe4yHbiMn OpraHn3aumamun, BeTepUHapPHbIMKU aNTe€YHbIMKU OpPraHuU3aumnamum, UWHAUBUAYAZTbHbIMU
npegnpuHnmarenamm, umerwwmmm nULEH3N0 Ha cbapmau,eBTquCKy}o AOEATENNIbHOCTb, AO0JIXKHbI
nocTtynaTtb B 06pau.|,eHV|e, ecnu:

1) Ha wuXx nNepBMYHON YyMAKOBKE (3@ MWCKNIOYEHMEM MEPBUYHOM YMAKOBKU NEKAaPCTBEHHbIX
pacTUTENbHbIX NPEMNAPaTOB) XOPOLIO YMTAaEMbIM LWPUPTOM Ha PYCCKOM A3bIKE YKaszaHbl HAMMEHOBaHME
NIeKApCTBEHHOrO nNpenapata (MeXAyHapogHoe HenaTeHTOBaHHOE, WAM  FPYMNNUMPOBOYHOE, WU
XMMMYECKOE, N TOProBoe HaMMeEHOBaAHWE), HOMep Cepuu, AaTta BbiNycKa (419 UMMYHOBMONOTNYECKNX
JIeKAPCTBEHHbIX MPEnapaToB), CPOK FOAHOCTU, AO3UPOBKA WAM KOHLEHTpaums, obbem, aKTMBHOCTb B
eauMHNLAX AEeNCTBUA UM KONMYECTBO 4,03;

(B peq,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2) Ha UX BTOPUYHOI (NOTPEBUTENbCKOM) YNAaKOBKE XOPOLLO YNTAaEMbIM LLPUGTOM Ha PYCCKOM A3blKe
YyKa3aHbl HaMMeHOBaHME JIeKapCTBEHHOro npenapata (MeXKAyHapo4HOEe HenaTeHTOBaHHOe, WM
rpynnMpoBOYHOE, WM XMMMYECKOE W TOProBOe HaMMEHOBaHWS), HaMMeHOBaHWEe NPOWU3BOAMUTENA
JIeKapCcTBEHHOTO NMpenapaTta, HOMepP CepuK, AaTa BbiNycKa (418 UMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapaTos), HOMEpP PErncTPaLMoOHHOIO YAOCTOBEPEHWUA, CPOK FOAHOCTU, CMOCO6 MpPUMEHEHMUS,
O03MPOBKA WM KOHUEHTpauus, o6bem, aKTUBHOCTb B €4MHMLAX AeWCTBUA MO0 KONMYecTBO 403 B
YyNaKOBKe, IeKapCcTBeHHan Gpopma, yCIoBMA OTMNYCKa, YCI0BUA XPaHEHUS, NpeaynpeanTesibHblie Hagnucu.
(8 pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 01 22.12.2014 N 429-93)

2. dapmaueBTUYeCKME CyBCTAHUMKM [OMKHbI MOCTyNaTh B obpalleHne, ecim Ha UX NepBUYHOM
YyNaKOBKe XOPOLLIO YMTaeMbIM LPUPTOM HA PYCCKOM A3bIKE YKa3aHbl HAMMeHOBaHMe GapMaLLeBTUYECKON
cybCcTaHUMM (MeXAyHapoAHOe HEeMaTeHTOBAHHOE, AN TPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBoe
HaMMeHOBaHM1sA), HaMMeHOoBaHWe NpounsBoauTena GpapmaueBTUUYECKOl cybCcTaHLMKM, HOMep cepun 1 gata
N3roTOBNEHWA, KOIMYECTBO B YMAKOBKE U e4UHMULbl U3MEPEHUS KOMYECTBA, CPOK FOAHOCTU U YC/I0BUA
XpaHeHuA.

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

3. JleKapcTBeHHbIe CPeACTBa B KaYeCTBe CbIBOPOTOK AO/IXKHbI NOCTYNaThb B 0bpalleHue ¢ ykazaHuem
MBOTHOTO, N3 KPOBM, N1a3Mbl KPOBM, OPraHOB 1 TKaHel KOTOPOro OHW NOJyYEeHbl.

4. Ha BTOpUYHYIO (NOTPEBUTENBCKYIO) YNAaKOBKY NeKAapCTBEHHbIX CPeACTB, NOJIYYEeHHbIX U3 KPOBY,
nnasmbl KPOBM, OPraHOB U TKaHEn 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 BTOPUUHYIO (MOTpebuTenbCcKyo) yNnakoBKy paanodapman,eBTUYecKmX
NIeKapCTBEHHbIX CPeACTB AO/IKEH HAHOCUTLCS 3HAK PAAMALLMOHHON ONACHOCTMY.

6. Ha BTOpMYHYO (NOTPEBUTENbCKYIO) YNaKOBKY FOMeOoNnaTUYecKUX NIeKapCTBEHHbIX NpenapaTos
[0/1>KHa HaHOCKTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpWYHYylO (NOTPebUTeNbCKylo) YMAKOBKY JIEKAPCTBEHHbIX PACTUTE/IbHBLIX MpPenapaTos
AONKHa HAHOCUTBLCA Hagnuchk: "MpoayKuma npowia pagmaLmMoHHbIA KOHTPOAL".

8. Ha nepBUYHYO YNaKoBKY (ecnun AN 3Toro CywecTByeT TeXHUYECKan BO3MOXKHOCTb) U BTOPUYHYHO



(noTpebutenbckyo) ynakoBKYy /IEKApPCTBEHHbIX MPenapaToB, MNpeAHa3sHaYeHHbIX ANA  KAMHUYECKUX
nccnenoBaHUM, A0NKHA HAHOCUTBLCA HaANKUCh: "N KAMHUYECKUX nccnenoBaHunin®.
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBKa /IeKapCTBEHHbIX CPeACTB, MpPeAHa3sHAYeHHbIX WCKAUYUTENbHO A8 3KCMopTa,
MapKMpyeTcs B COOTBETCTBUM C TPEOOBAHUAMM CTPAHbI-MMNOPTEPA.

10. Ha TpaHCnopTHyl Tapy, KOTopas He npegHa3sHadyeHa Ana noTtpebuteneir M B KOTOPYlO
NOMELLLEHO NleKapCTBEHHOE CPEeACTBO, AOJ/IKHA HAHOCUTLCA MHPOPMaLMA O HAUMEHOBAHWM, Cepumn
JIEKAapCTBEHHOIO CPeacTBa, AaTe BbIMYCKa, KOIMYECTBE BTOPUUHbLIX (MOTPEObUTENbCKMX) YNaKoOBOK
NleKapCTBEHHOro cpeacTsa, NpousBoauTeNEe NIEKAPCTBEHHOrO CpeacTBa C YKa3aHMEeM HaAaUMeHOBaHUA U
MECTOHAXOAEHUS MPOU3BOANTENA NEKAPCTBEHHOIO cpeacTBa (agpec, B TOM YMcae cTpaHa u (nam) mecto
Npou3BOACTBa /IEKAPCTBEHHOIO CPEeACTBa), a TaKKe O CPOKe roAHOCTU SIeKapCTBEHHOrO CpeacTsa U 06
YC/IOBUSAX €r0 XPaHEHUA U NEPEBO3KKU, HEOBX0ANMbIE NpeaynpeanTesibHble HaANUCU U MaHUMYAATOPHbIE
3HaKMW.

11. Ha nepBUYHYIO YNAKOBKY M BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB
AN BETEPMHAPHOIo NPUMEHEHMA [ONXKHA HAHOCUTLCA Haanuck: "[na BeTepUHAPHOro NpuMeHeHua".

12. Ha BTOpuYHylo (NOTPEBUTENbCKYIO) YNaKoBKY JIEKapCTBEHHOro npenapata HaHOCUTCA
LUTPUXOBOWM Koga,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIUIO U BbIBO3 NIEKAPCTBEHHbIX CPEACTB
M3 POCCUMACKOWN ®EQEPALUU
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAAOK BBO3a JIeKApCTBEHHbIX cpeactB B Poccuiickyio Pepepauuio M BbiBO3a
JIeKapCcTBeHHbIX cpeacTB U3 Poccuiickoin depepauumn
(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. BBO3 neKapcTBeHHbIX cpeacTs B Poccuiickyio depepaumio ocyllecTBaseTcA B MOpAAKe,
ycTaHosiieHHom [lpasutenbctBom Poccuitickolt ®depepaumu, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOAAaTeNbCTBOM TaMOXEHHOro coto3a B pamkax EBpA33C (ganee - TaMoOMKeHHbIN coto3) U (naum)
3aKoHogaTenibcTBom Poccuiickon Peaepalmm o TamoXKeHHOM aene.

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

Mpumevarue.

[o 31.12.2023 poCCMNCKMM NPOU3BOAUTENAM Pa3pPELLEHO B YBEAOMMUTE/IbLHOM MOPAAKE BBO3UTb He
BHECEHHble B peecTp ¢apmaueBTUYECKME CyOCTAHUMW A8 BETEPUMHAPHOrO NPUMEHeHMA Ans
NpPOM3BOACTBA 3apErMCTPUPOBAHHbIX JIEKAaPCTBEHHbIX cpeacTs (MoctaHosneHMe MpasutenbcTsa PO oT
12.03.2022 N 353).

2. BBo3umble B Poccuiickylo deaepaumio IeKapcTBEHHbIE CPeAcTBa AOJIXKHbl COAep!KaTbCA B
rocyfapcTBEHHOM pPeecTpe IeKapCTBEHHbIX CPeACTB.
(B pen. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-3, o1 27.12.2019 N 462-d3)

3. JonyckaeTca BBO3 B Poccuiickyto Peaepaumio KOHKPETHOM NapTUK 3aperncTpUpPoBaHHbIX U (Mn)
He3aperMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX CPeACTB, MpefHasHayeHHbIX 417 NPOBeAEeHUA KAMHUYECKUX
McCNefo0BaHWU JIEKAPCTBEHHbIX MPEnapaToB, MPOBEAEHUA 3KCMEepPTU3bl JIEKAPCTBEHHbIX CPeacTB A/
OCYLLECTB/IEHUSA TOCYAAPCTBEHHOM PErucTpaumm JNeKapcTBEHHbIX NPEnapaToB WMAM A/A  OKasaHusA
MEAMLMHCKOW MOMOLWM MO KM3HEHHbIM MNOKA3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUM
paspelleHmns, BblAaHHOTO YNO/JHOMOYEHHbIM ¢eaepanbHbIM OPraHOM MCMOAHUTENbHOM BAACTM MO
3aAB/IEHNAM /ML, YKa3aHHbIX B cTaTbe 48 Hactosuwero deaepanbHOro 3aKoHa. PaccmoTpeHue Takoro



3aABMIEHMA U MPUHATME pEeLEeHMA O Bblgaye pa3peleHMa Ha BBO3 KOHKPETHOM napTuu
3aperncTpUpPoOBaHHbIX U (MAKN) HE3aPErUCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX 45
NpoBeLEeHMA KNMHUYECKMX MWCCNEeA0BaHMIA JIEKAPCTBEHHbIX MNPENapaToB, MNPOBELEHMA 3KCNEepTM3bI
NIEKapCTBEHHbIX CPeacTB  AAA  OCYWECTBAEHMA [OCYAAPCTBEHHOW  PErncTpaumm  JeKapCTBEHHbIX
npenapatos MaAM AnAa OKasaHUA MGLI,VILI,VIHCKOVI nomouwmn no *M3HeHHbIM MNOKa3aHUAM KOHKPETHOro
naumeHTa 1Mbo 06 oTKase B BblAaye YKa3aHHOMo paspeLleHnsa NPOoM3BOAATCA B CPOK, HE NPEBbILLAMOLLNIA
nAaTn pabounx aHen. MNnata 3a BblAaYy YKa3aHHOTO paspeLleHna He B3MMAETCS.

(B pea. PegepanbHoro sakoHa ot 06.12.2011 N 409-$3)

MpnmeyvaHue.
C01.01.2024 4. 3.1 cT. 47 yTpauusaet cuny (P3 ot 27.12.2019 N 475-93).

3.1. JonyckaeTca BBO3 B Poccuiickyto Pepepaumnio KOHKPETHOM NApTUM HE3apPerncTpupoBaHHbIX
NIeKAPCTBEHHbIX MPENApPaToB, COAEPKALMX HAPKOTUYECKME CPeacTBa MM NCUXOTPONHbIE BELLECTBA, B
nopaake, yctaHosneHHom [pasutenbctBom Poccuitickon depepaumnun, AnA OKasaHMA MeaULMHCKOM
MOMOLLM MO KM3HEHHBIM MOKa3aHUAM KOHKPETHOIO NauMeHTa WAW Tpynnbl NALUMEHTOB B C/y4vae, ecau
MMeeTcA pelleHne BpayebHON KOMUCCUMM MEOUUMHCKOM OpraHu3aumm o HedahpPeKTUBHOCTU UAn
HEBO3MOXHOCTU MPUMEHEHMUA Y KOHKPETHOrO MalMeHTa WMHbIX 3aperncTpMpoOBaHHbIX SIEKAPCTBEHHDIX
npenapaToB, B TOM YUC/IE COAEPKALLUX ApYrue AeNCTBYlOWME BelwecTBa, U 0 HeobxoauMmMocTM BBO3a
onpeaeneHHOro  He3aperuMcTPUPOBaHHOIO  NEKAPCTBEHHOrO  npenapata C  yKasaHMemM  ero
MEXAYHapOAHOro HenaTeHTOBAHHOro (MM XMMWYECKOro, WAM TPYMMnMPOBOYHOr0) HaMMEHOBaHMA,
dopmbl  BbiNycKa M KosnuyectBa. [lepevyeHb 3aboneBaHUM U COCTOSHUM W COOTBETCTBYIOLLUX
JIeKapCTBEHHbIX MPENapaToB, COAEPKALLNX HAPKOTUYECKMNE CPEACTBA M NMCUXOTPOMHbIE BELLLECTBA, B LEenax
OCYLLECTBNEHNA WX BBO33a B COOTBETCTBUM C TPeOOBAHUAMM HACTOALWEN YACTU YTBEPNKAAETCH
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHOW BAACTM.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

3.2. Jo 31 pekabps 2024 roaa AonyckaloTcs BBO3 Ha TeppuTtoputo Poccuiickon deaepauum u
obpauieHe B Poccuiickon Pepepaumm ¢ y4eTom OcOBeHHOCTEN, YCTaHOBAEHHbIX [paBUTENBCTBOM
Poccuinckot depepaumn, 3aperuMcTpUpoBaHHbIX NIEKAPCTBEHHbBIX MpenapaToB Aaa MeOULMHCKOro
NPUMEeHeHMA B YNaKOBKaX, NpeAHa3HauYeHHbIX 417 00paLLeHMA B MHOCTPAHHbIX FOCYAapcTBaXx, B Cayyae
AedeKTypbl JIEKapCTBEHHbIX MPENnapaToB WAW PUCKa ee BO3HWKHOBEHWS B CBA3W C BBEAEHMEM B
OTHOLWeHnn Poccuinckoit Pepepaumm orpaHNYMUTENbHBIX MEP 3KOHOMMYECKOTO XapaKTepa npu YCA0BUK
COOTBETCTBMA BBO3MMbIX JIEKAPCTBEHHbIX MNpenapaTtoB TpeboBaHMAM, YCTAHOBAEHHbIM NpPU  UX
perucTpaumnn, 3a UCKIYEHUEM TpeboBaHUN K NepBUYHOIM YNaKoBKe, BTOPUYHOM (NoTpebutenbckon)
YNaKOBKe, a TaKX¥e MpM HaiMuum Ha BTOPUYHOMN (NOTpebuTenbCKoi) ynaKoBKe JIeKapCTBEHHbIX
npenapaToB, Haxo4ALLMXCA B O0OpaLLEHUM, CAMOK/AeALWEencs 3TUKETKMU, comepKalwein MHpopmaumioo o
JIeKapCTBEHHOM NpenapaTte Ha PyCCKOM A3bIKe.

(yactb 3.2 BBegeHa PeanepanbHbiM 3aKoHOM OT 26.03.2022 N 64-d3; B pes. GegepanbHOro 3akoHa ot
19.12.2022 N 519-93)

4. B Poccuiickyto desepaumio MOXKHO BBO3WTb JIEKAPCTBEHHbIE CPEACTBA, KauyecTBO KOTOPbIX
NOATBEPXKAEHO CepTUPMKATOM MNPOM3BOOMTENSA  JIEKAPCTBEHHbIX CPEACTB,  YA0CTOBEPAIOLMM
COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM hapMaKoneiHbix cTaTen AMbo B cayyae
NX OTCYTCTBMA HOPMATMBHOMN AOKYMEHTALMN MU HOPMATUBHOIO AOKYMEHTA.

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

5. 3anpeuwaeTca BBo3 B Poccuiickyto deaepauuto ¢panbcUbMLMPOBaAHHbIX 1EKAPCTBEHHbIX CPE/CTB,
Hef06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAhAKTHbIX IEKAPCTBEHHbIX CPEACTB.
(B pen. PegepanbHoro sakoHa ot 06.12.2011 N 409-$3)

6. CDal'IbCI/Id)I/ILI,I/IDOBaHHbIe NEeKapCTBEHHbIE CpeacTBa, HEAO6pOKa‘4€CTBeHHbIe NEeKapCTBEHHDbIE
cpeactBea nogsiexat U3bATUO U nocneayrowemy YHUUHTOXKEHUIO NN BbIBO3Y U3 Poccuinckoi CDe,u,epau,MM,
KOHTpad)aKTHbIe NEeKapCTBEHHbIE CPeACTBa - U3DATUIO U NOoCneayroWweMy YHUUTOXKEHUNIO. YHUUYTOXKEeHne



unn  BbiBO3 M3 Poccuiickoit  Pepepaunn  PanbCMPUUMPOBAHHDBIX  IEKAPCTBEHHbIX  CPEACTB,
HefO0bOpPOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPAdaKTHbIX  NEKAPCTBEHHbIX  CpeacTs
OCYLLECTBNAETCA 3@ CYET /iMua, OCYLLeCcTBMBLUEro WX BBO3. [lOpAAOK YHUUTOXKEHMA WU3BATLIX
danbcndUUMPOBaAHHBIX JIEKAPCTBEHHbIX CPEACTB, Hen0bpOoKayecTBEHHbIX JIEKAPCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX IEKAPCTBEHHbIX CPeACTB ycTaHaBAMBaeTcA MNpasutensctsom Poccuiickomn deaepaumn.

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

7. Jnua, ocywecteasowme BBo3 B Poccuitckyto  Degepaumio  danbcudULMPOBAHHbBIX
JNIEKApCTBEHHbIX  CPeacTB, HeaobpOKauyeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEeACTB,  KOHTPadaKTHbIX
JIEKapCTBEHHbIX CPeaCTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOMKEHHbIM 3aKOHOZATEe/IbCTBOM
TamorKeHHOoro coto3a 1 (M1u1) 3akoHoaaTenbcTBOM Poccuinckoit enepaLumm 0 TaMOXKEHHOM gene.

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

8. BbIBO3 IEKAPCTBEHHBIX CpeacTB n3 Poccuiickoit Gegepaumm ocylecteaseTca 6e3 npMmeHeHuUs
OrPaHWYEHUIN, YCTAHOB/IEHHbIX TAMOMEHHbIM 3aKOHOAATE/NbCTBOM TaMOMKEHHOro coto3a U (unam)
3aKoHogaTenbCcTBOM Poccuiickoii depepaumm O rocyaapcTBEHHOM PEry/MpoBaHUM BHELIHETOPrOBOM
AeATeIbHOCTU.

(8 pen. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-
®3)

9. BBoZ B rpaxAaHCKMI 060POT SIEKAaPCTBEHHbIX NPENapaToB ANA MeAULMHCKOTO NPUMEHeEHUS,
BBE3eHHbIX B Poccuitckyto Peaepaumio, ocyLecTBAAETCS ¢ cobatogeHnem TpeboBaHUIA, yCTaHOBAEHHbIX
ctaTbel 52.1 HacToswero PeagepanbHOro 3akoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

Mpumeyarue.
C 01.09.2023 cT. 47 gononHsietca Y. 10 (®3 o1 02.07.2021 N 317-$3). Cm. byayuLyto peaakumio.

Cratba 48. lOpuguueckMe nuuUa, KOTOpbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeacT8 B
Poccuiickyio Pepepauuio
(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Peaepaumio MoryT BBO3UTL:
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npon3ssoauTenn NEKApPCTBEHHbLIX Cpeacts AON1A u,enel7| COBCTBEHHOrO npon3ssoAacTBa
NNeKapCTBEHHbIX CPeacTs;

2) WHOCTpaHHble pPa3pPaboOTUMKM NEKAPCTBEHHbLIX CPEACTB M MHOCTPaHHble MNPOW3BOAMUTENN
NeKapCTBEHHbIX CPEACTB MW ApYyrue IopUaUYeckue anua no nopydeHuto pa3paboTumka NekapcTBEHHOMO
cpeacTBa 4/1A NPOBeAEeHUA KANMHMYECKMX UCCNeAO0BaHMI eKapcTBEeHHOro npenapata, OCyLLeCTBAeHMS
rocyfapCTBeHHON  perncTpauumn  JeKapCcTBEHHOro npenapata, BKAlYeHMAa  dapmaLeBTUYecKom
cybCTaHUMM B FrOCYLapPCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPeACTB, KOHTPOA KayecTBa JIeKapCTBEHHbIX
CPeACTB NP HANMYUK PaspeLleHmns YNoJHOMOYEHHOro ¢peaepanbHOro opraHa UCNONHUTENbHOM BAAcTH
Ha BBO3 KOHKPETHOM NapTUM NIeKapCTBEHHbIX CPEeACTB;

3) opraH13auuMmn ONTOBOM TOProB/AN EKAPCTBEHHbIMU CPeaCcTBaMU;

4) HayyHO-uUCCNedoBaTe/IbCKME OpraHM3auumn, obpa3oBaTesibHble OpraHuM3auMM  BbICLLIEro
06pa3oBaHNA, NPOU3BOAMTENIN JIEKAPCTBEHHbIX CPEeACTB Aas pa3paboTKM, MUcciedoBaHMI, KOHTPOAA
6e30MacHOCTM, KayectBa, 3O(DEKTUBHOCTM JIEKAPCTBEHHbIX CPEACTB MPU  HaAMYMKM  paspelleHus
YMO/AHOMOYEHHOTO defepasbHOro opraHa UCNOSHUTEIbHOW BAACTK;

(B pen. PegepanbHoro sakoHa ot 02.07.2013 N 185-93)



5) meaMuUMHCKME opraHn3aLmm, MHble YKasaHHble B NyHKTax 1 - 4 HacToALWen cTaTby OpraHM3aumnn
AN5 OKa3aHUA MeANLNHCKOW NOMOLLM MO }KU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Npu HaiMuuu
pa3spelleHuna ynoaHoMmo4YeHHoro deaepanbHOro opraHa UCMNONHUTENIbHOM B1IaCTM Ha BBO3 KOHKPETHOM
napTUK SeKapCTBEHHOrO MpenapaTa, Bbl4aHHOrO B YCTAaHOBAEHHOM Nopsaake B popme 31eKTPOHHOrO
AOKYMeHTa, NoANNCAHHOIO YCUEHHOM KBaAMUUMPOBAHHOM 31EKTPOHHOM NOANUCHIO;
(B pen,. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

MpnmeyvaHue.
C01.01.2024 n. 6 cT. 48 yTpauusaet cuny (®3 ot 27.12.2019 N 475-P3).

6) rocyaapCTBeHHbIE YHUTApHbIe NPeAnpPUATUA, UMYLLECTBO KOTOPbIX HaxoauTca B deaepanbHolM
cobCcTBEHHOCTH, onpeaensemble MNpasuTenbctBom Poccuiickon Pegepaumm, B YacTn BBo3a B Poccuinckyto
depepaunto He3apPerncTpPUpPOBAHHbIX JIEKAPCTBEHHbIX MNPenapaToB, COAEPXKAWMX HapPKOTUYECKME
CpeacTBa WM MCUXOTPOMHbIE BELLeCTBA, AAS OKasaHMA MEeAULMHCKOM MOMOLM MO KU3HEHHbIM
NOKa3aHMAM KOHKPETHOro nauueHTa uau rpynnbl NaLMeHToOB B COOTBETCTBMM C YacTbto 3.1 ctatbu 47
HacToAwero ®eaepasbHOro 3aKOHa.

(n. 6 BBeaeH dPepepanbHbim 3aKOHOM 0T 27.12.2019 N 475-03)

Cratba 49. [lokymeHTbI, NpeacTaBAseMble B TAMOXKeHHble opraHbl Poccuiickoii ®egepaumnm npm
BBO3€ JIeKapCTBeHHbIX cpeacTs B Poccuiickyto deaepauuto
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. Mpu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuitckylo Pepepaumio B TaMOXKEHHbIE OpraHbl
Poccuiickor ®depgepaumm  Hapagy C  AOKYMEHTaMM, npeacTaBleHMe KOTOpbIX MNpeaycMOTPeHo
TaMOKEHHbIM 3aKOHOZaTeNbCTBOM TaMOMKEeHHOro coto3a M (MaM) 3aKoHopaTenbcTBOM Poccuiickol
depepaunn o TaMOXKEHHOM Aene, NPeacTaBAAOTCA cieayolwme A0OKYMEHTbI:

(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) cepTudMKaT NpPoOU3BOAUTENA J/IEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIN COOTBETCTBUE
BBO3MMOIO JIeKapCTBEHHOrO cpeactBa TpeboBaHMaM dapmaKkoneliHoi ctaTbu nMbo B Ciyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTAUMMN UAN HOPMATUBHOIO AOKYMEHTA;

2) paspelieHne ynosHOMOYEeHHOro deaepanbHOro opraHa WCNOAHWTENbHOM BAAacTM HA BBO3
KOHKPETHOM MapTMM NeKapCTBEHHOrO CPeACcTBa B CAy4YasX, YCTAHOB/EHHbIX 4acTblo 3 cTatbu 47
HacTosero PeaepanbHOro 3aKoHa.

2. JOKYMeHTbl, yKasaHHble B MyHKTax 1 M 2 yactk 1 HacToAlel cTaTbM, NPeacTaBAAloTCA B
TaMOMKeHHble opraHbl Poccuiickoinnt ®eaepaumm nNpu NPUBLITUM NeKapCTBEHHbIX CPeACTB B PoCCUICKYIO
depepaumio.

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

Cratba 50. BBO3 NneKapCTBEHHbIX npenapatoB B Poccuiickyio dPegepaumio s ANYHOrO
MCNOJ/Ib30BaHUA U MHbIX HEKOMMEPYECKUX LUesiel, a TaKKe ANA UCNONb30BaHMA Ha TeppuTopum
MeXAYHapPOoAHOro MeAULMHCKOro Knacrepa
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-3, o1 29.06.2015 N 160-3)

1. JlekapcTBeHHble npenapatbl MoryT 6biTb BBE3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpesyCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacToAwero PegepanbHOro
3aKOHa, ec/I1 OHW NpeaHasHayeHbl gNA:

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

1) AMYHOrO UCNONb30BaHUA GU3NYECKMMU IMLLAMU, NPUbbIBLIMMM B Poccuiickyto Peaepaumto. Mpu
3TOM BBO3 B Poccuiickyto ®epepaumio ekapcTBEHHbIX NPENapaTos, cogepiKallmx CUNbHOLENCTBYOWMNE
1 (Mn) AJ0BUTbIE BELLECTBA, BK/IOYEHHbIE COOTBETCTBEHHO B CMMCOK CU/IbHOLENCTBYHOLMX BELLECTB A5



Lenen yronoBHOro 3akoHoaaTenbcTea Poccuiickon deaepaumm n B CNMCOK A40BUTbIX BELLLECTB A1 Lienen
YronoBHOroO 3aKoHoAaTenbcTBa Poccuiickoit deaepaumu, yreep:kaeHHble MNpaButensctBom Poccuiickoin
depepaunn, ocyLleCcTBASETCA NPU HaAUMYUN [JOKYMEHTOB (3aBEPEHHbIX KOMWI [OKYMEHTOB WU
3aBEPEHHbIX BbIMUCOK M3 HUX), NOATBEPXAAOLWIMX Ha3HayeHne U3NYECKOMY JIULY YKa3aHHbIX
JIeKapCTBEHHbIX MpPenapaToB (3a UCKAOYEHWEM JIeKapCTBEHHbIX NpenapaTos, 3aperncTpMpPoBaHHbIX B
Poccuiickoit depepaumm n otnyckaembix B Poccuinckon depepaumnm 6e3 peuenta Ha NeKapCTBEHHbIN
npenapar). MoaTeepKaatowme AOKYMEHTbI (MX 3aBepeHHbIe KOMUU AN 3aBEPEHHbIe BbIMUCKN U3 HUX)
OOJ/IKHbl coaeprkaTb CBeAEeHMA O HAWMMEHOBAHWMM W KOJIMYECTBE HA3HAYEHHOro J/IeEKAapPCTBEHHOro
npenaparta. B cnydyae, ecnn noaTBep:KAatoliMe AOKYMEHTbl (MX 3aBepPeHHble KOMUM UM 3aBepeHHbIe
BbINMUCKM U3 HMUX) COCTaBAEHblI HA MHOCTPAHHOM fA3blKe, K HUM MpuaaraeTca HoTapuasibHO 3aBEPEHHbIM
nepeBog, Ha PYCCKUI A3bIK;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wvcnonb3oBaHMA pPabOTHMKaMM  AUNAOMATMYECKOro Kopryca MWAM  NpeactaButenamu
MeXayHapoaHbIX OpraHn3aLuii, akkpeaMToBaHHbIX B Poccuiickoli ®eaepaunu;

3) neyeHUs NaccakKMpoB W YNEHOB 3KMMAXKeh TPaHCMNOPTHbIX CPeAcTs, noesgHbix bpurag u
BOAMTE/IeN TPAHCMOPTHbIX CPeacTs, NpMbbiBWNX B Poccuiickyto Pegepauuto;
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

4) neyeHUA Y4aCTHMKOB MENKAYHAPOAHbIX KY/IbTYPHbIX, CMOPTUBHbLIX MEPONPUATUI U Y4aCTHUKOB
MEXKAYHAPOAHbIX 3KCNeaANLUMIA;

5) neyeHMA KOHKPETHbIX IKMBOTHbIX B 300MapKax, 300Cafax, UMPKax, OKeaHapuymax,
AenbdUHapUAX, NEeYEHUA OMKUX KUBOTHbLIX, MOCTOAHHO MAM BPEMEHHO HACENAIOWMX TEPPUTOPUIO
Poccuiickolt depepaumm, HaxoAAWMXCA B COCTOSHWUWM €CTEeCTBEHHOM CBOGOAbI M MPUHAANENKALWMX K
BMAAM, 3aHeceHHbIM B KpacHylo KHury Poccuiticko depepaumm U (ManM) KpacHble KHUMM cyObeKkToB
Poccuiickolt depepaumn, a TakKe KUMBOTHbIX, BBO3UMbIX B Poccuiickyto Pepepaunio gns yyactus B
CNOPTUBHbIX M 3PE/INLLHBIX MEPONPUATUAX;

(8 pea. PegepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, ot 02.08.2019 N 297-3)

6) MCNO/Ib30BAHUA HA TEPPUTOPUN MEKAYHAPOAHOTO MEAMLMHCKOTO Knacrepa.
(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 29.06.2015 N 160-93)

2. B ciyyasnx, npesyCMOTPEHHbIX YacTblo 1 HacToAwel cTaTbu, AOMNycKaeTcs BBO3 B Poccuiickyto
denepaumio NeKaPCTBEHHbIX MPENAPATOB, HE 3apPerncTPUPOBaHHbIX B Poccuiickon deaepaumu.
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

3. /lekapCTBEHHble NpenapaThbl, NpeAHa3HaYeHHble A8 'YMaHUMTapHOW nomolum (coaencTeuns) nnm
nomMoLWM NpM YpesBblYalHbIX CUTyauumax, BBO3ATcA B Poccuickyto Pegepaumio B  Nopsgke,
ycTaHoBneHHom [lpasuTtenbctBom Poccuitickon ®Pepepaumn. 3anpewaetcs BBO3 B POCCUMCKYHO
depepaunto  He3apPErnMCTPMPOBAHHbLIX  JIEKAPCTBEHHbIX  MpenapaTtoB, NpeAHa3HayeHHbIX  AnA
ryMmaHUTapHOM NomoLy (CoaencTBmA) am NoOMOLM NPU Ype3BblYaHbIX CUTYaLMAX.

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

Cratba 51. CoTpygHuuectso pegepaibHOro opraHa UCNOJTHUTEIbHOM BAACTU, YNO/ITHOMOUYEHHOTO
B 06/1aCTM TaMOXKEHHOIO0 Aena, U APYrux yNnolHOMOUYeHHbIX peaepanbHbIX OpraHOB UCNOHUTENbHOMM
BAACTH

1. YnonHomoueHHble d)e,a,epaanble OpraHbl WCNOJIHUTENbHOW BNAaCTU npeaocrtaBsiAlOT B
pacnopAaxeHmne d)e,u,epaanoro OpraHa NCNONHUTENbHOM B/N1aCTHn, YMNOJIHOMOYEHHOIO B obnactu
TaMOXEHHOIro Jaena, I'OCYAapCTBeHHbIﬁ peecTp NneKapCTBeHHbIX CPeancTtB, a TaKXKe MHd)OpMaLI,MIO 0}
BblaHHbIX pa3peweHnax Ha BBO3 KOHKpETHOﬁ napThn  NeKapCTBeHHbIX Cpeacrts B Cay4dadx,
YCTAHOB/IEHHbIX 4YaCTblO 3 ctaTbu 47 HacToAwero dDep,epaanoro 3aKOHa.



2. ®epepanbHblii OpraH UCNOAHUTENbHOW BNACTU, YNOSHOMOYEHHbIA B 06/1aCTM TaMOXKEHHOro
nena, MHopMMpyeT yKasaHHble B YacTU 1 HacToALWEN CTaTbh YNONHOMOYEHHbIE deaepasibHble opraHbl
WCNOJIHUTENbHOW BNAacTM O BBO3E JIeKAapPCTBEHHbIX cpeacTB B Poccuitickyio dPepepaumnio u BbiBO3e
NleKapcTBeHHbIX cpeacTs u3 Poccuiickonn Pepepaummn no popme n B NopagKe, KOTOpble YCTAHOB/EHDI
Mpasutensctsom Poccuiickoin Peaepaymn.

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

Fnasa 10. PAPMALEEBTUYMECKAA AEATE/IbHOCTDb
CraTtbsa 52. OcyuwiectBneHne papman,eBTUHECKON AeATeNbHOCTU

1. dapmaueBTMYECKaAA [AOeATENbHOCTb OCYLLECTBAAETCA OpPraHu3aumMamu ONTOBOM TOProsBau
NIeKapCTBEHHbIMU  CpeacTBamMM,  anTeYHbIMM  OpPraHU3auMAMM,  BETEPUMHAPHBLIMMU  ANTEYHbLIMMU
OpraHM3aunamm, MHAMBNAYANbHBIMM npegnpuHUMaTeNnAMum, UMeEoLUMM JINLLEH3MIO Ha
dapmaLeBTUUECKYIO AeATeNbHOCTb, MEAUUMHCKUMM OpraHu3aumamm, UMEWMMN NULEH3NIO Ha
dapmaLeBTMUECKYIO AeAaTenbHOCTb, U WMX 060cobneHHbIMW nogpasgaeneHusmmn  (ambynatopusamu,
denbawepckumm n  GenbalepcKko-akyLEePCKUMM  MYHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpayebHOol (cemeliHOM) NMpaKTUKK), PaCNONOMKEHHbIMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aunm, U BETEPUHAPHLIMU OPraHM3auMAMU, UMEOLWMMM NNLEH3UIO HA
$apmaLeBTUHECKYIO AeATENbHOCTb.

(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusnyeckme AMUa MOTYyT OCYLEecTBAATb (papMaLLeBTUYECKYIO AEATENbHOCTb MPU Hanuumm
BbiCLLErO WAM cpeaHero ¢apmaueBTUYEecKoro obpasoBaHuMAa U cepTudMKaTa crneumanncta ambo
NPONAEHHOMN aKKpeaUTauMM Cneunanncta, BbICLLEro WAW cpeaHero BeTepMHapHOro obpasoBaHusA U
cepTudmMKkata cneumanncra AMbo NPorAEHHOM aKKpeauTauuMu Crneuuanunucta, a TaKXKe BbICWEro Wam
cpeAHero meauuUMHCKOro obpasoBaHusa, cepTudmkarta cneumanmcta aMbo npoiaeHHON akKpeauTauum
CNeumnanncTa u AoNoJAHUTENbHOTO NPOdEeccCMoHaNbHOro 06pa3oBaHUA B 4acTM PO3HUYHON TOProBAM
JIEKapCTBEHHbIMM Npenapatamn  ans MeAUUMHCKOro MNpPUMEHEHMA NpU YCnoBUM KX paboTbl B
060c061eHHbIX NOAPa3AeNEeHUAX MEANLMHCKMX OpraHM3auUniA, YKasaHHbIX B YacTU 1 HacToALLEN CTaTbu.
(yacTb 2 B peq. depepanbHoro 3akoHa ot 28.04.2023 N 149-93)

MpumeyaHwue.

JlekapcTBeHHble npenapaTbl 4158 MeAULNMHCKOro MPUMEHEH A, BBEAEHHbIE B Fpa*KAaHCKnii 060opoT Ao
29.11.2019, noanexat xpaHeHUo, NnepeBoO3Ke, OTNYCKY, peanmsauumn, nepegaye, NpUMeEHeHUo A0
ncTeyeHnn cpoka ux rogHoctm (©3 ot 28.11.2018 N 449-93).

Cratba 52.1. BBoA, B rpaXkAaHCcKuii 060poT NeKapcTBEHHbIX NpenapaTtoB A8 MeAULMHCKOro
npuMmeHeHus
(eBepeHa degepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepea BBOAOM B rpaxKAaHCKMN 060POT KaxKA0W CepUM UK KaXKaoM NapTUK Npou3BeaeHHOro B
Poccuiickolt ®esepaumm nekapcTBEHHOro NpenapaTta 4na MeanLMHCKOro MPUMEHEHUS, 32 UCK0YEHNEM
MMMYHOBMONOMMYECKUX NIEKAPCTBEHHbIX MPenapatos, MNPOM3BOAMTENb TaKOro /1IEKApPCTBEHHOMO
npenaparta npeacTasaseT B dedepasbHblii OpraH UCNOAHUTENBHOW BAACTU, OCYLLECTBAAIOLWMIA GYHKUMK
Mo KOHTPOMO W Hag3opy B cdepe 34paBoOOXpPaHeHMA, AOKYMEHT MPOU3BOAUTENS NEKAPCTBEHHOMO
CpeacTBa, NOATBEPXKAAIOWMI  KAyecTBO  /IeKApCTBEHHOro  npenapaTta, W MNOATBEPXAEHME
YNO/HOMOYEHHOTO /NLL@ MPOU3BOAMUTENSA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBMSA JIEKAPCTBEHHOMO
npenapata TpeboBaHMAM, YCTAHOBNIEHHbIM NPU €ro rocyAapCTBEHHOW PerncTpaumm.

2. MNepep, BBOOAOM B TParKOAHCKMI 0OOPOT KaxAOW CepuUM WM KarKAOM NapTMM BBO3MMOIO B
Poccuiickyto  depepauuio  JIeKapCTBEHHOro npenapaTta  Aia  MeSUUMHCKOrO  MNpUMeHeHus, 33
UCK/IIOYEHNEM MMMYHODMOIOTUYECKMX JIEKAPCTBEHHbIX MPEnapaToB, OpraHW3aums, OCYLLEeCTBAAOLWAs



BBO3 JIeKapCTBEHHOro npenapata B Poccuiickyto deaepaumio, npeactasnseT B deaepanbHbiii opraH
WUCMO/IHUTENIbHOM  BAAaCTW, OCyWecTBAAWMA  GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3/1paBOOXPaHeHMA, cepTUPUKAT NpoM3BOAMTENA JIEKAPCTBEHHOIO CPeAcTBa, YAOCToBepstoumi
COOTBETCTBME BBO3MMOIO JIeKapCTBEHHOTO NpenapaTta TpeboBaHMAM dpapmaKonenHol cTaTbm, a B c/iyyae
oTcyTcTBMA dapmaKkoneiHon ctaTtbn TpeboBaHUAM HOPMATUBHON AOKYMEHTALMWU, U NOATBEPKAEHUE
npeacTaBuTeNa OpPraHU3aLmMKM, OCYLLECTBAAIOWLEN BBO3 JIEKAPCTBEHHOro npenapata B Poccuiickyto
depepaunto M YNONHOMOYEHHOW MHOCTPAHHLIM  MPOU3BOAUTENEM  JIEKAPCTBEHHbLIX CPEACTB,
COOTBETCTBMA BBO3MMOTFO JIEKAPCTBEHHOrO npenapaTa TpeboBaHMAM, YCTAHOBAEHHbIM MpPU  €ero
rocyfapcTBEHHOM PerncTpaymm.

3. MopsagoK npeactaB/ieHna B COOTBETCTBMM C YacTamu 1 M 2 HacToAwen cTaTbM AOKYMEHTOB U
CBEAEHUA O NEKApPCTBEHHbIX MpenapaTtax, BBOAUMBIX B Tpa*kAaHCKMM 0OOpPOT, YyCTaHAB/AMBAETCS
MpaBuTenbcteom Poccuiickoi deaepaumm.

4. B OTHOLWEHWUM NepBbiX TPex Cepuihd WAM NapTUA NIEKAapCTBEHHOro npenapaTa, BMepBble
npoussegeHHoro B Poccuiickont ®eaepaumm Mam Bnepsble BBO3MMOro B Poccuiickyto Pepepaumtio, B
denepanbHbli OpraH UCMOJIHUTE/IbHOM BNAACTU, OCYLLECTBAAIOWMI GYHKLUM NO KOHTPOJIO M Had30py B
chepe 34paBOOXpPAHEHNSA, AONOAHUTENBHO NPEACTABASETCA NPOTOKON UCMbITAHUI O COOTBETCTBUMN CEPUM
WAM NapTUN JIEKAapPCTBEHHOro npenapata Aas MeAUMLUMHCKOro MPUMEHEHMA MOoKasaTesiAM KayecTsa,
npeaycMoTPEeHHbIM HOPMaTUBHOW [AOKYMeHTauumel (Janee - MPOTOKO/ MCMbITaHUIA), NPOBOAUMBIX
aKKpPeaAMTOBaHHbIMW B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickoit ®epepaumm 06 akkpeautaumm 8
HaUMOHA/NbHOM  cCUCTEME  akKpeauTauuu  deaepasbHbIMM  FOCYAAPCTBEHHbIMU  OHOAMKETHbLIMU
yupexxgeHmamn,  NoaBesOMCTBEHHbIMM  defepasbHOMY  OpraHy  UCMOJHUTENbHOW  BNACTW,
ocyuiecteasowemy GyHKUUM No BbipaboTKe M peanmsaumm rocyaapcTBeHHOM NOAUTUKM U HOPMATUBHO-
NnpaBoBOMY perynMpoBaHuio B cdepe 34paBoOXpaHeHus, U dpeaepasibHOMY OpraHy MCNOAHUTENbHOMN
B/1aCTU, ocylwecTBaaowemy GyHKUUU NO KOHTPOAO M Haa3opy B chepe 3apaBooxpaHeHus. Mopaaok
BblJauM YyKasaHHbIMM deaepanbHbIMU TOCYAaPCTBEHHLIMU BIOAKETHBIMU YYPEXAEHUAMWN [AHHOTO
NPOTOKO/Ma M pa3mep NAaThbl 3a ero BblAayy ycTaHaBamBatoTcs MNpasutenbctBom Poccuiickon Peaepauuu.

5. ExXerogHo He nosgHee 1 ¢peBpana Npons3BoAUTENN NEKAPCTBEHHbIX CPeACTB MW OpraHM3aLmu,
OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Pocculickyio ®egepaumio, npeacraBnsaioT B
denepanbHbIii opraH UCNOMHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBoOOXPaHEHUSA, NPOTOKOA UCMbITAaHWI NOCTYNUBLLEFO B TEYEHME roAa B rpaKkAaHCKunii 060poT
JIEKapCTBEHHOTO MpenapaTa KOHKPETHOro Npou3BOAMTENA (Ha OOHY CEepUI0 KaXKLOoro TOProBoro
HaUMEHOBaHUA C YYeTOM JIEKapPCTBEHHON GOPMbI U L03UPOBKK), NMPOBOAMMbIX aKKPELUTOBAHHbIMU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickolt depepaumm 06 akkpeauTauMym B HALMOHAJLHOM
cUCTeMe aKKpeaMTauum UCMbITaTeIbHbIMK labopaTopuamM (LeHTpamu).

6. [lpou3BoAMTENM NEKapCTBEHHbIX CPeACTB WAM  OpraHuM3aumu, OCYLLeCcTBAAIOWME BBO3
NeKapcTBeHHbIX NpenapaToB B Poccuiickyo depepaumio, He MeHee Yem 3a OAWH rog, A0 NAAHUPYEMbIX
NPMOCTAHOBNAEHUA WAW MNPEeKpalleHna NPOM3BOACTBA NEKAPCTBEHHbLIX NpenapaToB WMAM WX BBO3a B
Poccuiickylo ®depepaumio yBegomnsatoT o6 3Tom depepanbHbli OpraH WCMOJIHUTENbHOW BAaCTy,
OCYLLECTBAAIOLWMIA GYHKLUM NO KOHTPOIIO M Hag3opy B chepe 34paBooxpaHeHusa U dpeaepanbHblii opraH
WCMONHUTENBHOW  BNACTM, OCYLLECTBAAOWMI  OYHKUMM NO  JINLEH3MPOBAHUIO  NPOM3BOACTBA
NeKapcTBEHHbIX CPeacTs.

7. BBoA B rpax4aHCKMii 06OPOT KarKAoW Cepum UAM KaxkaoW NapTMmM MMMYHOBMO0rMYeckoro
NeKapcTBeHHOro npenapaTa, npousseaeHHOro B Poccuiickoit ®eaepaumnn nam BBO3MMOro B Poccuiickyto
denepaumio, OCYLECTBAAETCS HA OCHOBAaHUM paspelleHus, BblgaHHOro denepasbHbIM OpraHom
WCMONHUTENbHOW  BNACTM, OCYLLECTBAAIOWMM OYHKUMM MO KOHTPOMKO W HaAa3opy B coepe
34,paBOOXPaAHEHMs,, HA OCHOBAHWM BbIAAHHOTO ¢eaepanbHbIMU TOCYAAPCTBEHHLIMU BHOOKETHBIMU
YUPEKAEHUSAMMN, YKa3aHHbIMM B YacTW 4 HACTOSLLEN CTaTbW, 3aK/OYEHUS O COOTBETCTBUMM CEPUN WU
NapTMM UMMYHOOMOIOrMYECKOro JIEKapCTBEHHOrO npenapaTa TpeboBaHWUAM, YCTAaHOBEHHbIM MPU ero
rocyfapCTBeHHOM perncrpaumu. Nopagok Bblaaum paspelleHns Ha BBOA B rpaxkgaHCKuin o6opoT cepum
WM NAPTUM UMMYHOBMOIOTMYECKOTO SIEKAPCTBEHHOTO NpenapaTa, a Tak»Ke NopsaAoK BblAaYM YKa3aHHOTO



3aK/Il04EeHNss U pa3mep naatbl 3a ero Bblgadyy YycTaHaBauBatTca [lpaBuTensctBom Poccuinckol
depgepaunn.

8. 3a HenpeacTaBieHWe WAWM HecBOEBPEeMEHHOe npeAcTaB/eHne AOKYMEHTOB W CBeAeHUN,
npeaycMoTPeHHbIX Yactamn 1, 2, 4, 5 1 6 HacToALen cTaTbl, NPOU3BOAUTENIN NEKAPCTBEHHbIX CPEACTB U
OpraHM3aLunK, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuitckyto Pepepaunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATeNbCTBOM Poccuinickon Pegepaumm.

9. MNpeAacraBieHne AOKYMEHTOB U CBEAEHWUM, NPeAyCMOTPEHHbIX YacTamu 1, 2 1 4 HacToswedn
CTaTbl, M MNOJy4YeHMEe MPedyCMOTPEHHOIO 4YacTbio 7 HACTOALWEN CTaTbW paspeleHnss Ha BBOA,
MMMYHOOMONOTMYECKOTO JIeKAPCTBEHHOrO Mpenapata B TIparkAaHCKMi 060opoT He Tpebytotca B
OTHOLWEHUN NEeKAPCTBEHHbLIX NpPenapaTtos, nNpegHasHayeHHbIX AAA  NpoBeAeHMA  KANMHUYECKUX
NccNefoBaHUI NeKapCTBEHHbIX MpenapaToB, NPoBeAeHMA 3KCNepTU3bl JIEKAPCTBEHHbIX CPeacTs Aas
OCYLLECTB/IEHUA TOCYAaPCTBEHHOW PErucTpaumMm NeKapCTBEHHbIX NPenapaToB, a TaKKe B OTHOLIEHWUM
He3aperncTpMpPOBaHHbIX NEKAPCTBEHHbIX NPenapaToB, NpPeAHa3sHaYeHHbIX AN OKa3aHUA MegMLMHCKOM
NOMOLLM MO YM3HEHHbIM MOKA3AHMAM KOHKPETHOro MauyeHTa MAW rpynnbl NAUUMEHTOB, BBO3UMbIX B
Poccuiickyto Pepepaumio B coOTBETCTBMM C YacTamu 3 n 3.1 ctaTbM 47 Hactosuwero PeaepanbHoro
3aKOHa.

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHUM B rparkgaHCKOM 0bopoTe cepum UaM NapTUKM JIEKAapCTBEHHOro npenapara,
OOKYMEHTbl M CBEAEHUA O KOTOPbIX, NPeaycMOTpeHHble Yactamu 1, 2 n 4 HacToAwel CTaTbM, He
npeacrtassieHbl B defepasibHblit OpraH WCMOJIHUTENIbHOW BAACTU, OCYLLECTBAAWMIA YHKUMM NO
KOHTPO/IIO M Haa30py B chepe 34paBoOOXpaHeHusa, AMbo cepum AN NapTMM MMMYHOBMONOrMYEcKoro
JIeKapCTBEHHOrO Mpenapata, HE WMEWMX paspelleHMa Ha BBOA B rpaxAaHCKMi  obopor,
npeaycMoOTPEHHOro 4YacTblo 7 HacToAwelr cTaTbM, defepanbHblit opraH WCNOAHUTENbHOW BAACTH,
OCYLLECTBAAOWMA GYHKUMM NO KOHTPOMK U Hagsopy B cdepe 34paBOOXpPaHEHUs, B MNOPALKeE,
ycTaHoBneHHoM [MpaBuTenbctBom Poccuiickoit Pepepaumn, NPUHUMaET PeELEHWE O MPEKpaLLeEHUM
rpakaaHcKoro obopoTa TakMx cepum nam NnapTumn Ao NpeacTaBAeHUs YKa3aHHbIX JOKYMEHTOB M CBeAEHN
60 NoNYYEHUS YKa3aHHOrO paspeLleHuns.

MpumeyaHwue.
C 01.09.2023 gokymeHT gononHaetca cT. 52.2 (®3 o1 02.07.2021 N 317-93). Cm. byayLiyto peaakumio.

Cratba 53. Mpopaka, nepegaya NeKapCTBEHHbIX CPEACTB OpraHM3aLUAMM ONTOBOI TOProBau
JIeKapCcTBEHHbIMU CPeaCcTBaMM

1. OpraHusaummn onToBOM TOProB/IM NIEKAPCTBEHHbIMM CPEACTBAMWU MOTYT OCYLLECTBAATb NPOAANKY
JIEKapCTBEHHbIX CPeACTB WAW nepefaBaTb MX B YCTaHOB/JIEHHOM 3aKOHOAATENbCTBOM Poccuiickom
depepaunn nopsaake (3a UckoveHnem GpapmaueBTUYECKOM cybCcTaHUMKM cnupTa 3STUI0BOrO (3TaHoNa):
(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmsam ONTOBOM TOProB/IN JIEKAPCTBEHHbIMW CPeACTBaMMU;

2) Npoun3BOAUTENAM SIEKaPCTBEHHbIX CPeACTB A/1A Le/ieil NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aumMamM U BETEPUHAPHbLIM anTeYHbIM OpraHU3aLmam;

4) Hay4yHO-MCCNea0BaTEIbCKMM OPraHn3aumMam a8 Hay4yHo-MUcceaoBaTeIbCcKol paboThl;

5) nHOnBMAOyanbHbiIM  npegnpuHMMaTenam, UMMernwnmm ANUeH3NK Ha d)apMaLI,EBTVI‘-IECKy}O
AeATENbHOCTb NN TNUEH3UNIKO Ha MEeOULLMHCKYIO OEeATE/IbHOCTDb,

6) MEeONLUNHCKUM OPraHn3aumam, B TOM Hncne Co3gaHHbIM U 3apermctpupoBaHHbIM B COOTBETCTBUU
C 3aKOHO4aTeNbCTBOM  MHOCTPAHHOIoO rocygapctea - Y/1€Ha OpI'aHM3aLI,MM 9KOHOMMYeCKoro



coTpyaHMYyecTBa M Pa3BUTMA  MHOCTPAHHbIM  OPUAMYECKMM  AuUAM,  WUHAUBUAYaA/bHbIM
npeanpuHUMaTeNnam, ABAAIOLWMMCA Y4aCTHUKaMM MPOEKTa B cO0TBeTCTBMM ¢ DenepanbHbiM 3aKkoHOM "O
MEXKAYHAPOAHOM MEAULMHCKOM KNacTepe U BHECEHUM U3MEHEHWUI B OTAe/lbHble 3aKOHOAAaTe/bHble
akTbl Poccuinckon ®epepaunmn”, n BeTepUHapPHbIM OpPraHn3auuam;

(B pea. PepepanbHOro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusaumMam M MHAMBUAYaNbHbIM MpPeAnpPUHUMATENAM, OCYLLECTBAAIOWMUM pa3BeieHune,
BblpalllMBaHNE U COAEPKAHUE KUBOTHbIX (33 WCKAOYEHMEM NPOAANKU WM  papmMaLLeBTUYECKUX
cybCTaHUM UK MX Nepegayn).

(n. 7 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHu3aumMm ONTOBOM TOPrOB/M NEKAPCTBEHHbIMM CPeACTBAMM He BMpaBe OCYyLEeCTBAATb
npodaxy (nepefgayy B YCTAaHOBAEHHOM 3aKoHOZaTeNnbcTBOM Poccuitickon Pepepauum nopsagke)
dapmaLeBTMUYECKON CyBCTaHUMKM CNMpTa STUAOBOrO (3TaHONA).

(yacTb 2 B peq,. denepanbHoro 3akoHa ot 27.12.2019 N 481-9$3)

CraTtba 54. MpaBuna oNTOBOI TOProB/N IEKAPCTBEHHLIMM CPEACTBAMMU

1. OntoBaA TOProBAA NEKAPCTBEHHbIMU CpPeacTBaMM OCYLLECTBAAETCA MNPOM3BOAUTENAMU
JNIEKapCTBEHHbIX CPEeACTB WM OpraHuMsauMAMM ONTOBOM TOProB/IM JIEKAPCTBEHHLIMM CpPeacTBAMU MO
npasuaam Hagexallen ANCTPUObIOTOPCKOMN NPAKTUKKU U NpaBuIam HagneXalen NPakTUKN XpaHeHus 1
nepeBO3KM JIeKAapCTBEHHbIX MpenapatoB, YTBEPXKAEHHbIM COOTBETCTBYIOWMUMMN YNOJHOMOYEHHbIMU
denepanbHbIMM OpraHaMM UCNONHUTEIbHOM BNACTM.

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

2. OpraHusaums ONTOBOM TOProB/AM JIEKApPCTBEHHbIMM cpeacTBamu obssaHa cobatogaTb
npeaenbHble CPOKM OTIPY3KM 3aTpeboBaHHbIX anTe4YHOW opraHu3aUmnein N1ekapcTBEHHbIX NpenapaTos Ans
MeANUMHCKOrO MPUMMEHEHUA U He BMNpaBe OTKa3blBaTb anTeYHOM OpraHusauum, C KOTOpoi y Hee
3aK/Il04EH COOTBETCTBYHOLIMI A0OrOBOP O MOCTABKAxX JIEKAPCTBEHHbIX MPEnapaTtoB Aas8 MeAULMHCKOro
NPMMEHEHWSA, B NOCTaBKE NIEKAPCTBEHHbIX NPENAPaAToOB A1A MEAUUMHCKOTO NPUMEHEHUA NPU HAaAUYUK
3aTpeboBaHHbIX JIEKAPCTBEHHbIX NPENapaToB A8 MeAULMHCKOIO NPUMEHEHUSA Y OpraHM3auum ONToBOM
TOProB/AN JIeKAapCTBEHHbIMU cpeacTBamu. [lpeaenbHble CPOKM OTrpy3KM 3aTpeboBaHHbIX anTeyHowu
OopraHM3auMen NEeKAPCTBEHHbIX MNpPenapaToB AAs8 MeAMUMHCKOro NPUMMEHEHWA B 3aBUMCMMOCTM OT
pPacnonoXeHMa MecCTa OTIPY3KM JIEKAPCTBEHHbIX MpPEnapaTtoB Aaa MeAMUMHCKOrOo MNpUMEHEHUs
YCTaHaBAMBAKOTCA YNOJHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCNOIHUTEIbHOM BN1ACTH.

(yacTb 2 BBeaeHa PenepanbHbiM 3aKOHOM OT 26.03.2022 N 64-03)

Cratba 55. MopAAOK PO3HUYHON TOProB/AM IEKAPCTBEHHbIMU NpenapaTamm

1. PO3HMYHAA TOProBAA /IEKAapPCTBEHHbIMM MpenapaTaMn B KOJIMYECTBaX, Heobxogumbix aas
BbIMO/IHEHUA BpavyebHbIX (Ppenbaluepckmx) HasHaYeHW WAM Ha3HaAuYeHuli cneuuananctos B 06s1acTu
BeTepuHapun, ocyuwecrtsnAaeTca anTe4YyHbIMU OopraHunsaunamu, BETEPUHAPHbIMU anTe4YHbIMU
opraHunsauymnamm, nHansuayaabHbiMu npeanpuHUMmaTenamu, nmeruwmmmn NLUEeH3n Ha
bapmaLeBTUYECKYIO AEeATENbHOCTb, MEAUMLUMHCKUMU OpPraHu3auuaMKu, WMEWMMU JINLEH3UI0 Ha
bapmaLeBTUYECKYIO [AeATeNbHOCTb, U UX 060co6neHHbIMKM MoapasseneHusmu  (ambynatopuamu,
denbpiepckum 1M dbenballepcko-akyWepCKUMMU  MyHKTaMK, LeHTpamu (oTaeneHusmu) obuieit
BpayebHol (cemeiHOl) NPaKTUKKU), PACNONOKEHHBIMU B CE/bCKMX HACENEHHbIX MYyHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHv3auuu, U BeTEPUHAPHLIMU OPraHU3aLMAMU, UMEIOWUMN IULEH3NIO HA
bapmaLeBTUYECKYlO OeATeNbHOCTb. PaspelleHa pPO3HMYHAsA TOProBAS TOMbKO JIEKApPCTBEHHbIMU
npenapaTamu, 3aperncTpupoBaHHbIMKM B Poccuiickoli ®epepauun UAN M3rOTOBAEHHBIMU anTeYHbIMU
opraHu3aumamu, BETEPMHAPHbIMM anTeyHbIMM opraHu3aumamm, WHAVMBUAYANbHBIMM
NpeanpuHUMaTENSIMUY, UMEIOWMMN NULEH3NI0O HA (apMaLeBTUYECKYIO [eATeNbHOCTb. PO3HMYHas
TOProB/ifi JIeKapPCTBEHHbIMW MpenapaTamy OCYLLECTB/AAETCA MO MpaBuUIaM Had/iexallei anTeyHol
MPaKTUKK, YTBEPHKAEHHBIM YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTE/IBHOM BNACTU.



(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-d3, 01 22.12.2014 N 429-P3)

1.1. PO3HWYHas TOProBAA JIeKapCTBEHHbIMM MNpenapaTtamu Ana MeAMLUMHCKOro npumeHeHua (3a
WCKAOYEHNEM JIEKAPCTBEHHbIX MPenapaToB, OTNyCKaeMbIX MO pPeuenTy Ha JNeKapCTBEeHHbIM npenapar,
HAaPKOTUYECKUX /1eKaPCTBEHHbIX MPenapaTtoB U NCUXOTPOMHbIX N1EeKapPCTBEHHbLIX MPENapaToB, a TaKXe
CnMpToCOoAepKallMX JIEKapCTBEHHbIX MpenapaToB ¢ 06beMHOW A0sell 3TUNOBOro CnMpTa CBbiwe 25
I'IpOLI,eHTOB) MOXeT OCYyLWecCTBAATbCA aNnTe4YHbiIMKM OpraHn3aumaMmn  AUCTAaHUMOHHbIM cnocobom.
PO3HWYHYIO  TOProBAld  NEKAPCTBEHHbIMW  Mnpenapatamum  ANa  MeAUUMHCKOTo  NpPUMEHeHMsA
OWCTaHUMOHHbIM cnocobom MOryT OCYLLEeCTBAATb anTeyHble OpraHusauMu, UMerLWme AULEH3UI0 Ha
dapmaLleBTMUECKYIO AefTeNbHOCTb W COOTBETCTBYHOLLEE paspeweHne deaepanbHOro opraHa
WCNO/IHUTENbHON  BNACTW, OCYLLECTBAAOWEro QYHKUMM NO KOHTPO/O W Hagsopy B chepe
34paBooxpaHeHuA. [MopadoK BblgAYM paspelleHMAa  Ha  OCYLeCcTB/eHMe PO3HUYHOW TOProsBau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAaHUMOHHbBIM cnocobom, TpeboBaHMA K anTeYHbIM OpraHU3aumam,
KOTOpble MOTYT OCYLLECTBAATb TaKyl0 TOProB/lO, U MOPALOK €e OCYLWECTB/IEHMA, a TaKXe npasBuaa
[OOCTaBKM NIEKAPCTBEHHbIX NpenapaTtoB rpaskgaHam ycTaHaBauBatotcs [paBuTenbCcTBoM Poccuitckoi
depepaunn. UHbopmauusa o6 onnayeHHbIX (OTNYLLEHHbIX) U MOJIYYEHHbIX NEKAPCTBEHHbIX NpenapaTtax
BHOCUTCS B CUCTEMY MOHWUTOPUHIa AOBUMKEHMUA JNIEKAPCTBEHHbIX MNpenapaTtoB AAa MegULUHCKOro
NpPUMeHeHNA B NopsaKe, NPeayCMOTPEHHOM YacTblo 7 cTaTbM 67 HacTosAwero PeagepanbHOro 3akoHa.
(yacTb 1.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 03.04.2020 N 105-d3)

2. Bupgbl anTeyHbix opraHM3auMii U nNpaBWsia OTNYCKa JIeKapCTBEHHbIX MpenapaToB AN
MEANUMHCKOTO NMPUMEHEHUA anTeYHbIMU OPraHM3aumsaMun, MHAUBUAYANbHbIMU NpeanpuHUMaTensamu,
UMEIOLMMU IMLEH3NIO HA GAaPMaLLEBTUYECKYIO AEATENIbHOCTb, @ TAKMKE NPaBU/IA OTMYCKA JIeKapCTBEHHbIX
npenapaToB A1 MegULMHCKOro NPUMeHeHNa MeaULMHCKUMM OpPraHM3aunaMm, UMELWMMN TIULLEH3NIO
Ha QapmMaLeBTUYECKYI0 AeATeNbHOCTb, U UX 060COb/IeHHbIMU MoapasgeneHnamu (ambynaTopusamu,
denbawepckumn un  GenbAWepcKo-aKyLepCKMMN  NYHKTaMK, LeHTpamu (oTaeneHusmu) obuuei
BpauyebHol (cemeiHOM) NPaKTUKKU), PACMONONKEHHLIMW B CEAbCKMX HACENEHHbIX MYyHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHvM3auuu, YTBEPXKAANTCA YNOJHOMOYEHHbIM deaepanbHbiM OpPraHoM
NCMNONHWUTENbHOW BAACTU.

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

3. MpaBuna oTnNycka HAPKOTUYECKMX CPEACTB U MCUXOTPOMHbIX BELECTB, 3aPerMcTPMPOBaHHbIX B
KauecTBe JleKapCTBEHHbIX NPEenapaToB, NEKapCTBEHHbIX MNPenapaToB, COAEPNKalMX HapKoTUYecKue
CpeacTBa M MCUMXOTPOMHbIE BELWECTBA, YTBEPXKAAOTCA YMNOJHOMOYEHHbIM deaepasibHbiM OpraHom
MCMOMIHUTENbHOW BNAcCTM MO COrNacoBaHWiO C deaepasibHbiM OPraHoOM WCNOJHMTENbHOW BAacTy,
YMO/IHOMOYEHHbIM B Chepe BHYTPEHHUX ae.

(B pen,. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl A9 BETEPUMHAPHOTO MPUMEHEHUA MOANENKAT  OTMYCKY
BETEPUHAPHbIMM anTeYHbIMKU OPraHM3aunAMK, BETEPUHAPHBIMKU OPraHM3aUUAaAMKU, UHANBUAYAbHBIMU
npegnpuHUMaTeNaMKN, MMELLMMN  AULEH3NIO Ha (apMaLeBTUUYECKYlo geAaTenbHocTb. OTnycK
NIeKapCTBEHHbIX MPenapaToB A8 BETEPUMHAPHOTO MPUMEHEHMA OCYLLECTBAAETCA B COOTBETCTBUU C
NpaBuAamMM Hagne)kallein anTeyHoW NPaKTUKM NEeKapCTBEHHbIX NpenapaToB ANs BeTePUHAPHOTo
NPUMEHEHWA, YTBEPKAEHHBIMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOIHUTENbHOW BAACTU.

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

5. lMepeyeHb MeAMUMHCKUX OpraHM3auuii, UMEILWMUX JMLUEH3MI0O Ha dapmaueBTUYECKYIo
AeATeNbHOCTb, U UX 060C06NEHHbIX NoapasaeneHuin (ambynaTopuii, denbalwepcknx U penbaliepcKo-
aKyLLEPCKUX MYHKTOB, LLeHTPOB (oTaeneHnin) obuiei BpauebHol (cemeliHo) NPaKTUKK), PacnoNOKEHHbIX
B CE/IbCKMX HaCEeNIeHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHU3aumKn, a TakKe nepeyeHb
JIeKapCTBEHHbIX NPEenapaToB, NPOAAXKa KOTOPbIX MOXKET OCYLLEeCTBAATLCA YKa3aHHbIMWU OPraHU3aLmUaMu U
Mx 060CO6NEHHBIMM MOAPa3LENeHUAMM, YCTaHABAMBAKOTCS OPraHamu MWCNONAHUTENIbHON BNACTU
cybbekToB Poccuiickoit Pegepaunu.

(B pen. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)



6. AnTeuyHble OpraHuWsauuu, UHAMBUAYANbHblIE MpPeAnNPUHUMATENN, UMEKLWME NNLEH3UIO Ha
dapmaueBTUYECKYO  AeATeNbHOCTb, 06nA3aHbl  obecneunMBaTb YTBEP)KAEHHbIM  [1paBUTENbCTBOM
Poccuiickoin Pepepaumm n bopmmnpyemblit B YCTAHOBIEHHOM MM NOPAAKE MUHMMANbHbIN aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOHXOAMMbIX 1A OKA3aHUA MEAULIMHCKON MOMOLLM.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble OpraHu3auuu, MHAMBUAYANbHbIE MNPEANPUHMMATENN, MMEKWME JNNLEH3UD Ha
dapmaueBTUUECKYIO AeATesIbHOCTb, HapAdy C /IEKApPCTBEHHbIMM MpenapatamMmn  MMET MpaBo
npuobpetratb U npoAaBaTb, B TOM 4WUC/e AUCTAHUMOHHLIM crnocobom, MeaUUMHCKME uU3aenus,
AesnHouMumpyowme cpeacTea, npegmeTbl U CpeacTBa JMYHOW TUIMeHbl, Nocyay A1 MeAMUMHCKUX
uenen, npeameTtbl U CpeacTBa, NpefAHasHauyeHHble Ana yxoda 3a 60/bHbIMW, HOBOPOMKAEHHLIMU U
OETbMMU, HEe AOCTUMLMMK BO3pacTa TPEX JIET, O4KOBYHO ONTUKY U CpeacTBa yXxo4a 3a Hell, MMHepanbHble
BOAbl, NPOAYKTbl SieyebHOro, AETCKOro U ANETUYECKOro NMUTaHWUs, BUONOTMYECKM aKTUBHbIE A06aBKM,
nappromepHble U KOCMETUYECKME CPeACTBa, MEAULMHCKME U CaHUTAPHO-MPOCBETUTE/IbHbIE NEYaTHble
n3gaHus, NnpeagHasHauyeHHble A8 nponaraHabl 340p0BOro 06pasa *KU3HM.

(B peq. ®epepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-$3, ot 03.04.2020 N 105-
®3)

8. [JeAaTenbHOCTb anTeyHbiX opraHMsaumii BoopyskeHHbix Cun Poccuiickoit ®epepauunm, Apyrux
BOWMCK, BOMHCKUX GOPMUPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOoAaTenbcTBOM Poccuiickolt depepaunm
NpeaycMOTPEHO MPOXOXKAEHME BOEHHOM CcayXbbl man deaepanbHON rocygapcTBEHHOM CayKObl,
CBA3aHHOW C MPaBOOXPaHUTENbHON AeATeNbHOCTbIO, pernameHTUpyeTca Hactoawum degepanbHbim
3aKOHOM M YTBEP)KAEHHbIMM COOTBETCTBYIOWMMU deaepanbHbIMM OpraHaMu UCMOJHUTENbHON BNACTU
nonoXkeHnsimn. KoHTpo/sib 3a cobsitlogeHMeM YKa3aHHbIMW anTeYHbIMU OPraHU3auuAMMU MOOKEHUN
HacToAwero denepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU deaepanbHbIMU OpraHamu
MCNONHUTENbHOM BNaCTK.

(B pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. YTpatnn cuny c 1 aHeBapa 2021 roga. - PeaepanbHblin 3akoH o1 03.04.2020 N 105-P3.

MpumeyvaHue.
C 01.03.2026 cT. 55.1 yTpaumnsaet cuay (®3 ot 20.10.2022 N 405-3).

Cratba 55.1. MopaAOK OCylLecTBAEHUA PO3HMUYHOW TOProB/M NEeKapCTBEeHHbIMU npenapaTtamu
ANA MeAMUMHCKOro npuMeHeHus, OTNyCKaemMbiMM MO peuenTy Ha JieKapCTBEHHbIW npenapar,
AWUCTaHUMUOHHbIM cnocobom

(eBepeHa degepanbHbiM 3akoHOM OT 20.10.2022 N 405-93)

1. B nepuog c 1 mapta 2023 roga ao 1 mapta 2026 roga B ropoae deaepanbHoro 3HaueHna Mockse,
B Benropoackoit M MocKkoBcKkoit obnactax (ganee B HacToAwel cTaTbe - CybbeKTbl Poccuiickoi
depepaunn) npesycmaTpmBaeTcs NpoBeaeHMEe SKCNEPUMEHTA NO OCYLLLECTBIEHNIO PO3HMYHOW TOProB/M
JIeKapCTBEHHbIMM NpenapaTtamu ANA MeSULMHCKOTO MPUMEHEHUA, OTMYCKaeMbiMM MO peLenTy Ha
JIeKapCTBEHHbIV NpenapaT, ANCTaHLMOHHbIM Crocobom (fanee - SKCNepuMeHT).

2. B pamKax 3KCMEpUMEHTA ero y4aCTHWKW BMpaBe AUCTAHUMOHHbBIM CMOCOOOM OCYLLECTBAATbL
PO3HUYHYIO TOPrOB/IO IEKAPCTBEHHLIMM MpenapaTamu 418 MeANLMHCKOTO MPUMEHEHMSA, OTNYCKaeMbIMU
No peuenTy Ha JIeKapCTBEHHbIN npenapaT (B Tom umcie chopmupoBaHHOMY B GOpPME 3/1EKTPOHHOIO
OOKYMEeHTa B /IMYHOM KabuHeTe rpaxgaHuMHa B denepanbHON rocynapcTBeHHOM MHPOpPMaLMOHHOM
cucteme "EAUHBLIA MOpTan rocyAapCTBEHHbIX W MyHUUMMNanbHbIX ycayr (byHKuMiA)" u (mnm) Ha
pPervuoHasnbHbIX MOPTaNax rocyAapCTBEHHbIX U MYHUUMNANbHBIX YCAYT) U BKAOYEHHBIMM B NepeyeHb
NeKapcTBEHHbIX MpenapatoB W  ¢dapMaKkoTepaneBTUYECKMX [Pynn  JIeKapCTBEHHbIX MNpenapaTos,
paspelleHHbIX K peanu3auMM B pamKax 3KCMEPUMEHTA, YTBEPMKAEHHbIN YNOJAHOMOYEHHbIM
denepanbHbIM OpPraHOM WCMOAHWUTENBHOW BAACTM (33 WCKAOYEHMEM NEeKapCTBEHHbIX MPenaparos,
CoAepKallnMx HapKOTMYECKMe CpeacTBa, MCUXOTPOMHbIE BELECTBa M MX MPEKYpPCopbl, NEKaPCTBEHHbIX



npenapaTtos, COAEePaluX CUNbHOAENCTBYOlIME BelLecTBa, PpaanodapmMmaLeBTUYECKMX TeKapCTBEHHbIX
npenapartos, UMMYHOBMOIOrMYECKUX SIEKaPCTBEHHbIX NPENapaToB, a TaKKe IeKapCTBEHHbIX NPenaparos,
O17 KOTOPbIX B COOTBETCTBUM C UHCTPYKLMEN NO NPUMEHEHUIO IEKapCTBEHHOro npenaparta ycTaHoB/eH
TeMnepaTypHbI pPenm XpaHeHus Huxe 15 rpagycos Llenbcus, cnnptocofepsKallmMx NeKapCcTBEHHbIX
npenapaTtos ¢ 06beMHOW [01€eli STUIOBOrO CNMPTA CBbille 25 NPOLLEHTOB 1 IeKapCTBEHHbIX NPenapaTos,
W3roTOB/IEHHbIX anTEYHbIMU OpraHusaumsamu). Kputepum BKAKOYEHMA NEKapPCTBEHHbIX MpenapaTos U
dapmaKoTepaneBTUYECKUX rPYNN SIEKapCTBEHHbIX NPENapaToB B YKa3aHHbIA NepeyeHb YyCTaHaBINBAKOTCA
MpaBuTtenscteom Poccuitickoit ®Pepepaumnun. MNonoKeHUs HaCcTOALWEN CTaTbM He PacnpPOCTPaHATCA Ha
JIeKapCTBEHHbIe NpenapaTbl, OTNyCcKaemMble 6ecnaaTHO UM CO CKUAKOM rpaxkaaHam, MUMELLIMM NpaBo Ha
obecneyeHne JIeKapCTBEHHbIMM NpenapatamyM 3a CcyYeT CpeacTB  OHAMKETHbIX aCCUrHOBaHWUM
depepanbHoro 6roaxkeTa n 6roaxKeToB cybbekToB Poccuiickon deaepaumiu.

3.  YyacTHMKamM  3KCNepuMMeHTa  ABAAIOTCA  YNOJIHOMOYEHHbIM  deaepanbHbii  opraH
MCMONHUTENBbHOW BAACTU, YNOJHOMOYEHHbIE OPraHbl UCMOJIHUTENbHOM BAACTM CybbeKToB PoccuitcKol
desepaunn, MeaULMHCKME OPraHM3aLMM 1 anTeyHble OpraHn3aumm, COOTBETCTBYOWME TpeboBaHMAM,
YCTaHOB/IEHHbIM B COOTBETCTBMM C YaCTblo 4 HACTOALLEN CTaTbM.

4. NonoxKeHue o NopaaKe NPoBeAeHUA SKCNEPUMEHTa, B TOM Yncie TpeboBaHMA K MeaULUMHCKUM
OpraHM3auMaAM M anTeYHbIM OpraHM3auMAM, ABAAIOWMMCA YYaCTHUKAMM 3SKCMEepUMEHTa, MopsAAoK
OCYLLECTBNEHMA PO3HUYHOW TOPrOBAM IEKAPCTBEHHbIMM NpenapaTammn 418 MeanLMHCKOro NPUMEHeHUs,
OTNyCKaemMbIMM MO PeLenTy Ha NeKapCTBEHHbIM npenapaTt, AMCTaHUMOHHbIM crnocobom, TpeboBaHMA K
[OCTaBKE TaKMX JIEKapCTBEHHbIX MpPenapatoB rpaxgaHam, npaBuaa BblAaduM paspelleHus Ha
OCyLLEeCTBNEHME PO3HUYHON TOProB/IM NEKaPCTBEHHbLIMM NpenapaTamm 418 MeanLMHCKOro NPUMEHeH!s,
OTNyCKaeMbIMM MO PELEenTy Ha JIeKapCTBEHHbIN npenapaT, AUCTAaHUMOHHbIM crnocobom, yTBepaaeTca
Mpasutenscteom Poccuitckoit depepaunn. TpeboBaHMA K anTeyHbIM OPraHM3auMam, ABAAOLLMMCA
YYaCTHUKAMM IKCMEPUMEHTA, He MOryT b6biTb HuMKe TpeboBaHWI, YCTAaHOBAEHHbIX K anTeyYHbIM
opraHM3aLmaAM B COOTBETCTBUM € YacTbio 1.1 cTaTbhk 55 HacToswero deaepanbHOro 3akoHa.

5. YnonHomoueHHbI deaepanbHblii OpraH UCNONHUTENbHOM BNACTHU:

1) ocywecTBnseT MeToAMYECKOE COMPOBOMAEHWE ISKCMEPUMEHTA, BK/IOYan MeToAMYEecKoe
CONPOBOXAEHNE AEATENBHOCTU MEANLMHCKUX OPraHn3aLMini U anTeYHbIX OpraHM3aumii, y4acTBYOLWMX B
3KCNepuMeHTe, Mo 0GOPMIEHMIO, UCMOJIb30BAHMIO U XPAaHEHMIO PELLENTOB Ha JIEKAapPCTBEHHbIW Npenapar,
B TOM yuncne cGopmMMpPOBaHHbIX B GOpMeE 3N1EKTPOHHbIX SOKYMEHTOB;

2) npeactasnset B [pasuTenbctBo Poccuiickoit Pegepaumn npepsaputenbHblii (B nepuog,
npoBefeHnUa 3KCMepMMeHTa, HO He Nno3gHee Yem 3a [Ba MecAla A0 MCTEYEHUA CPoKa MpoBefeHus
3KCMEePMMEHTA) M UTOTOBbIN (MO OKOHYAHUW SKCNEPUMEHTA, HO He No34Hee Yem Yepes 4,Ba Mecaua nocse
NCTEYEHUA CPOKa MPOBEAEHUA IKCNEPUMEHTA) AOKNAAbl O pe3ynbTaTax NpoBeAeHUA 3KCNepUMEHTa U
npessoXKeHMA 0 BHECEHUN U3MEHEHUI B 3aKOHOA4aTe/IbCTBO 06 06palLeHNM NeKAaPCTBEHHbIX CPEeACTB.

6. YNO/IHOMOYEHHbIW OpraH UCMOIHUTENIbHOM BNacTh cybbekTa Poccuiickon deaepauuu:
1) BnNpase ycTaHOBUTb OCOBEHHOCTU NPOBEAEHUA IKCMEPUMEHTA;

2) yTBepKaaeT nopsaaoK oTbopa MeANLMHCKUX OPraHn3aumii U anTeyHbIX OpraHn3auuii Ansa yyactus
B 9KCMEPUMEHTE, a TaKKe NPOoBOAUT TaKoW 0TOOP 1 yTBEPKAAET NepeyeHb MeANLMHCKMX OPraHMU3aLNn 1
nepeyeHb anTeYHbIX OpraHM3aLmii, COOTBETCTBYIOLWMNX TPeboBaHNAM, YCTaHOBAEHHBIM B COOTBETCTBUM C
YacTblo 4 HACToALLEN CTaTbW, U ABNAIOLWMXCA YHAaCTHUKAMM SKCNEPUMEHT];

3) ocywecTBnAeT MOHWUTOPUHT MPOBEAEHUA SKCNEPUMEHTA U MNPeACTaBNAEeT ero pesy/bTaTbl B
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOJIHUTENIbHOM BAACTH;

4) obecneymsaeT MHGOOPMALMOHHO-TEXHUUYECKOE obecneyeHne nNpoOBeAeHUA ISKCNEPUMEHTa
nocpeacTBOM UCMOAb30BaHNA rOCYAaPCTBEHHON MHPOPMALMOHHOM cMCTEMbI B chepe 34paBooXpaHeHmUs
cybbekTa Poccuitickoit degepaumnt M (MAKU) MEAULMHCKMX MHOOPMALMOHHBIX CUCTEM MEAMLMHCKUX



OpraHM3aumi, SABAAIOLLMXCA YYaCTHUKAMK IKCMEPUMEHTa, W WX B3aMMOAEWCTBMA C enMHOM
rocyaapcTBeHHOM MHOPMALMOHHOM cncTemol B chepe 34paBooXpaHeHuUs.

7. MeguUMHCKME oOpraHusauuM M anTeyHble OpraHM3auuMK BrpaBe OTKa3aTbCA OT y4yacTusa B
3KCNepMmeHTe, NoJaB B YMNOJIHOMOYEHHbIN OpraH WCMNOMIHUTE/IbHOMW Bnactu cybbekTa Poccuitckomn
depepaunn cooTBeTcTBYlOLEE OOpaLLeHNe B MTMCbMEHHON dopme.

8. AnTeuHble opraHU3aUuUn, ABAAIOLIMECA YYACTHUKaMKU 3KCNepuMeHTa, 06A3aHbl Npu npoaake
OMCTAHUMOHHBIM  cnocobom  NeKapCTBEHHOro npenapata  AAd  MeAULMHCKOro  NpUMEHEeHUs,
OTMYyCKaemMoro no peuenTy Ha JIeKapcTBeHHbI npenapaTt, obecneynTb NpU OCYLWECTBAEHUU A0CTaBKM
NMAEHTUOMKAUMIO NNYHOCTM TpakAaHWUHA, NO/YYaloWero TakoW JIeKapCTBEHHbIM npenapaTt, B Lensax
YCTaHOB/IEHWNA COOTBETCTBUA €ro IMYHOCTU U NLA, YKa3aHHOro B peLenTe Ha NeKapCTBeHHbIM npenapar
(ero 3akoHHOro npepcrasutens), NMbo nMua, YNOJHOMOYEHHOrO NINLOM, YKa3aHHbIM B peuenTe Ha
NleKapCTBEHHbIN NpenapaT (ero 3aKoHHbIM NpeacTaBuUTenem), Ha NoayYeHUe NeKapcTBEHHOro npenaparta
(manee B HacToALlel cTaTbe - UL, YKa3aHHOeE B pelenTe (3aKoHHbIN NpeacTaBUTeNb, YNOJIHOMOYEHHoe
nuo).

9. /lnuo, ocylecTBasAoWee [OCTaBKY JIEKAPCTBEHHOro npenapata Ans  MeauLMHCKOro
NPMMEHEHUS, OTMYCKAaeMOro Mo pPeuenTy Ha JIeKapCTBEHHbIA npenapaTt, o0bsa3aHo noTtpeboBatb y
rpaxgaHuHa, Noy4YaloLLero Takol IeKapCTBEHHbIM NpenapaT, NpeabABUTb LOKYMEHT, YA0CTOBEPAOLMIA
ero JM4YHOCTb, AnAa M,Cl,eHTVI(bVIKaLI,MVI JIMYHOCTU 3TOrO rpa*XaaHMHa U yCTaHOBJ/IEHMA COOTBETCTBUA ero
JIMYHOCTU U NLA, YKa3aHHOTO B pelenTe (3aKOHHOro NpeacTaBUTeNs, YNOAHOMOYEHHOTo nua). B ciyyae
BbIAB/IEHNS HECOBMNAAEHMA JIMYHOCTU FParkAaHWHA, MOy4YaloWero eKapcTBeHHbIM npenapat, U anua,
yKa3aHHOro B peuenTte (3aKOHHOro NpeacTaBuTens, YNOAHOMOYEHHOIO NLA), a TaKXKe B clyyae OTKasa
rpaxgaHuHa, NosyyaroLLlero fIeKapcTBeHHbIM nNpenapar, NpeabABUTb AOKYMEHT, YA0CTOBEPAIOLWMUIA ero
NIMYHOCTb, NMLO, OCYyLEeCcTBAAlOlLee [0CTaBKy /eKapCTBEHHOro mnpenapata Ana MeAuLMHCKOro
NPUMeHeHUA, OTNyCKaeMoro nNo peuenTy Ha J/IeKapCTBeHHbI npenapaTt, 0653aHO BepPHYTb TaKoW
NIeKapCTBEHHbIN NpenapaT B anTeyHy opraHM3aumio.

10. MoartBepxaeHvem ©aKTa nepegayM NEeKapCTBEHHOrO Mpenapata A48 MeaMUMHCKOTo
NPMMEHEHWA, OTMNYCKAaeMOro Nno peuenTy Ha JIeKapcTBEHHbIW Npenapart, ALy, yKasaHHOMY B peuente
(3aKOHHOMY nNpeacTaBUTENtO, YNOJHOMOYEHHOMY /iMLY), SBAAKOTCA KacCCOBbIA YeK M MNOAMUCH AuLa,
NOJyYMBLUErO TaKOW NIEKApCTBEHHbIM Npenapar, Ha AOKYMEHTE O MOJYYEHUM TAKOTO JIEKapCTBEHHOMO
npenapaTta no ¢opme, yTBEpP)KAAEMON YNOJHOMOYEHHbIM denepasbHbIM OPraHOM WCMONHUTENbHOM
BnacTu. Mocne nepegayn NEKapCTBEHHOro Mpenapata /MLy, yKasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBUTeNto, YNOJAHOMOYEHHOMY JiMLy), 3TOT AOKYMEHT nepeaaeTcs JMLOM, OCYLLECTBUBLUMM
[OCTaBKY TaKOro J/IeKapCTBEHHOrO Mpenaparta, B anTeyHyl OPraHM3auMio, OCYLLeCTBMBLLYHO OTMYCK
NleKapCTBEHHOro npenapata. B ciyyae BbiABAEHMA NpW nepegaye Auuy, yKasaHHOMY B peuenTe
(3aKOHHOMY npeacTaBUTENO, YMOAHOMOYEHHOMY J/MLy), JleKapcTBeHHoro npenapaTta  ¢akTos
MEXaHMYECKOro MOBPEXKAEHWUA €ero WAM ero YNaKoBKM TaKOM JIeKapCTBEHHbIM npenapaT AuuoMm,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBuUTeNeMm, YNOJAHOMOYEHHBIM NULOM), HE NMPUHMMAETCA U
BO3BpallaeTca 6e3 ero onnaTbl /MLy, OCYLLECTBMBLUEMY AOCTaBKY JEKApCTBEHHOro npenapaTta M
obecneuynBalow,emy ero BO3BpaT B anTeyHyo opraH13aumio.

11. 3a HapyweHus 3aKkoHogaTenbcTBa Poccninickon Peaepaumm, coBeplleHHbIe NpU NPOBEAEHUMN
3KCNEePMMEHTA, ero y4aCTHUKKN HeCyT OTBETCTBEHHOCTb, YCTaHOBAEHHY0 3aKOHOAaTe/IbcTBOM Poccminckom
depgepaunn.

12. KoHTponb 33 WCNOAHEHWEM TpPebOBaHWI, CBA3aHHbIX C MPOBEAEHMEM 3SKCMEPUMEHTA,
ocywectensetca ¢denepasbHbIM OPraHOM MCNOJHWUTENIbHOW BAACTU, OCYLLECTBAAIOWMM OYHKLMM MO
KOHTPO/IIO M Haa3opy B chepe 34paBoOOXpPaHEHMA, B MOPAAKe, ycTaHOBNeHHOM PeaepasibHbIM 3aKOHOM
oT 31 uiona 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpoe (Haa3ope) u MyHUUUNaAbHOM KOHTpoe
B Poccuitckoit degepaumn’.

Cratba 56. U3rotosneHue 1 OTNYCK IeKapCTBEHHbIX NpenapaTtos



MpnmeyvaHue.
C01.03.2025 B 4. 1 cT. 56 BHOCATCA n3meHeHua (P3 ot 30.12.2021 N 463-P3).

MpumevaHue.
C01.09.2023 B . 1 cT. 56 BHOCATCA M3MeHeHuna (P3 o1 05.12.2022 N 502-$3). Cm. byayLuyto pegakumio.

1. M3rotoBneHWEe NEeKapCTBEHHbIX MPENapaToB anTeYHbIMU OpraHM3aUMAMMU, BETEPUHAPHbIMMU
anTeYHbIMW OPraHU3aLMAMMU, UHAMBUAYANbHBIMA MPEANPUHUMATENAMU, UMEOLMMU SIMLLEH3UIO HA
bapmaLEeBTUYECKYIO AeATENbHOCTb, OCYLLECTBAAETCA MO pPeLenTaM Ha JIeKapCcTBEHHbIe NpenapaTbl, No
TpeboBaHMAM MegULMHCKUX OpraHu3aLmii, BETEPUHAPHbIX OPraHU3aLuii B COOTBETCTBMM C NpaBUIaMu
M3rOTOBJAEHMA M OTMYCKa JIEKAPCTBEHHbIX MPENapaToB, YTBEPXKAEHHBIMW  YNOJHOMOYEHHbLIM
depepanbHbIM OPraHOM UCMOHUTENBLHOM BNACTU.

MpumeyvaHue.
C 01.09.2023 4. 2 cT. 56 M3naraercsa B HoBOM pegakuumn (®3 ot 05.12.2022 N 502-$3). Cm. byayuiyto
peaakuumio.

2. Mpwu U3roTOBAEHNM JIEKAPCTBEHHbIX NPENapaToB anTe4YHbIMU OPraHM3aUUAMM, BETEPUHAPHBIMM
anTeYHbIMW OpPraHM3aLUAMKU, UHANBUAYANbHLIMKU MNPEANPUHMMATENAMMN, UMEIOWNMN NINLEH3UIO Ha
dapmMaLeBTMUECKYIO AeATENIbHOCTb, MCNONb3yTCA dapmaueBTUYecKMe cybcTaHUMKM, BKAOYEHHble
COOTBETCTBEHHO B rOCY/1apCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPeACTB AN MeAULUNHCKOTO NPUMEHEHMUA U
rocyapCcTBEHHbIM pPeecTp NeKapCcTBEHHbIX CPeACTB A/1A BETEPUHAPHOIrO NPUMEHEHMUA B YCTAHOBNEHHOM
nopsake. He gonyckaercAa M3roToBAEHME anTEYHbIMU OPraHM3auMAMM, BETEPUHAPHLIMU anTeYHbIMU
opraHusaumnsamu, WHANBMAYAbHBbIMU npeanpuHUMaTeNs M, UMEIOWMMM  JILUEH3UID  Ha
dapmMaLLeBTMUECKYIO AEATENbHOCTb, /IEKAPCTBEHHbIX MPEnapaToB, 3aperncTpUpoBaHHbIX B Poccuitckoi
depepaunn.

MpumeyaHwue.
C01.09.2023 B u. 3 CT. 56 BHOCATCA M3MeHeHun (P3 o1 05.12.2022 N 502-$3). Cm. byayLuyto pegakumio.

3. MapKMpOBKa J/IeKapCTBEHHbIX MPEenapartos, W3roTOB/IEHHbIX anTeYHbIMM OpraHMU3aLMAMM,
BETEPUHAPHLIMW aNTEYHbIMW OPraHM3aUMAMU, UHONBUAYANbHLIMW NPEANPUHUMATENAMWU, UMEIOLLMMM
NMUEH3MI0 Ha GapMaueBTUYECKYIO AOEATeNbHOCTb, WM 0dOpPMAEHME TaKUX MNPEnapaTtoB AOJKHbI
COOTBETCTBOBATb NPaBMAaM, yKa3aHHbIM B YacTh 1 HacToALLEN CTaTbM.

Mpumeyarue.
C01.09.2023 B . 4 cT. 56 BHOCATCA M3MeHeHun (P3 o1 05.12.2022 N 502-$3). Cm. byayLuyto pegakumio.

4. AnTeyHble OpraHuM3auuMKu, BeTepuHapHble anTeyHble OpraHu3auuu, WHOUBUAYaANbHbIE
npeAnpUHUMATENN, UMEIOLLME IULLEH3UIO HA papMaLLeBTUYECKYIO AeATENbHOCTb, HECYT OTBETCTBEHHOCTb
33 HecobnoaeHWe NPaBuUA M3rOTOB/IEHUA WM OTNYCKA JIEKAPCTBEHHbIX NPEMNApaToB B COOTBETCTBUM C
3aKoHoaaTenbCTBOM Poccuiickonn Pepepaumm.

Cratba 57. 3anpeweHue npopaxu ¢anbcuPUUMpPOBaHHbIX JNIeKAPCTBEHHbIX CPeAcCTs,
HeA,06poKaYecTBEHHbIX 1IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1eKAPCTBEHHbIX CPeACTB

Mpoaarka banbCPUUMPOBAHHBIX  JIEKAPCTBEHHbIX cpeacrs, Hef06pOKaYeCTBEHHbIX
NeKapCTBEHHbIX CPeacTB, KOHTPAadaKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.



CTaTbA 58. XpaHeHMe NeKapcTBEHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLIECTBASAETCA MPOU3IBOAUTENSAMU IEKAPCTBEHHbIX
CpeacTs, oOpraHM3auUMsMM  OMTOBOW  TOProB/AIM  JIEKAPCTBEHHbIMW  CPeACTBaMK,  anTeYyHbIMU
opraHusaumnsmu, BeTepMHapHbIMK anTeyYyHbIMM opraHusaumnamu, WHANBUAYANbHBIMU
npeanpUHUMaTENAMUN, UMEIOLLIUMU INLEH3UIO HA GpapMaLLeBTUUYECKYIO AeATeIbHOCTb UK NULLEH3MIO Ha
MEAULMHCKYIO [AeATeNbHOCTb, MEANLUMHCKUMU OPraHM3auUMAMU, BETEPUHAPHLIMU OPraHU3aLUaAMU U
WHbIMW OpraHM3aumMsamM, OCYLLECTBAAIWMMM obpalleHne NeKapCTBEHHbIX CcpeacTB. XpaHeHue
JIeKapCTBEHHbIX CPeACTB ANA BETePUHAPHOro NPUMEHEHWUA OPraHU3aUMAMM U UHAUMBUAYANbHLIMU
npeanpuHUMaTEN MM B CAYYasaX, €C/IM OHW  UCMONb3YIOTCA WUCKAKOYMTENbHO MNpU  pas3BefeHuM,
BbIpalLlMBaHWUM, COAEPKAHUM N NEeUYEHUM KUBOTHBIX, MOXET OCYLLECTBAATLCA 6e3 NoNyYeHUs NULEeH3UN
Ha PpapmMaleBTUUECKYIO AeATeNbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'Ipanma XpPaHeHUA NEKapPCTBEHHbIX cpeacrte YTBEPXKOAOTCA COOTBETCTBYHOLWMNM
YNO/THOMOYEHHbIM d)e,u,epaanbw\ OopraHom WUCNONHUTENbHOWN BNACTM.

3. XpaHeHMe HapKOTMYECKUX JIEKAPCTBEHHbIX CPEACTB, NCUXOTPOMHbIX IEKAPCTBEHHbIX CPeACTB,
paaModapmaLeBTUUECKMX  NIEKAPCTBEHHbIX  CPeACTB  OCYLLECTBAAETCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit ®eapepauymm.

Cratba 58.1. MpeaMeTHO-KONIMYECTBEHHbIN y4yeT JIeKapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro
npUMeHeHusn
(eBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. MepeyeHb NeKapCTBEHHbIX CPeACTB 417 MeAUUMHCKOTOo NPUMEHEHUA, Nog/iexKalluux npeameTHo-
KO/IN4eCTBEHHOMY YYETY, yTBEPKAAETCA YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom NCNONIHUTENbHOM
BNacCTu.

2. MopAJOK BKAOHYEHMA JIEKAPCTBEHHbIX CPEACTB ANA MEAULMHCKOrO NMPUMEHEHUA B MepeyeHb
NIeKapCTBEHHbIX CPEACTB A/11 MEAMLMHCKOrO MPUMEHEHMSA, NOANENKALMX NPEeAMETHO-KOMYECTBEHHOMY
yyeTy, YCTaHaB/AMBAETCA YNOJHOMOYEHHbIM ¢efepasbHbiIM OpPraHOM WUCMOAHUTENBHON BNACTU MO
cornacosaHuio ¢ ¢eaepasbHbiIM OPraHOM WCMNOJIHUTENbHOW BNACTU, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Aen.

(B pen,. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. NpeagMeTHO-KONMYECTBEHHbIN YYET JIEKAPCTBEHHbIX CPEACTB A1 MEAULMHCKOrO NpuMeHeHus
BeAyT NPOU3BOAUTENN NIEKAPCTBEHHbIX CPeACTB, OpraHM3aLMM ONTOBOWM TOProOBAW JIEKAPCTBEHHbLIMMU
CcpeacTBamm, anTeyHble opraHM3auum, MHOMBUAYA/bHbIE NPEANPUHMMATENN, UMEIOLLME NINLEH3UIO Ha
dapMaLeBTMUECKYIO AEATENbHOCTb MM NULEH3UIO Ha MEeAUUMHCKYI0 AeATeNbHOCTb, U MeAULMHCKUE
opraHusaumm, ocyllecTeasowmMe obpalleHne NekapCcTBEHHbIX CPEACTB A1A MeAULMHCKOTo NPUMEHEHUS,
nyTem perncrtpauum nobbix CBA3aHHbLIX C UX ObpalleHWem onepauunii, NpM KOTOPbIX U3IMEHAETCA WX
KOJIMYECTBO U (MNIM) COCTOAHME, B CNeLManbHbIX XKypHaiax yyeTa onepaunii, cBA3aHHbIX ¢ obpalleHnem
JIeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NPUMEHEHMA (Aanee - cneunanbHble }KypHanbl).

4, MNpaBuna peructTpauumn onepawuii, cBasaHHbIX C obpalleHMem NeKapCTBEHHbIX CpeacTs Ann
MeAMLMHCKOrO NMPUMEHEHMUA, BKNOYEHHbIX B MepedyeHb NEeKapCTBEHHbIX CPeacTB AlA MeAMUMHCKOro
NPUMEHEHWA, NoS/eKaALMX NPEAMETHO-KOIMUYECTBEHHOMY YUETY, B CNEeLManbHbIX }KYpPHaNax u npasuna
BEAEHUS W XPaHEHWsA CreumnanbHbIX KYPHAN0B YTBEPXKAAIOTCA YMNOJHOMOYEHHbIM denepasbHbIM
OpPraHOM UCMOJIHUTE/IbHOM BIACTY.

5. KoHTponb 3a cobsofeHnem npaBua pernctpaumy onepaumini, CBA3aHHbIX C obpalieHuem
NIEKapPCTBEHHbIX CPeACTB A1 MeOUUMHCKOrO MPUMEHEHUS, BK/OYEHHbIX B NMepeyeHb JIeKapCTBEHHbIX
CPeACTB ANa MEAMUMHCKOTO NPUMEHEHUA, Nog/eKalwmnx MpeamMeTHO-KOJMYECTBEHHOMY Y4YeTy, B



CneumasnbHbIX KYpHanax, a TakxKe 3a cobaogeHMem NpaBua BeAeHMA W XpPaHeHMsA crneumasbHbIX
YKYPHA/I0B BO3/1araeTca Ha YNoJIHOMOYEHHble ¢peaepasibHble OpraHbl UCNOJHUTENIBHOWM BAACTM M OpraHbl
NCNONHUTENbHOM BnacTn cybbekToB Poccuiickoit depepaumu, OCyLLeCTBASAIOWME JSIMLEH3NPOBAHME
NpPou3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, (GapmMaLeBTUYECKON AeATeNbHOCTM U MeAULMHCKOMN
OEATEeNbHOCTU, N OCYLLECTBNAETCA B PaMKaX JIMLEH3NOHHOTO KOHTPOAA.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CtaTba 59. OCHOBaHUA M NOPAAOK YHUUTOXKEHUA NeKAPCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHble fNeKapcTBeHHble cpeacTBa, $panbCUPUUMPOBAHHbIE NEKAPCTBEHHbIE
cpefcTBa NoANEXaT W3bATUI0O M3 06pallleHUs U YHUUTONKEHMIO B NOPAAKe, YCTaHOB/IEHHOM
MpaBuTenbctBom Poccuitickont depepaumn. OcHOBaHMEM ANA YHUUTOMKEHMA JIEKAPCTBEHHbIX CPe/cTs
ABNAETCA  pelleHWe  Bnadenbla  /IeKapCTBEHHbIX  CPeACTB,  pelleHMe  COOTBEeTCTBYHOLLEro
YNOJIHOMOYEHHOIo peepanbHOro opraHa UCNOAHUTENbHOM BAacTU UAK pelleHue cyaa.

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

2. KoHTpadaKTHble IeKapCTBEHHbIE CPeACTBa NOA/ENKAT U3BATUIO U3 0OPALLEHUA U YHUUTOXKEHUIO
no peweHuto cyga. MopasoKk YHUUTOXKEHUSA KOHTPAdaKTHbIX IEKAPCTBEHHbIX CPEACTB yCTaHaB/AMBAETCA
MpasuTtenbcteom Poccuinckoit ®epepaumu.

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

3. Pacxogpl, CBfi3aHHble C YHWYTOXKEHWEM KOHTPAhaKTHbIX JIEKAPCTBEHHbIX CPEACTB,
Hea0b6POKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeacTs, ¢GanbCUULMPOBAHHbLIX NIEKAPCTBEHHbLIX CPEACTB,
BO3MELLLAIOTCA UX BagenbLem.

4. Bnagenel, NEeKapCTBEHHbLIX CpeacTB AO1KEH NpeacTaBuUTb B yFIOﬂHOMO‘-IGHHbIVI d)EAepa}'lebll\;l
opraH WUCNOIHUTENbHOM BAACTU AOKYMEHT U/IN 3aBEPEHHYIO B YCTAHOBJIEHHOM MNOpAAKE €ro Konwuto,
noareepXxgatouwme d)aKT YHUYTOXEHUA NEKAPCTBEHHbLIX CPeacCTB.

5. CooTBeTCTBYIOWMIA YNONHOMOYEHHbIN deaepanbHbli  OpraH  WUCMNOJHUTENIbHOW  BAacTy,
NPUHABLWINIA pelleHne 06 YHUYTOXKEHUW IeKapCTBEHHbIX CPeACTB, OCYLULECTBASET KOHTPO/b 3a WX
YHUUTOXKEHNEM.

6. YHWYTOXKEHWE JIEKAPCTBEHHbIX CPEeACTB MPOWM3BOAWUTCA OPraHM3auus MK, WMEOLLMMMU
COOTBETCTBYIOLLYIO IMLEH3MIO, Ha CneLmnasbHO 060pyA0BaHHbIX NIOLWAAKAX, MONUIOHAX U B CNeLuanbHo
060pya0BaHHbIX NoMeLleHUAX ¢ cobaoaeHnem TpeboBaHMIA B 061acT OXpaHbl OKpY:KatoLleit cpeapl B
COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuiickon Gegepauum.

7. HapKkoTMuyeckne JfieKapCTBEHHble CPeAcTBa, MNCUXOTPOMHbIE JIeKAapCTBEHHblE CpeAacTBa,
paanodbapmaleBTUYECKME  NIeKApCTBEHHble  CPeACTBa  YHMUTOXAKTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickoit Pepepaumu.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NNEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIO NPUMEHEHUA

Cratba 60. locypapcTBeHHOe peryiMposBaHMe LEeH Ha JIeKapCTBeHHble npenapatbl AnA
MeAULMHCKOro NpMMeHeHuns

1. FocypapcTBEHHOE peryiMpoBaHMe LeH Ha JIeKapCTBEeHHble npenapaTbl 418 MeAULMHCKOro
NPMMEHEHUA OCYLLECTBAAETCA NOCPEACTBOM:
(B pen,. PegepanbHoOro 3akoHa oT 26.03.2020 N 67-03)

1) ytBep:kaeHus MpasutenbcTBom Poccuitickoii depepaunm nepeyHs RU3HeHHO HeobXoanMbIX U
BaXKHEMLWMX NEeKapCTBEHHbIX MPenapaTtos, KOTOPbi GOPMUPYETCA M He peke OAHOro pasa B roA



nepecmaTpuBaeTcA B YCTAaHOBJAEHHOM MM MOPAZKE HA OCHOBE KOMMNEKCHOW OLEHKM SeKAaPCTBEHHbIX
npenapatoB, BK/OYAA aHaAM3 CBEAEHUW O CPaBHUTENbHOM KAMHUYECKOM 3bPEeKTUBHOCTU U
6€30MacHOCTN /IEKAPCTBEHHOTO CPeACTBA, OLLEHKY 3KOHOMMYECKMX MNOCNeACTBUI  NPUMEHEHMUA
JIEKapCTBEHHOMO CPeACcTBa M M3ydYeHWe AOMNOJIHUTENbHbIX NOCNEeACTBUIM NPUMEHEHWNA NEKAapPCTBEHHOMO
cpeacTBa;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-3)

2) yTBepXAaeHMA MeTOAMKM pacyeTa npeaesbHbiX OTNYCKHbIX LEeH npousBoauTeneit Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb HKU3HEHHO HeobXOAMMbBIX M BarKHEMLWUX
JIEKapCTBEHHbIX MPEenapaToB, a TaKXe BHeAPEHUA MeXaHM3MOB pOPMUPOBAHUA cUCTEMBI pedepPeHTHbIX
LieH;

(B pea. PegepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-3)

3) rocyfapcTBEHHOW perucTpaumMmM npefenibHbiX  OTMYCKHbIX LeH npov3BoauTesie  Ha
NeKapCcTBeHHble Npenapatbl, BKAKOYEHHble B MepeyeHb MU3HEHHO HEeOBXOAMMbIX W BarKHeMLWwux
NeKapCTBEHHbIX NPenaparos;

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

4) BedeHMs roCydapCTBEHHOro peecTpa npedenbHbiX OTMYCKHbIX LEeH fpoussoauteneii Ha
JIeKapCTBEHHblE MpenapaTbl, BK/AOYEHHbIE B MepeyeHb M3HEHHO HEeoBXOAUMBIX W BasKHEMnLmnX
NleKapCcTBEHHbIX NpenapaTos;

5) yTBepXaeHMA MEeTOAMKM YCTaHOBMEHMA OpraHamMu WCMO/IHUTENbHOM BNAcTM CybbeKToB
Poccuiickolt depepauun npedenbHblX pPasmMepoB ONTOBbIX HaAbaBOK M npedesibHbIX pPa3mepos
PO3HMYHbIX HagbaBoK K GaKTUYECKMM OTMYCKHbIM LeHaMm, YCTaHOBAEHHbIM MPOM3BOAUTENAMMU
NIeKapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHble MNpenapaTtbl, BKAKOYEHHble B MnepeyeHb KU3HEHHO
HEeobX0AMMbIX U BaXKHENLLNX NEeKapPCTBEHHbIX NPenapaTos;

6) ycTaHOBNEHUA Npeae/bHbIX Pa3mepoB ONTOBbIX HaA6aBOK M NpeaebHbIX Pa3MepoB PO3HUYHbIX
Hafnb6aBoOK K (aKTMUECKMM OTMYCKHbIM LIEHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaTos, Ha /IeKapcTBEHHble Mpenapathbl, BKAIOYEHHbIE B NepeyYeHb KM3HEHHO HeobXoAuMbIX U
BaXKHEMLIMX NEeKapCTBEHHbIX MPenaparos;

7) yTBEpPKAEHUA NMOpPsAAKa BblAaun NpennucaHuii opraHam MCMNONHUTENIbHOW BacTu cybbeKkToB
Poccuitckoit Pepepaunm o npMBeaeHNM B COOTBETCTBME C 3aKOHOZaTeNbCTBOM Poccuiickoit Pepepaunm
pelweHuii 06 ycTaHOBAEHUU MpedeNibHbIX Pa3sMepoB OMTOBbIX HagbaBOK W MpefesbHbIX pPa3mepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMYCKHbIM LEHaMm, YCTaHOBNEHHbIM MNPOU3BOAUTENSMU
JIEKapCTBEHHbIX MPEenapaToB, Ha JIeKApPCTBEHHble NpPenapaTtbl, BK/AOYEHHble B MepeyYeHb KU3HEHHO
HEOBXOAMMbBIX W BaKHEMLIMX NIEKApPCTBEHHbIX MPENnapaToB, €C/IM OHU MPUHATbI C HapylleHMeMm
3aKoHogaTenbcTBa Poccuiickoit ®egepaummn, B nopsake, yctaHoBieHHOM MpaButenbcTBom Poccuiickom
depepauny;

8) HanpaBneHua ynoaHomoueHHbIM denepanbHbiM OPraHOM WCMOAHWUTENbHOW BNACTM OpraHam
WCNONIHUTENbHON BAacTM cybbekToB Poccuitickoit depepauuu npegnucaHMini o nNpuBeAeHUN B
COOTBETCTBME C 3aKoHOoAaTenbCTBOM  Poccuitickon  degepaumm  MNPUHATBIX € HapyleHWem
3aKkoHogaaTenbcTBa Poccuinckoit Pepepaumm peleHnin 06 yctaHOBAEHUN NPeaeibHbIX Pa3MepoB ONTOBbIX
HagbaBOK M MpeaesibHbIX Pa3smMepoB PO3HMYHbLIX HAAOABOK K LLeHaM Ha JIeKapCTBEHHble npenapaTsbl,
BK/IIOYEHHbIE B NEepPeYeHb }KU3HEHHO HEOBXOAMMBbIX U BaXKHEMNLINX IEKAPCTBEHHbIX MPEenapaTos;

9) ocywectBneHua d¢enepanbHOro rocyfapcTBEHHOro Hagsopa B cdepe  obpalleHus
NeKapCTBEHHbIX CPEeACTB M PEerMoHasbHOrO ToCYZAApPCTBEHHOTO KOHTPO/IA 33 NMPUMEHEHMEM LeH Ha
NeKapcTBeHHble npenapaTbl COOTBETCTBEHHO  YMOJAHOMOYEHHbIMW  deaepanbHbIMKM  OpraHamm
WCMONHUTENLHOW BNACTM M OpraHaMu WCNONHUTENbHOW BnacTu cybbekToB Poccuiickoit depepaunmu
COrNacHO UX KOMMEeTeHLMM B NopaaKe, ycTaHoBAeHHOM MpaButenbctBom Poccuitickolt degepaumu;

(n. 9 B pea. PeagepanbHoro 3akoHa ot 25.06.2012 N 93-93)



10) npumeHeHMA nNpPeayCMOTPEHHbIX 3aKoHoAaTenbCTBOM Poccuiickont depepaumm  mep
OTBETCTBEHHOCTM 3a HapyleHMe nopAgKa LeHOobpa3oBaHMA HA JIeKapCTBEHHble MpenapaThbl,
BK/IIOYEHHbIE B NEePeYeHb }KU3HEHHO HEOBXOANMBIX M BaXKHEMLLNX IEKAPCTBEHHbIX NPenapaTos.

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

2. B ycnoBuax 4pesBblYalHON cUTyaumm u (MAK) NpuM BO3HUKHOBEHMW YrpO3bl PacnpoCTpaHeHus
3aboneBaHnA, NpeacTaBAAIOWEr0 OMNACHOCTb AN1A OKPYMKAIOWMX, @ TaKKe B Cayyae, eciiv B TeyeHue
TPMALATU KaneHZApHbIX AHeN nocne npuHATUA MNpasButensctsom Poccuitckoit Pepepaunn pewweHmsa o
npoBeAeHNN MOHUTOPUHIA PO3HMYHBIX LeH Ha JIEKapCTBEHHbIe NpenapaTbl, He BKAOYEHHbIE B NepeyeHb
KM3HEHHO HEeOobXOAMMbIX WM BayKHEMLMX /NIeKApCTBEHHbIX MPENapaToB, Ha TEPPUTOPUAX CyOBLEKTOB
Poccuiickoli ®epnepaumm BbiBAEH POCT PO3HMYHBIX LLEH HA YKa3aHHbIe IeKAaPCTBEHHbIE NpenapaTbl Ha
TpUAaLaTb NpoueHToB 1 6onee, Mpasutenoctso Poccuiickoit PepepalMm Bnpase yCTaHOBUTb NpesenibHble
OTMYCKHblEe LieHbl NPOU3BOAMTENEN HA YKA3aHHblE NEKAPCTBEHHbIE NpenapaTbl, NpesesbHble pasmepsbl
ONTOBbIX HafbaBOK M NpefenbHble pasMepbl PO3HUYHbIX HAAOABOK K GaKTUYECKMM OTMYCKHbIM LEeHaM
npousBoamuTenelt Ha yKasaHHble JIeKapCcTBEHHbIe NpenapaTbl. MepeyeHb 1eKapCTBEHHbIX NPENapaTos, He
BK/IIOYEHHDbIX B MNEpPeYeHb XKU3HEHHO HeoOXOAMMBIX W BaKHEMLMX NEeKAPCTBEHHbIX MpPenapaTtos, U
nopagok ero opmmposaHua onpegensatotca Mpasutenbctsom Poccuiickolt Geapepaumm.

(yacTb 2 BBeAgeHa PeaepanbHbiM 3aKOHOM oT 26.03.2020 N 67-93)

3. B TeyeHMe AeBAHOCTA KaneHZapHbIX AHEN o AHA yTBepxaeHua MpasuTtenoctsom Poccuiickoit
depepaunn nepeyHs, ykasaHHOro B YaCcTU 2 HACTOALLEM CTaTbM, He JONYCKAOTCA peanm3aumnsa u oTnyck
BKJ/IIOYEHHbIX B HEro JIeKapCTBEHHbIX MPenapaTos No LeHam, NPeBbIWAOWMM NpeaesbHble OTMYCKHbIe
LEeHbl NpousBoAMTENEN Ha YKa3aHHble NIeKapCTBEHHble MpenapaTbl, NpeaenbHble pa3mepbl ONTOBbIX
HagbaBoOK W npefenibHble pPasmepbl PO3HUYHBLIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LeHam
npoussBoamuTeneil Ha yKalaHHble JIeKapCTBEHHble MpenapaTbl C y4eTOM Hasnora Ha [AobaBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAgeHa PeaepanbHbiM 3aKOHOM oT 26.03.2020 N 67-93)

MpumeyvaHue.
3apernctpupoBaHHble o 07.06.2019 npegenbHble OTMNYCKHble LEHbl nogjeskaT obs3aTtesibHol
nepeperncrpaummn B 2019 - 2020 roaax B cooteTcTBUM €O cT. 2 3 01 06.06.2019 N 134-P3.

Cratba 61. NocypapcTBeHHaa perucTpaumMa U nepeperucTpauua npeaesbHbiX OTMNYCKHbIX LeH
npousBoAauTesneit Ha IeKapCcTBEHHbIe NpenapaTthbl, BKAKYEHHbIe B NepevyeHb YXM3HEHHO HeobXxoaumMbIx
M Ba*KHeMLKNX IeKapCcTBEHHbIX NpenapaTos

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

1. MpepenbHaa OTNYCKHaA LeHa NPOM3BOAMTENA HA JIEKAPCTBEHHbIM NpenapaT, BKAKOYEHHbIA B
nepeyeHb KU3HEHHO HEOBXOAMMbIX W  BarKHEWLWMX JIEKAPCTBEHHbIX MPEenapatos, MOANEKUT
rocyAapCTBEHHOW perncTpaumm B nopsaake, yctaHoBneHHom Mpasutenbctsom Poccuiickoin ®eaepaunn,
Ha OCHOBAHMM NPeACTaBAEHHOrO B YNO/JIHOMOYEHHbIN deaepanbHblii opraH UCMOAHUTENbHON BAACTU
3aAB/IeHNA AeprKaTena Uav BAagenbla PerncTpaLmMoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOMO NpenapaTa
(ynosiHOMOYEHHOro nm nnua).

2. 3apeructpupoBaHHaa npegenbHaa OTMNYCKHAaA LeHa NpPOM3BOAMTENA Ha JfIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MNEpPeYeHb KU3HEHHO HeOobXOAMMbBIX W BAXKHEWLMX JIeKapCTBEHHbIX
npenapaTos, MOXeT ObITb NEPeperncTPMPoBaHa B CTOPOHY YBEIMYEHUS OAUH Pa3 B KaleHAapHOM roay
Ha OCHOBAHMM NPEACTaB/IEHHOIO B YNOJHOMOYEHHbI deaepanbHbili OpraH UCNONHUTENIbHOM BAACTU A0
1 oKTAGPA KaXK[oro rofda 3afBieHUA AepyKaTens WUav Bnajenibla PervcTpalyMoHHOro yAo0CTOBEPEHUS
NleKapcTBEHHOTO npenapaTa (YNoJHOMOYEHHOTO UM IMLA).

3. 3aperMCTpMpOBaHHaF| npegenbHaAa OTNYCKHAA LUeHa Mnpou3soauTenAa Ha ﬂeKapCTBEHHbIﬁ
npenapart, BK/IIOYEHHbIN B nepevyeHb XW3HEHHO HeO6XO,EI,VIMbIX N BarKHEMLINX NNEKAPCTBEHHbIX
npenapatoB, MOXeET 6bITb nepepernctpnpoBaHa B CTOPOHY CHUXXEeHNA Ha OCHOBaHUU NpeacTaB/1eHHOro B



YyNOAHOMOYEHHbIN deaepanbHbIii OpraH UCNONHUTENbHOW BAACTU 3aABAEHMA AepiKaTensa Uam Bnaaenbla
perncTpaunoHHOro yaoCTOBEPEHNA NEeKapPCTBEHHOrO nNpenapara (Yyno/IHOMOYEHHOro UM Anua).

4. [lepXatenb wUan Bnagenel, PerucTpauMoHHOrO yA0CTOBEPEHMA JIEKApCTBEHHOrO npenapaTa
(ynonHomoyeHHoe MM MUO) 06f3aH NpPeacTaBUTb B YNOJAHOMOYEHHbIN defepanbHblit  opraH
NCNOJIHUTENbHOW BNIACTU 33ABIEHME O NEepeperncTpaLmmn 3aperncTpMpPoBaHHOM NpeaebHOM OTNYCKHOM
LeHbl NPOM3BOAUTENA HA NEKAPCTBEHHbIN NpenapaT, BKAOYEHHbIN B NepeyeHb KU3HEHHO HEO6X0AMMbIX
N Ba)KHEMLUNX IEKapPCTBEHHbIX NPEMNapaToB, B CTOPOHY CHUMKEHMUA B CNeAYIOWMX CAYyYanX:

1) cHWKEeHMe LeHbl B MUHOCTPAHHOM Ba/loTe Ha IeKAapPCTBEHHbIN NpenapaT B CTpaHe Npou3BoauTeNs
M (MM) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM MpenapaT 3aperucTpupoBaH uM (Mau) B KoTopble
NoCTaBAAETCA MPOU3BOAUTENEM;

2) CHUXKeHMe UeH Ha pedepeHTHble NeKapcTBeHHble npenapaTbl B COOTBETCTBMM C MyHKTOM 1
HacTosWen dactM (ANA COOTBETCTBYHOLIMX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MONOA0GHbLIX)
JIeKapCTBEHHbIX NpPenapaTos);

3) npesbllleHMe NpeaebHON OTNYCKHOW LieHbl Ha NepBblii BOCNPOU3BeaAeHHbIM, BUoaHanorosbii
(6ronoao6HbIN) NekapCTBEHHbLIN Npenapat MHOCTPAHHOTO NMPOW3BOACTBA Haj NpefenbHON OTMYCKHOM
LeHOl npousBoAUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIM, 6uoaHanorosbiit  (6MONOAOCHHLIN)
JIeKapCTBEHHbIM  NpenapaT, paccyMTaHHOMW B  COOTBETCTBMM C  METOAMKOM, YyTBEpPXKAEHHOM
Mpasutenbctsom Poccuiickon ®epepaymu;

4) npeBblleHNE NPeaebHOM OTMYCKHOM LLEeHbl HAa NepPBbIN BOCNPOU3BEAEHHbINA, BUOAHaNOroBbIn
(bronoao6HbINM) NeKapcTBEHHbIM npenapaT MNpPOM3BOAUTENA rocydapcTBa - uneHa EBpaswuitickoro
SKOHOMWYECKOro Ccok3a Hag npeaenbHoM  OTMYCKHOWM  UEHOW npou3BoAMTeNA Ha BTOPOW
BOCMpPOM3BEAEHHbIN, 6MoaHanoroBblin (6MONOAOCOHbLIN) NIEeKapCTBEHHbLIM NpenapaTt MNpPou3BOAUTENSA
rocyaapcrtsa - YneHa EBpasnincKoro SkOHOMMYECKOro Cor3a, pacciMTaHHOM B COOTBETCTBUM C METOANKOM,
yTBEpXKAeHHOoM Mpasutenscteom Poccuiickoin Peagepaunn.

5. TllopagoK nepeperncrtpaumMm  3aperncTpupoBaHHbIX  NpedesibHblX  OTMAYCKHbIX  LEeH
NPOM3BOAUTENIEN Ha SIEKAPCTBEHHbIE NPENAPaThl, BK/IOYEHHbIE B NEPEYEHb KU3HEHHO HEODXOAUMBIX U
BaYKHEMLLMX IEKAPCTBEHHbIX NPEMNAPATOB, B C1y4anX, NPeAYCMOTPEHHbIX YacTAMM 2 - 4 HACTOALLLEN CTaTbM,
ycTaHaBnmBaetca MNpasutenncteom Poccuiickon degepaumm.

6. DKOHOMWYECKUI aHaNu3 npenenbHOM OTMYCKHOM LieHbl MPOM3BOAMTENA Ha NEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNEPeYEHb KMU3HEHHO HEOBXOAMMbBIX M BaXKHEWLWMX JfIeKapCTBEHHbIX
npenapaTtoB, NpW ee T[OCYAapPCTBEHHOW perncTpaumm WaM nepeperucTpauum  ocyLLecTBaseTca
denepanbHbiM  OpraHOM WCMNOAHWUTENbHOW BAACTM, OCYLECTBAAWMM  (GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX NPaBOBbIX AKTOB W KOHTPOA 3a cobaogeHMem 3aKoHoAaTenbCcTBa B coepe
rocyAapCTBEHHOro peryiMpoBaHusa LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npeaenbHbIX OTNYCKHbIX LieH, YKa3aHHbIX B YacTax 1 M 2 HacToAllel CTaTbW, NPU MX
rocyZapCTBEHHOW PerucTpaLmm uay nepeperncTpaumm ocyLecTBfeTcs B COOTBETCTBUM C METOAVKOWN,
yTBEPKAEHHON MpaButTensctBom Poccuiickon Pegepaumnm 1 y4mTbIBatOLLEN B TOM YMCe:

1) COGJ’HO,CI,GHVIG 6anaHca nHTEPECOB ﬂOTpEﬁMTEﬂeVI NeKapCTBEHHbIX NMPenapaTtoB, BKIKOYEHHbIX B
nepedyeHb *MU3HEHHO HEO6X0,CI,VIMbIX N BaXKHEenLWmx NEKapPCTBEHHbLIX MPenapaTtos, U npomasop,MTeneﬁ
NNEKAPCTBEHHbBIX NpenapatoB, BK/KOYEHHbLIX B MNepevYeHb MHKU3HEHHO HEO6XOAVIMbIX N BaXKHEWLIMX
NNEKaPCTBEHHbIX MPENApPaToBs,

2) paKTMUeCKyto OTNYCKHYIO LieHy Ha NeKapCTBEHHbIe npenapatsbl B Poccuitickoit ®eaepaumu, LeHy
BBO3a /IEKApPCTBEHHbIX npenapaToB B Poccuitickyio Pepepauumio, a TaKKe LUEHbl Ha aHaNOrMYHble
NeKkapcTBeHHble Npenapartsl, Haxoasawmeca B obpalleHmm B Poccuiickoit Pegepaumy;

3) 3aTpaTtbl nNpou3BoaAUTENA JNEKAPCTBEHHOrNo npenapata Ha Npou3BoAaCTBO WU peannsauuto



NleKapcTBEHHOro Npenapara;

4) ueHy Ha NeKkapcTBeHHbI Npenapar, ero ueHy B CTpaHe NpoM3BOAMUTENA U B CTPaHaX, B KOTOPbIX
NleKapcTBeHHbIN NpenapaT 3aperncTpmMpoBaH 1 (Maun) B KOTOpble NOCTaBAAETCA MPOU3BOANTENEM.

8. He pgonyckatoTca peannsauma 1 OTNYCK IeKapCTBEHHbIX NPEnapaToB, BK/OYEHHbIX B NepeyvyeHb
KM3HEHHO HEOBXOAUMBIX U BaXKHEWMLLMX /IeKAPCTBEHHbIX NpPenapaTtoB, Ha KOTopble NPOU3BOAUTENSMMU
JIEKapCTBEHHbIX MPenapaToB He 3aperucTpupoBaHa npeaenbHana OTNYCKHas UeHa, peanunsauuma
Npou3BOAUTENMM NEKAPCTBEHHbIX NPEenapaToB Mo LeHam, NPeBbIWatoWwmMm 3aperncTpMpoBaHHble Uan
nepeperucTpmpoBaHHbIe Npeae/ibHble OTMYCKHbIE LEeHbl Ha IeKapCTBEHHbIE NpenapaTtbl C y4eTOM Haslora
Ha Ao6aBNeHHY CTOMMOCTb.

9. Ocob6eHHOCTM rocy4apCTBEHHOTO PEryIMPOBaHUSA NPeaeibHbIX OTMYCKHbIX LeH Npou3BoauTenei
Ha NeKapCTBeHHble npenapaTtbl, BKAKOYEHHblEe B nepeyvyeHb XWU3HEHHO HeO6XO,EI,VIMbIX U BaKHEMULWWMnxX
NNIEeKapCTBEHHbIX MpenapaTtoB, B 3aBUCMMOCTU OT 3KOHOMMUYECKUX U (VIIWI) COUManbHbIX Kputepwmes
(M3meHeHMe ycnoBuii, nopsAka M CTOMMOCTM  MPOU3BOACTBA  JIEKAPCTBEHHbLIX MpPenapaTos,
NCMno/sib30BaHWe HOBbIX GOpPM, METOAOB M CMOCOOOB rOCYAapPCTBEHHOIO pPeryiMpoBaHMAa LEH Ha
JIeKapCTBEHHbIE NpenapaTtbl, B TOM YMCAe HA OCHOBE MexaHu3ma pedepeHTHOro ueHoobpasoBaHus,
NM3MeHEHMN NOPAAKA OKA3aHMA MEAULIMHCKON MOMOLLN, U3MEHEHWE KYPCa MHOCTPAHHOM BaOTbl U UHbIE
n3meHeHun) yctaHasaueatoTcs MpaBuTenbcTtBom Poccuiickoit Gegepaumm.
(8 pea. PengepanbHoro 3akoHa ot 08.03.2022 N 46-93)

Cratba 62. locyAapcTBeHHbIA peecTp npeaesbHbiX OTNYCKHbIX LeH npou3soauTteneid Ha
NleKapcTBeHHble npenapaTtbl, BK/OYEHHble B MepevyeHb XU3HEHHO HeobXoAMMbBIX U BaXKHeuLWwux
JIeKapCTBEHHbIX NpenapaToB

1. 3apeructpuMpoBaHHble WAM NEPEPErncTpMpoBaHHble NpeaesibHble  OTMYCKHble  LUEHbI
npou3BoguUTENIei Ha IeKAPCTBEHHbIE NPENapaThl, BKAOYEHHbIE B NEPeYEHb KU3HEHHO HEOBX0AMMbIX U
BaKHEMLMX /IeKapCTBEHHbIX MNPEnapaToB, MNOANENKAT BK/OYEHUIO B TOCYAAPCTBEHHbLIA peecTp
npegenbHbIX OTMYCKHbIX LLEH NPOU3BOAUTENEN Ha NEKAPCTBEHHbIE NpenapaTbl, BKAOUYEHHbIE B NepeyeHb
KU3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX IeKapPCTBEHHbIX MPenapaTos.

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

2. TocypapcTBeHHbIN peecTp NpeaesibHbIX OTNYCKHbIX LLeH NPoM3BOAMTENEN HA NIEKAaPCTBEHHbIE
npenapatbl, BK/OYEHHbIE B NepeyeHb MM3HEHHO HeobXOAMMBIX W BaXKHEWLIMX JN1eKAPCTBEHHbIX
npenapaToBs, coAepKUT B cebe cneaytoLyto HGOPMaUULo:

1) HaumeHoBaHWe AeprKaTena UV Blajesbla PErMcTPaLMoOHHOIO YA0CTOBEPEHUS IEKAPCTBEHHOTO
npenapata, HaMMeHOBaHME MPOU3BOAWTENA NEKAPCTBEHHOro npenapaTta, CBeAEeHWA O perncrpaumm
Aep)KaTens uam Bnagenbla perMcTpaumMoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOrO Npenapara, CBeAEHUA O
perncTpauum NnponsBoamUTeNs NeKapcTBEHHOTO Npenaparta AN8 MeAVLMHCKOro NPUMEHEHMUA B KayecTee
HasioroniaTenbluMKa B CTPaHe perncTpaumm (4na pocCMnCKUX IPUONYECKUX UL, - MAEHTUDUKALNOHHDIN
Homep Hanoronnatenblwmka (MHH), ONA MHOCTPaHHbLIX OPUONYECKMX UL, - CTpaHa perucTpauuu,
HauMeHOBaHUWe PerncTPUPYIOLLEro OpraHa, PerncTpaLMoHHbIA HOMep, KoZ HanoronnaTeblWuKa B CTpaHe
pernctpauum (MHKopNopauuun) UaM ero aHanor), MecTto HaxoXKAeHWAa MPOU3BOACTBEHHbIX MJ/IOLLAA0K,
y4acTBYIOLLMX B MPOLECCe NPOM3BOACTBA JIEKAPCTBEHHOrO NpenapaTta, C YKasaHWem cTaguu npouecca
NpoV3BOACTBA;

(n. 1 8 pea. PegepanbHOro 3akoHa oT 28.12.2017 N 425-93)

2) HauMMeHOBAHWE JIeKApPCTBEHHOrO MnpenapaTta (mexayHapoAHOe HenaTeHTOBaHHOE, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOoBaHuA);
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) Homep perncTPaLLMOHHOro YA0CTOBEPEHMS IeKAaPCTBEHHOIO Npenapara;



4) nekapctBeHHas GopmMa C YKasaHWeM L03MPOBKM IeKapCTBEHHOro NpenapaTta U ero KoanyecTea
BO BTOPUYHOM (NOTPebUTENbCKOM) YNaKoBKe, a TaKKe KOMMIEKTHOCTb;
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpmupoBaHHasa npeaenbHas OTNyCKHas LeHa Ha IeKapCTBEHHbIN NpenapaT B pyonsx;
(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

6) AaTa 1 HomMep npuKasa ynoJHOMOYEHHOro ¢eaepanbHOro opraHa UCNOAHUTENbHOW BAACTU O
rocy4apcTBEHHOM perncTpauum uam nepeperucTpaumm npeaenbHom oTnyCKHOM LLeHbl Ha N1eKAapPCTBEHHbIM
npenapaTt, BK/IOYEHHbIH B MEpeYeHb KUSHEHHO HEOOBXOAMMbIX W BaXKHEWMLMX JIeKapCTBEHHbIX
npenaparos;

(B pea. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) gaTa BCTynaeHUA B CUAY NPUKa3a YNOAHOMOYEHHOTo peaepasbHOro opraHa UCNONHUTENbHOM
B/IACTM O TOCYAAPCTBEHHOW perncTpauym WM nepeperucTpaumm npesesbHOM OTMAYCKHOM LeHbl
Npon3BOAMUTENA HA JIEKAapPCTBEHHbIA MpenapaTt, BKAOYEHHbIA B NepeyeHb KM3HEHHO HeobxoaMmbIX U
BaYKHEMLLMX SIEKAPCTBEHHbIX NPenapaTtos;

(n. 6.1 BBeaeH ®eanepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEebUTENbCKYI0) YNaKOBKY NEKAaPCTBEHHOIO
npenapara;
(n. 7 BBegeH ®epepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) Koa NleKapcTBEHHOro npenapaTta Mo aHAaTOMO-TepPaneBTUYECKO-XMMUYECKOM KraccuduKkaumm,
peKkomMmeHA0BaHHOM BcemmpHOM opraHm3aumen 34paBoOOXpPaHEHUS.
(n. 8 BBegeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

3. TocymapcTBEHHaA perucTpauua WAM nepeperucTpauma npeaenbHblX OTMNYCKHbIX LUEH Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/AOYEHHblE B MNepeyvYeHb XMU3HEHHO HeobXOoAMMbLIX U BaKHEeMLWunx
JNIEKAPCTBEHHbIX MpenapaToB, BeAeHWe ToCyAapCTBEHHOIO peecTpa npefenbHbIX OTMNYCKHbIX LeH
npounssoauTenei Ha eKapcTBEHHbIE NPENapaTbl, BKAOYEHHbIE B MEPEYEHb *KU3HEHHO HEOBXOAMMbIX U
BaYKHEMLUMX NEKAPCTBEHHbIX NPENAPATOB, OCYLLECTBNAAIOTCA B NOPAAKE, yCTAaHOBAEHHOM [1paBUTENbCTBOM
Poccuitckoin Pepepaumn.

(B pen,. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

Cratba 63. YcraHOB/AeHMe oOpraHamu WCMOJIHUTENIbHOW BAacTM cyb6bekToB PoccumiicKoii
depepaumm npepenbHbIX PasmMepoB ONTOBbIX Hag6aBOK M NpeAesibHbIX PasmMepoB PO3HUYHDbIX
Hap6aBoOK K (GaKTUUECKMM OTNYCKHbIM LeHaM, YCTaHOBJ/IEHHbIM NPOU3BOAUTENAMMU NIEKAPCTBEHHDIX
npenapartos, Ha JIeKapCTBEHHble NPenapaTtbl, BKAKOUYEHHbIE B NepeyeHb }XM3HEHHO Heo6XoAUMBIX U
Ba)KHEMLIMX IeKapCTBEHHbIX NpenapaTos
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNOAHMTENbHOW BAacTM CcybbekToB Poccuiickoit depepauny ycTaHaBAMBAIOT
npegenbHble pasmepbl ONTOBbIX HagbaBOK WM NpefesbHble pPa3mepbl PO3HUYHBLIX HaabaBoK K
baKTUYECKMM OTMYCKHbIM LeHam (6e3 yyeTa Hanora Ha f06aBAEHHYIO CTOMMOCTb), YCTaHOBAEHHbIM
NPOM3BOAUTENAMMN J/IEKAPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHblE NpenapaTtbl, BK/AOYEHHble B
nepeyeHb KM3HEHHO HEOOXOAMMBIX UM BaXKHEWLWMX JIeKAPCTBEHHbIX MPenapaTos, B COOTBETCTBUM C
YTBEPKAEHHOM B MOpsZKe, yCcTaHoB/AeHHOM [MpasutenbctBom Poccuiickoin Pepepauuun, meToamKomn
YCTaHOB/IEHWA OpraHaMu WCNOJIHUTENbHOW BacTh cybbektoB Poccuiickon depepauny npegenbHbixX
pasmepoB ONTOBbIX HaAOABOK M MNpefefibHbIX Pa3smMepoB PO3HUYHLIX HagbaBOK K (AKTUYECKUM
OTNYCKHbIM LleHaM, YCTaHOB/IEHHbIM NPOU3BOAMUTENAMMU IEKAPCTBEHHbIX NPENnapaToB, Ha 1EKAPCTBEHHbIE
npenapaTtbl, BKIOYEHHblE B TMeEpeYeHb KM3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaTtoBs. MPOeKTbl PeLLUeHNn OPraHoOB MCNOJIHUTE/IbHOM BAacTH cybbekToB Poccuitickon depepaumm
06 ycTaHOB/MEHUWN U (U/IM) M3MEHEHMU MpefeNbHbIX PasMepoB ONTOBbIX HaAbOaBOK WM MpeaesbHbIX
pa3mepoB PO3HUYHbIX HaAOABOK K GaKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOU3BOANUTENAMM



JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHbIe MPEenapaTtbl, BK/AIOYEHHbIE B MepeyeHb MKU3HEHHO
HEeoOXOAMMbIX W BaKHEMLWMWX JIeKAPCTBEHHbIX MNpenapaToB, MoAJ/exaT COMMacoBaHUID €
YNOJIHOMOYEHHbIM deaepasibHbiIM OPraHOM UCMOJIHUTENbHOM BNACTM, OCYLLECTBAAIOWMM GYHKUMKU NO
NPUHATUIO HOPMATUBHbBIX MPABOBbIX aKTOB M KOHTPOJIIO 3a COBM0AEHMEM 3aKOHOAATENbCTBA B cdepe
rocyapCTBEHHOTO peryiMpoBaHus ueH (Tapudos) Ha ToBapbl (ycnyru), B nopsake, yCTaHOBAEHHOM
Mpasutenbctsom Poccuiickoin Pepepaumn.

(8 pea. PenepanbHbix 3akoHoB 0T 13.07.2015 N 241-$3, 07 27.12.2019 N 475-03)

2. OpraHusauMm ONTOBOW TOProB/IM NIEKAPCTBEHHbIMW CPeACTBaMW, anTeyHble OpraHM3aumuy,
WHAMBMAYANIbHbIE MPeANnpPUHUMATENM, UMEOWME NULEH3UIO Ha (apMaLeBTUYECKYHO OeATeNbHOCTb,
MeAULMHCKME OpraHusaumm, MMelwme NUMUeH3Uo Ha ¢apMaleBTUUYECKYD AeATeNbHOCTb, U UX
obocobneHHble noapasgeneHus (ambynatopum, denbawepckne n GenbaluepcKo-aKkyLepcKme NyHKTbI,
LeHTpbl (oTaeneHus) obuwen BpayebHOM (cemenHOM) NPaKTUKK), PACMNONOXNKEHHbleE B CEe/IbCKUX
HaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aLuun, OCYyLLEeCTBAAIOT peasin3auumio
JIEKApPCTBEHHbIX MNpPenapaTtoB, BK/AOYEHHbIX B MNepeyeHb KU3HEHHO HeobXoAUMbIX M BarKHEMLWUX
JIEKapCTBEHHbIX MpenapaToB, MO LeHaM, KoTopble (GOPMMPYIOTCS B COOTBETCTBUM C MOPALKOM,
yCTaHoBMEHHbIM MpaBuTenbcTBoM Poccuiickoit degepaunu, n ypoBeHb KOTopbIX (6e3 yyeTa Hanora Ha
006aBNEHHYO0 CTOMMOCTb) He A0/IXKEH MPEBbIWAaTh CYMMY GPaKTUUYECKOM OTMYCKHOM LeHbl, yCTaHOBIEHHOM
Npou3BOAUTENIEM JIEKAPCTBEHHOrO MNpenapata, He MpeBblllaloweid 3aperucTpMpoBaHHON UK
nepeperucTpupoBaHHON npeaenbHOW OTMYCKHOM LeHbl npousBoauTensa (Ha pgaty peanusauuu
JIeKapCTBEHHOrO nNpenapata npou3BoAUTENIeM), U pasmepa OMNTOBOW HaabaBKM WU (M) pasmepa
PO3HUYHOWN HaAbaBKKU, HE MPEBbLIWAKLWMX COOTBETCTBEHHO pasmepa npeaesibHon onToBoM HaabaBKM U
(nnn) pasmepa npeaenbHOM PO3HUYHOM HaAbaBKK, YCTAaHOBNEHHbIX B cybbekTe Poccuiickon Peaepaunu.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MCMOJIHUTENbHOW BRacTu cybbeKToB Poccuitckon Pegepaumm pasmellatoT B CETU
"NHTepHeT" NHPOPMaLMIO O 3aPEerncTPUPOBAHHbIX NPeaeNbHbIX OTMYCKHbIX LeHax NpousBoauTenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLUX
JIeKapCTBEHHbIX NpenapatoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoli degepauum npeaenbHbIX
pasmepax onToBbIX HaAbaBOK U (MNKN) NpeaenbHbIX pazmepax PO3HUYHbIX HaA6aBOK K YCTaHOB/IEHHbIM
Npou3BOAUTENSAMM NEKAPCTBEHHbIX NpenapaToB GaKTUYECKMM OTMYCKHbIM LEeHaM Ha /IeKapCTBEHHbIE
npenaparbl, BK/OYEHHbIE B MNEpeyeHb MKM3HEHHO HEeobXoAUMbIX W BaXKHEWMLIMX JIeKAaPCTBEHHbIX
NnpenapaToB, a TaKXKe 0 CYMME 3aperncTpMpoBaHHbIX NPeaesibHbIX OTMYCKHbIX LeH Npou3BoauTenei Ha
JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb XU3HEHHO HeobXOAMMbIX W BarKHEMLWNX
JIeKapCTBEHHbIX MPEenapaToB, YCTAHOBNEHHbIX B cybbekTe Poccuiickolh Pepepaumm npeaenbHbIX
pa3mMepoB ONTOBbIX HaA6ABOK M Npeae ibHbIX Pa3MepoB PO3HUYHbIX HaAb6aBOK U Haslora Ha fo6aBNeHHYO
cToMmocTb. MHpopMaLma, npeaycMOTPEHHAA HACTOALLEN YACTbHO, AO/MKHA HAXOAMTbCA TaKMKe B anTeYHbIX
opraHM3aumax B AOCTYMHOM ANA BCEX 3aMHTEPECOBaHHbIX /UL, popme M OBHOBAATLCA NO Mepe ee
pa3meLLeHMA opraHaMmmn UCNONHUTENbHOM BiacTM cybbeKkToB Poccuinickoit Pepepaumm B cetn "UHTepHeT".
(yacTtb 3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblii 3aKoH o1 27.12.2019 N 475-03.

Fnhasa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BE3OMNMACHOCTU
NEKAPCTBEHHbIX NMPENAPATOB, HAXOAALLUUXCA B OBPALLEHUA
B POCCUMUCKOWN GEAEPALIUN
(8 pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. ®apmaKoHaa3op
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. /lekapcTBeHHble npenapaTbl, Haxoasaumecs B obpalleHun 8 Poccuitickoin deaepaumm, noanexkat
MOHUTOPUHTY 3ddEKTUBHOCTM M  6e30MacHOCTM B LEeNAX BbIABNEHUA BO3MOXHbIX HeraTUBHbIX
nocneacTBuii UX NPUMeHeHUsa, UHAMBUAYANbHOW HENepeHoCUMOCTH, NpeaynperKaeHua MeauumMHCKUX



paboTHMKOB, cneunanncTtos B 06aacT BeTepMHApPUM, NALMEHTOB WAWU BAAAENbUEB XMMBOTHbIX U WX
3aLUMTbI OT NPUMEHEHNA TaKUX IEKAPCTBEHHbIX NpPenapaTos.
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. dapmakoHaZ30p OCYLLECTBAAETCS COOTBETCTBYOWMM YNOAHOMOYEHHbIM deaepasibHbiM
OpPraHOM MCMOJ/IHUTE/IbHOW BNACTM B YCTAHOB/JIEHHOM MM MOpsAAKe NyTeM aHann3a npeaocTaBasemoi
cybbekTamm obpalleHns IeKapCTBEHHbIX CPeacTB MHPOPMaLMM O MOBOYHbIX AeNCTBMAX, HEXKENATENbHbIX
peakumMax, Cepbe3HbIX HexKesaTeNibHbIX peakuusax, HenpeaBUAEHHbIX HEXKenaTesbHbIX peakunsax npu
NPUMEHEHUN JIEKAPCTBEHHbIX MpenapaToB, 06 WHAVMBUAYaNbHOW HEMNEepeHOCMMOCTH, OTCYTCTBUU
3bPEKTMBHOCTM NEKAPCTBEHHbIX NpenapaToB, a TakKXe 06 uHbIX ¢akTax M 0bCToATeNbCTBAX,
NPeacTaBAAOWMX YrPO3y KU3HM WAM 300POBbI0 YeNOBEKA AMBO KMBOTHOIO MNPU NPUMEHEHUU
JIEKapCTBEHHbIX NPENapaToB U BbIABAEHHbIX Ha BCEX 3Tanax obpalleHna NeKapCcTBEHHbIX NpenapaTos B
Poccuitckoit egepaumm n gpyrux rocyaapcreax.

3. CybbeKTbl 0bpalleHns NeKapCcTBEHHbIX CPeaCTB B NOPAAKE, YCTaHOBAEHHOM YNOJHOMOYEHHbIM
depepanbHbiIM  OpraHOM UCNONHUTENbHOW BAacTM, 06f3aHbl COO6OWATb B  YMNOJIHOMOYEHHbIN
denepanbHblii OpraH UCNONHUTENbHOM BAAcTU O MOOOYHbLIX AENCTBUAX, HEXKEeNaTeNbHbIX peakuuax,
CEPbE3HbIX HEXKENATENbHbIX PeaKuusax, HenpeaBUAEHHbIX HEXKenaTelbHbIX PeaKkLmMax npyu NpuMeHeHUN
JIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBMAYA/NbHON HEenepeHOCMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTH
JIeKapCTBEHHbIX NPenapaToB, a TakXe 06 MHbIX ¢aKkTax u 0b6CToATENbCTBAX, NPEACTAaBAAIOWMX YIPO3Y
KM3HW UKW 340POBbIO YesnoBeka MO0 KMBOTHOMO NpPU MPUMEHEHMMU JIEKAPCTBEHHbLIX MPEnapaToB U
BbIIB/IEHHbIX Ha BCeX 3Tanax obpalleHuAa NeKapCcTBEHHbIX npenapaTtoB B Poccuitickoit ®epepaumm m
OPYruX rocyfapcreax.

4. [lep:KaTenM UAM Bnagenblpl PErMcTPaLMOHHBIX YAOCTOBEPEHUI SIeKapCTBEHHbIX MpenapaTos,
IOPUANYECKME NNLLA, HA UMA KOTOPbIX BblAaHbl pa3peLleHns Ha NpoBeAeHME KITMHUYECKUX UCCef0BaHNI
B Poccuiickolt depepauun, NM60 YNONHOMOYEHHbIE UMW ApPYrMe OPUAMYECKME NWLA B pamMKax
obecneyeHns 6e30NacHOCTM NEKAPCTBEHHBIX MPENApaToB B NOPSAAKE, yCTAHOB/NEHHOM COOTBETCTBYIOLLMM
YMNO/IHOMOYEHHbIM efepanbHbIM OPraHOM UCMOIHUTENbHOW BACcTH, 065A3aHbl OCYLLECTBAATL MPUEM,
y4eT, 06paboTKy, aHaNM3 1 XPaHEHWE NOCTYNAIOLLMX B UX afpec OT CybbeKTOB 06palleHUnA IEKAPCTBEHHbIX
CPeAcTB M OpPraHOB roCyAapCTBEHHOM BAacTM cooblieHuit 0 NOBOYHbIX AENCTBUAX, HEXenaTenbHbIX
peakumsaX, Cepbe3HbIX HEXKEeNATeNbHbIX U HENPeaBUAEHHbIX HEXKENATENbHbIX PEAKLUAX NPU NPUMEHEHWUM
NIEKapCTBEHHbIX NpenapaTtoB, 06 0COBEHHOCTAX WX B3aUMOZLEWCTBMSA C APYTMMU JIEKAPCTBEHHBIMM
npenapaTtamu, WMHOMBUAYANbHOW HENepeHOCMMOCTH, a TakKe 06 WHbIX paKTax u obcToATEeNbCTBAX,
NPeacTaBAAOWMX YrPo3y MKU3HWU WAW 340POBbI0 YENOBEKA /MO0 KMBOTHOMO WAM BAUAIOLWMX HA
M3MEHEHWE OTHOLUEHWA OXWMAAEMOW MOJb3bl K BO3MOXKHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHbIX
npenapaTos.

5. Mpu BbIABNEHUU MHPOPMALUN O CEPbE3HbIX HEKeNaTesbHbIX peakuusax U HenpeaBuaeHHbIX
He)kenaTeslbHbIX Peakumax Mpu MNPUMEHEHUN NEeKapPCTBEHHbIX MNpenapaTtoB, 06 O0COBEHHOCTAX MX
B3aMMOZENCTBMA C APYrMMM NEeKapCTBEHHbIMKU NpenapaTamu, UHANMBUAYANbHON HEenepeHOCMMOCTH, a
TaKXe 06 MHbIX paKTax N 06CTOATENbCTBAX, BAUAIOWMX HA U3SMEHEHME OTHOLLEHMSA OXKMAAEMOM NOb3bI K
BO3MOXHOMY PWCKY MNPUMMEHEHUA JIEKApPCTBEHHbIX NpenapaToB, AepaTenn WM  BAaAesNblbl
PEerncTpaumnoHHbIX YA0CTOBEPEHUI IeKAaPCTBEHHbIX NPenapaTos, opUAMYECKME MLA, HA UMA KOTOPbIX
BblAaHbl PaspeLleHnn Ha NpoBedeHMe KAMHUYECKMX UccneaoBaHuin B Poccuiickoint ®eaepauun, anbo
YNOAHOMOYEHHbIE UMW Apyrve opuandeckne nvua o6sa3aHbl NPUHATL Mepbl, Hamnpas/ieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MOCAEACTBMM  MPUMEHEHWA  TaKMX  JIeKApCTBEHHbIX  NpenapaTos,
npeaynpexaeHne npuYMHEHMs Bpeaa *KU3HU AN 300P0BbI0 YenoBeKa Mb0 XKUBOTHOTO, 3aLLMTY UX OT
NPUMEHEHMA TaKUX NEKAPCTBEHHbIX MPENapaTos, Ha AONOHUTEIbHbIN C6op AaHHbIX 06 3ddeKTUBHOCTH
1 6e30NacHOCTM TaKMX IeKapPCTBEHHbIX NpenapaTos.

6. 33 HecoobLeHME UK COKPBITUE MHDOPMALMM, MPEAYCMOTPEHHOWM YacTbio 3 HACTOALLEN CTaTbM,
AepyKaTennm WAu  BRafesibUbl  PErucTPaUMOHHBIX  YAOCTOBEPEHWIM /IeKapCTBEHHbIX NpPenapaTos,
IOpUANYECKME TMLA, HA MMSA KOTOPbIX BblAaHbl Pa3peLleHns Ha NPoBeAeHUE KNIMHUYECKMX UCCNed0BaHNA
B Poccuiickoin ®depepaunn, AMbO YNOSHOMOYEHHblE MMM Apyrue lopUAMYECcKMe Nnua, a TaKke



OOMKHOCTHbIE /MU, KOTOpbIM 3Ta MHbOpPMauMA CTana M3BecTHa Mo poay WX npodeccrmoHanbHoM
AeATeNbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTebCTBOM Poccuiickoin Peaepauuu.

7. Mpun nony4eHUM ynosHOMOYEHHbIM deaepanbHbiM OpraHoM UCMOAHUTENbHOW BAACTU B pamKax
OCYyLLEeCTBNEHNA UM papMaKoHaA30pa A0KA3aTeNbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOrO npenapara
YCTaHOB/IEHHbIM TpeboBaHUAM WAM MNPU MNOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
a3ddeKTUBHOCTU N 0 6e30MaCHOCTU NEeKAPCTBEHHOIO NpenapaTa AaHHbIM O JIEKapCTBEHHOM Mpenapare,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/e BbIABNEHHbIX B XOA4e OCYLIEeCTBNeHUA
$bapmaKoHaA30pa KOHTPOJIbHO-HAL30PHbIMU OpraHaMyM MHOCTPAHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNOIHUTEIbHOW B1ACTM B YCTAaHOB/IEHHOM MM NOPSAAKE paccMaTpMBaeT BOMPOC O
NPUOCTAHOBAEHMM MPUMEHEHMSA TAKOTO 1IEKAaPCTBEHHOTO Npenapara.

CratbAa 65. NpuoctaHoBAeHUE NPUMEHEHUA NeKAPCTBEHHOrO npenaparta
(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpu nonyyeHUn MHGOPMaLMM O HexKeNaTeNbHbIX peakumax Npu NpUMeHeHUn NeKapcTBeHHOro
npenapaTta, He yKasaHHbIX B MHCTPYKLUUM MO NPUMEHEHMUIO JIeKapCTBEHHOro npenaparta, CepbesHbIX
He)kenaTesbHbIX peakumax, 06 0CcobeHHOCTAX ero B3auMOAEeWCTBMA C APYrMMU NeKapCTBEHHbIMU
npenapatamu, KOTopble MOTYT NPeACTaBAATb YIPO3Y }KU3HM UK 300POBbIO Ye0BEKA MO0 KMBOTHOTO, a
TaKXe O HEecoOTBETCTBMM AaHHbIX 06 3¢pdeKTMBHOCTM M O 6e30MacHOCTM NIeKapCTBEHHOro npenapaTa
OaHHbIM O IEKapPCTBEHHOM MNpenaparte, CoAepPKaMMCA B UHCTPYKLMM N0 ero NpUMeHeHMUIo, B TOM Yucne
OT YNO/JIHOMOYEHHbIX OPraHOB WHOCTPAHHbLIX TrOCYAapcTB, OOMeH KOTOpOM OcylecTBAseTcs B
COOTBETCTBUM C COMNALIEHUAMMU MENKIY YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCNONHUTE/IbHOW
B/1IACTU M YNOJIHOMOYEHHbIMW OpPraHamMm WMHOCTPaHHbIX FOCYAapPCTB, YNOJHOMOYEHHbIN denepasnbHbli
OpraH UCMOJIHUTE/IbHOM BNACTU pacCMaTPUBAET BOMPOC O BO3MOXHOCTU NMPUOCTAHOBAEHUA obpalleHuns
TAaKoOro /IeKapCTBEHHOro npenapata B MopsgKe, YCTaHOBJAEHHOM YMOJAHOMOYEHHbIM ¢denepanbHbIM
OPraHOM MUCNONTHUTE/IbHOW BNACTW.

2. Tp¥ HEUCMONHEHUM WAM HEHAANENKALWEM MWCMONHEHUU AEpMKaTeNsiMU WUAW BAadebLamu
PErncTPauMoHHbIX YAOCTOBEPEHUI /IEKAPCTBEHHbIX NPENapaToB, OPUANYECKMMU NULAMU, HA UMSA
KOTOPbIX BblAaHbl paspelleHnsa Ha NPoBeAeHNe KAMHUYECKUX uccneaoBaHuin B Poccuiickont Peaepauuu,
WM YNOAHOMOYEHHBIMU MU APYTUMM OPULNYECKMMU TMLAMKN 06A3aHHOCTEN, YCTAaHOBEHHbIX YacTAMMU
3 1 4 cTaTbM 64 HacToAwero PeaepanbHOro 3akoHa, AMMB0 B CAyYasx NpeacTaBNEeHUA COOTBETCTBYHOLMM
YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOAHUTENBHOW BAACTM 3aK/OYEHUA O HEAOCTOBEPHOCTM
pe3yNbTaToOB  K/AMHMYECKOrO MUCCNeAOBaHWA  NEeKapCTBEHHOrO npenapata  Anf  MeAMUMHCKOro
NPMMEHEHUA, KOTOPOE OCHOBAHO Ha pe3y/bTaTax NPOBEPKN MeAMLMHCKOW OpraHM3aLmm, NpoBoAnBLLEIA
YKa3aHHOE KNMHNYEeCKoe UccieaoBaHue C HapyLleHNnemM Npasua Hagnexallen KAMHUYECKoON NPpaKkTMKK, U
NPMBE/O K MOJYYEHMIO HEAOCTOBEPHbIX Pe3ynbTaTtos, M60 B Ciydae HEBbINOJHEHUA NpeanucaHus,
BbIAaHHOMO YMO/JIHOMOYEHHbIM ¢defAepasibHbiM OPraHOM WCMOJIHUTENIbHOM B/AacTM MO UTOram
OCyLWEeCTBNEHMA BbIGOPOUYHOro KOHTPOAA KadyecTBa JIeKAapCTBEHHOro npenaparta, YNno/JIHOMOYEHHbIN
denepanbHbIiA OpraH UCNOJIHUTE/IbHOW BNACTM B YCTaHOBIEHHOM MM MOPsAKE pacCMaTpMBaeT BONpPOC O
NPMOCTaHOBAEHMM MPUMEHEHMSA TAKOrO IEKapCTBEHHOrO Npenapara.

3. YnonHOMOYeHHbIM denepanbHblii OpraH MCNOAHUTENIbHOM BNACTU MPWU NpencTaBieHUU emy
CBEAEHUI O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpasBun
Hag/exallein NpoM3BoACTBEHHOM NPAKTUKU 1 (MAK) O HAPYLIEHWUM INLEH3NOHHbIX TPeBOoBaHMI, KOTopble
6bINK BbIABAEHbI B X04€ MPOBEAEHUA UHCNEKTUPOBAHUA MPOU3BOANUTENA JIEKAPCTBEHHbIX CPEACTB UK
OCYLLECTBNEHMA NIULLEH3MOHHOMO KOHTPOAA B chepe NPOM3BOACTBA JEKAPCTBEHHbIX CPEACTB U NpUBENn
WU MOTYT MPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX NPENApaToB ANA MeAWMLMHCKOTO NPUMEHEHWUA,
NPUYUHMUBLUMX UM CNOCOBHbIX MPUYNMHUTD BPEA, }KMU3HWN UAN 340PO0BbIO MPaskAaH, paccMaTpuBaeT BOMpoc
O MPUOCTAHOB/NEHUN MPUMEHEHMA NIEKAPCTBEHHbIX MPenapaToB A4 MeAMLMHCKOro MPUMEHEHUA B
YCTaHOB/IEHHOM MM NOPAAKE B CNeAYIOWNX CAyYanX:

1) COCTaB wu (VIIWI) TEXHONIOTNA NPOn3BOACTBa JIEKAPCTBEHHOIO npenapata ana meaumunHCKoro



npumeHeHna (C onucaHMem cTaamii NPOU3BOACTBA) OT/IMYAIOTCA OT 3aAB/IEHHbIX B PErMcTpaLMoHHOM
Aocbe;

2) nekapCTBEHHbIN NpenapaT 418 MegMLMHCKOro NPUMEHEHUs Npou3BeaeH Ha MPOM3BOACTBEHHOM
niowaaKe, He yKasaHHOM B PErMcTpaumMoHHOM 0Che;

3) y npowusBoauTens JIeKapCTBEHHbIX CPeACcTB OTCYTCTBYIOT [AOKYMEHTbl, NoATBeprKAaaloLlme
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta AN MeAMUMHCKOrO NMPUMEHEHUs, BBOAMMOIO B
rpa*kaaHcKuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY €ro rocyAapcTBEHHON perncTpaumm;

4) npousBoAMTENEM JIEKapPCTBEHHbIX CPeACTB B  COMNacoBaHHbIA C  COOTBETCTBYHOLMM
YNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOMHUTENbHOM BNACTU CPOK He yCTpaHeHbl HapylleHua
TpeboBaHMI NpaBWUA HagNeNKalLel NPOM3BOACTBEHHOM NPAKTUKU U (UNK) NULEH3MOHHBIX TPeboBaHUN,
KOTOpble BblAn BbiABNEHbl B XO[e MNPOBeAEeHMA MHCMNEKTUPOBaHUSA MNPOU3BOAUTENS JIEKAPCTBEHHbIX
CpeacTB UM OCYLLECTBNEHUA NNLLEH3UOHHOIO KOHTPONA B chepe NponsBoACTBa IEKAPCTBEHHbIX CPeACTB
W NPUBEAU UAM MOTYT MPUBECTU K MPOM3BOACTBY /IEKAPCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOro
NPUMEHEHNA, MPUYUHUBLINX MU CNOCOBHBIX MPUUUHUTL BPE, U3HU UNU 300POBbI0 FPakaaH.

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

4. YNonHOMOYEHHbIM dpeaepasibHbI OpraH UCNOJHUTENbHOM BAACTU NMPU HAaZIMYNUM Y HETO CBEAEHNI
O HEeCOOTBETCTBUM MNPOM3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NPaBUA  Hagaexkallein
NPOu3BOACTBEHHON MPaKTUKM U (MAK) O HapPYLIEHUWU NULEH3MOHHbLIX TpeboBaHUIA, KoTopbie Oblau
BblfiB/IEHbl B X04e MPOBEAEHUA WHCMNEKTUPOBAHUSA MPOM3BOAMTENA JNIEKAPCTBEHHbLIX CPEeACTB WM
OCYLLECTBNEHUA NLEH3NOHHOIO KOHTPONA B cdepe NpoM3BOACTBA NIEKAPCTBEHHbIX CPeACTB U NPUBENM
WAXU MOTYT NPUBECTU K NPOU3BOACTBY /IEKAPCTBEHHbIX NpenapaTtoB A/A BETEPUHAPHOro NPUMEHEHMUSA,
NPUYUHUBLLMX WKW CMOCOBHbLIX MPUUYUHUTL BPed XU3HWU WM 340POBbI0 KUBOTHbIX, pPaccMaTpuUBaeT
BOMPOC O MNPUOCTAaHOB/MIEHUN peanusaumMm W MNPUMEHEHMA JIEKAPCTBEHHbIX MpenapaTtoB A4S
BETEPMHAPHOro NPUMEHEHMA B YCTAHOBNEHHOM MM NOPAAKE B CNeayowmx caydanx:

1) coctaB 1 (MNM) TEXHOMOTUA NPOM3BOACTBA /IEKAPCTBEHHOIO npenapaTta Ana BETEPUHAPHOro
npMMeHeHuA (C onucaHnem CTaauii MPOU3BOACTBA) OTANYAIOTCA OT 3aABAEHHbIX B PErmcTpaLnmoHHOM
40Cbe;

2) NeKapcTBEHHbIN Npenapar 4/1A BeTepnHapHOro NnpMMeHeHus NponsseaeH Ha NPOU3BOACTBEHHOM
nAoLlWaaKe, He YKa3aHHOM B PerMcTpaLMoHHOM A0CbE;

3) y npowu3BoAMTENA JIEKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpKAatowme
COOTBETCTBME KAyecTBa JIEKAPCTBEHHOro npenapata Ans BETePMHAPHOro NPUMEHEHWsA, BBOAMMOTO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY Ero rocyAapCTBEHHOMN perncTpaumm;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPeACTB B  COMNacoBaHHbIA C COOTBETCTBYHOLIUM
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM MCMOJIHUTE/IbHOM BAACTU CPOK He YCTPaHEHbl HapyLlleHus
TpeboBaHUI NpaBWU HaA/exKallleld NPOMU3BOACTBEHHON MPAKTUKU U (MNU) INLEH3MOHHBIX TPeboBaHWiA,
KOoTopble OblN BbiABAEHbI B XO4e MNPOBEAEHUA WHCNEKTUPOBAHWUSA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPEeACTB UM OCYLLECTBNEHWUA NNLEH3MOHHOIO KOHTPOIS B chepe NPON3BOACTBA JIEKAPCTBEHHbIX CPeACTB
U NpUBEAN UAN MOTYT NMPUBECTU K MPOU3BOLCTBY JIEKAPCTBEHHbIX NpenapaTtoB A/ BeTePUHAPHOro
NPUMEHEHUA, MPUYUHUBLLINX UM CNOCODBHbBIX MPUUYNHUTD BPes, * KU3HN WU 340POBbI0 *KUBOTHbIX.

(yacTb 4 BBeaeHa PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)

Mpumeyanue.
C01.01.2026 cT. 65 gononHsaeTcA Y. 5, 6 (P3 o1 27.12.2019 N 475-03).

MpumevaHue.
C 01.09.2023 cT. 65 gononHsetca u. 7 (®3 o1 02.07.2021 N 317-$3). Cm. byayLiyto pegakumio.



Cratba 66. UHPopmauma o pesynbtatax papmakoHagsopa
(8 pen. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbI  deaepanbHbii  OpraH  UCMNOAHUTENbHOM  BAACTM,  OCYLLECTBASIOLLNM
dapmaKoHag30p, No ero pesysbraTtam pasmellaeT Ha cBoem odpuumanbHOM caiTe B ceTu "UHTepHeT"
nHbopmaumto o:

1) BblAB/IEHNN HOBbLIX NOATBEPXKAEHHbLIX AaHHbLIX O No60oYHbIX ,Cl,el\/‘ICTBVIFIX, HeXXenatenbHbIX
peakumnAax, Cepbe3HbIX HeXenaTes/ibHbIX peakuunax, HenpeaBuaeHHbIX HeXXeNaTe/ibHbIX peakunax npu
npUMeHeHUN NeKapCTBEHHOIO Npenaparta, B TOM 4Yncne BINAKWNX Ha OTHOLWEHKNE ommp,aemoﬁ NONb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA OAHHOTO JIEKAPCTBEHHOIO Npenaparta;

2) NPUHATBLIX pelwleHnAX O BHECEHUN U3MEHEHUN B MHCTPYKLUUIO NO NPUMEHEHUNIO NEKAPCTBEHHOTO
npenaparta, 0 NPUOCTAaHOBNEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 n3bATUM U3 06pau.|,eHm-|
NNEKapPCTBEHHOrO npenaparta nin o BO30OHOBNEHUU NPUMEHEHNA NNEKAPCTBEHHOIO Npenapara.

Fnasa 14. UH®OPMALMA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHTA OBUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
ana MEAUUMUHCKOIo NPUMEHEHUA
(8 pea. PenepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmaumua o neKapcTBeHHbIX npenaparax. CucTema MOHUTOPUHIA ABUMXKEHUA
JIeKapCTBEHHbIX NpenapaTos A1 MeAULUHCKOro NpUMeHeHUA
(8 pea. PenepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

1. MHbopmauMAa O NeKapCTBEHHbIX NpenapaTax, OTNyCKaemblX MO PeuenTy Ha NeKapCTBEHHbIN
npenapar, O0J/IKHa COAEPMKaTbCA TONbKO B CNELMaNM3NPOBaHHbIX M34aHWAX, NPeAHa3HAYeHHbIX A5
MeAMLMHCKMX, apMaL,eBTUYECKMX PabOTHUKOB, CneunanncTos B 061actu setepuHapun. MHGopmaumsa o
NleKapcTBEHHbIX NpenapaTtax Aaa cneunannctos B 061actTn obpalleHns NeKapCcTBEHHbIX CPEACTB MOXKET
COAEp!KaTbCA B MOHOrpaduaAx, CNPaBOYHMKAX, HAyYHbIX CTaTbAX, B [AOKNa4ax Ha KOHrpeccax,
KOHdEpeHLMAX, CMMNO3MYMaX, Hay4dHbIX COBETaX, a TaKXKe B MHCTPYKUMAX NO NPUMEHEHUIO
NleKapcTBEHHbIX NpenapaTos.

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

2. MHpopmauma o NeKapCTBEHHbIX NpenapaTax, OTNycKaemMbix 6e3 peuenTa Ha /IeKapcTBEHHbIN
npenapaTt, MOXeT COAepXKaTbCA B NyO/AMKAUMAX U 0OBABAEHMAX CPEeACTB MaccoBOM WHbopmauuy,
cneynanmsnpoBaHHbIX U 06LLI,VIX neYvyaTHbIX U3[aHUAX, MHCTPYKUUAX NO NPUMEHEHUID NEKaAPCTBEHHbIX
npenapaToBs, MHbIX U34aHUAX CYOBEKTOB 0OpaLLEeHNs IeKaPCTBEHHbIX CPeACTB. PeK/amMmHble MaTepuabl O
NleKapcTBEHHOM TMpenapate, OTNycKaemom 6e3 pelLenta Ha JIeKapCTBEHHbIM NpenapaTt, AO0JIKHbI
COOTBETCTBOBaTb MHCTPYKLMM MO NPUMEHEHWIO JIEKAPCTBEHHOIO Npenapara.

3. JlonyckaeTcs MCrnonb3oBaHWe t0bbiXx MaTepuasibHbIX HOCUTENEN, MO3BOMAIOWMX XPAHWUTD,
nepegasaTb M UCNO/b30BaTb MHGOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHus.

4, Ona uenei naeHTUPUMKAUMKM YNaKOBOK NEKAPCTBEHHbIX MNpPenapaToB Ana MeAMLMHCKOro
NPMMEHEHUA NPOU3BOAUTENN NEKAPCTBEHHbIX CPEeACTB B MOPAAKe, YCTaHOB/AEHHOM [paBUTENbCTBOM
Poccuiickoit depepaumn, HAHOCAT Ha NEPBMYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeANLMHCKOTO NMPUMEHeHUs, AN KOTOPbIX He NpeayCMOTpeHa BTOPUYHAsA YNAaKOBKa) U BTOPUYHYIO
(NoTpebuTeNbCKyto) YNaKoBKY /IEKAPCTBEHHbIX NPEnapaToB A8 MeaUUMHCKOro NPUMeHeHUs CPpeacTBa
naeHTUOUKALMM, 33 WUCKIIOYEHWEM JIEKApPCTBEHHbIX MPenapaTtoB A8 MeAMUMHCKOTo NpUMeHeHus,
NPOM3BOAUMbIX 151 MPOBEAEHUA KAMHUYECKUX UCCNEAO0BaHWUM, SKCMOPTA, IEKapCTBEHHbIX NpenapaTos
ANA MeZWLMHCKOTO MPUMEHEHMs, YKasaHHbIX B YacTax 5 u 8 ctatbm 13 Hactosiwero deaepanbHoOro
3aKOHa, pagnodapmaLeBTUUYECKUX JIEKAPCTBEHHbIX MNPEenapaToB, MNUABOK MEAMUMHCKMX W Tra3oB
MeAMULMUHCKUX.



(yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3 (pea. 27.12.2019))

5. XapaKTepucTnKM cpeacrTsa MaeHTUPUKaLMK, NOPALOK ero HaHeceHNn 1 TpeboBaHMA K CTPYKType
n  dopmaty WHOOPMALUKM, KOTOPYHO COLEPMKMUT CPEeAcTBO  UAEHTUPUKAuMM, onpenenstorTca
Mpasutenbctsom Poccuiickoin Pegepaumn.
(yacTb 5 BBeaeHa PegepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

6. lMopagoK co3daHWA, pPa3BUTUS, BBOAA B IKCM/yaTauumio, 3KcnayaTauMu M BbiBOoAa U3
3KCn/yaTauMm CUCTEMblI MOHUTOPUHIA AOBUMKEHUA JIEKAPCTBEHHbIX NpenapaTtoB Ana MeAMUMHCKOro
NpUMeHeHus, NopAAOK NpeaocTaBAeHUa WHOOPMALMKM, CcOoAeprKalleiica B CUCTEME MOHUTOpPMHra
OBUMKEHUA NEeKAPCTBEHHbIX NPenapaToB A8 MeAUUNHCKOro NPUMEHEHMUA, U NOPALOK B3aMMOAENCTBUSA
YKa3aHHOW  cUCTeMbl C  WHbIMW  TOCYAAPCTBEHHbIMU  MHODOPMALMOHHBIMKM  CUCTEMAMM WU
MHGOPMALMOHHBIMW CUCTEMAMM OPUANYECKUX JTULL U UHANBUAYAbHbIX NPeAnpUHUMATE e, YKa3aHHbIX
B yactax 7 n 10 HacToswen craTbW, ycTaHasauBatoTca [MpaBuTenbcTBoM Poccuitickolt deaepauum.
OnepaTtopaMn CUCTEMbI MOHUTOPUHIA AOBUMKEHMA JIEKAPCTBEHHbLIX MNPEnapatoB AAA MeAMLMHCKOro
npumeHeHuns naBnaTcA ¢deaepanbHbii OpraH WCNONIHUTENbHOW BAactM W (MAM) opraHusaums,
ynosnHomoueHHble MpasutenbctBom Poccuiickoint Peaepaumn.

(yacTb 6 BBeAeHa PeaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuanyeckune nvua n HAMBMAYaNbHbIE NpegnpPUHUMATENN, OCYLLECTBAAIOLWMNE MPON3BOACTBO,
XpaHeHue, BBO3 B Poccuitickyto ®depepaumio, OTNycK, peanusauuio, nepegadvy, npuUMEHeHue U
YHUYTOXKEHWNE IEKAPCTBEHHbIX NPenapaToB A8 MegULMHCKOro NpMmeHeHus, obecneynBatoT B NopsaaKe
M B COCTaBe, KoTopble ycTaHoBAeHbl [MpaBuTenbctBom Poccuiickoin Pepepaunm c yyetom BMAa
OCYLLECTBNAEMON UMW [EATeNbHOCTM, BHeceHWe MHPOPMaLMM O NeKapCTBEHHbIX npenapatax Anaa
MEONLMHCKOTO MPUMEHEHNA B CUCTEMY MOHUTOPWHIa ABUMKEHUA JIEKAPCTBEHHbIX MpenapaTos AnA
MEONLMHCKOTO NMPUMEHEHMUA.

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKoHOM oT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTtbl AA MeAUMUMHCKOrO NPUMEHEHUA, npefHa3HavyeHHble AnA
obecneyeHuna nnu, 60abHbIX remoduanels, MyKkoBMCUMAO30M, TMNOPU3aPHbIM HAHU3MOM, 6ONE3HbIO
lowe, 310KaYeCTBEHHBIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOM W POACTBEHHBLIX MM
TKaHEeMN, paccesiHHbIM CK/1EPO30M, /1L, NOC/E TPaHCNaHTaLMM OpraHoB U (MAn) TKaHel, Npou3BeaeHHble
00 31 aekabpa 2019 roga, a TaKKe UHble IeKAPCTBEHHbIE NpPenapaTbl 418 MeANLMHCKOTO NPUMEHEHUA,
npoussegeHHble o 1 uona 2020 roga, nognexar XpaHeHUo, nepeBo3Ke, OTMYCKY, peanmsauumw,
nepefaye, npumeHeHuto 6e3 HaHeceHna CpeacTB MAEHTUOUKALUKN 40 UCTEYEHMA CPOKA UX FrOAHOCTMU.
MpasuTenbctBo Poccuiickon Pepepaumm Bnpase yCTaHOBUTb 0COBEHHOCTM BBOAA B FpaKaaHCKuMiA obopoT
JNleKapCTBEHHbIX NpenapaTos 414 MegUUMHCKOro NpMMeHeHus, npousseaeHHbIx B nepuog, ¢ 1 nona 2020
roga no 1 oktabpa 2020 roga. B uenax BBoAa B rpakgaHCKMI 060pOT SIeKapCcTBEHHbIE NpenapaTtbl 4aA
MEANLMHCKOIO NPUMEHEHUA, 338 UCKAKOYEHMEM NEKAPCTBEHHbIX MPenapaTos, NpeaHa3Ha4YeHHbIX A
obecneyeHuns nuu, 60bHbIX remoduameis, MyKoBUCLMA030M, rMNodu3apHbiM HAHU3IMOM, 6ONE3HbIO
lowe, 310KaYeCTBEHHBIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOWM M POACTBEHHbLIX WM
TKAHEeM, paccesHHbIM CKIEPO30M, /1ML, NOCAEe TPAHCNNAHTaLMM OpPraHoB U (MAn) TKaHel, Npon3BeaeHHble
3a npegenamum Tepputopun Poccuiickoit ®epepaumm fo 1 oktabpa 2020 roga, moryT ObiTb BBE3EHbI B
Poccuiickyto ®epepaumio go 1 sHeapa 2021 roga B nopsagKe, ycTaHoBAeHHOM [lpaBuTenbCTBOM
Poccuitckoit Pepepaummn, 6e3 HaHeceHUs CPeacTB MaeHTUUKALUNN.

(8 pea. PenepanbHbix 3aKkoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-3)

8. OpraHuzauma WHGOPMALMOHHOTO B3aAMMOAENCTBMA CUCTEMbI MOHMUTOPMHIA ABUMKEHMUA
NIeKApPCTBEHHbIX MNpPEenapaTtoB Ana MeAMUMHCKOrO MNPUMEHEHMA C  WMHbIMW  TOCY[APCTBEHHbIMM
MHOOPMAUMOHHBIMX CUCTEMaMKM obecrneymBaeTca B TOM 4uC/e MOCPeacTBOM  MHQPACTPYKTYpbI,
obecneunsatowen MHGOPMALNOHHO-TEXHONOTMYECKOE B3aMMOZLENCTBME MHPOPMALMOHHbBIX CUCTEM,
NCNONIb3yeMbIX ANA NPefoCTaBAEeHUA TOCYAAPCTBEHHbIX WU MYHUUMMANAbHBIX YCAYr WU UCMONHEHUA
rocygapcTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B SNE€KTPOHHON dpopme.

(yacTb 8 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)



9. ObuwepoctynHaa uHbOpPMaLMA, COAEPKAWAACA B CUCTEME MOHUTOPUHIA ABUNKEHMUA
JIeKapCTBEHHbIX MNPEenapaToB ANA MEeAMUMHCKOro MNpUMEHeHUs, pasmelaetcs B MHPOPMALMOHHO-
TeNEeKOMMYHUKAUMOHHOW ceTu "WHTepHeT" (B TOmM uucine B popmMe OTKPbITbIX AaHHbIX) B Mopsjke,
ycTaHoBneHHom lMpaButenbcteom Poccuiickoint Peaepaymm.

(yacTb 9 BBeaeHa PegepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. NpounsBogmTenn nekapcTBeHHbIX CPEeACTB NO/YYalOT COA4EPKALLYIOCA B CUCTEME MOHUTOPUHIA
ABUXKEHMA JIEKAaPCTBEHHbIX NPEnapatoB AA8 MeAULMHCKOrO NpuMMeHeHus uHpopmauuio O cepusx U
NapTUAX NEKAPCTBEHHbIX NPENapPaToB, NPOU3BOANUMbIX UMW U HAaXO4AWMXCA B rpaxKaaHCKOM obopoTe B
Poccuitckoit Pepgepaumnn, 6e3sosmesgHo.

(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

11. 3a Nnpon3BOACTBO MAMN NPOAAXKY JIEKAPCTBEHHbIX MPENAPaATOB 417 MeAULNHCKOro NPUMEHEHNA
6e3 HaHeceHuMAa cpeacTB UAEHTUOUKAUMKM, C HapyLUEHUEM YCTAHOBNEHHOro MopAgKa UX HaHeceHus, a
TaKXe 33 HeCBOEBPEMEHHOE BHECEHME AAHHbIX B CUCTEMY MOHWUTOPUHIA ABUMKEHUA NIEKAPCTBEHHbIX
npenapatos AAa MEeAMUMHCKOrO MNPUMEHEHMA WAW BHECEHME B Hee HeAOoCTOBEPHbIX AaHHbIX
opuanyeckme Anua M MHAMBMAYaAJIbHblE NPeANnPUHMMATENMN, YKa3aHHble B 4YacTax 4 1M 7 Hactoswen
CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuinckoit ®epepaumu.
(yacTb 11 BBeaeHa GeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. NMpasutenbctBo Poccuitickor Pepepaumn BrnpaBe YCTAaHOBUTb OCODBEHHOCTU BHeAPEHUs
CUCTEMbI MOHUTOPMHIa ABUXKEHMA NEeKapCTBEHHbIX MPenapaToB A8 MeAULMHCKOTO MPUMEHEHMUS,
BK/IIOYAA CPOKM ee BHeApPeHWs, B OTHOLWIEHWMWU JIEKAPCTBEHHbIX NpenapaTtoB AA8 MeaMLMHCKOro
NPUMEHEHUA, BK/IOYEHHbIX B MNEPEYEHb KUIHEHHO HEOOXOAMMBIX U BaXKHEWLWUX NeKapCTBEHHbIX
npenapaToB, /1IeKAPCTBEHHbIX MNPENapaTtoB, MpeAHa3HayYeHHbIX Aaa obecneyeHUs nuL, 6GONbHbIX
remodunnen, MyKoBuCLMAO30M, rMnodmusapHbiIM HaHM3IMOM, 60se3Hblo [owe, 310Ka4YecTBEHHbLIMU
HoBoOb6pa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeKl, paccesHHbIM
CKN1ep0o30M, 1L, MOC/Ie TPaHCMAHTaUUM OPraHoB U (M) TKaHEN, MHbIX IEKAPCTBEHHbIX NpenapaTos A
MeANLMHCKOTo NPUMEHEHMUA.

(yacTb 12 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

Fnasa 14.1. OTPAHUMEHUA, HANATAEMBbIE
HA OPTAHU3ALUUU, OCYLLEECTBNAIOLWIUE AEATE/IbHOCTD
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBegeHa degepanbHbim 3aKkoHOM 0T 25.11.2013 N 317-03)

Cratba 67.1. OrpaHuyeHusa, HaNaraemble NpPU OCYLLEeCTBAEHUUN p[eATeNnbHOCTU B cdepe
obpaleHns neKapcTBeHHbIX CPeAacTB

1. OpraHusaumu, 3aHMmalowmeca paspaboTKoi, Npou3BoACTBOM W (MaM) peanusaumen
JIEKapCTBEHHbIX NPenapaToB A/19 MeAULMHCKOrO MPUMEHEHUs, opraHusaunm, obnagatowme npasamm Ha
MCMO/Ib30BaHWE TOProBOrO HaMMEHOBAHWA  NIEKAPCTBEHHOrO Mpenapata AAf  MeAMUMHCKOTo
NPUMeEHEHMA, OpraHM3aLnM ONTOBON TOProB/IM JIEKAPCTBEHHbIMU CPEACTBAMM, anTeYHble OpraHM3aLmum
(Mx NnpeacTaBUTENN, UHBIE GUINYECKME M IOPUANYECKME NNLLA, OCYLLECTBAAIOLLINE CBOIO AEATE/NbHOCTb OT
MMEHW 3TUX OpraHu3auuin) B OTHOLIEHWUM MEAULMHCKMX PabOTHUKOB U PYKOBOAMTENEN MeAULMHCKUX
OopraHu3sauuii He Bnpase:

1) Bpy4aTb NoAapKu, BbiN1a4nBaTbh AeHeXHble CpeacTBa (33 UCKNHOYEHNEM BOBHana)K/J,EHMﬁ no
Aoroeopam npu nposegeHnMn KANHUYECKUX VICCﬂe,CI,OBaHMﬁ NEeKapCTBEHHbLIX NpenapaTtoB AnA
MeaNLUUNHCKOro npumeHeHuA, BO3Hana)K,EI,EHMl71, CBA3aHHbLIX C oOcyuwecTBneHnem megununHCKNm
pa6OTHI/IKOM nep,arormquKon n (MﬂM) Haquoﬁ ILl,e'r'ITe.l'II:vHOCTI/I), B TOM 4ucne onsiadynBaTtb pa3BsievyeHun,
OTAbIX, NPoe3 K MeCTy OTAbIXa, a TaKXKe NPUBJIEKATb K Yy4aCTUIO B pPa3B/IEKATE/IbHbIX MeEPONPUATUAX,
npoBoauNMBbIX 3a CHET CBOUX CPEACTB;

2) 3aKNKo4YaTtb cornawleHmA O Ha3Ha4YeHUM wan pekomeHgaumnm nauneHTam NEKAPCTBEHHbDIX



npenapatos Ana megnumnHCKoro npumeHeHunAa (3a NCKNoYeHnem 4oroBopos O nposeaeHnn KAIMHN4YeCKnx
VICC}'IELI,OBaHVIVI NNeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKoro I'IpVIMEHEHMH),'

3) npefocTaBnsaTb 06pasLbl NEKAPCTBEHHbIX NPENAPaToB A1 MeULMHCKOTO NPUMEHEHUS B LLeNSX
BPYYEHMSA MauMeHTam (3a MCKIIOYEHMEM C/ly4aeB, CBA3AHHbIX C MNPOBEAEHMEM  KIMHUYECKMX
nccnen0BaHNM NeKapCTBEHHbIX NPEnapaToB A58 MegULMHCKOTo NPUMEHEHMS);

4) npefoCTaBAATb HEAOCTOBEPHYIO U (M) HENOHYIO MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax
ANA MeAULMHCKOro NpUMeHeHus;

5) nocewaTb uUx B paboyee BpemMa Ha paboumx MecTax, 3a UCKAOYEHUEM Cay4YaeB, CBA3AHHbIX C
nposeAeHMEeM KAUMHUYECKMX MWCCNef0BaHUI  NleKapCTBEHHbIX NpenapaTtoB Ans  MeAULMHCKOro
NPUMeHeHUA, C yyacTMem B NopagKe, YCTaHOBAEHHOM pyKoBOAUTENEM MeAWMUMHCKOW opraHu3auuu, B
COBPaHMAX MEAULMHCKMX PaBOTHUKOB M MHbIX MEPOMPUATUAX, HaANpPaB/ieHHbIX Ha MOBbILIEHWE KX
npodeccnoHanbHOro ypoBHA MAM Ha npeaocTasieHMe UHGOPMaLMKM, CBA3AHHOM C OCYLLECTBAEHUEM
MOHUTOPUHra 6e30MacHOCTH IeKapCTBEHHbIX NPenapaTos;

6) NOBYKAaTb K BbIMUCbIBAHUIO IEKAPCTBEHHbIX NMPENapaTos ANA MeAULMHCKOro NPpUMEHEHNA Ha
61aHKax, cofeprKawmx MHGOPMaLIMIO PEKIaMHOIO XapaKTepa, a TakKe Ha peuenTypHbix 6aaHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeHOBaHME JIeKapCTBEHHOro npenapata Aaa MeAWMLUHCKOro
npUMeHeHus.

2. OpFaHM3aLI,MVI, YKa3aHHble B a63au,e nepBom 4actu 1 HaCTOFIU.LEVI CTaTbU, N UX NpeacTtaBuUTeENN B
OTHOLWEHNN d)apMaLI,EBTVIHeCKMX paﬁoTHMKOB n DYKOBOAMTEHEVI anTeYHbIX opraHmsau,Mﬁ He BMnpasBe:

1) BpyyaTb NOAAPKM, BbINNAUNBATb AEHEXKHbIE CPEACTBA, B TOM YMC/NE OMNNauynBaTb pa3B/ieyeHus,
OTAbIX, MPOe3d K MeCTy OTAbIXxa, W MPUBAEKAaTb K y4acTUIO B pPa3B/ieKaTesibHbIX MepPOnpPUATUAX,
NPOBOAMMbBIX 3@ CYET CBOUX CPEACTB;

2) npeaoctaenATb 06paslpbl EKAPCTBEHHbIX NPenapaTos ANA MEAMUMHCKOro NpUMEHeHua ans
BPY4YEHUA HaceneHuIo;

3) 3aK/Il04aTb CcornaweHnAa o npeanoXeHun HaceneHuto onpegesieHHblX NeKapCTBEeHHbIX
npenapatos Ana meanumHCKOro npuMeHeHnA;

4) NnpeaoCTaBAATb HEAOCTOBEPHYIO U (MNK) HENOAHYI0 MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTtax
ANA  MeAMUMHCKOrO MPUMEHEeHUsi, B TOM UMC/le MMELWMX OAMHAKOBOE MEKAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. TpeboBaHUA K OpraHM3auMM U NPOBEAEHUID HAYYHbIX MEPONPUATUIA, WHbIX
MeponpuATUIA, HanpaBNeHHbIX Ha noBbilleHUne nNpPodPeccMoHANbHOrO YPOBHA MeAULMHCKUX
paboTHMKOB AN Ha npeaocTaBieHne UHPOPMaALMKU, CBA3AHHOW C OCYLLECTBJIEHUEM MOHUTOPUHIA
6e30nMacHOCTM 1IeKaPCTBEHHbIX NPenapaTos

1. NMpu npoBeAeHNN HAayUYHbIX MEPONPUATUIA, MHBIX MEPOMNPUATUIA, HAaNPaBAEHHbIX Ha NOBbILEHWNE
NPodecCMOHaNbHOTO YPOBHA MEAUUMHCKMX PabOTHMKOB WAM Ha nNpenfocTaB/ieHWe CBA3AHHOM C
OCyLLeCTBNIEHMEM  MOHMTOpPUHra  6e30MacHOCTM  NEeKapCTBEHHbIX  NpenapaToB  MHbOpmaLmuy,
OpraHM3yemblX OpPraHuM3auMAMM, yKasaHHbIMM B ab3aue nepsom Yactu 1 cratbu 67.1 HacTosuiero
depepanbHOro 3aKoHa, WX npeacTaBuTensmMmn u (Man) PuHAHCHMpPyembIX 3a CYeT CpeacTB 3TUX
OpraHun3aLmi n ux NnpeacTaBuUTesel, 3anpeLLaeTca NPenaTCTBOBaTb yHaCTUIO B YKa3aHHbIX MePONPUATUAX
MHbIX OpraHu3aLuuMii, KoTopble MPOU3BOAAT WM pPeanunsyloT JIeKapCcTBEHHble Mpenapatbl  AAf
MeAMLUHCKOrO MPUMEHEHUSA CO CXOXKMM MexaHn3Mom hbapMaKoorMyeckoro AencTaus, 1M6o co3aasaTb
ANCKPUMUHAUMOHHBIE YCOBUA ANA OOHUX YYACTHUKOB MO CPaBHEHMUIO C APYTMMM Y4YacTHWKamM, a
MMEHHO:

1) npeaocCTaB/iATb Ppa3zIMYHOE KOTMYECTBO BpemMeHU ana BbICTyI'I/'IEHMﬁ Y4aCTHUKOB, pa3/indyHble No



pa3mepy 3aHMMAeMoW NoLWaaM MecTa A5 AeMOHCTPaLMM 06pasLLOB IeKapCTBEHHbIX NPenapaTos A
MEANUMHCKOTO NPUMEHEHUA WAW PEeKAaMHbIX MATepuasoB O JIEKAapCTBEHHbIX Mpenapatax Agnas
MEANUMHCKOTO MPUMEHEHUA Ha 3KCMO3UUMAX, CTEHAAX, 33 UCKIHOYEHNEM C/lyYaeB, €C/IM TaKMe YCI0BUS
3aKpensieHbl B COrNaleHUAX 3TUX OpraHu3auuii, ux npeacrasuteneil o pUHaAHCMPOBAHUM YKa3aHHbIX
MepPONPUATUIA U 0BYCNOBIEHbI Pa3/IMYHbIMUM 3aTPAaTaMM YY4AaCTHUKOB HA UX OpraHn3aumio;

2) ycTaHaB/AMBaTb pa3smep B3HOCA A4/19 YYaCTHUKOB MEePONpUATUI, YKasaHHbIX B ab3aue nepsom
HACTOALLEN YaCTW, NPEBBILLAIOLLNI CYMMY 3aTPAT Ha OpraHM3auMIo YKa3aHHbIX MEPONPUATUIN N BEAYLLNIA
K HeEO6OCHOBAHHOMY OFPAHUYEHMIO YNCNA UX YHACTHUKOB.

2. OpraHusaumn, yKasaHHble B ab3aue nepsom yactm 1 ctaTbu 67.1 HacToswero degepanbHoro
3aKOHa, UX NPeacTaBUTENN, OCYLLECTBASIOLLME OpraHM3aumio U (Mam) PuHaHCMpPOBAHWE MEPOMNPUATUIA,
YKa3aHHbIX B YacTh 1 HacTosLel cTaTbM, 06A3aHbI 06ecnednsaTb JOCTyN K MHGOPMaL MM O AaTe, MecTe U
BPEMEHN MNPOBEAEHWMA YKa3aHHbIX MEepPonpuATUIA, NAaHax, MNporpammax npPoBeAEeHUA YKaszaHHbIX
MEpPONPUATUIA U TEMAX, NNAHUPYEMBIX 418 PACCMOTPEHUSA, COCTAaBE UX YYAaCTHUKOB MyTEM pasmeLLeHun
COOTBETCTBYIOWEN MHOPMALUM Ha cBOMX O0dULMAbHBIX CaTax B ceTn "MHTepHeT" He nosaHee ABYX
MecsLLEeB 40 Hayana NpoBeAeHNs YKa3aHHbIX MeponpUATUIA.

3. UHdbopmaumsa o npoBeaeHUN MePONPUATUIA, YKA3aHHbIX B YacTW 1 HacToALwel CTaTbk, B CPOK,
YCTQHOB/IEHHbIN YacTblo 2 HacToALWEeN cTaTbM, AO/XKHA OblTb HanpasneHa B ¢enepasbHbli OpraH
WCMOJIHUTE/IbHOW  BAACTW, OCYLECTBAAOWMA PYHKUMM MO KOHTPOAK W  Haasopy B chepe
3/ paBOOXPaAHEHNA, ONA NOCAeAYIoWero pasmeLleHna ee Ha oPpULMANbLHOM CaiTe 3TOro opraHa B CeTu
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3SAKOHOZATE/IbCTBA
POCCUIACKOMN ®EAEPALMM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, NPUYUHEHHOIO 340POBbLIO TPAXKAAH
BCNEACTBUE NPUMEHEHNA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylueHWe 3aKoHoAaTenbcTBa Poccuiickoii Pepepauuu npm
06paLLeHUn NeKapCcTBEHHbIX CPeaCcTB

1. HapyweHue 3akoHogaTenbctBa Poccuiickont degepauum npu obpaleHUU NeKapCTBEHHbIX
cpencTe Bneyer 3a coboi OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckol
depepaunn.

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

2. 3a HenpeacTaB/eHWE UM HECBOEBPEMEHHOE NPeLCcTaBieHne MHGOPMALLMK U (M) AOKYMEHTOB
nMbo npeacTaBneHWE HeAoCTOBEPHbIX WHpopmaumm U (MAM) [AOKYMEHTOB, NpPeayCMOTPEHHbIX
HacToAwmm ®denepanbHbIM  33aKOHOM, CyObeKTbl OOpalleHWA NeKapCTBEHHbIX CPeacTB  HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTenbCcTBOM Poccuickon ®epepaumm.

(yacTb 2 BBEeaeHa PenepanbHbim 3aKoHOM oT 22.12.2014 N 429-93; B pen. PenepanbHOro 3akoHa oT
04.06.2018 N 140-93)

Cratba 69. BoamelwieHue Bpeaa, NpU4NHEHHOIO 340pPOBbLIO rpaxKAaH BCcaeacTtBne npumeHeHuA
NeKapCTBEHHbIX Npenapartos

1. MNpousBoguTenb nNeKapCTBEHHOro npenapata 06a3aH BO3MeCTUTb Bpea, I'IpVILIMHeHHbIﬁ
340pPOBbLIO rpa*KaaH Bcneacrtesne npuMmeHeHMA NeKapCTBEHHOIO nNpenaparta, eC/iM A0Ka3aHOo, YTO:

1) nekapcTBeHHbIM NpenapaT NPUMEHANCA MO HAa3HAYEHWMI0 B COOTBETCTBMM C MHCTPYKUMEN Mo
NPUMEHEHUIO NEKAPCTBEHHOrO NpenapaTa M NPUYMHON Bpeda ABW/CA BBOJA B rparKAaHCKMI obopoT
HeL06pOoKayeCcTBEHHOIO JIEKAPCTBEHHOrO Npenapara;

2) BpeA, 340POBbIO MPUYMHEH BCAEACTBME HEAOCTOBEPHOM MHGbOPMALMKM, copeprKalleinca B



MHCTPYKLUMM NO NPUMEHEHUIO IeKapCTBEHHOrO Npenapara, U34aHHOW NPoM3BOAMTEIeM 1EKAPCTBEHHOMO
npenapara.

2. B cnyyae, ecnv Bpeq 310pOBbIO TpaXKaAaH NPUYMHEH BCAEACTBUE NPUMEHEHMUA NEeKAPCTBEHHOTrO
npenaparta, NpuleALero B HEroAHOCTb B pe3y/ibTaTe HapylleHWUA NPaBUA XpaHEeHUs NeKapCTBEHHbIX
cpeacTs, NpaBua ONTOBOW TOPrOB/AW JIEKAaPCTBEHHbIMM MpenapaTaMu, NPaBua OTNYCKa SIEKapPCTBEHHbIX
npenapatoB, MNpPaBWA M3rOTOBAEHUSA W OTMNYCKa /IeKapCTBEHHbIX MNpenapatoB, BO3MelleHWe Bpeaa
OCYLLECTBASIETCA COOTBETCTBEHHO OpraHM3alueit ONTOBOW TOProB/AM JI€KAPCTBEHHbIMKU CPeaCcTBamM,
anTeyHoW oOpraHusaumein, UHAMBUAYANbHbIM MpeanpUHUMaTENEM, WMEWUMN  IULEH3NIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb WAU NULEH3UI0 Ha MeAUUMHCKYI AeATeNbHOCTb, MeAULMHCKOM
opraHusauueln, UMeloWen ANULEH3N Ha dapmaleBTUYECKYD aAeATeNbHOCTb (ee 060co6aeHHbIM
nogpasgeneHvem (ambynatopueit, benbalepcknm U denballepCcKo-akyWepckMM NyHKTamM, LeHTPOM
(oToeneHnem) obuwen BpayebHoOM (cemenHOM) NPaAKTUKMK), PACMOJIOKEHHBIM B CE/IbCKOM Hace/fieHHOM
NYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHv3auma), 4onNyCcTMBLUMMU NPOAAXKY UM OTMYCK TaKoro
NleKapCcTBEHHOro nNpenapara.

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

3. BosmeuweHwe Bpeaa, MNPUYMHEHHOTO 340POBbIO TparKAaH BCAEACTBME MPUMEHEHMUA
JIeKapCTBEHHbIX MPEnapaToB WAM COBEPLUEHUSA NPOTMBOMPABHbIX AEUCTBUN CybbeKTamu obpalleHus
NeKapCTBEHHbIX CPeAcTB, OCYLEeCTBAAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM PoccuiicKoi
depepauun.

Fnasa 16. 3SAK/IIOMUTE/IbHBIE NONOXKEHUA

Ctatba 70. O NnpuU3HaHWUKM YTPATUBLLUMM CUTY OTAE/IbHbIX 3aKOHOAATE/IbHbIX aKTOB (N0N0XeHWUiA
3aKoHoAaTebHbIX aKToB) Poccuiickoit ®epepauyum

MpW3HaTb yTPATUBLIMMM CUNY:

1) depepanbHbIl 3aKoH oT 22 uioHA 1998 roaa N 86-$3 "O nekapcTBeHHbIX cpeacTteax” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaunm, 1998, N 26, cT. 3006);

2) depepanbHbIt 3aKOH OT 2 ssHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNONHEHUI B
depepanbHbili 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHune 3akoHogaTenbcTBa Poccuiickol
denepaunn, 2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 aHBapa 2003 roga N 15-@3 "O BHeCEHUU U3MEHEHUI U
OOMNOJIHEHUI B HEKOTOpble 3aKoHoZaTesbHble aKTbl Poccuitickoit depepauumn B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctaTbio 31 denepanbHoro 3akoHa oT 30 utoHA 2003 roga N 86-93 "O BHECEHUU U3MEHEHUI U
OONONHEHWUI B HEKOTOPbIE 3aKOHOZATeNbHble aKTbl Poccuiickon Pepepaumm, NPUsHaAHUKU yTPATUBLLMMMU
CWUNY OTAEeNbHbIX 3aKoHOAaTesbHbIX aKToB Poccuitickon Pepepaumn, NpenoCcTaBNeHUM OTAENbHbLIX
rapaHTUin COTpyAHMKaM OPraHOB BHYTPEHHWUX A€/, OPraHOB MO KOHTPOO 32 060POTOM HAPKOTUYECKUX
CPeaCTB M NCUXOTPONMHbIX BELLECTB M ynpa3aHaemMbix desepasbHbiX OpraHoB Ha0roBOM NOANLMMU B CBA3U
C OCYyLLeCcTBNEHMEM Mep MO COBEPLUEHCTBOBAHWUIO TOCYAapCTBEHHOro ynpasneHua" (CobpaHue
3aKoHoaaTenbcTBa Poccuitickon Pepepaumu, 2003, N 27, cT. 2700);

5) ctatbio 101 PepepanbHoOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHECEHUN N3MEHEHU
B 3aKoHogaTesibHble aKTbl Poccuitckolt Pepepaummn U NPU3HAHUW YTPATUMBLUMMM CUAY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3KU € NpuHATUEM PepepanbHbix 3aKoHoB "O
BHECEHUM M3MEHEHWIn U gononHeHui B PepepanbHblih 3aKOH "O6 06WMX NPUHLMNAX OpPraHM3auuu
3aKOoHOAATeNbHbIX (NpeacTaBUTENbHbIX) W MUCMNONHUTE/NbHbIX OPraHOB rOCYAapCTBEHHOM BAacTU
cybbekToB Poccuiickoli depepaumn” n "0O6 06X NPUHLMNAX OPraHU3aLMM MEeCTHOro caMoynpaBaeHus



B Poccuinckoit ®epepaumnn” (CobpaHue 3akoHoaatenbctea Poccuiickon ®epepaumn, 2004, N 35, cT.
3607);

6) cTaTbio 28 deaepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBeAeHUM B AeUCTBUE
yacTu veTBepToi [parkaaHCKoro Koaekca Poccuiickon ®depepaummn" (CobpaHue 3akoHoAaTeNbCTBA
Poccuitckoit depepaumn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactoswero deaepasibHOro 3aKoHa

1. Hactoawumit PepepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. HEKapCTBEHHbIe cpeactea, 3aperncTtpupoBaHHble OO0 AHA BCTYNJIEHMA B CUNY HACTOALWLETO
CDe,u,epaanoro 3aKOHa, NoanexaT BK/IIOYEHUIO B TOCYyAapPCTBEHHbIE PEECTPbLI NEKAPCTBEHHbBIX CpeacTs C
BHECEHMEM YKa3aHHbIX B 4acCTu 1 ctatbn 33 HacToAwero dJep,epaanoro 3adKOHa CBe,CI,eHMﬁ 06 3Tmnx
NEeKapCTBEHHbLIX CpeacrBax 6es npoxoxgeHna BHOBb npoueaypbl I'OCV,CI,apCTBeHHOﬁ perncrpauunm
NEeKapCTBEHHbIX NPenapaTos.

3. locypapcTBeHHadA perncTpauma neKkapcTBeHHbIX NpenapaTos, 3a UCKAOYEHUEM IeKapCTBEHHbIX
npenapaTtoB 419 MeaAUUUHCKOro npumeHeHua, npeacrasjieHHbIX Ha YKa3aHHYO perncrpaumio 4o AHA
BCTYM/IEHMA B CUAYy HactoAawero ®eaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM HA OCHOBAHWUM AOKYMEHTOB U AAHHbIX, NPeACTaB/IeHHbIX A0 AHA BCTYNAEHUA B
cuny Hactoswero ®enepanbHOro 3akoHa.

(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. FocypapcTBEHHANA perncTpaLma 1eKapCTBEHHbIX MPenapaTos ANA MeAULMHCKOTO NPUMEHEHMUS,
NpPeACTaBNEHHbIX Ha TOCYAAPCTBEHHYIO PErUCTPaUMio A0 [AHA BCTYMJIEHWMA B CWUAY HacCTOALLEro
depnepanbHOrOo 3aKoHa, M TOCYAAPCTBEHHAA  PEruvcTpauma  JIeKapcTBEHHbIX Npenapatos  ANs
MEeANUMHCKOTO MPUMEHEHUSA, NPEeACTaBNEHHbIX Ha 3KCNepTU3y JIEKAPCTBEHHbIX CPeaCTB A0 AHA
BCTYNNEHMA B CUAY HacTosAwero PenepasbHOro 3aKOHA B LEAAX MX NOCAeayrolel rocyaapcTBeHHOM
pPerucTpaumnmn, OCyLLEeCTBAAIOTCA Ha OCHOBAHMM [OKYMEHTOB M [AaHHbIX, NPEACTaBAEHHbIX A0 AHA
BCTYNAEHMA B cuAy HacToswero ®enepanbHOro 3aKoHa, a TaKKe 3aABJAEHMA O FOCYAapCTBEHHOWM
perucTpauumn IeKapCcTBEHHOro npenapaTta, NpPeacTaB/NeHHOro MPOM3BOAUTENIEM  JIEKAPCTBEHHbIX
npenapaToB UAW YNOJHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAWwmUM PegepanbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIN denepanbHblii opraH UCNOHUTENbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynaaTbl rocyapcTBEHHOM NOLW/IMHbI, NPeAyCMOTPEHHOM 3aKoHo4aTeIbcTBOM Poccuiickon depepaunm o
Ha/siorax n cbopax.

(yacTtb 3.1 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. MMoateep)KAeHWEe TroCyAapCTBEHHOM PEerncTpaumm  fIeKapCTBeHHbIX NpenapaTtos A
MeAMUMHCKOro NPMMeEHEHUA, NPeaCcTaBAEHHbIX 414 NOATBEPKAEHMA TOCYA4aPCTBEHHOMN PErNCTPaLLUM 40
OHA BCTYN/AeHWA B cuny HactosAuwero PeaepanbHOro 3akoHa, M NoATBEpXKAEHWEe rocynapcTBEHHOM
perucTpaunm neKapcTBeHHbIX MpenapaToB 444 MeAUUMHCKOro NPUMEHEHWs, NpeacTaBAeHHbIX Ha
3KCNepTU3y NeKapCTBEHHbIX CPeACTB A0 AHA BCTyN/eHMA B cuay Hactosawero deaepasibHOro 3aKOHa B
uensx nocneaylowero nNOATBEPXAEHUA UX TOCY[APCTBEHHOW PErncTpaummn, OCYLLECTBAAIOTCA Ha
OCHOBaHMW [OKYMEHTOB W [AaHHbIX, NPeACTaBAeHHbIX A0 AHA BCTYNAE€HMA B CUAY HACTOALLEro
depepanbHOro 3akoHa, a TaKXe 3asBAeHMA O MNOATBEPKAEHWM TFOCYAAPCTBEHHOM permcTpauum
NIeKapCTBEHHOrO npenapaTta, NpeacTaB/leHHOIo NPOU3BOAMTENEM JIEKAPCTBEHHbIX MpPenapaToB WM
YNONHOMOYEHHbIM MM INLLOM B COOTBETCTBMU C HacToALwmMm PeaepasibHbIM 3aKOHOM B YNO/THOMOYEHHbI
denepanbHbIit opraH McnoAHWUTeNbHOM BnactM go 1 mapta 2011 ropa, 6e3 TpeboBaHWA ynaaThbl
rocyfapcTBEHHOM NOLWIMHbI, NPeAyCMOTPEHHOM 3aKoHoAaTebcTBOM Poccuiickon ®epepalimm o Hanorax
n cbopax.

(yacTb 3.2 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. anHHTI/Ie peweHna O BHeCEeHUU U3MEHEHUA B AOKYMEHTbI, cogepKauwneca B
perncTtpatMoHHOM A0CbEe Ha BaperMCTpMpOBaHHbIVI I'IEKapCTBEHHbIl‘/JI npenapar gna meagumunHCKoro



NPMMEHEHUA U NpeacTaBfieHHble A0 AHA BCTYN/eHWs B cUAy HacTtoswero degepanbHOro 3akoHa, U
NPUHATUE PEeLIEHNA O BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAepKalleecs B PermcTpaumoHHOM Aocbe
Ha 3apPerncTpMpoBaHHbLIA  NEKAPCTBEHHbIM npenapaT Ana  MeAWUMHCKOro  MPUMEHeHua U
npeacTaB/ieHHbIe Ha 3KCMEepPTU3Y JIEKAPCTBEHHbIX CPeACTB A0 AHA BCTYM/IEHMA B CUAY HacCToALLEero
depepanbHOro 3aKOHa, OCYLLLECTBASAOTCA Ha OCHOBAHUM AOKYMEHTOB W IaHHbIX, NPeACTaBAeHHbIX A0 AHA
BCTYN/IEHUA B CMy HacToswero ®egepanbHOro 3aKOHa, a TakXKe 3aAB/IEHUS O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, COoAep’KalmMeca B PerncTtpauMoHHOM [A0Cbe Ha 3aperMcTpMpoBaHHbIA JIEKAPCTBEHHDIN
npenapat Aas MeAMUMHCKOrO MPUMEHEHUA, NPeACTaB/JIEHHOr0 MPOU3BOAUTENEM JIEKAPCTBEHHbIX
npenapaToB UAM YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMU C HacToAWwmMM PeaepanbHbiM 3aKOHOM B
YNO/IHOMOMYEHHbIN deaepanbHbli OpraH UCNoNHUTENbHOM Bnacth Ao 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynnaTbl rocygapcTBEHHOW NOLW/IMHbI, NPeAyCMOTPEHHOM 3aKoHo4aTeNbCTBOM Poccuiickon deaepaumnm o
Hasorax n cbopax.

(yacTb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeweHuin Ha NpoBefeHWEe KAMHUYECKUX UCCNeL0BaHUI  NeKapCTBEHHbIX
npenapaToB ANA MeAULMHCKOIO NPUMEHEHMA NO 3aABAEHUAM, NOAAHHbIM A0 AHA BCTYMJIEHMA B CUY
HacToawero ®egepanbHOro 3aKOHA, a TaK¥Ke Mo 3aAB/IEHUAM, MOAAHHbIM NOC/Ae AHA BCTYNAEHUA B CUNY
HacToawero PesepasbHOro 3aKOHa Ha OCHOBAHWUM SKCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYMNNEHUA B CUNY
HacToAawero ®egepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwmm PegepasbHbim
3aKOHOM Ha OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX UIN NONYYEHHbIX A0 AHA BCTYNAeHUA
B cMny HactoAwero PeaepasibHOrO 3aKOHA, a TaKXKe Ha OCHOBAHWM KOMWUK NpeaBapuTeNbHOro A0rosBopa
06A3aTeNbHOro CTPAaX0BaHUA }KMU3HU, 340P0BbA NALMEHTOB, YHACTBYIOLLMX B KTIMHUYECKOM UCCIeA0BaHUM
NIeKapCTBEHHOrO npenapaTa AAf MeAMLUMHCKOTO NPUMEHEHWA, UKW KONUW aorosopa obasaTenbHOro
CTPaxoBaHMA »KM3HW, 340pPOBbA MALMEHTOB, YYaCTBYIOWMX B  KAWHUYECKOM  WUCCAedOBaHUU
NIeKapCTBEHHOrO NpenapaTa A1 MeAUUMHCKOro NnpumeHeHusa, anbo npeacTaBNeHHON KonuMK AOroBopa
06A3aTeNbHOro CTPaxoBaHWUA, 3aK/HOYEHHOTO B COOTBETCTBMM C TUMOBLIMWU NpPaBuaamm 06sa3aTeNbHOro
CTPaxoBaHMA, C YyKasaHMeM npenesibHOM YMCAEHHOCTU MNAUMEHTOB, Y4YACTBYIOWMX B KJAMHUYECKOM
nccnefoBaHUN NEKapCTBEHHOMO npenapaTa ANAa MeULMHCKOro npumeHeHus, 6e3 TpeboBaHuMA ynnaTbl
rocyapCcTBEHHOW NOLWMHbI, NPEAYCMOTPEHHOM 3aKoHoAaTeNbcTBOM Poccuiickon ®epepaumm o Hanorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpMpoBaHHble B WMHOCTPAHHOW BantoTe [0 AHSA BCTYN/AEHMA B CUAY HACTOALLEro
depnepanbHOro 3aKOHA MpefesibHble  OTMNYCKHble  LEeHbl  WMHOCTPaHHbIX MNpou3BoauTesniell  Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpPevYeHb MU3HEHHO HEeOBXOAMMbBIX W  BaAXKHEMLIMX
JIeKapCTBEHHbIX NpenapaTos, nognexaT nepecyety B pybsau no kypcy LleHTpanbHoro 6aHka Poccuiickoi
depepaunn Ha aaTy, ycTaHoBAeHHyo [MpaButenbctBom Poccuinckoir Pepepaumnmn, 6e3 npeacrasiaeHms
3aABJ/IeHMA O nepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX M3SMEHEHUI B FTOCY4aPCTBEHHbIN peecTp
npeaesbHbIX OTMYCKHbIX LEeH NPOU3BoAMTENEN HA IEKAaPCTBEHHbIE NpenapaThbl, BK/OUYEHHbIe B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLLIUX NeKaPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBegeHa depepanbHbim 3aKkoHOM oT 11.10.2010 N 271-93)

3.6. 3apernctpmpoBaHHble [0 AHA BCTYNAeHMA B cuay HacTtoawero ®deaepasbHOro 3aKoHa
npegenbHble OTNYCKHblE LEHbl POCCUMCKMUX MNPOU3BOAUTENEN HA JIeKapCTBEHHble MpenapaTsbl,
BK/IIOYEHHblE B MepeyeHb XW3HEHHO HEeOobXOAMMbIX W BaXKHEWLWWUX NEeKapCTBEHHbIX MPENapaTos,
nogsaexar uHaekcaumm ¢ 1 Hoabpa 2010 roga ucxo4s M3 MPOrHO3UPYEMOrO YPOBHA WHOAALMM,
ycTaHoBneHHoro desepanbHbiM 3aKoHOM OT 2 Aekabpa 2009 roaa N 308-93 "O deaepanbHom broaxeTe
Ha 2010 roa 1 Ha naaHoBbI neprog 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa desepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckakoTca NPOM3BOACTBO M BBO3 B Poccuitckyto Pegepaumto
NIeKapCTBEHHbIX NPENapaToB B YNaKOBKaxX C MAaPKMPOBKON, KoTopasa 6blna HaHeceHa A0 AHA BCTYN/JeHUA
B cuny HactoAawero degepasibHOro 3aKoHa. 1o UCTeYeHMM YKa3aHHOTo CPOKa AaHHbIE JIEKAapCTBEHHbIe
npenapaTbl MOTYT OTNYCKAaTbCA, Peasn30BbIiBaTbCA, NepeaaBaTbCca N NPUMEHATHLCA A0 UCTEYEHUA NX CPOKA



roAHOCTH.
(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-03)

4. Co gHAa BcTynneHuAa B cuny Hactoawero ®epepanbHoro 3akoHa m no 30 anpensa 2011 roga
BKIIOYNTENbHO A0MYCKAETCA NPOBeAEHME IKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB IKCNEPTAMM SKCNEPTHOIO
yypexaeHma [0 MNPOXOXAEHMA MMM aTTecTauMnm B MNOPSAAKe, YCTAHOBAEHHOM YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJIHUTE/IbHOM BAACTH.

5. Co gHAa BCcTynaeHua B cuay Hactosawero ®enepanbHoro 3akoHa 1M no 31 aekabpa 2013 roga
BK/IIOYMTE/IbHO OCYLLECTB/AETCA Mepexosd K NpoM3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMMU C
npaBuaamm opraHM3aumm NPOU3BOACTBA M KOHTPOJIA KaYecTBa IEKAPCTBEHHbIX CPeACTB, YKa3aHHbIMU B
yactu 1 crtatbu 45 Hactoawero ®denepanbHOro 3akoHa, B nofHOM obbeme. CpokM nepexosa
NpPon3BOACTBA JIEKAPCTBEHHbIX CPEeACTB K WX MNPOU3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHMAMM AAHHbIX NPABWJ, BKAOYAA CPOKM aTTeCTaUMMU YNONHOMOYEHHbIX INL, YKa3aHHbIX B 4aCTAX
6 1 7 ctatbu 45 Hactoswero PenepanbHOro 3akoHa, yctaHaBauBarTcA MpaBuTenbcTBom Poccuinickol
depepaunn.

6. J/InueH3nm Ha NpPOMU3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BblaaHHble Ao 1 AHeBapa 2014 roaa,
aevicteytoT nocne 1 aHeaps 2014 roga A0 UCTEYEHUS CPOKA UX AEUCTBUA MPU YC/IOBMU COOTBETCTBUSA
nueH3mnaTa npasuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPOIA KavyecCTBa JIEKAPCTBEHHbIX CpeacTs,
YKa3aHHbIM B YacTh 1 cTatbn 45 HacToawero PenepasnbHOro 3aKoHa.

7. ®opmmnpoBaHue rocygapCTBEHHOrO 3a4aHWA Ha MpOBeAEeHMEe IKCNEepPTM3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyAapCTBEHHOMY OHOAMKETHOMY YUYpPEKAEHUIO MO NPOBEAEHUIO SKCMNEPTU3bI
NIeKapPCTBEHHbIX CpeacTB U PpuHaHcoBoe obecneyeHne BbIMOAHEHWUA 3TOTMO 3a4aHMA OCYLLECTBAAIOTCA B
nopsake, yctaHosneHHom ®eaepanbHbiMm 3aKkoHOM oT 12 sHBapA 1996 roga N 7-93 "O HeKoMmepyecKmx
opraHusaumax".

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM oT 29.11.2010 N 313-93)

MNpe3sunaenHt
Poccuiickoit Pepepaumm
O.MEABEOEB
MockBa, Kpemnb

12 anpensa 2010 ropa

N 61-®3




