[okymeHT npepoctasneH KoHcynbTaHTI1t0C

12 anpena 2010 ropa N 61-03

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

MpuHAT
locypapcteeHHOM ymon
24 mapta 2010 roga

OpobpeH
Cosetom depepauunm
31 mapTta 2010 roga

Fnasa 1. OBLUME NMNOJTOXKEHUA
Cratba 1. Mpeamert perynnpoBaHus HactosAwero depgepanbHoOro 3akoHa

1. Hactoawwuii ®depgepanbHblii 3aKOH PEryavMpyetr OTHOLUEHUS, BO3HMKalwWwMe B CBA3U C
obpauleHmMem - pa3paboTKoM, AOKIMHUYECKMMU UCCAEA0BAHUAMMU, KIAMHUYECKMMU UCC/IeA0BaHUAMM,
3KCNEepTU30i, TrOCYyAapCTBEHHOM perncTpaumnen, co cTaHgapTM3auMen M C KOHTPOJIEM KayecTsa,
NpPoun3BOACTBOM, W3rOTOB/IEHWEM, XpaHEeHWEeM, NepeBO3KOM, BBO30OM B Poccuiickylo depepaumio,
BbIBO30M M3 Poccuiickoin Peaepaunm, peknamoi, oTnycKom, peannsaumneit, nepegaden, NnpMMeHeHUEM,
YHUUTOXKEHNEM NIeKaPCTBEHHbIX CPeACTB.

(B pen. PepepanbHoro sakoHa ot 06.12.2011 N 409-$3)

2. Hactoswmii  ®depepanbHblii  3aKOH  yCTaHaB/MBAeT  MPUOPUTET  FOCYAAPCTBEHHOTO
perynupoBaHuMa 6e30nacHOCTM, KayecTBa WM 3ODEKTUBHOCTM NEKAPCTBEHHbIX CPEACTB MpU WX
obpalleHuu.

(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

CraTtba 2. Chepa npumeHeHUa HacToAwero PepepanbHOro 3aKoHa

Hactoawmi ®deaepanbHbiii 3aKOH NPUMEHSAETCA K OTHOLIEHMAM, BO3HUKAIOLWMM Npu obpalleHnm
NleKapcTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickon ®eaepaumn.

Cratba 3. 3aKOHOAATENbLCTBO 06 06paLLEHMN IEKAaPCTBEHHbIX CPeacTB

1. 3akoHogaTenbctBO 06 06palleHMM NeKapCTBEHHbIX CPeacTB COCTOUT M3 HaCTOALLEro
denepanbHOro 3akoHa, APYrMx deaepanbHbiX 3aKOHOB W WMHbIX HOPMATUBHbIX MPABOBbIX aKTOB
Poccuitckoin epepaumn.

1.1. 3akoHOAaTENLCTBO 06 O6PaALLLEHNU NEKAPCTBEHHbIX CPEACTB B OTHOLUEHUU IOPUANYECKUX UL,
M UHAMBMAYANbHbLIX MNpeanpuHMMATENE, OCYLLECTBAAIOWMX [AeATeNbHOCTb Ha  Tepputopuu
MeXAyHapoaHOro MeAMLMHCKOro Knactepa, NPUMEHAETCA C yYeTOM OCOBeHHOCTeN, YCTaHOB/EHHbIX
depnepanbHbiM 3aKoHOM "O MexAyHapoAHOM MeAULIMHCKOM Knactepe M BHECEHUM M3IMEHEHWN B
oTAenbHble 3aKoHoAaTe bHble akTbl Poccuiickont ®eaepaunn”.
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(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3)

2. [eunctene Hactoswero deaepanbHOro 3akoHa pacnpocTpaHAeTca Ha  obpalleHue
HAPKOTMYECKUX JIEKAPCTBEHHbIX CPEACTB W MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPeAcTB C  ydYeTom
0CcObeHHOCTEN, YCTAHOB/EHHbIX 3aKOHoAaTenbCcTBOM Poccuiickolt Pegepaumm 0 HapPKOTUYECKUX
CpeAcTBax, NCUXOTPOMHbIX BELecTBax 1 06 Mx NpeKkypcopax.

3. JelictBne Hactoswero ®denepanbHOro 3akoHa pacnpocTpaHaeTca Ha  obpauieHue
pagnodapmaLeBTUUYECKMX JIeKapCTBEHHbIX CpeacTB C  y4eToM ocobeHHocTel, YCTaHOBAEHHbIX
3aKoHoaaTenbcTBOM Poccuiickoit ®eaepauymm B 061actu obecneyeHnn paanalMoHHOM 6e30nacHoCTy.

4. Ecnv mexkayHapoaHbIM goroBopom Poccuiickon deaepalmm yCTaHOBEHbI MHbIE NMPABUAA, Yem
Te, KOTopble nNpesycMOTpeHbl HactoAwum dPeaepanbHbiM  3aKOHOM, TMPUMEHAIOTCA  NpaBuAa
MeXAyHapoAHOoro Aorosopa.

4.1. PelweHNs MEXIOCYAAPCTBEHHbIX OPraHoOB, MPWHATbIE HA OCHOBAHMU  MOJIOXKEHUM
MeXAYHAPOOHbIX p[orosopoB Poccuiickoh degepauum B WX  WUCTONKOBAHWMW, NPOTMBOPEYALLEM
KoHctutyummn Poccuiickon ®epepauunmn, He nognexkaT UcnonHeHuto B Poccuiickoit ®epepauymnmn. Takoe
NPOTMBOpPEYME MOKET BbITb YCTAaHOB/IEHO B NOPAAKE, onpeaeneHHOM dpeaepanbHbiM KOHCTUTYLMOHHbBIM
3aKOHOM.

(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHOM oT 08.12.2020 N 429-d3)

5. B Poccuickoii depepaunm B COOTBETCTBUM C MEXAYHaApPOAHbIMM A0roBopamu Poccuiickomn
depepaumn M (MNM) Ha OCHOBE MPUHUMNG B3aMMHOCTU MPU3HAKOTCA pPe3ynbTaTbl KAUHUYECKUX
NUCCNe0BaHUI /IEKAapPCTBEHHbIX MNpPenapaToB AN MeAMUMHCKOro MNPUMEHEHUA, MPOBEAEHHbIX 33
npeaenamu tTepputopun Poccuiickonn Pepepaumu.

Cratba 4. OCHOBHbIE NOHATHUA, ucnoJsibdyembie B HactoAawem CDep,epaanOM 3aKOHe

[na uenei Hactoswwero ®eaepasbHOro 3aKOHa UCMNO/Ib3YIOTCA CNEAYIOLME OCHOBHbIE MOHATHA:

1) nekapcTBeHHble cpeacTBa - BewWecTBa WM UX KOMOWMHaUMKM, BCTyMNalolWMe B KOHTaKT C
OPraHM3MOM YesIOBEKa WM KMBOTHOTO, MPOHUKAKWMe B OpraHbl, TKAHW OpraHM3ma 4YenoBeKa WM
KMBOTHOTO, MpUMeHsiemble Ans NPOUNAKTUKM, ONArHOCTUKU (33 WUCK/IOYEHWEM BELLECTB UM KX
KOMBWHaLMIA, HE KOHTaKTUPYIOLWMX C OPraHM3MOM Ye0BEKA UM XKUBOTHOIO), NeyeHns 3aboseBaHus,
peabunutaumu, ANA COXpaHeHus, NpPeaoTBPaLLEeHNA NN NPepbiBaHMUA BEepeMeHHOCTU U NoJTyYeHHbIE U3
KPOBM, NAa3Mbl KPOBM, M3 OPraHoOB, TKaHEW OpraHM3ma 4YenoBeKa WAM XMBOTHOFO, pacTeHui,
MWHEpPanoB MeToAaMn CUHTE3a UAN C NPUMEHEHNEM BUONOrMUYECKUX TEXHONOMNIM. K nekapcTBeHHbImM
cpeAcTBam OTHOCATCA GpapmalieBTUYECKMEe cybCTaHUMKM M NeKapcTBEeHHble npenaparthl;

2) dapmaueBTMyecKkan cybcTaHUMA - NEeKapCTBEHHOE CPeACTBO B BUAE OAHOMO WM HECKOJIbKMUX
obnagarowmx GpapMaKkonormieckom akTUBHOCTbIO AENCTBYIOLLMX BELLLECTB BHE 3aBUCMMOCTU OT NPUPOAbI
NPOUCXOXAEHNA, KOTOPOe MpegHasHaYyeHo A MPOM3BOACTBA, W3rOTOB/JEHMA JIEKAPCTBEHHbIX
npenapaTos M onpegenaet ux asPpPeKTMBHOCTL;

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

3) BCnomorarte/sibHble  BelwlecCTBa - BeuwecTtBa HEeOopraHn4eckoro WM opraHmyeckoro
npoucxoxageHmnda, wucnonablyemble B npouecce npoumsBoacTtBa, MU3rotoBsieEHNA  NEKAPCTBEHHbIX
npenapartos AnAa npngaHna um H606X0,CI,VIMbIX d)VIBVIKO-XMMVI‘-IeCKMX CBOﬁCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHblE CPeACTBA B BWUAE JIEKAPCTBEHHbIX GOpMm,
npMmMeHsemble Ana NPodUNAKTUKM, AMArHOCTMKKW, nedeHus 3aboneBaHuA, peabunuTtaumn, ANS
COXpaHeHwun, NPpeAoTBPaLLEHUA UM NpepblBaHMA BepemeHHOCTY;

5) nekapctBeHHana Gopma - COCTOSIHME NEeKapCTBEHHOro Npenapara, CooTBeTCTBylolee cnocobam
ero BBeAEHMA N NPUMEHeHNA 1 obecnedynBaloee 4OCTUNKEHNE HEOBXoANMOro edebHoro apdeKTa;
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5.1) po3MpoBKa - CcOAEp)KaHWe OJHOTO MAM  HECKOMbKMX [AEUCTBYIOWMX BELWECTB B
KO/IMYECTBEHHOM BbIPA)KEHUM Ha eguHULY [03bl, MAUM eauMHULYy obbema, AW eavHULy Maccbl B
COOTBETCTBMM C /IeKapPCTBEHHOM PpopMoit NMbO AN HEKOTOPbIX BUAOB IEKAPCTBEHHbIX GOPM KOINYECTBO
BbICBOOOKAaEMOr0 U3 JIeKapCTBEHHOM GOpPMbI AEMCTBYIOLLErO BELWLECTBA 33 eANHULY BPEMEHU;

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

6) nepeyeHb KM3HEHHO HEOBXOAUMbBIX W BaKHEMLIMX NEeKapCTBEHHbIX npenapatoB -
yTBepKaaemblii MpaButenbctBom Poccuiickon deaepalmm nepedyeHb NeKapCcTBEHHbIX NpenapaTos A
MeANUMHCKOTO MpUMMeHeHUus, obecneymBaloWnMX MPUOPUTETHbIE MOTPEBHOCTUM 34paBOOXpPaHEeHUA B
uenax npoouUNakTUKM KN nedeHus 3abonesaHuii, B TOM uucie npeobnagaloWwmnx B CTPYKType
3abonesaemoctu B Poccuiickot Pegepaunu;

(B pea. PegepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NEeKapCTBEHHble NpenapaTbl - JIeKapcTBEHHblE NpenapaTtbl, NpegHasHayeHHble
WCK/IOUMTENbHO AN AMArHOCTUKM UMW MATOreHeTUYECKOro NeyeHun (NnedyeHus, HanpasJeHHOro Ha
MexaHM3M pa3BuTKA 3abonesaHun) pegknx (opdaHHbIX) 3aboneBaHnii;

(n. 6.1 BBeaeH desepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

6.2) 6uosnorMyeckme SIEKapCTBEHHbIE MpenapaTbl - JIEKAPCTBEHHbIE NpPenapaTbl, AencTeyollee
BELLECTBO KOTOPbIX NMPOU3BEAEHO MU BblaeNeHO U3 BUONOrMYecKkoro UCTOYHMKA U ANA onpeaeneHus
CBOWMCTB M KayecTBa KOTOPbIX HeobxoaMma KOMOMHauMA OMONOTMYECKUX U PUIMKO-XMMUYECKUX
metofzoB. K 6MONOrMYEecKMM NIeKapCTBEHHbIM MpenapaTtam OTHOCATCA MMMyHobuonormyeckme
NIeKapCTBEHHblE MpenapaTbl, JIeKapCTBEHHble MNpenapaTtbl, MOJlyYeHHble M3 KPOBW, MNa3Mbl KPOBU
YeNOBEKA W KMBOTHbIX (33 MCKAIOYEHMEM UENbHOW KpPOBW), BMOTEXHONOTMYECKME SIEKAPCTBEHHbIE
npenapaTbl, reHoTepaneBTUYECKNE NEKAPCTBEHHbIE NpenapaThbl;

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

7)  UMMyHOBMONOrMYECKME NIeKAPCTBEHHblE MNpPenapatbl - JIEKAapCTBEHHble MpenapaTsl,
npefHasHavyeHHble a8 GOPMUPOBAHUA AKTUBHOTO MAM MACCMBHOMO MMMYyHUTETa AMBO AMArHOCTUKM
HanMuMA  UMMyHUTETAa  MAM  AMATHOCTMKM  crneumduyeckoro  nNpuobpeTeHHOro  U3MeHeHwuA
MMMYHONOIMYECKOrO  OTBETAa Ha  anneprusupytowme Bewectsa. K MmmyHobMONOrMYECKUM
NIeKAPCTBEHHbIM  MpenapaTam  OTHOCATCA  BaAKUMHbI,  aHATOKCWMHbI,  TOKCUHbI,  CbIBOPOTKM,
UMMYHOTN00YNUHBI U anfeprexsol;

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

7.1) bMOTexHo/NOrMYeckue JieKapCTBEHHble Mpenapatbl - JIeKapCTBEHHble  Mpenapartb,
NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C MCNO/Ab30BaHMEM OWOTEXHONOTMYECKUX MPOLLECCOB WU
MeToaoB (B Tom umcne [HK-peKomMBUHAHTHON TEXHONOMMKN, TEXHOOTMN KOHTPOJIMPYEMOWN SKCMpPEeccum
reHoB, KOAMPYIOWMX OMONOTMYECKM aKTMBHble OenkM B MNPOKAPMOTax WM 3yKapuoTax, BKAOYAA
N3MEHEHHbIE KNETKM MNIEKONUTAOWMX), FTMOPUAOMHOIO METOAA M METOLa MOHOK/IOHA/IbHbIX aHTUTES;
(n. 7.1 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME JIEKApPCTBEHHble nNpenapaTtbl - JIEKApPCTBEHHbIe Mpenaparsl,
dapmaueBTMUECKass CybCTaHLMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOM KWUCAOTOW WU
BK/MOYaeT B ceba pPeKoOMOUMHAHTHYIO HYKNEMHOBYHD KWUCNOTY, MO3BO/IAOWYIO  OCYLLECTBAATb
perynmpoBaHue, penapaumio, 3ameHy, 4obaBneHne Unm yaaneHne reHeTM4eckom nocnenoBaTeIbHOCTYH;
(n. 7.2 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

8) HapKOTUYECKMe IeKapCTBEHHbIE CPeACTBa - JIEKAPCTBEHHbIe NpenapaTtbl U gapmaLeBTUYECKUE
cybCTaHUMK, copepiKalime HApPKOTUYECKME CPeacTBa M BK/KOYEHHble B [lepeyeHb HAPKOTMYECKUX
CPeacTB, MCUXOTPOMHbIX BELWEeCTB M WX MPEKYPCOPOB, NOANEXKalMX KOHTponto B Poccuintckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickon ®Pepepaumn, mexgyHapoaHbIMU
porosopammn Poccuitckoit Pegepaunn, B Tom uncne EGMHON KOHBEHUMEN O HAPKOTUYECKUX CPpeacTBax
1961 ropaga;
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9) NcMXOTpOnNHble IeKAapPCTBEHHbIE CPEACTBa - JIeKapCTBEHHble npenapaTbl U papmaLeBTUYECKUE
cybcTaHUMK, codepKalipe MNCUXOTPOMHbIE BELWeCTBA M BK/OYEHHble B [lepeyeHb HapKOTUYECKMUX
CpeacTs, MNCUXOTPOMHbIX BELLeCTB M WX MPEKYPCOPOB, NOANEXKAWMX KOHTpoao B Poccuinckoit
depepaunn, B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccuiickoit Pepepaummn, mexayHapoaHbIMU
porosopamu Poccuiickoit ®@egepaumn, B Tom ymcae KoHBeHUMEN O MCUXOTPOMHbIX BewecTtBax 1971
roga;

10) pagmodapmaueBTUYECKME NeKApPCTBEHHbIE CPeACTBa - JIeKApCTBEHHblE CPeacTBa, KOoTopble
coAeprKaT B roTOBOI ANA UCMNOAb30BaHUA GpOpMe OAMH PAAUOHYKANUA UMM HECKONbKO PaAUOHYKANA0B
(pagMoaKTUBHBIX N30TONOB);

10.1) oOpUIrMHANbHbLIN NIeKAapPCTBEHHbIA NpenapaT - JIeKApPCTBEHHbIM Mpenapat € HOBbIM
OEeVCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apernctpuposaH B Poccuiickolit depepauum mam B
WMHOCTPaHHbIX rOCYAapCTBaxX Ha OCHOBAHMM Pe3ybTaTOB AOKANHUYECKUX UCCNEA0BaHUI NEeKapCTBEHHbIX
CPEeACTB U KAMHUYECKUX UCCNEAOBAHUIA NEKAPCTBEHHbIX NPENApaToB, NOATBEPKAAOLMNX €r0 KavyecTso,
3 PeKTMBHOCTb M 6€30MacHOCTb;

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

11) pedpepeHTHbIN NeKapCTBEHHDbIW NpenaparT - IeKapCTBEHHbIN NpenapaT, KOTOPbIi MCnonb3yeTca
ONA OLUEHKN BMOIKBUBAIEHTHOCTU UM TepaneBTUYECKON SKBMBANIEHTHOCTM, KadecTBa, 3PpPeKTUBHOCTH
M  6e30nMacHOCTM  BOCMPOU3BEAEHHOrO  JIeKapCTBEHHOro  npenapata WM 6MOaHANoroBoro
(6nonoagobHOro) NnekapcTeeHHoOro npenapara (buoaHanora). B Kauectse pepepeHTHOro NeKapCTBEHHOTO
npenapaTta gna MeauuMHCKOro NPUMEHEHUS UCMO/b3YeTCA OPUTMHA/bHbIN IEKAPCTBEHHbIA NpenapaT
nnMbo, ecnnm OpUrMHaNbHbLIA NEKAPCTBEHHbIM MNpenapaT He 3aperucTpupoBaH WM He HaxoauTcA B
obopoTte B Poccuiickon depepaummnm M He Haxoautca B 060OpoTe B WMHOCTPaHHbIX TOCYAapcTBaXx,
BOCMPOM3BEAEHHbIN NEeKAaPCTBEHHbIN NpenapaT uamM 6uoaHanorosbiii (6MoNoA06HbIN) NEKAPCTBEHHbIN
npenapat (6uoaHanor), KOTopblli MEPBbIM 3aPErnMCcCTPUPOBAH M3 4YMCNa HaxogAawmxca B obopoTte B
Poccuitickolt depepaunn, GUOIKBMBANIEHTHOCTb MM TepaneBTUYECKan 3SKBUBAJIEHTHOCTb, KayecTso,
3dPeKTMBHOCTL M 6e30MacHOCTb KOTOPOro OLEHWMBANUCL MO OTHOWEHWID K OPUrMHANbHOMY
JIeKapCTBEHHOMY nMpenapaTty, a TaKXKe KayecTBo, 3¢pdeKTMBHOCTb W 6He30nacHOCTb KOTOPOro
noATBep:KaatoTcA pesynbTataMn dapmaKkoHaa30pa U NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB,
Haxo4AWMXCA B rpakgaHcKom o06opoTe, yCcTaHOBAEHHbIM TpeboBaHMAM K UX KayecTBy. B Kauectse
pepepeHTHOro NeKapcTBEHHOro npenapata A/1s8 BETEPUHAPHOrO MNPUMEHEHUA  UCMOJb3yeTca
JNIeKapCTBEHHbIM Npenapat AAA BEeTepPUMHAPHOro MNPUMEHEHMA, 3apernmcTpuMpoBaHHbIA B PoccuiicKon
depepaunmn Ha OCHOBAHUMU PE3yNbTAaTOB AOKJAMHUYECKMX UCCNEeO0BaHUN IeKapCTBEHHbIX CPeacTs U
KAMHUYECKUX  UCCNeaoBaHWUA  JIEKAPCTBEHHbIX MNpenapatosB, MNOATBEPXKAAIOWMX €ro  KayecTso,
adpPeKTUBHOCTb M 6e30NacHOCTb;
(n. 11 B peg,. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12) BOCNPOM3BEAEHHbLIN /NIEKAPCTBEHHbIA Npenapat - JIeKapCTBEHHbIM npenapat  Ans
MEeAULMHCKOTO MNPUMEHEHUA, KOTOPbIN WMMEET 3KBMBANIEHTHbIA pedepeHTHOMY NeKapcTBEHHOMY
npenapaTty KayecTBEHHbI COCTAB U KONMYECTBEHHbIN COCTaB AEUCTBYIOLWMNX BELLECTB B 3KBUBAJIEHTHOM
JleKapcTBeHHON dopme, NMBO NEeKapCTBEHHbIN NpenapaTt ANA BeTepPUHAPHOro NPUMEHEHMUA, KOTOpPbIN
MMeEET TaKMe Xe, 4To U pedepeHTHbI NEeKapCTBEHHbIM MpenapaTt, KayecTBEHHbIA COCTaB M
KO/JINYECTBEHHbIA  COCTaB  [AEWNCTBYIOWMX BEWeCTB B TaKOM e  /leKapcTBeHHOM  ¢dopMe,
OMO3KBMBAMIEHTHOCTb  UAM  TepaneBTUYECKass 3KBMUBAMIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY IeKapCcTBEHHOMY NpenapaTty NoATBep:KAeHa COOTBETCTBYHOLWNMWN UCCIe0BaHNAMM;

(n. 12 B pea. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTUYECKaA 3KBUBANEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUMKEHME KAMHUYECKU
CONOCTaBMMbIX TepaneBTMyeckoro addekta M nokasatenenn 3¢GPEKTUBHOCTM WM 6Ge30MacHOCTU npu
NPMMEHEHWUM JIEKAPCTBEHHbIX MNPEnapaTtoB ANA MeAMULMHCKOrO MPUMEHEHUs, WMEIOWUX OfHO
MeXKAYyHapoAHOe HenaTeHTOBaHHOe (MM XMMMUYECKoe, WMAW TPynnMpPOBOYHOE) HAMMEHOBaHWe, B
3KBMBAJIEHTHbIX LO3MPOBKAX MO OAHUM U TEM KE MOKa3aHWAM K NMPUMEHEHUIO U NPU OAMHAKOBOM
cnocobe BBeAEHMA Y OAHOM 1 TOW e rpynnbl 60NbHbIX;
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(n. 12.1 B pea. depepanbHoOro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanorosbii (6ronoaobHbIA) NekapcTBeHHbIM npenapaT (brMoaHanor) - 6MoNorMYeckuin
JNIeKapCTBEHHbIM NpenapaTt, CXOXMMW MO napameTpam KadecTBa, 3¢deKTUBHOCTM M HesonacHocTU C
pedepeHTHbIM BUONOTUYECKMM NIEKAPCTBEHHLIM MPENAPaTOM B TaKOM e JIeKapCTBEHHOM dopme U
UMeLWMA NAEHTUYHbIN cnocob BBeaeHUS;

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

12.3) B3aMmoO3aMeHsIEMbIN JIeKapCTBEHHbIV Mpenapar - IeKapCTBEHHbIA npenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOW 3SKBMBANEHTHOCTbIO WAM OWOSKBUBANEHTHOCTbIO B OTHOWEHUM pedepeHTHOro
JIEKapCTBEHHOIO npenaparta, MMerLNI 3KBUBAIEHTHbIE EMY KaYeCTBEHHbIM COCTaB M KONMYECTBEHHbIN
COCTaB AEeNCTBYHOLUMX BELLECTB, COCTaB BCMOMOraTe/IbHbIX BELLECTB, IeKApCTBEHHYO dopmy U cnocob
BBEAEHUS;

(n. 12.3 BBeaeH PeaepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNpenapaToB - AOCTUMKEHME COMNOCTaBMMbIX
nokasaTene CKOPOCTM BCACbIiBAaHWS, CTEMEHU MOCTYMJ/IEHUA K MeCTy OeWCTBUA M CKOPOCTU BbiBeAEeHMA
OLHOMO MAN HECKOJIbKMX 0bnafatowmx ¢papmMakonorMyeckom akTMBHOCTbIO AEMCTBYIOLWMX BELLECTB NpPK
NPUMEHEHUN JNIEKAPCTBEHHbLIX MpenapaToB 418 MeAMUMHCKOTO MNPUMEHEHUsA, WMEWMX OfHO
MeXAyHapoaHoe HenaTeHTOBaHHoe (MM XMMWYecKoe, WU TPyMNnMPOBOYHOE) HaMMeHOBaHWe, B
3KBMBAJIEHTHbIX AO3MPOBKAX U NPU OAUHAKOBOM criocobe BBeAeHUS;

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

13) nekapcTBeHHOe PacTMTE/IbHOE CbiPbe - CBEXWME WU BbICYLUEHHbIE pacTeHMsA AMBO UX YacTw,
ncnonb3yemble ANA MPOU3BOACTBA NIEKAPCTBEHHbIX CPeACTB OpraHM3auMAmMM - MPOM3BOAUTENAMM
NIeKapCTBEHHbIX CPeACTB UM U3TOTOBNEHNA NIeKapCTBEHHbIX NPenapaToB anTeyHbIMU OpraHn3auuamu,
BETEPUHAPHbIMM anTeyHbIMMU OpraHMU3aUNAMN, UHANBUAYANAbHBIMU NPeanpUHUMATENAMU, UMEIOLLIMMU
NMLEH3MI0 Ha GapmaLLeBTUYECKYIO AeATeNbHOCTb;

14) nekapCTBEHHbIN pPacTUTENbHbIN Npenapar - /IeKapCcTBEHHbIN npenapar, NPou3BeAeHHbIN Unn
N3roTOB/JIEHHbIN U3 O4HOMO BMAA JIEKAPCTBEHHOMO PacTUTE/IbHOMO CbiPbS UM HECKO/IbKMX BUAOB TaKOTo
Cbipbsl M peanusyemsbiii B pacpacoBaHHOM BMe BO BTOPMUHOM (NOTPebuTeNnbCKO) ynaKoBKe;

15) romeonaTUYeCKUn IeKapCTBEHHbIN MpenapaT - JIeKapCTBEHHbIA NpenapaTt, NpPou3BeAeHHbI
WAWN W3rOTOB/EHHbIV M3 dapmaLeBTUYecKon cybctaHuMn unn dapmaueBTUYECKUX CybCTaHUMiA B
COOTBETCTBUM C TpeboBaHMAMKM 0OLMX PapMaAKONENHbIX CTaTei K roMeonaTUYeCcKMM JIEKAapPCTBEHHbIM
npenapatam WM B COOTBETCTBUW C TpeboBaHUAMWM dapmaKonen CTpaHbl NPOM3BOAUTENSA TaKOro
JIeKapCTBEHHOIO Npenapara;
(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoAHOe HenaTeHTOBaHHOE HauMMeHOBaHMEe JIEKAapCTBEHHOro cpeacTBa -
HaMMeHOBaHME [OEWCTBYIOLWLEro BellecTBa QapmaleBTMYECKON cybcTaHUMKW, pPeKoMeHAOoBaHHoe
BcemupHoOM opraHu3aumeit 34paBoOXpaHeEHNS;

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

17) ToproBoe HaMMeEHOBaHWE JIEKAPCTBEHHOTO CpeacTBa - HaMMEHOBaHWE JIEKapCTBEHHOTo
cpencTea, NPUCBOEHHOE ero pas3paboTyMKom, aepraTenem WAM BAALENbLEM PErncTpaLnmoHHOro
YO0CTOBEPEHUS IEKapCTBEHHOMO NpenapaTa;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JIEKApPCTBEHHOro Mpenapata - HauMMeHOBaHWe
JIeKapCTBEHHOMO NpenapaTta, He MMEeLWEro MeXayHapoAHOrO HENAaTEHTOBAHHOTO HAMMEHOBAHUA, UK
KOMOWHaLMM NIeKapCTBEHHbIX MpPenapaToB, MCMNOJIb3yeMoe B LenAX 06beguMHeHus ux B rpynny nog
e4MHbIM HaMMEHOBaHMEM UCXOAA N3 OANHAKOBOIO COCTaBa AEMCTBYIOLMX BELLECTB;

(n. 17.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)
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18) obwwan papmakonenHan cTaTbs - JOKYMEHT, YTBEPKAEHHbIN YNOJAHOMOYEHHbIM dpeaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpMKalLUMii nepedyeHb NoKasaTenen Kayectsa U (Maun) metonos
KOHTPONS KayecTBa KOHKPETHOM NeKapCTBEHHOM (OpPMbl, NEKAPCTBEHHOIO PACTUTENIBHOIO CbIpPbS,
onuncaHus BUOIOTNMYECKNX, BUOXUMUYECKUX, MUKPOBNONOTMUYECKUX, PU3UKO-XUMUYECKUX, PU3UYECKUX,
XMMMYECKMX U  APpYyrMx MeTOAOB aHa/iM3a JIeKapCTBEHHOIO CcpeacTBa, a TakxKe TpeboBaHMA K
MCNONIb3yeMbiM B LEeAX MNPoBeAeHWA [AHHOrO aHa/M3a peakTMBaM, TUTPOBAHHLIM PaCTBOpPaM,
WMHAMKaTopam;

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

19) dapmaKkonerHas cTaTbl - HAOKYMEHT, YTBEPXKAEHHbIN YMNOAHOMOYEHHbIM deaepanbHbiM
OpPraHOM WCMNOJIHUTENbHOM BAACTU M COAEP’KallMi MepedyeHb MOKasaTenel KadyectsBa M MeTOL0B
KOHTPOAA KayecTBa IeKAaPCTBEHHOIO CPeaCTBa;

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

19.1) cTtaHpapTHble 06pasLbl - BeLWEeCTBa, NOCPEACTBOM CPABHEHMA C KOTOPbIMWU OCYLLECTBAAETCA
KOHTPOJ/Ib KayecTBa MCCAeAyeMblX JIEKAPCTBEHHbIX CPeAcTB C MNOMOLbH  QU3MKO-XMMUYECKUX WU
61010rMYECKMX METOA0B B LLENAX NOATBEPKAEHMA COOTBETCTBMA IEKAPCTBEHHbIX CPEACTB TpeboBaHMAM
HOPMaTUBHOWM AOKYMEHTALMUM, YCTAHOBAEHHBIM MPU OCYLLECTBAEHUM TOCYAAPCTBEHHON PErncTpaLmm, u
KOTOpble MPUMEHAIOTCA AN1A KaAMOpOBKM CTaHAAPTHbIX 06pa3uoB MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPeAcTB, UCMO/Ib3yeMblX O KOHTPOJIA KayecTBa M MHbIX Leneil npu obpalleHUu NeKapCTBEHHbIX
CpeacTs;

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

19.2) dapmakonenHbl CTaHAAPTHbIN obpasel, - CTaHAapTHbIA obpasel, NPOU3BeAEHHbI B
COOTBETCTBMM C papMaKonenHom CTaTbeu;
(n. 19.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HOpmaTMBHaA AOKYMEHTaUMA - OOKYMEHT, COAEpKaluii nepeyeHb onpegensembix no
pesy/nbTaTam COOTBETCTBYIOWMX 3KCMNEepTU3 MOoKasaTeseil KayecTBa JIeKapCTBEHHOro cpeacTBa As
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €ro KayecTBa U YCTaHOBJ/IEHHbIV €ro NPou3BoAUTENEM;

21) HOPMATUBHbLIN LOKYMEHT - [OOKYMEHT, COAEprKalMi nepevyeHb onpeaensembix Mo
pesy/ibTaTam COOTBETCTBYIOLMX IKCMEPTU3 NOKa3aTesiei KauecTsa U (UM) MeToL40B KOHTPOJIA KayecTsa
JNIeKapcTBEHHON GOpMbl, ONMUCAHMA BUONOTUYECKMX, BUOXMMUYECKUX, MUKPOOMONOTMYECKNX, GUUKO-
XMMUYECKUNX, PUBNYECKUX, XMMWUYECKMX W APYrMX METOLOB aHa/n3a JIeKapCTBEHHbIX CpeacTs Ans
BETEPUHAPHOrOo NpUMeHeHUs, TpeboBaHUA K MCMONb3yeMbIM B LEeNAX NPoBeAeHMA AaHHOMO aHasau3a
peakTBam, TUTPOBAHHbLIM PacTBOPam, MHAMKATOPaAM U YCTAHOB/IEHHbIN €ro NPon3BOANTENEM;

21.1) obwmit TEXHUYECKUI OOKYMEHT - KOMMJEKT AOKYMEHTOB M MaTepuanoB, COCTOALWMA U3
HECKOJIbKMX  pa3genioB -  AOKYMEHTauMM  agMWHUCTPATMBHONO  XapaKTepa,  XMMWYECKOM,
dapmaLeBTMYECKON W OBUONOTMYECKOW [OOKYMeHTauuu, $apMaKo/IorMYeckoi, TOKCUKONOrMYecKomn
OOKYMEHTaLMN, KANHUYECKOW AOKYMEHTauuMuM U NpeAcTaBAaemblt OAHOBPEMEHHO C 3aAB/IEHUEM O
rocy4apCTBEHHOW pPEerucTpauMmM NeKapCTBEHHOro npenapata AnAd MegMUMHCKOTO MNPMMEHEHUA B
dopmare, ycTaHOBNEHHOM YMOSIHOMOYEHHbIM peepasbHbIM OPraHOM UCMONHUTEIbHOMN BNACTY;

(n. 21.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22) KayecTBO NI€KAPCTBEHHOro CPeacTBa - COOTBETCTBME /IeKAPCTBEHHOrO cpeacTa TpebosaHUAM
dbapmakoneinHoi cTaTbh AMBO B C/ly4ae ee OTCYTCTBUA HOPMATUBHOW JOKYMEHTALMM MU HOPMATUBHOTO
JOKYMEHTa;

23) 6e30nacHOCTb NNEKAPCTBEHHOIO CpeactBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrIoO Cpeactsea,
OCHOBAHHaA Ha CPaBHUTE/NIbHOM aHa/1In3€e ero 3¢d)eKTVIBHOCTVI N PUCKa NPpNYNHEHUNA Bpeada 340P0BbIO;

24) 3¢deKTUBHOCTb /IeKApPCTBEHHOIO Mpenaparta - XapaKTepPUCTMKA CTEMeHW MO0MKUTE/IbHOro
B/AMAHUA NEKapCTBEHHOrO MpenapaTta Ha TeuyeHue, NPOAOC/KUTENbHOCTb 3abofieBaHMA WAM  ero
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npefoTBpalieHme, peabuauTauuio, Ha  COXpaHeHWe, MNpeaoTBpalleHWe WM npepbliBaHue
bepemeHHOCTH;

25) cepua NekapcTBEHHOro CPEACTBA - KOIMYECTBO JIeKapCTBEHHOrO CpeAacTBa, NPoOu3BeAeHHoe B
pesynbTaTe O4HOr0 TEXHO/IOrMYECKOTO LMK/Ia ero NPou3BoauTenem;

26)  peructpauMoHHOe  yAOCTOBEPEeHME  /IeKapCTBEHHOro  npenapata -  AOKYMEHT,
NoATBEPKAAOLWMIA GaKT rocyAapcTBEHHOW perncTpaumum 1eKapcTBEHHOro Npenapara;

26.1) pepkatenb UnAn Bnagenel, perMcTpaLMoHHOro yaAoCcToBepeHmsa NeKapcTBeHHOro npenapara -
pa3paboTunMK NEeKapCTBEHHOro CpeacTBa, MNPOM3BOAUTENb JIEKAPCTBEHHbIX CPeaCcTB MAM  MHOoe
topugmyeckoe nnuo, obnagarollee NPaBom BAaAEeHUA PErncTPauUMoOHHbIM YA0CTOBEPEHMEM, KOTOpble
HecyT OTBETCTBEHHOCTb 3a KayecTBo, 3pdeKTUBHOCTb U 6e30MacHOCTb eKapCTBEHHOTO NpenapaTa;

(n. 26.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

27) pernctpauuoHHbIt HOMep - KoJoBoe o0603HayYeHWe, MPUCBOEHHOE NeKapCTBEHHOMY
npenapary npu ero rocy4apcTBeHHON perncrpaumm;

28) obpaleHne JfIeKapCTBEHHbIX CPeacT8 - paspaboTka, AOKJMHUYECKME UCCNefOBaHus,
KAMHWMYECKUE UCCNefoBaHNA, SKCNepTn3a, rocyAapcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto Peaepauuto, BbiBo3
n3 Poccuiickoit ®egepaumn, peknama, OTNYCK, peanusauus, nepenadva, NpUMeHeHMe, YHUUTOXKeHue
NeKapCTBEHHbIX CPeaCTs;

(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbeKTbl 06palleHUs NEeKapCTBEHHbIX CPeacTB - OU3MYECKME Auua, B TOM 4ucae
WUHAMBUAYANbHbIE MPEANPUHMMATENN, U OPUAMYECKME NULA, OCYLLEeCTBAAIOWME AEATENbHOCTb Mpu
06palleHnM TIeKapCTBEHHbIX CPeACTs;

30) pa3paboTuMK fleKapCTBEHHOro CpeacTBa - oOpraHusauusa, obnagalowas npaBamu  Ha
pes3ynbTaTbl AOKAMHUYECKMX WUCCNELOBAHUIN JIEKAPCTBEHHOTO CPEACTBA, KAMHUYECKUX WUCCAeLOoBaHWUM
JIeKapCTBEHHOrOo npenapara U (MAn) Ha TeXHONOTMI0 MPOU3BOACTBA IEKAPCTBEHHOIO CPeACTBa;

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

31) NpPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOW3BOACTBY JIEKAPCTBEHHbIX
CPeACTB OpraHM3auMammn - NPOM3BOAUTENAMM IEKAPCTBEHHBIX CPEACTB HA OA4HOMN CTaguK, HECKOAbKUX
NN BCEX CTaAMAX TEXHOIOMMYECKOro NPOLLECCa, a TaKKe NO XPaHeHMWIO U peannsaummn NpomsBeseHHbIX
NeKapCcTBEHHbIX CPeaCTs;

31.1) npou3BOACTBEHHas  NAOWAAKA - TeppuUTOpManbHO  060COBNEHHBIN  KOMMNAEKC
NPoOu3BOAUTENA JNIEKAPCTBEHHbIX CPEACTB, MNpefHa3HaYeHHbl A1A BbINOJHEHMA BCero mnpotecca
NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB UM ero onpeneneHHoN cTaauu;

(n. 31.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

32) npousBoamuTENb /IEKAPCTBEHHbIX CPEACTB - OpraHM3aums, OCYLLEeCTBAAIOLWAA MPOM3BOACTBO
NleKapCcTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMM HacToAlero deaepasibHOro 3aKoHa;

33) dapmaLeBTMUECKan AEATENbHOCTb - AeATeNbHOCTb, BKAKOYaowWwasn B ceba onTosyo TOProsato
NeKapcTBEHHbIMM  CPeACTBaMM, MX XpaHeHMe, NepeBO3Ky M (MAM) PO3HUYHYIO TOProB/ID
NeKapcTBEHHbIMM npenapaTamu, B TOM 4YMC/ie AWUCTAaHUMOHHbIM CNocoboM, MX OTMYCK, XpaHeHMue,
nepeBO3Ky, M3rOTOB/IEHUE IEKAPCTBEHHbIX NpenapaTos;

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

34) opraHuM3auMa ONTOBOM TOPrOBAM  /JIEKAPCTBEHHbIMWM  CPeACTBAMM - OpraHM3aums,
OCYLLECTBNIAIIOLLAA ONTOBYIO TOPrOB/IO JIEKAPCTBEHHbLIMW CPEACTBAMM, WMX XpaHeHWe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMMK HacToAwero ®enepasbHOrO 3aKOHa;
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35) anTeyHas oOpraHWsauua - OpraHusauuA, CTPYKTYpHOe nogpasfesneHne  MeaMUUHCKON
OpraHmM3aLnu, OCyLLEeCTBAAIOWME PO3HUYHYIO TOPrOBAD SIEKAPCTBEHHbIMM NpenapaTtamu, B TOM 4ucie
OVCTaHUMOHHbIM  CNOocoboM, XpaHeHWe, MepeBO3KY, W3rOTOBAEHME U OTMNYCK JIEKAPCTBEHHbIX
npenapatos AAa MeAWUMHCKOTO MPUMEHEHMA B COOTBETCTBUMM C TpeboBaHMAMM HACTOALLENO
denepanbHOro 3aKoHa;

(B pen,. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHaa anTeyHas opraHM3auus - OpraHuWsauma, CTPYKTYpHoe noapasaeneHue
BETePUHaPHOI OpraHn3aLuK, OCYLLECTBAAIOLLME PO3HUYHYIO TOPrOB/O 1IEKAPCTBEHHBIMM NpenapaTamu,
B TOM YuCAe AMCTaHUMOHHbIM cnocobom, XpaHeHue, MU3roToBAEHWE W OTMYCK JieKapCTBEHHbIX
npenapaTtos AnA BeTEePUHAPHOrO MPUMEHEHUA B COOTBETCTBMM C TpeboBaHUAMM HaCTOALLEro
denepanbHOro 3aKoHa;

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

37) <¢anbcuduuMpoBaHHOE  NIEKAPCTBEHHOE  CPEeACTBO - JIEKAPCTBEHHOe  CPeACTBO,
COMPOBOXKAAEMOE /TOXKHOM MHGOPMaLLMen 0 ero cocTase 1 (MK) NPOU3BOAMUTENE;

38) HemobpoKayecTBEHHOE JIEKApPCTBEHHOE CPeACTBO - JIeKAapCTBEHHOE CPeacTBO, He
COOTBETCTBYlOLLEE TPeboBaHUAM dapmMaKonemHon cTaTbM MO0 B C/iydae ee OTCYTCTBMA TpeboBaHUAM
HOPMaTUBHOM AOKYMEHTAUMM UAN HOPMATUBHOIO LOKYMEHT];

39) KoHTpagaKTHOe JIeKapCTBEHHOE CPeACTBO - JIEKapCTBEHHOE CPeACTBO, HaxoAAlleecs B
o6opoTe € HapyLUEHNEM rPpaXKAaHCKOro 3aKOHOAATeNbCTBa;

40) [OKAMHMYECKOEe  WCCNefoBaHME  NIeKapCTBEHHOro  cpeactBa -  BUMONOrMYecKue,
MMKPOBMONOrMYECKMe, MMMYHOOMNYECKNE, TOKCUKOoNOorMueckue, dapmakonormyeckue, dusmyeckue,
XUMMYECKME U ApYrue UccnefoBaHUa NeKapcTBEHHOro CPeaCcTBa NyTeEM NPUMEHEHMUA HaYYHbIX METOA0B
OLLEHOK B LeNax nosiyyeHusa JoKasaTenbcts 6e30nacHoCTU, KauecTsa U 3PpPpeKTUBHOCTU NeKapCTBEHHOMO
cpeacTsa;

41) KAMHUYECKOe McCnefoBaHWe JIeKapCTBEHHOro npenapaTta - M3ydeHue AMAarHOCTUYECKMX,
neyebHblx, NpodunaKTMYEecKnx, GbapMaKkoorMYecKkmx CBOMCTB JIeKapCTBEHHOro npenapaTa B npouecce
€ro MPMMEHEHNA Y YesloBEKa, KMBOTHOrO, B TOM 4MCAEe MNPOLIECCOB BCaCbiBaHWA, pacnpeaeseHus,
M3MEHEHMA W BbIBEAEHMA, NYTEeM MPUMEHEHMA Hay4HbIX METOA0B OLEHOK B LEAAX Moay4eHus
[OKa3aTeNbCTB 6e3omacHocTn, KavecTsa M 3PDEKTUBHOCTU JIeKapCTBEHHOro npenaparta, AaHHbIX O
HeXenaTeslbHbIX pPeaKkuMAX OpraHM3ma YefoBeKa, MMBOTHOMO Ha MPUMEHEHUE JNIEeKAapPCTBEHHOMO
npenapata 1 06 adpdeKTe ero B3aMMOAENCTBUA C APYTMMU NEKAPCTBEHHbLIMKU Mpenapatamun U (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMU;

42) MHOTOLEHTPOBOE  KAMHUYECKOE WCCNefoBaHMe  IeKapCTBEHHOro npenapata  Ana
MEAMLIMHCKOrO MPUMEHEHMA - KAMHUYECKoe WCCnefoBaHMe NeKapCTBEHHOro npenapata  Aa4
MeAMLIMHCKOro NPUMEHEHUA, NPOBOAMMOE Pa3paboTUNMKOM SeKapCcTBEHHOro npenapara B AsyX 1 6onee
MEeAMLIMHCKUX OPraHu3aumax no eauHOMy NPOTOKOAY KAMHUYECKOrO WCCNeAOoBaHMA JIeKapCTBEHHOro
npenapara;

43) mexayHapoaHOe MHOMOLLEHTPOBOE K/MHMYECKOEe MCCeAoBaHue IeKapcTBEHHOro npenapara
ONA MeAMUMHCKOrO MPUMEHEHMA - KAMHWYECKOoe Wcc/efoBaHMe JNeKapCTBEHHOro npenapata Aand
MeANUMHCKOTO NPUMEHEHUs, NMPOBOANMOE Pa3paboTYMKOM SIeKapCTBEHHOro npenapaTta B pPas/inyHbIX
CTpaHax Nno eAMHOMY MPOTOKOJY KAMHUYECKOro UCC/Ief0BaHUA IeKapCcTBEHHOro Npenapara;

44) NnoCTPErncTpauMoHHoOe KANHUYECKOE UccnegoBaHMe NEKapCTBEHHOrNoO npenapata  AnAa
MeaNLUNHCKOro npumeHeHna - KJAUMHUYECKOoe UnccneaoBaHne NeKapCTBEHHOrNo npenapata  Ana
MmeanunHCKOro NPpUMeHeHUA, nposoammoe npounssoauTenem NeKapCTBeEHHOro npenaparta,
Fpa)KLI,aHCKMﬁ 060pOT KOTOpPOro ocyuiecrsndaeTca nocne FOCV,D,apCTBeHHOVI perncrtpauunmn, B UENAX
AONO/NTHUTENBHOTO c6opa AaHHbIX O ero 6esonacHoOCTU U ad)d)eKTMBHOCTM, pacwmnpeHna NMoKasaHui K
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NPUMEHEHUNIO AAHHOMO NEeKapCTBEHHOrO Mpenaparta, a TaKMKe BbIABNEHUA HeXenaTe/bHbIX peakuuit
nauMeHTOB Ha ero Aencreue;

45) wuccnepoBaHne 6GUMO3KBMBANIEHTHOCTU JIEKAPCTBEHHOrO npenapaTta - BUA, KAMHUYECKOro
nccnefoBaHUA NeKapCcTBEHHOro npenapara, NpoBeJeHMe KOTOPOro OCyLLecTBAAETCA ANs onpeaeneHms
CKOPOCTW BCacbiBaHMA W BbiBEAEHMA OAHOTO WAM HECKO/IbKUMX 0b6nagatolmx $hapmaKoornyeckoi
aKTUBHOCTbIO [IEMCTBYIOLLMX BELLEeCTB, KO/MYEeCTBa JIEKapCTBEHHOro npenapaTta, [A0CTUratoLLero
CUCTEMHOrO KPOBOTOKa, M pe3y/abTaTbl KOTOPOro MO3BOMAIT CAeNaTb BblBOA O BMO3KBMBANEHTHOCTU
BOCMPOU3BEAEHHOIO JIeKapCTBEHHOro npenapata B oOnpefeneHHblX JeKapcTBeHHoN ¢dopme U
O031POBKe, COOTBETCTBYOWMX popme M A031POBKe pedepeHTHOro NeKapCTBEeHHOro npenapaTa;

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

46) wvccnefoBaHMe TepaneBTUYECKON 3KBMBANEHTHOCTU JIEKAPCTBEHHbLIX NpPenapaToB - BUA,
KIMHUYECKOTO UCCNef0BaHUA IEKAPCTBEHHbIX NpenapaTos, NPoBeAEHME KOTOPOTo OCYLLEeCTBAAETCA AA
BbIAB/IEHNA OAMHAKOBbIX CBOMCTB IEKAPCTBEHHbIX NPENapaToB onpene/ieHHON NeKapCTBEHHOM GopMmbl,
a TaKXe Ha/NMuMa OAMHAKOBbIX MOKasaTenei 6e30macHOCTM M 3PPEKTUBHOCTU NEKAPCTBEHHbIX
npenapaToB, OAMHAKOBbIX KIMHUYECKMX 3DDEKTOB NPU UX MPUMEHEHWUU;

47) NPOTOKO/ KAMHUYECKOrO UCCNeA0BaHMNA IeKapCTBEHHOro npenapara - AOKYMEHT, B KOTOPOM
onpeaensoTca uenu, Gopmbl OpraHM3aUmmnm U MeToA0/10rMA NPoBeAeHNA KANHUYECKOro UCCNea0BaHus,
cTaTUcTMYecKne metodbl 06paboTKM pesynbTaToOB TaKOro MCCNEAO0BaHMA U mMepbl No obecneyeHuio
6e30MacHOCTM GU3MYECKUX JIML, YYacTBYIOWMX B K/JAMHUYECKOM WCCe0BaHUM NIeKAapCTBEHHOMO
npenapara;

48) 6pOLLHOpa nccnepgosatena - CBoAgHOE  U3NI0XKEeHUE  pe3ynbtatoB AOKAMHUMYECKOro
nccnengoBaHMA NeKapCTBeHHOrNo cpeacrea U KIMHUYECKOIo UccnegoBaHMA NEKAPCTBEHHOIO npenaparta
ana meagnunHCKoro npuMmeHeHuA,;

49) NHGOPMALMOHHbIM UCTOK MALMEHTA - LOKYMEHT, B KOTOPOM COAEPKATCA B AOCTYNHOW popme
CBeAeHMA, KacalllimMeca NpoBOAMMOro KAMHUYECKOro MCCaeA0BaHMA IeKapcTBEHHOro npenaparta, U B
NUCbMEHHON popme A0BPOBONLHOE COracue MauMeHTa Ha yvyacTue B KAMHUYECKOM MCCaedoBaHuu
NIeKapCcTBEHHOro npenapaTa MNoc/iie 03HAaKOMAEHMSA C OCOBEHHOCTAMM KAMHMYECKOro UccienoBaHus,
MMEIOLWMMM 3HaYEHME A1A BblPaXKEeHUA TaKoro cornacus;

50) nobouyHoe penlcTBME - peakuus oOpraHM3ma, BO3HMKWAA B CBA3M C MPUMEHEHUEM
JIeKapCTBEHHOro npernapata B 033X, PEeKOMeHAyeMblX B WHCTPYKUUW MO ero npuMeHeHuto, OaA
NpodUNaKTUKN, AMarHOCTUKK, nedeHna 3abonesaHma Uaun ana peabunmtauuu;

50.1) HeenaTenbHaa peakuma - HenpeaHamepeHHasa HebnaronpusTHas peakuua OpraHWM3Mma,
KOTOpan MOXKeT b6bITb CBA3aHA C NPUMEHEHUEM IEKAPCTBEHHOTO NPenapara;
(n. 50.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbes3Han HexenateNnbHas peakums - HeXKesnaTeslbHaA peaKkums OpraHM3ma, CBA3aHHaA C
NPUMeHEHWEM J/IeKapCTBEHHOrO npenapaTa, NpuBeawas K CMepTH, BPOXAEHHbIM aHOMaNUAM UK
nopoKkam pa3BuTMA NMbOo npeacTaBasatowas cobol yrposy XKusHu, TpebyroLliasa rocnuTannsaumm mnm
npuBeaLasn K CTOMKOM yTpaTe TPYA0CNOCOBHOCTU U (M1M) MHBAaNNAHOCTY;

52) HenpeaBnaeHHaA HEXenate/ibHaA peakuyuna - HeEXenate/ibHaA peakyna opraHMama, KoTopad
CBA3aHa C nNpMmMeHeHnem 1eKapCTBEHHOIO npenaparta B A03aX, peKomMmeHAyeMbIX B MPOTOKO/E €ero
KIMHNYECKOro uccnegosaHusa, 6pou.nope nccnegosartena, uUManm C NpuUMeHeHnem neKapCrtBeHHOro
npenapata B A03aX, pekomeHAyeMbIX B WUHCTPYKUUKU NO €ero npumeHeHuto AanA I'IpOd)VI}'IaKTVIKVI,
ANArHoCTUKKN, nevyeHumA 3abonesaHns Unu MeLI,VILI,MHCKOﬁ pea6vaTau,v1M nauyneHTa, N CylHOCTb, TAXKECTb
nnn ncxopn KOTOpOVI Heé COOTBETCTBYET VIHd)OpMaLJ,VIVI O NeKapCTBEHHOM nNpenapaTte, cop,ep»(au.l,eﬁcn B
NPOTOKO/IE €ro KANMHM4YeCKoro uccnenosaHuA, 6pou.|+0pe ncecneposatena UaAnM B UHCTPyKUUKM MO
NPUMEeHEHUNIO NeKAPCTBEHHOTO NpenapaTta;
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(n. 52 B pea. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHaa3op - BUA, AeATEeNbHOCTU N0 MOHUTOPUHTY 3¢dEeKTUBHOCTUM M 6e3onacHoCcTU
NIEKapCTBEHHbIX NpenapaTtoB, HanpaB/ieHHbIW Ha BbIABAEHME, OUEHKY MW NpegoTBpalleHune
He)KenaTeNbHbIX NOCNeACTBUIA NPUMEHEHMA IEKAPCTBEHHbIX NPEMNAPaATOB;

(n. 52.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

52.2) nnaH ynpasB/ieHUA puUckamu - nogpobHoe onucaHme meponpusaTuii no dapmakoHaa3opy,
HanpaB/ieHHbIX HA BbISIBEHWE, OLEHKY M MpeaoTBpalLEHME MU MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKIOYan oueHKy 3deKTUBHOCTU AaHHbIX MEPONPUATUNA;

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

53) peuenTt Ha /NIeKapCTBEHHbIM MNpenapaTt - MeAULUMHCKUA AOKYMEHT YCTAaHOBNAEHHOM ¢dopMbl,
CoAepKalMn HasHAYeHMe JIEKapCTBEHHOro npenapata Aaa MeAMUMHCKOro NMpUMEHEHMUs, BblAaHHbIN
MeANLMHCKMM PaboTHUKOM B LENAX OTMNYCKa NeKapCTBEHHOro npenapata WM ero M3roToB/JeHUsA U
OTNyCKa Ha Byma’KHOM HOCUTEe/le UK C COornacma NauyeHTa UanM ero 3aKoHHOro npeacrasutensa B popme
3/IEKTPOHHOIO [OKYMEHTa, MOAMMCAHHOIO C MCMO/Ib30BaHMEM YCUJEHHOW KBaanMdUUMPOBAHHOM
3/IEKTPOHHOM MOAMUCU  MeAUUMHCKOrOo pPaboTHMKA, /MO0 [AOKYMEHT YCTAaHOBAEHHOM ¢opmbl,
coAepKalMii Ha3HaYeHUe SIeKapCTBEHHOro NpenapaTta A8 BeTEPUHAPHOro NMPMMEHEHUs, BblAaHHbIN
cneumanmctom B o06/sacTM BeTepuMHapuUM B LEAX OTMNyCKa JIeKapCTBEHHOro npenapaTta WM ero
M3rOTOB/AIEHWNA U OTMNYCKa Ha BymarKHOM HocuTene;

(8 pea. PengepanbHbix 3akoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-3)

54) TpeboBaHWe MeAMUMHCKOW OpraHu3auuu, BeTePUHAPHON OpraHu3aumMmM - [OKYMEHT
YCTaHOB/IEHHOW GOpPMbI, KOTOPbIM BbINWUCAH MEAULUHCKMM PaboTHUKOM UAK cnieumanncTtom B 061actu
BETEPUHAPUM, UMEIOWMMM Ha 3TO NPaBO, M COAEPHMUT B MUCbMEHHOW GOpMe yKasaHMe anTeyHou
OpraHun3auMM Uan BeTepMHAPHOM anTe4yHoM opraHn3aumnmn ob oTNycKe NeKapcTBEHHOro npenapaTta uam o
€ro M3roToB/ieHnn 1 06 oTnycke gna obecneyeHmsa neyebHOro npoLecca B MeANUMHCKON opraHM3aLmu,
BETEPUHAPHOW OpraHn3aLmy;

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

55) KOMN/JEeKCHasa OLEHKa JIeKapCTBEHHOro Mpenapata - OUEeHKa 3aperncTpupoBaHHOro
NIeKapCTBEHHOIO Npenapara, BKAoYatoLlwas B ceba aHanns nHGopmaLmm 0 CPaBHUTENbHON KAMHUYECKON
adpPeKTMBHOCTM M 6e30NacCHOCTU IeKAaPCTBEHHOIO NPenapaTa, OLEeHKY 3KOHOMUYECKMX NOCNeACTBUIN ero
NPUMeEHEHNA, U3yYeHUe AOMNOAHUTENbHbIX MOCNeACTBUIA NPUMEHEHUA JIEKAPCTBEHHOIO npenapaTta B
Lenax NpUHATUMA pelleHnit O BO3MOXKHOCTM BK/OMEHWUS JIEKAPCTBEHHOrO Mpenapata B nNepeyeHb
YKM3HEHHO HEOOXOAMMbIX U Ba*KHEWLIMX IEKAPCTBEHHbIX MPenapaToB, HOPMaTUBHbIE NPABOBbIE aKTbl U
WHble LOKYMEHTbI, Onpeaenstowme NopsaaoK oKkasaHMA MeaULLNUHCKOM NOMOLLN, UIN UCKIIOYEHUS ero 13
YKa3aHHbIX NepPeYHs, aKTOB N JOKYMEHTOB;

(n. 55 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHUTOPUHIA ABUMKEHWS JIEKAPCTBEHHbLIX MpenapaToB Ana MeaMLUMHCKOro
npMmeHeHns - deaepanbHaa rocygapcreeHHas MHPOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUSA
NIeKapPCTBEHHbIX MpenapaTtoB A1A MeAMUMHCKOrO MNPMMEHEHMA OT MNPOU3BOAMTENs [0 KOHEYHOro
notpebuTena C MCNo/Nb30BaHMEM B OTHOLIEHMM JIEKAPCTBEHHbIX NpenapatoB A8 MeAULMHCKOro
NPMMEHEHNA CPeaCTB naeHTUOMKaLMN.

(n. 56 BBegeH PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

nasa 2. NOIHOMOYUA GELEPA/IbHBIX OPTAHOB UCMOTHUTENIbHOW
B/IACTU, OPFTAHOB UCMONHUTENbHOW BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALIU NPU OBPALLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MonHomouua d¢eaepanbHbiX OPraHOB MCMOJNIHUTENIbHOW BAACTU Npu obpaleHum
NIeKapCTBEHHbIX CpeacTs
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K nonHomoumam denepanbHbiX OpPraHOB WCMNOAHWUTENAbHOW BAacTM nNpu  obpalueHun
NeKapcTBeHHbIX CPeacTB OTHOCATCA:

1) nposeseHune B Poccuiickoit dPepepaumm eauHONW rocyAapCTBEHHOM NOAUTUKM B obnactu
obecneyeHuns neKapCcTBEHHbIMM NpenapaTamu rpaxkaaH B Poccuitickoit depepaunu;
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxkAaeHWe ob6wnx dapmakonelrHbix cTaTei, ¢apmakonenHblx cTaTel, Wu3gaHue
rocyaapcTBeHHon dapmakoneun, co3gaHve W BegeHWe peectpa $apmMakonerHbiX CTaHAAPTHbIX
06pasuos;

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

3) ocywecTBneHme denepanbHOro rocyAapcTBEHHONO KOHTPonA (Haasopa) B chepe obpalweHua
JNIeKapCTBEHHbIX CPeacTB.;
(B peq. PepepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 11.06.2021 N 170-93)

4) NWMUEH3NPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB, B TOM uucie denepanbHbii
roCyZapCTBEHHbIN MUEH3NOHHBIA KOHTPOJIb AEATENbHOCTU MO NMPOU3BOACTBY IEKAPCTBEHHbIX CPEACTB,
nepuoanyeckoe NOATBEPKAEHUE COOTBETCTBUA JIMLLEH3NATA, UMEIOLLETO JIMLEH3UIO HA MPOU3BOACTBO
JIEKapCTBEHHbIX CPeacTs, U GapmMaLEeBTUUECKON AEeATe/IbHOCTU B COOTBETCTBMM C 3aKOHOZATE/IbCTBOM
Poccuitckoin Pepepaumnu;

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

5) opraHusaums 3KCNepTM3bl NIEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNEepTM3bl BO3MOMKHOCTU
npoBeAeHMA  KAWMHMYECKOrO WUCCAeA0BaHUA  /IEKAaPCTBEHHOro Mpenapata  A44a  MeaUMUMHCKOro
NPMMEHEHWNA, 3KCNEepTU3bl AOKYMEHTOB, MPeACTaB/AEHHbIX ANA OnpeAeneHns  BO3MOXHOCTU
paccmaTpuBaTb /IEKAPCTBEHHbIM NpenapaTt Aa8 MeAUUMHCKOTo MNPUMEHEHUA MNpPU rocyaapCTBEHHOM
perncrpauunm B Kadectse opdpaHHOro EKAPCTBEHHOrO Npenapara;

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

5.1) opraHusauua npoBefeHUA KOMMJIEKCHOM OLEHKM JIEKAPCTBEHHOrO npenapaTta B LEensx
NPUHATMA PELLEHMA O BO3MOMKHOCTM BK/IOYEHMA JIEKAPCTBEHHOFO MpenapaTta B MepeyeHb KM3HEHHO
HEOOXOAMMbBIX W BaXKHEWMLIMX NIeKAPCTBEHHbIX NMPEnapaTtoB, HOPMATMBHblE MPABOBbIE AKTbl M MHblE
OOKYMEHTbI, onpegensiowme MNOpALOK OKas3aHMA MeAMUMHCKON NOMOLLM WKW UCKAIOYEHUA ero w3
YKa3aHHbIX NepeyHs, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

6) Bblda4a paBPELUGHVIﬁ Ha npoBegeHne KANHUYECKUX MCC/'IEAOBaHMﬁ NEKaPCTBEHHbIX
npenapatos, BeAeHWE peecTpa BblAaHHbIX pa3peLueHM171 Ha nposeaeHne KAMHUYeCKux MCC}'Ieﬂ,OBaHMﬁ
NNEKapPCTBEHHbIX MPENAPaToOB,

7) rocypapcTBeHHas pPeruMcTpaumsa JIEKapCTBEHHbIX MNpenapaTtoB, BeAeHWEe roCyfapCTBEHHOro
peecTpa 1eKapCcTBEHHbIX CPEACTB;

8) opraHusauma 1 (Mnun) npoBeaeHNE NHCMEKTUPOBaHUA CyObeKTOB 06palLleHUsA NeKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME NPaBUAAM Haa/exKallen 1abopaTopHOM NPAKTUKKM, NPaBUAaM HaalexKallen
KJMHWUYECKOW NPaKTUKK, MPaBMUIaM HaA/1eXKallel MPaKTUKN XPaHEeHUA U NepeBO3KMN IEKAPCTBEHHbIX
npenapaToBs, MPaBWIaM Ha/eXKallel ANCTPMObIOTOPCKOMN NPAKTUKKM, MPAaBUIAM HaA/1exKallel anTeyHol
NPaKTUKMK;

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

8.1) opraHusaumsa un (unm) npoBegeHNE MHCNEKTUPOBAHMA CyObEKTOB 0OpaLLEHNA IEKAPCTBEHHbIX
CPeAcTB Ha COOTBETCTBUE TPeboBaHMAM MPaBMA Hag/eXallell NPOM3BOACTBEHHOM MPAKTUKKU, Bblaaya
3aK/IIOYEHUIA O COOTBETCTBMM MPOU3BOAMTENS NIEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM MpaBuA
Haa/exKalle NPoOn3BOACTBEHHOM NPAKTUKMY;

(n. 8.1 BBeaeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)
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8.2) ycTaHOB/ieHWe MopsAKa BedeHUs M BefleHUe roCyAapCTBEHHOro peecTpa 3aKAl4YeHWin o
COOTBETCTBUM MPOU3BOAUTENA JIEKAaPCTBEHHbIX CPeacTB TpeboBaHMAM npaBua  Hagaexalen
NPOV3BOACTBEHHOMN MNPaKTUKW;

(n. 8.2 BBeaeH desepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

9) rocyaapcTBeHHass pernctTpauns npeaenbHbIX OTMAYCKHbIX LEH npou3soauTenen Ha
JIeKapCcTBeHHble MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HeOobXOAMMBIX U BarKHEWLUX
JIeKapCTBEHHbIX NpenapaTtoB, M BefleHWe ToCy[apCTBEHHOrO peecTpa npedesbHblX OTMYCKHbIX LeH
npoussoauTeneil Ha NeKapcTBeHHble npenapaThbl, BKAOYEHHbIE B NepeyeHb XU3HEeHHO HeobXxoauMbIX U
Ba*KHEMLLMX IeKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

9.1) cornacoBaHue NPOEKTOB PeLIEeHN OPraHOB UCNONHUTENIbHON BNAcTU cybbeKToB Poccuinckoi
denepaunn 06 yCTaHOBAEHUM U (MNM) U3MEHEHWMM NpeAesbHbIX PasMepoB OMTOBbIX HaAbaBOK M
npegenbHbIX PasmepoB PO3HUYHbLIX HagOaBOK K PAKTUUECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM
NPOM3BOAUTENAMM JIeKAapPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHble NpenapaTtbl, BK/OYEHHble B
nepeyeHb *KM3HEHHO HEOBXOAMMbIX U BarKHEMNLLUX IEKAPCTBEHHbIX NPEenapaTos;

(n. 9.1 BBeaeH ®eanepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) Bblgaya, yCTaHOB/AEHME TMoOpAAKa Bbl4AYM paspelleHnsa Ha BBO3 KOHKPETHOW MnapTuu
JleKapcTBeHHOro cpeacTea B Poccuiickyto depepaumio;
(n. 10 B pea. ®epepansbHoro 3akoHa ot 02.08.2019 N 297-d3)

10.1) Bbigaya, ycTaHOBAEHWE MOpPAAKa BblAauM U GOpMbl AOKYMEHTa, KOTOPbIA NOATBEpP:KAaeT,
4YTO MPOWU3BOACTBO JIEKAPCTBEHHOro npenapaTa ANa MeAMUMHCKOrO NMPUMEHEHWUA OCYLLECTBJEHO B
COOTBETCTBUM C TpeboBaHMAMM MNPaBUA  HaAZNENKAWEN NPOU3BOACTBEHHOM MNPAKTUKM WAU  YTO
NIeKAPCTBEHHbIN NpenapaTt 418 BETEPUHAPHOro NMPUMEHEeHUA AOonyuweH K obpalueHuto B Poccuickomn
depepaumn, U NOJNENKUT NPEACTAaBAEHUIO NO TPeboBaHWMIO YMNOJHOMOYEHHOIO OpraHa CTpPaHbl, B
KOTOPYH BBO3UTCA IEKAPCTBEHHbIN Npenapart;
(n. 10.1 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pen. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

10.2) Bblgaya, ycTaHOB/IEHUE MOpPAAKA BblAauM U GOPMbl AOKYMEHTA, COAEPKALLErO CBEAEHUA O
CTaaMAX TEXHOJIOrMYEeCKoro npolecca MPoOM3BOACTBA NIEKAPCTBEHHOrO CPeacTBa ANA MeAMLIMHCKOro
NPUMEHEHMA, OCYLLLECTBAAEMbIX Ha TeppuTopuM EBPa3nincKkoro sSKOHOMUYECKOTO COHO33;

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

11) cospaHue COBETOB MO BONPOCAM, CBA3aHHbIM C 0bpaLLeHMeM JIeKapCTBEHHbIX CPeACTB;
12) atrectauma u ceptudmKaLma cneLmanmcros;
13) ytpatun cuny ¢ 1 ceHtabpna 2013 roga. - PeaepanbHbliii 3aKkoH o1 02.07.2013 N 185-03;

14) ocywectBneHne papmakoHaa30pa;
(n. 14 B pepg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTue B MeKAyHapOLHOM COTPYZAHMUYECTBE;

16) nony4eHre no 3anpocam ynosHOMoYeHHoro dpeaepanbHOro opraHa UCMOAHUTENbHON BAACTM
OT OpraHoOB MCMOJIHUTENbHOM BAAcTM cybbeKToB Poccuitickolt depepaumu, a TakkKe OT CyH6bekTos
0b6palleHMA NEeKAPCTBEHHbIX CPeACTB ANA MeAMLMHCKOro MpUMeHeHMA MHbopmauMM Mo BOonpocam
YCTaHOB/IEHNA U MPUMEHEHMSA LEH Ha NEeKapCTBEHHbIe NpenapaTbl M HaA6aBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHue 3aKoHoAaTenbcTBa Poccuiickoi
depepauny;
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18) vyTBepxkAeHMe npaBun Hagnexawen nabopaTOpPHON MPaKTUKKM, MPaBWUA  HaaJexKallein
K/IMHUYECKOW MPaKTUKK, NPaBUMA HagierKalen NpousBOACTBEHHOM MPAKTUKKU, NPaBUA Haa/iexalleln
NPakKTUKM  XpPaHEHWA U NEepeBO3KM  JIEKAPCTBEHHbIX  MpenapaToB, NpPaBuMA  Haa/exallein
ONCTPUOBLIOTOPCKOM MPaKTUKM, NPaBUA HaAneXallen anTeyHOM MPaKTUKM, NpaBuA  HaZnexallen
NpPakTUKK GapmMaKoHaA30pa JIeKapPCTBEHHbIX NPenapaToB 418 MeAULMHCKOTO NPUMEHEHUS;

(n. 18 BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

19) ycTaHoBNeHMe nopaaKka GOPMUPOBAHUA PErUCTPALIMOHHOIO [0Cbe Ha JIEKapCTBEHHbIN
npenapar n TpeboBaHU K 4OKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20) yTBepKAeHMEe NpaBua paLMOHanbHOro Bbibopa HaMMEHOBaHMUI JIEKAapPCTBEHHbIX MpenapaToB
ONA MeANLMHCKOro NpUMeHeHUs;
(n. 20 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21) yTBepKaeHuMe nepeyHa HaMMeHOBaHNIN NeKapCTBEHHbIX GOPM;
(n. 21 BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

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

23) yTBepKaeHNe TpeboBaHUN K UHCTPYKLUMU NO MeAULUHCKOMY NMPUMEHEHUIO NEKAPCTBEHHbIX
NpenapaToB M K MHCTPYKLMK NO BETEPUHAPHOMY NMPUMEHEHMIO IEKAPCTBEHHbIX NPENapaTos;
(n. 23 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpuUHATUE PELUEHUI, ABNAIOLLMXCA OCHOBAHUAMM O/1A BKAKOYEHUSA AOMEHHbIX UMEH U (Man)
yKasaTtenenm CTpaHuL, CakToB B MHPOPMALMOHHO-TENEKOMMYHUKAUMOHHOW ceTh "MHTepHeT", a TaKkkKe
CeTeBblX aApecoB B eAMHYI0 aBTOMaTU3MPOBAHHYIO MHPOPMALMOHHYIO cuctemy "EAMHBLIN peecTp
OOMEHHbIX WMMEH, yKasaTesfeW CTPaHWUL, CanToB B WMHGOPMALMOHHO-TENEKOMMYHUKALMOHHOM CeTU
"MHTepHeT" ” ceTeBbiXx aZpecoB, MO3BOJAKOWMX WMAEHTUPUULMPOBATL CcalTbl B WMHPOPMALMOHHO-
TeNEeKOMMYHUKaUMOHHON ceTn "UHTepHeT", cogepalime nHGopmMaLnio, pacnpocTpaHeHNe KOTOpon B
Poccuitckoit depepaumm 3anpeleHo”, B OTHOWEHUMM WMHOOPMALMKM, COAEpXKalLen npennoXeHue o
PO3HWYHOWN TOProBae JIeKaPCTBEHHbIMW NpenapaTamu, B TOM YuCle OUCTAHLMOHHBIM Crlocobom,
PO3HWYHasA TOProBaA KOTOPbIMW OFpPaHUYeHa WM 3anpelleHa B COOTBETCTBMM C  HACTOALMM
depnepanbHbIM 3aKOHOM, U (MK) MHOOPMaLMK, COAEpXKaLLEN NPeaNoXKeHUe O PO3HUYHOKN Toprosse
JIeKapCTBEHHbIMM MpenapaTtamun, B TOM YMcCle AUCTAHLMOHHBIM CMOCOBOM, NNLAMU, HE MMEIOLLMMMU
JIMLLEH3UN U pa3pelleHns Ha OCYLLEeCTB/IeHWEe TaKoW AeATeNbHOCTU, eCAn MoJyYeHUe JNLEH3UU U
paspeLleHms NpeaycMOTPEHO 3aKOHOA4aTeIbCTBOM 06 06paLLleHNIM TeKAPCTBEHHbIX CPEACTB;

(n. 24 B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspeleHnin Ha BBOA B PaXOAHCKUA 060pPOT  MMMYHOBMONOTMYECKUX
JIeKapCTBEHHbIX NPEeNapaTos.
(n. 25 BBegeH deaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTMAOC: NpyMeYaHme.

Ct. 5.1 pacnpocTpaHaeTcs Ha MOJIHOMOYMSA, KOTOopble He nepenaHbl AN OCYLLECTBNEHWUA OpraHam
rocyAapcTBeHHONM BAAcTU cybbekToB PO 1M opraHam MeCTHOro CaMoynpaB/eHUS COOTBETCTBYIOLLMMM
depepanbHbiMM 3akoHamm (3 ot 13.07.2015 N 233-03).

Cratba 5.1. Nepepaua ocywecrBaeHUs NosHOMOUUI deaepanbHbIX OPraHOB UCMOJHUTENbHOWN
B/NaCTU NpU 06palLeHUN NIeKapCTBEHHbIX CPeACTB OpraHam MUCMNOAHUTENIbHOW BAACTU Cy6beKToB
Poccuiickoit degepauumn

(sBepeHa depepanbHbiM 3akoHOM 0T 13.07.2015 N 233-93)

NonHomouma d)ep,epaanblx OopraHos WCNONIHUTENbHOW BIACTU npu 06pa|.|.l,eHl/1V| NNEKAPCTBEHHbIX
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CpeacTs, MpeaycMOTPeHHble HacToAwMm dPegepanbHbiM  3aKOHOM, MOTyT nNepeaaBaTbCs  AAA
OCYLLEeCTB/IEHMA  OpraHam  WCNOJIHUTENIbHOM  BAacTM  cybbektoB  Poccuitckon  depepaunm
noctaHoBneHuamum MpasuTtennbcTBa Poccuiickol Pepepaunn B nopagke, yctaHoBNeHHOM PegepanbHbim
3aKOHOM OT 6 oKTAbps 1999 roga N 184-®3 "O6 0bWMX NPUHLMNAX OpraHM3auMmn 3aKOHOAATE/IbHbIX
(npeacTaBUTENbHBIX) M MUCNONHUTENIbHBIX OPraHOB TOCYAAPCTBEHHOM BnacTn cybbekToB Poccuiickoit
depepaunn’.

Cratba 6. MoAHOMOUYMA OPraHOB MUCMOJIHUTE/NIbHOM BAAcTU cybbeKTa Poccuiicko depepauum
npu obpaLLeHnn NeKapCcTBEHHbIX CPeacTB

K MonHomMouMsM OpraHoB WCMONAHWUTENBHOM BRacTM cybbekta Poccuitickon Pegepauumn npu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusaumsa  pPerMoHaNbHbIX Mporpamm obecnevyeHWs  HaceneHus
NleKapcTBEHHbIMM NpenapaTamu;

2) ycTaHoBNeHWe npeaesbHblX pPasMEpPOB ONTOBbIX HaAbaBOK W MpefenbHbiX pPasMepoB
PO3HUYHbIX Ha,ﬂ,6aBOK K d)aKTVNeCKMM OTNYCKHbIM UeHaM, YCTaHOBJZIEHHbIM MpoOnU3BOAUTENAMMU
JIEKapCTBEHHbIX MPenapaToB, Ha JIEeKAPCTBEHHble NPenapaTtbl, BKAOYEHHble B MEPEYEHb YKUIHEHHO
HeobXxoAMMbIX U BaXKHEMLLUX IEKAaPCTBEHHbIX NPenapaTos;

3) ocywecTB/ieHNEe PErnoHaNbHOIO TFOCYAAPCTBEHHOrO KOHTPO/A 3a MNPUMEHEHMEM UeH Ha
JIeKapCTBeHHbIe NpenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HEeOOXOAMMbBIX M BaXKHEMLMNX
NIeKApPCTBEHHbIX NpPenapaToB, OpPraHW3auMAMM OMNTOBOM TOPrOB/AM /IEKAPCTBEHHLIMW CPEACTBAMMU,
anTeYHbIMW OPraHU3aLMAMM, WUHAMBUAYANbHBIMW MNPEeANnPUHUMATENAMMU, UMEIOWMMM NIMLEH3UIO Ha
bapMaLEeBTUYECKYIO AEeATENbHOCTb, MEAUUMHCKMMWU OPraHM3auMsaMKu, UMEIOWMMN  NIMLEH3UI0 Ha
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMW noapasaeneHuaMn (ambynatopmamm,
denbpluepckumn 1 penballepcKo-aKyLepPCKUMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuwei
BpayebHOlM (cemelHOM) NPaKTUKKM), PACMOIOKEHHBIMU B CE/IbCKMX HACENEHHbIX MYHKTAX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHM3aLmm;

(B pea. PenepanbHbix 3aKoHOB 0T 25.06.2012 N 93-$3, o1 27.12.2019 N 475-93)

4) npuHATME pelleHna 06 MCNONb30BAHWUWM Ha TeppuTopuM cybbekTa Poccuitickoint Pepepaumn
Hapa4y C peuenTaMy Ha JieKapCTBeHHble npenapaTbl, 0QOpMAEHHbIMM Ha OymarKHOM HocuTene,
peLLenToB Ha JIeKapCTBEHHble npenapaTbl, CGOPMMUPOBaAHHbIX B GOPME 3N1EKTPOHHbIX JOKYMEHTOB.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
CratbAa 7. Pa3paboTka u usgaHue rocyaapcrseHHoi papmakonemn, pasmelyeHne JaHHbIX O HEl

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHMMaEeTCs CBog oblwmx dapmaKonenHbiX cTaTen u
dapmaKonenHbIx cTaTen.

2. PaspaboTka ob6bwmx dapmakonenHbix craten U dapmaKonelrHblXx CcTaTei, B TOM u4ucne
dbapmaKkonerHbIx CcTaTem Ha dapmaKkonenHble CcTaHAAPTHble o06pasupl, W  BKAOYEHME WX B
rocyapcTBeHHyto ($apmaKoner OCyWecTBAAITCA B MNOPAAKE, YCTAHOB/IEHHOM YMNOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTU.

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

3. PaspaboTKa papmakonenHol cTtaTb Ha pedepeHTHbI NeKAPCTBEHHbIN NpenapaT U BKAYeHMEe
€e B rocyJapCTBEHHYO dapmMaKonelo B TeYEHME CPOKa AeNCTBUA 3alUTbl UCKNHOYMTENIbHOTO MpaBa,
YAOCTOBEPEHHOTO MaTEHTOM Ha pedepeHTHbIM IeKapCTBEHHbIV Npenapat, OCyLWwecTBAATCA C COrNacus
ero paspaboTymKa.

(B pen,. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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4. TocypapctBeHHasa ¢dapmakones uM3gaeTcA YNOAHOMOYEHHbIM  ¢deaepanbHbiM  OpraHOM
WCMONHUTENbHOM BAacTU 3a cyeT cpeAcTB deaepanbHOro 6loasKera U NOANEKMT MepemsfaHuam He
pexe Yyem OAMH pas B NATb /IET, B NEPUOA MEXKAY KOTOPbIMM U34aI0TCA MPUNOXKEHMA K TOCYAapCTBEHHOM
dapmaKonee, cogepxkalme obume dapmakoneiHble ctatbM M (MAK) dapmaKkoneliHble CTaTby,
YTBEPXKAEHHbIE NOC/e U3JaHMNA UK Nepen3aaHna rocyaapcTeeHHon papmaKkonen.

5. YnonHomoueHHbIt depepanbHbli OpraH WCNOAHUTENbHOW BNACTM pPa3sMELLaeT f[aHHble O
rocyaapcTBeHHoOM dapmaKonee M MNPUNOKEHMAX K Hel Ha cBoemM oduuManbHOM caiTe B CeTu
"MHTepHeT" B yCTAaHOBNEHHOM MM MOPSAKE.

Fnasa 4. TMUEH3MPOBAHUE NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB
U ®APMALEEBTUYECKOW AEATENIBHOCTU, TOCYAAPCTBEHHbIA KOHTPO/1b
(HAO30P) B COEPE OBPALLEHMNA NEKAPCTBEHHbIX CPEACTB
(B pea. PegepanbHoro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JluueHsnpoBaHWe NPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTB U ¢apmaueBTUHEeCKOn
[EeATeNbHOCTH

1. InueH3npoBaHMe NPOM3BO/ACTBA IEKaPCTBEHHbIX CPEACTB U hapMaLeBTUYECKOM AeATeIbHOCTU
OCYLLLECTB/IAETCA B COOTBETCTBMM C 3aKOHO4ATeIbCTBOM Poccmitckoin denepaumm.

2. ObA3aTenbHbIM YCNOBUMEM MPESOCTaBAEHUSA JIMLLEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUJIOXKEHME K 3asAB/IEHUIO COMCKATENA IMLEH3UN NEPEYHS JIeKapCTBEHHbIX Gopm U
(nnn) BnaoB dapmaueBTUYECKMX CybCTaHLUMM, KOTOopble MPOM3BOAUTENb JIEKAPCTBEHHbIX CPEeACTB
HaMepeH NPOU3BOANTD.

KoHcynbTaHTlAOC: NnpyMeyaHme.
€ 01.03.2022 B 4. 3 cT. 8 BHOCATCA M3MeHeHus (P3 oT 11.06.2021 N 170-3).

3. B c/ly4ae He06X0AMMOCTM paclUMpPeHns NPOU3BOLCTBA JIEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NeKapcTBeHHbIX dopm M BUAOB dapmaLeBTMYECKUX cybCTaHUMIN NPOU3BOAUTENb JIEKAPCTBEHHbIX
CPeACTB AO0/IKeH NepeodopMUTb IMLLEH3MIO Ha NPOU3BOACTBO IEKAPCTBEHHbIX CPEACTB.

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

4. IMueH3na Ha NPoM3BOACTBO JIEKAPCTBEHHbIX CPeacTB (GapmaueBTMYECKOM CybCTaHLMM cnnpTa
3TUNOBOro (3TaHoNa) BbIZAETCA MPU YCIOBUMU HaAMYUA Yy OpraHMsaumm Ha npase COBCTBEHHOCTY,
XO3ANCTBEHHOTO BEAEHWS UM ONEPaTUBHOIO YNPaB/eHUA OCHOBHOIO TEXHO0MMYEeCKoro o6opya0BaHNsA
AN NPOM3BOACTBA 3TW/IOBOFO CNWMPTA, 3aperncTpMpoBaAHHOTNO B COOTBETCTBUMM CO cTaTbel 14.1
depepanbHOro 3akoHa oT 22 Hosbpa 1995 roga N 171-d3 "O rocynapCTBEHHOM perynpoBaHUM
npoussoacTBa M 0H60poTa 3TUAOBOrO CNMPTa, AJKOrO/ILHOM M CNUMPTOCOAEP KaLLe NPOAYKUMM U 06
orpaHMYeHumn noTpebneHnn (pacnnTma) anKkorosibHOM NpoayKumm".

(yacTb 4 BBeaeHa PegepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

CratbAa 8.1. OcCOb6eHHOCTM /NMUEH3UPOBAHMA NPOU3SBOACTBA JIEKAPCTBEHHbIX CpeacTs
(bapmaueBTnuecKoii cybcraHumum cnupTa aTMNOBOro (3TaHoNa)
(sBepeHa desepanbHbiM 3aKOHOM OT 27.12.2019 N 481-93)

1. [eiicTBMe ANMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CcpeacTB (dapmaleBTMUECKOM
cybcTaHUMM cnupTa 3TUNoBOro (3TaHona) NPUOCTaHaBAMBAETCA B 4aCTU NpaBa Ha MPOU3BOACTBO
dbapmaLeBTMUYECKON CYBCTAHLMM CNMPTA 3TUAOBOrO (3TaHOMA) NMLEH3MPYIOLWMM OpPraHOM B CAy4yasXx,
onpeaeneHHbix cTaTbent 20 dGeasepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O nunueH3npoBaHMM
OTAEeNbHbIX BWAOB AeATeNbHOCTM", a TaK¥e Ha CPOK MNPUOCTAHOBNEHUS AeNCTBUA NULEH3UU Ha
Nnpou3BoOACTBO 3TU/I0BOrO CNKpPTa AN NPOM3BOACTBA papmMaL,eBTUYECKOM cybCcTaHL MM CnupTa 3TUI0BOTO
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(sTaHONA), BblAAHHOW B coOTBETCTBUM ¢ PeaepanbHbIM 3aKOHOM OT 22 HoABpa 1995 roga N 171-d3 "O
rocy4apCTBEHHOM pPEeryJMpoBaHUM MPOM3BOACTBA M 00OOpOTa 3TU/IOBOrO CAWUPTA, aJIKOrOJIbHOW MU
cnupTocodep:Kawen npoaykumm u o6  orpaHuydeHnn notpebneHua (pacnuTma) asKoroabHOM

npoayKkuum".

2. [leiicTBME /WNUEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmaueBTUYecKomn
cybcTaHUMM cnupTa 3TUIOBOrO (3TaHoNa) B YacTM npaBa Ha MPOM3BOACTBO dapmMaueBTUYECKONM
cybCcTaHUMM cnupTa 3TUMAOBOrO (3TaHOMA) NpeKpallaeTca JUULEHIMPYIOWMM OPraHoM B C/AyvasX,
onpeaeneHHblx ctaTtben 20 PeaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O nnueHsnpoBaHMM
OTAENbHbIX BMAOB AEATENbHOCTM', a TaKXKe C AaTbl NPEKPAWEeHUA WMAW aHHYMPOBAHUA AEUCTBUA
JIMLLEH3UM Ha NPOU3BOACTBO 3TMNIOBOFO CRMpTa AAA NPou3BoACcTBa dapmaleBTUYECKON CybCcTaHuum
cnupTa 3TUNOBOro (3TaHOMa), BblAAHHOM B cooTBeTcTBMM ¢ PegepanbHbiM 3aKOHOM OT 22 Hoabpa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryaMpoBaHMM NpoM3BOACTBA M 0BOpOTa 3TUIOBOrO CNMPTAa,
a/IkoroNlbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
a/IkorosbHOM npoaykumn'.

CraTtba 9. locypapcTBeHHbIA KOHTPOAb (Haa30p) B chepe 06palyeHMa NeKapCTBEHHbIX CpeacTB
(8 pea. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocypapcTBeHHbI KOHTPOAb (Hagsop) B cdepe o0b6palleHUs NEKapPCTBEHHbIX CPeacTs
OCYLLECTBNAETCA NOoCpPeAcTBOM ¢enepanbHOro rocygapcTBeHHOro KoHTpona (Hagsopa) B cdepe
0b6palleHMA NeKapCTBEHHbIX CpeacTB U denepanbHOro rocyAapcTBEHHONO NIULLEH3UOHHOIO KOHTPOAS
OeATeNbHOCTU NO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYLLECTBASEMbIX ¢peaepasbHbIMU OpraHamm
NCMNOJIHUTENbHOM BNACTH, YNOJIHOMOYEHHbIMK MpaBuTenscTBom Poccuninickon degepauuu.

2. Mpeametom ¢enepanbHOro rocyaapcTBEHHOro KoHTpons (Haa3opa) B chepe obpalieHus
NIeKapCTBEHHbIX CPeACTB ABNAIOTCA:

1) cobnogeHne ob6a3aTenbHbIX TpeboBaHU B chepe 0bpalleHNa NeKapCTBEHHbIX CPEACTB, B TOM
yucne:

a) TpeboBaHUN K [OKAMHUYECKUM WCCNEA0BAHUAM /IEKaPCTBEHHbIX CPEACTB, KAMHUYECKUM
NCCNEeAOBaHMAM J/IeKapCTBEHHbIX MNPEnapaToB, MW3roTOBJEHWUIO, XPaHEHWIo, MepeBO3Ke, BBO3y B
Poccuitickyio depepaumio, OTMYCKY, peanusaumu, nepepaye, MNpofarke JEeKapCTBEHHbIX CPeACTs,
NPUMEHEHUIO JIeKAPCTBEHHbIX NPEnapaToB, YHUUTOMEHMWIO JIEKAPCTBEHHbIX CPeACTB, YCTaHOBAEHWIO
NPOW3BOAMUTENAMM JIEKAPCTBEHHbIX NPEnapaToB LeH Ha JieKapCTBeHHble MpenapaTbl, BKAKOYEHHblE B
nepeyeHb KM3HEHHO HEOBXOANUMbIX N BasKHENLLIWX IeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHWA K COOTBETCTBMIO JIEKAPCTBEHHbLIX CPEACTB, HaxoAawwmxca B obpalieHum,
NoKasaTensm Kayectsa, 3pPpeKTUBHOCTM 1 6€30NacHOCTM, YCTAaHOBIEHHbIM B COOTBETCTBMM C HACTOALLMM
denepanbHbIM 3aKOHOM;

B) TpeboBaHWUN K cobNOAEHWNIO CybbeKkTammM obpalleHNa NeKapcTBEHHbIX CPEeACTB, YKa3aHHbIX B
yactn 1 ctatbk 67.1 HacToAwero deaepanbHOro 3aKoHa, OrpaHMYEHMUI, Hanaraemblx ctatbamu 67.1 u
67.2 HacTosulero ®eaepanbHOro 3aKoHa;

2) cobnogeHve  AUUEH3MOHHbLIX TpeboBaHMI K  OCylLecTBAeHWI0  dapmaleBTUYecKon
AesATeNbHOCTH;

3) cobnlogeHue TpeboBaHMI K NpPenocTaBieHM0 cybbeKkTaMu 06palLeHUs JIeKapCTBEHHbIX
cpeacts  MHPOpMauUMM O  JIEKAPCTBEHHbIX CPeAcTBax W (MAM)  NeKkapcTBEHHbIX Mpenaparax,
npeaycMmoTpeHHoM ctatbamm 9.1, 52.1 n 64 HacToAwero PeaepasbHOro 3aKoHa.

3. Mpu ocywecTeieHnn deaepanbHOro rocyAapcTBEHHOrO KOHTpons (Haasopa) B cdepe
obpalleHMa NeKapCTBEHHbIX CPeACTB NPOBOAATCA caedylowme BuAbl KOHTPO/bHbIX (HAA30PHbIX)
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MepOonpPUATUIA:
1) noKymeHTapHas NpoBepKa;
2) Bble3aHan NpoBepKa;
3) BbIBOPOYHBI KOHTPO/Ib KAa4yecTBa;
4) KOHTPO/IbHAA 3aKynKa;
5) MHCNEKUNOHHbIN BU3UT;

6) HabnogeHue 3a cobnogeHnem obasaTesnbHbIX TPeboBaHWI (MOHUTOPMHT 6e30MacHOCTH)
(dapmakoHaazop).

4. OpraHusauusa U ocywectsieHne denepanbHOro rocyaapcTBEHHOro KOHTpona (Haasopa) B
chepe obpalleHUs NeKapcTBEHHbIX CpeacTB peryanpytotca PegepanbHbiM 3akoHom oT 31 mions 2020
roga N 248-d3 "O rocyaapCTBEHHOM KOHTpo/ie (Hag3ope) u MyHUUMNANAbHOM KOHTposie B Poccuinckoi
depepaunn’.

5. BHennaHoBbIM BbIGOPOYHLIA KOHTPO/Ab KayecTBa MPOBOAMTCA B TOM YMC/Ne Ha OCHOBaHWUM
nporpaMmmbl NPOBEPOK.

6. MnaHoBbIM BbIGOPOYHDLIN KOHTPO/b Ka4yecTBa He NPOBOAMUTCS.

7. Mo pe3ynbTaTam BbIBDOPOYHOrO KOHTPOJIA KAayecTBa Hapsaay C PeweHuAaAMM, NpeayCcMOTPEHHbIMA
depnepanbHbim 3aKoHOM oT 31 nionsa 2020 roga N 248-d3 "O rocyaapcTBeHHOM KOHTpoae (Haasope) u
MyHUUMNaNbHOM KOHTpone B Poccuiickon degepauumn”, dpeaepanbHbiMM OpraHamm UCMONHUTENBHOM
B/1ACTU, YMOJIHOMOYEHHbLIMW Ha OCYLLECTBAEHUE BbIOOPOUYHOrO KOHTPO/A KauyecTBa, MPUHUMAIOTCA
cneayrowme pelleHma:

1) o panbHelwem rpaxaaHckom obopoTe cepuu, NapTUM COOTBETCTBYIOWErO JIEKAPCTBEHHOMO
CPeAacTBa B Cyyae NOATBEPKAEHMA NO pesynbTaTam NpoBeAeHHbIX UCMbITaHWI COOTBETCTBUA KayecTBa
NleKapCcTBEHHOTO CPeACTBa YCTaHOB/EHHbIM TpeboBaHNAM;

2) 06 U3BATUM U3 TpaskaaHCKoro obopoTa cepun, NapTUKM COOTBETCTBYIOLLErO JIEKAPCTBEHHOrO
CpeacTBa B C/ydyae BbiABAEHMA MO pe3yabTaTam NPOBEAEHHbIX UCMbITaHWIA HECOOTBETCTBMA KayecTBa
NeKapCTBEHHOTO CPEeACTBA YCTaHOB/EHHbIM TpeboBaHUAM;

3) o nepeBoAe NEKAPCTBEHHOrO CPeAcTBa Ha MOCEPUMHbLIA BbIBOPOYHBIN KOHTPO/b KayecTBa
NeKapCcTBEHHbIX CPEACTB B C/lyyae NOBTOPHOrO BbIABJAEHMSA HECOOTBETCTBMA KayecTBa JIeKapCTBEHHOro
CcpeAacTBa yCTaHOBNEHHbIM TpeboBaHMAM M (Npu HeobxoAMMOoCTM) O NpoBepKe cybbekTa obpallueHus
NeKapcTBEHHbIX cpeacTs. Pacxoabl, CBA3aHHble C NPOBEAEHMEM NOCEPUNHOrO BbIBOPOYHOTO KOHTPOA,
ON/auMBaloOTCA NPOU3BOAMTENEM JIEKAPCTBEHHOrO cpeactBa /Mbo AepkaTeNieM WAM BNafe/bLeM
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOrO Npenapara.

8. denepanbHbIlii TOCYyAapPCTBEHHbIA /IMLEH3UOHHbIA KOHTPO/Ib AEATENbHOCTU MO NPOU3BOACTBY
JIeKapCTBEHHbIX CPEeACTB OCYLLEeCTBAAETCS B COOTBETCTBMM C 3aKOHOZaTeNbCTBOM Poccuiickoi
depepaumu.

Cratba 9.1. MNporpamma npoBepoK
(eBepeHa PepepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. B uenax opraHun3aLmm BbIDOPOYHOrO KOHTPO/IS KAYeCcTBa JIEKAPCTBEHHbIX CPeACTB GopmupyeTcs
nporpamma npoBEpPOK.
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2. Ona uenen peannsaumm nporpaMmbl MPOBEPOK NPOM3BOAMTENIM NIEKAPCTBEHHbIX CPEACTB U
OopraHusaumn, OCYLIeCTBAAIOLME BBO3 JIEKApCTBEHHbIX cpeacTB B Poccuiickyio  depepauuio,
npeaocTaBAsAlOT B  OTHOLIEHUM JIEKAPCTBEHHbIX CPeaCTB AN MeAMUMHCKOTO MPUMEHEHUA B
YNO/NIHOMOYEHHbIN ¢deaepanbHblit OpraH WCMNOJIHUTENbHOM BNACTWU, OCYLLECTBAAOWMN PYHKUMM no
KOHTPO/IIO M Haa3opy B cdepe 34paBOOXPaHEHWUs, B OTHOLUEHWM JIEKAPCTBEHHbLIX CPeacTB AJs
BETEPUHAPHOIO MNPUMEHEHUA B YNOJHOMOYEHHbIN deaepanbHblit OpraH WCNOJIHUTENIbHOM BAACTK,
ocyLwecTBAAWMNA GYHKLMN NO KOHTPOO M Haa30py B chepe obpalLeHUsa NeKapCTBEHHbIX CpeacTs AN
BETEPUHAPHOIO NPMMEHEHUSA, CBEAEHUA O Cepuax, NapPTUAX SIeKAPCTBEHHbIX CPeACTB, NOCTyNaloLWmUX B
rpakgaHckmin obopot B Poccuiickoii Pepepaumm, B nopagke, coctaBe um obbeme, YCTaHOBAEHHbIX
YKa3saHHbIMK deaepanbHbiMU OpraHamMuM MUCMOJIHUTE/IbHOW BIaCTM B OTHOLUEHWM /IeKAPCTBEHHbIX
CpeacTs AN MeAULUUHCKOrO NPUMEHEHUS N B OTHOLIEHMM JIEKAPCTBEHHbIX CPeACcTB ANA BETepMHaApPHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. Mporpamma npoBepoK GOpPMUPYETCs Ha KaneHAapHbii rog B cpok o 30 aekabps roaa,
npeaLwecTByOLWEro rogy nposeaeHUs BbIBOPOYHOro KOHTpOASA.

4. B cnyyae HacTyn/ieHMAa coObITMIA, yKasaHHbIX B nognyHktax "6" m "B" nyHKTa 2 yactm 6
HacToAwen ctaTbu, PpedepanbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU, OCYLLECTBAAIOWMM GYyHKLUMN NO
KOHTPOJII0 U Haa3opy B cdepe 34paBoOXpaHeHus, peaepasibHbiM OPraHOM MCMOMHUTE/IbHOW BAACTH,
ocyLwecTBAAOWUM GYHKUMM MO KOHTPO/TIO U HaA30py B chepe 0bpalLeHMsA NeKapCTBEHHbIX CPeACTB ANs
BETEPUHAPHOIO NPUMEHEHUA, NpPU HeobXOAMMOCTM BHOCATCA COOTBETCTBYHOWME W3MEHEHUs B
nporpammy NpoBepPOK.

5. B nporpammy npoBepoK MOTyT BKAOYATbCA MEPONpPUATUA C yY4eTOM HapPYLLIEHWUN, BbIABNEHHbIX B
paMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA 33 NPeablAyLLMIA KaneHaapHbIN roa,.

6. Mporpamma NPoOBEPOK COAEPKUT:

1) nepeveHb NeKapcTBEHHbIX CpeacTs, 0T6op 06pa3L OB KOTOPbIX ByAET OCYLLEeCTBAATLCA B PaMKax
BbIBOPOYHOTO KOHTPOA, POPMUPYEMbIN C YHETOM PE3Y/bTaToOB roCyAapCTBEHHOrO KOHTPOA (Haa3opa)
B chepe o0OpalleHUs NEeKapCTBEHHbIX CPeACTB 3a KaJieHAApHbIM rod, npeawecTBylowmin rogy
npoBeaeHus BbIBOPOYHOIO KOHTPOIS;

2) yKasaHue Ha cobbiTve, HacTymnjeHWe KOTOpPOro SBASETCA OCHOBAaHWEM A/ OCYLLECTBAEHUSA
BbIOOPOYHOIO KOHTPOASA:

a) nosiyyeHMe cBeAEeHMUI, NPeACTaBASEMbIX B COCTaBe U o6beme, YCTaHOBAEHHbIX denepanbHbiM
OpPraHoM WCMNONHUTENIbHOW BAACTM, OCYLLECTBAALWMM GYHKLMM NO KOHTPOAD M Haa3opy B cohepe
34paBooxpaHeHna, deaepanbHbIM OpPraHOM UCMOAHUTENbHON BAACTW, OCYLLECTBAAIWMM GYHKUMN NO
KOHTPO/10 1 Haa3opy B coepe obpalleHNs NeKapCcTBEHHbIX CPeACTB A8 BeTePUHAPHOIo NPUMEHEHUS, O
cepuAx, MapTUAX JIeKapCTBEHHbIX CPeACTB, MOCTYNalolWMX B rpakaaHCKMi 0bopoT B Poccuiickol
denepaumnn, yKasaHHbIX B NyHKTe 1 HacToAlel 4acTM, oOpraHu3auMamM, OCYLLECTBAALIMMM
NPou3BOACTBO fIeKapCTBEHHbIX cpeacTs B Poccuitickon deaepaumm M BBO3 NIEKAPCTBEHHbIX CPEACTB B
Poccuitckyto Pepepaumio;

6) nonyyeHne nocTynatoweli B NopagKe, yCTaHOBNEHHOM CTaTbel 64 HacTosAwero ®eaepanbHOro
3aKOHa, MHOOPMALMM O NOBOYHbIX AENCTBUAX, HEXKENATE/IbHbIX PEAKUMAX, CEPbe3HbIX HeXKenaTelbHbIX
peaKkuuaAx, HenpeaBUAEHHbIX HEXKeNaTeIbHbIX PEAKLMAX NpU NPUMEHEHUW JIEKAPCTBEHHbIX MPEnapaTos,
06 MHAMBUAYANLHON HENepeHOCUMOCTW, OTCYTCTBUM 3DDEKTUBHOCTU JIeKAapCTBEHHbIX MPEenapaTos, a
TaKke 06 MHbIX PpaKTax U 0BCTOATeNbCTBAX, NPEACTABAAIOWMX YIPO3Y KU3HU UM 340POBbI0 YeOoBeKa
NMB0O KMBOTHOTO MPU MPUMEHEHUM JIeKAapCTBEHHbIX MPENapaToB M BbIABJEHHbIX Ha BCex 3Tanax
obpalleHMA NeKapCTBEHHbIX NpenapaTos B Poccuiickon Peaepaumm v opyrux rocyaapcreax;

B) nosiydyeHne B cooTBeTcTBMM € PeaepanbHbiM 3akoHOM oT 31 uiona 2020 roga N 248-93 "O
rocyapCcTBEHHOM KOHTpoJie (Haa3ope) M MyHUUMNAnAbHOM KoHTposie B Poccuiickont ®eaepaunn”
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CBEAEHUIN O NPUUYMHEHUN Bpeda UM 06 yrpose NPUUMHEHMA BPeAa *KM3HW, 340POBbIO rpaxaaH van
MBOTHbIX.

Cratba 9.2. FlocyaapcTBEeHHbI KOHTPOAb (HaA30p) 3a peanusaumnein opraHamm UCNONHUTENIbHOU
BnacTu cyb6bektoB Poccuiickoii Pepepaunmn nonHomoumii B chepe ob6palieHUs NeKAPCTBEHHbIX
CpeacTB AN MeAULUHCKOro NpUMeHeHus

(sBegeHa degepanbHbim 3akoHOM 0T 11.06.2021 N 170-93)

1. FocypapcTBeHHbI KOHTPOAb (Hag3op) 3a peanusaumeint opraHamm MCNOAHUTENIbHOW BAACTU
cybbekToB Poccuiickon depepaumm noaHomounin B chepe obpalleHUa NeKapCcTBEHHbIX CPeAcTB Ans
MEeANUMHCKOTO MPUMEHEHMA  OCYLLECTBAAETCA YNOJHOMOYEHHbIM [MpaBuTenbctBoMm Poccuiickol
depepaunn opraHom UCMONHUTENbHOM BAACTU.

2. [lpeameToM rocyAapcTBEHHOTO KOHTpona (Hagsopa) 3a peanvsauven  opraHamu
WCNONIHUTENbHON BnacTn cybbektoB Poccuitickoli depepaumm nonHomoumn B chepe obpalueHun
NeKapCTBEHHbIX CPEACTB AN MEeAMLMHCKOro NPpUMEHEHUA ABAAETCA Cob/o4eHNe YNONHOMOYEHHbIMM
opraHaMu MCMNONHUTENbHOM BnacT cybbekToB Poccuitickolt deaepaunmn MeTOAMKW YCTaHOB/EHMA
npegenbHbIX pPasMepoB ONTOBbIX HaAbaBOK M MNpedenbHbiX PasMepoB PO3HWYHBLIX HagbaBOK K
$aKTUYECKMM OTMYCKHBIM LleHaM, YCTaHOBIEHHbIM NPOU3BOAUTENAMMN NIEKAPCTBEHHbIX NpenapaTos, Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/OYEHHblIe B MEpeyeHb KU3HEHHO HeobXOAMMbBIX W BarKHEMLIUX
JIeKapCTBEHHbIX MPenapaTos.

3. MNpu oCywecTBNeHNN TOCYAAPCTBEHHOIO KOHTPOAs (Hafa30pa) 3a peanusaumen opraHamu
NCNONIHUTENbHON BRacTn cybbektoB Poccuitickolt Pepgepaumm nonHomoumn B chepe obpalleHua
NIEKApPCTBEHHbIX CPEACTB AN MEAWLMHCKOTO MPUMEHEHUs MNPOBOAATCA  c/eaylowune  Buabl
MEepPOonpPUATUIA:

1) AOKYMEHTapHble NPOBEPKMY;
2) Bble3aHble NPOBEPKM.

4, OpraHusauma M OCyLEeCcTBNEHWE TOoCyAapcCTBEHHOTO KOHTPoAsA (Hagsopa) 3a peanusaument
OopraHamm WCNOJHUTENbHOW BAacTn cybbektoB Poccuitckolit Pepepaumm nonHomoumit B chepe
06palleHMA NEeKAPCTBEHHbIX CPEACTB A8 MeAMLMHCKOro NpumeHeHusa peryampytotca deaepanbHbim
3aKOHOM OT 6 OKTAbpAa 1999 roga N 184-®3 "0O6 ob6WwMx NpMHUMNAX OpraHM3aLMM 3aKOHOAATENbHbIX
(NpeacTaBUTENbHbBIX) M MCNONHUTENIbHBIX OPraHOB TOCYAApPCTBEHHOM BacTu cybbekToB Poccuiickoit
depepaunn’.

5. TlonoxeHue O TrOCySAapCTBEHHOM KOHTpose (Hafa3ope) 3a peanusaumert opraHamu
WCNONIHUTENbHON BNacTn cybbekToB Poccuitickolt depepaumm nonHomoumn B chepe obpalleHun
JIEKAPCTBEHHbIX CPEACTB AN MEeOULMHCKOIO NPUMeHeHUn yTeepKaaeTca MNpasutenbctsom Poccuiickoit
depepaunn.

Ctatba 9.3. PermoHanbHblii rocyaapcTBEHHbIA KOHTPO/b (Haa3op) 3a npumeHeHMeM LieH Ha
NleKapcTBeHHble MNpenapaTtbl, BK/AOYEHHble B NepevyeHb XU3HEHHO HEeobXoAMMbBIX U BaKHeurLwux
JIeKapCTBeHHbIX NpenapaToB

(eBepeHa PepepanbHbiM 3akoHOM OT 11.06.2021 N 170-93)

1. PervoHanbHbI rocyAapcTBEHHbIM KOHTPOb (HaA30p) 3a MPUMEHEHMEM LieH Ha 1IeKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNepeyeHb MM3HEHHO HeobXoAUMbIX W BaXKHEWMLMX JIeKAapPCTBEHHbIX
npenapaToB, OCYLLECTB/IAETCA OPraHOM WCMOJHUTENbHOW BAacTM cybbekTa Poccuiickon degepaumu,
YNOJHOMOYEHHbIM BbICLUMM UCNOHUTENbHBIM OPraHOM rocyapcTBEHHOM BNacTu cybbekTa Poccuiickom
depepaunn.

2. npe,ﬂ,METOM PErMoHanbHOIo rocyaapCrBeHHOro KOHTpPo1Aa (Ha,qsopa) 3a NPUMEHEHUNEM LLEH Ha
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JIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHble B MNepeyeHb MU3HEHHO HeobXOAMMbBIX W  BaXKHEMLIUX
JIeKapCTBEHHbIX  MpenapaToB, ABAseTca  cobnogeHue  opraHMsauMaMyM  OMTOBOW  TOProBAU
JIeKapCTBEHHbIMMU CpeacTBamM, anTeyHbIMK opraHM3aumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENAMWN, UMEIOLMMU JIMLLEH3UIO HA PapMaLeBTUUYECKYIO OeATeIbHOCTb, MeANLMHCKUMM
OpraHM3aumMaAMM, UMEOLMMMU NNLEH3MIO HA apMaLLeBTUYECKYIO AeATeNbHOCTb, MU UX 060CO06AEHHbIMU
nogpasgeneHuamum (ambynatopmamn, odenbgluepckumm 1M denbhllepCcKo-aKyLWepCKUMU  NMYHKTaMMU,
ueHTpamn (otaeneHmamu) obuieli BpadyebHoM (cemeliHOM) MPAKTUKK), PACMOIOKEHHBIMU B CENbCKUX
Hace/ieHHbIX TMyHKTaX, B KOTOPbIX OTCYTCTBYIHOT anTeyHble OpraHuM3auuu, Mpu  peanusauuun
JIeKapCTBEHHbIX MpenapaToB TPebOBaHUM K MNPUMEHEHUIO LIeH, YPOBEHb KOTOPbIX He [AOJIXKeH
npesbiWaTtb Cymmy aKTUUYECKOM OTMYCKHOM LEeHbl, YCTaHOBAEHHOW MPOU3BOAUTENEM JIeKAaPCTBEHHbIX
NpenapaTtoB, M KOTOPble He MPEeBbIWAT 3aPErMCTPUPOBAHHbLIX MNPeAesbHbIX OTMAYCKHbIX LEH, U
pa3sMepoB ONTOBbIX HAAOaBOK W (MAM) pPasmMepoB PO3HUYHbLIX HAAOABOK, He MpPeBbILAOLWMX
COOTBETCTBEHHO PA3MepPOB NpeaebHbIX ONTOBbIX HaA6aBOK M (UAK) pasMepoB NPeaeNbHbIX PO3HUYHbIX
Haab6aBOK, YCTAaHOB/IEHHbIX B cybbeKTe Poccuiickon deaepauum.

3. OpraHuMsaums M ocylecTBNEHNE PErMoHaNbHOrO0 rocyfapCTBEHHOMO KOHTPOAA (Hagsopa) 3a
NPUMEHEHMEM LEeH Ha JIEKapCTBEHHbIE NPenapaTbl, BKAKOYEHHbIE B NepeyYeHb *KU3HEHHO HEOOXOAMMbIX
W Ba)KHENLMX NEeKapCTBEHHbIX NpenapaTos, peryampytotca PegepanbHbiMm 3akoHoM oT 31 miona 2020
roga N 248-d3 "O rocyaapcTBeHHOM KOHTpO/ie (Haa3ope)  MyHULMNAaAbHOM KOHTpOoJie B Poccuinckoit
Pepepaunn’.

4. MonoxKeHne o PermoHaIbHOM rocy4apCcTBEHHOM KOHTpOJIe (HaA30pe) 33 NPUMEHEHUEM LLEH Ha
JIeKapCTBEHHble MpenapaTbl, BK/AOYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BaKHEMLUX
JIEKapCTBEHHbIX MPEnapaToB, YTBEPKAAETCA BbICLUIMM WMCMOJHUTE/IbHBIM OPraHOM FOCYAapCTBEHHOM
BNacTU cybbekTa Poccuiickoin ®eaepaumu.

Cratba 9.4. depepanbHblii rocyfapCTBEHHbIA JIMLEH3UOHHBIN KOHTPO/Ib AeATe/IbHOCTU No
NPOU3BOACTBY NEKAaPCTBEHHbIX CPeACTB
(eBepeHa degepanbHbiMm 3akoHOM OT 11.06.2021 N 170-93)

1. depepanbHbIii rOCYAAPCTBEHHbIN IMLEH3MOHHbIA KOHTPOAbL AEATEAbHOCTU MO NPOW3BOACTBY
NeKapcTBEHHbIX CPeAcTB ocyulecTBaseTca deaepanbHbIMM - OpraHaMyM  UCMOAHWUTENBHOW  BAACTH,
ynoAHOMOYeHHbIMK MpaBuTenbcTBom Poccuiickoit Peaepaumn.

2. ®epepanpHbIA rOCYAaPCTBEHHDBIN NNLEH3UOHHbIA KOHTPOAb AEATEeNbHOCTM NO MPOU3BOACTBY
NIeKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA B cooTBETCTBMMU ¢ DepepanbHbiM 3akoHOM OT 4 maa 2011 roaa
N 99-®3 "O nMuEeH3MPOBAHNN OTAENbHbIX BUAOB AeaTtenbHocTU" U PepepanbHbiM 3aKoHOM OT 31 mtona
2020 roga N 248-®3 "O rocyfapcTBEHHOM KOHTpoae (Hag3ope) M MyHUUMMANbHOM KOHTpoae B
Poccuitckoit Pepepaumnn”. B pamKax depepanbHOro rocyfapcTBEHHOMO JIMLLEH3MOHHOIO KOHTPOAA
OeATeNbHOCTU MO NPOW3BOACTBY JIEKAPCTBEHHbIX CPeACTB MAaHOBble KOHTPO/bHble (Hag3opHble)
MEepPOMNpPUATUA He NMPOBOAATCA, MPU 3TOM NPOBOAUTCA Nepuoauyeckoe NOATBEPKAEHUE COOTBETCTBUA
JNINLEH3NATOB SIMLEH3NOHHbIM TPeboBaHUAM B COOTBETCTBUKN ¢ PeaepanbHbiM 3aKOHOM OT 4 mana 2011
roga N 99-®3 "O nMueH3MpPOBaHUN OTAENbHbIX BUAOB AeATENbHOCTM".

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE NCCNIEAOBAHUA
JNEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE UCCNTEAOBAHUA
NNEKAPCTBEHHbIX NMPEMNAPATOB A/11 BETEPUHAPHOIO NMPUMEHEHUA

Cratba 10. PaspaboTKa IeKapCcTBEHHbIX CPeacTB

1. Pa3paboTKa NeKapcTBEHHbIX CPeACTB BK/AOYaeT B cebs MOMCK HOBbIX (apMaKoNOrMYecku
aKTUBHbIX BeELLecTB, Moc/aedylollee WU3yYeHWEe WX JIeKAPCTBEHHbIX CBOWMCTB, AOKAMHUYECKUe
nccnefoBaHusA, paspaboTKy TexHOorMi npousBoacTea GapmalleBTUUYECKUX Cyb6CTaHLUMM, pa3paboTky
COCTaBOB W TEXHO/I0TMIA MPOM3BOACTBA JIEKAPCTBEHHBIX NPenapaTos.
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2. ®uHaHcoBOe obecneyveHne pa3paboTKM NEKAPCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYET:
1) cpeacTts denepanbHoro broaxeTa;
2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeactB npousBogmuTenell  NIeKApCTBEHHbIX CPEeACTB  NPU  BbIMOJHEHUM  Hay4yHO-
nccnepoBaTeNlbCKMX  PaboT No  AOroBopy MeXKay pa3spaboTiMKOM  /IEKAPCTBEHHbIX CPEeACTB U
NpPOu3BOAUTENEM NNEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbCTBOM Poccuitickoit Pegepauym MCTOYHUKOB.

3. lpaBa  pa3paboTunmKka  /IGKAPCTBEHHOrO  CPEACTBA  OXPaHAOTCA  IPaMkAaHCKMM
3aKOHOAATEIbCTBOM.

Cratba 11. [lOKNMHMYECKOe MuCCNeA0BaHUE /IEKAapPCTBEHHOTO CPeAcTBa ANA MeAULMHCKOro
npumeHeHuns

1. JokAnHMYeCcKoe uccieaoBaHWe SIeKapCTBEHHOro cpeacTsa Ans MeAUUMHCKOro npumMeHeHus
NpoBOAMTCA MNyTeM MPUMEHEHUA Hay4yHbIX METOMOB OLUEHOK B LensxX MOoAyYeHUsA [O0Ka3aTenbCTs
6e30nacHOCTH, KayecTBa 1 3 HEeKTUBHOCTU NEeKapCTBEHHOIO CpeacTaa.

2. [JOKAMHMYECKOe UCCNefoBaHWE NIEKAPCTBEHHOro CpeacTBa AN MeAUUMHCKOro MpuMeHeHus
NPOBOAMTCA B COOTBETCTBUM C NPaBUIamMM HaanexKallen NabopaTopHOW NPaKTUKK, YTBEPMKAEHHbIMU
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOHUTEIbHOM BAACTM.

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

3. N opraHusauuu U nNpoBeaeHusa AOK/JIMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro cpeacTsa
AN MeAULMHCKOTO MPUMEHeHUs Pa3paboTUMKM IeKapCTBEHHbIX CPEACTB MOTYT NMpPUBAEKaTb Hay4YHO-
nccnefoBaTesIbCKMe opraHM3auum, obpasoBaTesibHble OpraHM3aLmMm Bbicliero obpasoBaHMA, MMetowme
HeobxoAMMyl0  MaTepuanbHO-TEXHUYECKylo 6a3y U KBaAMPUUMPOBAHHBLIX  CMELMasucToB B
COOTBETCTBYIOLLEN 06/1aCTN UCCnegoBaHUA.
(B pen,. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loKAMHUYEeCKoe WUcCNefoBaHMe NEeKApPCTBEHHOMO CPeACcTBa ANA MEeAUUMHCKOTO NpUMeHeHus
NPOBOAMTCA MO YTBEP)KAEHHOMY pPa3paboTYMKOM JIEKAPCTBEHHOrO CPeACTBa NaHy C BeAeHWem
NPOTOKONa 3TOr0 MCCNeA0BaHMA M COCTaB/IEHMEM OTYeTa, B KOTOPOM COAEPIKATCA Pe3y/bTaTbl 3TOro
MCcCNefoBaHMA UM 3aK/AOYEHME O BO3MOMKHOCTM  MPOBEAEHMA  KAMHUMYECKOro  McciefoBaHusA
NleKapcTBEHHOTO NpenapaTa A8 MeAUUMHCKOTO NPUMEHEHWA.

5. MpoBeaeHne npoBepoK cobAOAEHMA NPaBWUA HaAfexallel nabopaTopHOM NPaKTUKM W
NPaBoOBbIX HOPM WCMNO/Ib30BAHMA KMBOTHbIX MPU NPOBELAEHMM AOKAMHUYECKUX WCCAeLO0BaHWUM
NIeKapPCTBEHHbIX CPEeACTB AN  MEAMUMHCKOTO NPUMEHEHMA OCYLLEeCTBAAETCA  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIbHOM B/IACTHU.

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

6. Pe3ynbTaTbl SOKAMHUYECKOrO WCCEA0BAHUS NIEKAPCTBEHHOTO CPeacTBa A1 MeLULMHCKOro
NPMMEHEHMUA MOFYT BbiTb NPeACTaB/ieHbl B YNOJHOMOYEHHbIM denepanbHblii opraH UCNOAHUTENbHOWM
B/J1aCTU B YCTAHOBJAEHHOM MOPAAKE B LeNAX rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHoro npenapara.

Cratba 12. JoKnnHMyeckoe wuccnepoBaHUe NEKApPCTBEHHOrO CpeacTBa M KJAMHUYECKoe
uccnepgosaHue NeKapCcreeHHOoro npenapara AnAa seTepuHapHoro npumeHeHua

1. JoKAMHMYecKoe nccnepoBaHMe NeKapCcTBEHHONO CpeacTBa ANA BeTePUMHAPHOro npumeHeHus
nposoauTCA nytem MnpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UenAxXx nosyvyeHuA [AO0Ka3aTeNbCTB
6630I'IaCHOCTM, KayecTtBa n 3¢d)eKTMBHOCTVI NeKapCTBEHHOrO CpeacTtBa, B TOM Ynucne onpeaneneHna Cpoka
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ero sbiBegeHunA U3 opraHnMama XMBOTHOIO, B LLeNnAxX obecneyeHuna 6e3onacHOCTH npoAayKunn XMBOTHOrro
NponucxoxageHna nocne npuMmeHeHnA COOTBETCTBYHOLLENO 1IEKapPCTBEHHOIO Npenaparta.

2. JloKnMHMYecKoe uccieaoBaHME NEeKapCTBEHHOro CpeacTBa U KAMHMYECKoe MccieaoBaHue
JIeKapCTBEHHOro npenaparta A8 BETePUHAPHOIO NPUMEHEHUs, uccneaosaHue 6UO3KBMBANEHTHOCTU
YyKa3aHHOro JIeKapCTBEHHOro npenapaTta MPOBOAATCA B COOTBETCTBUMU C MPaBUAaMK, YTBEPIKAEHHbIMM
YNOSIHOMOYEHHbIM deaepasibHbIM OPraHoOM UCMOIHUTENIbHOW BAaCcTHU.

3. [JoKnuMHun4yeckoe uccnegoBaHMe NeKapCTBEHHOroO cCpeacTsa WM KAMHUYECKoe wuccaegoBaHue
NNEKAPCTBEHHOIo npenapata A4AaAA BETEPUHAPHOINO MNPUMEHEHUA NpoBOAATCA MO YTBEPXKAEHHOMY
pa3pa6OT‘-IVIKOM NEKapCTBEHHOIo cpeacrtea naaHy C BeAeHUMEM MPOTOKO/1I0B 3TUX MCCI]EAOBaHMﬁ n
COCTaB/1IEHMEM OTHETOB, B KOTOPbIX COAEPHKATCA pe3yibTaTbl 3TUX MCCJ'IeAOBaHVIl\;L

4. ina opraH13aummn 1 nposeaeHua A4OKANHUYECKOTO NUCCeA0BaHNA TeKapCTBEHHONO CPeacTBa U
K/IMHUYECKOrO UCCNeAoBaHWA /IEKAPCTBEHHOro npenapata AaA BETePUHAPHOro  NPUMEHEHUs
pa3paboTYMK NEeKaPCTBEHHOIO CPeACcTBa MOXKET MPUBJIEKATb OPraHusauMm, umerowme Heobxoammyto
MaTepuanbHO-TEXHMYECKYI0 6a3y MU KBaNMPULMPOBAHHBIX CNEeLMannMCcToB B COOTBETCTBYIOWEN 0b6nacTm
nccnefoBaHUA.

5. KNnMHUYecKne mccnenoBaHUsA NEKapCTBEHHbIX MpenapaTtosB A1sA BETEPUHAPHOro NpUMeHeHus
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3aumMaX M B OPraHM3aumax, OCYLLECTBAAIOWMX pa3BeaeHue,
BblpalllMBaHMe U COAePIKaHUE }KUBOTHbIX, B LLeNAX:

1) YCTAHOB/IEHNA NEPEHOCUMOCTU NEKAPCTBEHHbIX NPENapaTosB 340P0BbIMU XKNBOTHbIMU;

2) nopbopa ONTMMAaNbHbIX [O03MPOBOK /NEKAPCTBEHHbLIX MNPEnapaToB M Kypca JieYeHMs Ha
KOHKPETHO rpynmne »MWBOTHbIX C onpeAeneHHbIM 3aboseBaHneMm;

3) ycTaHoBneHMAa  6e3onacHocTM U 3PPEKTMBHOCTM  NEeKapCTBEHHOro  npenapaTa,
npeaHasHayeHHOro A1 JIeYeHUs onpeaenieHHbIX 3a601eBaHUN KUBOTHbLIX, WAKM 3PEEKTUBHOCTU
JIEKAaPCTBEHHOrO npenapara aasa NpoPuUNakTUKM 3ab601eBaHNI 340P0BbIX XKUBOTHbIX;

4) V3y4yeHUss BO3MOXKHOCTEN PaACLIMPEHUSA TMOKA3aHWA K MPUMEHEHUI0 3aperncTpupoBaHHOro
JIeKapCTBEHHOIO NpenapaTa U BblABJEHMA paHee HeM3BECTHbIX MOBOYHbIX AECTBUNA.

6. KnnHunyeckoe umccneposaHue NNEKAPCTBEHHOro npenapata AnAa BeTePUHApPHOro npumeHeHuA
OCYyLLECTB/IAETCA 3a CHET CpeacTB pa3pa60TqMKa NNIEKAPCTBEHHOrIO CpeacTea.

7. OTyeTbl O pesynbTaTax [AOKAMHMYECKOTO WCCAeA0BaHWA JIEKAPCTBEHHOrNO CpeacTsa W
KAMHMYECKOrO WCCeAO0BaHMA  JIEKApCTBEHHOro npenapata  ANA  BETEPUHAPHOrO  MPUMEHEHUS
COCTaBNAOTCA Pa3paboTYMKOM JIEKAPCTBEHHOIO CPeACTBa C YY4ETOM 3aKNOYEHW OopraHu3aumi,
NPMHMMABLLMX YYacTUe B OPraHmn3aumm u NpoBeaeHUN 3TUX UCCief0BaHMNMA.

8. KoHTpo/ib 3a npoBegeHMEM [OKAMHUYECKMX WCCAeA0BaHWIA /JIeKapCTBEHHbIX CPEeacTB U
KAVHWYECKMX UCCNEeAOBaHWM  NeKapCTBEHHbIX MNpenapaTtoB AAAa BeTEPUHAPHOro MNpUMMEHEeHuA
OCYLLECTBNAETCA YNOJNHOMOYEHHbIM delepanbHbIM OPraHOM UCMONHUTENBHOM BAACTY.

Fnasa 6. OCYLLECTBIEHUE FOCYOAPCTBEHHOW PETUCTPALIUMA
NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. FlocyaapcTBeHHaA perncTpauma NeKapcTBeHHbIX NpenapaTos
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpyMeYaHume.
JonyckaetcA npMmeHeHWe B MeAUUMHCKUX Lensx He 3aperncTpupoBaHHbIX B P® neKkapCTBEHHbIX
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npenapaTos, COAEPKALUMX HAPKOTUYECKME CPEeACTBA UAM NCUXOTPONHbIE BELLECTBa, BBE3EHHbIX B PP
B COOTBETCTBUM C Y. 3.1 cT. 47 gaHHOoro gokymeHTa (M. 8 c1. 3 ®3 01 27.12.2019 N 475-03).

1. B Poccuiickon degepaunmn AonycKaroTca NPoM3BOACTBO, M3roTOBAEHNE, XPaHEHME, NEPEeBO3Ka,
BBO3 B Poccuiickyto Pegepaumio, BbiBo3 U3 Poccuiickoit Pepepaunn, peknama, oTnycK, peannsaums,
nepegava, NPUMEHEHME, YHUUTOXKEHWE JNIEKApPCTBEHHbIX MPENApPaToB, €C/M OHM 3apPerncTpMpoBaHbI
COOTBETCTBYOLMUM YNOJIHOMOYEHHbIM dpefepanbHbiM OpPraHOM UCNOIHUTEIbHOW BNACTU.
(yacTb 1 B peq,. deaepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. FocypapcTBEHHOM perncTpaumm noanesar:

1) Bce nekapcTBeHHbIE MpenapaTbl, BNepsble NoAsexKalmMe BBoAy B obpalleHue B Poccuiickol
depepaunuy;

2) nekapcTBeHHble Npenapartbl, 3apPermcTpupoBaHHble paHee, HO MPOU3BEAEHHble B APYrux
NleKapcTBeHHbIX popMax B COOTBETCTBUMN C NepevyHem HaMMeHOBaHU fieKapcTBeHHbIX GOpM, B HOBOW
[031POBKe NPU A0Ka3aTeNbCTBE e KAUHUYECKOM 3HAYMMOCTU N 3bdEKTUBHOCTY;

3) HoBble KOMBUHALMKN 3aPErUCTPUPOBAHHbIX PAHEE IeKapCTBEHHbIX NPenapaTos.

3. FocypapcTBeHHasa pernctpaumsa NeKapcTBeHHbIX NpenapaToB OCYLWEeCcTBAAETCA NO pe3y/ibTaTam
3KCMepTM3bl /IEKAPCTBEHHbIX CPEACTB, a roCyAapcTBeHHasa permcrtpauus opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLIECTBAAETCA MO pe3y/bTaTaM 3SKCMepPTM3bl AOKYMEHTOB, MNPeACTaBAEHHbIX [ANA
onpeaeneHna BO3MOMKHOCTM  PacCMaTpPUBaTb JIEKAPCTBEHHbIM npenapaTr A48  MeAMUMHCKOro
NPUMEHEHUA NPU  OCYLLECTBAEHUN T[OCYAAapCTBEHHOW perucrpaumMmM B KadectBe 0p¢aHHOro
NleKapcTBEHHOro npenapaTta, U No pe3y/bTaTaM SKCMepTU3bl IEKAPCTBEHHbIX CPEACTB.

4, FocypapcTBeHHaA perucrpaums JIeKapCTBEHHOTO npenaparta ocyuiecTsnaeTca
COOTBETCTBYIOLWMM YNOAHOMOYEHHbIM deaepanbHbIM OpPraHOM WCMONAHUTENIbHON B/IaCTU B CPOK, He
NPeBbIWAOWMA CTa WEeCTUAECATU paboumx AHeN Co AHA NPUHATMA COOTBETCTBYIOLLEro 3anaB/IEHMA O
rocyAapCTBEHHOM perncTpaunm NekapcTBeHHOro npenapaTta. B yKasaHHbIM CPOK BKAKOYAETCA Bpems,
HeobxoaMmoe A/1a MOBTOPHOrO NPOBeAEHMA SKCNEePTU3bl JIEKAPCTBEHHOMO CPeACTBa B COOTBETCTBUMN CO
cTaTbelt 25 Hactoawero ®PenepanbHoro 3akoHa. CpoK rocyAapCTBEHHOM PerncTpaumm NekapcTBeHHOro
npenapata MCUYUCNAETCA CO AHA MPUHATMA COOTBETCTBYIOLIMM YMNOAHOMOYEHHbIM deaepanbHbIm
OpraHOM WMCNONAHUTENbHOM BNACTM COOTBETCTBYHOLLETO 3afABJEHMA O rOCYAAPCTBEHHOWM permcrpauum
JNIeKapCTBEHHOrO npenapata C MPUIOKEHUEM HEOOXOAMMbIX LOKYMEHTOB MO AeHb BblAauu
PEerncTpauMoHHOro yAOCTOBEPEHUS JIEKAapCTBEHHOro npenapaTta. Bpemsa, Heobxogumoe ana
HanpaB/ieHMA YMNO/JIHOMOYEHHbIM deaepanbHbiM OPraHOM WCMNOJIHUTENIbHOW BAAcTM 3anpoca o
npeacTaBAeHUM HEOBXOANMBIX MaTEPUANOB N NPeacTaBAEHUs 3aaBUTEIeM OTBETa Ha AaHHbIM 3anpoc B
COOTBETCTBMM CO cTatbamu 16, 19 m 23 HactoAwero denepasibHOrO 3aKOHA, HE YYUTbIBAETCA NpwU
NCYMCNEHMM CPOKA FrOCYAapPCTBEHHOM PErncTpaLmMmn IeKapcTBEHHOro npenapara.

5. focyaapcTBeHHOM perncTpauum He noasexKar:

1) NNEKapCTBEHHbIE NpenapaTtbl, U3roToB/IEHHbIE aANTEYHbIMU OPraHU3auUnNAMKU, BETEPUHAPHbLIMU
anTe4YHbIMU OpraHn3aunamn, HAMBNAYyanbHbIMU NpPpeanpPUHNUMATENAMUN, KOTOPbIE MUMEKT NTINLLEH3UIO Ha
d)apmau,eBTquCKylo AeATeNbHOCTb, MO peuenTam Ha /eKapCTBEHHblE MnpenapaTtbl U Tp66OBaHMFIM
MeaNUNHCKNX OpFaHM3aLLMV1, BeTEPUHAPHDbIX OpFaHVI3aLJ,MVI;

2) NeKapCTBeHHble npenapaTbl, MNpUMOBpPeTeHHble GU3NYEeCKMMW AMLAMK 33  npedenamu
Poccwuiickolt depepaumm n npeaHasHauyeHHble 418 IMYHOTO UCMO/Ib30BaHMUS;

3) nekapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickyio Penepaumio Ans  OKasaHwuA
MEAMLMHCKOWM MOMOLWM MO KM3HEHHbIM MOKA3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUM
paspeLleHus, BblLaHHOIO YNOJHOMOYEHHbIM dpesepasibHbIM OPraHOM UCTMOHUTENBHOM BNACTY;
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4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickytlo deaepaumio Ha OCHOBaHWWM BblAaHHOTO
YyNOAHOMOYEHHbIM pegepanbHbiM OPraHOM UCNOMHUTENbHOM BAACTM paspeLleHns U npegHasHavyeHHble
ONA NPOBEAEHUA KAMHWYECKMX WCCAeA0BaHWUIA NEKapCTBEHHbIX npenapaToB UM (Mau) nposBeaeHUs
3KCMepTM3bl  NIEKAPCTBEHHbIX CPEACTB A48  OCYWECTBAEHWA  TOCYAapCTBEHHOW  perucrpauun
NleKapcTBEHHbIX NpenapaTos;

5) bapmauesTUYecKme cybcTaHUmy;

6) pagnodapmaLeBTUYECKME NeKapCTBEHHbIE npenapaTbl, U3roTOBAEHHbIE HEMNOCPEeACTBEHHO B
MeANUMNHCKUX OpraHM3aumax B NnopaaKke, YCTaHOBAEHHOM YMNOAHOMOYEHHbIM deaepanbHbIM OpraHOM
MCNONHUTENbHOM BNacTK;

7) nekapcTBeHHble NpenapaTbl, NPOM3BOAMMbIE 4S8 SKCMOpPTA.
6. He gonycKkaeTtca rocygapCcTBeHHaA perncrpauma:

1) NnekapcCTBeHHbIX MpPenapaToB, OTAMYAOWMUXCA APYyr OT Apyra KayecTBeHHbIM COCTaBOM
OEeVCTBYIOLLMX BELLECTB, No4 O4AMHAKOBbIM TOProBbIM HAMMEHOBaHMEM;

2) ofHOrO /IeKapCTBEHHOIO MpenapaTta, NPeACcTaBAeHHOIO Ha roCyAapCTBEHHYIO PEerucTpauuio B
OTHOLIEHMM OAHOro U TOTO Ke pgepkaTeNa MAW Bnafenbla PerncTpaumMoHHOro yAoCTOBEpPEHMUSA
NleKapcTBEHHOrO npenapaTta B BUAE ABYX M 6osee NeKapCTBEHHbIX NpPenapaToB Noj, Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHUAMM.

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

7. Mo 3anpocy (B 3neKTPOHHON dopme MAM Ha BymarkKHOM HocuTene) cybbekta obpalieHus
NIEKApCTBEHHbIX  CPEACTB  COOTBETCTBYIOLMM  YMOJHOMOYEHHbIM  deaepasbHbIM  OpraHoOM
WCMO/IHUTENIbHOW  BIACTW, OCYLLECTBAAIOWMM TOCYAAPCTBEHHYIO  PErUCTPaLMI0  JIEKAPCTBEHHbIX
npenapaTtoB, B YCTaHOB/JIEHHOM WM TOPALKE OCYLLECTBAAETCA HAy4YHOE KOHCY/bTUPOBaHWE Mo
BOMPOCaM, CBA3AHHbIM C NMPOBEAEHNEM LOKANHUYECKUX UCCNEA0BAHWUNA, KAMHUYECKUX UCCIeL0BaHUM
JIEKapCTBEHHbIX MPENapaToB, 3KCMEepPTU3bl KayecTBa JIEKAPCTBEHHbIX CPeacTs, 3GGEKTUBHOCTU U
6e30MacHOCTM, C OCYLLECTB/IEHNEM TOCYZAAPCTBEHHOW PErucTpaLuu NEeKapCTBEHHbIX MPEenapaTos.
KoHcynbTMpPOBaHME OCYLLECTBASETCA C MpuBaedYeHnem deaepanbHbiX FOCYAapCTBEHHbIX OHOAMKETHbIX
YUYPEKAEHUN, NOABELOMCTBEHHbIX AaHHOMY denepasbHOMY OpraHy WCMOJHWUTE/IbHOW BAACTU U He
YYacTBYIOLWMX B OpraHM3auum NPOBEAEHMA 3KCNepTU3bl KAyecTBa NEKAPCTBEHHbLIX CPEACTB B LeAAX
OCYLLECTBNEHMA MX TOCYAAPCTBEHHOM perncTpaumm B COOTBETCTBMM CO cTaTbeit 16 HacTosAwero
desepanbHOro 3aKoHa, B BUAE OTBETa B MMCbMEHHO dopme YyNoNHOMOYEHHOTO deaepanbHOro opraHa
WCMNONHUTENBHOW BNAcTM Ha 3anpoc. Pasmep B3Mmaemoi ¢ 3aABUTENA NaaThl OnNpeaenseTcad B
COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuiickolt depepaumm 06 opraHusaumm npeaocTaBAeHUA
roCyAapCTBEHHbIX W MyHMUMNAAbHbIX  ycayr.  WMHpopmauma 06  OCYLLeCTBAEHMM  HAy4yHOrO
KOHCYNbTMPOBAHMA, B TOM uncie cTaTbu, 0630pbl, CNPaBOYHbIE MaTepuanbl U MHaa MHbopmauma 06
OCYWECTBNIEHUM  HAYYHOTO  KOHCYNbTMPOBAHMA,  pasmewiaetcdA Ha  oduuManbHOM  caiTe
YyNOAHOMOYEHHOrO $heaepanbHOro opraHa UCNOAHUTENBHOW BAAcTH B ceTh "UHTepHeT" ¢ cobaogeHnem
OrPaHMYEHUI, YCTAHOBNEHHbIX 3aKOHOAATENbCTBOM O MEPCOHANbHbIX AAHHbIX, KOMMEpPYECcKon u (Mnu)
rocyfapcTBeHHOM TaliHe.

8. FocypapcTBEHHAA perucTpauma JIeKapcTBEHHbIX MpenapaTos, KOTOpble npegHasHayeHbl A
NPUMEHEHMA B YCNOBUAX BOEHHbIX [AENCTBMIA, Upe3BblYalHbIX CUTyaLUMi, nNpeaynpexaeHus
ypesBblYalHbIX CUTYaUN, NPOPUNAKTUKN U nedveHna 3aboneBaHui, NpeacTaBAAIOWMX ONACHOCTb AN
OKpY)KatoLWwmx, 3a601eBaHNN N NOPaKEHUI, NONYYEHHbIX B pe3y/bTaTe BO34encTBMA HeBNaronpuATHbIX
XMMMYECKUX, BUONOrMYecKMX, paganaumMoHHbIX GaKTOpoB, U KoTopble pa3paboTaHbl B TOM 4yucae no
3ajaHuto denepasnbHbIX OPraHOB WMCMOJIHUTENbHOM BNACTWU, YNOJHOMOYEHHbIX B 0671aCTM 0BOpPOHbI
CTpaHbl M 6€30MaCHOCTM roCYAaPCTBa, OCYLLECTBAAETCA B NOPSAKE, YCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoin Peagepaumnn.

(yacTb 8 B peq. depepanbHoro 3akoHa ot 01.04.2020 N 98-d3)
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CratbA 14. MpUHUMNDbI 3KCNEPTU3bl 1IEKAPCTBEHHbIX CPEACTB
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTu3a /IeKapCcTBEHHbIX CPeACTB OCHOBbLIBAETCA Ha NMPMHLMNAX 3aKOHHOCTKU, cobnoaeHus
npas u csobog 4yenoBeKa U rpaskaaHWHa, MpaB OPUAMUYECKOrO NULE, HE3aBUCMMOCTM 3KCMepTa,
O06BHEKTUBHOCTM, BCECTOPOHHOCTM W MNOAHOTbI MCCAeA0BaHUA, MNPOBOAMMBIX C WCMO/Ib30BAHUEM
COBPEMEHHbIX [OCTUMEHUI HayKM M TeXHWUKMU, OTBETCTBEHHOCTU deaepanbHOro rocyaapCcTBEHHOro
6I04XKETHOIO yuYpexKaeHUa Mo NPOoBefleHUI0 3KCMEPTU3bl NEKAPCTBEHHbIX CPeACcTB M 3KCMepToB 3a
npoBeZieHNe U KayecTBO 3KCNepTM3bI.

2. 3KCI'IepTM3a NEeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKOro npumeHeHmAa BKIlOYaEeT B cebs:

1) IKCNEepPTN3y OOKYMEHTOB, NpeacrtaBaeHHbIX ANA onpeaeneHnAa BO3MOXKHOCTU paCCMaTpuBaThb
HEKapCTBEHHbIﬁ npenapar gna MeauumnmHCKOro npmMmMmeHeHuAa npu ocywectBieHnn FOCV,ﬂ,apCTBeHHOﬁ
perncTtpautnm B Ka4ecrtsee Opd)aHHOI'O NEeKapCTBEHHOrO nNpenapara,

2) 3KCNepTM3y NPeasioKeHHbIX METOA0B KOHTPO/IA KauecTBa IeKapCTBEHHOMo CPeACTBa U KauecTea
npeacrasieHHbIX 06pasLoB /IeKapCTBEHHOIO CPeACTBa C WCMO/b30BaHMEM 3TUX MeToAoB (danee -
JKCMepTM3a KayecTBa IEKapCTBEHHOTO CPeaCTBa);

3) 3KCMepTM3y OTHOLLIEHWUA OXMAAEMOM MOAb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA
NleKapcTBEHHOTO NpenaparTa;

4) 3KcnepTU3y PerncTpaumoHHOro A0Cbe Ha NIeKAapCTBEHHbIM MpenapaT B Uenax onpeaeneHus
B3aMMO3aMEHAEMOCTU IEKAPCTBEHHbIX NPenapaToB A8 MeaUUUHCKOTo NPUMEHEHUA.
(n. 4 BBegeH ®epepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

3. DKcrnepTusa SIeKapcTBEHHbIX MPenapartos A1 BETEPUHAPHOro NPUMEHEHUA BKAOYaeT B cebs
IKCMEepPTU3y KayecTBa JIEKapCTBEHHOTO CPEACTBA W 3KCMNEPTU3Y OTHOLIEHWUA OXWAAEMOMW MNOAb3bl K
BO3MOKHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara.

Cratba 15. ®depepanbHoe rocypapcTtBeHHoe 6loajKeTHoe yupeXpeHue No NpPOoBeAeHUIo
3KCNepTU3bl IEKAPCTBEHHbIX CPeaCcTs

JKCMepTM3a NeKapCTBEHHbIX CPEACTB NPoBoAMTCA dedepanbHbIM rocyAapCTBEHHBIM BIOAMKETHbIM
yUYpeKAeHMeM COOTBETCTBYHOLLENO YNOAHOMOYEHHOTO deaepanbHOro opraHa UCMOAHUTENLHOMN BAACTH,
CO3ZaHHbIM Ana obecneyeHus MCMOJAHEHUA MOSHOMOYMI 3TOro ¢deaepanbHOro opraHa Mo Bblgade
paspelleHnit Ha NpoBeAeHUE KAUHUYECKMX MCCNeAOBaHWI NEKapCTBEHHbIX NpenapaToB W (Mau) no
rocyAapCTBEHHOW PErncTpaLmmn 1eKapcTBeHHbIX NPenapaToB (Aanee - SKCNepTHOE yUpeKaeHue).

CraTba 16. OpraHusayua nposeaeHUs 3KCNEPTU3bI IEKAPCTBEHHbIX CPeaCTB
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI‘IepTVI3a NNEKApPCTBEHHbLIX Cpeacrts npoBoauTCA Komumccmnemn 9KCNEpPTOB 3KCNepTHOro
yypexaeHwua, Ha3HA4YeHHON ero pykosoauTenem, Ha OCHOBaHUWM 3a4aHUA Ha NpoBeaeHne 3KCNepPTU3bl
NNEKapCTBEHHOrIo cpeactea, BblAAHHOINO ynoJIHOMOYEHHbIM d)ep,epaanbW\ OopraHom NCNONHUTENbHOMN
BNacCTu. PYKOBO,CI,VITe.ﬂb 9KCNEPTHOTIO y4ypexaeHna obecneumnBaet Hagnexaulee nposegeHne skCnepTusbl
NEKapPCTBEHHbLIX Cpeancts B COOTBETCTBUU C 3adaHUEM, BblAaHHbIM YNMO/IHOMOYEHHbIM d)ep,epaanblN\
opraHom NCNOSIHUTENbHOM BNacCtun, N opraHn3yeTt noAarotoBky CBOAHOro 3akKno4yeHunA 3TOM Komuceuu. B
COCTaB 3TOM KoMUCCUM NO PeEWEHN0 PYKOBOAUTENA SKCNEPTHOIO yYpeXa4eHNA MOryTt 6bITb BK/IIOYEHDI B
Ka4yecTtBe 3KCnepToB /11MUa, HE pa6OTaIOLLI,I/Ie B AdHHOM 3KCNEPTHOM y4dpexgeHunu, eciim nx cnetmnasbHblie
3HaHUA HEO6XOAI/IMbI Aana nposegeHunAa 3KCNepTusbl U TaKMe 3SKCnepTbl OTCYTCTBYHOT B [AdHHOM
IKCNEPTHOM y4ypexgeHnn.
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2. JKcnepTom MO MPOBEAEHUIO SKCMEPTU3bl JIEKAPCTBEHHbIX CPeACcTB ABAAETCA aTTeCTOBAHHbIN
PabOTHUK 3KCMEPTHOro y4YperKAeHWA, KOTOPblM MMeeT Bbicllee mMeaMuUMHCKoe, dapmaleBTUYecKoe,
6uonornyeckoe, BETEPMHapPHOE WM XMMUYeckoe 06pa3oBaHMe U NPOBOAMUT SKCNEPTU3Y SIEKAPCTBEHHbIX
CPeAcCTB B MOPAAKE UCMONHEHUA CBOUX A0MMHOCTHbLIX 06A3aHHOCTE (aanee - akcnepT).

3. Mpu npoBeaeHNN 3KCNepPTU3bl IEKAPCTBEHHbIX CPEeACTB IKCNEPT HE MOXKET HAaXOAUTbCA B KaKOM-
Mb0o 3aBUCMMOCTM OT NIML,A, Ha3HAYMBLUErO 3Ty 3KCMepTU3y, pa3paboTymMKa NeKapCcTBEHHOIO cpeacTBa
WAWN APYrUX 3aMHTEePEeCcOoBaHHbIX B pe3y/ibTaTax 3KCNepTM3bl AnL,

4. MNpn NpoBeAeHUM 3SKCNEepTM3bl NIEKAPCTBEHHbLIX CPeaCcTB He A0MnycKaetcs uctpeboBaTb Y
3anButens nMbo WHbIX ML, MaTepuanbl, HeobxoAuMble ANA NPOBEAEHUA 3KcnepTusbl. B cnyyae
HeAO0CTAaTOMHOCTM NPeACTaB/IEHHbIX 3KCMEPTY MATEpPUanoB ANA Aa4Wn 3aK/JAKYEHUA IKCNepT CTaBuT
BOMPOC O MpeacTaBAeHUM emy HeobxoAMMbIX MaTepuasnoB nepen PYKOBOAUTENEM 3SKCMEPTHOro
yupexxaeHus, KoTopblii 0bpallaeTca ¢ COOTBETCTBYHOLLMM 3aMpoCOM B YNONHOMOYEHHbIM peaepanbHbIin
OopraH WCMONHUTENbHOW BNAcTW, BblAABLWIMA 3aJaHME Ha NPOBEAEHME IKCMNepTM3bl JIEKAPCTBEHHOTO
cpencTBa. YKasaHHbIN degepanbHbll OpraH UCMONHUTEIbHOM BNAaCcTU B TeYeHMe NATU paboumnx gHen co
OHA MOCTYN/IEHUA 3aNpoca PYKOBOAMUTENA SKCNEPTHOrO YYPEKAEHNA HANPaBAAET 3aABUTE/IIO 3anpocC O
npeacTaBAeHUM HeObX0ANMbIX MaTepmanoBs. [aHHbli 3aNpoc MOXKeT ObITb NepesaH YNoJHOMOYEHHOMY
NpeacTaBuUTeN0 3aABUTENA JIMMHO NOJA, PACMUCKY, Hanpas/ieH MO Mno4vTe 3aKa3HbiM MUCbMOM WU
nepefaH B 3N1EKTPOHHON popme Mo TeNEKOMMYHMKALLMOHHBIM KaHanam cBA3W. B cnyyae HanpasaeHua
[AHHOrOo 3anpoca Mo no4yte 3akasHbiM MUCbMOM OH CYMTAETCA NMOJTYYEHHbIM MO UCTEYEHUU LLIECTU AHEN C
[ATbl HANPaBAEHMA 3aKa3HOro NUCbMa.

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

4.1. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOrO peaepanbHOro opraHa
WCNO/IHUTENbHOW BNACTU B CPOK, HE MPEBbIWAOWNA AeBAHOCTA paboumx AHElM co AHA ero NoayyYeHus.
YNonHOMOYEeHHbI desepanbHbll OpraH UCMOIHUTE/IbHOM BIACTH, BblAABLUWI 3a4aHNe Ha NpoBeaeHMe
3KCMNepPTU3bl NEKAPCTBEHHONO CpeacTBa, B TeYeHWe nATM pabouymx AHen co AHSA NOCTynaeHua oT
3aABMTENA OTBETA Ha AAHHbIMA 3aNpoc Hanpas/AeT TAaKOW OTBET B 3KCMEPTHOE yupexaeHue. B cnydae
HenpeacTaBAeHUs MO UCTEYEHUWU AEBAHOCTA pPaboumx AHel 3asBUTENeM OTBETa Ha AaHHbIA 3anpoc
YNONHOMOYEHHbIM deaepanbHbIi OpraH UCNOAHUTENIbHON BNACTU, BblAABLUMIM 3a4aHNe Ha NpoBeAeHMe
3KCMNepPTU3bl /IEKAPCTBEHHOIO CPeACTBa, B TeYEHUE NATM pabouymx AHen HanpasadeT B 3KcnepTHoe
yypergeHue yBeAOM/IEHWE O HENpPeaCTaB/NeHUN 3aaBUTEIEM OTBETA Ha 3anpocC YKa3aHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anpoca 3KCMNEPTHOrO Y4YpeXKAeHUA B YNOSIHOMOYEHHbIM denepasnbHblit
opraH MCNONHUTENbHOM BNacTn A0 AHA NOoy4YeHUA SKCNEepPTHbIM yypexgeHnem OoTBeTa Ha 3anpoc Uau
YBEOOMNEHUA O HENpeaCTaBNeHUMM OTBETa Ha 3anpoC He Y4YMTbIBAETCA MNPU UCYMCAEHUM CPOKA
NpoBeAEeHMA SKCMEePTU3bl IEKAPCTBEHHOTO CPEACTBa.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4.2. Ecnm B cocTaBe PerucrpaLMoHHOrO AOCbe HA JIeKAPCTBEHHbIM npenapaTt 414 MeauUUHCKOro
NPUMEHEHNA COOEPXKUTCA NpeaycMoTpeHHaa cTaTben 18, yactbto 1.1 ctatem 30 u cTatben 34
HacToAawero ®deaepasbHOr0 3aKOHA KOMWA peLleHMA YNOJHOMOYEHHOro deaepasbHOro opraHa
WCNOSIHUTENBHON BNACTU O MPOBEAEHMU MHCMEKTUPOBAHMA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB,
aKcnepTy 00 0odOpMNEHUA pe3ynbTaToB IKCMNEepPTMU3bl JIEKapCTBEHHOrO CPeacTBa NpenoCTaB/AeTcA B
nopsagKke WM Ha yCnoBMAX, KOTOpble NpeaycMOTpeHbl YactAmum 4 u 4.3 HacToAwen cTaTbW, Konus
3aK/IlOYEHMA O COOTBETCTBUM MPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpaBu
Hag/eXKallelr NPoOu3BOACTBEHHOW MPAKTUKKU, BbIAAHHOFO YNOJHOMOYEHHbIM deaepasibHbIM OpraHoOM
NCNOSIHUTENbHOM BNaCTy.

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

4.3. 3aasutenb 06s3aH NpeacTaBuUTb B YNOJIHOMOYEHHbIN deaepanbHbii OpraH MCNOAHUTENbHOMN
BNACTU KOMWIO 3aK/OYEHUA O COOTBETCTBUM MPOU3BOAMTENA NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
NpaBuA HagnexKalleil NpoM3BOACTBEHHOW MPAKTUKM B CPOK, HE MPEBbIWAOWMUIA CTa BOCbMWUAECATU
pabounx gHen co OHA NOAy4YeHWA 3anpoca O ee NpenocTaBieHUU. YNONHOMOYEHHDbI deaepanbHbIi
opraH MCMNOJIHUTENbHOW BNACTW, BblAaBLIMKA 33JaHMe Ha MNPOBeAEHME 3KCMEePTU3bl NIEKAPCTBEHHOIO
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CpeacTBa, B TeyeHMe naTtM paboumx AHEn Co AHA MOCTYNAeHUA OT 3anABUTENA KOMWUW 3aK/OYeHMA O
COOTBETCTBMM NPOU3BOAMTENS NEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpaBUA  Hagnexallewn
NpPOM3BOACTBEHHOM MPAKTUKK, HAaNpaBAAET ee B 3KCNepTHOe yypexaeHue. B cnydae HenpeacTaBieHuUs
3aABUTE/NIEM B YKa3aHHbIA CPOK KOMWM 3aK/IlOY4EHUA O COOTBETCTBMU MPOM3BOAUTENA JIEKAPCTBEHHbIX
cpeAcTB TpeboBaHMAM MpPaBWA  Hagiexalled MPou3BOACTBEHHOM MNPAKTUKU  YNOAHOMOYEHHbIN
denepanbHblii OpraH WCNOJHUTENIbHON BANAcTW, BblAaBLIMA 33aJaHME Ha MNPOBEeAEHME 3IKCMepTUsbl
NIEKAPCTBEHHOIO CPeAcTBa, B TeYeHMe NATM paboumx AHEeN HanpaBAseT B IKCMNEPTHOE y4yperkaeHue
yBeAOMNIEHME O HEeNpeacTaBfeHUM 3asBUTENIEM KOMUU 3aK/AOYEHUA O COOTBETCTBUM MPOM3BOAUTENSA
NIEKAPCTBEHHbIX CpeacTB TPeOOBaHUAM MPaBU/ Had/iexallen NpPoM3BOACTBEHHOM NPAKTUKK. Bpema co
OHA HanpaBieHMA 3anpoca 3KCMEepPTHOro YYpeXKAeHWs B YNONHOMOYEHHbI deaepanbHblii opraH
WUCNO/IHUTENbHON BNACTU [0 AHA TMOJYYEeHUS SKCNEPTHbIM YUYpPEerKAEHWEM KOMUU 3aKIYEHUA O
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM MpPaBUA  Hag/eKallel
NPOU3BOACTBEHHON MNPAKTUKNU WAN YBEAOMJIEHUA O €e HenpeacTaB/leHUU He Y4YUTbIBaeTca npwu
NCYNCNEHMM CPOKA NPOBEAEHNA SKCNEPTM3bl NEKAPCTBEHHOTO CPeacTBa.

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

5. DKcnepT npuv NpPoOBeAEHWM MOPYYEHHOM €My PYKOBOAMTENEM 3KCMEPTHOro YYperKaeHUs
3KCMEePTM3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) nposectM nojsHOE WCCAeAOBaHWE MpeacTaB/leHHbIX emMy O06beKkToB, MaTepuanos, [AaTb
060CHOBaHHOE W OOBLEKTUMBHOE 3aK/loYeHMe MO MOCTaB/eHHbIM MNeped HUMM  BOMpocam  WAM
MOTUBMPOBAHHOE 3aK/OYEeHWEe O HEBO3MOXHOCTM MPOBEAEHUA WM 3SKCNEepPTM3bl JIEKAPCTBEHHOrO
CpeAacTBa, e NocTaB/eHHbIE BOMPOCHI BbIXOAAT 3a NpeAe bl CreuunanbHbiX 3HaHMI 3KcnepTa, 06beKTbl
nccneaoBaHUii U MaTepmranbl HEMPUroAHbI UAM HeA4OCTaTOUHbI 414 NPoBeAeHUA UCCAea0BaHUA U Aaum
3aKN0YEHUA NMBO COBPEMEHHbIN YPOBEHb Pa3BUTUA HayKM He MO3BO/AET OTBETUTb Ha NOCTaBAEHHbIe
BOMNPOChI;

2) He pasrnawarb CBeAEeHMWA, KOTOPbIE CTa/IM eMy M3BECTHbI B CBA3W C NPOBEeAEHMEM 3KCNepPTU3bI
NeKapCcTBEHHOTO CPEACTBA, a TaK¥Ke CBeAeHMs, COCTaBAAIoWME rocyAapCTBEHHYIO, KOMMEPYECKYIO MK
WHYIO OXPaHAEMYIO 3aKOHOM TallHy;

3) obecneynTb COXPaHHOCTb NPeaCcTaBAEHHbIX OOBEKTOB UCCeL0BaHUI U MaTepPUanos.
6. JKcnepT He BNpase:

1) NpoBOAMTL 3KCNEPTU3Y JIEKAPCTBEHHOIrO CPeACTBa MO 0bpaLLEeHUI0 HEMOCPEACTBEHHO K HeMy
OopraHM3auni Unm GU3NYECKUX AL,

2) CaMOCTOATENIbHO CO6MpaTb maTtepunanbl ONA nposeaeHMA 3SKCNEPTU3bl J1€KApPCTBEHHOIO
cpeAacTtea;

3) npoBOANTb IKCNEPTU3Y NIEKAPCTBEHHOIO CpeacTBa B Ka4yeCTBe HErocya4apCrBeHHOro aKkcnepTa.

7. B cnyyae HeobxooMMOCTM 3KCMepT BMpaBe XO4aTalCTBOBaTb Mepes pPyKoBoAWUTenem
3KCMEPTHOTO YYPEXKAEeHUA O NPUBAEYEHWM K MPOBEAEHMIO IKCMEepTM3bl JIeKapCTBEHHOMo CpeacTsa
APYrvX 3KCNepTos.

8. KarKablil aKcnepT, BXOAALWMI B COCTaB KOMMUCCMM IKCMEPTOB, KOTOPOM MOpy4yeHo nposeseHue
3KCMepTM3bl NIEKAPCTBEHHOIO CPeacTBa, HE3aBMCMMO M CaMOCTOATENbHO MNPOBOAUT MCCAeAO0BaHUA,
OUEHMBAET pe3y/bTaTbl, MONYYEHHbIE MM IMYHO M APYrMMM IKCNepTamun, u GOPMyanpyeT BbiBOAbI
OTHOCWTE/IbHO NOCTaB/IEHHbIX BOMPOCOB B Npeaenax CBOMX CneumasnbHbIX 3HaHUA.

9. Pe3ynbTaTbl aKCNepTM3bl IEKapCTBEHHOrO cpeacTBa Od)OpM!'IFIIOTCH 3aKno4YeHnem KOoMUCCUm
3KCNepToB. B 3aKAHOYEHUMM KOMWUCCUM ISKCMEpPTOB YKa3biBAOTCA NepeyvyeHb MCCHEAOBaHMﬁ, obbem
nposeaeHHbIX KaXAablM 3KCNEPTOM MCCﬂe,ﬂ,OBaHMVI, YCTaHOB/NIEHHbIE KaXXAbIM U3 HUX d)aKTbI n
cCOeNnaHHble B pe3ysibTaTe I/ICCI'IE,CI,OBBHI/IVI BblBOAbl. 3KCI'IepT, MHEHMNE KOTOpPOro He cosnagaetr C
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peweHnem KOMUCCUU 3SKCNepTOoB, BMpaBe BbIPa3nTb CBOeE MHeEHUE B NUCbMEHHOM (boplv\e, KOTOpoe
I'IpVIO6LLI,a(-Z‘TCFI K 3aK/TI04EHUI0 KOMUCCUN SKCNEPTOB.

10. 3KcnepTbl, BXxoAAlWMe B COCTaB KOMWUCCUM, MNpeaynpexkaatTca o6 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon Pepepaumm 3a Aady 3aKAOYEHUA, coAepyKallero
HeobocHoBaHHble UK GanbcUbMUNPOBAHHBIE BbIBOAbI, O YEM OHW AAKOT NOAMMUCKY.

11. OnpegeneHune ypoBHA NpodeccMoHanbHOM NOAFOTOBKM 3KCMEPTOB U aTTecTalma UX Ha NpaBo
npoBefeHMA 3KCNepPTU3bl EKAPCTBEHHbIX CPEACTB OCYLLECTBAAIOTCA 3KCMEPTHO-KBANNPUKALMOHHbBIMU
KOMMUCCUMAMM B NOpAJKE, YCTAHOBAEHHOM COOTBETCTBYHOWMM YMNOJHOMOYEHHbIM defepanbHbIM
OpPraHOM WCMNONHUTENIbHON BAAacTU. YpoBeHb MNpodeccroHasbHOM MOATOTOBKM 3SKCMEPTOB MNOAENKMUT
nepecmMmoTpy YKa3aHHbIMU KOMUCCUAMM HE peXke Yem OAnH pas B NATb NeT.

12. MNpaBuna npoBeAeHUA 3KCMepTM3bl NIEKAaPCTBEHHbIX CPeAcTB M O0COBEHHOCTM 3KCMnepTUsbl
OTAEeNbHbIX BWAOB JIEKAPCTBEHHbIX nNpenapatoB (pedepeHTHbIX NeKapCTBEHHbIX MNpenapaTtos,
BOCMPOM3BEAEHHbIX JIeKAaPCTBEHHbIX NpenapaTtoB, OWONOTMYECKMX NEeKapCTBEHHbIX MNpPenapaTos,
6uoaHanorosbix (6MOMNOAOBHLIX) NEKapCTBEHHbIX npenapatos (6uMoaHasnoros), romeonaTUYecKUx
JIeKapCTBEHHbIX NPENapaToB, JIEKAPCTBEHHbIX PACTUTE/IbHbLIX NPENapaToB, KOMBUHALMIA IeKapCTBEHHbIX
npenapatos), ¢GOPMbl 3aK/NOYEHUI KOMMUCCUMM SKCMNEpTOB YCTaHAB/AMBAOTCA COOTBETCTBYIOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOHUTEIbHOW B1acTU.

(yacTb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-d3)

CratbAa 17. MNopaya wu paccmoTpeHue 3aAB/eHUA O [OCYAaAPCTBEHHOW perucrpauum
JIeKapCTBEHHOro npenaparta ANA BEeTePUHAPHOro NpUMeHeHus
(8 pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [nAa rocynapCTBEHHOW pernctpauumM eKapCTBEHHOro npenapata ANA  BeTepUHaApHOro
NPMMeHeHWA pPa3paboTyMK TaKOro JIeKapCTBEHHOro npenapata WAM YNoJHOMOYEHHOe WM Apyroe
lopuanYEeCKoe AMLO (panee B HacToAleN cTaTbe - 3aABUTENb) MpeacTaBAseT B YNOJHOMOYEHHbI
denepanbHbii OpraH WCNOMHUTENIbHOM BAACTU, OCYLLECTBAAIOWMA FOCYAaPCTBEHHYIO PErMcTpaumio
NeKapcTBEHHbIX MNpenapaTtoB A/1A BETEPUHAPHOTO MNPUMEHEHWUA, B 3/NEKTPOHHOW ¢Gopme WAM Ha
H6yMarKHOM HOCUTene 3anBJeHME O TOCYAapPCTBEHHOW perncTpaumy fieKapcTBEHHOro npenaparta Aaaa
BETEPUMHAPHOrO  MPUMEHEHMs,, a TaKXKe B MOpPAAKE, YCTAHOBJAEHHOM  COOTBETCTBYHOLMM
YNOJHOMOYEHHbIM denepasibHbIM OPraHOM WUCNOJIHWUTENbHOW BNACTWU, B 3/IEKTPOHHOM dopme MaM Ha
H6yMarKHOM HocuTene HeobxoAMMble AOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PErncTpaumoHHoe AoCbe
Ha NIeKapCTBEHHbIM NpenaparT 419 BEeTEPMHAPHOIo NPUMEHEHUA.

2. B 3anABneHMM 0 rocysapCTBEHHOM perncTpaLLmMm NeKapcTBeHHOro npenaparta 414 BeTePUHAPHOro
NPMMEHEHUA YKa3blBatOTCA:

1) HaMmeHOBaHMe M appec 3asBMTeNsA, paspaboTiMKka M NPOM3BOAMTENSA JIEKAPCTBEHHOrO
npenapata Ana BETEPUHAPHOrO MNPUMEHEHMS W aApec MecTa OCYLLeCTBJAEHMA MNPOM3BOACTBA
NleKapcTBEHHOrO npenapata Ala BeTePMHAPHOTO MNPUMEHEHUA (B C/Aydyae HaAMuMA HECKOJSIbKUX
YYaCTHUKOB NpoLecca NpoM3BOACTBa HEOBXOAMMO YKa3aTb KaXK40ro U3 HUX);

2) HaMmeHOBaHMe  /IeKapCTBEHHOro  npenapata AAA  BETEPUHAPHOTO  MPUMEHEHUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XMMUYEcKoe W  Toprosoe
HanMeHOBaHUA);

3) nepedvyeHb ,D,GVICTBYIOU.LMX M BCNOMOraTe/ibHbIX BeWeCTB, BXO4AWNX B COCTaB NEKAPCTBEHHOIO
npenaparta 4aAa BETEPUHAPHOIo NpuUMeHEHUA, C YKa3aHUEM KOIMYECTBA KaXK40ro U3 HuX;

4) NEeKapCTBEHHAA d)opN\a, A03UNPOBKa, cnocob6bl BBeaAeHNA U NMpPpUMeHeHUA, CPOK TroaHOCTU
NNEKaApPCTBEHHOIO NpenapaTta AN1Aa BETEPUHAPHOIo NpnMmeHeHuA,
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5) papmaKkoTepaneBTUYecKas rpynna;

6) He06X04MMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl S3KCNEepPTU3bl 1EKAPCTBEHHbIX CPeACTB B
Lenax rocyAapcTBEHHOMN perncrpaumm NekapcTBeHHOro npenapara;

7) KONUKU AOKYMEHTOB, NOATBEPKAAIOLMX YNIATY rOCyAapCTBEHHOM MOLNHbI:

a) 33 nNpoBeAeHWe 3KCNepTU3bl KayecTBa JIEKAPCTBEHHOro CPeacTBa M 3KCMepTU3bl OTHOLLIEHUA
0XXMUAAEeMOW MOoMb3bl K BO3MOMKHOMY PWUCKY MNPUMEHEHUS NEKAPCTBEHHOrO npenapaTta Aad
BETEPUHAPHOrO NPMMEHEHMWA NPU Ero rocyapcTBEHHONM perncTpaunm;

6) 3a Bblgayy perncTpaumMoHHOrIO yA0CTOBEPEHMA IEKAPCTBEHHOTO Npenapara;

8) Hanuume cornacuaA, NpPeayCMOTPEHHOrO 4acTbto 7 HacToAwel CTaTbM, €C/IM C MOMEHTa
perucTpaunn pedepeHTHOro NeKapCTBEHHOro npenapata ANs BETePUHAPHOTO MPUMEHEHUA MPOLLO
MeHee YeM LLEeCTb JieT.

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

3. PerncrpaumMoHHOe f0Cbe B LEeSX IKCNEePTU3bI JIEKaPCTBEHHOTO NpenapaTta A1 BeTepUHapHOro
NPMMeHEeHUA GOPMUPYETCA U3 CNeayoWnX JOKYMEHTOB U CBEAEHWN:
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHuA o gate NpeAoCTaBNEHUs U PEermcTpauMoHHOM HOMEpPE JIMLEH3MM Ha NPOU3BOACTBO
NIeKApPCTBEHHbIX CPeacTs, NPeaoCTaB/NEHHONM NPOM3BOAUTENIO PErUCTPUPYEMOrO JIEKAPCTBEHHOIO
npenapara 415 BETePUHAPHOro NPUMEHEHUA, ANA POCCUNCKUX MPoU3BOAUTENEN;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 07 27.12.2019 N 478-d3)

2) cBegeHMA O AaTe NpeaoCTaB/eHUA U PErMCTPaLMOHHOM HOMEPE NINLEH3UM Ha NPOU3BOACTBO
JNIEKAPCTBEHHbIX CPeacTs, MpeaocTaBNeHHON npoussBoanTento  (papmaleBTUYECKON cybcTaHumu,
BXOAALLEN B COCTaB PErmcTPUpPYEemMOro JIeKapCTBEHHOro Mnpenaparta 4/1a BEeTEPUHAPHOro MPUMEHEHMUS,
ONA POCCUNCKNX MPOU3BOAUTENEN;

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

2.1) KonuAa AOKYMEHTa, BblAaHHOrMO YMNOJIHOMOYEHHbIM OpPraHoM CTpaHbl NpousBoAuTeNs AN
KaX4on Npou3BOACTBEHHOM MN/OWAAKM  PErucTPUPYEMOro  NIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MPUMEHEHMA WM MOATBEPKAAOLWLErO0 COOTBETCTBME NPOM3BOAUTENA JIEKAPCTBEHHOIO
npenapata TpeboBaHMAM NpaBW/ Hag/eXKalleld NpPou3BOACTBEHHOW MPaKTUKM, U ero nepeBos Ha
PYCCKWUIA A3bIK, 3aBEPEHHbIE B YCTAHOB/JIEHHOM MOPAAKE, a TaKXKe KOMWUA 3aK/H0Y4EeHMA O COOTBETCTBUM
Npou3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MNpaBuMA Haa/NeKalleld npou3BOACTBEHHOWM
NPaKTUKKU, BbILAHHOIO YMOJIHOMOYEHHbIM ¢deaepasbHbiIM OpPraHOM MCNONAHUTENIbHON BAacTM Ans
Ka)kgolM MpOM3BOACTBEHHOM MAOLWAAKM  PErucTpMpyemoro JIeKapCTBEHHOrO  npenapata  Aaaa
BETEPMHAPHOro NPUMEHEHMUA, MO0 KONUA peLleHns O NPoBeAEeHUN MHCNEKTMPOBAHNA NPOU3BOANTENA
JNIeKapCTBEHHbIX CPEeACTB, MPUHATOrO YNOJHOMOYEHHbIM deaepasnbHbiM OPraHOM WUCNOJHUTENIbHON
B/1ACTU A5 KaXK40M NPOU3BOACTBEHHOM M/IOWAAKM PEFrNCTPUPYEMOrO IEKAaPCTBEHHOMO NpenapaTta A
BETEPUHAPHOIO NPMMEHEHUA. YKa3aHHble LOKYMEHTbl NPeacTaBAAOTCA B C/lyvae, ec/in Npom3BOACTBO
JIeKapCTBEHHOTO NpenapaTa OCyLecTBAAETCA 3a npegenammn Poccuiickon ®eaepaumu;

(n. 2.1 BBeaeH ®eanepanbHbiMm 3akoHOM OT 04.06.2018 N 140-d3)

2.2) Konua [OKYMEHTa, BbIAAHHOMO YMOJHOMOYEHHbIM OPraHOM CTPaHbl MNPOM3BOAMUTENSA
dbapmaLLeBTMUECKOWN cybCcTaHumMm " noaTBeEpPKAAOLWEro COOTBETCTBUE npowssoautTens
dbapmaueBTUYECKON CybCTaHLMK, BXOAAWLEN B COCTAaB PErmcTPUPYEMOro JIEKapCTBEHHOro npenaparta
ONA BETEPUHAPHOIO NPUMEHEHMUS, TpeboBaHMAM NPABUA Hag/exaLlel NPoON3BOACTBEHHOM NPAKTUKK, U
ero nepeBoj, Ha PYCCKWUI1 A3bIK, 3aBEPEHHbIE B YCTAHOB/NIEHHOM MOPAAKE, B C/ly4ae, eCan NPOU3BOACTBO
dbapmaueBTUYECKON CybCTaHLMM OCYLLLECTBAAETCA 3a Npegenamn Poccuiickolt ®eaepaumm;

(n. 2.2 BBegeH depepanbHbiMm 3akoHoM oT 04.06.2018 N 140-d3)
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3) NpOEKT HOPMATUBHOIO [AOKYMEHTA Ha JieKapCTBEHHbIM npenapat Ans BeTepUHApPHOro
NPUMEHEHUS;

4) NOKYMEHT, cofeprKallmin cneaytollyo MHdopmauuio o dapmaL,eBTMUYECKON cybCcTaHUUM Uaun
dapmaueBTMHECKMX cybCcTaHUMAX, BXOAALLMX B COCTAB JIEKAPCTBEHHOIO npenapara Aas BeTePUHAPHOro
NPUMEHEHUS:

a) HauMmeHoBaHMe dapmaLieBTMHECKON cybcTaHUMKM, ee CTPyKTypa, obuimMe cBoicTtBa (npwu
rocygapcTBEHHOM  pPerucTpaumMm  MMMYHOOMONOTMYECKMX  JIEKAPCTBEHHbIX  NpenapaTtoB  Aaa
BETEPMHAPHOIrO MPUMEHEHUA MPeACTaBAAOTCA CBEAEHMA O LITaMMe, BK/lo4Yas ero HaMMeHOBaHMe,
MHOOPMALMIO O MPOUCXOKAEHUMN, EF0 CBOMCTBAX, XapaKTEPUCTMKAX N MecTe AeNOHNUPOBaHUSA);

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

6) HaMmeHoBaHMe 1 aapec NPoOU3BOAUTENS;

B) TEXHONOINA NPOU3BOACTBA C ONMUCaHWEM CTaAMi MPOM3BOACTBA M METOA0B KOHTPO/A Ha BCex
CTaauaX NPou3BOACTBA;

r) uHdopmauma o npumecax (He nNpeacTaBNAeTCA MpPUM  FOCYAAapPCTBEHHOW perucrpaumm
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaToB 418 BETepPUHAPHOIO NPUMEHEHUA);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneumdmrKauma Ha papmaLeBTUYECKYIO cybcTaHUMIo (He NpeacTaBAseTca NPy rocy4apcTBEHHOM
perncTpaunmn MMmMmyHobMoNOrMYECKUX NEKAPCTBEHHbIX NPENAapaToB AN BETEPUHAPHOIO NPUMEHEHUS);
(B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) OnncaHme MeToanK KOHTpPO/1IA Ka4eCTBa,

X) pe3ynbTathl aHaaM3a cepuit papmaLeBTUUYECKON cybcTaHuuM (He npeacTaBaAloTcA npu
rocyJapCTBEHHOM  pernctpaumMm  MMMYHOBMONOTMYECKUX  JIEKAPCTBEHHbIX  NpenapaTtoB  Ans
BETEepPMHaApPHOro NPUMeEHeHUA);

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

3) nepevyeHb CTaHA4aPTHbIX o6pa3u,03 nnn BeWwecTB, UCNOJIb3yeMbIX MPU OCYyLLLECTBIEHUN KOHTPONA
Ka4ecCTBa;

M) OMNUCaHMe XapaKTepUCTuK n CBOWCTB YNaKOBOYHbIX MaTepPMaoB N YKYNOPOYHbIX CPEACTB;

K) MQaHHble o CTabunbHOCTM (He npeacTaBAAOTCA NPW  FOCYAAPCTBEHHOW  perucrpaumm
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX MPenapaToB 419 BETEPUHAPHOIO NPUMEHeHUs);
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

N) CPOK roAHOCTK, YC/I0BUA XPAHEHWS;

5) otyeT 0 pesynbTaTax [AOKAMHUYECKOrO WCCNeAO0BaHUA JIEKapCTBEHHOro cpeacTBa  AAs
BETEPMHAPHOr0 NPUMEHEHUSA, BKAIOYAIOLWMINA ONMCaHME METOAO0B ONpeaeNeHMA OCTaTOYHbIX KOIMYecTB
OENCTBYIOLLErO BeLlLeCcTBa (AeWCTBYIOWMX BeLecTs), AocTuratowero (4oCTMralolwmx) CUCTEMHOrO
KPOBOTOKa, B NPOAYKLUMU KMUBOTHOIO MPOUCXONKAEHUA MOcAe MPUMEHEHMA TAaKOro /IEKapCTBEHHOro
CpeacTBa, a TaKXe A0KYyMeHTabHOe NoATBepKAeHWe (Banaaumns) ykasaHHbIX MeTOA0B;

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

6) OT4YET O pe3ynbratax K/ANHUYECKOTo uUccnengoBaHMA NEKAPCTBEHHOrO npenapata A4naAa
BETEPUHAPHOIO NPUMEHEHUA Y KaXKO0ro Baa XMUBOTHbIX, YKa3aHHbIX B MHCTPYKUWN NO BETEPUHAPHOMY
NMPUMEHEHUIO;

7) nNPOEKT WHCTPYKUMM NO BETePUHAPHOMY TMPUMEHEHUIO JIEKAPCTBEHHOro Mpenapara,
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coaeprKallen cneaytolime ceeaeHus:

a) HaMmeHOBaHWe  /IeKapCTBEHHOro  npenapata ANA  BETEPMHAPHOIO  NPUMEHEeHUA
(mexxayHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNNUPOBOYHOE, WAM  XMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

6) nekapcTBeHHas ¢opma C YyKasaHMEeM HAMMEHOBaHMMA U  KOAMYECTBEHHOro COCTaBa
OEeVCTBYIOLLMX BELLECTB U KaYeCTBEHHOMO COCTaBa BCMOMOraTebHbIX BELLECTB;

B) OMNncCaHme BHELWHEro Bnaa N1EKapCTBEHHOIO NpenapaTta ANA BETEPUHAPHOIO NpUMeHEHUA;

r) ¢dapmakoTepaneBTMYEcKasa rpynna JIEKAapCTBEHHOrO npenapata Ana  BeTepUHapHOro
NPMMEHEHUS UM YKa3aHWe "romeonaTMyeckmMin IeKapCTBEHHbIN npenapaT”;

4)  dapmakoguMHamuKa U dapMaKOKMHETMKA (33 ucKatoveHnem  GapMaKOKMHETUKM
romMeonaTMyeckMx JIeKapCTBEHHbIX MPEenapaTtoB M pPacTUTE/IbHbIX JIEKAPCTBEHHbIX MPenapaTos) WU
onucaHne MMMyHOBMONOTMYECKMX CBOICTB IEKAPCTBEHHOTO NpenapaTa;

€) noKasaHua 41A NPUMEHEHNs;
) NPOTMBONOKa3aHUA 418 NPUMEHEHWUS;
3) mepbl NPEAOCTOPOKHOCTU NPU NPUMEHEHWUN;

1) yKasaHMe BO3MOKHOCTM U 0COBEHHOCTEN NPUMEHEHUA Y BepeMeHHbIX XXUBOTHbIX, Y YKMBOTHbIX
B NepMog, NaKTaLmm, y NOTOMCTBA KMBOTHbIX;

K) pexnum go3mposaHus, cnocob BBEAEHUA W NPUMEHEHUA, NPU HEOBXOAMMOCTU Bpems npuema
NleKapcTBEHHOTro NpenapaTa AN BeTEPUHAPHOro NPUMEHEHUs, MPOAOIKUTENbHOCTb IeYeHUs;

I'I) BO3MOXKHble noboyHble AeVICTBMﬂ, HeXenaTtenbHble peakuynmn npu NPUMEHEHUN
NEeKapPCTBEHHOrIO nNpenaparta 414 BETEPUHAPHOIo NpMMeHeHUA;

M) CMMNTOMbI NepPeo3NPOBKM, MePbl MO OKa3aHMIo NOMOLLM NPU Nepeao3npoBKe;
H) B3aumoAencTBme C ApYyrMMU NEKapCTBEHHbIMKM NpenapaTamu 1 (Maun) KopMmamu;
0) GopMbI BbiMyCKa NE€KAaPCTBEHHOrO NpenapaTa 419 BEeTEPUHAPHOIO NPUMEHEHUS;

n) ykasaHue (nNpu Heob6xoaMmocTu) ocobeHHOCTel AeNCTBUA NeKapCTBEHHOro npenaparta A48
BETEPUHAPHOrO NPMMEHEHMA NPU NEPBOM NPUEME AN NPU er0 OTMEHE;

p) onucaHune (Npn HeobxoaAMMOCTU) AEACTBMIA cneunanmcta B 061acTn BeTepuHapun, BAagenbla
KMBOTHOTO MpPM MPOMyCKe npuema OAHOW WM HECKONIbKMX [03 JIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHUSA;

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

C) CPOK rOAHOCTM WM YyKasaHMe Ha 3anpeT NpMMEHEeHUA /fIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO NPMMEHEHMSA MO UCTEYEHUMN CPOKA FOAHOCTH;

T) YCNOBUSA XpaHeHuUs;

Yy) YKasaHuMe Ha HeobXoAMMOCTb XPaHEeHMs /IeKapCTBEHHOro npenapaTta ANA BeTEPUHAPHOro
NPMMEHEHMA B MeCTax, HeAOCTYNHbIX ANA AeTel;

¢) ykasaHue (npu HeobXoAMMOCTM) cheumanbHbIX Mep NPEeAOCTOPOMKHOCTA MPU YHUUTONKEHUN
HEeMCMNoNb30BaHHbIX IEKAPCTBEHHbIX MPENAPATOB 4/ BETEPUHAPHOTO NMPUMEHEHUS;
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X) CPOKN BO3MOXKHOI0O NCNO/1b30BaHNA NpPoAYyKUNN XUBOTHOIO NPOUCXOKAOEHNA NOCNhE BBEOEHUA
XNBOTHOMY /1IeKapCTBEHHOIO NpenapaTta 4214 BeTePUHAaPHOIro NnpuMmeHeHuaA;

L) ycnoBus oTnycka;

4) HaMmeHOBaHMA W agpeca MPOU3BOACTBEHHbIX MNOWAA0K NPOU3BOAMTENS NEKAPCTBEHHOrO
npenapara AN BeTePUHAPHOro NPUMEHEHUS;

W) HaMmeHoBaHWe, agpec oOpraHM3auMu, YNOJHOMOYEHHON AepXaTenem WAW BAageNbLeEM
PerucTpaLnoHHOro  yAOCTOBEPEHUS IeKapCTBEHHOro MnpenapaTa Ha NPUHATME nNpeTeH3uin oT
nortpeburens;

8) NpPoeKTbl MaKeToB NEePBUYHON YNaKOBKM M BTOPWYHOW YNaKOBKM JIEKAapCTBEHHOro npenapaTa
[ONA BETEPMHAPHOIO NPUMEHEHWS;

9) cnepyowme ceBeaeHNA O IeKapCTBEHHOM Npenapare A8 BeTePUHAPHOTo NPpUMeHeHUs:
a) onMcaHme 1 CoCTaB IEKAPCTBEHHOTO NpenapaTa 4/19 BEeTePUHAPHOIo NPUMEHEHUS;
6) onucaHne dpapmaLeBTUYECKOM Pa3paboTKu;

B) onucaHue npouecca NpoM3BOACTBA M €ro KOHTPOA, NOANUCAaHHOE B NOpAAKe, YCTaHOBEHHOM
B COOTBETCTBUM C YacCTbto 1 HACTOALLEN CTaTbM;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHuMe KOHTPOANS KPUTUYECKUX CTagauii MPOU3BOACTBA M MPOMEXKYTOYHOW MPOAYKLUUM,
noAnuMcaHHoe B NOpAAKe, YCTAHOB/IEHHOM B COOTBETCTBMM C YaCTbto 1 HACTOALLEN CTaTby;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HauMeHOBaHWA M agpeca pa3paboTumka, Aep)KaTens Wau Bnafesibla PerncTpaLmMoHHOro
YOOCTOBEPEHUNA  JIEKAPCTBEHHOTO  MnpenapaTta, MNPOW3BOACTBEHHbIX NAOWAAOK Npou3BOAMTENA
JIeKapCTBEHHOrO npenapaTa 1A BETEPUHAPHOTO MPUMEHEHUA C YKa3aHWeM CTagui TeXHOJIOrTMYEeCKoro
npouecca, OCYLLeCTBAAEMbIX Ha MPOM3BOACTBEHHbIX MOWAAKAX MPOM3BOAUTENA NIEKAPCTBEHHOIo
npenapaTta 414 BETEPUHAPHOTO NPUMEHEHUS;

(8 pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 02.08.2019 N 297-3)

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKpOBUOIOrMYECcKUE XapaKTePUCTUKM;

3) maTepuanbHbiit 6anaHc 419 NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue XapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePMaNOB N YKYNOPOUHbIX CPEeACTB;
K) AOKYMeHTanbHoe noATBeprKaeHune (Bannaaums) NnpoLeccos 1 (Mn) NX OLEHKa;

N) TpeboBaHMA K KayecTBy BCNOMOraTesibHbIX Bellects (cepTudukart, crneundukauma Ha
BCMOMOraTe/ibHble BellecTsa U ux obocHoBaHue);

M) dHaIUTU4ECKne MeTognKku, ucnosblyemblie MNpn  OCyWEeCTBIEHUN KOHTPO/IA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMeHTa/ZibHOE noareepxaeHue (Banmp,au,m) dHAINTUHECKUX METOAUNK, NUCNO/Ib3yeMbIX NMpn
OCyLLeCTB/IEHUN KOHTPOJ/IA Ka4eCTBa BCMOMOTraTe/IbHbIX BELLECTB,

O) Mchopmau,vm 06 UCNONb30BaHMM BCMOMOraTebHbIX Beul,ecTts 4yenoseyeCKoro m XmMBOTHOro
NMPOUCXOXKAEHNA;
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n) yTpatun cuny. - PegepanbHblii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHWA K KayecTBy JNEKAPCTBEHHOro Mpenapata AA BETEPUHAPHOIO MNpPUMEHEHMUsA
(cepTndukar, cneumndukaLma Ha NeKAapPCTBEHHbIM NpenapaTt u ux obocHoBaHue);

C) dHaIUTU4eCKkne MmeToauKkn, ucnosblyemble nNpuU  OCywecCcTBieHUN KOHTPO/A KayecCTBa
NNEKAPCTBEHHOIO nNpenaparta AaAa BETEPUHAPHOIO NpMMeHeHNA,;

T) AOKYMeHTabHOe noATBepKaeHue (Banngauma) aHaAUTUYECKUX MeTOAMK, UCNOJb3yeMbliX Npu
OCYLLECTBNEHNN KOHTPOJIA KayecTBa JIeKapCTBEHHOTo npenaparta AN BeTepUHapPHOro NpUMeHeHus;

y) AOKYMEHT, MOATBEP)KAAIOWIMA KayecTBO JIEKapCTBEHHOro npenaparta TPex MPOMbILLIEHHbIX
cepuit (MpoToKon aHanusa uan cepTMPUKaT aHanamsa), oJHa Cepus KOTOPOro AO0/KHa CoBMagaTth C
cepueit obpasua IeKapCcTBEHHOro npenapaTa, NoAaHHOMo Ha PerncTpaumio;

&) XxapaKkTepucTMka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06Pa3LOB, MCMNO/b3YEMbIX MPU OCYLLECTBIEHMU KOHTPO/IA KayecTsa
NleKapCcTBEHHOro Npenapara 418 BeTepMHapHOro NpUMeHeHus;

Ll,) AaHHble O CTabunbHOCTU NNEKAPCTBEHHOTIO Npenaparta Aa1Aa BETEPUHAPHOIo NpMMeHeHuA,;

10) Konua [OOKYMeHTa, cofep)kauiero MHGOpPMaLMIO O Haauumm mam ob oTcyTcTBUM aKToB
perucTpauumn neKapcTBeHHOro npenapaTa 418 BeTEPUHapHOro NpumeHeHua 3a npeaenammn Poccuitckoit
depepauny;

11) cornacve B NMCbMeHHOW dopme, NPeaycCMOTPEHHOe YacTbio 7 HacCToALLElN CTaTbM, B Cayyae
perucTpaunmn BocnpomssegeHHOro IeKapCTBEHHOTO Npenapara;
(8 pea. PengepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMEHTa Ha pPYCCKOM £3blke, 3aBEPEHHOr0 B YCTAaHOB/JEHHOM MOPAAKE U
NOATBEPKAAIOLWEr0 NPAaBOMOYHOCTb 3afABJAEHMA O FOCYAAaPCTBEHHOM PErucTpauumn NeKapcTBEHHOMo
npenapara 410 BETepnHapHOro NpUMeHeHnn (40BEPEHHOCTD);

13) cBefeHMA O TOCYZAPCTBEHHOM perncTpauum  reHHO-MHKeHepPHO-MOAUULMPOBAHHbIX
OpPraHM3MoB, MpeAHa3HaAYeHHbIX [/ BbINyCKa B OKpy)Kawowyt cpedy (Mpu rocyfapcTBeHHOM
pPerucTpauum NEeKapCTBEHHbIX MPENapaTtoB ANA BETEPUHAPHOr0 MPUMEHEHUA, MOJIYYEeHHbIX C
NPUMEHEHNEM  F€HHO-UHXEHEePHO-MOANPULMPOBAHHbBIX OPraHM3MOB WM COAEPIKALLMX TaKue
OpraHM3mbl).

(n. 13 BBegeH PepepanbHbiMm 3akoHoM oT 02.08.2019 N 297-d3)

4. Mpu npoBeAeHUV YCKOPEHHOW MpoLesypbl 3KCMEPTU3bl JIEKAPCTBEHHOro npenapata Ans
BETEPUHAPHOrO NPUMEHEHMA B LLEAAX ero rocy4apcTBEHHOM PerncTpauymn BMecTo oTyeTa paspaboTumka
O pesynbTaTax AOKAMHMYECKOrO WCCAef0BaHWA NEeKapCTBEHHOTO CPeACTBa ANA  BeTEePUMHAPHOro
NPMMEHEHUA MOXKeT 6biTb NpeacTaBseH 0630p HayyHbiXx pPaboT O pesynbTaTax AOKAMHWYECKOrO
nccnenoBaHua pedepeHTHOro NeKapcTBEHHOMO Npenaparta 414 BeTEPUHAPHOro NPUMEHEHUS, a BMECTO
oTYyeTa O pesy/nbTaTax KAMHWUYECKOro MCCAefoBaHUA JIEKapCTBEHHOro npenaparta 4/1a BeTepuHapHOro
NPMMEHEHMUA OTYeT O pe3yabTaTax WCCAeAoBaHWUA  BMO3KBMBANEHTHOCTM BOCNPOU3BEAEHHOMO
NleKapcTBEeHHOTro NpenapaTa A1 BETEPUHAPHOro MPUMEHEHMS.

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

5. Ha 3KcnepTusy pas/iuuyHbIX J/IeKapCTBEHHbIX (GOPM OAHOMO M TOrO Ke JeKapCTBEHHOrO
npenapata A/fA BETEPUHAPHOrO MPUMEHEHUs 3afBUTENb NPeACTaBAAET OTAe/IbHble 3asB/eHUA U
perncTpaumoHHble AOCbe HA KAaXKAYHo lekapcTBeHHYo ¢dopmy. Mpu ycnoBMM OAHOBPEMEHHOM NoAayun Ha
3KCMepTU3y OAHOMN NieKapcTBEHHON GOPMbl C Pa3NMYHBIMU LO3MPOBKOWN, KOHLEHTpauuen, obbemom
3aABUTENb MPEACTaBNsfeT OAHO 3asB/IEHWE W PErucTpaLMOHHOE A0Cbe C MPUIOXKEHUMEM MAKETOB
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NepBMYHON YNaKOBKMN M BTOPUYHOM YNAaKOBKWU. Ha maKeTax NnepBUYHOMN YNaKOBKM M BTOPUYHOM YNaKOBKM
YKa3bIBaloTCA BCe NPOM3BOAMMbIE A03UPOBKU, KOHLLEHTPaUMM, 06bemMbl M KONMYECTBO 403 B YNaKOBKe
NeKapcTBeHHOTro npenapaTa AN BeTePUHAPHOro MPUMEHeHMS.

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

6. B ciydyae HenpeacTaBAEHUA C 3aABIEHNEM O FOCYAAPCTBEHHOW Perncrpaummn n1eKapcTBeHHOro
npenapara ANnsA BETEPUHAPHOIrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAIOLWMX YNIaTy rocy4apCcTBEHHOM
MOLU/IMHbI U YKa3aHHbIX B NMYHKTE 7 4acTu 2 HAcTOALLEN CTaTbM, CBEAEHUN O NNLEH3UAX, YKA3aHHbIX B
nyHkTax 1 ¥ 2 yactm 3  HacTosAWweWn CTaTbM, a TaKKe BblAaBaeMblX (NpenocTaBafAemblIx)
YNOJHOMOYEHHbIMK  peaepanbHbIMWU OpraHamu WCMOJIHATENIbHOM BAacTUM AOKYMEHTOB (cBeaeHui),
YKasaHHbIX B MNyHKTe 2.1 4actM 3 HacToswen cTaTbW, YMNONHOMOYEHHbIN deaepanbHbIi opraH
WUCNO/IHUTENbHON  BNACTWU  3aMpallMBaeT  YKasaHHble  [AOKYMeHTbl (cBeaeHus) B nopagke
MEKBEAOMCTBEHHOTO MHPOPMALMOHHOTO B3aUMOLENCTBUSA.

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

7. He ponyckaeTca MCNONb3oBaHME B KOMMEPYECKUX Uenax WHPopmaumm o pesynbTaTtax
AOKTNHNYECKNX VICCI'IGLI,OB&HVIVI NNIEKapPCTBEHHbIX CPeacTB U KIMHNYECKUX MCCﬂe,ﬂ,OBaHMVI NeKapCTBeHHbIX
npenapatoB A/1a BETEePUHAPHOro NMPUMEHEHUs, NpeacTaBNeHHOM 3anaBUTENEeM A1A FocyAapCTBEHHOM
perucTpauumn JieKapcTBeHHbIX npenapatoB, 6e3 ero cornacMa B Te4YeHWe LWecTu feT C  AaThl
rocyapCcTBEHHOM peructpaumm pedepeHTHOro JIeKapCTBEHHOTO npenapaTa B Poccuiickoin ®egepaumn.

8. [lepXatenb Unu Bnagenel, permcTpaumMoHHOro yaoCcToBepeHms eKapcTBEHHOro npenapaTta aan
BETEPUHAPHOIO NPUMEHEHMA NPeAcTaBaAeT B YNOJHOMOYEHHbIN defepasibHbll OpraH UCMNOJIHUTE/IbHOM
B/1aCTU OTYET MO pes3ysibTaTam papmakoHag30pa OAUH pas B LIECTb MECALIEB B TeYeHMe ABYX /IeT nocne
rocygapcTBEHHOW perucTpauMmM nekapcTBeHHoro npenapata B Poccuitickoit depepaumn, 3atem
€XXeroAHo B TeYeHMe nocieayowmx Tpex NeT U B AanbHeNLWeM O4MH pas B TpU roaa.

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

Cratba 18. [Mogaya M paccmMoTpeHUe 3aABNEHUA O T[OCYAapPCTBEHHOW perucrpauum
JIeKapCTBEHHOrO Npenapara gN1a MeAULMHCKOro NpMMmeHeHua
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [AnAa rocyfapCTBEHHOW pPerucTpaummM JIeKapCTBEHHOro npenapata  Aaa  MeaULMHCKOro
NPMMEHEHWA OPULMYECKOE NUNLO, AEWCTBYoWee B COBCTBEHHbIX MHTEPECAX WM YMNOJHOMOYEHHOE
NpeacTaBATb MHTEPEChl APYIOro PUANYECKOTO NLA U 33sABAAIOWEE JIEKAPCTBEHHbIV NpenapaT Ha
roCyJapCTBEHHYIO perucTpaumio (Zanee B HacTosAwel cTaTbe - 3aABUTENb), MpeacTaBaseT B
YNOJHOMOYEHHbIN defepasibHbI OpraH UCNONHUTE/IbHOM BAACTU, OCYLLECTBAAIOWMIA FOCYAapPCTBEHHYO
PEervcTpaumio IeKapcTBEHHbIX NpenapaToB ANa MegULMHCKOTO NMPUMEHEHUS, B 3N1EKTPOHHOW dopme U
Ha BymasKHOM HocuTesle 3aAB/IEHUE O TOCYAAPCTBEHHOW PerncTpaumy NeKapcTBeHHOro npenapaTa Ans
MEeAULMHCKOTO MPUMEHEHMA, a TaKKe B nopsiake, YCTaHOBJAEHHOM YNO/JHOMOYEHHbIM desepasbHbiM
OpPraHOM MCNONHUTENIbHOM BNACTWU, B 3NEKTPOHHON dopme M Ha BymaxkHOM HocuTene Heobxoaumble
OOKYMEHTbI, U3 KOTOPbIX PpOPMMUPYETCS PErucTpaumMoHHOE AO0Cbe Ha JIeKapCTBEHHbIM npenapaTt ans
MeaNLMHCKOTo NpuMmeHeHUnA.

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

2. B 3aaBneHunun o FOCV/.'J,apCTBeHHOVI perncTtpaunm neKapCrBeHHoOro npenaparta gaa megnumHCKoro
npuMmeHeHnA yKa3blBaloTCA:

1) HaumeHOBaHWe, aapec 3asaBUTENA M MNPOU3BOAUTENA JIeKApCTBEHHOro npenapata Ans
MeANUMNHCKOTO NPUMEHEHUs, cBeaeHMA 06 UX perucTpaumm B KayecTBe HanoronnateNbliuKa B CTpaHe
pervcTpaumnn (o8 POCCUMCKUX HOPUANYECKUX NUL, - UAEHTUDMKALMOHHbIA HOMep HanoronaaTesblimKa
(MHH), ans MHOCTPaHHbIX OPUANYECKUX ANL, - CTPaHa PerncTpaumm, HaMMeHoOBaHWE PErUCTPUPYIOLLLETO
opraHa, perucTpaumoHHbIii HoMep, Kog, HanoronnaTesblliMKa B CTpaHe perncrpaumm (MHKoprnopaumm)
WAW ero aHasor) U agpec MecTa OCYLLEeCTB/IeHNs NPOU3BOACTBA JIeKapCTBEHHOro npenapaTa (B caydae
HanWYMA HECKOJIbKMX YYaCTHMKOB MNpouecca ero npov3BOACTBA HeobXoAMMO YyKasaTb Kax4oro
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YUYaCTHMKa B COOTBETCTBMM C OCYLLECTBAAEMOM CTaguneil Npom3BoACTBa);
(n. 1 8 pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HauMmMeHOBaHWE  JIeKApCTBEHHOro  Mpenapata And  MeAMUMHCKOro  MpUMeEHeHMs
(mexkayHapogHoe HenaTeHTOBAaHHOE, WM  TPYNNMPOBOYHOE, WAM  XMMMUYECKOe U  Toprosoe
HaMMeHOBaHMs);

3) nepeyeHb AENCTBYIOWMX M BCMOMOraTe/ibHbIX BELLECTB, BXOAALIMX B COCTAaB J1I€KAPCTBEHHOTIO
npenaparta ANA MeAULUHCKOro NPUMEHEHMUSA, C YKa3aHUeM KOIMYECTBA KaXKa0oro U3 Hux;

4) NeKapCTBEHHAA d)opma, A03UNPOBKa, cnocob6bl BBeaAeHNA U npumeHeHuA, CPpOK TroaHOCTU
NNEKapPCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuaA,;

5) dapmaKoTepaneBTUYECKas rpynna, KoA, aHaTOMO-TepaneBTUYECKO-XMMMNYECKOM
Knaccudukaumm, peKomeHAoBaHHOW BcemMpHOI opraHu3aumen 34paBOOXPaHEHUA, 3anBAAEMble
NMOKasaHuA ANA NPUMEHEHUA IEKAPCTBEHHOTO NpenapaTa A48 MeguUUHCKOro NPUMEHEHUS;

6) otcytctBMEe HeobXOAMMOCTM MNPeaoCTaBNeHUA oOTd4eTa O pesyabTaTax  KAMHUYECKOro
nccneaoBaHuA, nUccienoBaHUA BUO3KBUMBANEHTHOCTM IEKAapPCTBEHHOMO Mpenaparta, paspelleHHoro Anaa
MeANUMHCKOTO npumeHeHuMa B Poccuiickoit depepauum 6onee paBaguatm net, C YyKasaHUem
HOPMaTUBHbIX NPaBOBbIX aKTOB, MOATBEP}KAAIOLNX AAaHHbIN CPOK NPUMEHEHUSA;

7) HeobxogMmMocTb 0hOPMIEHUA paspeLlleHnn Ha BBo3 B Poccuiickyto deaepaumio KOHKPETHOWM
NapTMM  3aperucTpuMpoBaHHbIX W (MAM)  HE3apPerncTpMpoBaHHbIX  JIEKAPCTBEHHbLIX  CPEACTB,
npegHasHauyeHHbIX AN NPOBEAEHMSA 3KCMepPTU3bl NEKAPCTBEHHbIX CPeACTB B LENAX rocyaapCTBeHHoM
peructpaunm;

8) HeobXoAMMOCTb MPOBEAEHUA SKCNEPTU3bl AOKYMEHTOB, MPeACTaBAEHHbIX A4 onpeaeneHus
BO3MOMHOCTM pPacCMaTpuBaTb JIEKAPCTBEHHbIN npenapaT 408 MeAULMHCKOTO MPUMEHEHMA Mnpu
OCYLLECTBNEHMUM FOCYAaPCTBEHHOM perncTpaunm B Kayectse opdaHHOro EKapCTBEHHOrO Npenapara;

9) Heob6X0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl SKCNEePTU3bl 1EKaPCTBEHHbIX CPeACTB B
LeNax rocy4apcTBeHHON perucTpaumm 1ekapcTBeHHoro npenapara;

10) KonNWKM OOKYMEHTOB, NOATBEPKAAOLMX YNAATY rOCYAapPCTBEHHOM NOLWAMHbI:

a) 3a NpoBeAeHME 3KCMNEePTU3bl AOKYMEHTOB, NPEACTaBAEHHbIX ANA ONpeaeneHna BO3MOMKHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM MpenapaT A8 MeAUUMHCKOTO MNMPUMEHEHUA MpPU  OCYLLECTB/IEHUU
rocyZapCTBEHHOM perncTpaunm B kKayectse opdpaHHOro 1EKAPCTBEHHOTO Npenapara;

6) 3a NpoBeAeHME SKCMepPTM3bl KayecTBa JIEKAaPCTBEHHOro CPeACcTBa M 3KCMEpPTU3bl OTHOLLEHUA
OXKMAAEMOW MO/b3bl K BO3SMOMHOMY PUCKY NPUMEHEHWUA JIeKapCTBEHHOro npenapaTa, paspeLleHHoro
ANA MeAMLMHCKOro npumeHeHmns B Poccuiickoin ®eaepaunn 6onee ABaauaTv neT, Npu oCcyLWecTBieHnn
rocyAapCTBeHHOW perncTpaummn 1eKapcTBeHHoro npenapara;

B) 3a nposeageHue 3KCNepTn3bl KayecCTtBa J1IEKAPCTBEHHOINO CpeacTtBa M 3KCNEepPTU3bl OTHOLWEHWUA
omwp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHMA NEKAPCTBEHHOrO nNpenapata A4aAa
MeaNLUHCKOTro NnpumMmeHeHnA Npun ero FOCV,EI,apCTBeHHOl\;I perncrpauunu;

I') 3a nposegeHune 3KCNepTu3bl KavyecTBa J1IeKAapPCTBEHHOIo CpeacrtBa U 3KCNEPTU3bl OTHOLWLEHUA
omm,u,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOIO npenapata 44
MeOUNLIMHCKOTO NpUMeHeEHNA, B OTHOLWEHNUM KOTOPOro nposeaeHbl mexagyHapoaHble MHOTOUEHTPOBbIE
KIMHN4YeCKne wunccnenoBaHnA, 4Yactb M3 KOTOPbIX NpoBeAeHA B Poccuinckoit CDe/J,epau,MM, npu
ocywecrBneHnmn I'OCV,CI,BpCTBEHHOI?I perncrtpaunmn nekapCrBeHHOro npenapara,;

11) Hainymne cornacma npounssogutena NeKapCTBeHHOro npenaparta, npoun3soacTBO KOTOPOro
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ocylulectsnserca 3a npeagenamm Poccuiickor depepauumu, Ha nposBeAeHME  MHCNEKTUPOBaHMA
npoun3BoAuUTeNa Ha COOTBETCTBME TPeBOBaHNAM NPaBUI Had/iexallleil MPOoM3BOACTBEHHON NPaKTUKMY;

12) Hannume cornacus, NpeayCMOTPEHHOIO YacTbio 18 HacTosLLel cTaTby;

13) ykasaHMe BMAA NEKApPCTBEHHOro Mpenaparta, MNpeacTaB/leHHONo Ha  perncrpauuto
(pedepeHTHbIM  NeKapCTBEHHbIM  NpenapaT, BOCNPOWU3BEAEHHbIN  JIEKAPCTBEHHbIA  Npenapar,
61010rMYECKNI NEKAPCTBEHHbIN NpenapaT, buoaHanorosbl (6MONOA06HbBIN) NeKapCcTBEHHbIM Npenapat
(bnoaHanor), romeonaTUYECKUN NEKAPCTBEHHbIM NpPenapaT, 1IeKapCTBEHHbIM PacTUTE/IbHbIN Npenapar).
(yacTb 2 B peq,. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauMoHHOe [OCbe Ha JIeKAPCTBEHHbIM npenapaTt Aaa MeAMUMHCKOro npuMeHeHuA
npegocrasnsetcs B popme 06LLEro TEXHUYECKOTO LOKYMEHTA.
(yacTtb 3 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4. Pazpen f[OKYMEHTaLMM agMUHUCTPATUBHOIO XapaKTepa BKAtOYaeT B cebs:

1) 3asBneHNE O rOCyLapCTBEHHOW PErucTpaLLMM NEeKapCTBEHHOrO NpenapaTa 418 MeAULMHCKOro
NpPUMeHeHMA B 31EKTPOHHOM dopme 1 Ha BymaxkHOM HOCUTENE;

2) KOMUIO AOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepeHHOro B YCTaHOBJIEHHOM nopAgKke w”
noareepXxgatowero npaBoMo4YHOCTb 3aABUTENA NOAaBaATb 3aAB/IEHUE O FOCY,[],apCTBEHHOVI perncrpaumnn
NEeKapCTBEHHOrO nNpenaparta Ana megnumMHCKOro npuMmeHeHuA (AOBepeHHOCTb);

3) cBegeHuns o0 gaTe NPenocCTaB/ieHMA U PErUCTPALMOHHOM HOMEpPE JINLEH3UU Ha MPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB WAW CBeAEeHMs O JaTe NpPefoCTaBAeHUA W PerucTpaumoHHOM Homepe
3aK/OYEHMA O COOTBETCTBUM TMPOU3BOOMUTENA JIEKAPCTBEHHbIX CpeacTts TpeboBaHMAM MpaBun
Hag/Nex)Kalleld npou3BOACTBEHHOW MPaKTUKKM, BblAaHHbIX (MpeaocTaBAeHHbIX) YMOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCMOJIHUTENIbHOM BAACTM B OTHOLIEHWW MPOU3BOACTBEHHOM NJOLWAAKU
PerucTpMpyemMoro JeKapcTBEHHOro MpenapaTta, B C/y4ae, e€CAu MNPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara ocyuiectsaseTca B Poccuiickoin Pegepaunu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, 07 27.12.2019 N 478-d3)

4) Konwuio NPeaoCcTaBNeHHON YNONHOMOYEHHbIM OPraHOM CTpaHbl NPOU3BOAUTENS NIULEH3UU HA
NPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTa M ee MepeBof Ha PYCCKUMMA A3blK, 3aBEpeHHble B
YCTaHOBNEHHOM MOPAAKE, a TaKXKe KOMMUIO 3aKNHYEHNA O COOTBETCTBMMN NPOMU3BOANTENA NEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  NpaBUA  Hag/exKaleh  NpPOM3BOACTBEHHOM  MPAKTUKKU,  BblAaHHOrO
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOJAHUTENBHOW BNAACTU B OTHOLIEHMWN NPOU3BOACTBEHHOMN
NNOWAAKN PETNCTPUPYEMOrO JIEKAPCTBEHHOIO Mpenaparta, WMAM KONUio pelleHMAa YNOJHOMOYEHHOTo
denepanbHOro opraHa WMCNONHUTENbHOM BAACTM O MPOBEAEHUM WHCMEKTUPOBAHMA MNPOM3BOAUTENA
NIeKapCTBEHHbIX CPEACTB, B C/ly4Yae, eCc/iM NPOn3BOACTBO JIEKAPCTBEHHOIO NpenapaTta oCyLWecTBAAETCS 3a
npegenamun Poccuiickon degepaumm;

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

5) nNpOeKT WHCTPYKUMM N0 MEAMUMHCKOMY NPUMEHEHWUIO JIEKApCTBEHHOTO Mpenapara,
cogeprKallen cneaytolme cBeeHus:

a) HanmeHOBaHWE NEKapCTBEHHOIO npenapaTta (Me)'K,D,YHapOAHOG HenaTeHToBaHHOEe, Wn
rpynnmnpoBoYvyHoOeE, 1 Xxmumm4yeckoe n Toprosoe HaMMeHOBaHMﬂ),'

6) NNEKapPCTBEHHAA d)opma C YKa3aHuem HAaMMEHOBAHUIM W  KOJIMYECTBEHHOrO COCTaBa
,Cl,el\;ICTByIOLLI,VIX BewectB U Ka4eCTBEHHOINo COoCTaBa BCMNOMOraTe/ibHbIX BeELWLECTB (an HeO6XOAMMOCTVI
KOJ/IN4ECTBEHHOIO COCTaBa BCNOMOraTe/ibHbIX BeLLl,eCTB),'

B) OMNncaHme BHeLWHero Bnaa NeKapCTBeHHOro npenaparta Ana megnumHCKoro npuMmeHeHuna,
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r) dM3MKo-xMmmyeckne ceoictsa (ana pagmodapmaL,eBTUUYECKUX IEKAPCTBEHHbIX NPenapaTos);

n) dapmaKoTepaneBTUYeCKasa rpynna, Koj /eKapCTBEHHOro npenapata Ana MeAMUUMHCKOro
NPMMEHEHUSS MO  AHATOMO-TEPANEeBTUYECKO-XMMMUYECKON  KnaccupuKkaumu, peKoMeHA0BaHHOM
BcemupHOM opraHuMsaumen 34paBOOXPaHEHUs, WAW YyKa3aHue "romeonaTUyeckMi NeKapcTBeHHbIN
npenapat";

e) dapmakogMHamMKa U GapMaKOKMHETMKa (3@  MCKAoYeHneM  bapMaKOKUHETUKM
romeonaTMyecKmx IEKAaPCTBEHHbIX MPenapaToB U PACTUTENbHbIX NEKAPCTBEHHbIX NPENapaToB);

) NOKasaHua ANa NPpUMeHeHUs;
3) NpOTMBONOKa3aHUA A1 NPUMEHEHWUS;
1) mepbl NPEAOCTOPOXKHOCTU NPU MPUMEHEHUY;

K) yKasaHWe BO3MOMHOCTM M OCOBEHHOCTEN MPMMEHEHMA JieKapCTBEHHOro npenapaTta Ans
MEANUMHCKOTO NPUMEHEHUA 6HepeMeHHbIMU  KeHWMHaMK, KeHWMHaMKu B nepuos, rpyaHoro
BCKapMANBaHUA, AeTbMU, B3POC/bIMM, MMEIOLLMMU XPOHMUYeCKMe 3abonesaHus;

N) peXxunm A03nposaHna, cnocobbl BBeAEHMA U NPUMEHEHUA, NPU HE0BXOANMOCTM BpemMsa npuema
NIeKapCTBEHHOro npenapata A8 MeAMLUHCKOTO MPUMEHEHMUA, NPOAO/IKUTENbHOCTb JeYeHMsA, B TOM
yucne y aeten Ao M nociae oAHOro roaa;

M) BO3MOMKHble HeKenaTesibHble peakunn Npu NPUMEHEHMM NEeKApPCTBEHHOro npenapata Ans
MeANLMHCKOro NPUMEHEHUS;

H) CMMMNTOMbI NepPes03nPOBKN, Mepbl MO OKAa3aHMIO MOMOLLY NPU Nepeao3npPOBKE;
0) B3aMMOZEMNCTBME C APYTMMU NEKAPCTBEHHbIMM NpenapaTamum u (Mau) NULEBLIMKU NPOAYKTaMU;
n) dopMbl BbINyCKa I€KaPCTBEHHOrO Npenapara;

p) yKasaHue (nNpu HeobxoamMmocTu) ocobeHHOCTel AeACTBMA NeKapCTBEHHOro npenaparta A4aa
MeAMLMHCKOro MPUMEHEHMUSA NPU NEPBOM NMPUEME UN NPU ero OTMEHE;

c) onucaHve (npu HeobxoAMMOCTM) gOeicTBuiA Bpaya (penbawepa) u (Mau) naumeHTa npwm
nponycke npuema OAHOW WAM HECKONbKMX [03 JIeKapCTBEHHOro npenapata A1d MeAMUMHCKOro
NPpUMeHeHUA;

T) BO3MOXHOE B/AMAHME JIeKapCTBEHHOro mnpenapata Aas8 MeAMUMHCKOro MpUMMEHEeHUA Ha
CNOCOBHOCTb YNPaBAATb TPAHCMOPTHLIMKU CPEACTBAMM, MEXAHU3MAMW;

y) CPOK TOOHOCTM W YKa3aHune Ha 3anpetr npumeHeHMA ANeKapCTBEHHOro npenapata 414
MeaNLMHCKOIo npumMmeHeHnA No UCTe4eHnm CpoKa roaHoCTu;

) ycnoBus xpaHeHus;

X) YKa3aHue Ha HEO6XOAMMOCTb XPaHEHMA NEeKapCTBEHHOrNo npenaparta Ana mMeguumHCKOro
npuMmeHeHnAa B MmecCTtax, HegOCTyNnHbIX ANA ,CI,ETeﬁ;

U) yKasaHue (npu HeobXxoAMMOCTWU) crneumasnbHbiX Mep MPeaoCTOPOXKHOCTU MPU YHUUTOMKEHUU
HEMCMNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENapPaToB A1 MeANLMHCKOrO NPUMEHEHUS;

4) ycnoBuA OTNYCKa;

LLI) HanmeHoBaHMA U agpeca Npou3BOoACTBEHHbLIX MIOWaAOK NMPoOunsBOAUTENNA NEKAPCTBEHHOIO



npenapara;

W) HauMMeHOBaHWe, afpec OpraHM3auMu, YNOJHOMOYEHHOW JepyKaTesemM WAM BAafeNbLem
PErncTpaLnMoHHOrO YA0CTOBEPEHMA NIEKAPCTBEHHOrO Npenapata gas MeAUMUMHCKOro NpUMEHEHUA Ha
NPUHATME NpPeTeH3M OT NoTpebuTtens;

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

7) NPoOeKTbl MaKeToB NEePBUYHOMN YNaKOBKM M BTOPWYHOWM YNaKOBKM JIEKAapCTBEHHOro npenapaTa
ANA MeAULMHCKOro NpUMeHeHus;

8) NpPoeKT HOPMaTMBHOW AOKYMEHTaUMM WAN HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN
npenapar 418 MeauLMHCKOro npumeHeHns 1Mbo yKasaHme cooTBeTCTBYoLLEen GpapmaKkonenHoml ctaTbi;

9) JOKYMEHT, cogeprKawuii UHPOPMALMIO O HaANYMKM UM 06 OTCYTCTBUM GAKTOB perucrpaumnm
JIeKapCTBEHHOTO NpenapaTa Aas8 MeAnLMHCKOTO NpMMEHeHUs 3a npegenammn Poccuiickon ®egepauunm;

10) Konun [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JIEHHOM MOPAAKE W NoATBepXAatowmx ¢axTt
perucTpauumn NekapcTBEHHOro npenapaTa B MHOCTPaHHbIX rocyJapcTBax B KayectBe opdaHHOro
NleKapCcTBEHHOro npenapara;

11) nnaH ynpaBneHWa puUCKamu Oaa  6MONOrMYECKMX NEeKapCTBEHHbIX MNpenapaToB  AM8
MEeAMLMUHCKOro NPUMEHEHUS;

12) gokymeHT o cucTeme dapmaKkoHag3opa AepskaTens WauM Bnagenbla PerncrpauuoHHOro
YAOCTOBEPEHUA IeKAapPCTBEHHOTO NpenapaTa;

13) [OKYMEHT, MOATBEPKAAMOWMI KAYeCTBO JIEKAPCTBEHHOIO Mpenaparta TPex NPOMbILIEHHbIX
cepuii (MPOTOKON aHanM3a UM cepTUPUKAT aHanM3a), oAHa Cepusi KOTOPOro AO/KHAa COBMagaTtb C
cepueit obpasia NeKapCTBEHHOrO npenapaTta 4NA MeAUUMHCKOro NPpUMEHEHUA, NpeacTaBAeHHOro Ha
rocyapCTBEHHYIO perMcTpaumio.

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

5. Pasgen xmmuuyeckoi, GapmaLeBTUYECKON 1 BMONOrMYECKOW AOKYMEHTAUMM BKAOYaET B ceba
OOKYMEHTbI, coaeprKawme UHPopmauuio o dapmaueBTUYECKOW CybCcTaHUMM WU 1IeKapcTBEHHOM
npenapate ANA MeAMUMHCKOrO MNPUMMEHEHMA, Npouecce ero nNpov3BOACTBA M METOAax KOHTPO/SA
KayecTsa, B TOM ymc/e:

1) Konuio [OKYMeHTa, coAepXkalero cieaywowylo uHpopmaumio o dapmaLeBTUYECcKon
cybcTaHuMM uam papmMaLeBTUYECKUX CYDCTaHUUAX, BXOAALLMX B COCTaB JIeKapCTBEHHOIO NpenapaTa, 3a
UCKNtOYEeHNEM WMHbOpMALMM O dapmaLeBTUYECKMX CYBCTaHLMAX, BKAKOYEHHbIX B FOCYAAPCTBEHHbIN
peecTp /IeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbel 34 HacTosAwero PeaepanbHOro 3akoHa:

(B pen. PepepanbHoOro 3akoHa ot 27.12.2019 N 462-93)

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

B) TEXHONOINMA Npon3sBoacTea C onnCaHnem CTa/.'l,Mﬁ npon3soAacTBa U METOA0B KOHTPO/1A Ha BCEX
CTaanAxX NnponsBoacCTBa;

l') onuncaHume pa3pa60TKM npouecca npon3soacTea;
LI,) OonncCaHme KOHTPOIA KPUTUHECKUX CTaAMVI npon3soactea 1 I'IpOME)KYTO"IHOﬁ npo4ayKunn;

e) AOKyMeHTalbHOe NoATBepXAeHMe (BanmaaLma) NpoLeccos U (M1K) UX OLLEHKa;
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) CBOWMCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;
3) XapaKTepuCTMKa npumecem;
1) cneuudurkauma Ha bapmaleBTUYECKYIo CybCTaHLMIO U ee 06OCHOBaHME;

K) aHaNUTUYecKMe MEeTOAMKM, UCMOJIb3yemMble TMNPW  OCYLLECTB/IEHMM KOHTPOAA KadyecTsa
dapmaLeBTMUYECKON cybCcTaHUMu;

N) AOKYMeHTafibHOoe NoATBepKaeHMe (Banuaaumusa) aHaMTUYECKMX MeTOAMK, UCMONb3yeMbIX Npu
OCYLLECTBNEHNN KOHTPOIA KayecTBa papmaLeBTUYECKOM cybcTaHUMK;

M) pe3ynbTaTbl aHann3a cepuii dapmaLleBTUYECKOM CybCcTaHLUUu;

H) NnepeyeHb CTaHAaPTHbIX 06Pa3L0B MAKN BELLECTB, UCMO/b3YEeMbIX MPU OCYLLECTBAEHUMU KOHTPONA
KayecTBa;

0) onMcaHue XxapaKTepPUCTUK U CBOMCTB YNAaKOBOYHbIX MaTepPMUasoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabuUAbHOCTU papMaLLEBTUYECKON CyBCTaHUNM;
p) CPOK rogHoCTY;

1.1) B oOTHOWEHMM apMaLEBTUUYECKMX CyOCTAHUMIA, BXOAAWMX B COCTaB JIeKapPCTBEHHOro
npenapata U BKAKOYEHHbIX B FOCYAApPCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB B COOTBETCTBUWM CO
ctatbet 34 HactoAwero PenepanbHOro 3aKOHa, - KOMUA [OKYMEHTA, COAEeprKallero caeayoLLyto
nHbopmaumio:

a) HaumeHoBaHWe hapMaLEeBTUYECKON CybCTaHUMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaumeHOBaHWe 1 aapec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHaM3a cepuii papmMaLeBTUYECKON CybCcTaHUMK;

r) CpoK rogHocTy;
(n. 1.1 BBeaeH ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 462-93)

2) [OKYMEHT, cofepsKaluin chnegdylolwme CcBeAeHMA O JIeKapcTBEHHOM Mpenapate  Ans
MeANLNHCKOrO NPUMEHEHUA:

a) OMNncaHme N CoCTtaB JIEKAPCTBEHHOTIO NpenapaTta Ana MeanumnHCKOro npumeHeHua,

6) onucaHuMe dapmaLeBTUYECKON pa3paboTkm (obocHoBaHWe BbIBOpa cocTaBa, NEepPBUUYHOM
YMaKOBKW U UHOTO);

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaguil MPOU3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPOM3BOACTBa;

l') ONMnCaHme KOHTPOA KPUTUYECKUX CTap,I/Il)‘I npouecca npoussoactea w npomemyTquoﬁ
npoayKumMu;

[l) HaMmeHoBaHMe U aApec MecTa OCyLLLEeCTBNeHNA NPON3BOACTBA IeKapCTBEHHOro npenaparta A1A
MeANLMHCKOTO MPUMEHeHMA (B c/lyyae HaAM4uMsA HECKONIbKMX YYaCTHMKOB Mpolecca MNpou3BOACTBa
HeobXxoAMMO YKa3aTb KaXKaoro U3 HuX);

E) d)a pmaleBTnHECKaa COBMeCTUMOCTDb,

)'K) MVIKpO6VIOJ'IOI'M‘-IECKVIe XapPaKTEPUCTUKN;
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3) MaTepuanbHbI banaHc 4N NPoOU3BOACTBA CEPUU TOTOBOrO NPOAYKTa;
1) onucaHue xapakTepmUCTUK 1 CBOMCTB YNaKoBOYHbIX MaTEPUanoB 1 YKYNOPOUHbIX CPeacCTs;
K) AOKYMeHTanbHOe NoATBepKaeHWe (Baanaaums) NnpoLLeccoB NpomM3BoACTBa U (M) UX OLLEHKA;

n) TpeboBaHWA K KayecTBy BCMoOMoOraTe/lbHbIX BellecTB (cepTuduikart, cneumdukaums Ha
BCMOMOTraTe/ibHble BELLECTBA M X 06OCHOBaHUe);

M) dHaIUTU4YECKNE MEeToanKn, uncnonblyemble MNpn OCYyWECTBIEHNUN KOHTPONA KayecTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOKYMEHTaibHOEe NOATBEPXKAeHMe (BaMAauUmna) aHaIMTUYECKUX METOAMK, UCNONb3YEMbIX NPU
OCYLLECTB/IEHUN KOHTPO/IA KaYecTBa BCMOMOTraTe/IbHbIX BELLECTB;

0) nHdopmauma 06 MCNOAb30BAHMM BCMOMOraTE/IbHbIX BELLECTB YE/10BEYECKOrO U KMBOTHOMO
NPOUCXOXKAEHUSA;

I'I) MH(I)OpMaLI,Mﬂ 06 MCNONb30BaHMM HOBbIX BCMOMOTraTe/IbHbIX BeLWecCTs,

p) TpeboBaHMA K KayecTBy JIeKapCTBEHHOro npenapata A1A MeAMUMHCKOTO MpPUMEHEeHMUs
(cepTnduKaT, cneundmKauma Ha NEKapPCTBEHHbIN NpenapaT U nx 060CHoBaHUE);

C) aHaNuTUYecKne MeTOAMKW, UCMOb3yeMble TMPU  OCYLLECTB/IEHUM KOHTPO/IA KayecTsa
JIEKAapCTBEHHOrO npenapara A8 MeauuUMHCKOro NPUMEHEHUS;

T) JOKYMeHTa/ibHOe MoATBepKAeHMe (Banngauma) aHaUTUYECKUX METOAMK, UCMOJIb3yeMbIX Mpu
OCYLLECTBNEHNN KOHTPOIA KayecTBa JIeKapCTBEHHOro npenaparta AN MeAULUMHCKOro NpUMeHeHUs;

Y) pe3ynbTaTtbl aHAIM30B CEPUIA IEKAaPCTBEHHOTO NpenapaTta 418 MeAUUNHCKOTO NPUMEHEHNS;
&) XxapaKkTepucTMka npumecer;

X) nepeyeHb CTaHAAPTHbIX 06Pa3LOB, MCMNOJ/Ib3yEMbIX MPU OCYLLECTBJAEHUU KOHTPOJIA KauyecTsa
JIeKapCTBEHHOrO Npenapara 418 MeguLMHCKOTro NPUMEHEHUS;

L) AaHHble 0 CTabWUIbHOCTU IEKAPCTBEHHOTO Npenaparta A/1A MeAULMHCKOTO MPUMEHEHMS.
(yacTb 5 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen d)apmaKonoqueCKoﬁ, TOKCUKOIOTNYECKOM AOKYMEHTALMN BKNKOYAET B cebs oTyeTbl O
pe3ynbtataX AOKJIUHUYECKUX MCC/'IEAOBE]HMVI NNEeKapCTBEHHOrNro cpeacrea  Ana meguunHCKoro
npumMmeHeHunA, B TOM YnNCne:

1) oTyeT 0 papmakoAMHAMMNYECKMX UCCe0BaAHUAX;
2) oTyeT 0 GapMaKOKMHETUYECKUX UCCIef0BaHUSAX;

3) OTYET O TOKCMKO/IOTMYECKUX NCCNeL0BAHUSAX.
(yacTb 6 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KIMHUYECKOM AOKYMEHTaUUN BKAKOYaET B cebsa oTyeThbl 0 pe3ynbTataX KAUNHUYECKUX
MCCI’IEAOBE]HMVI NEeKapCTBEHHOrIo nNpenapaTta 414 MmeanumHCKOro npuMmeHeHUA, B TOM YUCHe:

1) oTtyeTbl 06 uccnegoBaHMAX 6GMOAOCTYNHOCTM M BUO3KBMBANEHTHOCTU, WCCNEAO0BaHUAX,
YCTaHaB/IMBAIOLLMX KOPPEALMIO Pe3Yy/1bTaToB, MOJIYYEHHbIX B YCIOBUAX in Vitro 1 in vivo;

2) OT4eTbl O d)apMaKOKVIHETM‘-IeCKMX nccnenoBaHUAXx;
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3) oTyeTbl 0 papMaKOAMHAMUYECKMX UCC/IEA0BAHURAX;
4) oTYETbI O KAMHUYECKUX UCCAeA0BaHNAX 3GPEKTUBHOCTM M Be3onacHoCTY;

5) oTueT o0 nocTperncTpauMoHHOM OnbITe NPUMEHEHUA (NPY HaMYKK).
(yacTb 7 BBeaeHa PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHuMA K 06bemy MHPOpPMaLMK, NpesoCcTaBAAEMON B COCTaBE PErmcTpaLnMoHHOro Aocbe,
ONA OTAEeNbHbIX BUAOB JIEKAPCTBEHHbIX MPENapaToB A8 MEeANLMHCKOrO NPMMEHEHMA YCTAHABAMBAKOTCA
YNOAHOMOYEHHbIM deaepanbHbIM OpPraHOM UCMONHUTEIbHOW BNACTU.
(yacTb 8 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9. B oTHOWeEHWUN IeKapCTBEHHbIX NPENapaToB, pa3peLleHHbIX ANA MegULMHCKOro NPUMeHeHUA B
Poccuitckoit ®epepaumm 6onee ABaauaTM ET M B OTHOLIEHMWM KOTOPbIX HEBO3MOXHO MpoBefeHue
nccnegoBaHMM  UX  BMOIKBMBANIEHTHOCTM (33 MCKAOYEHMEM  OMOMOrMYECKMX  SIeKapCTBEHHbIX
npenapaTtoB), AOMNYCKAeTCA BK/OYEHME B COCTaB pasgena GapmaKo/orMyeckor, TOKCUMKOIOrMYEeCcKo
OOKYMEHTaLMM 1 pasgena KAMHUYECKON AOKYMEHTauuM BMEeCTO OT4eTa paspaboTyMmKa O pesynbTaTtax
COBCTBEHHbIX AOKAMHUYECKUX UCCNEeN0BAHNIN NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCef0BaHWUi
NIeKapCTBEHHbIX NPEnapaToB A8 MeAULMHCKOTO NpumMeHeHna ob63opa Hay4dHbIX paboT o pesynbTaTax
OOK/NIMHNYECKUX MUCCNef0BaHUA NIEKAPCTBEHHbIX CPEeACTB WM KAMHWYECKMX WCCNefoBaHUM  AaHHbIX
JNIeKAPCTBEHHbIX MPenapaTos, B TOM YMC/IE BKAOYAA OMbIT UX MOCTPErNCTPALMOHHOTO MPUMEHEHUA.
(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 rocyaapcTBEHHOM perucTpaumMm BOCNPOU3BEAEHHbIX NEeKapCTBEHHbIX NpenapaTtos Ans
MeANLUMHCKOTO MPUMEHEHUA [ONyCKaeTCcA BK/OYEeHWe B CcOoCTaB pasgena  $papmMaKoNornmyeckoin,
TOKCMKO/IOTMYECKOW AOKYMEHTauMm U pasfena  KANHUYECKOW [AOKYMeHTauuu BMeCTo oT4yeTa
pa3paboTunka 0 pesynbTaTax COBCTBEHHbIX AOKAMHUYECKUX UCCNeAoBaHWN NeKapCTBEHHbIX CPeacTs
0630pa HayuHbix paboT 0 pesysbTaTax AOKAMHUYECKUX UCCNed0BaHUN pedepeHTHOro eKapCcTBEHHOIO
npenaparta W npeacTaB/eHMe BMECTO K/IMHUYECKMX UCCAeaoBaHWiA B NOJIHOM 0bbeme, YCTaHOBAEHHOM
pa3geniom KAMHUYECKON AOKYMEHTauMM, oT4eTa O pesysibTaTax UCCNefoBaHWii GUO3KBMBANIEHTHOCTU
BOCMPOM3BEAEHHOIO /IEKAPCTBEHHOrO npenapata 4aa MeAMLMHCKOro npumeHeHus. He Tpebyetcs
npeacTaB/leHNe OT4eTa O pesy/abTaTax WccaefoBaHMA 6GMO3KBMBANIEHTHOCTU BOCMPOU3BEAEHHOTO
JIeKapCTBEHHOrO  Mnpenapata A4  MEeAMUMHCKOTO  MPUMEHEHWA,  eciM  PerucTpupytoTca
BOCMPOM3BEAEHHbIE IEKAPCTBEHHbIE NpPenapaTtbl 4119 MeANLNHCKOTO NPUMEHEHMA, KOTopble:

1) npegHasHauyeHbl AN NapeHTepasbHOro (NOAKOXHOro, BHYTPUMbIWEYHOTO, BHYTPUBEHHOTO,
BHYTPUIIA3HOTO,  BHYTPUMNONOCTHOrO,  BHYTPUCYCTaBHOTO, BHYTPUKOPOHApPHOTO) BBeAEHUA U
npeacTaBnsatoT cobolt BoAHble pacTBOpPbI;

2) npeacTasnatoT cobot pacTBOPbI A8 NepPoPaNbHOro NPUMEHEHUS;
3) nponsseaeHbl B Gopme NOPOLLIKOB UAM TMOPUAN3aTOB A8 NPUrOTOBAEHMA PAaCTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAOTCA YWHBIMA WAW TNA3HbIMM JIEKAPCTBEHHbIMM MpenapaTamu, NPou3BeseHHbIMU B
dopme BOAHbIX PacTBOPOB;

6) NpeaHasHa4YeHbl 418 MECTHOIO NPUMEHEHMA U NMPUTOTOBEHbI B pOpMe BOAHbIX PAaCTBOPOB;

7) npeactaBnsioT coboli BoAHbIE PAacTBOPbI 417 UCNONb30BaHMA B GOPME UHFaNALMIK C NOMOLLLbHO
Hebynalizepa UM B Ka4yecTBe Ha3a/IbHbIX CpeeB, NPUMEHAEMbIX C MOMOLLbH CXOAHbIX YCTPOMUCTB.
(yactb 10 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. [Ana cnyyaes, yKasaHHbIX B nNyHKTax 1 - 3, 5 - 7 wyvactm 10 HacToAwen cTaTbMy,
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BOCMPOM3BEAEHHbIN IEKAPCTBEHHbIN NpenapaT Ana MeAULMHCKOro NPUMEHEHUA O0NXKEH CoAeprKaTb
TaKMe »Ke BCMoMOraTe/ibHble BELLeCTBa B TAKUX XKe KOANYECTBaX, KaK U pedepeHTHbIN IeKapCTBEHHbIN
npenapat. Ecan coctaBbl BCnoMoOraTesibHbIX BELWECTB Pa3/iMyaloTcA, 3aaBUTENb AO/IKEH NpeacTaBUTb
[OKasaTeNbCTBa TOro, YTO UCMOJIb3yeMble B AAHHbIX KOHLLEHTPALMAX BCNOMOraTe/ibHble BELLECTBA He
BAUAIOT Ha 6e3onacHocTb U (Mnn) 3dEKTUBHOCTb SIEKAPCTBEHHOrO Npenapata Aisa MeguLMHCKOro
npumeHeHusa. B cnyyae, ecnm 3aaBUTENlb HE MOXKET MPencTaBUTb TakKuMe AoKasaTenbcTsa U (Man) He
MMeeT AO0CTYMa K COOTBETCTBYIOLWMM AaHHbIM, OH O0/IKEH NPOBECTU COOTBETCTBYIOLLME UCCAE0BaHNA
AN 00Ka3aTeNbCTBa OTCYTCTBMA BAMAHMUA PA3HbIX BCMOMOraTe/ibHbIX BELLECTB WMAM BCMOMOTaTeNIbHbIX
YCTPOICTB Ha 6e3onacHoCTb U (Mn) ahHeKTUBHOCTL NIeKAaPCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHMA B COOTBETCTBMM C aKTaMM, COCTABAAIOWMMM NpPaBo EBPa3niiCKOro SKOHOMUYECKOTO COo3a.
(yacTb 11 BBeaeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3; B pea. PeaepanbHOro 3akoHa ot
22.12.2020 N 444-$3)

12. Mpu rocydapCTBEHHON  perncTpaumm  KOMOBMHauMKA  paHee  3aperucTpuMpoBaHHbIX
JIEKapCTBEHHbIX MpPenapaToB AAA MeAULMHCKOrOo MNPUMEHEHUA [O0MNYCKAeTcA BK/AKOYEHME B COCTaB
pasgena QapmaKkosorMYyeckon, TOKCUMKOJIOTMYECKON [AOKYMEHTAUMM UM pasgena  KAMHUYECKOM
OOKYMEHTaLuMM BMeCTO oOTyeTa pa3paboTtunmka o pesynbTaTax CoOOCTBEHHbIX AOKJANMHUYECKUX
NCCNeloBaHNI NEeKapCTBEHHbIX CPeAcTB 0630pa Hay4yHbiXx pPaboT O pesynbTaTax AOKAUHUYECKUX
nuccnenoBaHnin  pedepeHTHbIX NIeKAPCTBEHHbIX MPenapaTtoB, BXOAAWMX B COCTaB  KOMBWMHauuu
JIEKAPCTBEHHbIX NpenapaTos, U 06 OTCYTCTBUM UX B3aMMOAENCTBMA B OAHOM NeKapCTBEHHON dpopme.
(yacTb 12 BBeaeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. Ha 3KcnepTtusy pas/iMyHbIX /IEKAPCTBEHHbIX GOPM OAHOrO M TOFO XK€ JIEKAPCTBEHHOro
npenapata gaa MeAULMHCKOrO MNPUMEHEHMA 3aaBUTENb NPeACTaBAAeT OTAe/bHble 33ABNEHUA WU
PEerncTpaLnoHHbIE AOCbE HA KaxKayto IeKapcTBeHHY0 popmy. Mpu ycnoBumn ogHOBpeMEHHOM NOAaYN Ha
3KCMNEepPTU3y OAHOMN /IeKapCTBEHHOW (GOPMbl C Pas3IUYHLIMU [03UPOBKOWN, KOHUEHTpauuen, obbemom
3aABMTENb NpeacTaBAfeT OAHO 3aAB/AEHWE U PEerncTtpalMoHHOEe [0Cbe C MPUNONKEHUEM MaKeTOB
YNaKoBOK Ha KaKaylo A03UPOBKY, KaXKAY0 KOHUEHTPALMIO, KaXKabli 06bEM 1 KaXKaoe KONNYecTBO 403 B
YNaKoBKe.

(yacTb 13 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

14. Mpwn rocyoapCTBEHHOW perncTpaumm opdaHHOro /seKapCTBEHHOro npenapata 3aABUTENb
npeacrasnser  MHbopmauuio, Heobxoaumylo ans  GOPMMPOBAHWMA  pasdena  KAMHUYECKOM
OOKYMeHTaumMm, B o0b6beme, YCTaHOBJAEHHOM  YMNOJHOMOYEHHbIM  deaepasbHbIM  OpPraHoOM
WCMOJIHUTE/IbHOM BNaCTH.

(yacTb 14 BBegeHa PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

15. Mpwn pernctpaymm GUONOTMYECKOro /IEKAapCTBEHHOrO NpenapaTta, MoJy4eHHOro W3 KPOBW,
Ni1a3mbl KPOBM YeNOBEKAa, B COCTAaBe PErnmcTpaLMOHHOrO A0Cbe Ha JIeKapCTBEHHbIM npenapaTt Ans
MeANLMHCKOIo NPUMEHEHMA A0KHbI ObITb NPeACTaBAeHbl AONOJHUTENbHO:

1) B pasgene [OKYMEHTaUMM aAMMHUCTPATMBHOIO XapakTepa AOOKYMEHT, CcoAeprKalumii
MHpopMmaumio o cybbekTax obpalleHMa 4OHOPCKOM KpPOBU U (MNK) ee KOMNOHEHTOB, O TOM, rae 6bina
ocywecTBneHa goHauma (KpoBu M (MAKM) Nnasmbl KPOBM), a TaKKe AaHHble 06 WHPEKLMOHHbIX
3aboneBaHMAX, Mepeaalolmnxcs napeHTepanbHbiM nNyTem, MHPopmauma o cybbekTax obpalleHus
AOHOPCKOW KpoBM U (MAM) ee KOMMOHEHTOB, B OTHOLWEHWW KOTOPbIX OCYLLECTBAAETCA KOHTPO/b
AOHOPCKOW KPOBK U (MN) ee KOMNOHEHTOB;

2) B pasgene xmmu4yeckoi, GapmaLeBTMYEcKol 1 6MON0rMYECKO AOKYMEHTAUUN:

a) KpuTepun 1 cnocobbl 0TO6OPa, TPAHCMOPTUPOBAHUA U XPaHEHUA LOHOPCKOM KpoBU U (Man) ee
KOMMOHEHTOB;

6) pe3ynbTaTbl UCCNEA0BAHUI OTOHBPAHHBIX JOHOPCKOM KPOBU U (MAK) Naa3mbl KPOBM M MyN0B HA
Hannune Bo3GyauTenen wHdeKUMn, BKAOYaA MHOOPMaUMIO 06 MCNONb30BaAHHLIX METOAMKax
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uccnefoBaHU M B C/lydae MCCed0BaHMA MY/OB NAasMbl KPOBU pe3y/ibTaTbhl AOKYMEHTaNbHOMO
noATsepaeHna (Baanaaumm) MCNoNb30BaHHbIX METOAMK;

B) TEXHUYECKME XapaKTEPUCTUKM YNAKOBKMU AN 0TOopa AOHOPCKOM KPOBU U (MK) Nnasmbl KPOBY,
BK/tOYaA MHOPMALLMIO 06 MCNOIb30BAHHbLIX PACTBOPAX aHTUKOArYIAHTOB.
(yacTtb 15 BBeaeHa ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckune nccnenosaHmA IeKapcTBEHHOrO npenapaTa Aaa MeguuUMHCKOro NpuMeHeHus B
Luenax ero rocygapCTBeHHOM pernctpaumm nposoaAatcs B Poccuitckon Pepepaummn B nopagke,
yCTaHOBNEHHOM cTaTbAaMM 38 - 44 Hactoawero dPegepanbHoOro 3akoHa. OT4eT O MNPOBEAEHHbIX
NccnefoBaHUAX BKAKOYAETCA B COCTAB pa3fena KAMHUYECKOM AOKYMEHTALUMN PEerucTpaLmMoHHOro Aockbe
Ha /IeKapCTBEHHbIV NpenapaT Aas MegUUMHCKOro npumeHeHus. [na nekapCcTBeHHbIX nNpenapaTosB Ans
MEAVUMHCKOTO NPUMEHEHUA, B OTHOLWEHWUM KOTOPbIX B pe3yabTaTe 3KCNepTusbl LOKYMEHTOB,
npeacTaBNeHHbIX Aas onpeaeneHus BO3MOMKHOCTM pacCMaTpuBaTb JIEKAPCTBEHHbLIM MpenapaTr Aana
MeaMUMHCKOro NpPUMEeHeHMA B KauecTBe Op¢paHHOro JIeKapCTBEHHOrO npenapaTa, Takaa BO3MOXHOCTb
npuM3HaHa W B OTHOLWEHUM KOTOPbIX MpPoBeAeHbl KAWHUYECKME MUCCNefoBaHWUA, BbINOJHEHHble 3a
npeaenamu Poccuiickoit depepaunm B COOTBETCTBUM C NpaBuaAamMM Had/siexallen nabopaTtopHoi
NMPaKTUKN M MNpaBUAaMU HaLNeXalen KAMHUYECKOM MNPaKTUKW, OOMYCKAeTCA BKAOYEHME B COCTaB
pa3gena KAMHUYECKOM AOKYMEHTaLUMM BMECTO OT4YeTa O pe3y/bTaTax K/AMHUYECKUX WCCefoBaHWUM
NIeKapCTBEHHOrO npenapata  A4na  MeAMUMHCKOTO MNPUMEHEHMA, MNpoBeAeHHbIX B Poccuiickomn
depepaunn, oTyeTa O pesyabTaTax KAMHUYECKMX WCCNenoBaHWMM, BbINOJIHEHHbIX 3a npegenamu
Poccuitckoin Pepepaumn.

(yacTb 16 BBeaeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cny4yae HenpeAcTaBAeHUA € 3aABAEHNEM O TOCYAAPCTBEHHOM PerncTpaLmm NekapcTBeHHOro
npenapaTta gaa MeauUMHCKOrO NPUMEHEHMA AOKYMEHTOB, NOATBEPKAAIOLWMX YyNAaTy rocyAapCTBEHHOM
MOWMHBI W YKasaHHbIXx B MyHKTe 10 uyactu 2 HacToAWeW CcTaTbM, a TaKXe BblAaBaeMblX
(npepoctaBnAaembix) YNnoNHOMOYEHHbIMW  denepanbHbIMU  OpraHaMM  UCMOSIHUTENbHOM  BAACTM
OOKYMEHTOB (CBeAEeHMUI), YKa3aHHbIX B MyHKTax 3 U 4 yacti 4 HAcToAWEN CTaTbM, YNOJHOMOYEHHbIN
depepanbHbli OpraH MCMOAHUTENbHOM BAACTM 3anpallMBAET yKasaHHble AOKYMeHTbl (cBeaeHusA) B
nopsaake mMmexxBeL0oMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

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

18. He ponyckaeTcs MCNONb30BaHWE B KOMMEPYECKUX Uensx MHGopmauMuM O pesysbTaTax
OOKMHNYECKUX UCCNeA0BaHWIA NEKAaPCTBEHHbIX CPEACTB U KIMHUYECKMX UCCIef0BaHNIN 1eKapCTBEHHbIX
npenapatoB AN MeAWULMHCKOro MPUMEHeHUs, NpeacTaB/leHHOM 3asBuTeNeM ANs rocyOapCTBEHHOM
perucTpauumn iekapcTBeHHOro mnpenapaTta, 6e3 ero cornacuMs B TeYeHWe LWecTM AeT C  AaThl
rocyfapcTBEHHOM perucTpaumm pedepeHTHOro ekapcTBeHHOro npenapaTa B Poccuitickoit ®epepaumm.
(yacTb 18 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19. fepxkatenb unun Baagenew, permcTpaumoHHOro yaoCToBepeHmMa IeKapCcTBEHHOro npenapara Ha
OMOTEXHONOMMYECKMI  UAM  OpdaHHbIA  NEeKAPCTBEHHbIM  MNpenapat 06s3aH  NpefocTaBaATb  Ha
BO3Me34HOM 0cHOBe 06pasLbl pedpepeHTHOro JIeKapCTBEHHOMO Npenaparta 3aaBuTeNaAM 414 NpoBeseHun
KAMHUYECKUX uccnegoBaHnin. CToMmocTb o0bpasua  pedepeHTHOro NeKapCTBEHHOro Mpenapara,
BK/IIOYEHHOTO B MepeyYeHb KU3HEHHO HEOBOXOAMMbIX U BAXKHEWMLIMX JIEKAaPCTBEHHbIX NPenapaTos, He
OO/MKHA MNpeBblWaTb 3aPerncTpupoBaHHY0 NpeaesibHY0  OTMYCKHYK UeHYy Ha pedepeHTHbIN
JIeKapCTBEHHbIM NpenapaTt UK LeHy Ha IeKapCTBEHHLIV NpenapaT B CTPaHe Npou3BoguTens.

(yacTb 19 BBeaeHa GenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

20. 3asBneHne 0 rocygapcTBEHHOW perMcTpaLmm BoCnponsBeseHHOro 1eKapCcTBEHHOro npenapaTa
AN MeAMUMHCKOTO MPUMEHEHUS MOXKET OblTb MOAAHO B YMNOJHOMOYEHHbIN denepanbHbii opraH
WCNOJIHUTENbHON  BNACTW, OCYLLECTBAAKOWMIA  FOCYyAAPCTBEHHYIO  PErnmcTpaumio  NeKapCTBEHHbIX
npenapaToB, MO MWCTEYEHUW 4YeTbipex NeT C AaTbl FOCYAapPCTBEHHOW perucrpaumm pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuiickoin ®eaepaumm.
(yacTb 20 BBeaeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)
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21. 3asBfeHMe O TrOCYAapCTBEHHOW  perucrtpauum 6uoaHanorosoro (6uonogo6bHoro)
JleKapcTBeHHOro npenapata (6MoaHasnora) MosKeT 6biTb NMOAAHO B YNOJHOMOYEHHbIW deaepanbHbIn
opraH WCMNOJHUTENbHOW B/ACcTM, OCYLLECTBAAIOLWMINA FOCYAapCTBEHHYIO PErucTpaumio NeKapCTBeHHbIX
npenapaTtoB, MO WCTEYEHUM TpPex JieT C p[aTbl FOCYAAPCTBEHHOW perucTpauumn pedepeHTHoro
NiekapcTBeHHOro npenapata B Poccuiickoin Peaepaumn.

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

22. [lepKatenb uan Bnageney, perncTtpaumoHHOro yaocTtoBepeHmMa NeKapCTBEHHOro npenaparta
npeacTaBaseT B YNOJHOMOYEHHbIN deaepanbHbI opraH UCMONHUTENIbHOM BNACTU, OCYLLECTBAAOLMIMA
$YHKUMM NO KOHTPOJIIO U HaZ30py B chepe 34paBOOXPAHEHUA, OTYET NO pe3yibTaTam dpapMaKoHaA30pa
OAMH pa3 B WECTb MECALEB B TEUEHUE ABYX NIET NOC/NE roCy4apCTBEHHOM pPerucTpaLmm nekapcTBEHHOro
npenapata B Poccuiickon degepaunn, exxerogHo B TeUeHWe Nocaeayowmnx Tpex NeT U B ganbHenwem
OA4MH pas B NATb NeT.

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

Cratba 19. MpuHATUE pelieHUa O BblAaye 3KCNEePTHOMY YUpPeXKAEeHUIO 3a4aHMUA Ha NnpoBeaeHue
3KCNepTU3bl IEKAPCTBEHHOrO CPeacTBa
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHue gecatn pabounx AHEN CO AHA NPUHATUA 3aABNEHUA O rOCYAaPCTBEHHOM perncTpaumum
JIEKAPCTBEHHOIO npenapata  COOTBETCTBYIOWMNIM  YMOJIHOMOYEHHbLIN  deaepasbHbii  OpraH
NCMNOJIHUTENbHOM BNACTM MPOBOAUT MPOBEPKY MOJIHOTbI, AOCTOBEPHOCTU U NPaBUIbHOCTU 0POPMIEHMA
npeacTaBNeHHbIX AOKYMEHTOB PEerncTpaLmMoHHOro A0Cbe Ha /IeKapCTBEHHbIM npenapaT U NpUHUMaET
peleHme o Bblgaye 3a4aHuA Ha NpoBeaeHue:

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

2) JKCNEepPTU3bl NEKAPCTBEHHOIoO Cpeacrtea B YaCTU 3KCNEPTU3bl Ka4YeCcTBa JIEKAPCTBEHHOIO
cpeacrtea M 3KCNepTu3dbl OTHOWEHUA ommp,aemoﬁ Nnosb3bl K BO3MOXHOMY PUCKY NpUMEHEHUA
NNeKapCTBEHHOrO nNpenaparta Ana megnumHCKOro npuMmeHeHua,

3) 3KCMepTU3bl /IEKAPCTBEHHOrO CPeAcTBAa B 4acTM 3KCNEpPTU3bl KayecTBa JIEKAPCTBEHHOrO
CPeacTBa WM 3KCMEPTU3bl OTHOLWIEHUA OXWAAEMOW MOMb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA
NIeKapCcTBEHHOro npenaparta AnA MeAWMUMHCKOrO NPUMEHEHMA B MOPAAKE YCKOPEHHOM npoueaypbl
3KCMEepTM3bl NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM CO CTaTbel 26 HacToawero PeaepanbHoOro 3aKoHa;

4) 3KCNepTnU3bl 1€KapCTBEHHOIoO cCpeacrtsa B OTHOWEHWUWU NeKapCTBEHHOrNo npenaparta A4nA
BETEPUHAPHOIo NpUMeHEHUA.

2. YNONHOMOYEHHbIV dpeaepanbHblii opraH UCNOAHUTENbHOW BAACTU YBEAOMAET B 3/1EKTPOHHOM
dopme naM Ha ByMarKHOM HocUTeNe 3aABUTENA W SKCMEPTHOE y4YperkaeHWe O NMPUHATOM PeleHun o
BblJaye 334aHUMI Ha NpoBegeHMe 3KCMepTU3, NPeayCMOTPEHHbIX YacTblo 1 HacToAlWel CTaTbW, U B
cnyyae Heob6X0AMMOCTM O Bblgaye paspelleHuMAa Ha BBO3 B Poccuiickyio dPegepaumio KOHKPETHOM
napTUK, CEPUN 3aPErMCTPUPOBAHHBIX U (MAKN) HE3aPErNCTPUPOBAHHDBIX EKAPCTBEHHbIX CPEACTB Uau 06
OTKa3e B NpoBeAeHNM NPeayCMOTPEHHbIX 3KCNEPTU3 C yKasaHUEM NPUYKUH TaKOro OTKasa.

3. B C/lydae BbiABNEHUNA OTCYTCTBMA UM HEOLOCTOBEPHOCTU VIHd)OpN\aLI,VIVI, cop,ep»(am,eﬁlcn B
npeacrtaBneHHbIX 3aAaBUTeENeEM OOKYMEHTAX, ynOl'IHOMO‘-IEHHbIVI d)ep,epaanblﬁ opraH WUCNOSIHUTEIbHOM
BN1aCTXM HaNpasAAEeT 3aABUTENIO 3anpocC 06 YTOYHEHUU aTOM VIHd)OpMaLI,I/II/I (p,anee - 3anpoc
YNO/THOMOYEHHOTO d)ep,epaanoro OpraHa NCNONIHUTENbHOM BﬂaCTM), KOTOprﬁ MOXKeT ObITb nepegaH
YNO/IHOMOYEHHOMY NpeacTaBuUTeNto 3aABUTENA JIMHHO NOA4, PaCnuUCKy, Hanpas/eH MO NOYTE 3aKa3HbIM
NMNCbMOM U NepenaH B 3ﬂeKTpOHHOﬁ d)opme NO TENEKOMMYHMKALMOHHbIM KaHanam cBA3u. B cayyae
Hanpas/ieHMA 3anpoca ynoJIHOMOYeHHOro d)e,a,epaanoro OpraHa MCMNOMIHUTENbHOM BNACTU MO NoyTe
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3aKa3HbiIM MUCbMOM OH CYUTAETCA NOJIydeHHbIM MO UCTEYEHUU LWWEeCTU Ll,HeVI C AaTbl HanpasaeHUA
3aKa3HOro nnucbma.

4. 3assutenb oba3aH NpeacTaBUTb OTBET Ha 3aMpoOC YNOJHOMOYEHHOrO denepasbHOro OpraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, HE MPEBbLIAOWMNIA AeBAHOCTA Paboumx AHEeN co AHA ero NoayvyeHus.
CpoOK, yKa3aHHbIM B YacTM 1 HacToALWEeN CTaTbW, NPUOCTaHAB/IMBAETCA CO AHA HaNpaBieHUA 3aABUTENIO
3anpoca yno/HOMOYeHHOro ¢eaepasibHOro opraHa MCMOJIHUTE/NIbHOW BAACTU A0 AHA MOAYYEHUA UM
COOTBETCTBYHOLLEFO OTBETA.

5. OcHoBaHMem gnA OTKasa B OopraHusaunmn sakcnepTns, npegyCcCMoTpeHHbIX 4acCTbio 1 HaCTOﬂU.LeVI
CTaTbWn, ABNAAETCA NpeacrtaB/ieHue HeO6XO,£I,MMbIX ana nposeaeHnA npeaycMoTpPEHHBIX 3KCNepTus
AOKYMEHTOB B HEMOJ/IHOM obbeme nnm HenpeacraBieHMe 3aABUTENIEM B yCTaHOBﬂeHHbIﬁ CPOK OTBE€Ta Ha
3anpocC ynoJIHOMO4YeHHOro d)e,a,epaanoro OpraHa NCNONHUTENbHOM BN1aCTU, a TaKXKe npeacrasaeHune
AOKYMEHTOB, HE CoaepXalWnx ncyepnbiBaroLlEero nepeyHAa HEO6XOAMMbIX CBeAEHMﬁ.

6. Mpyn OTKase B OpraHU3aUMM 3KCNEPTU3bI, NPEAYCMOTPEHHON NyHKTOM 4 YacTu 1 HacTtoALei
CTaTbW, AOKYMEHTbI, BXOAALIME B COCTAB PErMCTPALMOHHOIO A0Cbe HA JIEKAapCTBEHHbIM npenapaTt gns
BETEPMHAPHOIr0 NPUMEHEHMA, MOTYT ObiTb BO3BPALLEHbl 3aABUTENO0 HA OCHOBAaHMW €ro NMUCbMEHHOTO
3anpoca, HanpaB/IEHHOTO B YNOJHOMOYEHHbIM peaepasibHbli OpraH UCNOJIHUTE/IbHOM BNACTU B TEYEHUE
TPMALATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCNOHUTENbHON
B/1ACTU pelleHuA 06 oTKase B OPraHM3aLmnmn Takom aKcnepTu3bl. YNOAHOMOYEHHbIM dpeaepanbHblii opraH
WCNOJIHUTENbHOW BAACTM BO3BPALLAET 3aABUTENIO YKa3aHHble AOKYMEHTbl B TeYeHue aecAty paboumx
OHel co AHA NoflyYeHUs COOTBETCTBYHOLLLErO 3anpoca 3aaBUTeNA.

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

Cratba 20. JKcCNepTU3a AOKYMEHTOB, MNPEACTaB/IeHHbIX ANA OnpeAeseHUs BO3MOXKHOCTU
paccmaTpuBaTb NEKapCTBEHHbIM Npenapat AAA MEAULMHCKOro NMpUMEHEeHUA NpPU OCYLLEecTBIEHUU
rocyAapCcTBEHHOM PerucTpauum B Kauecrtse opdpaHHOro NeKapCcTBEHHOro npenaparta

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

1. OKcnepTn3a AOKYMEHTOB, NpeAcTaBAeHHbIX ANA onpeaeneHMA BO3MOXKHOCTM PaccMaTpuBaThb
NIeKapCTBEHHbIN npenapat Ana MeAMUMHCKOrO MPUMEHEHMA MPU OCYLLECTBAEHUM FOCYyAapCTBEHHOWN
perucTpauum B Kadyectse oppaHHOro SIeKapCTBEHHOrO MpenapaTta, CoOCTaB/eHMe KOMUCCUEN 3KCNepToB
3aK/H0YEHMA O BO3MOXKHOCTU MAM HEBO3MOMKHOCTM PacCMaTpMBaATb JIEKAPCTBEHHbIN npenapaT And
MEAULMHCKOTO NPUMEHEHMA NpPU  OCYLLECTB/IEHUM T[OCYAAPCTBEHHOM perncrpauuMmM B KayecTBe
opdaHHOro SIeKapCTBEHHOrO MpenapaTa WU HanpaBfieHMe LAHHOMO 3aKAYeHUA B YNOJNHOMOYEHHbIN
denepanbHbIit OpraH MCNONHUTE/IBHOM BAACTM OCYLLECTB/AKOTCA B CPOK, HE NMpPEeBbilatoWwmnii TpuaLaTm
pabounmx pgHelr CO AHA NOAYYEHUA SKCMEPTHbIM YYpeXKLEHUMEM 33ZaHMA  YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOJIHUTENbHOM BAACTU U B 3/IEKTPOHHOM dopme Man Ha ByMarKHbIX HOCUTENAX
HEeOOXOAMMbBIX AOKYMEHTOB, YKasaHHblIX B nNyHKTax 1, 2, 5, 6, 10 yactu 4 n B yactm 7 ctatbm 18
HacToAwero ®eaepasibHOro 3aKOHa.

2. [1OKymeHTbl, CodepKallmecs B PErucrpauMoOHHOM [OCbe Ha J/ieKapCTBEHHbIM npenapaTt M
NOCTYNMBLLME Ha BYMaXKHbIX HOCUTENAX B SKCNEPTHOE yupeKaeHne AN OCYLLECTBAEHUA UX SKCNepPTU3bl
ANA onpeAeneHMAa BO3MOMHOCTM pPaccMaTpuBaTb JIEKApPCTBEHHbIM npenapat Ans MeAuLMHCKOro
npUMeHeHMA B KadvecTBe oOpdaHHOro /eKapCTBEHHOro npenapaTa, MoAJfiexaT BO3BpaTy B
YNO/IHOMOYEHHbIN deaepasbHblii opraH UCMONHUTENbHOM BAACTU OAHOBPEMEHHO C 3aKAHOUYEHUAMMU
COOTBETCTBYIOLLMX SKCMEPTH3.

Cratba 21. PeweHMe O BO3MOXHOCTU pacCMaTPUBaTb JNIEKAPCTBEHHbIM npenapaTt npu
OCYLL,eCTB/IEHUM FrOCYAaPCTBEHHON PerucTpaumm B Kauectee opdpaHHOro NeKapcTBeHHOro npenaparTa

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

1.B CPOK, He I'IDEBbILIJaIOLLI,Mﬁ nAaTU paﬁoqle ,CI,HEI‘/‘I CO OHA nNony4YeHunA 3aknko4YeHnA, yKasaHHOro B
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yactu 1 crtatbm 20 Hactoswero denepanbHOro 3aKoHa, YNOJHOMOYEHHbIW deaepanbHbli opraH
WCMNOJIHUTENbHOM BNACTU OCYLLECTBAAET OLLEHKY MOJIYYEHHOIO 3aK/oYeHUa Aaa onpenenieHus ero
COOTBETCTBMA 33[aHMI0 Ha MPOBEAEHME COOTBETCTBYIOLLEN 3KCNepTUsbl U yBeAOMAAET 3asaBUTeNs B
3NIEeKTPOHHOM dopme uAnM Ha OymaxkHOM HOcCUTeNe O pesyabTaTax NPOBEAEHHON 3KCnepTusbl C
NPUIOXKEHNEM KOMUM IKCNEPTHOTO 3aK/to4eHUs (C coxpaHeHMeM KOHOUAEHLMANbHOCTU MHPOPMALLIUN O
COCTaBe 3KCMNEpPTHOM KOMWCCMM) WM O BO3MOXKHOCTM MAM  HEBO3MOXKHOCTM  pPaccMaTpuBaTb
NIeKapCTBEHHbIM NpenapaTt AAa MeAUUMHCKOTO MPUMEHEHMA MPU OCYLLECTBAEHUN TOCYAAPCTBEHHOWM
perncTpaumnmn B Kayectse oppaHHOrO NEKAPCTBEHHOrO Npenapara.

2. Tpun BbIHECEHMM KOMMCCMEN 3SKCNEPTOB 3aKNOHYEHUA O BO3MOMKHOCTM paccMaTpusaThb
NeKapcTBEHHbIM NpenapaT Ana MeauUMHCKOTO NPUMEHEHUA MPU OCYLLECTBJEHUU FOCYAapCcTBEHHOM
peructpauum B KayectBe Op¢aHHOrO NEKAPCTBEHHOrO npenapaTa YNOAHOMOYEHHbIW deaepanbHbIi
OpraH WMCNOJIHUTE/NIbHOW BNACTU B CPOK, HE NpEeBblWaloWMK NaTM paboumx gHel co gHA NosyyeHus
[AAHHOrO 3aK/YeHNn, NPUHMMAET pelleHne O Bblgadye 3a4aHMA Ha NpoBedeHMe SKCNEePTU3bl KayecTBa
NeKapCcTBEHHOTO CPeACTBA M 3KCNEPTM3bl OTHOLIEHWA OXWMAAEMOMN NO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHWA NIeKaPCTBEHHOro npenapaTta Ans MeAMUMHCKOTO NPUMEHEHWA B MOPSAAKE YCKOPEeHHOM
npoueaypbl 3KCNepPTU3bl /IeKAapCTBEHHOTO CPeACTBa B COOTBETCTBMM CO CTaTbel 26 HACTOALLEro
desepanbHOro 3akoHa.

3. B cnyyae NpuHATUA pelleHUsa 0 HEBO3MOXKHOCTU PacCMaTPUBaTh IeKapCTBEHHbIN NpenapaT Ans
MEAULMHCKOrO NPUMEHEHUS MPU  TOCYAapPCTBEHHOW perucTpaumm B  KadectBe opdaHHOro
JIEKAPCTBEHHOrO Mpenapata YMNO/JHOMOYEHHbIN deaepasnbHblii  OpraH  WUCNOJIHATENbHOM  BAacTu
npeKkpawaer npoueaypy rocyaapCTBEHHOM pernctpauMmM JeKapcTBEHHOro npenaparta. 3asBuTeNb
BrnpaBe 06paTUTbCA B PErncTpUpyowMii opraH C 3asB/eHMEM O TOCYAapCTBEHHOW perucrpauumn
YKa3aHHOro /1IeKapCTBEHHOro npenapaTta B COOTBETCTBUM CO cTaTbeit 18 HacTosAwero deaepanbHOro
3aKoHa.

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

Cratba 23. JKCNepTM3a KauyecTBa /NIeKAapCTBEHHOrO CpPeAcCTBa M 3KCMEPTM3a OTHOLIEHUA
0XXMAAEMOWN NOoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA JNIeKapCTBEHHOro npenapata Aas
MeAULUHCKOro NpUMeHeHUs

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

1. 3KcnepTn3a KayecTBa IEKAPCTBEHHOIO CPeACTBa U IKCNEPTM3a OTHOLIEHUSA OXUAAEMON NONb3bl
K BO3MOMHOMY PUCKY NMPUMEHEHWS NEeKapCTBEHHOro npenapata A48 MeAUUMHCKOro MpPUMEHEHMUS,
COCTaB/IEHWE KOMMWUCCUAMM 3IKCMEPTOB 3aK/OYEHWA NO pesy/bTaTamM MPOBEAEHHbIX 3KCMNepTU3 WU
HanpaB/ieHMe 3TUX 3aKIHYEHWIN B YMNONHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTENIbHOW BACTU
OCYLLECTB/IAIIOTCA B CPOK, HE MPEBbILLAOLNIA CTa AECATU Pabounx AHEN Co AHA NMOyYeHUsA IKCNEePTHbIM
yUYpeKAeHMeM COOTBETCTBYHOLLErO 3aZaHNA YNOJHOMOYEHHOTO deepanbHOro OpraHa UCNOJIHUTEIbHOW
B/1ACTU U HEOBXOANUMBIX LOKYMEHTOB B 31€KTPOHHON PpopMe UAKN Ha BYMArKHbIX HOCUTENAX.

2. B TeyeHne OeBAHOCTa AHEN CO AHA NOJYYEHUA PelleHMs YynosHOMOoYeHHoro deaepanbHOro
opraHa MCNOJIHUTENIbHOM BAAcTU O MPOBEAEHMMU IKCMEPTM3, NPEAYCMOTPEHHbIX YacTbio 1 HacTosLien
CTaTbW, 3aABUTENb NPEACTaBAAET B 3KCMEPTHOE YUYpPeKAeHMe ANA NPoBeAeHMA 3KCMepTU3bl KayecTsa
NeKapcTBEHHOTO cpeacTBa 06pasubl /IeKapCTBEHHOro npenapaTta 414 MeAMUMHCKOTO MPUMEHEHMS,
NpPOM3BEAEHHOrO B COOTBETCTBUM C TPEHOBAHUAMM OMbITHO-NPOMbILAEHHOIO U (MAKN) NPOMbILAEHHOTO
PernameHTOoB, YTBEPXKAEHHbIX PYKOBOAMTE/NEM MPOU3BOAMUTENSA NIEKAPCTBEHHbIX CPeACTB, a TaKMe B
COOTBETCTBYIOWMX CyYanx 06pasupbl papmaLeBTMYECcKon cybCcTaHUMM, TeCT-LUTaMMa MUKPOOPraHM3MOB,
KY/IbTYypbl KNETOK, 06pasLibl BELLECTB, MPUMEHAEMbIX A4/17 KOHTPOAA KauyecTBa JIeEKapCTBEHHOro CpeacTBa
NyTEM CPaBHEHWUA C HUMM UCCeAyEeMOro N1EeKapCTBEHHOrO CPeACTBa, B KOANYECTBaX, HEOBXOAUMbIX ANSA
BOCMPOU3BEAEHNA METOAOB KOHTPO/IA KayecTsa.

3. Mpu nonyyeHun 06pasLOB JIeKAPCTBEHHOTO Mpenapata W GapmaLeBTUYECKOW cybcTaHuum
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3KCMepTHoe yypexkaeHWe BblAaeT 3aABUTEN0 AOKYMEHT, MOATBEPKAAIOWMIA MONyYeHUe YKasaHHbIX
06pa3LoB, 1 B CPOK, HE NpeBbILaoWNi Tpex paboumnx aHel, yBeJOMAAET B 3/IEKTPOHHOM dopme nan Ha
6ymaxKHOM HocuTene 06 3TOM YNOSHOMOYEHHbIN deaepanbHbli OpraH MCNOAHUTENbHON BNACTM.

4. YKa3aHHble B YacTax 2 U 3 HacToswen cTaTbi CPOK ANA NpeacTaBneHmn 3aasutesiem obpasuos
NIeKapCcTBEHHOro npenapata M ¢dapmaueBTUYecKol cybCcTaHUMM U CPOK YBEAOMJIEHUA 3KCMEPTHbIM
yupexgeHmem o6 3Tom Ha OymaxHOM HocuTene YNOJHOMOYEHHOro deaepanbHOro opraHa
WCMOJIHUTE/IbHOM BNACTU HE BK/KOYAOTCA B CPOK MPOBEAEHUA IKCNEepTUs, NpeayCMOTPEHHbIX YacTbio 1
HacToALWEN CTaTbM.

5. ,ﬂ,OKyMeHTbI, nocrtynmewine B 3SKCNEPTHOE Yy4dpexaeHne ONnA npoBeaeHnA 3SKCNepTus,
npegycMmoTpeHHbIX 4acCTbio 1 HaCTOFILLI,EI\;I CTaTbn, nNoAanexXat BO3BPATY B yI'IOﬂHOMO‘-IeHHbIﬁ
d)e,u,epaanblﬁ opraH WUCNOSIHUTENIbHON BAacTu OAHOBPEMEHHO C 3aK/lo4YeHUAMU, NONy4YeHHbIMU NO
pPe3yibTaTaM COOTBETCTBYHOLWMNX SIKCNEPTUS.

Cratba 24. 3KcnepTu3a Ka4yecTBa JIEKAPCTBEHHOro CpeacTBa M 3KCNEpPTU3a OTHOLIEeHUA
OXMAAEeMOI nNonb3bl K BO3MOXKHOMY PUCKY NPUMEHEHMA JNIeKapCTBeHHOro npenapata Anaa
BeTepUHaAPHOro NpUMeHeHuUA

1. 3KcnepTn3a KayecTBa JIeKapCTBEHHOIO CPeACTBa U 3KCNEepPTM3a OTHOLIEHUS OXKUOAEMOW MO/b3bl
K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTta 41 BEeTePUHAPHOro MPUMEHEHMUS,
COCTaB/IEeHWE KOMMUCCUAMM 3KCMEpPTOB 3aK/IOYEHWI MO pe3y/bTaTaM  YKasaHHbIX 3KCNepTu3 U
HanpaB/eHME TaKUX 3aK/JHYEHWUI B YNOJHOMOYEHHbIN deaepasibHbliA OpraH MUCMOJIHUTE/IbHOW BAACTU
OCYLLECTBIAOTCA B CPOK, HE NPEBbLIWAOLNIA CTa AecATU pabounx gHEen Co AHA NONYYEeHUs IKCMEepPTHbIM
yypexKaeHmem 3afZaHus  ynosHOMOYeHHoro <¢denepasbHOro opraHa WCMOAHUTENbHON BAacTM C
OOKYMEHTaMM, yKa3aHHbIMM B YacTu 3 ctatbM 17 HacToswero degepanbHOro 3akoHa.
(8 pea. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-3)

2. B TeyeHue TpuauatM paboumx AHEN CO AHA MOAYYEHWUs pelleHUa YNoJHOMOYEHHOTro
denepanbHOro opraHa MCNOSIHUTENIbHOM BIACTU O NPOBEAEHMM YKa3aHHbIX B 4acTW 1 HacToAWEeN cTaTbu
3KCnepTU3 3aABUTENb NPEACTABASAET B SKCMEPTHOE yUperKaeHMe a5 NpoBeseHUn SKCNepTU3bl KavecTsa
JIeKApCTBEHHOrO CpeacTBa 06pasubl SIEKAPCTBEHHOrO Mpenapata AAA BETEPUMHAPHOrO NPUMEHEHWUS,
NPOu3BEAEHHOIO B COOTBETCTBUM C TPEOOBAHMAMM TEXHO/IOTMYECKUX PErNAMEHTOB, YTBEPKAEHHbIX
pyKoBOAMTENIEM MPOM3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYIOLWMX CAy4YasX TecT-
WTaMMbl MMUKPOOPraHU3MOB, KYJIbTYpPbl K/IETOK, 06pa3ubl papmaLeBTMYECcKon cybcTaHumm, obpasLbl
BELLeCTB, MPUMEHAEeMble O KOHTPO/AA KayecTBa JIEKAapPCTBEHHOro CPeacTBa, B  KOAMYeCTBax,
HeobxoAMMbIX AN BOCNPOU3BEAEHUSA METOA0B KOHTPO/IA KayecTsa.

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

3. Mpu nonyyeHnn ob6pasuoB /SieKapCTBEHHOrO npenapata M dapmaueBTUYecKolr cybctaHuum
3KCMEPTHOE YuyperKAeHWe BblAAeT 3aABUTENI0 AOKYMEHT, MOATBEPKAAMOWMI NOAYYEeHUE YKa3aHHbIX
06pasLOB, U B CPOK, HE NpPEBbIWAlOWMI Tpex pabounx AHeir, yBeaoMAAET B NUCbmeHHON dopme 06
3TOM YNOJIHOMOYEHHbIN deaepanbHbiii opraH UCNOAHUTENbHOW BAACTU.

4, CpoK pna npeactaBneHvsa 3assutenem o06pasyoB  /JIeKApCTBEHHOro npenapata MU
dbapmaueBTUYECKOM CyBCTaHUMM WM CPOK YBEOOMIEHMA 3KCNEPTHbIM yuypexaeHuem o6 3Tom B
nucbmeHHoOM dopme ynosHoMoYeHHoro dpegepanbHOro opraHa UCNOMHUTENbHOM BAACTU, yKa3aHHble B
yacTax 2 M 3 HacToALEN CTaTbM, HE BKAIOYAIOTCA B CPOK NPOBEAEHMNA YKa3aHHbIX B YacTi 1 HacToAweMn
CTaTbW IKCNEPTU3.

5. ﬂ,OKyMEHTbI, noCTynmeLllME B IKCNEPTHOE y4vpexaeHne anAa npoBeaeHmnAa yka3aHHbIX B 4aCTu 1
HaCTOHU.LEﬁ CTaTbM 3KCMNEPTU3, noanexatr BO3BpPATY B yrIOﬂHOMO‘-IGHHbIﬁ d)ep,epaanb|l7| opraH
NCNOSIHUTENIbHOMN BNACTH OA4HOBPEMEHHO C 3aK/TIYEHNAMMU NO pPe3y/ibTaTaM YKAa3aHHbIX 3KCNePTUs.

CratbAa 25. loBTOpHOE NpoBeaeHMe 3KCNEePTU3bl IEKAPCTBEHHbIX CPeACTB
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(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasax HeaoCTaToOuHOM 060CHOBAHHOCTM MW HEMOJIHOTbI 3aK0HEHNA KOMUCCUM SKCMEPTOB,
Ha/IMuMA B HEM NPOTUBOPEYMBLIX AaHHbIX, danbCUPUKaALMU BbIBOAOB IKCNEPTMU3bl JIEKAPCTBEHHOTO
CpeacTBa, COKPLITUA OT YNONHOMOYEHHOro ¢peaepanbHOro opraHa UCNONAHUTENbHOW B1IaCTM OCHOBaHWUM
AN OTBOAA 3JKCMepTa BC/AEACTBME €ro 3auMHTEepPecoBaHHOCTM B pe3y/bTaTax COOTBETCTBYOLLEN
3KCMEepPTU3bl, HaANUMA [JaHHbIX O MNPAMOM /AMBO KOCBEHHOM BMeLLaTeNbCTBE B  npolecc
COOTBETCTBYIOLLEN SKCNEPTU3bl NIML, HE Y4YacTBYIOLMX B ee NpoBeAeHMM, HO OKasaBLUMX BAUAHME Ha
npouecc 1 pesynbTaTbl ee NPOBeAEHMA, YNONHOMOYEHHbIM deaepasbHbiM OPraHOM MCMNONHUTE/IbHOM
B/1aCTU Ha3HaYyaeTca NOBTOPHAA IKCNEepPTU3a IeKapCTBEHHOTO CpeCcTBa U (MAn) aTUYecKana aKcnepTunsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. MNoBTOpHaA 3KcnepTU3a NeKapCTBEHHOro CpeacTBa NPOBOAMUTCA C YY4ETOM Pe3ynbTaToB paHee
npoBeAeHHOM 3KCNepTU3bl B CPOK, YCTaHOBAEHHbIM YNONHOMOYEHHbIM ¢eaepanbHbiM OpPraHom
NCNONHWUTENbHOM BNACTU M He NPEeBbILAoWMIA TPUALATN Paboumnx gHen co AHA NONYYEeHUA SKCNEePTHLIM
yuypexKaeHmem 3agaHna Ha NpoBedeHne NoBTOPHOM 3KCNePTMU3bl IeKapCTBEHHOTO CpeacTBa.

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

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

CratbAa 26. YCKOpeHHas npoueaypa sKcnepTusbl 1€KapCcTBEHHbIX CPeACTB

1. YckopeHHasa npoueaypa 3KCNepTuU3bl JIEKAPCTBEHHbIX CPeACTB B LENAxX rocysapCTBeHHOM
perncTpauumn NeKkapcTBEHHbIX MpenapaToB MNPUMEHAETCA B OTHOWEHUM OpPQdaHHbLIX NEeKAPCTBEHHbIX
npenapaToB, NepPBbIX TPEX IEKAPCTBEHHbIX NPenapaTos, perncTpmpyemoix B Poccuiickon depepaumm B
KayecTBe BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX MPenapaToB, O4YepefHOCTb KOTOPbIX onpeaenseTca B
COOTBETCTBUM C HOMEPOM U [aTOM BXOAAWMX 33ABJEHMA O T[OCYAAPCTBEHHOM perncrpauum
JIeKapCTBEHHbIX NMPEnapaToB B pPaMKax OAHOrNo MeMKAyHapOAHOro HenaTeHTOBaHHOrO HaMMEHOBaHMUA
JIeKapCTBEHHOrO npenapaTta MAM TPynnMPOBOYHOrO HAaWMEHOBAHWA JIEKAPCTBEHHOrO npenapaTta, U
JIeKapCTBEHHDIX npenapaTos, npegHa3HavyeHHbIX WUCKNIOYUTENBHO ana npUMeHeHnA
HEeCOBEepPLUIEHHONETHUMM FparkaaHaMu.

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

2. YcKopeHHaa npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbLIX CPEACTB B LENAX rocyAapCTBeHHOM
perucTpauumn NeKapcTBEHHbIX NPENapaToB He MPUMEHAETCA B OTHOLLIEHUMU:

1) 6uoaHanorosbix (6MONOA0BHbLIX) NEeKapCTBEHHbIX NpenapaTos (buoaHanoros);

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

3) BOCNPOM3BEAEHHbIX J/IEKAPCTBEHHbIX MNpPenapaTtoB (33 WCKAOYEHMEM NepBbIX Tpex
peructpupyemblx B Poccuiickoit ®degepaumm B KauyecTBe BOCMPOW3BEAEHHbIX /I€KAPCTBEHHbIX
npenapaTtoB W /EKAPCTBEHHbIX MPenapaTos, NpegHasHaYeHHbIX WCKAYUTENbHO ANA NPUMEHEHMUSA
HecoBepLUEHHONETHUMM rpaxkaaHamm);

4) HOBbIX KOMBWHALWIA 3aPErMcTPUPOBAHHBIX PaHee IeKapPCTBEHHbIX MPEnapaTos;

5) nekapcTBeHHbIX NPenapaToB, 3aperncTPMpPOBAHHbLIX PaHEe, HO MPOM3BEAEHHbIX B APYrux
JIeKapCTBEHHbIX POopMax B COOTBETCTBMM C Nepe’yHEM HAaUMEHOBAHWUI NIeKapCTBEHHbIX GOPM U B HOBOW
[03UPOBKe.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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3. YcKopeHHaa npoueaypa 3KCNepTU3bl NEKAPCTBEHHbIX CPeACTB MPOBOAMTCA MO pPeELleHUIo
COOTBETCTBYIOLLEIO YNO/IHOMOYEHHOro deaepasibHOro opraHa UCNOJIHUTENbHOM BNACTM HA OCHOBAaHMMU
3anB/IeHMA 3aABUTENA B CPOK, He NpeBblllaoWwmnii Bocbmuaecaty pabounx gHein. Mpu sTom akcnepTnsa
OOKYMEHTOB, COAEPMKaALUUXCA B PErNCTPALUMOHHOM AOCbe Ha JIEKapCTBEHHbIA NpenapaT, NPoBOANTCA B
CPOK, He MpeBblWatoWmMi gecatn paboymx gHel, 3KcnepTUsa KadecTBa SIEKAPCTBEHHOMO CPeacTBa M
3KCMepTU3a OTHOLWIEHMA OXMAAEMOKN MNOMb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMA NIEKAPCTBEHHOIO
npenapaTta NPoBOAATCA B CPOK, HE MPEBbILLAIOLWMIA WECTUAECATU pabounx gHeN.

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

3.1. B oTHOWeHMM opdaHHbIX IEKAapPCTBEHHbIX NpenapaTos MOryT bbiTb NpeacTaBaAeHbl pe3yabTaTbl
OOKMHUYECKUX UCCNef0BaHMIA NEKAPCTBEHHbIX CPEACTB U KNIMHUYECKMX UCCef0BAaHNIN NeKapCTBEHHDbIX
npenapaToB A8 MeAULMHCKOro NpMMEHeHUA, BbINOJHEHHbIX 33 Npeaenamn Poccuitickon ®epepaumm B
COOTBETCTBUM C MpPaBMNAMM HagaerKawen NabopaTopHOM NPaAKTUKM W NpaBUIaMK  HaAfexallein
KIMHUYECKOW NPAKTUKMU.

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

4. YcKOpeHHasa npoueaypa 3KCNepTusbl NeKapCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPAAKE,
yCTaHOBNAEHHOM cTaTbamm 17 - 20, 23 un 24 Hactoswero denepalbHOro 3aKOHA, M He O3Ha4vaeT
CHUXKEeHUA TpeboBaHUI K 6€30MacHOCTU, KayecTBy U 3G HEKTUBHOCTM IEKAPCTBEHHbIX NPEnapaTos.

CratbAa 27. PewneHue o rocyaapCcTBEHHOM perucTpauum 1eKapcTBeHHOro npenapara

1. B cpok, He NpeBblWatoWwmii AecATU pabounx gHen co AHA NOAYYEHMA 3aKAOYEHUI KOMUCCUM
SKCNepToB MO pe3y/bTaTaM SKCNepTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACcTBa U 9KCNEPTMU3bl OTHOLLIEHUSA
OXMOAaeMoW  MoNb3bl K  BO3MOMHOMY  PUCKY MNPUMEHEHUA  NIeKapCTBEHHOro  Mpenapara,
COOTBETCTBYHOLLNIN YNONHOMOYEHHbIN peaepanbHbii OpraH UCMONIHUTE/IbHOM BNACTU:

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

1) pasmelLaeT Ha cBoem odpULMaNbHOM caiTe B ceTu "MHTepHeT" COOTBETCTBYIOLLME 3aKNOUEHMSA
KOMMCCMM 3IKCMEPTOB M OCYLLECTBAAET WX OUEHKY ANA onpegeneHus COOTBETCTBMA 33a4aHMIO Ha
npoBeAeHue 3TUX 3KCNepTUs;

(n. 1 B8 pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) NpYHMMaEeT pelleHWe O rocyAapCTBEHHOW perncTpauuu NeKkapcTBeHHOro npenaparta uam ob
OTKa3se B rocyapCcTBEHHOM perucTpaumMm NekapcTBEHHOro npenapara;

3) BHOCUT NpM NPUHATUM PELLEHUN O rOCyAapPCTBEHHOW perncTpauum NekapCcTBEHHOIO npenaparta
OaHHbIe O 3aperncTpMpoBaHHOM JIeKAPCTBEHHOM Mpenapate, B TOM 4ucie o0 ¢dapmaLeBTUYEeCKon
cybCcTaHUMKN, BXOAALIE B COCTaB JIeKapCTBEHHOro npenapata, B TOCYAapCTBEHHbIM peecTp
JIEKapCTBEHHbIX CPEeACTB M BblAAeT 3aABUTENI0 PErMcTpalMOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOTO
npenapata, ¢opma KOTOPOro YTBEP)KAAETCA  YMNOJIHOMOYEHHbIM  deaepanbHbiIM  OpraHom
WCNONIHUTENbHOW B/1aCTM, COrNAacoBaHHble HOPMATUBHYHO AOKYMEHTaLUMIO, HOPMATUBHbIM [AOKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHWUIO JIEKAPCTBEHHOTO NpenapaTta U MaKeTbl NepPBUYHOM YNAaKOBKU N BTOPUYHOM
(noTpebutenbckoi) ynakOBKM C YKasaHMEM Ha HUX HOMepa pPerucrpauyoHHOro yA0CTOBepeHUs
JIeKapCTBEHHOrO npenapaTta W Aatbl €ro rocygapcTBEHHOW pPEerucTpaumMm WaM B C/yyae MNPUHATUSA
peweHns o6 OTKase B rOCyAapCTBEHHOW pPerucTpauMmM NekapcTBEHHOro npenapaTta yBeAOMNAET B
NUCbMeHHol d¢opme 3aaBuTENA 06 3TOM C YyKasaHMeM TMpPUUYMH TaKoro OTKasa. 3a  Bblgady
perncTpaunoHHOro yaoCcToBepeHns NeKapCcTBEHHOro npenapaTa B3MMaeTca rocyapcTBeHHasa noLiMHa
B COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuiickon deaepaumm o Hanorax 1 cbopax.

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

2. OcHoBaHMEM p/1A OTKasa B roCy4apCTBEHHOM PerucTpaumm NekapcTBEHHOro npenapaTta A
MEOMLMHCKOrO  MPUMEHEHUS  SIBNSIETCA  3aK/IOYEeHMe  COOTBETCTBYHOLLErO  YNOJHOMOYEHHOTO
dbenepanbHOro opraHa WCMNONHWUTE/NIbHOW BAACTM O TOM, YTO KayecTBO M (Man) 3dpdeKTMBHOCTb
pPerncTpupyemoro JIeKapCTBEHHOro npenaparta A/1A MeAMLMHCKOrO MPUMEHEHUS He MOATBEpPKAeHbI
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NONYYEHHbIMM AaHHbIMM UKW YTO PUCK MPUYMHEHUA Bpeda 340POBbi0 YeN0BEeKa BCAeACTBME Mpuema
NleKapcTBeHHOro npenapata Ana MeAMUMHCKOTO NpUMeHeHus npesblwaeT 3G eKTMBHOCTL €ro
NPUMEHEHNA.

(yacTtb 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MoBTOpHOE npeAcTaB/lieHNEe B COOTBETCTBYHOWMA YNOJAHOMOYEHHbIN deaepanbHbii opraH
WCMOJIHUTE/IbHOW BAAaCTU /IEKAapPCTBEHHOro npenapaTta, B OTHOLIEHMW KOTOPOro MnojlydeH OTKa3 B
rocyAapCTBEHHOM perucTpaunm u KoTopblii BNOCAeACTBUM NOABEPICA M3MEHEHUIO B YacTU ero CoCcTaBa,
paccmaTpuBaeTCA Kak NpeacTaB/ieHME HOBOIO /JIEKAPCTBEHHOrO npenapaTa Ha ero rocyAapCTBEHHYH
perncTpaumnio He3aBUCUMO OT COXPAaHEHUSA ero NepBUYHOrO HAaMMEHOBAHMA.

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

4. Mpw npenocTaBNeHUM 3asBUTENEM B COCTaBE PErMCTPaLMOHHOIO AOCbe Ha /IeKapCTBEHHbIM
npenapar A1a BETEPUHAPHOIo NPUMEHEHMA KOMUU PeLlEHNA YNONHOMOYEHHOTo ¢deaepasibHOro opraHa
WCNOJIHUTENbHON BIAaCTM O MPOBEAEHUU WHCNEKTUPOBAHUS MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeacTB
CPOK TMPUHATUA pelieHns O TrOoCyAapCTBEHHOW perucTpaumm eKkapCTBEHHOro npenapata  Ans
BETEPUHAPHOrO NPUMEHEHUS NPUOCTAaHABNMBAETCA CO AHA NONYYEHUA 3aKNHOYEHWNI, YKA3aHHbIX B Y4acTh
1 HacTosWeN CTaTbK, 4O AHA NPUHATMA YNOJHOMOYEHHbIM desepasbHbIM OPraHOM UCMOJAHUTENbHOWN
B/1IACTU PEeLUeHMA O BblAaye MAM 06 OTKase B Bblgaye 3aK/AOYEHUA O COOTBETCTBUM NpoOM3BOAMTENA
JNIeKapCTBEHHbIX CpeacTB TpeboBaHMAM NpaBMA HagaeXKalieh NpPou3BOACTBEHHOW MPAKTUKWU, HO He
60nee yem Ha CTO BOCEMbAECAT pPaboumx gHeN.

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

5. OcHOoBaHMeM A/1A OTKasa B rocy4apCTBEHHOW PerncTpaumnmn ekapCTBEHHOro npenaparta gas
BETEPUHAPHOIO MNPUMEHEHUA ABMAETCA 3aK/lOYEHME YMNONHOMOYEHHOro ¢eaepanbHOro OpraHa
WUCNONIHUTENbHON BMAcTU O TOM, 4TO KayectBO U (nnan) 3PPEKTUBHOCTb PErncTpUpyemoro
NIeKapCTBEHHOrO npenapata A4aA BETEPUHAPHOrO MNPUMEHEHUA He MNOATBEPKAEHbl MONYYEHHbIMU
OAHHBIMU UIN YTO PUCK NPUYMHEHUA Bpeda 340P0BbI0 Y KMBOTHOTO BC/1IEACTBME NPUEMA JIEKAPCTBEHHOIO
npenapata Aaa BETEPMHAPHOro MNpUMeHeHMA npesbilwaeT 3OPeKTUBHOCTb €ro MNpPUMEHEHUA, OTKas
YNONHOMOYEHHOIo deaepasbHOro opraHa WCNOJHUTENbHOW BAACTM B Bbl4ade 3aK/Al4YeHMA O
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM MpPaBUA  Haga/eKallel
NPOM3BOACTBEHHOM MPAKTUKM ONS8  KaXAoh NpPOU3BOACTBEHHOW MJ/IOWAAKM  PErnCTpUpyemMoro
NIeKapCTBEHHOrO npenapata AAA BETEPUMHAPHOro MNPUMMEHEHMA B C/lyYyae, €CAM NPou3BOACTBO
NIeKAapCTBEHHOrO npenapata [A/1Aa BETEePMHAPHOrO MNPUMMEHEHUA OCYLLECTBAAETCA 3a npefenamu
Poccuitckoit ®epepaumn, Uam oTCyTCTBUE TaKOTO 3aKA0YEHMA.

(yacTtb 5 BBeaeHa PegepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

KoHcynbTaHTIAOC: NpumeyaHue.
O nopagke M CpoKax ornpeaeneHna B3aUMO3aMEHAEMOCTU JIEKAapCTB JIEKapCTBEHHbIX Npenapartos,
3apernctpupoBaHHbix 4o 01.03.2020, cm. cT. 3 @3 01 27.12.2019 N 475-P3.

Cratba 27.1. B3aMmo3ameHAeMOCTb JIeKAapCTBEHHbIX MNpenapaTtoB AAA MegULMUHCKOro
npumeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3ammosameHAeMOCTb NNEKAPCTBEHHbBIX nNpenapatoB An4 MeaUUUHCKOro npumeHeHuA
onpegenaeTca yno1IHOMOYEHHbIM d)ep,epaanblm OpraHom NCNONHUTENbHOM BNacCTu, oCcywecTtBaaowmnm
roCygapCTBEHHYIO PErncTpaunto NeKapCTtBEHHbLIX NpenapatoB Anad MeguuunHCKOro npumeHeHuAa, B
pPamKax OAHOIro MmexaAyHapogHOro HenaTtTeHTOBAaHHOIo (MI'IM XUMUNYECKOro, umaum rpynnMpOBquoro)
HanmMeHOBaHWA Ha OCHOBE 3aK/Il04EHUNA KOMUCCUUM ISKCMNEPTOB 3SKCNEPTHOro y4dpexaeHuAa o
B3aMMO3aMEHAEMOCTU NEKAPCTBEHHOTO npenapara 4aa MmeanumnHCKOro npumMmeHeHunA nmbo o TOM, 4TO
J'IEKBpCTBEHHbII?I npenapar gna MeguunHCKOro npuMmMmeHeHunAa He ABAAETCA B3aMMO3aMeEHAEMbIM.
MopAagoKk onpegeneHna B3aMMO3aMEHAEMOCTU NeKAPCTBEHHbIX MpenapaTtoB Aaa MeguUMHCKOro
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npumeHeHna ©  ¢Gopma  3aKJOYEHUS KOMMUCCMM  SKCMEPTOB  3KCMEPTHOro  y4ypekaeHus o
B3aMMO3aMeEHAEMOCTN NIEKapPCTBEHHbIX NpPenapaTtos A8 MeAULMHCKOro NpUMeHeHUsa NMbo o Tom, YTo
JIeKapCTBEHHbIM Npenapat Ans MeAUMUMHCKOrO MNPUMEHEHUA He SABAAETCA B3auMO3aMeHAEeMbIM,
ycTaHaBamsatotca lMpasutensctBom Poccuiickoin Peagepaumu.

2. KoMmuceua 3KCMepToB 3KCMEPTHOro ydypexaeHusa AaeT 3aKAlyeHWe O B3aMMO3aMeHAeMOCTU
NleKapcTBEHHOrO npenapata 444 MeAMUMHCKOro npumMeHeHua anbo O TOM, UTO JIEKapPCTBEHHbIN
npenapat A1 MeAMLMHCKOrO MPUMEHEHMS He ABAAETCA B3aMMO3aMeHAeMblM, Ha OCHOBaHWK
cnefyroWmx KpuTepmnes (XapakTepucTmk):

1) 3KBMBaneHTHocTb (Ans 6uoaHanorosbix (6MONOAO6HBLIX) /IEKAPCTBEHHbLIX MpenapaTos
(boaHanoros) -  COMOCTAaBMMOCTb)  KauyeCTBEHHbIX M KONMYECTBEHHbIX  XapaKTepuUCTUK
dbapmaueBTUYEeCcKUX cybCcTaHUMM AU CoNoCcTaBUMOCTb aHTUIEHHOro coCTaBa BaKUMH. Mcnosib3oBaHue
pa3NnyHbIX coneit, 3GUPOB, KOMNAEKCOB, N30MEPOB, KPUCTANANYECKUX GOPM M APYrUX NPOU3BOAHbIX
OAHOrO W TOrO e [AeWNCTBYIOWEro BellecTBa He ABAAETCA MNPenaTcTBMEM [AN1A onpedeneHus
B3aMMO3aMEHAEMOCTN  /IeKapCTBEHHbIX MNpenapaTtoB, ecAM Npu  NpPoBeAeHUMM  UCCeAoBaHUA
OMO3KBMBAIEHTHOCTM  JIEKAPCTBEHHOTO  MpenapaTa  WAM  WUCCNeAOBaHMA  TepaneBTUYECKOM
SKBUBA/IEHTHOCTM NIEKAPCTBEHHOrO MpenapaTta AO0Ka3aHO OTCYTCTBUE KAMHUYECKU 3HAYMMbIX Pas3inymnii
bapMaKoOKUHETUKM U (unn) 3ddeKTUBHOCTM M 6e30MacHOCTU /JIeKapCTBEHHOro mnpenapaTta  Aans
MEANUMHCKOro NpUMeHeHus;

2) 3KBMBANEHTHOCTb JIeKapCTBEHHOW Gopmbl. M0 3KBUBANEHTHLIMU JIeKaPCTBEHHbIMU hoOpMamMm
MOHMMAIOTCA pPa3Hble JIeKapCTBEHHble GOPMbI, MMElOLWME OAMHAKOBble criocob BBegeHMA M cnocob
npumeHeHna, obnagaloume CONocTaBUMbIMU  GaPMaKOKMHETUYECKMMU  XapaKTepUCTUKaMU U
dbapmakosormyeckum  aenctesmem M obecneumsalollmMe  TaKXe  AOCTUXEHWe  HeobxoauMmoro
KANHUYECcKoro apdekTa. Pasnnumna nekapcreeHHbIX GOpM He ABAAIOTCA NPEnATCTBUEM A4 onpeaeneHma
B3aMMO3aMeEHAEMOCTN  /IeKapCTBEHHbIX MNpenapatos, €eciM Npu  NpPoBeAeHMM  UCCNeAOoBaHUA
6MO3KBMBANEHTHOCTM  /IeKApCTBEHHOrO  npenapaTa WMAM  WUCCAeAOBaHMA  TepaneBTUYECKOM
3KBUBAMIEHTHOCTM NEKapCTBEHHOro npenapaTta A0Ka3aHO OTCYTCTBME KAMHUYECKM 3HaYMMbIX Pas3anduii
bapmMaKoKUHETUKM U (unn) 3ddeKTUBHOCTM M 6e30MacHOCTM /ieKapCTBEHHOro mnpenapaTta  Ans
MeANLMNHCKOro NPUMEHEHUSA;

3) 3KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOFATE/IbHbIX BELLECTB J1EKAPCTBEHHOMO
npenapata Ana MeAUUMHCKOrO MNpuMeHeHuAa. PasnanumAa coctaBa BCMOMOraTesibHbIX BeLLecTB
NIeKapCTBEHHOrO MpenapaTta He ABAAKTCA NPEenATCTBMEM ANA OnpefesieHUA B3aMMO3aMeHAEMOCTU
NIeKapCTBEHHbIX MpenapaToB, ecAu Npu  MNPOBEAEHUMM  UCCNef0BaHUA  OBUOIKBMBANEHTHOCTU
NIeKapCTBEHHOrO Npenapata WauM UCCNefoBaHUA TepaneBTUYECKOW SKBUBANIEHTHOCTU NIEKAPCTBEHHOTO
npenapata [AO0Ka3aHO OTCYTCTBME KJ/AMHUYECKM 3HAYMMBbIX Pasivunii GapMaKOKUHETUKM U (1Man)
3pPeKTMBHOCTM M H6E30MACHOCTM JIEKAPCTBEHHOrO npenapaTta 4aa MeauLMHCKOro npumeHeHus. Mpu
HaNYUU KIMHUYECKM 3HAUYUMbIX Pa3IUUNin GapMaKOKMHETUKU U (Unn) adbdeKTUBHOCTU M Be3onacHoCTU
JIeKapCTBEHHOrO nNpenapaTta 418 MeUUMHCKOTo NPUMEHEHUS B3aMMO3aMeEHAEMOCTb ONpeaenaeTca ¢
YyKa3aHMEM Ha UCKNIOYEHWUE OTAE/NbHbIX FTPYNn NaLMUeHTOB;

4) NAEHTUYHOCTb cnocoba BBeAEHNA U cnocoba NMPUMEHEHNA;

5) COOTBETCTBME NpoOnN3BOANTENA NEKAPCTBEHHOIO CpeacTBa TpE6OBaHMF|M npasun Ha,a,nemauj,eﬁ
HpOMBBOACTBEHHOVI NMPaKTUKNU.

3. Onpe,a,eneHme B3aMMO3aMeHAEMOCTU BOCNPOU3BEAEHHDbLIX JIEKAPCTBEHHbIX NpenapatoB AnA
MeONLNHCKOIoO NpuMeHeHuA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero CDe/J,epaanoro 3aKOHa,
ocywecrBnaeTca 6es HeO6XO,CI,MMOCTM AOKa3aTtenbCTBa UX 6MO3KBMBAIEHTHOCTM.

4. OcobeHHOCTM onpefeseHnss B3aMMO3aMEHAEMOCTM  BMOIOTUYECKUX  NIEKAPCTBEHHbIX
npenapaTtoB, KOMBWHWPOBAHHbIX /JIEKAPCTBEHHbIX NPENapaToB (coAaeprKaliMx KOMBMHALMIO ABYX M
6onee [OeNCTBYIOWMX BELWLECTB), /IEKAPCTBEHHbLIX NpPenapaToB A4 MNapPeHTepPanbHOro MUTaHuA W
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HeZ03MPOBAHHbIX /IEKAPCTBEHHbIX MpenapaTtoB YycTaHaBauBatoTca [lpasButenbctBom Poccuiickol
depgepaunn.

5. Onpe,u,eneHme B3aMMO3amMeHAEeMOCT He OocCylecTBaAeTcA B OTHOWEHWUU 1eKapCTBEHHbIX
PacCTUTENIbHbLIX NPenapaToB, roMmeonaTn4YeCKnX 1eKapCTBeHHbIX NpenapaTos.

6. CDOpMVIpOBaHVIe nepevyHA B3anMo3amMeHAEeMbIX NeKapPCTBEHHbIX NpenapaTtos Ana meanunHCKoro
npUMeHEHNA OCYLLECTBNAETCA SKCNEPTHbIM y4ypexgeHnem nocpencrsom O6'be,CI,VIHeHVIF| NEKapPCTBEHHbIX
npenapatoB B OTAE/IbHblE Tpynnbl, B Ka)K,D,Oﬁ M3 KOTOPbLIX N1IEKAPCTBEHHbIE NpenapaTtbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnyyae BK/IOYEHUA B MHCTPYKUMIO MO MEAMLMUHCKOMY MPUMEHEHUIO NEKAPCTBEHHOIO
npenapaTa Ha OCHOBAHWW Pe3yNbTaTOB COOTBETCTBYIOLMX MCCEA0BAHUIM NOKA3aHUA A5 NPUMEHEHMUS,
KOTOPbIe OT/INYAIOTCA OT MOKA3aHMI AAA NPUMEHEHUA APYINX JIEKAPCTBEHHbIX MPenapaTtoB M3 rpynnbl
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX MNpPenapaTtoB, B NepeyHe B3aMMO3aMEHAEMbIX JIeKAPCTBEHHbIX
npenapaTos 414 MeAULMHCKOro NPUMeEHEHMUA A0MKHA OblTb YKa3aHa COOTBETCTBYOLWAA MHOPMALLUA.

KoHcynbTaHTlAOC: NnpyMmeyaHume.

I'Iepequb B3aMMO3aMeHAEMbIX JNeKapCTBEHHbIX MnpenapaTtoB, B OTHOWEHUUN KOTOPbIX MUMEKTCA
pe3ynbTaThbl MCCﬂeAOBaHMVI ONO3KBUBANEHTHOCTU UMK TepaHEBTMHeCKOVI 3KBUBANEHTHOCTU, A0/1XKeH
6bITb chOpMUPOBAH U pasmellleH Ha oduLmanbHOM caliTe MuHsapasa Poccum ao 01.07.2020. (P3 ot
27.12.2019 N 475-®3).

8. MNepeyeHb B3aMMO3aMeHAEMbIX IEKaPCTBEHHbIX NPenapaTos A8 MeAULMHCKOro npumeHeHus
pasmeLaeTca ynoJHoMo4YeHHbIM defepasibHbiM OPraHoM UCMNONHUTENbHOW BAACTU, OCYLLECTBAAIOLMM
rocyAapCTBEHHYIO PErncTpaumio IeKapcTBEHHbIX MPenapaTtoB Ana MeAMUMHCKOro NPUMEHEHUs, Ha
cBoem oouumanbHom canTe B cetm "MHTepHeT". WMHbopmauma B nepeyHe B3aMMO3aMEHAEMbIX
NleKapcTBEHHbIX NPenapaToB 418 MegUUMHCKOro NpumeHeHUsa 06HOBAAETCA YKasaHHbIM desepanbHbiM
OpraHOM MCNOJIHUTENbHOM BAACTU C YYETOM HOBbIX 3aPErMCTPUMPOBAHHbIX JIEKAPCTBEHHbIX NpenapaTos
ANA  MEeAMUMHCKOrO TMNPUMEHEHWA W BHECEHHbIX WM3MEHEHUI B [OKYMEHTbl, COAeprKalmecs B
PEerncTpaumMoHHbIX A0Cbe Ha 3aperncTpuMpoBaHHbIe JIEKAPCTBEHHblE NpenapaTbl 41A MeAUUMHCKOro
NPUMEHEHNA.

9. MNopaAoK MCNOAb30BaHUA WMHPOPMALMK O B3aMMO3aMEHAEMbIX JIeKapCTBEHHbIX MpenapaTtax
AN MeAMUMHCKOro NMPMMEHEHUA U NopPALOK A3a4YM PasbACHEHUI NO BOMPOCAM B3aMMO3aMeEHAEMOCTH
JIeKapCTBEHHbIX NPEnapaTtoB Aaa MeAUUMHCKOTO MPUMEHEeHMA ycTaHaBauBaloTca [paBUTENbCTBOM
Poccuitckoin Pepepaumn.

KoHcynbTaHTIAOC: NpumeyaHue.
CpoK perncrpaumm nekapCcTBeHHOro npenapata, uctekatowmii ¢ 15.03.2020 no 31.12.2020, npoaneH
Ha 12 mecaues (MoctaHoBneHue MpasuTtenbctea PO o1 03.04.2020 N 440).

CtaTbA 28. PerncTpaumoHHoe yA,0CcToBEPeHUE IEKAapCTBEHHOro npenapara

1. PerncrpauMoHHOe yA0CTOBEpPEHME JIEKAPCTBEHHOrO MpenapaTta C yKasaHMem NeKapCTBEHHbIX
$bopmM M [03MPOBOK BblaaeTcs 6eccpoyvHO, 33 WUCKAUYEHUMEM PETrUCTPALMOHHOIO YAOCTOBEPEeHUs
NIeKapCTBEHHOTO MperapaTta, Bbl4aBaemMoro CO CPOKOM AeicTBMS NATb JIeT, Ha BNepBble
peructpupyemble B Poccuitickoit ®egepaumm neKapcTBeHHble Npenaparb.

2. Mo ucTeYeHUM yKasaHHOrO B 4acTM 1 HacTosAwel CTaTbM CPOKA Bblaaetcs bHeccpouyHoe
perncTpaunoHHoe YAOCTOBEPEHME /IeKAapCTBEHHOro npenapata NpuW YCAOBUWM MNOATBEPXKAEHMA ero
rocyAapCTBEHHOW perncTpaumm.
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3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbsamm 30 u 31 HactoAawero PeaepanbHOro 3akoHa
M3MEHEeHMN B codeprKallmeca B PerncTpaumoHHOM A0Cbe Ha 3aperMcTpUMpOBaHHbIA NeKapCTBEHHbIN
npenapaTt AOKYMEHTbl, 3aTParnBaloWmnX CBEAEHNA, OTPAXKEHHble B PerncTpauMoHHOM yA0CTOBEPEHUMU
JIeKapCTBEHHOTO NpenapaTa, YyNOAHOMOYEHHbIN denepanbHbii OpraH UCNOJAHUTENLHOW BNAACTU BblgaeT
HOBOE PErncTpaunuoHHOe ya0CTOBEPEHNE IEKAPCTBEHHOrO Npenapara, cogeprkaliee BHeECEHHbIE B HErO
U3MEHEHMA.

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

4. B cnyyae yTpatbl UAM NOBPEXAEHUA PErncTpauMoOHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOrO
npenapata no 3aABJAEHUIO B MUCbMEHHON dopme AepiKaTena WauM Bnajenbla pPerncTpaLmoHHOro
YO0CTOBEPEHUA JIEKAPCTBEHHOTO Npenaparta Ui yNnoJHOMOYEHHOTO MMM APYroro Iopuanyeckoro amua
0 Bblgaye  AybAvMKaTa  perucTpauMoHHOrO  YAOCTOBEPEHWMA  JIEKAapCTBEHHOrO  MpenapaTa
YNONIHOMOYEHHbBIN dpesepanbHbIi OpraH UCNONHUTENBHOW BAACTU B CPOK, HE MpPEBbLIWAOWNA AECATU
pabounx AHeN co AHA NOCTYN/eHWs 3afB/eHMUA, BblAaeT AyH6AMKAT PerncTpalMoHHOro yA0CTOBEPEHUA
JIeKapCTBEHHOrO Npenapata. 3a Bblaavy Ay6anMKaTa perncTpaumoHHOro yA0CTOBEPEHMUA NEKAPCTBEHHOTO
npenapaTa B3MMaeTcA rocyAapCTBEHHAA NOLWJ/IMHA B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoit
depepaunn o Hanorax n cbopax.

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

KoHcynbTaHTIAOC: NpumeyaHue.
CpoK permcrpaumm nekapCcTBeHHOro npenapata, uctekatowmii ¢ 15.03.2020 no 31.12.2020, npoaneH
Ha 12 mecaues (MoctaHoBneHue MpasuTtenbctea PO o1 03.04.2020 N 440).

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

1. NoaTBeEpXKAEHWe rocyfapCTBEHHOM pPerncTpaummn NeKapcTBEHHOro npenapara oCyLLecTBaAeTcA
npu Bblgavye H6eccPoOYHOro PerucTpaLMoHHOro YAOCTOBEPEHUA NEKAapCTBEHHOrO MpenapaTta B Cay4ae,
YKa3aHHOM B 4actu 2 ctatbu 28 Hactosuwero deaepasibHOro 3aKOoHa, B CPOK, HE MpPeBbllatoLWnii
wectngecATM paboynx gHen co AHA MONYYEHMA COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMOJMIHUTENIbHOW BNACTU 3afABAIEHUA O MNOATBEPKAEHUU TOCYAAPCTBEHHOW perncrpaumu
NleKapCcTBEHHOro npenapaTta. He ocyuiecTBnseTca NOATBEPKAEHME FOCyAapCTBEHHOW perucTpauuun B
OTHOLLUEHUM NIeKapCTBEHHOTO NpenapaTa, He HaxoamsLerocA B obpauteHun B Poccuiickot Pepepauum B
TeyeHue Tpex U Bonee NeT, a TaKKe B OTHOLIEHWW NIeKAPCTBEHHOrO CPeAacTBa, MPOU3BEAEHHOro C
HapylweHuem TpeboBaHMA, yCTaHOBAEHHOrO YacTbto 3.7 cTaTbk 71 HacToswero ®enepanbHOro 3aKoHa.

2. 3anABneHVe O NOATBEPKAEHUN rOCYAAPCTBEHHOW PErMCTpaL MK JIeKapCTBEHHOIO NpenapaTa A/
MEAMLMHCKOrO MPUMEHeHUs NpeacTaBAAeTCA B COOTBETCTBYIOLWMIA YNOAHOMOYEHHbIM deaepanbHbIi
OpraH UCNOJIHUTE/IbHOM BNACTM He paHee Yem 3a CTO BOCEMbAECAT AHEW A0 UCTEYEHUA CPOKa AENCTBUA
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOMO Npenaparta 418 MeAULMHCKOro NPUMEHEHNA.

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

2.1. 3asBneHMe 0 NoATBEPXAEHUM FOCYAAPCTBEHHON PEerucTpauum ieKapCcTBEHHOro npenapara
AN BETepUMHaApHOro MNPUMEHEHMA NPeACTaBAAeTCs B COOTBETCTBYHOLWMN  YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNONHUTENILHON BNACTU HE paHee Yem 3a CTO BOCEMbAECAT AHEN A0 UCTEeYeHUs
CPOKa AEeNCTBUA PErncTPaLMOHHOrO yAOCTOBEPEHUS NEeKAPCTBEHHOrO npenaparta A1a BeTepMHapHOro
NPUMEHEHNA N He NO34Hee OKOHYAHWUA CPOKA ero AencTeus.
(yacTb 2.1 BBegeHa deaepanbHbim 3akoHOM 0T 02.08.2019 N 297-3)

3. NoaTBep:KAeHUE roCyAapCTBEHHOW PErncTpauumn NeKapcTBEHHOMO NpenapaTa OCyL,ecTBAAeTcA
No pesy/nbTaTamM 3KCMepPTU3bl OTHOLIEHUA OXWOAEMON MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMUSA
NleKapCcTBEHHOTO NnpenapaTta Ha OCHOBaHWK Pe3y/bTaToB MOHUTOPUHIa 3GPEeKTUBHOCTM M 6e30MacHOCTH
NleKapcTBEHHOro npenapaTta, MNPOBOAMMOrO AepKaTenem WAM  BNafenbUem PerncTpaumoHHOro
YAOCTOBEPEHUA NIeKapCTBEHHOrO npenapata AM60 YNOAHOMOYEHHbIM UMW HOPUANYECKMM MLOM, a
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TaKXe cooTBeTCcTByrOWMM YNOJTHOMOYEHHbIM d)ep,epaanblM OopraHom WUCMNOJIHUTENIbHOM BNAacTu B
COOTBETCTBUUN C TpE6OBaHMF|MVI CTaTbu 64 HacToALLero CDep,epaanoro 3aKOHa.

4. K 3aABNeHNI0 O NOATBEPXKAEHUN roCYAapCTBEHHOM perncrpaumm eKapcTBeHHOro npenaparta
A1 MeAMLMHCKOTO NPUMEHEHUA NpuaaratoTca:

1) AOKYMEHTbl, cofeprKallue pesynbTaTbl MOHUTOPUHra 3PPEeKTUBHOCTM U  He3onacHOCTU
JIEKapCTBEHHOrO npenapata Ans MeAMUMHCKOro MNpUMEHEeHWs, NpPOoBeAeHHOro AepsKaTenem Wan
B/ageNbLEM PErncTpPaumMoHHOro YAOCTOBEPEHMA JIEKAapCTBEHHOro mnpenapata Ana MeguuMHCKOro
NPUMeHeHNa NMB0 YNOJHOMOYEHHbIM UM HOPUANYECKMM NMLOM, Mo dopme, YTBEPKAEHHOM
YNOAHOMOYEHHbIM deaepanbHbIM OpPraHOM UCMONHUTENIbHOW BNaCTy;

2) cBeeHMA 0 gate NpeaoCcTaBAEHUs U PEerncTpauMoHHOM HOMepe /IMLEH3MN Ha NPOM3BOACTBO
JIeKapCTBEHHbIX CPeACTB WAM CBeAeHMA O JaTe npeaocTaB/ieHMA W PerucrpauyMoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBUM MPOM3BOAMTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hagnexalle npou3BOACTBEHHOM MPAKTUKKU, MNPEeAOCTaB/IEHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM
OopraHom UCNONIHUTENbHON BNIaCTU B OTHOLLUEHUU I'IpOVI3BO,CI,CTBeHHOl>'I naowagKkn neKapcrtBeHHOoro
npenapata gaa  MeAMUMHCKOTO  MPUMEHEeHMUA,  rocyaapcTBeHHas peructpauua  KOToporo
noATBEPXKOAETCA B CAydyae, €C/liM MPOM3BOACTBO JIEKAPCTBEHHOrO npenapaTta And MegMLMHCKOro
npMMeHeHus ocyllecTeaseTcsa B Poccuitckon egepauyumm;

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

3) Konua npeaocTaBAEHHOW YNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAMUTENA NIMLEH3UN Ha
NPou3BOACTBO N1IEKAaPCTBEHHOIO Npenapata ANA MeAULMHCKOro NPUMEHEHNA U ee NepeBos Ha PYCCKUi
A3bIK, 3aBepeHHble B YCTAaHOBJAEHHOM MOPAMAKE, a TaKXe KOMUA 3aK/Jl4YeHWAs O COOTBETCTBUU
Npoun3BOAUTENA NEeKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBuUA Haa/nexalleld npou3BOACTBEHHOM
NPaKTUKK, BbIAAHHOTO YNOJAHOMOYEHHbIM deaepanbHbiIM  OPraHOM WCNONHUTENbHOW BAacTU B
OTHOLWIEHMM NPOU3BOACTBEHHOM MNOWAAKM NEeKapCTBEHHOro npenapata A8  MeAULUHCKOro
NPUMeHeHUA, roCydapCTBEHHas pernctpauus KOoTOporo NOATBEPKAaeTcA, WMAM KONUA pelleHua
ynosHoMoYeHHoro deaepanbHOro opraHa UCNOIHUTENbHOW BAACTM O NPOBEAEHUN UHCNEKTUPOBaHUA
Npoun3BoAUTENA IeKapCTBEHHbIX CPEACTB B C/ly4ae, eciv NPou3BOACTBO /IeKapCTBEHHOro npenapara Ans
MeAMLMHCKOro MPpUMeHeHUsA ocyLLecTBaseTcA 3a npeaenamm Pocecuiickoin Pegepaumm.

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

4.1. B oTHOWEHNN BUONOTNYECKMX SIEKAPCTBEHHDIX NPENapaToB A8 MeAULMHCKOTO NpUMEHEHUS
3aABUTeNIb OOMNOJIHUTENbHO NPeACTaBAAEeT pe3ynbTaTbl MEepPONPUATUN, MNPefyCMOTPEHHbIX MJ1aHOM
ynpaBAeHNa pPUCKamM, YTBEPKAEHHbIM YNONHOMOYEHHbIM denepasbHbIM OPraHOM MCMNOAHUTENbHOM
BNIACTM MpPU  OCYLLECTBAEHUU T[OCYAAPCTBEHHOM perucTpaumm NeKapCTBEHHOro mnpenapata AnA
MEeONLMHCKOTO NPUMEHEHMUA.

(yacTb 4.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 32aBi1eHMI0 O NOATBEPKAEHNN FTOCYAAPCTBEHHON PerncTpaumm IeKapcTBeHHOro npenapara
ONA BETEPUMHAPHOro NPUMEHEHUA NPUIAraloTcA AOKYMEHTbI, COAepKalwme pe3ynbTaTbl MOHUTOPUHIA
3¢ deKTUBHOCTM M 6E30MaCHOCTM NEKAPCTBEHHOrO Mpenapata AAA BeTePUHAPHOTO MNPUMEHEHMSA,
NpPoBOAUMOrO Aep¥KaTesieM WAW BAAe/bLEM PErNCTPALMOHHOIO YAOCTOBEPEHUA JIEKAapPCTBEHHOTO
npenapata ANA BETEPUHAPHOrO NpUMeHeHUA NMBO YNOSHOMOYEHHBIM UM HOPULUYECKUM IULLOM, MO
bopme, yTBEPHKAEHHOW YMNOSHOMOYEHHbIM eaepasbHbIM OPraHOM WCMNOMHUTENbHOM BAacTH, U
OOKYMEHTbI, yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "K", "n" nyHkTa 4 yacti 3 ctatbn 17
HacToAwero PeaepanbHOro 3aKoHa. B oTHOWEHUM UMMYHOBMONOTMYECKUX NEKAPCTBEHHbIX NpenapaTos
ONA BETEPUHAPHOTO NPUMEHEHUA He NPeACTaBAAOTCA CBeEeHUA, YKa3aHHble B noAanyHkKTe "K" nyHKTa 4
yactm 3 ctatbu 17 HactoAwero ®enepanbHOro 3akoHa. B oTHOWeHWM nekapcTBEHHbIX NpenapaTos Ad
BETEPUHAPHOIO MPUMEHEHUA, MONYYEHHbIX C NPUMEHEHUEM TEHHO-UHXEHEPHO-MOANDULIMPOBAHHbIX
OpPraHU3MOB W/AW COAEP)KALMX TaKuMe OpraHM3mbl, AOMOJIHUTE/IbHO NPEeACTaBAAOTCA CBeAeHus,
YKa3aHHble B NyHKTe 13 yactn 3 cTatbm 17 HacToAwero denepasibHOro 3aKoHa.
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(yacTb 4.2 BBeaeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-d3)

4.3. 3asBuTenb BMpaBe MNPeAcTaBUTb C 3afAB/IEHMEM O MOATBEPXKAEHUN [OCYAapCTBEHHOM
perncrtpaumMm  JeKapcTBEHHOro  npenapata KOMMIO  AOKYMEHTa, noaTsepxjatowero  ynnaty
rocyAapCTBEHHOM MOLW/NHbI 33 NOATBEP)KAEHWE TOCYAAPCTBEHHOM PErncrpaumnmn JieKapCcTBEHHOIo
npenapara, a TakXe BblAaBaemMble (NpeagocTaBaAemble) YNOAHOMOUYEHHbIMU deaepasibHbIMU OpraHamu
WUCNONIHUTENbHOW BNacCTU AOKYMEHTbl (CBeAeHMs), YKa3aHHble B MyHKTax 2 M 3 4yactu 4 HacToAllei
cTaTbu. B cnyyae Mx HenpeacTaBAeHUS YNOJIHOMOYEHHbIN defepasbHbIi OpraH UCMOIHUTENbHOM BNACTH
3anpalmnBaeT yKasaHHble OKYMEHTbI (CBeAeHUs) B NOpAAKE MEXBEAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aMMoOAencTBus.

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

5. B TeueHue pecaT paboumx AHel CO AHA MNPUHATUA 3aABMEHUA O NOATBEPXKAEHUU
rocyapcTBeHHON pernctpaumm NeKapcTBeHHOro npenapaTta U AOKYMEHTOB, COAeprKallux pesynbTaThl
MOHUTOPUHTa 3PPEKTUBHOCTM U He30NacHOCTU NeKapCcTBEHHOro NpenapaTa, NPOBOANMOrO AepaTenem
WAW  BNagenblem  PerucrpalMoHHOrO  YAOCTOBEPEHMA  JIeKapCTBEHHOro  npenapata  /nbo
YNO/IHOMOYEHHbIM VMW  HOPUANYECKUM  JIMLIOM,  YNOJIHOMOYEHHbIN  deaepanbHbii  opraH
MCNONHUTEIbHOM BNACTU:

1) NpoBOAMT MPOBEPKY MOMAHOTbI CBEAEHWUW, COAEPMKALMXCA B MNPeAcTaBleHHbIX 3asaBuTenem
AOKYMEHTaXx;

2) NpMHMMaET pelleHne O NpoBeAeHUU an 06 OoTKase B NpoBeAeHUN 3KCNepPTU3bl OTHOLIEHMA
0XMAaeMOWN MONb3bl K BO3MOXKHOMY PUCKY NMPUMEHEeHUA NleKapCTBEHHOro npenapata Ha OCHOBaHMU
pe3ynbTaToB MOHUTOPUHIA 3¢dEeKTUBHOCTU U Be30nNacHOCTU IeKapCcTBEHHOro Npenaparta, NPoBOANMOro
AepXaTtenem UAn BnagenbLem PerucTpaumoHHOro yaoCTOBEpPeHUA NeKapcTBEHHOro npenaparta Anbo
YNO/JIHOMOYEHHBIM WUMU IOPUANYECKMM IULIOM, a TaKXe deaepanbHbIM OPraHOM WCMOAHUTENbHOM
BNACTU B COOTBETCTBUN C TpeboBaHMAMM cTaTbk 64 HacTosalero PeaepanbHOro 3aKoHa;

3) yBeaomAnAeT B 3/1EKTPOHHOW ¢opme WM NUCbMEHHOM ¢opme 3anaBUTENA M 3KCnepTHoe
yyperKaeHnme O MPUHATOM peweHun Anbo B Clydae MPUHATUA pelleHus o6 OoTKase B MpoBeaeHUn
3KCMepPTM3bl YKa3bIBAET MPUYMHbI TAKOTO OTKa3a.

6. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTM W (MAM)  HEZOCTAaTOYHOCTM  UHdOopMaLuu,
cofepralleinca B NpeacTaBNeHHbIX 3aaBUTEIeM LOKYMEHTaX, YNOJAHOMOYEHHbIN deaepanbHblii opraH
WCMNONHUTENBHOW BAACTU HanpaBAseT 3asBUTENI0 3anpoc 06 YTOYHEHWU YKasaHHOW WHdopMaumu.
3anpoc yno/sHOMOYeHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOM BNAcTM MOXKeT bbiTb NepeaaH
YNOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JIMYHO MOA PACMMUCKY, HanpaBAeH MO NoyTe 3aKasHbiM
NMUCbMOM MAKN NepeaaH B 3N1eKTPOHHOM GopMe No TeNeKOMMYHMKAUMOHHbIM KaHanam cBA3u. B cayyae
Hanpas/ieHUs 3anpoca yno/JHOMOYeHHOro ¢eaepanbHOro opraHa MCMOMHUTENbHOM BAACTU MO NoyTte
3aKa3HbIM MWCbMOM OH CUYMTAETCA MOJIYYEHHbIM MO WMCTEYEHWWU LWeCcTU AHeN C AaTbl Hanpas/ieHun
3aKa3HOro NUCbma.

7. 3anBuTenb 06s3aH NpeacTaBUTb OTBET HA 3aMpoC YNOJAHOMOYEHHOrO ¢eaepanbHOro opraHa
WCNOJIHUTENIbHON BNACTU B CPOK, HE MPeBbIWatoWmMn AeBAHOCTA paboumnx gHel co AHA ero NonyyYeHus.
CpoOK, yKa3aHHbIM B YacTU 5 HacToAwWwel cTaTbM, NPUOCTAaHABAMBAGTCA CO AHA HanNpas/eHUs 3aaBUTENI0
3anpoca ynosHOMOYeHHOro ¢enepasbHOr0 OpraHa WCNOJIHUTENbHOW BAACTM A0 AHA MOAYYEHUS UM
COOTBETCTBYIOLLErO OTBETA M HE YUUTbLIBAETCA NPU UCUNCAEHMM CPOKA NOATBEPKAEHMUA rOCYAaPCTBEHHOM
perncTpauumn NeKapcTBEHHOro Npenapara.

8. OcHoBaHMeMm Ana OTKasa B nposeaeHnMn 3KCNepPTU3bl OTHOLIEHUA O)‘KI/I,CI,BEMOﬁ nonb3bl K
BO3MOXXHOMY PUCKY NMPUMeHeHUA NEKAPCTBEHHOINO nNpenaparta ABAAETCA npeacraBieHne AOKYMEHTOB,
coaepxawmnx pesynbtatbl MOHUTOPUHIA 3¢¢EKTMBHOCTM n 6esonacHocTH NNEKAPCTBEHHOTIO Npenapata, n
(M}'IVI) B OTHOLWEHUN BMONOTMYECKUX NNEKAPCTBEHHbLIX MNPENapaToB pPe3yanbTaToOB OCYLWeCTB/EHNA
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MEpPONPUATUIA B COOTBETCTBUM C MJIAHOM YMNPaB/IEHUS PUCKAaMW, YTBEPXKAEHHLIM YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJIHUTENBHOM BAACTU NPU OCYLLLECTB/IEHUM FOCYAAPCTBEHHOMN perncrpaumm
JIeKapCTBEHHOrO NpenapaTta, B HENoJHOM obbeme, OTCYyTCTBME MHOPMaALMKM, NoaTBEPKAAtOWEN PaKT
ynnaTtbl  rOCyAapCTBEHHOM  MOWJ/MHbI 33  MOATBEP)KAEHWE  TFOCYAAPCTBEHHOM  perucrpaumm
JNIeKapCcTBEHHOrO npenapaTa, AMb60 HenpeacTaBAeHUE 3aABUTENEM B YCTAHOBNEHHbIN CPOK OTBETA Ha
YKa3aHHbI B 4YacTM 6 HacToAwel CTaTbM 3anpoc YNoJHOMOYEHHOro d¢enepasbHOro opraHa
NCNOSIHUTENbHOM BNACTU, @ TaKKe OTCYTCTBME B YKa3aHHbIX AOKYMEHTAX MHPOPMALLMKM, KOTOPas A0MKHA
6bITb B HUX OTPaKeHa.

9. DJKCNepTM3a OTHOLWEHWUA OXWOAEMOW MOMb3bl K BO3MOMHOMY PUCKY MNPUMEHEHMUSA
NleKapcTBEHHOTO NpenapaTta B Lenax NoATBep:KAeHUA rocyapcTBEHHOM perncTpaumm NeKapcTBeHHOro
npenapaTta NpPOBOAMTCA KOMMCCUEN 3KCMEPTOB 3KCMEPTHOro YYpPEerKAEeHUA B CPOK, HE MPEBbILLAIOLLIMA
COpOKa pabounx aHew.

10. B cnydae HeAOCTaTOYHOCTM MPeACTaBAEHHbIX SKCNepTy maTepuanos AAA Aadyu 3aKaoveHUus
3KcnepT o06palaetca K PYKOBOAMTENIO 3KCMEPTHOrO YypexkaeHWs O npenocTaBieHUMM  emy
HeobXoAMMbIX MaTepuranoB. PyKoBoAMTE b SKCNEPTHOTO yYpeXaeHna obpallaeTca ¢ COOTBETCTBYOLMM
3anpocoM B YNMOJIHOMOYEHHbIN peaepanbHbii OpraH UCNOHUTENbHOM BAAcTW, BbiAABLUWIA 3aJaHME Ha
npoBefleHUe 3KCNepTU3bl OTHOLUEHUS OMWAAEMOM MOMb3bl K BO3MOMHOMY PUCKY NPUMEHEHUA
JIeKapCTBEHHOrO Mpenapata Ha OCHOBAHMM [OOKYMEHTa, COAEpyKallero pesynbTaTbl MOHWUTOPWUHTA
3pPeKTUBHOCTN N 6e30MacHOCTM NeKapCTBEHHOro npenaparta. B TeyeHune natvM paboumx gHel co AHA
MOCTYMN/IeHUS 3anpoca PYKOBOAMTENSA 3KCMEPTHOTO Yy4YpesKAeHWUs YKasaHHbi deaepanbHblii opraH
NCMNOJIHUTENbHOM BNACTU HaMNpaBseT 3adaBMTENI0 3aMnpoc O NpeacTaBNeHNnn HeobXoAMMbIX MaTepUanos,
KOTOPbIA MOMeT bbiTb nepeaaH yno/JHOMOYEHHOMY NPeACTaBUTENO 3afBUTENA JIMYHO NOJ PaChMUCKY,
HanpaBfieH MO Mo4YyTe 3aKasHbiIM MUCbMOM WAM nNepefdaH B 3/EKTPOHHOW ¢dopme no
TENEeKOMMYHMKALUMOHHbIM KaHanam cBA3W. B cnydae HanpasieHMa 3anpoca YNOAHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOM BAACTM MO NOYTe 3aKasHbIM MUCbMOM OH CYMTaeTcA
NolyYeHHbIM N0 UCTEYEHUN LECTM AHEeN C AaTbl HanpaBAEHNA 3aKa3HOro NUCbMa.

11. 3asBuTenb 06A3aH NpeacTaBUTb OTBET HA 3aMnpoc YNOoAHOMOYEHHOro denepasbHOro opraHa
WCNONIHUTENbHOM BAACTU B CPOK, HE MPEBbIWALWNIA LWEeCTUAECATU paboumx AHEN CO AHA NoayyYeHun
yKa3aHHOro 3anpoca. YNo/iHOMOYEHHbIN denepanbHbll OpraH MCNOJHUTENbHOW BAACTM, BblAABLINIA
33flaHMe Ha MnpOoBeAEeHME IKCNEPTU3bl OTHOLIEHMA OXUAAEMOW MOMb3bl K BO3MOXKHOMY PUCKY
NPUMEHEHWA JIEKApPCTBEHHOTO MNpenapaTa Ha OCHOBAHMM [OKYMEHTA, COLEpPrKallero pesysbTaTtbl
MOHUTOPUHTA 3dPEeKTUBHOCTU M HE30MacCHOCTM IEKAPCTBEHHOMO NpenapaTta, B TedyeHne natn paboumx
AHeN co AHA NOCTYMN/IeHWa OT 3asABMTeNIA OTBETa Ha 3anpocC YNOJHOMOYEHHOro $heAepanbHOro opraHa
WCMONIHUTENILHOW  BNACTM  HamnpasiseT 3TOT OTBEeT B 3KCMNEpTHOe yupexaeHwe. B ciyyae
HenpeaCTaBAEHUS NO UCTEYEHUM LIECTUAECATM pabounx gHel 3aaBMTeIeM OTBETA Ha YKa3aHHbIN 3anpoc
YNOJIHOMOYEHHbBIN denepanbHbli OpraH UCNOJHUTENIBHOW BNACTW, BblAABLUMIA 3aaHMe Ha NpoBeAeHue
3KCMEePTM3bl OTHOLIEHUS OXWUAAEMOW MO/b3bl K BO3MOMKHOMY PWUCKY MPUMEHEHWUA JIeKAPCTBEHHOro
npenapaTta Ha OCHOBAHMM [OKYMEHTA, COAEPIKALLEro pesynbTaTbl MOHUTOPUHTA 3GGEKTUBHOCTU U
6e30MacHOCTM JIEKAPCTBEHHOrO MNpenapaTta, B TeYeHue nsATM paboumx AHel HanpaBAseT B 3KCNepTHoe
yyupexaeHne yBefoMIEHME O HEenpeacTaBleHUN 3afBUTENIEM OTBETA Ha 3aMpoC YKa3aHHOro opraHa.
Bpems co AHA HanpaB/ieHWA 3anpoca 3KCMEPTHOro yypexAeHUsa B YNONHOMOYEHHbIN deaepasnbHblii
opraH UCMNOJIHATENbHOM BNACTU A0 AHA NOJYYEHMA SKCNEPTHLIM YYpEKAEHMEM OTBETA HA 3anpoc UK
YBEAOMNIEHUA O HenpeacTaBAeHUW OTBETa Ha 3anpoC He Y4YMTbIBAaeTCA MPU WMCYUC/IEHMM CPOKa
NpoBeAEHUA 3KCNEPTU3bl OTHOLIEHWS OXMAAEMOM MNO/b3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
JIeKApCTBEHHOrO npenapata Ha OCHOBaHMM [OOKYMEHTa, COAEpPMKaLLero pesy/nbTaTbl MOHUTOPWHIA
3ddeKTUBHOCTU M 6€30MACHOCTM JIEKAPCTBEHHOTO Npenapara.

12. B cpoK, He npeBblWaowWwmnin aecatm paboumx AHel co AHA NOAYYEHUA 3aKNHOUEHUA KOMUCCUU
3KCMEPTOB MO pe3y/ibTaTamM 3KCMepTU3bl OTHOLWEHUA OXKMUAAEMOW MOJIb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHWA JIEKAPCTBEHHOrO MpenapaTta, COOTBETCTBYIOWMI YNOJIHOMOYEHHbIN denepanbHbIi opraH
MCMONIHUTE/IbHOW BNACTU:



1) ocyw,ecTBASET OLEHKY 3TOr0O 3aK/YEHUA A/1A ONpefefieHns ero COOTBETCTBUA 33a4aHW0 Ha
npoBeAeHMe YKa3aHHOM 3KCNepTM3bl;

2) NpMHMMAEeT pelleHMe O MOATBEPMKAEHUM TOCYAAPCTBEHHOM pPerncrTpaumMm JeKapcTBEHHOro
npenapata uam o6 oOTKase B MNOATBEPXKAEHUM TOCYAAPCTBEHHOW PErvcTpaummn JIeKapcTBEHHOro
npenapara;

3) BHOCMT MNpU MNPUHATUM pelLleHMA O NOATBEP)KAEHUU TOCYAapPCTBEHHON perncrTpauum
JIeKapCTBEHHOro npenapaTta CBeAeHMA B rocyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB M BbloaeT
3anBuUTeN0 BeccpoyHoe perncTpaLnmoHHoe ya0CTOBEPEHMNE NEKAPCTBEHHOrO Npenapara.

13. OcHoBaHMeEM AN15 OTKasa B NOATBEPKAEHUW TOCYAAPCTBEHHOW PEerncTpaumum NeKapcTBeHHOro
npenapata fBASETCA 3aK/OYEHMEe COOTBETCTBYIOWEro YMNOJAHOMOYEHHOTO ¢eaepanbHOro opraHa
WCMNOJIHUTENbHOM BAACTU O TOM, YTO PUCK MPUYMHEHMA Bpena 340POBbI0 YE/IOBEKA WU KMBOTHOIO
BC/IeACTBME NPUEMA JIEKAPCTBEHHOTO Npenaparta npesbiwaeT 3GGEeKTUBHOCTb ero NPUMeHeHUA.

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

14. B nepuon npoBefeHMA MpoLeaypbl MNOATBEPKAEHMA TOCYAAPCTBEHHON perucTpaumm
NleKapCcTBEHHOrO nNpenapata ero obpalteHune B Poccuiickoit ®eanepaumm He npuocTaHaBANBAETCA.

15. [donyckaeTca oOpalleHue NeKapCTBEHHbIX MpPenapatoB A0 WCTeYEeHMA CPOKa rOAHOCTH,
NPOM3BEeAEHHbIX B TeYeHWe CTa BOCbMWUAECATM KaneHAapHbIX AHer nocne Aatbl NPUHATUA
YNONHOMOYEHHbIM ¢deaepasibHbIM OPraHOM MCMOJIHUTENIbHOM BAACTM pPeELleHMA O MNOATBEPKAEHWUU
rocy4apCTBEHHOM perucrpaunm, B COOTBETCTBMM C MHPOpMaAUMEN, CoAeprkallenca B AOKyMeHTax
PEerncTpaunMoHHOro A40Cbe Ha NeKAPCTBEHHbIM NpenapaT 40 AaTbl MPUHATMA TAaKOro peLleHus.

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

Cratba 30. BHeceHMe U3MeHeHU B AOKYMEHTbI, COAepiKalyMeca B PerucTpaLMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIA NEKapPCTBEHHbIN NpenapaTt 41A MeAULUHCKOro NpUMeEHeHMUs

1. B uensx BHeCEHUA U3MEHEHWUIH B AOKYMEHTbI, cogepKalimecs B perncTpauMoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbI NEKAPCTBEHHbIN MNpenapaTt gns MeAULMHCKOTO MPUMEHEHUA, AepKaTenb WU
BnafeneL, perncTpaLMoHHOro yA0OCTOBEPEHUA NEKAPCTBEHHOIO MpenapaTta WaM YNoJHOMOYEHHOE UM
Apyroe opuanyeckoe AL (Lanee B HACTOALEN CTaTbe - 3aABUTE/b) NPEACTABAAET B YNOJHOMOYEHHbIN
denepanbHbIit opraH UCNOJHUTENIbHON BNACTU 3asBJIEHWE O BHECEHWM TaKUX U3MeHeHui no dopme,
YCTaHOB/IEHHOW YNONHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMONHUTENIbHOM BAACTH, U NpUAaraemble K
HEMY M3MEHEHMA B YKa3aHHble OOKYMEHTbI, @ TaKKe OOKYMEHTbl, NoATBEPKAAOLWME HEODBXOAMMOCTb
BHECEHUSA TaKUX U3MEHEHUN.

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

1.1. Npn HeO0bXOAMMOCTM BHECEHUA B AOKYMEHTbI, COAEpMKaLiNecs B PerucTpaumoHHOM A0Cbe Ha
3apernucTpupoBaHHbIil  IeKapCTBEHHbIA npenapaT Ana MeAUUMHCKOTO MPUMEHEHMUA, M3MEHEHWN,
yKa3aHHbIX B MyHKTe 3 4acTu 2 HacTosAllel CTaTbM U TPebylowmux NpoBeAeHUA IKCNepTUsbl KayecTsa
NIeKapCTBEHHbIX CPeCTB, 3aABUTE/Ib AONOAHUTENbHO NPeACTaBAAET B YNOJAHOMOYEHHbI dpeaepanbHbIi
opraH WCMONHWUTENbHOW BNAcTU CBeAdeHWA O AaTe MNpPeAoCTaBAeHUA U PernmcTpauMoHHOM Homepe
NIMLLEH3UN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WAM CBedeHWA O JaTe npeaocTaBieHuA WU
PerucTpaLumMoHHOM HOMeEpe 3aK/YeHMA O COOTBETCTBUWM MPOM3BOAUTENSA NIEKapPCTBEHHbIX CPeacTB
TpeboBaHMAM NpPaBMA HaaNe)Kallel MPOM3BOACTBEHHOW MNPAKTUKM, BblAAHHbIX (MNpegocTaBAEHHbIX)
yno/sHoMoYeHHbIM degepanbHbIM OPraHOM WCMONHUTE/IbHOW BNACTM B OTHOLIEHWUU M3MEHEHHOWN WU
(vnn) pgononHeHHOM NPOM3BOACTBEHHOM MJIOWAAKM JIeKapCTBEHHOro npenaparta, B C/y4ae, ecnu
NpPou3BOACTBO IEKAPCTBEHHOTO NpenapaTa ocyllectsnsetca B Poccuitickon degepaumu, nmbo ceegeHus
0 AaTe NpenocTaB/ieHUs U PerncTpauMoHHOM HOMepe BblAaHHOW YNOJHOMOYEHHbIM OPraHOM CTpPaHbl
npoun3BoAUTENA NIULLEH3UU Ha NPOU3BOACTBO JIEKAPCTBEHHOrO Mpenaparta M ee nepesof Ha PYCCKUIA
A3blK, 3aBepeHHble B YCTAaHOBNEHHOM MOpPsAAKEe, a TaKKe CBedeHus O Jate npeaocTaBNeHus U
PerucTpaumMoHHOM HOMEpe 3aK/YEeHMs O COOTBETCTBUWM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB
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TpeboBaHMAM MpPaBUN Haa/eXKalen NPoOU3BOACTBEHHOM MPAKTUKM, BbIAAHHOIO YNOJHOMOYEHHbIM
desepanbHbIM OpraHOM WUCMOJAHUTENLHOW BNACTU B OTHOLLUEHUM U3MEHEHHON U (1K) AOMNO/NHEHHOM
Npon3BOACTBEHHOM NAOLWAAKN NeKapCTBEHHOro npenapara, WaM cBedeHus o aate npeaocTaBAeHUA U
PerucTpaumMoHHOM HOMEpe peLlleHUs YMNoJHOMOYEeHHOro deaepasbHOro opraHa WCMNOJIHUTE/IbHOM
BN1aCTM O MNPOBEAEHUWN MHCMNEKTUPOBAHMA MNPOU3BOAUTENA NEKAPCTBEHHbIX CPEACTB B C/ydae, ecau
NpPOM3BOACTBO /IEKAPCTBEHHOIO NpenapaTa ocyLecTsAnseTca 3a npeaenammn Poccuiickoin Peaepaumn.
(yacTb 1.1 BBeaeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-3)

1.2. MNpn HEOBXOANMOCTN BHECEHUA B AOKYMEHTbI, COAEprKallmecs B PermcTpaLMoHHOM AoCbe Ha
3aPErncTPUPOBaHHbIA NEKAPCTBEHHbIM Npenapat And MeAMUMHCKOTO NPUMEHEHUA, WU3MEHEHWUN,
YKa3aHHbIX B MyHKTe 4 4yacTu 2 HacTosAlWen cTaTbM U Tpebylowmx NPOBEAEHUA IKCNEepTM3bl KayecTsa
JIEKapCTBEHHbIX CPeACTB, 3asiBUTENb AONONHUTE/IbHO NpeaCcTaBAAET B YNONHOMOYEHHbIN deaepanbHbIn
OpraH WCMNOSIHUTENbHOW BNacTU CBeAeHUs O AaTe NpeaoCcTaBfeHMA W PErncTpaumoHHOM Homepe
NNUEH3MN Ha NPOU3BOACTBO J/IEKAPCTBEHHbLIX CPEACTB WM CBEAEHUA O AaTe NPeaoCTaBNeHUs W
PEerucTpauMoHHOM HOMEpPE 3aK/HYEHMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPeACTB
TpeboBaHMAM MNpaBWU/ Hag/eXKalleld NpPoM3BOACTBEHHOM NPAKTUKKM, BblAAHHbIX (NPeaoCcTaBNEeHHbIX)
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOJAHUTENBHOW BNAACTU B OTHOLIEHMWN NPOU3BOACTBEHHOMN
NAOLWAAKN NEeKAPCTBEHHOrO npenapaTta, B CAyyae, eCavM NPOU3BOACTBO JIEKAPCTBEHHOrO npenapaTa
ocywecTsnaetca B Poccuinckon  depepaumm, AmMbo cBegeHMs O gate  NpeaocTaB/ieHUs U
pPerncTpauMoHHOM HOMepPEe BblAAaHHOW YNOJHOMOYEHHbIM OPFraHOM CTPAHbl MPOM3BOAMUTENA ANLEH3UN
Ha MNPOW3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBod Ha PYCCKMIA A3blK, 3aBepeHHble B
YCTQHOB/IEHHOM MOPSAKE, a TaKXe CBeAEeHUA O [aTe NpPefoCTaB/eHWs U PErucTpaLMoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBUM MNPOM3BOAMTENA NEKAPCTBEHHbIX CpeactB TpeboBaHMAM npaBun
Hag/eXKallelr NPou3BOACTBEHHOW MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM denepanbHbiM OpraHoOM
NCNOJIHUTENbHOM BNACTU B OTHOLLEHWM NPOM3BOACTBEHHON NAOLWAAKM IEKAPCTBEHHOTO Npenaparta, uam
CBeLEHMA O pate NpPefoCTaBAEHUSs M PErnucTPauMOHHOM HOMEpe peLleHMA YNOJHOMOYEHHOTO
denepanbHOro opraHa MCNONHUTENBbHOM BNAacTM O MPOBEAEHMM WHCNEKTUPOBAHWUA NPOU3BOAUTENSA
NIeKapCTBEHHOIO CPeacTBa B C/lydae, ec/in NPOM3BOACTBO NEKAPCTBEHHOMO NpenapaTta OCyLecTBAAETCA
3a npegenamm Poccuiickon ®egepaumn.

(yacTb 1.2 BBegeHa PeaepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-d3)

1.3. MNpuHATUE pelleHna O BHECEHUW U3MEHeHMN uanM o6 OTKase BO BHECEHWW U3MEHEHWUN B
OOKYMEHTbI, COoAeprKalimMeca B PErncTpalMoOHHOM [0Cbe Ha 3aperncTpUpPOBaHHbIN NEKAPCTBEHHbI
npenapat aaa MeAMUMHCKOrO MNPUMEHEHMA, B Cayvyae HeobxoAMMOCTM NpPOBELEeHUA 3KCnepTu3bl
KauyecTBa JIEKaPCTBEHHbIX CPEACTB U (M/1M) 3KCNepTM3bl OTHOWEHMA OXKMUAAEMOM NONb3bl K BO3MOXKHOMY
PUCKY MPUMEHEHMA NEKAPCTBEHHOrO npenapaTta a8 MeAWMLMHCKOro NMPUMEHEeHUA OCYLLeCcTBAAeTcA B
CPOK, He NpeBbIWatoWmMii AeBAHOCTa paboumx gHel, a B OCTa/ibHbIX CyYasx B CPOK, HE NpeBblLiatoLLmi
TPMALATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOJIHUTENbHON
BNACTU 3as1B/IEHMSA O BHECEHUWN TaKUX USMEHEHUIA.

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

1.4. YnonHomoueHHbI denepanbHblit opraH WUCNOSHUTENbHOM BAACTU C y4eTOM pe3y/bTaToB
dbapmaKoHaa3opa M NPOBEPOK COOTBETCTBMA NEKAPCTBEHHbLIX CPEACTB, HAaXOOALMXCA B FPaxKA4aHCKOM
060poTe, YCTaHOBAEHHbIM TPeboBaHMAM K WX KayecTBy B TeyeHWe AecAtTM paboumx gHel co AHA
NOCTYN/IEHNA COOTBETCTBYIOLWEN WMHPOPMALMKM pasmellaeT Ha cBoemM OdMLMANbLHOM caiiTe B CeTu
"MHTepHeT" cBegeHMA O HeoBXOAMMOCTM BHECEHUA B MHCTPYKUMIO NO MEAULMHCKOMY NPUMEHEHUIO
NleKapCcTBEHHOTO npenapaTta M3MEHEHUIA B OTHOLIEHWMM CBEAEHWI O NOKa3aHUAX A4 MPUMEHEHUA U
NPOTMBOMNOKA3aHUAX 4NA MPUMEHEHMA NEeKaPCTBEHHOro Npenapara, BbiABAEHHbIX NOBOYHbIX A4ENCTBUAX,
HexkenaTeslbHbIX PeaKkuusax Npuv NPUMEHEHMM NIeKapCTBEHHOro npenapata U yBeAomaseT o6 sTom B
3/1eKTPOHHON popme UM NUcbMeHHoW dopme (Ha BymMarkHOM HOcUTene) aep:kaTensa UAM Bnagenbua
PEerncTpaunoHHOrO YAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTta (MW YNOJHOMOYEHHOE MM Apyroe
IOpUANYECKOE JIMLO), a TaKKe gepikatesnei UM BAafeNbLeB PEerucTpalMOHHbIX YAO0CTOBEPEHUIA
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NeKapcTBeHHbIX NpenapaToB (MAM YNOJHOMOYEHHbIX WMMU APYIUX OPUAMYECKUX AUL), KOTopble
ABNAIOTCA B3aMMO3aMeEHAEMbIMMU.
(yacTb 1.4 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

1.5. [epxaTenb nam Bnagenew, permcTpaumoHHOro ya40CToBepeHna NeKapCTBEHHOro Npenapara, a
TaKXKe Aep)KaTenn WUAW BAafesiblbl PEeruMcTpPaumoHHbIX YA0CTOBEPEHM NEKAPCTBEHHbIX MpenapaToB
(MM ynonHomoueHHble UMK Apyrue puanMyYeckne Nnua), KoTopble ABAAKTCA B3aMMO3aMeHSAEMbIMMU,
06A3aHbI NpeAcTaBuTb B YNOJIHOMOYEHHbIV deaepanbHbli OpraH UCNONHUTENbHOM BAACTU 3aABJIEHUA O
BHECEHMM M3MEHEHWM B  [OKYMEHTbl, COAEep:KalWumecs B  PErucTpauMoHHbIX [oCbe  Ha
3apPerucTpUpPOBaHHbIE JIEKAPCTBEHHbIE MpenapaTtbl ANA MeAUUMHCKOTO MPUMEHEHMA, B OTHOLUEHMMU
CBEAEHUN, YKA3aHHbIX B MHCTPYKLUN NO MeAULMHCKOMY NMPUMEHEHMUIO SIEKAPCTBEHHbIX NPenapaTos, B
TeYeHue copoka paboumx gHel Co AHA pPasMELLEHMA YNOJHOMOYEHHbIM deaepanbHbIM OpraHom
NCNOSIHUTENbHOWN BNacTU MHOPMALMKM, YKa3aHHOM B yacTh 1.4 HacToAwel cTaTbk. [JaHHOe TpeboBaHMe
He pacnpoOCTPaHAETCA Ha CAy4anm BHECEHMA B WHCTPYKUMIO MO MeAMUMHCKOMY MNPUMEHEHUIO
JIEKapCTBEHHOIO npenapata M3MEHEeHW B OTHOLWEHMM HOBbIX MOKasaHWi Ans  NpPUMEHEHMUA
JIeKapCTBEHHOIO NpenapaTa Ha OCHOBaHUM Pe3y/bTaTOB COOTBETCTBYIOWMX UCCAEA0BaHUN.

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

2. DKCNepTM3a NeKapCTBEHHbIX CPEACTB B YAaCTU SKCMEPTU3bI KAa4ecTBa JIeKapCTBEHHOIo CpeacTsa U
(MNn) 3KCNEepPTU3bl OTHOLLIEHMA OXKMUAAEMOM NOMb3bl K BO3SMOXHOMY PUCKY NPUMEHEHUA NE€KAPCTBEHHOMO
npenaparta A8 MeAULMHCKOTo NPUMEHEHMA NPOBOAUTCA B C/lyYae BHECEHUSA U3MEHEHUI B AOKYMEHTbI,
cofepiKalmecs B PerucTpauMoHHOM [0Cbe Ha 3apPerMcTpMpoBaHHbIN NEeKApPCTBEHHbIM Mpenapat, B
OTHOLLEHWUMU:

1) cBegeHW, yKasaHHbIX B MHCTPYKUMW NO MEAMUMHCKOMY NPUMEHEHMUIO JIeKapCTBEHHOIo
npenapara:

a) NeKapCTBeHHaA d)opma C YKa3aHuem HaMMeHOBaHMN N KOJIMYECTBEHHOIO COCTaBa ,CI,EVICTBYI'OLLI,MX
Bel,eCTB U Ka4eCTBEHHOIo COCTaBa BCNMOMOraTe/IbHbIX BELWECTB (I'Ipl/l HeOGXOAMMOCTM KOZIN4eCTBEHHOIO
COCTaBa BCNnomMmoraTte/ibHbIX BELLI,ECTB);

6) <¢apmakogMHamMMKa M apMaKOKMHETMKA (33  UCKAYeHMEM  GapMaKOKUHETUKM
romMmeonaTUYecKMx 1eKapcTBEHHbIX NPenapaToB U PAcTUTE/IbHbIX 1IEKAPCTBEHHbIX NPenapaTos);

B) NOKa3aHUA g1s NPpUMEHEHUs;
r) NPoTUBONOKAa3aHWA ANa NPUMEHEHUS;
A1) Mepbl NPeaoCTOPOXKHOCTM NPU NPUMEHEHUY;

e) yKasaHMe BO3MOMKHOCTM W OCODEHHOCTEN NPUMEHEHWUA NEKapCTBEHHOro npenapata Aans
MEAULMHCKOTO MNPUMEHEHUA OEPEMEHHbIMM KEHLIMHAMMK, KEeHLWMHamMM B Nepuos rpygHoro
BCKapPM/IMBAHWA, AETbMU, B3POC/IbIMU, MMEIOLLMMUN XPOHUYECKMe 3aboneBaHus;

) peXXMm [03MPOoBaHUsA, CNocobbl BBEAEHMSA U NPUMEHEHUSA, MPU HEOBXOAMMOCTU BPEMA Npuema
JIeKapCTBEHHOTO MpenapaTa, NPOLO/IKUTENIbHOCTb JIEYEHNA, B TOM YMC/e Y AeTel [0 U Noc/ie 04HOro
roaa;

3) BO3MOXHble NOBOoYHbIe AGVICTBMH N HeXenartesnbHble peaKuun npun  npumeHeHuun
NNeKapCTBEHHOTIO nNpenaparta,

M) CMMNTOMbI Nepeno3npoBKKU, Mepbl MO OKa3aHWIO NOMOLUK NpU Nepeao3npoBKe;
K) B3aVIMO,CI,EI7ICTBI/Ie C APYrMMUN NeKapCTBEHHbIMU NpenapaTtam 1 (VII'IVI) nuuieBbiMn NPOAYKTaMU,

N) Gopmbl BbINyCKa 1IEKAPCTBEHHOTO NpenapaTa;
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M) yKasaHue (npu HeobxoaumocTu) ocobeHHOCTeN AeNCTBUA SIeKapCTBEHHOro npenapata npu
nepBoM Npueme UaAn Npu ero OTMEHE;

H) CBeAeHUs O BO3MOXHOM BJ/IMAHUM JIEKAPCTBEHHOro MpenapaTta Ans MeauUMHCKOro
NPUMeHeHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMU CPEACTBAMM, MEXAHU3MAMMK;

O) CPOK rogHOCTN U YKa3aHWe Ha 3anpet npumeHeHUNA NeKapCTBeHHOro npenaparta no ncre4yeHmnn
CPOKa rogHocCTu;

n) yCN0BUA XpaHEHWUs;
p) yCnoBua oTnycKa;
2) cocTaBa IeKapPCTBEHHOTO NpenapaTta 414 MeANUUHCKOro NPUMEHEeHUs;

3) M3mMeHeHnAa mecta npon3BoAcCTBa J1EKAPCTBEHHOrNo npenapata  Ana megunumnHCKoro
NPUMEHEHNA;

4) M3MEHEHMA MOKasaTesie KayecTsa NNEKAPCTBEHHOINo npenapata 414 MeaguuunHCKoro
NMPUMEHEHUNA U (VII'IVI) METOA0B KOHTPO/1IA KayeCTBa JIEKAPCTBEHHOIO npenaparta AnAa meaunumHCKOro
NPpUMeEHEHNA;

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

6) cBeaeHUI N 0 HEOBXOAMMOCTU BHECEHUS UHbIX U3MEHEHUIA B MHCTPYKLMIO MO MeAULMHCKOMY
NPUMEHEHMIO NIeKAapCTBEHHOro npenapata, a TaKXKe B WHble [OOKYMEHTbl, coaepXKalwueca B
perucTpaLnMoHHOM [0Cbe HA 3aperncTpMpOBaHHbIN NeKapCTBEHHbIM npenapat. Mpu sTom peleHue o
NPOBEAEHUM 3SKCMEPTM3bl KAYecTBa JIEKAPCTBEHHbIX CPEACTB UM (MAKM) 3IKCMepTU3bl OTHOLUEHUS
O0XWOAeMOW MOJb3bl K BO3MOMHOMY PUCKY NPUMEHEHUA JIeKapCTBEHHOro npenapaTta Ans
MEONLMHCKOTO MNPUMEHEHUA NPUHUMAETCA B COOTBETCTBUM C YTBEPXKAEHHOM YMNOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM WCMNOAHUTE/IbHOM B/IAacTM  KnaccuduKaumelh WU3MEHEeHWI, BHOCUMBbIX B
OOKYMEHTbI, COAeprKallmeca B PErucTpalMOHHOM [0Cbe Ha 3aperuMcTPUpPOBAHHbIN JIEKAPCTBEHHDIN
npenapar.

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

3. 3anBuTenb BnNpaBe NpPeACTaBUTb MO COBCTBEHHOW MHMLMATMBE BMECTE C 3anBJEHMEM O
BHECEHUM WU3MEHEHMI B  [AOKYMEHTbl, coJeprKaliMeca B  PErucTpauMoHHOM  AOCbe  Ha
3aperncTpUpPOBaHHbI JIeKapPCTBEHHbIM NpenapaT 418 MeAULUHCKOTO NPUMEHEHMUA, KOMUU AOKYMEHTOB,
NOATBEPKAAOLWMX YNAATy FOCYAapCTBEHHOM MOLWMHBI 32 BHECEHWE B AOKYMEHTbI, coAeprKalimecs B
PerucTpauMoHHOM [0Cbe Ha 3apPerucTPMPOBAHHBIN JIEKAPCTBEHHbIM Mpenapat Aas MeAMUMHCKOro
NPUMEHEHNA, U3IMEHEHUN, Tpebylowmx NPOBeAEeHUs 3KCMepTM3bl JIEKAaPCTBEHHbIX CPeacTB B 4acTu
3KCMepTM3bl KAYECTBA JIEKAPCTBEHHOIO CPEACTBA U (M/IM) SKCMEPTU3bl OTHOLLEHUSA OXKMAAEMOM NOJb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapata Aa8 MeOUUMHCKOTO MPUMEHEHMUS,
rocyZapCTBEHHOM MOL/IMHBI 32 BHECEHUE B LOKYMEHTbI, COAEPMKALLMECH B PETMCTPALMOHHOM A0CbE Ha
3aperncTpUpPOBaHHbIA JIEKapPCTBEHHbIM NpenapaT 41A MegULMHCKOrO NPUMEHEHUA, U3MEHEHUI, He
TpebylowWwmMx NpPoBeAeHWUA  IKCMepTU3bl  JIEKAPCTBEHHOrO CPeACTBa, a TaKKe  BblgaBaemble
(npepoctaBnsiemble) ynosHOMOYEHHbIMKM  dedepanbHbIMKU - OpraHamu  UCMOJHWUTENbHOW  BAacTU
OOKYMeHTbl (cBeaeHuA), yKasaHHble B uactax 1.1 u 1.2 HactoAwen ctaTbn. B cayyae wux
HenpeAcTaBieHNAa YNoAHOMOYEHHbIM denepanbHbli OpraH WCMOAHWUTENbHOW BAAcTM 3anpaluvBaeTt
YKasaHHble OOKYMeHTbl (cBegeHuA) B MOPAAKE  MEXKBEAOMCTBEHHOrO  MHGOPMALMOHHOMO
B3aMmogencreuns.

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

4. B TeyeHue pgecatm pa6oqu AHEVI CO AHA NOCTYyNAeHUA YKa3zaHHOro B Yactmn 1 HaCTOﬂLl.I,eVI CTaTbu
3aAB/IEHNA U HeO6XO,EI,VIMbIX AOKYMEHTOB yI'IO}'IHOMO‘-IeHHbIﬁ d)ep,epaanblﬁ opraH NCNONHUTENbHOM
BNacCTu:
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1) npoBoauUT NPOBEPKY MNO/IHOTbI U JOCTOBEPHOCTU CBE,CI,EHVIVI, cogeprKalmnxca B npeacrtaB/1€HHbIX
3aABuUTenem matepuanax;

2) NpUHMMAaET peLleHMe O NPOBeAEeHUM YKa3aHHbIX B YacTM 2 HacTOsALLEM CTaTbh COOTBETCTBYOLIMUX
3KCMNepTU3 1IeKapCTBEHHOIO CPeACTBa UAK 06 OTKase B UX NpOBeAeHUM;

3) yBegoMAAET B 3/IEKTPOHHOM UM NUCbMEHHON dopme 3aaBUTENA O NPUHATOM pPeLleHnn Uan B
cnyyYae MPUHATUA peweHMAa 06 OTKase B MPOBEAEHMM COOTBETCTBYHOLLEM 3KCMEPTM3bl C YKasaHUEM
MPWYMH TaKOro OTKa3a.

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

4.1. B cnyyae BbIIBNEHUS HEAOCTOBEPHOCTU CBEAEHUN, COAEPMKALMXCA B MNpeacTaBAEHHbIX
3anBUTE/IEM MaTepuanax, ynoJHOMOYEHHbIN denepanbHbii OpraH UCNONHUTENbHOW BAACTU HanpaenseT
3aABMTENI0 3anpoc 06 YTOMHEHWM YKasaHHbIX cBedeHWI. [aHHbIM 3anpoc MoXKeT ObiTb nepeaaH
YNO/IHOMOYEHHOMY MPEeACTaBUTE/NO 3aABUTENA JIMYHO MOA PAciMUCKY, Hamnpas/eH Mo MoYTe 3aKasHbiM
NMUCbMOM WU NepefiaH B 3/IEKTPOHHOM dopme Mo TeNeKOMMYHUKALMOHHbIM KaHasnam cBsidn. B cnydae
Hanpas/eHMA AAaHHOTO 3anpoca No NoYTe 3aKasHbIM MMCbMOM OH CYUTAETCA MOYYEHHbIM MO UCTEYEHUM
LIecTu AHel ¢ AaTbl HANPaB/eHMA 3aKa3HOro NUCbMA.

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

4.2. 3aaButenb 0bA3aH NpeacTaBUTb OTBET HA 3aMpoC YNOJHOMOYEeHHOro deaepanbHOro opraHa
WCMONIHUTENbHOM BNACTM B CPOK, HE NpEeBbIWaloWMi AeBAHOCTa pabounx AHel co AHA NoayyYeHun
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTum 4 HacToAWweWn cTaTbM, NPUOCTAHABAMBAETCA CO AHA
Hanpas/ieHMA 3aABMTe/0 3anpoca YNoJIHOMOYEHHOro dpeaepanbHOro opraHa UCNOAHUTENbHON BNACTU
00 OHA NONyYeHUA MM OTBETA Ha AaHHbIN 3anpoc U He YYUTbIBAETCA NPU UCHUCIEHUN CPOKA NPUHATUA
peweHns O BHECEHUM MU3MEHEHUN B [OKYMEHTbl, COAeprKallMecA B pPerncTpauMoHHOM [0Cbe Ha
3aperncTpUpoBaHHbI 1eKapCTBEHHbIN NpenapaTt 414 MeULMHCKOTro NPUMEHEHMA.

(yacTb 4.2 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHOoBaHMeM A/1a OTKasa B NPOBEAEHUM YKa3aHHbIX B YaCTWM 2 HACTOALWEN CTATbM IKCMEpPTU3
ABNAETCA NpeAcTaBieHMe AOKYMEHTOB, NePeYnCNeHHbIX B YacTax 1 n 3 HacTosLWwen cTaTbu, B HENONHOM
obbeme, HenpeacTaBAeHWe 3aABMTENIEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA Ha YKasaHHbIM B 4Yactm 4.1
HACTOSALLEN CTAaTbM 3aNpOoC YNOJHOMOYEHHOTO dpeaepanbHOro opraHa UCNOHUTE/IbHOM BAACTH, @ TaKKe
OTCYTCTBME B  NpPEeACTaB/€HHbIX  AOKYMEHTax  [OCTAaTOYHbIX  CBEAEHWN,  NOATBEPKAAOLMX
HEeob6X04MMOCTb BHECEHMA U3MEHEHWUN, UM OTCYTCTBME MHPOPMALMK, NOATBEPKAAIOLWEN dAKT ynaaTbl
roCyAapCTBEHHbIX MOLUIMH, YKA3aHHbIX B 4acTW 3 HACTOALLEN CTaTbM.

(B pen,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-d3)

6. YKa3aHHble B 4aCTM 2 HACTOALLEN CTaTbyM SKCMEPTU3bl NPOBOAATCA B NOPAAKE, YCTAHOBJAEHHOM
cTatbei 23 HacToAalero PeaepanbHOro 3akoHa.

7. B cpoK, He npeBblWaOWnit aecatm pabounx gHel co AHA MNONYYEHUS 3aK/OUYEHUIA KOMUCCUIA
3KCNepToB MO pe3ynbTaTam YKa3aHHbIX B YacTM 2 HaCTOALWEW CTAaTbM 3KCMEPTM3, YNOJHOMOYEHHbIN
denepanbHbIt opraH UCNOSAHUTENBbHON BNACTU:

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

1) npuHMMmaeT peweHne o BHeCeHUu M3MEHEHUA B AOKYMEHTbI, coaepxauwmeca B
perncTtpatMoHHOM A0CbEe Ha BaperMCTpMpOBaHHbIVI HEKapCTBEHHbIl‘/JI npenapar gna meagumunHCKoro
nNpUMeHEeHUA, Un 06 O0TKase BO BHECEHUU TaKUX M3MeHEHMﬁ;

2) BHOCUT B I'OCYAapCTBEHHbIﬁ peecTtp neKapCTtBeHHbIX CpeactB Ha OCHOBAHUKM peweHnAa o
BHeECeHUn M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B perncTpayumMoHHOmM Aocbe Ha
3aperMCTpMpOBaHHblﬁ I'Iel-(apCTBeHHbIl\;I npenapatr ana megunumHCKOro npumMeHeHwus, HeO6XO,CI,VIMbIe
M3MeHeHNA N BO3BPALLAET UX 3aABUTENIO,

3) BblAd€T 3aABUTE/IIO HOBOE PerncTtpaumMoHHOe yaoCcTtoBepeHUE NEKAPCTBEHHOIO npenaparta B
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C/lyyae U3MEHEHUA CBEAEHUN, COAEPIKALLUXCA B HEM.
(n. 3 BBeaeH denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHOBaHMEM pA/iAa OTKasa BO BHECEHUM W3MEHEHU B [OOKYMEHTbl, CoAep)Kalimecs B
PerncTpaunoHHOM [0Cbe Ha 3apermcTPMPOBaHHbIN NEKapCTBEHHbIA nNpenapaTt Anaa MeAMUMHCKOro
NPUMEHEHUA, ABAAETCA 3aK/loYeHMe YNOoJHOMOYEHHOro deaepasbHOro opraHa WMCNOJHWUTENbHOM
BJ1AaCTU O BO3MOMKHOCTU CHUM»eHMA 6e3onacHocTH, KadecTsa, 3G GEeKTMBHOCTU IeKapCTBEHHOro CpeacTsa
B C/ly4ae BHECEHWA TaKUX U3MEHEHUNA.

9. Jonyckaetca obpalieHne NeKapCTBEHHbIX NPenapaToB AN MeAMUMHCKOro NpuMeHeHus Ao
NCTeYEHMA CPOKA rogHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN nocae AaTbl MPUHATUS
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTE/IbHOM BNACTU PELEHUS O BHECEHUU U3MEHEHUI
B [AOKYMEHTbl, cogepKalimeca B pPerucTpauMoHHOM [oCbe, B COOTBETCTBUM C MHPopmaumei,
cofeprKawencs B AOKYMEHTAX PErmcTpauMOHHOrO AOCbe Ha JIeKapCTBEHHbIM npenapaTt Ao AaTbl
NPUHATUA TAKOTO peLleHuns.

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

Cratba 31. BHeceHue n3ameHeHUil B AOKYMEHTbI, coaeprKalimeca B perucTpaLMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKaPCTBEHHbIN NpenapaT 418 BeTepUHAPHOro NnpumMmeHeHusa

1. B uensax BHECEHUA M3MEHEHWI B AOKYMEHTbI, CoAeprKalmeca B PerncTpaumMoHHOM A0Cbe Ha
3aperncTpUpPOBaHHbI IEKAPCTBEHHbIM NpenapaTt A1 BETEePUMHAPHOTro MPUMEHEHUSs, AepKaTenb Wau
BNafenel, perncTpauMoHHOIo yA0CTOBEPEHMA NIEKAapCTBEHHOIO npenapaTta WauM YynoJHOMOYEHHOE MM
Apyroe opugmyeckoe MU (ganee B HaCToOAWEN CTaTbe - 3asABUTE/b) NPeACTaBAAEeT B YNONHOMOYEHHbIN
denepanbHbli OpraH UCMONHUTENIbHOW BNACTU 3asAB/IEHME O BHECEHUM TaKUX U3MEHeHU no ¢opme,
YCTaHOB/IEHHOW YNOAHOMOYEHHbIM deaepanbHbIM OpraHoM UCMONHUTENbHOM BNACTH, U NpuUaaraemble K
HEMY M3MEHEHWA B yKa3aHHble JOKYMEHTbI, a TaKXe [AOKYMEHTbl, MoATBepKaatoline HeobxoaMmMocCTb
BHECEHMA TaKMX U3MeHeHUI. MNpn HeobXoAMMOCTN BHECEHUA U3MEHEHUI B IOKYMEHTbI, coAeprKallimeca
B perncTpauMoHHOM A0Cbe Ha 3aperMcTpMpoBaHHbIA NeKapCTBEHHbINM npenapaTt ANs BeTepuMHapHOro
NPUMeHeHUA, B CAyYasxX W3MeHeHuMAa W (MAK)  OONOAHEHMA MNPOU3BOACTBEHHOM MAOLWAAKM
NIeKapCTBEHHOIO CPEACTBA, a TaKXKe M3MEeHeHMA MoKasaTesell KayecTBa 1IeKapCcTBEeHHOro npenapara aas
BETEPUHAPHOro NPUMEHeHUA U (MM) MeTOZ0B KOHTPOAA KadecTBa JIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHMUA 3aaBUTENb AONOJHWUTENbHO MNpeacTaBAdAeT B YNOJAHOMOYEHHbIN
dbenepanbHbI OpraH UCNOAHUTENbHOMN BAACTM cedyloline AOKYMEHTbI (CBeaeHus):

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

1) cBeaeHusa o gate NpegoCTaB/ieHUsA U PErncTPaLMOHHOM HOMEpPE JIMLLEH3UN Ha NPOU3BOACTBO
JNIeKapCTBEHHbIX CPeacTB, NpPenoCTaB/feHHOW NPOM3BOAMTENIO JIEKAPCTBEHHOrO nNpenapata Ans
BETEPMHAPHOro NPUMEHEHMUA, AN POCCUNCKMX Npou3BoauTenei;

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

2) cBeAeHWA 0 gaTe NpenoCcTaB/eHUs U PEerncTPaLMOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NeKapcTBEHHbIX CPeACTB, NpeAoCTaBNeHHOM npousBoauTento dapmaueBTUYecKol cybcTaHumy,
BXOAALLEN B COCTAB /IEKAPCTBEHHOrO npenapaTta A1a BETEPUHAPHOro NPUMEHEHUA, ONA POCCUMIACKUX
npoussogutenew;

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

3) KOMMA AOOKyMeHTa, BblAaHHONo0 YnNoJIHOMOYE€HHbIM OpPraHoOM CTpaHbl npoudsBoaAUTENA ANA
Ka)KAOﬁ I'IpOVIBBO,CI,CTBeHHOﬁ nAoWaaKM NEeKapCTBEHHOTO NpenapaTta 414 BETEPUHAPHOIO NPUMEHEHNA U
noareepXxgaktowero CooTBeTCcrBne npomssognTena 1eKapCrBeHHOIo npenapara Tp66OBaHWr'IM npasun
Hap,nemau.l,eﬁ I'IpOI/I3BOACTBEHHOﬁ NPakKTUKKU, U €ero nepesos Ha DYCCKMﬁ A3blK, 3aBepPEeHHblE B
YCTAaHOB/IEHHOM NOpAL4KE, a TaKXe KOMNUA 3aKIo4YeHUA O COOTBETCTBUU NPON3BOAUTENA NEKAPCTBEHHDbIX
cpeacrte Tpe6OBaHI/I‘r'IM npasun Hap,nemau.l,eﬁ I'IpOM3BOLI,CTBEHHOﬁ NPaKTUKK, Bbl4aHHOIo
YNO/THOMOYEHHbIM d)e,qepaanblN\ OopraHom WUCNONHUTENbHOWN BNACTU Aana Ka)'Kp,Ol‘/JI HpOMBBOACTBEHHOﬁ
nAoWaaKM NEKApPCTBEHHOIO npenapara AaAa BETEPUHAPHOINoO NpuMMEHEHUA, nmbo Konwus peweHna o
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nposeaeHUn MHCMEeKTUPOBaHMA npoussoauTens NIeKapCTBEHHbIX cpeacTs, NPUHATOrO
YNONHOMOYEHHbIM dpeaepanbHbiM OpraHOM UCMOMHUTENBHOM BAACTU ANA KaXKA0W NPoU3BOACTBEHHOM
NAOWAAKN NeKapcTBEHHOro npenapaTta A1 BETEPMHAPHOrO MNPUMeHeHUA. YKasaHHble AOKYMEHTbI
NpeacTaBAAOTCA B CAydYae, eciM NPOU3BOACTBO /IEKAapCTBEHHOrO Mpenapata Aasa BeTepUMHapPHOro
NPMMeEHEHMA OCYLLECTBAAETCA 3a npeaenamm Poccuitickoit degepaumm;

4) Konus [OOKYMEHTa, BbIAAHHOIO YMNO/JIHOMOYEHHbIM OpPraHoM CTpaHbl Npou3BoAUTeNs
dapmaL,eBTMUECKON cybcTaHumm n noAaTBEpPKAAOLWLErO COOTBETCTBUE npounssoauTensa
dapmaLeBTMUYECKOWN CybCTaHUMM, BXOAALWEN B COCTaB IEKAPCTBEHHOrO npenaparta A58 BeTepPUHApPHOro
npumeHeHus, TpeboBaHMAM MpPaBUN Hag/erKallelh NPou3BOACTBEHHOM MPaKTUKM, U ero nepesos Ha
PYCCKMI A3bIK, 3aBEpPEHHble B YCTAaHOB/JIEHHOM TNOpsAAKe, B C/Ayyae, €c/iM NPOU3BOACTBO
dapmaLeBTMUECKOM CybCTaHLMK OCYyLWEecTBAAETCS 3a Npeaenammn Poccuiickon deaepauuim.

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

1.1. B cnyyae M3meHeHUs U (MAKn) AONONHEHUA MPOU3BOACTBEHHOM MIOLWALKM IEKAPCTBEHHOMO
CPeAcTBa [AOKYMEHTbI, YKa3aHHble B 4acTM 1 HacToslel cTaTbM, NPeACTaBAAOTCA 3asaBUTENEeM B
OTHOLWIEHUM WU3MEHAEMON U (MAKn) [OoMNoSHAEMON NPOU3BOACTBEHHOM M/OWALKM JIEKAPCTBEHHOIO
cpencTBa. PeweHne 0 BHECEHUM N3MEHEHUI B AOKYMEHTbI, COAEPKALLMECS B PErUCTPALMOHHOM 0Cbe
Ha 3apPerncTpMpPoBaHHbIA NEKAPCTBEHHbIM NpenapaT 4/1Aa BETEPUHAPHOIrO NPpUMEHeHUs, Uam ob oTKase B
MX BHECEHMW NPUHUMAETCA B Cayvyae HeobXOo4MMOCTU NPOBEAEHUA 3SKCNEPTU3bl JIEKAPCTBEHHOIO
CpeACcTBa B CPOK, He MPEBbIWAOWNIN AeBAHOCTA paboumnx AHEen, a B OCTaJibHbIX CAyyasX B CPOK, He
NpPeBbIWAOWMA TpULLaTM pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM denepasibHbIM OpraHOM
NCNOSIHUTENIbHOM BNACTU 33aAB/IEHMA O BHECEHUM TaKUX U3MEHEHWN.

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

1.2. B cnyyae peopraHusauum aepxaTens WaM BRagenblia PerncTpalMoHHOro yAOCTOBEpPeHUs
JIeKApCTBEHHOrO MpenapaTa ANA BETEPUHAPHOrO MpPUMEHeHusa, pa3paboTuMka WaM Npou3BoAUTENSA
JIeKapCTBEHHOIO MNpenaparta A58 BETEPUHAPHOIO NPUMEHEHUA B 3aABAEHUN O BHECEHUM U3SMEHEHWN B
OOKYMEHTbI, COoAeprKalimMeca B PEerncTpalMoOHHOM [0Cbe Ha 3aperncTpPUpPOBaHHbIN NEKAPCTBEHHbI
npenapaTt Ana BETEPMHAPHOrO MPUMEHEHMUA, YKA3blBAOTCA AaHHble AOKYMEHTa, MOATBEPXKAAMOLLErO
BHECEHME COOTBETCTBYIOWMX U3MEHEHUI B EAMHBIN rocyaapCTBEHHbIN peecTp opuguyeckux auy, (ans
OpraHu3aLmii, 3aperncTpMpPoBaHHbIX Ha TeppuTopum Poccuiickoi Pepepaunn), Uam MHOFO AOKYMEHT],
NoATBEPKAAIOLWENO PEOPraHM3aLMIO OPUAMYECKOTO ANLA (414 OpraHM3aLmMii, He 3apPerncTpUpPOBaHHbIX
Ha TeppuTopun Poccuiickon deaepaumn). 3asBAeHME O BHECEHUM W3MEHEHUA B LOKYMEHTbI,
cogeprKalimeca B perncTpaumoHHOM AO0Cbe Ha 3aperMcTpuMpoBaHHbIA IEKAPCTBEHHbIM NpenapaTt Ans
BETEPMHAPHOrO NPUMEHEHMA, W MpWAaraemble K Hemy [OKYMEHTbl NpeacTaBAAlOTCcA B
YNOJHOMOYEHHbIN defepanbHbli OpraH MCMNOIHUTENbHOM BAACTU He Mo3gHee 4yem 4yepes TpUALATb
pabounx gHelt co AHA BHECEHMA COOTBETCTBYIOLWLMX U3MEHEHWI B EAMHbINA rocyaapcTBEHHbIA peecTp
topugmMuecknx nuL, (g opraHusaumii, 3aperMcTpupoBaHHbIX Ha Tepputopumn Poccuiickoit ®epepaunn)
WAN CO [OHA MNPUHATUA COOTBETCTBYIOWErO AOKYMEHTa, MNOATBEP)KAAMOWEro peopraHnsaumio
lopugMyeckoro aunua (ANns opraHWsauuii, He 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuiickolit
denepauun). B ciyyae peopraHmsaumm gepaTtens uav Bnagesibla perucTpaLmoHHOro yaocToBepeHus
NIeKapCTBEHHOrO npenapaTta ANA BEeTEPUHAPHOro NPMMEHEHUA 3asaB/IeHWE O BHECEHUU U3MEHEHWI B
OOKYMEHTbI, COoAeprKalimMeca B PErncTpalMoOHHOM [0Cbe Ha 3aperncTpMpPOBaHHbIN NEKAPCTBEHHbIN
npenapat Ans BETEPUMHAPHOrO NPUMEHEHUA, MOAAETCA PUAMYECKUM JINLOM, KOTOPOMY B XoAe
peopraHM3aumMmn nepesaHo NpaBo BAALEHUA TAKUM PETUCTPALMOHHBIM YA40CTOBEPEHUEM.

(yacTb 1.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHECEHUS M3MEHEHWUI B AOKYMEHTbI, COAepXKalinecs B perncTpalmMoHHOM A0Cbe Ha
3apernucTpUpoBaHHbIi JIeKapCTBEHHbIA npenapaTt Ans BeTepUHapHOro MNPUMEHEHUA, B OTHOLUEHUU
CBEeLEHWN, YKasaHHbIX B noanyHkTtax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 4yactm 3 crtatbu 17
HacToAwero denepanbHOro 3akoHa, U3MEHeHUs U (MAKN) AONOIHEHUA NMPOM3BOACTBEHHOW NIOWAAKK
NIeKapCTBEHHOrO CpeacTBa, a TaKXe B CAyyae M3MEHEHMs MoKasaTesleid KauyecTBa J1IeKapCTBEHHOro

npenapata 414 BETEPUHAPHOIO NpUMeEHEHUA U (MJ'IM) METOA0B KOHTPONA KayecCTBa JIEKAPCTBEHHOTO
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npenaparta AnAa BETEPUHAPHOro NPMMEHEHUA NPOBOAUTCA IKCMEPTU3a IEKAPCTBEHHOro cpeacTsa AnA
BETEPMHAPHOrO NpMMeHeHuAa. B cnyvyae HeobxoAMMOCTM BHECEHMA MHbIX U3MEHEHWN B AOKYMEHTHI,
cofeprKalmecs B PErmcTpallMoHHOM A0Cbe HA 3aPerncTPUpPOBaHHbIM NEKAPCTBEHHbIM NpenapaT ans
BEeTEPUHAPHOro NPUMEHEHUA, SKCNepTM3a NeKapCTBEHHOro CpeacTBa ANA BeTEPUHAPHOro NpUMeHeHun
He NpoBOAMUTCA.

(B pen,. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. 3asBuTenb BNpaBe MNpPeAcTaBUTb NO COBCTBEHHON MHUUMATMBE BMeECTe C 3aAB/IEHMEM O
BHECEHMM UIMEHEHUM B  OOKYMEHTbl, COAep’Kalimeca B  PErncTpauMoHHOM  AOCbe  Ha
3aPEerncTPUPOBaHHbIM 1EKAPCTBEHHbIN Npenapar A8 BETEPUHAPHOro NPUMEHEHMS, KONUU AOKYMEHTOB,
noATBepPXKAAtWMX YNAATY rocygapCTBEHHOW NOLW/IMHBLI 32 BHECEHWE B AOKYMEHTbI, coAep’Kalimecsa B
PEernmcTpauMoHHOM [A0Cbe Ha 3apermcTpMpOBaHHbLIA NEKAPCTBEHHbIM npenapaT A/la BeTepUHapHOro
NPUMEHEHNA, U3MEHEHMUI, TPebylowmx NPOBEAEHUA 3KCMEepTU3bl JIEKAPCTBEHHONO CpeacTsa, WM
M3MEHEHUN, He Tpebylowmnx npoBeaeHMA 3SKCNepTU3bl IEKApCTBEHHOro cpeactsa. B cayuae
HEOOXOAMMOCTU U3MEHEHMA CBEAEHWUN, COAEPHAWMXCA B PErMCTPaLMOHHOM YAOCTOBEPEHUU
NIeKapCTBEHHOrO npenaparta 415 BETEPUMHAPHOro NMPUMEHEHWUSA, C 3aAB/IEHUEM, YKa3aHHbIM B 4Yacty 1
HACTOAILLEN CTaTbW, 3afBUTE/Ib BMpaBe NpeacTaBUTb N0 COOCTBEHHON MHULMATUMBE KOMUIO AOKYMEHTA,
NoATBEPXKAAIOLLEr0 YyNAaTy rocyaapcTBEHHOM MOLW/MHDBI 3@ Bblga4vy PerncTpauMoHHOro ya0CTOBEPEHUSA
JIeKapCTBEHHOrO NpenapaTa. 3aaBuTeb BNpaBe NpeacTaBUTb No COBCTBEHHON MHULMATMBE CBEAEHUA O
NINUEH3NAX, YKasaHHble B MyHKTax 1 M 2 vactv 1 HactoAwen cTaTbM, a TaKKe BblaaBaemble
YNOJAHOMOYEHHbIMK peaepanbHbIMU OpPraHamM WUCMNOIHUTENIbHOM BAACTU AOKYMEHTbI, YKa3aHHble B
NnyHKTe 3 Yyact 1 HacTosiwen ctaTbu. B cnyyae HenpeacTaBAeHUs YKa3aHHbIX JOKYMEHTOB (cBeaeHUi)
YNO/IHOMOYEHHbIN desepasbHbIi OpraH UCMOJIHUTE/IbHOM B/1AaCTU 3anpallMBaET YKa3aHHbIE JOKYMEHTbI
(cBepeHuns) B nopaaKe MeKBeAOMCTBEHHOTO MHPOPMALMOHHOTO B3aUMOAENCTBUS.

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

4. B cpoK, He npesbiWalolWmnii gecatn paboumx gHel co AHA NOCTYM/IEHUA yKasaHHOro B Yactm 1
HaACTOALLEN CTaTbW 3asiBNEHMA N HEOBXOAUMBIX AOKYMEHTOB, YNOJHOMOYEHHbIN deaepanbHblit opraH
NCNONIHUTENIbHOWN BNaCTu:

1) npoBOAUT NPOBEPKY MNO/IHOTbI U OCTOBEPHOCTU CBGAEHMVI, cogeprKalWwmnxca B npeacrtaB1€HHbIX
3aABuTenem AOKYMEHTAX;

2) npuvHMMaeT pelleHMe O MPOBEAEHMM IKCMEepPTU3bl JIEKAPCTBEHHOro cpeactsa  ANA
BETEPUHAPHOro NpMMeHeHnn uan ob oTKase B ee NpoBeaeHUM;

3) yBefoMAAET B MUCbMEHHOW dopme 3asaBUTENA O MPUHATOM PELUEHUWN WU B C/lyYae MPUHATUA
peweHna ob OTKase B MpOBeAEHMM ISKCMEPTU3bl JIEKAPCTBEHHOro CpeacTBa A/1A BETEPUHAPHOro
NPMMEHEHMA C YKa3aHWeM NPUYMH TaKOro OTKasa.

4.1. B cnyyae BbIABNEHUA HEQOCTOBEPHOCTM U (MNN) HEAOCTAaTOYHOCTN CBEAEHUN, COAEPIKALLUXCS
B NpeAcTaBNAeHHbIX 3asBUTEIEM AOKYMEHTAX, YNOJNHOMOYEHHbIN deaepanbHblii OpraH UCNONHUTENbHOM
B/1aCTU HanpaBAseT 3asaBUTE/NI0 3anpoc 06 YTOYHEHUWM YKasaHHbIX CBeAEHUW. 3anpoc MOKeT 6biTb
nepegaH ynoJHOMOYEHHOMY NPeACTaBUTENIO 3aABUTENA NOA PACMMCKy, HanpasBieH No NoYTe 3aKa3HbIm
NMUCbMOM WU NepeaaH B 3/IEKTPOHHOM dopme No TeNEKOMMYHUKALMOHHBIM KaHanam cBs3n. B cnyyae
Hanpas/ieHMA 3anpoca 06 YTOUHEHUM YKa3aHHbIX CBEAEHMUIM NO NOYTE 3aKa3HbIM MMCbMOM OH CYMTaeTCs
NoJIy4eHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HAaNpPaBAEHWUA 3aKa3HOro NMcbMa.
(yacTtb 4.1 BBegeHa deaepanbHbim 3aKkoHOM 0T 04.06.2018 N 140-93)

4.2. 3assutenb 0b6aA3aH npeacTtaBuTb OTBET HA 3anNpoC yNnoOJIHOMOYEHHOIo d)e,u,epaanoro OpraHa
WCNOJIHUTENbHON BNacTu B CpPOK, He I'IpeBbILLIaIOLIJ,MlZ AeBAHOCTa pa6oq|/|x AHEVI CO OHA nony4vyeHuA
AaHHOTO 3anpoca. CpOKI/I, YKa3aHHbl€ B 4aCTu 1.1 HaCTOHU.LEﬁ CTaTbh, NPUOCTAaHAB/IMBAKOTCA CO OHA
Hanpas/1€HUA 3aABUTENHO 3aMnpocCa ynoJIHOMOYEHHOIOo d)e,u,epaanoro OopraHa NCNOJIHUTENBbHON BNACTU
A0 OHA Nony4vyeHuUA OTBETA Ha Iﬂ,aHHbIl\;I 3anNpoC N He y4YUTbiBaloTCA NMPU UCYUCNIEHUU CPOKa NPUHATUA
peweHna O BHECeEHUU M3MEHEeHNN B AOKYMEHTbI, coaepxauwpeca B pPernctpaumoHHOM AocCbe Ha
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3aperncTpupoBaHHbIi NeKapCTBEHHbIV Npenapar 414 BETEPMHAPHOIO NPUMEHEHNA.
(yacTb 4.2 BBeaeHa denepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMem /A OTKasa B MNPOBEAEHWM 3SKCNepTU3bl /IEKAapPCTBEHHOrO cpeacTBa AnA
BETEPMHAPHOrO NPUMEHEHUs ABASEeTCA NpeAcTaBAeHMEe AOKYMEHTOB, YKasaHHbIX B Yactax 1 u 3
HacTOALLEN CTaTbM, B HENOJIHOM 06beme NN OTCYTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX A0CTaTOYHbIX
CBeAeHuN, noAaTBepKaatlowmx HeobxXxoaMMOCTb BHECEHMA W3MeHeHun, nuMbo HenpeacTaB/ieHUe
3aABMTE/IEM B YCTAaHOB/IEHHbI CPOK OTBETa Ha YKa3aHHbIM B 4Yactu 4.1 HacToswein crtaTbM 3anpoc
YyNo/HOMOYEHHOro peaepasbHOro opraHa UCNONHUTEIbHOW BNACTU.

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

6. 3KCI’lepTM3a NEeKapCTBEHHOIo Ccpeacrtea ANA BETEPUHAPHOINO NpPpUMeHeHUA B UENAX BHECEHUA
M3MEHEHUN B AOKYMEHTbI, coaepxawmeca B perncTtpaumMoHHOM AOoCbe Ha 3aperMCTpMDOBaHHbII7I
HEKapCTBEHHbIﬁ npenapart A4AnAa BETEPUHAPHOINo nNpuMeHeHunA, OCylecTtBnaeTca B NOPALAKE,
YCTAaHOBJ/IEHHOM cTaTbel 24 HacToAlWero dJe,u,epaanoro 3aKOHa.

6.1. B cpoK, He npeBbllAOWNN AecATU pabounx AHEN CO AHS NOMYYEHUSA 3aK/IOYEHUA KOMUCCUM
3KCMepToB MO pe3y/nbTaTaM YKa3aHHOMW B YacCTM 2 HACTOALLElM CTaTbW 3KCMEPTM3bl, YNOJHOMOYEHHbIV
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npuHUMaeT pelleHMe O BHECEHUM U3MEHEHWN B [JOKYMEHTbl, codepkalimeca B
perucTpaumMoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbIA IeKapCTBEHHbIM npenapaT AnA BeTepUHapHOro
npumeHeHuA, MAK 06 0TKase BO BHECEHUUN TaKUX USMEHEHUI;

2) BHOCUT B TrOCYAapCTBEHHbIM pPEeecTp /NeKapCTBEHHbIX CPeACTB Ha OCHOBAHWWM peleHus o
BHECEHUM W3MEHEHMI B  [OKYMEHTbl, coJeprKaliMeca B  PErucTpauMoHHOM  [OCbe  Ha
3aperucTpupoBaHHbIA IeKAapPCTBEHHbIM MNpenapaT 414 BeTepMHAPHOro NPUMEHeHUs, Heobxogumble
M3MEHEeHUA U BO3BPALLAET 3TU LOKYMEHTbI 3aABUTENIO;

3) BblgaeT 3aABUTE/I0 HOBOE PErncTpaLMOHHOE YAOCTOBEpPEeHUE IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOI0o NPUMEHEHUS B C/ly4ae HEOOXOAMMOCTU NSMEHEHMA CBEAEHWUI, COAEPKALLUXCA B HEM, C
COXpaHeHMeM HOMepa paHee BbIJAHHOIO PErucTPaLMOHHOIO YAOCTOBEPEHUA 1IEKAPCTBEHHOIO
npenapara 415 BETeEPUHAPHOTO NPUMEHEHMA.

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

6.2. B cnyyae BHECEHUA U3MEHEHUN B AOKYMEHTbI, COAepKallneca B perMcTpaumoHHOM A0Cbe Ha
3apPerucTpUpPOBaAHHbIA  IEKAPCTBEHHbIA NpenapaT A8 BETEPUMHAPHOro MNPUMMEHEHUA, B 4acTy,
Kacatowenca uameHeHua U (Man) [ONONAHEHWS NPOM3BOACTBEHHOM NOWAAKN NEKAPCTBEHHOro
npenapara, Npu NpeacTaBNeHUN 3aABUTEIEM B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HacToAwen ctaTby
KOMUKU peLleHna YyNOoSIHOMOYEHHOro ¢eaepasbHOro opraHa WUCMNOJIHUTENbHOM BAACTU O MPOBEAEHUM
WHCMNEKTUPOBAHMNA NPOM3BOANTENA NEKAPCTBEHHbIX CPEACTB CPOK, YKa3aHHbIM B YacTn 6.1 HactoAwen
CTaTbW, NPUOCTAHABAMBAETCA CO AHA MONAYYEHUA 3aKNHOYEHMA KOMUCCUM SKCMEPTOB A0 AHA NPUHATUA
YNOJAHOMOYEHHbIM desepasibHbIM OPraHOM UCMOJIHUTENBHOM BIAaCTM peLLeHmna O Bblgaye unm ob oTkase
B BblZaye 3aK/1HYEHMA O COOTBETCTBUN NPOU3BOAMTENA IEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM Npasun
Haa/eKallel NPon3BOACTBEHHOM MNPAKTUKM, HO He Bbonee Yem Ha CTO BOCEMbAECAT paboumx gHel.
(4acTb 6.2 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-93)

7. OcHoBaHMem AnA OTKasa BO BHeCEHWUu M3MEHEHUN B AOOKYMEHTbI, cojepXawmeca B
perncTtpatMoHHOM A0Cb€e Ha 3ape|’l/ICTpVIpOBaHHbIﬁ ﬂeKapCTBEHHbIﬁ npenapar anAa BETEPUHAPHOro
npumeHeHunA, B cny4anax, He Tpe6y|ou.|,14x nposeageHMNA aKCNEePTU3bl IEKAPCTBEHHOIO CPeacTBa, ABNAETCA
npeacraB/ieHne AOKYMEHTOB, YKa3aHHbIX B YacTax 1 u 3 HaCTOFlUJ,Eﬁ CTaTbW, B HEMOJ/IHOM obbeme nau
OTCYTCTBME B NPEACTABNEHHDbLIX JOKYMEHTAX CBGAEHMVI, KOTOpble A0/1XKHbl 6bITb B HUX OTpa*KeHbl, nmbo
HenpeacrasieHne 3aABUTeNEM B yCTaHOB}'IeHHbIﬁ CPOK OTBE€Ta Ha YKa3aHHbIl71 B yactn 4.1 HaCTOFlUJ,Eﬁ
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CTaTbu 3aNpocC YNOAHOMOYEHHOTO dpeaepasbHOro opraHa MCNOHUTEIbHOW BAACTU.
(yacTb 7 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM A5 OTKa3a BO BHECEHWM M3MEHEHWN B [OKYMEHTbI, CoAep’kalmeca B
pPerucTpaumMoHHOM A0Cbe Ha 3apPerncTpMpPOBaHHbLIA JIEKAPCTBEHHbIM nNpenapaT Ans BeTepUHapHOro
NPUMEHEHUS, B C/y4asx, TPEOYOWMNX NPOBEAEHUA IKCNEepPTM3bl JIEKAPCTBEHHOIO CPeACTBa, ABASETCA
3aK/Ilo4eHME YMNOJHOMOYEHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOM BAACTU O BO3MOXKHOCTMU
CHMXKeHUA 6e3onacHoCTH, KavyecTBa, 3GPEeKTUBHOCTM IEKAPCTBEHHOIO NpenapaTa BCAeACTBUE BHECEHUS
M3MEHEHMA B  YKasaHHble [OKYMEHTbl, OTKa3 YMNO/HOMOYEHHOrO deaepanbHOro opraHa
WCNO/IHUTENbHON BNACTU B BblAaye 3aK/KYEHUA O COOTBETCTBUM MPOU3BOAUTENSA /IEKAPCTBEHHbIX
cpencTs TpeboBaHUAM NPaBUN HaZeXKalen NPON3BOACTBEHHOM NPAKTUKN B C/ly4ae M3MEHeHUaA 1 (nnn)
OONONHEHUs MPOM3BOACTBEHHOM MN/IOWAAKA JIEKAPCTBEHHOrO MpenapaTta, €CcAuM Npou3BOACTBO
NIeKapCTBEHHOro npenapata Ana BeTepPUMHAPHOro MNPUMMEHEeHMA OCYyLLeCcTBAAeTCA 3a npegenamu
Poccuitckoit depepaumn, Uam oTCyTCTBUE STOTO 3aKNOYEHUS.

(yacTb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

8. [JonycKaeTca obpalleHMe NeKkapCTBEeHHbIX MpenapaToB A8 BETePUHAPHOro NPUMEHEHMA A0
NCTeYEHMA CPOKa rogHOCTU, NPOU3BEAEHHbIX B TeYeHMe CTa BOCbMUAECATU AHEl nocae AaTbl NPUHATUA
YNOAHOMOYEHHbIM dpefiepanbHbIM OPraHOM UCMONHUTE/IbHOM BNACTU PeLlEeHNs O BHECEHUN U3MEHEHUN
B LOKYMEHTbI, COAEPKALLMECS B PErUCTPALLMOHHOM A0Chbe Ha IeKapCTBEHHbIV Npenapart, B COOTBETCTBUM
c uHpopmaumen, cogepKaleinca B JOKYMEHTAX PEMMCTPALIMOHHOIO A0Chbe Ha IeKapCTBEHHbIN NpenapaT
00 [aTbl NPUHATUA TAaKOTO peLleHuns.

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

CratbAa 32. OTMeHa rocygapCcTBEHHOM perncrpauumm 1eKapCcTBEHHOro npenapara

PeweHne 06 oTmeHe FOCVﬂ,apCTBEHHOVI perncTpaunmn nekapCTtBeHHOro npenapara U UCKAK4YeHUn
NNEKApPCTBEHHOIo npenaparta W3 rocygapCrtBeHHOro peectpa NEeKApPCTBEHHbLIX CPeacTB MPUHUMAETCA
YNO/THOMOYEHHbIM d)ep,epaanbllv\ opraHom WCMNOJIHUTENbHOM BNACTU B Ccny4yae:

1) npeactaBneHWMA  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
WCMNONHUTENBHOW BNACTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340pPOBbIO, KU3HM 4YesloBEKA WU
MBOTHOTO NPW NPUMEHEHUW NEeKapCTBEHHOrO NpenapaTa, NpPeBblWatoWwmMx ero 3pHeKTUBHOCTb, NO
pesynbTaTam OCYLLECTBAAEMOro MM MOHUTOPMHIa 6€30MacHOCTM IeKaPCTBEHHOrO Npenapara;

2) nogaun peprkatenem UAU BNaAeNbLEeM PEerncTpauMoOHHOro YAOCTOBEPEHUN SIEKAapPCTBEHHOTO
npenapata wWanM YNOAHOMOYEHHbIM UM ApyrMm LOpugnvyeckum anMuom 3aAaBsieHUA 06 oTmeHe
rocyfapcTBEHHOM PerMcTpaLmm NekapcTBEHHOrO Npenapara;

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

3) HenoATBEPXAEHWA rOCYAapCTBEHHON PerncTpaLmMm NeKapcTBEHHOro npenapara no ucteyeHun
CPOKa AeNCTBMA PErncTPaLMoHHOro yA0CTOBEPEHUSA, BblAaHHOMO Ha NATb N1ET;

4) HenpeacTaBneHMs 3asBuTenem WHGoOpmMauuu, KoTopas MOMKeT nosfedb 3a coboi
HeobXoAMMOCTb BHECEHUA U3MEHEHWI B AOKYMEHTbI, COAEpKallMeca B PermcTpaumoHHOM A0Cbe Ha
3aperncTpupoBaHHbIA  NEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAauatM paboumx AHeln co AHA
HacTynieHnsa 3TUX U3MEHEHWI;

5) ocyliecTBNeHUs rocygapCTBEHHOW PerncTpauumn fieKapcTBEHHOrO npenapaTta noj TOProBbim
HaMMeHOBaHMEM 3aperncTpMpoOBaAHHOIO paHee Mo, 3TUM TOProBbiM HAaMMEHOBAHMEM JIEKAaPCTBEHHOTO
npenapara, OT/IMYatoLWEeroca Ka4yecTBEHHbIM COCTaBOM AeNCTBYHOLLNX BELLECTB;

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

6) ocywecrtBaieHunA FOCY,EI,apCTBeHHOﬁ perncrtpaunm ogHOro 1 Toro e 1eKapCrBeHHOro npenaparta
B OTHOWEHWN OAHOIo WM TOro e Aepxatesa UAUM Bhagenbua pPerncTtpaunoHHOro yaocrtoBepeHUA
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NleKapcTBEeHHOro npenapaTta B BuAe ABYX M 6o/see NeKapCTBEHHbIX NpPenapaTtoB Noj Pas/iMyHbIMU
TOProBbIMM HAMMEHOBAHNAMM;
(n. 6 B pea. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BblHECEHMA CyAOM pelWeHus O HapyweHun npaB npaBoobnagatens oOOBEKTOB
WMHTeNNeKTyanbHOM COBCTBEHHOCTM NpM 06paLLEHMM NEKAPCTBEHHbIX CPEACTB;

8) OTCyTCTBUA NeKkapcTBEHHOro npenaparta B obpalleHnn B Poccuiickoit deaepaumm B TeyeHue
Tpex u bonee ner;
(n. 8 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHUS JepXKaTeNem WAW  BNALENbLEM  PErncTPaLMOHHOIo yA0CTOBepeHus
JIeKapCTBEHHOrO NpenapaTta AMH0 YNOJIHOMOYEHHbIM UMU APYTUM HOPULANYECKUM IMLOM MEPONPUATUIN
no obecrneyeHUto 6€30MNaCHOCTU NEKAPCTBEHHbIX MPEnapaToB, YCTAHOBJ/IEHHbIX YMNOJIHOMOYEHHbIM
denepanbHbiM OPraHOM WCMOJHUTENbHOM B/IAaCTM B COOTBETCTBMWM C 4Yactamum 3 u 4 cTaTbu 64
HacToawero PegepanbHOro 3aKOHA, B paMKax OCyLLLEeCTBAEHNA GapMaKOHAA30pa;

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

10) oTkasa gep:kaTens WM BRafesnbLa PErncTpalMoOHHOTO YAO0CTOBEPEHUA JIeKapCTBEHHOIo
npenapata AMb0 YNoO/SHOMOYEHHOTO MMW APYroro HPUAMYECKOro /iMLa OT BHECEHUS U3MEHEHUN B
WMHCTPYKUMIO MO MPUMEHEHUID /IEKAapPCTBEHHOrO MpenapaTta, KacCaloWMXCA HOBbIX MOATBEPMKAEHHbIX
[OAHHbIX O TOM, YTO PUCK NPUYMHEHUA Bpeda 340P0BbIO Ye/IOBEKA WU XKUBOTHOIO BCAeACTBUE NpUema
NIeKapCTBEHHOrO Npenapara npesbiwaeT 3GPeKTUBHOCTb €r0 NPUMEHEHUA.

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

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2023 cT. 32 pononHsetca n. 11 (®3 ot 27.12.2019 N 475-®3).

Cratba 33. locyaapcTBeHHbIM peecTp IeKapCTBEHHbIX CPeacTB

1. lTocynapcTBEHHbIM peecTp /IeKApCTBEHHbIX CPEACTB COAEPXKUT MNepeyeHb JEeKapCTBEHHbIX
npenapaTos, NPOLWeALNX roCy4apCTBEHHYIO PerncTpaunio, nepedyeHb GpapmaLeBTMHeCcKnX cybcTaHumii,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPENAPaTOB, U cneayroLLyo MHbGopMaLmio:

1) B OTHOLWEHWUM NIeKaPCTBEHHbIX MPenapaTos:

a) HaMMeHOBaHWEe NeKapCTBEHHOrO npenapata (MexAayHapogHoe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, UM XMMMUYECKOEe M TOProBoe HaMMeHOBaHMA);
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHaa Gopma € yKasaHMeM J03MPOBKM IEKAPCTBEHHOTO NpenapaTta v ero KomM4ecTsa
B NOTPebUTENbCKOM YNaKOBKe;

B) HAMMeHOBaHMe Jep)KaTens WM BNafenbla  PerncTpauMoHHOIO  yA0CTOBEpEeHWUs
JIeKapCTBEHHOTO MpenapaTta U CBEAEHUA O PErnCTPaLMV AepiKaTens A BAageNbla PerncTpaLMoHHOro
YOOCTOBEPEHUA NEKAPCTBEHHOro npenapata Ana  MeAMUMHCKOrO NPUMEHEHMA B KadyecTse
HasoronnatenblumMka B CTpaHe  perucTpaumm  (4NA  POCCUMCKUX  IOPUAMYECKUX  AnL, -
NOaeHTUOUKAUMOHHBIA HOoMep Hasoronnatenblimka (MHH), AnA MHOCTPaHHbLIX HOPUANYECKUX AWl -
CTpaHa perncTpauum, HaMMeHOBaHME PErvcTPUPYIOWEro OpraHa, PermcTpaumMoHHbIA HOMep, Ko
HasioroniaTtenbluMKa B CTpaHe perncTpaumm (MHKopnopaumm) uam ero aHanor);

(nn. "8" B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

I') HanmeHoOBaHMe W agpec npoumsBoanUTeNIA J1IEKAPCTBEHHOrNo npenapata M CBegeHunA O
perncTtpaumnmn nponssoanTenAa NeKapCTBEHHONo npenaparta aa1a MmegmumnHCKoOro npumeHeHnAa B Kavyecrtee
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HajsoronnatenblumMka B  CTpaHe  perucTpaumm  (4NA  POCCUMCKUX  IOPUAMYECKUX  Auu, -
NAeHTUOUKALMOHHBIA HOoMep Hasoronnatenblimka (MHH), 4nA MHOCTPaHHbLIX HOPUANYECKUX UL, -
CTpaHa perncTpauum, HaMMeHOBaHME PEervcTPUPYIOWEro OpraHa, PermcTpaumMoHHbIA HOMmep, Koa
HanoroniaTeNbWMKa B CTpaHe perncrTpaumm (MHKoprnopawuumn) uam ero aHanor);

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

A) dapmakoTepaneBTMyecKas rpynna, KoJ /IeKapCTBEHHOro nmnpenapata nNo aHaToOMo-
TepaneBTUYECKO-XMMUYECKOM  Knaccudukauum, pPekomMeHAoBaHHOM BcemupHoi  opraHusaumen
3/1paBOOXpPaHEHUs;

(nn. "a" B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKasaHMA 1 NPOTUBOMOKa3aHNA K MPMMEHEHMIO IEKaPCTBEHHOro npenapara;
) No60oYHbIE AeNCTBUA NeKapCTBEHHOrO Npenapara;

3) CPOK roAHOCTM IEKapCTBEHHOTO Npenapara;

1) YCNI0BMA XpaHEHMA NEeKapCcTBEHHOro npenapara;

K) YC/10BMA OTMYyCKa IeEKapCTBEHHOTO Npenapara;

N) Homep <¢apmaKonelMHOW CcTaTbM WAM B C/yyae ee OTCYTCTBMA HOMEpP HOPMATMBHOM
AOKYMEHTauumn niMbo HOPMaTUBHOTO IOKYMEHTA;

M) JaTa rocygapCTBEHHOW perncrpauum NeKapcTBEHHOro npenapata U ero perncrpauuoHHbIN
HOMep, [AaTa 3aMeHbl PerMcTPaLMOHHOIO YA0CTOBEPEHMA NEKAPCTBEHHOrO NpenapaTta Ha beccpoyHoe
perucTpaunoHHoe YyAOCTOBEPEHME JIEKApPCTBEHHOro npenapaTta, JAata noJayn  3asaBNAeHUA O
NnoATBEPKAEHMM  TOCYAAPCTBEHHOW  perncTpauumM  /IeKapCTBEHHOro npenapata, AaTa  OTMeHb!
rocyfapcTBEHHOW PerucTpaLmm NekapcTBEHHOroO NpenapaTa;

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

H) KauyecTBEHHbI COCTaB U KONMYECTBEHHbI COCTaB [EMCTBYIOLIMX BELLECTB U KayeCTBEHHbIM
COCTaB BCNOMOraTe/ibHbIX BELLECTB IeKapCTBEHHOrO Npenapara;
(nn. "H" BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHPopMaLma 060 BCeX paspelleHHbIX BUAAX BTOPUYHOM (NOTpebuTeNnbCcKoin) ynakoBKy;
(nn. "o" BBeaeH PenepanbHbiMm 3aKOHOM OT 22.12.2014 N 429-$3)

n) AaTta NPUHATUA pPeleHMA O BO3MOXKHOCTM pPacCMaTpMBaTb JIEKAPCTBEHHbIA MpenapaTt npwu
rocyfapCTBEHHOW  perucTpauuMm B KayectBe OpdaHHOrO  JIeKapCTBEHHOro npenapata  (ans
JIeKapCTBEHHbIX NPenapaToB A1 MeANLUHCKOTO NPUMeHeHMn);

(nn. "n" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pes. PegepanbHoOro 3akoHa ot
27.12.2019 N 475-93)

p) HanuMume nNeKapCTBEHHOro npenapata B NepeyHe KU3HEHHO HeOobXOAMMbBIX W BarKHEMLIMX
NleKapcTBEHHbIX NpenapaTtoB (410 NeKapCTBEHHbIX NPEnapaToB ANA MeAULMHCKOro NPUMEHeHNn);
(nn. "p" BBeaeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3; B pea. denepanbHOro 3akoHa ot
27.12.2019 N 475-93)

C) HanuuMe B NIeKAapPCTBEHHOM MpenapaTe HapKOTUYECKMX CPeaCTB, NCUXOTPOMHbIX BELLECTB U UX
NPeKypcopoB, Mognexalmx KoHTponto B  Poccuiickon  degepauym, B COOTBETCTBMM  C
3aKoHoZaTenbcTBOM  Poccuitickolit degepaumnun, MeKAyHApogHbIMM  goroBopamu  Poccuiickol
depepaunn, B Tom uncie EgMHON KOHBEHLMEN O HapKOTUMYECKNX cpeacTBax 1961 roga n KoHeeHuwmel o
NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBeaeH PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6B390742E6F753C08A240159765DB357A97C790C796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0C776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F7F6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F7C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F7A6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F7B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A25C6D3A0742E6F753C08A240159765DB357A97C7909766F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E1AB526E3E0742E6F753C08A240159765DB357A97C790C7C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A25C6D3A0742E6F753C08A240159765DB357A97C7909776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE4A65D69300742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE5A25B62390742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0F796F3C986638A9C3466E9B4D7533FA5DB427L

T) WHboOpMauMss O TOM, ABASETCA /AN OAHHLIN JIEKAapPCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBeHHbIM NpenapaTom;
(nn. "1" BBeAeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBegeHua o nogaye 3asaBfEHMA O BHECEHUM U3MEHEHUA B AOKYMEHTbl, COAeprKalluecs B
pPerncTpaLnMoHHOM AOCbEe Ha IeKapCTBEHHbIN Npenapar;
(nn. "y" BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

¢) yTpatun cuny ¢ 1 mapta 2020 roga. - PeaepanbHblii 3aKoH oT 27.12.2019 N 475-03;

X) CPOK BBeAEeHUA IeKapCTBEHHOro Npenapara B rpa4aHCcKuii 060porT;
(nn. "x" BBeaeH PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

2) B OTHOLWEHNN PpapMaLEBTUYECKUX CyBCTaHLMI:

a) HaMmeHoBaHMe dapmaleBTUYECKON CybCTaHUMU (MmexayHapoaHOoe HernaTeHTOBaHHOoe, UM
rpynnuMpoBOYHOE, NN XUMUYECKOE M TOProBOe HaMMEHOBAHUA);
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe M aapec npoussoauTens GapmaleBTUYECKol cybcTaHUumu;
B) CPOK roaHocTM dhapmaLeBTUYecKon cybcTaHumm;
r) ycnosusa xpaHeHua dapmaLeBTUYecKon cybcTaHumuy;

A) Homep <dapmaKoneinHOW CcTaTbM WAW B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMEHTaUUN M60 HOPMATUBHOTO AOKYMEHTa;

e) Hannumne dapmaLLeBTUUYECKOWN CyBCTaHUUM B NepeyHe HapKOTUUYECKUX CPeACcTB, NCUXOTPOMHbIX
BELLECTB U UX MPEKypcopoB, NoanexKalmx KOHTposato B Poccuiickoin depepaumu, B COOTBETCTBUM C
3aKoHoAaTenbcTBOM  Poccuiickolt degepaunu, MeKAyHapoAHbIMW  AoroBopamu  Poccuiickoi
depepaunn, B Tom uncsie EAMHON KOHBEHUMEN O HapKOTUMYECKUX cpeacTBax 1961 roga n KoHBeHuwMel o
NCMXOTPONHbIX BewecTBax 1971 roaa.

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

2. dapmaueBTnyeckaa cybcTaHumMa, NPOM3BEAEHHAA ANA peanm3aumm, MOXKET 6biTb BKAKOYEHA B
roCyZapCTBEHHbIM pPeecTp /1IeKapCTBEHHbIX CPEeACTB HAa OCHOBAHMM 3asB/eHMA paspaboTyvKa wuau
NPOV3BOAUTENSA JIEKAPCTBEHHOrO cpeactBa /MO0 YNONHOMOYEHHOTO VMW OPULUYECKOTO /MLa MNpu
YC/IOBMM NPOBEAEHUA B OTHOLWEHWW Takoh ¢dapmaueBTUYECKOM CyOCTaHLMM 3KCMepTU3bl KayecTsBa
dbapmaueBTUYECKOM CybCTaHLMM B MOPAAKE, YCTAaHOBJAEHHOM cTaTbelt 34 HacTosAwero deaepanbHoro
3aKOHa. B oOTHOWeHWW dQapmaLeBTUYECKUX CyOCTaHLMI, NPOM3BEAEHHbIX [ANA peanusauuu, B
rocyZ,apCTBEHHOM PEECTpe JIeKaPCTBEHHbIX CPEACTB COAEPHKUTCA caeaytolan nHGopmaLma:

1) HanmmeHoBaHWe GapMaLEeBTUHECKON cybcTaHuMM (MekayHapoaHOe HemnaTeHTOBaHHOoe, WU
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOoBaHMA);

2) HaMmeHOoBaHWe, agpec nponssoanTenn GpapmaLeBTUYECKOM CybCTaHUMM, a TaKXKe B OTHOLWEHUN
NeKapCTBEHHbIX CPeacTB A1A MeAMLMHCKOro MPUMMEHEHMS CBEAEHMA O peructpauumn npoussoauTens
dapmaueBTUYecKoi cybCTaHUMM B KadyecTBe HasoronaaTtenbliMka B CTpaHe peructpauumn (gna
POCCUMCKUX OPUAMYECKUX /UL, - UAEHTUOUKAUMOHHLIA HOmep Hasnoronnatenblimka (MHH), ansa
MHOCTPAHHbIX OPUAMYECKUX /UL, - CTPaHa Perucrpaumu, HaMMeHOBaHWE PEerucTPUPYIOLLEro OpraHa,
PEerncTpaunoHHbIM HOMEP, KOA, Ha/soronaaTebllMKa B CTPaHe perncrpaumu (MHKopnopauum) uam ero
aHanor);

(n. 2 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpoK rogHoCTH dpapmaLeBTUYECKOM cybcTaHLmK;
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4) ycnoBus xpaHeHMa GpapmaLLeBTUUYECKON cybCcTaHUMu;

5) Homep dapmaKoneiiHon cTaTbM AM6O B CcAyyae ee OTCYTCTBMA HOMEP HOPMAaTUBHOM
OOKYMEHTaLMN UM HOPMATUBHOTO AOKYMEHTa;

6) HannMumne dpapmaLLeBTUUYECKON CYBCTAHLMM B NepeyHe HapKOTUYECKUX CPeaCcTB, NCUXOTPOMHbIX
BELLECTB M MX MPEKypcopoB, Noanexawmx KoHTpoato B Poccuiickon Pepepaummn, B COOTBETCTBUMN C
3aKoHogaTenbctBOM  Poccuiickolt  degepaupnu, MeAyHaApoAHbIMWM  goroBopamu  Poccuiickoi
depepaunn, B Tom uncie EgMHON KOHBEHUMEN O HapKOTUYECKUX cpeacTBax 1961 roga n KoHBeHuwmel o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAOYEeHUA dapmaLeBTUYECKOW CyOCTaHLMM B rOCYyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX
CPeAcTB, AaTa BHECEHMA U3MEHEHUN B AOKYMEHTbI papmaLeBTUUYECKOM CyBCTaHUMK, AaTa UCKAOYEHUA
dbapmaueBTHUUecKon cybCTaHLUKM U3 FOCYy4apCTBEHHOMO peecTpa NeKapCTBEHHbIX CPeACTB.

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

3. MNopaaoK BeAeHUA rocyAapCTBEHHOINO peecTpa JIeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro
NPMMEHEHUA W MOPAAOK BeAeHWA TrOCYAapCTBEHHOro peecTpa  JIeKapCTBEHHbIX CPeacTs  And
BETEPUHAPHOrO MPUMMEHEHMS YTBEP)KAAIOTCA COOTBETCTBYIOWMM YMNOJAHOMOYEHHbIM deaepanbHbiM
OpraHoOM MUCMONHUTEIbHOM BAACTW.

Cratba 34. BKAloueHUe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHbIX CPEACTB U UCKIOYEeHUe U3
rocypapCcTBEHHOr0O  peecTpa  JIeKAapCTBEHHbIX  cpeAcTB  ¢dapmaueBTMYecKoir  cybcTaHumm,
nNpousBeAeHHON 4N1A peannsauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona BKAYeHMs ¢apmaLeBTUYECKON cybcTaHUMKM, NPOU3BEAEHHOM Ana peanusaumu, B
rocyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, NPOBOAMTCA 3KCNepTU3a ee KayecTBa.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. JKcnepTm3a KayecTBa YKa3aHHOM B YacTu 1 HacTosLwel cTaTbM GapmaLLeBTUYECKOM CyOCTaHLUM,
COCTaB/IEHME KOMMUCCUEN IKCMEPTOB 3aK/IOYEHMIN MO Pe3ybTaTaM 3TOM 3KCMEPTU3bl U UX HaMNpaBaeHue
B YMNOJIHOMOYEHHbIN ¢enepanbHbli OpraH WMCNOJAHUTENbHOW BNACTM OCYLLECTBAAKOTCA B CPOK, He
NPeBbILAOWMIA  WeCcTUAecATM paboumx A[HEeW CcO AHA MOJYYEHMA SKCNEPTHbIM  yuypexkaeHuem
COOTBETCTBYIOLLErO 3a4aHus YNOJHOMOYEHHOro ¢enepanbHOro opraHa MCMNOSIHUTENbHOW BAACcTU U
cnefyowmx 4OKYMEHTOB (cBeaeHuWIA):

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

1) cBegeHVA 0 AaTe NpPefoCTaBAEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UW HA NPOU3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAEHMA O pJate npefocTaBNeHUA U PernucrpauyMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBUM MPOU3BOAMTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun
HaZ/eXKalen npou3BOACTBEHHOMW MNPAKTUKKU, BbIAAHHbLIX (NPeAoCTaBAEHHbIX) YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCNONHUTENIbHON BAacTW, B C/y4ae, eC/lM NPOM3BOACTBO J1IEKAPCTBEHHOIO
cpencTBa ocylecTsnsetca B Poccuiickon deaepaunu;

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

2) KomuA [OKYMEHTa, BblAaHHOTMO YMNOJHOMOYEHHbIM OpraHom CTpPaHbl MPOM3BOAUTENA
NIeKapCTBEHHOrO CpeacTBa M MNOATBEPXKAAIOWEro paspelleHMe NPou3BOACTBA JIEKAPCTBEHHOTO
CpefcTBa, U ero NepeBof Ha PYCCKUI A3bIK, 3aBepeHHble B YCTaHOBJEHHOM MNOPAZKE, a TaKKe Konus
3aK/M0YEHMA O COOTBETCTBUM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CcpeacTB TpeboBaHUAM NpaBuA
HaZnexKalllei NpousBOACTBEHHOW MPaKTUKW, BblAAHHOIO YMOJAHOMOYEHHbIM deaepanbHbIM OpraHom
WUCNONIHUTENbHOM BAacTM, AMBO KOMMA pelleHuAa  YynonHomModeHHoro deaepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTM O NPOBEAEHNN MHCMIEKTUPOBAHMNA NPOU3BOAUTENA JIEKAPCTBEHHOTO CpeacTBa.
YKa3zaHHble [AOKYMEHTbl NpeacTaBAAlOTCA B CAyvae, eciM MPOU3BOACTBO /IeKapCTBEHHOro cpeacTsa
ocylecTsnseTca 3a npegenamu Poccuiickoin deaepaumu;


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE4A65D69300742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE5A25B62390742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C0E786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E7A65E693C0742E6F753C08A240159765DB357A97C790C7C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E5A05E683B0742E6F753C08A240159765DB357A97C790D776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C09786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C09766F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E2A259693C0742E6F753C08A240159765DB357A97C7B0C7A6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AEEA2536A390742E6F753C08A240159765DB357A97C790C7E6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EEAA5F69390742E6F753C08A240159765DB357A97C790A7E6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E2A259693C0742E6F753C08A240159765DB357A97C7B0C7B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E0A05A6B310742E6F753C08A240159765DB357A97C7A0B7B6F3C986638A9C3466E9B4D7533FA5DB427L

(n. 2 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-d3)
3) IOKYMEHT, coAieprKalllnii cneaytolme ceeaeHus o papmaLeBTUYecKomn cybcTaHumm:
a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUK, ee CTPYKTypa, obline CBONCTBa;
6) HaMmeHOBaHMe 1 aapec NPOU3BOAUTENS;

B) TEXHONI0TNA Npon3sBoAacTBa C OnNNCaHnem CTa,D,Mﬁ npon3soAacTBa U MeTO40B KOHTPO/IA Ha BCEX
CTaamnAxX NponsBoacCTBa;

I') onncaHume pa3pa60TKM npouecca npon3soacTea;

) onucaHMe KOHTPOAA KPUTUYECKUX CTaauii npolecca nNpPous3BOACTBA U MPOMENKYTOYHOM
NPoAyKLUMM;

€) AOKyMeHTa/ibHoe NOATBepXKAeHue (BanmMaaLma) NpoLeccos U (MM) NX OLIEHKa;
) CBOMCTBa U CTPYKTYpa AACTBYIOLLMX BELLECTS;

3) XapaKTepucTuKa npumece;

n) cneumdurKauma Ha bapmaLeBTUYECKYIO CybCTaHLMIO U ee 0B6OCHOBAHME;

K) aHanuTUYecKMe MEeTOAMKM, WCMO/Ib3yeMble MpPU  OCYLLECTB/IEHUWM KOHTPOAS  KayecTBa
dapmaLeBTMUYECKON cybCcTaHUMU;

I'I) AOKYMEeHTa/IbHOE noAarBepxaeHue (BaJ'IVI,D,aLI,VIFI) dHaA/IUMTUYECKNX METOAUK, UCNOJIb3YyEMbIX MNMPU
OCyLWEeCTBNIEHUN KOHTPOIA Ka4YeCTBa CbapMaLI,EBTMLIECKOﬁ CYGCTaHLI,MM;

M) pe3ynbTaTbl aHaNn3a cepuit papmaLeBTUYECKolM cybcTaHLmK;

H) nepeyeHb CTaHAAPTHbIX 06Pa3LOB NAM BELLECTB, UCMO/Ib3YEMbIX NPW OCYLLECTBAEHUU KOHTPOA
KayecTsa;

0) onucaHWe XapaKkTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUaNoB U YKYNOPOUHbIX CPEACTB;
n) AaHHble 0 CTabUAbHOCTU dpapMaLLEBTUUYECKON CyBCTaHUNM;
p) CPOK rogHoCTY;

4) [OKYMEHT, coaepiKalimii CBeAeHUA O PErucTpaLyMu Npous3BoAMUTENS JIEKAPCTBEHHbIX CPeACTB
AN MeAMLUMHCKOTO NPUMEHEHWUA B KayecTBe HanoronsatefblWMKa B CTpaHe peructpauuu (ana
POCCUIACKUX HOPULMYECKUX NUL - UAEHTUPUKALMOHHBLIM HOMep Hanoronnatenswmka (MHH), gns
WMHOCTPaHHbIX HOPUAMYECKUX /UL, - CTPaHa PEerucTpaummn, HaMmeHoBaHME PEerncTpPUpYoWEro opraHa,
PEerucTpaumnoHHbIA HOMEpP, KoA HanoronaaTtesblyKa B CTpaHe perncrpauuu (MHKopnopauuun) uam ero
aHanor).
(n. 4 BBepeH dPepepanbHbim 3aKoHOM 0T 28.12.2017 N 425-03)
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ana npoBefeHWAa 3KcNepTM3bl KayecTBa YKasaHHOMW B 4actm 1 HacToAwei CcTaTbk
dapmaueBTUyeckoi cybcTaHUMM 3aAaBUTENb NPeAcTaBaAseT B YNOAHOMOYEHHbIN deaepanbHbl opraH
NCMNONHWUTENbHOW BNACTU:

1) 3asBneHMEe O BKAOYEHMM B TOCYAAPCTBEHHbIA PEecTp /eKapCTBEHHbIX CpeacTs AaHHOM
dapmaLeBTMYECKON cybCcTaHLMu;

2) KOMnA OOKYMEHTa, noArBepxAatowero ynnarty I'OCYABpCTBEHHOI?I NOLW/IMHbI 3a BK/IKOYEHWUE B
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rocyapCTBEHHbIA peecTp NeKapCTBEHHbIX cpeacTs ¢apmaLeBTUYECKon cybCcTaHUMKM, Npou3BeaeHHOM
ana  peanusaumu, nMbo no COBCTBEHHOM WHWUMATMBE YKa3aHHbIA [OKYMeHT. B cayyae ero
HenpeacTaBNeHMA 3asBUTE/IEM YMNOJIHOMOYEHHbIM denepanbHbli OpraH MUCMONHUTENIbHOW BAACTK
nposepseT GaKT ynnaTbl rocyAapcTBEHHON NOLWANHLI 3aABUTENIEM C UCNO/b30BaHNEM UHbOpPMaLmn 06
ynnarte rocygapcTBEHHOWN MOLL/IMHbI, coAaeprKalleinca B focyaapcTBeHHON MHPOPMALMOHHOM cUcTEME O
rOCYAapCTBEHHbBIX M MYHMLMMNANAbHbBIX NAaTeXKax, Ha OCHOBAHMM MpPeACTaBAEHHOW 3asBUTENEM KOMWUK
OOKYMEHTa, NoATBEPKAAOLWEro ynaaTy rocyAapCTBEHHON NOLWNHbI;

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

3) IOKYMEHTbI, YKa3aHHbIe B 4aCTU 2 HACTOALLEN CTaTbu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3anBfeHME O Bblgaye paspeleHna Ha BBO3 B Poccuiickyio deaepaumio KOHKPETHOW napTuu
HEe3aperncTpMpoBaHHOIO JIeKAapPCTBEHHOTO CpeacTBa, NpeAHasHaYeHHOoro A8 NpoBeAeHUsA YKasaHHOM
3KCNepTm3bl.

(n. 4 BBegeH ®epepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacraB/iEHUs C 3aAB/IEHMEM O BKJ/IIOYEHUW B TOCYAAPCTBEHHbLIN peecTp
JNIEKAPCTBEHHbIX cpeacTs ¢dapmMaLeBTUYECKOM CybCTaHUMW OOKYMEHTOB, MNOATBEP)KAAKOWMX YhaaTy
rocyAapCTBEHHOM MOLWANHbBI M YKa3aHHbIX B MYHKTE 2 YacTK 3 HACTOSALLEN CTaTbM, a TaKXKe BblAaBaeMblX
(npepocTaBnAembix) yNoNHOMOYEHHbIMU  deaepanbHbIMUM  OpraHaMM  UCMOJIHATENbHOM  BAACTM
OOKYMEHTOB (CBeAEHWIA), YKa3aHHbIX B MyHKTax 1 M 2 4yacTu 2 HaAcToAWEN CTaTbM, YNOJHOMOYEHHbIN
desiepanbHbIit OpraH MCMONHUTENbHOM BNACTU 3anpallMBaeT yKasaHHble AOKYMEHTbl (cBeaeHus) B
nopsaKke mexxBegoMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3aKoHOM OT 27.12.2019 N 478-93)

4. B TeyeHMe AecATU paboumx gHEN CO AHA NPUHATUA 3aABAEHUA O BKAHOYEHUM YKA3aHHOM B YacTu
1 HacToswel ctaTbl GapMaLEBTUYECKON CYOCTAaHUMM B TOCYAAPCTBEHHbIN PEecTp JIeKAapCTBEHHbIX
CPeAcCTB U OOKYMEHTOB, MEPEYUCAEHHbIX B 4acTM 1 M NyHKTe 2 4acTM 3 HacToAwen CTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM BAACTH:
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) NnpoBOAMT NPOBEPKY MOJHOTHI U AOCTOBEPHOCTU AAHHbIX, COAEPMKALLMXCA B MPEeACTAaBIEHHbIX
3aABUTENEM AOKYMEHTAX;
(B pen. PepepanbHoro sakoHa ot 25.11.2013 N 317-93)

2) NPUHUMaET peLleHWe O HanpaB/ieHWWM B 3KCMEPTHOE yuypexiaeHue 3aJaHua Ha nposedeHue
3KCMEepPTM3bl KaYecTBa YKa3aHHOM B 4acTM 1 HacToALLel cTaTbk dpapmMaLueBTUYecKon cybcTaHumMm nam ob
OTKase B TAKOM HanpaBAeHMWMY;

3) yBeaoMASET B 3/IEKTPOHHOW WM MUCbMEHHOW Gpopme 3aABUTENSA O MPUHATOM PeLLeHUU UK B
C/lyyae 0TKasa C yKasaHMeM NPUYMH TaKoro oTKasa.
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHWA HELOCTOBEPHOCTU CBEAEHMWI, COAEPKALLUMXCA B NPeacTaBNEHHbIX
3anaBUTEIEM MaTepuanax, ynoJHOMOYEHHbIN denepanbHbli OpraH UCNOAHUTENbHOW BAACTU HanpaeaseT
3anABUTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [aHHbI 3anpoc MOXKeT OblTb nepeaaH
YNOJIHOMOYEHHOMY NpeacTaBUTeNt0 3aABUTENA JIMYHO NOJ PACMUCKY, HanpasaeH Mo MnoyTe 3aKasHbiM
NMUCbMOM WM NepesaH B 3/IEKTPOHHOM dopme No TeIEKOMMYHMKALMOHHbIM KaHanam cBsisu. B cayyae
HanpaB/ieHMA AAaHHOTO 3aMnpoca No NoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LIecTu AHel ¢ AaTbl HANpPaB/eHMA 3aKa3HOro NUCbMa.

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

4.2. 3asButenb obaAsaH npeacTtaBuTb OTBET HA 3anpocC ynoJIHOMOYEHHOro d)e,u,epaanoro OpraHa
WUCMNONHUTENbHOW BNAcTU B CpOK, He I'IpEBbILLIaIOLLI,Mﬁ AeBAHOCTA pa6oqu ,a,Heﬁ CO OHA noany4vyeHuA
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AaHHoro 3anpoca. Cpok, yKasaHHbIA B 4YacTM 4 HacToAWeN CTaTbW, MPUOCTAHAB/MBAETCA CO AHA
HanpaB/ieHMs 3anABUTENI0 3anpoca YyNnoJHOMOYEeHHOro deaepanbHOro opraHa UCNOHUTENIbHOW BAACTK
00 OHA NOJlyYeHMA UM OTBETa Ha AAaHHbIW 3aMPOC U He YYUTbIBAETCA MPU UCHNCIEHUM CPOKA IKCNEPTM3bI
KayectBa QapmaLeBTUYECKON CyOCTAHUMM, HEWUCMNONb3yeEMOW MpPUM NPOM3BOACTBE NEKAPCTBEHHbIX
npenapaTos.

(yacTb 4.2 BBegeHa degepanbHbim 3akoHOM OT 25.11.2013 N 317-93)

5. OcHOBaHMeM gnA OTKasa B HaNpaBJ/IEHMWN B IKCNEPTHOE yyperaeHne 3a4aHuA Ha NpoBeseHne
3KCMepTU3bl KayecTBa YyKasaHHOMW B 4actM 1 HactosAwer cratbM dapmaueBTUYECKOW cybCcTaHuMu
ABNAETCA HenpeacTaBNeHWE [OOKYMEHTOB, YKasaHHbIX B 4acTM 2 HACTOAWEW cTaTbW, OTCYTCTBUE
nHbopmaumm, noaTBep:kpatowelrt GakT  ynaatbl roCyAapCTBEHHOM MOW/MHBI 338 BK/KOYEHME
dapmaLeBTMUYECKON CyOCTaHUMWU, NPOU3BEAEHHOW ANs peanusaumu, B TOCYyAapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB, HeNpeACTaB/eHMe 3asiBUTE/IEM B YCTAaHOB/IEHHbI CPOK OTBETA HA YKa3aHHbIN B
yacTn 4.1 HacToALLEN CTaTbW 3aMNpPOC YNOAHOMOYEHHOro deaepasibHOro opraHa UCNONHUTEIbHOW BNacTu
WAU NpeAcTaB/ieHne [OKYMEHTOB, He cogep)Kaliux WcyYepnbiBalowWwero nepeyHa Heobxoammbix
cBeAeHun.

(yacTb 5 B peq,. deaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHune nATHagUaTM paboumx AHeW cO AHA MONYYEHMA PeLIeHUs YNONHOMOYEHHOTO
denepanbHOro opraHa UCNOJIHUTENbHOM BAACTU O HanNpPaBEHUN B SKCMEPTHOE yupeKaeHMe 3a4aHNA Ha
npoBefeHME 3KCMepTU3bl KayecTBa YKa3aHHOW B 4acTM 1 Hactoswen craTtbn dapmaueBTUYECKOM
cybCcTaHLMM 3aaBUTENb NPEACTAaBAAET B SKCNEPTHOE yYpeXRaAeHMe ANA NPoBeSeHMA JAaHHON 3KCnepTM3bI
obpa3ubl dapmaueBTUYECKOM CcybCcTaHUMM B KOAMYECTBe, HeobxoAMMOM AnA BOCMPOU3BEAEHUS
METOZ0B KOHTPO/IA KayecTBa. IKCNEPTHOE yupexaeHne npu noayvyeHmm obpasuos yKasaHHOM B Yactm 1
HacToAlWEeN CTaTbM PpapMaLLeBTUYECKON CyOCTaHUMKN BblAaeT 3asBUTENI0 AOKYMEHT, MOATBEPHKAAOLLINIM
nosiydeHMe 3TUX 00pasLOB, MU B CPOK, He MPEBbIWAOWMI Tpex paboumx AHelN, yBeAOMANseT B
3/IEKTPOHHOM  WUAW  MNUCbMEHHOW ¢dopme 06 3TOM YNONHOMOYEHHbINM deaepanbHbIM  opraH
NCNOIHUTENbHOM BNAACTU. ITU CPOKM HE BKIOYAIOTCA B CPOK NPOBEAEHUA AaHHOW 3KCNepTU3bl.

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

7. JOKYMeHTbI, MOCTYNMBLUME B SKCMEPTHOE YUpPEKAEHNEe O1A NPOBeAeHNA SKCNepTU3bl KayecTBa
yKasaHHOW B 4acTM 1 HacToseil cTaTbk apmMaueBTUYECKOM cybCcTaHumMK, noa/sieskaT BO3BpaTy B
YNOAHOMOYEHHbIN desepanbHblit OpraH UCNONHUTENbHOM BAACTU OAHOBPEMEHHO C 3aK/NOYEHUAMM MO
pesynbTaTam NPOBeAEHHOM 3KCNepTUsbl.

8. B CpOK, He NpeBblWaAoOWMn NATU paboumx AHEN CO AHA MOJYYEHUs 3aKAHYEHMA KOMMCCUM
3KCMEepPTOB MO pe3y/bTaTaM 3KCMEepTM3bl KayecTBa YyKasaHHOWM B 4Yactm 1 HacTosAwen cratbu
dapmaLeBTMYECKOM CybCTaHLLMK, YNOJAHOMOYEHHbIV deaepasibHbI OpraH UCNOAHUTEIbHOW BAaCTU:

1) ocyliecTBAAET OLLEHKY TaKoro 3aK/louYeHus A1 OnpeaesieHns ero COOTBETCTBUA 3a4aHMI0 Ha
nposeaeHMe AaHHOMN 3KCNepTU3bl;

2) nNpUHUMaEeT pelleHMe O BK/IYEHUW YKasaHHOM B YacTm 1 HacToAwen cTaTbu
dbapmaueBTUYECKOM CyBCTaHUMM B rOCYAAPCTBEHHbINA PEECTP IEKAPCTBEHHbIX CPeacTB UK pelleHne 06
OTKa3e B TAKOM BK/IIOUYEHUN;

3) BHOCUT MpU MNPUHATUM PELUEHUA O BKJOYEHUM YKa3aHHOW B 4acTu 1 HacTosAllel cTaTbu
dapmaLeBTMYECKON  CybBCTaHUMM B TOCYAAPCTBEHHbIA  PeecTp  /JIEKAapCTBEHHbIX  CPeacTs
npeaycMoTPeHHyto 4acTbto 2 ctatbn 33 Hactoswero ®PegepanbHOro 3akoHa MWHPopmauumioo U
yBegomnseT 06 3STOM B 3N1EKTPOHHOM MAK NUCbMEHHOM dopme 3aaBUTENS.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-d3)

9. OcHOBaHWeM JAnsi OTKA3a BO BK/OYEHWM YKasaHHOM B 4YacTm 1 HacToAwen CTaTbk
dbapmaueBTUYeCKoi CcybCTaHUMKM B TOCYAApPCTBEHHbIM pPeecTp NEeKapCTBEHHbIX CPeACTB ABAAeTcA
3aKNtOYEHMEe COOTBETCTBYIOLLErO YNOAHOMOYEHHOrO deaepanbHOro opraHa MCNONHUTENbHOW BAACTK O
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TOM, YTO Ka4ecTBO papmaLeBTUYECKOM CybCcTaHUMM He NOATBEPKAEHO MOAYYEHHbIMU AAHHBIMM.
(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 FOCYAapPCTBEHHbIA pPeecTp JIEKapCTBEHHbIX CPeAcTB OAHOM
dapmaueBTMHECKON cybCcTaHUMN, NPOM3BEAEHHOM AN pPeanm3almnn U BblIMYCKaeMOM OAHUM U TEM XKe
npoussogutTenem, B BUae AByx U 60see peecTpoBbIX 3anmce.

(yactb 10 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHWe M3MEHEHUI B AOKYMEHTbl Ha dapmaueBTUYECKYo cybcTaHUMIo, NPOU3BeAEHHYIO
ON5 peannsaumm U BKIOYEHHYHO B rOCYAapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB, OCYLLECTBASETCS
B nopsake, ycraHoBneHHom cTtatbamun 30 M 31 Hactoswero PegepanbHOro 3akoHa, C ynnaToMn
rocygapcTBEHHOM MOLW/IMHbI, NPeaycMOTPEHHON 3aKoHodaTenbcTBOM Poccuitickor degepauumn o
Hasorax n cbopax.
(yacTb 11 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

12. flonyckaeTca obpaleHne papmaueBTUYECcKUX CybCcTaHLMMN, NPon3BeAeHHbIX ANA peannsaumm,
B TeYEHWMe CTa BOCbMWAECATU AHEN A0 W NOCae NMPUHATUA YNOJSIHOMOYEHHbIM deaepasibHbiM OpraHom
WCMOJIHUTE/IbHOW BIAaCTU PELIEHUA O BHECEHUM W3MEHEHMA B AOKYMEHTbl Ha ¢apMaleBTUYECKYHO
cybCTaHUMIO, NPOU3BEAEHHYIO A/A peanv3auumM W BK/AOYEHHYIO B TFOCYZAPCTBEHHbIA peecTp
NIeKApPCTBEHHbIX CPEACTB.
(yacTb 12 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. PeweHne 06 WCKIIOYEHUN U3 TOCYAAPCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTs
dapmaueBTMUYECKON cybCTaHUMKM, NPOU3BEAEHHOW ANA peanunsaumu, NPpUHUMAETCS YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOTHUTENbHOM BAACTU B C/yYae:

1) npeactaBneHMA  COOTBETCTBYHOLWIMM  YNONHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
WCMOJIHUTE/IbHOM BIaCTU 3aKJ/IIOYEHUA O PUCKe MAM 06 yrpose XM3HW UAKN 300POBbI0 YesloBEKa NNbOo
YKMBOTHOTO NPW UCNOIb30BaHMM JIEKAPCTBEHHOTO CPEeACTBa;

2) nogaun pa3paboTUMKOM J/IEKapCTBEHHOro CPeacTBa WMAM MPOU3BOAUTENEM NEKAPCTBEHHOMO
cpeactsa M60 YyNOAHOMOUYEHHbIM UMW APYTMM IOPUAMYECKUM NINLLOM 3asaBAeHMA 06 MCKAOUYEHUN U3
rocyAapCTBEHHOro peecTpa JIeKapcTBEHHbIX CPeACTB GpapmaLeBTUYecKon cybCcTaHLUMM, Npon3BeaeHHoM
ANA peanvsauuu;

3) oTcyTcTBUA PapmMaLEeBTUYECKOM cybCcTaHLMM, NPOM3BeAeHHON ANa peanusaLlmm, B 06palleHum B
Poccuitckoit Pepepaumm B TedeHne Tpex U 6onee ner.
(yacTb 13 BBeaeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

CraTba 35. YTpatuna cuny c 1 uiona 2015 roga. - PegepanbHblii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. O6)anoBaHue pelweHUMs 06 OTKase B Bblgave paspelleHUs Ha npoBeaeHue
KAMHUYECKOro UCCnef0BaHUA NeKapCTBEHHOro npenapara, peweHua o6 oTkase B rocyfapCTBeHHOMM
perucTpauum NeKapCcTBEHHOro MpenapaTta, 3aK/NloYeHUA KOMMUCCUM IKCMEpPTOB  IKCMEpPTHOro
yupexneHusa Uan 3akloueHua CoBeTa No 3TUKe

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

PeweHune COOTBETCTBYHOLWErNo YNO/THOMOYEHHOTO d)ep,epaanoro OpraHa NCNOSIHUTENbHOWN BNaCTU
06 oOTKase B Bblga4ye paspeweHna Ha nposeaeHune KAUMHUYECKOro uccnenoBaHnA 1€KapCTtBEHHOIo
npenaparta, peweHune YKa3aHHOro d)ep,epaanoro OpraHa NCNONHUTENbHOW BnactTm o6 OTKase B
I'OCY,EI,BpCTBEHHOﬁ perncrpaunn  nexkapCrtBeHHOro npenapara, 3aKak4YeHne KOMUCCUU 3SKCNepPToB
9KCNEPTHOro y4ypexkaeHnAa Uanm 3aKno4YeHune COoBETa MO 3TUKE MOXKET 6bITb 06)KanoBaHoO B nopAagke,
YCTaHOB/IEHHOM 3aKOHOAATE/NIbCTBOM Poccuiickoi CDe,u,epau,MM. 3aKNo4YeHME KOMMUCCUMU 9KCNepTosB
9KCNEPTHOro y4ypexageHna o B3aMMO3aMEHAEMOCTU NIEKAPCTBEHHbLIX MpenapaTtoB AnA meanumnHCKOro


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE0A35B623F0742E6F753C08A240159765DB357A97C790F7B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EEAA5F69390742E6F753C08A240159765DB357A97C790A7D6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE6AA536C3B0742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C057D6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C057B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C05786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C05796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C047F6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7C047C6F3C986638A9C3466E9B4D7533FA5DB427L

npuUmMeHeHns NMbo 0 TOM, YTO IeKaPCTBEHHbIN NpenapaT A1a MeAULMHCKOro NPUMEHEHNs He ABaseTcA
B3aMMO3aMeHAEeMbIM, MOXeT bObiTb 06)KanoBaHO AepaTenem WMAM BAadesblLem PerucTpaunmoHHOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOrO  Mpenapata B YNOJIHOMOYEHHbIA  ¢deaepanbHbli  opraH
WCMOIHUTENbHOM  BNACTW,  KOTOPbIA  NPUBAEKAEeT K  PAacCMOTPEHMIO  YKasaHHOM  Kanobbl
noaBesOMCTBEHHbIE €My HayyHble OpraHuMsaumm W obpasoBaTesibHble OpraHM3auumn BbICLIEro
obpasoBaHuA, oOcywecTBaAlOWME [eATeNbHOCTb B cdepe ob6palleHUs NeKapcTBEHHbIX CPeLCTs.
3aKntouYeHne KOMUCCUM IKCMEPTOB IKCMNEPTHONO yyperkaeHus, obopmMIeHHOe Mo UTOram nepecmoTpa
06)KaNOBAHHOrO 3aK/OYEHMA 3KCMepTa, MOMKeT ObiTb OCMNOpPeHO JepyKaTesem WAW BRagesblem
PEervcTPaLnoHHOro YA0CTOBEPEHMSA IEKAPCTBEHHOTO npenapaTta AMbo ynosIHOMOYEHHbIM UMW JIMLOM B
nopaaKe, yCTaHOBNEHHOM 3aKoHoZaTenbcTBOM Poccuinickon ®epepaumun. MNpu 06KanoBaHMKU peLleHns
YNO/HOMOYEHHOTo deaepasbHOrO OpraHa WCNONHUTENIbHOW BAACTW, 3aK/OYEHUSA 3KcrnepTta Wau
KOMMCCUM 3IKCNEPTOB 3SKCMEPTHOIO YUYPENKAEHWUA, 3aK/OYEHUSA COBETa MO 3TUKE JAeprKaTeslb Wau
B/agenel perMcTpaumoHHOro yaA0CTOBEPEHUA IEKAPCTBEHHOMO Npenaparta JiMbo ynosHOMOYEHHOE UMK
MU0 BnpaBe nNpeacTaBUTb PE3y/bTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOrO MpenapaTa, MPOTOKObI
MOJIYYEHHbIX aKKPEAWTOBAHHbIMU UCMbITaTeNIbHbIMKM  nabopaTopusamu  (LeHTpamu) pesynbTaToB
nccnefoBaHU, UCMbITaHUN.

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

Cratba 37. UHPopmauumA, CBA3aHHAA C OCYL,ECTB/IEGHUEM T[OCYAAPCTBEHHOWU pernctpauum
JIeKapCTBEHHbIX NpenapaToB, UHGOPMALUA O 3aPErMCTPUPOBAHHDLIX JIEKAPCTBEHHbIX NMpenapaTtax M
NleKapCcTBEHHbIX NPenapartax, UCKIIUYEeHHbIX U3 FOCYAapCcTBEHHOrO PeecTpa 1IeKapCTBEHHbIX CPeACTB

1. CooTBeTcTBYIOWMIA YNOJAHOMOYEHHbIN deaepanbHbli  OpraH  WUCMOJHUTENIbHON  BAACTU
pasmewaetr Ha cBoem oduumanbHOM cante B cetn "WHTepHeT" wHbOpmauuio, CBS3aHHYHO C
OCYLLECTB/IEHNEM TOCYAAPCTBEHHOW perncTpauuy JIeKapCTBEHHbIX MpenapatoB, B TOM u4uc/e
npoBeAeHMEeM SKCNepTU3bl JIeKapCTBEHHbIX CpeacTB (BKAOYas pesynbTaTbl ee  npoBeneHus),
MHOOPMALMIO O 3aPEerncTPUPOBaAHHBIX JIEKAPCTBEHHbIX Mpenapatax M JeKapCTBEHHbIX Npenaparax,
MCK/IIOYEHHbIX W3 rOCYyAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeAcCTB, He Mno3aHee Yem 4yepes NATb
pabounx AHel co AHA NOyYeHUA YNOJHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOHUTENbHOM B/1acTh
COOTBETCTBYIOLLEN MHPOPMALUW.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-3)

2. CpOKM M MOpAAOK PasMeLLEHMA YKa3aHHOM B 4yacT 1 HacToAwel cTaTbM WHPOpMauun
YyCTaHaBAMBAIOTCA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM MUCMONHUTENbHOM BAacTU. MHbopmaums,
yKasaHHas B YacTu 1 HacToAwel cTaTbW, ABNAETCA OTKPbLITON M 06LWeAoCTynHOW M npegocTaBaseTcs
3aMHTepPeCcOBaHHbIM NLLAM B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuitickolt degepaumm.

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

Fnasa 7. KIMHUYECKUE UCCNIEAOBAHUA NEKAPCTBEHHbIX
MNPENAPATOB A/19 MEANUMHCKOrIo NnPUMEHEHUA, AOTrOBOP
Ob UX NMPOBEAEHUN, MPABA NAUMEHTOB, YHACTBYIOLLIUX
B 3TUX UCCNEAOBAHUNAX

Cratba 38. KnuHuueckue uccneaoBaHUA NleKapCTBEHHbIX MpenapaTtoB ANa MeAULMHCKOro
npumeHeHus

1. KnvHuuyeckme mccneaoBaHUs IeKapcTBEHHbIX NPenapaToB A8 MeAULMHCKOTO NpUMEHEeHWs, B
TOM YMC/e MeXAyHapoaHble MHOFOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErMCTPALMOHHbIE, NPOBOAATCA
B OAHOW WMAM HECKONbKUX MEeAMLMHCKMX OpraHM3auusax B COOTBETCTBMM C MpaBuAaMKU HagjexKallein
KAMHWMYECKOW NPaKTUKK, YTBEPKAEHHBIMU YNOAHOMOYEHHbIM heaepanbHbiM OPraHOM UCMNOHUTEIbHOM
BJ1aCTW, COOTBETCTBEHHO B C/IeAYHOLLMX LEensx:
(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) yCTaHOB/1IEHUNE 6esonacHocCTH NeKapCTBEHHbLIX MpenapaTtoB AaA 340P0BbIX ,D,O6pOBO/'IbLI,EB n
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(MAn) nepeHocMmoOCTM UX 340POBbLIMM  A0BPOBOMbLLAMM, 33 WCKAOYEHMEM TaKUX WUCCNeA0BaHWUM
NleKapcTBeHHbIX NpenapaTtos, Npoun3BeAeHHbIX 3a npeaenamm Poccuiickoint Peaepauuu;

2) nopbop oONTMMAasNbHbLIX [03MPOBOK JIEKAPCTBEHHOrO Mpernapata WM Kypca JiedyeHua ans
NauMeHToB C onpegeneHHbiMm 3aboneBaHMeEM, OMNTMMaJbHbIX [03 U CXEM  BaKUMHaLMK
MMMYHOBMONOTMYECKMMM JIEKAPCTBEHHBIMW NpenapaTaMu 340P0BbIX 40OPOBO/bLEB;

3) ycraHoBneHMe 6e30NacHOCTM NEeKapCTBEHHOro npenapata W ero 3¢pdeKkTMBHOCTM AnA
nauneHToB c onpeaeneHHbIM 3abosieBaHMEM, NpooUNaKTUYECKON 3hPEKTUBHOCTH
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaTos A4/1A 340P0BbIX 406P0BO/IbLEB;

4) un3yyeHMe BO3MOMKHOCTM PACLIMPEHMA MOKas3aHWA A1a MeAWLMHCKOTO NPUMEHEHUA U
BbIAB/IEHMA paHee HEeW3BEeCTHbIX MNOBOYHbIX AEWCTBUIA  3aperucTPUPOBaHHbLIX  1IEKAPCTBEHHbIX
npenaparos.

2. B OTHOWweHMM BOCNPOU3BEAEHHDbIX JIEKAPCTBEHHbIX MNpPenapaToB A4AAa MegULUHCKOro
NPUMEHEHNA  MPOBOAATCA  UCCNeAOBaHUA  OUOIKBMBANEHTHOCTM U (MAM)  TepanesBTUYECKOM
S3KBMBAJIGHTHOCTM B  MNOPSAKe, YCTaHOBAEHHOM  YMOAHOMOYEHHbIM  deaepanbHbIM  OpraHom
MCNONHUTEIbHOM BNAaCTW.

3. OpraHu3auuio NPOBEAEHUA KAWHWMYECKUX WCCNeA0BaHWA JIeKapCTBEHHOro npenaparta Ana
MeANLMNHCKOro NPUMeHeHNA BNpasBe OCyLLeCTBAATD:

1) pa3paboTumnK NekapcTBEHHOrO NpenapaTa Uan yrnoJHOMOYEHHOE UM ANLO;

2) obpasoBaTefibHble OpraHu3auMu Bbicliero o6pas3oBaHMA, OpraHW3aUUU A0MNOAHUTENbHOTO
npodeccmoHanbHOro obpasoBaHus;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-UCCNeA0BaTENbCKME OpraHM3aLmuu.

4. KnnHuyeckme ucciefoBaHUA NIEKAapCTBEHHOro npenapata gaa MeavLMHCKOTO MpPUMEHEeHUA
NPoOBOAATCA HA OCHOBAHWUK pa3peLleHna Ha NpoBeAeHNE KAMHUYECKOTO UCCAEA0BAHMA IEKAaPCTBEHHOTO
npenapaTta, BblAAHHOTO YMNOJHOMOYEHHbIM deaepanbHbIM  OPraHOM  MCNONAHUTENIbHOM  BAACTU.
YNoNHOMOYEHHbIV desepanbHbI OpraH UCNOJHUTENbHOW BNACTU BeAET PEECTpP BblAAHHbIX pPa3peLleHnin
Ha NpoBeAEeHME KNIMHNYECKUX NCCIeA0BaHNI NeKapCTBEHHOTO NpenapaTa, CoAePKaLLMM YKa3aHMe Ha X
uenb NN Lenu, B yCTaHOBIEHHOM 3TMM OPraHOM MOpAAKe.

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

5. YTpatnn cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.

6. K opraHusauumn npoBefeHus KAMHUYECKMX UCCNEAOBaHWI JIeKapCTBEHHOro npenaparta As
MEANUMHCKOTO NPUMEHeHUa pa3paboTyMKOM JIeKapCTBEHHOro Mnpenapata MOTyT MpUB/eKaTbCA
lopuanyeckme nauua  nobon  opraHuMsauMOHHO-NpaBoBo  ¢opmbl  Npu  ycnoBun obecneyeHus
COOTBETCTBUA 3TUX UCCea0BaHMIA TpeboBaHMAM HacToAwero PeaepanbHOro 3aKoHa.

7. KnvHuyeckne mccnenoBaHWsA NeKApPCTBEHHbIX NPenapaTtoB Ans MeAMUMHCKOTro NpUMeHeHuA
NpPoBOAATCA B MEAULMHCKUX OpraHu3aumax, akKpeauTOBaHHbIX YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM WCNONIHUTE/IbHOM BAACTM B MOpsAAKe, YcTaHoBAeHHoOM [lpasuTenbctBom Poccuiickol
depgepaunn.

8. [llepeyeHb MEOMUMHCKUX OPraHuM3auuii, MMeKLWMX MpPaBo MNPOBOAMTb  KAMHMYECKKe
nccnefoBaHNA NEKAPCTBEHHbIX MPEenapaToB AAA MeAMLMHCKOTO MPUMEHEHWs, U peecTp BblAAHHbIX
paspeweHnit Ha NpPOBeAEHWE  KAMHUYECKMX  WUCCAeLOBaHWIA  JIEKAPCTBEHHbIX  NpenapaTos
onyb/IMKOBBLIBAIOTCA M PA3MELLAloOTCA YMNOJHOMOYEHHbIM denepasibHbiM OpPraHOM MCMOAHUTE/IbHOM
B/1ACTU B YCTAHOB/IEHHOM MM NopsaKe Ha cBoem odULMaNbHOM canTe B ceTu "UHTepHeT".
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CratbAa 39. PeweHne o NnpoBegeHUUN KAMHUYECKOrO UCC/IeA0BaHUA /IeKAapCTBEHHOro npenapara
ANA MeAULMHCKOro NPpUMeHeHUA
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe wuccnefoBaHWe NEKAPCTBEHHOMO npenapata a8 MeAULMHCKOTO MPUMEHEHUA
NpPoOBOANTCA HAa OCHOBAHMM pPaspeLleHNs Ha NPoBeaEeHNE KIMHMYECKOrO NCCNe0BaHMA 1EKAaPCTBEHHOMO
npenapaTta, BblAAHHOIO YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCAOAHUTENIbHOMW BAACTU MO
pe3ynbTaTaM 3KCNepTU3bl AOKYMEHTOB, HEOOXOAMMbBIX ANA MOJYyYeHMA paspelleHMA Ha NpoBefeHue
KNMHUYECKOTO MCCNe0BaHMA IEKAPCTBEHHOMO NpenapaTa M 3TUYECKOM SKCNepTM3bI.

2. AnA nonyyeHua paspelleHus Ha NpoBeAeHWe KAMHMYECKOro MCCIeA0BaHUA NeKapCTBEHHOMO
npenapata AAf MeAWUMHCKOTO MPUMEHEHMS 3aABUTENb NpeacTaBAsdeT B YNOJHOMOYEHHbI
deaepanbHbIii OpraH UCNONHUTENbHOW BAACTU:

1) 3asBneHMe O Bblgaye paspelleHUa Ha MpoBedeHWe KAMHUYECKOro MCciedoBaHuUsA
JIeKapCTBEHHOrO npenapara A8 MeAuLUMHCKOro NPUMEHEHUS;

2) KONUKM AOKYMEHTOB, MOATBEPXKAAIOWMX YyNaaTy rocyAapCTBEHHOW MOLW/IMHbI 33 MpoBeAeHue
S3TUYECKOW 3SKCMepTu3bl, 3KCNEepPTM3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapat gas nosydYeHus
paspeleHns Ha nNpPOBEAEHWE KIMHUYECKOTO WCCNeA0BaHWA JIEKAPCTBEHHOrO npenapata  Ans
MEANUMHCKOTO NMPUMEHEHUS, 3a Bblgayy paspelleHus Ha MpoBefeHUe KAMHUYECKOro ucciegoBaHus
JIEKapCTBEHHOTO NMpenapaTa 4/ MeAULLMHCKOTO NPUMEHEHWS, 3a NPOBeAEeHNE 3KCNEPTU3bl LOKYMEHTOB
Ha NeKapCTBEHHbI npenapat AAA NOAyYeHWA paspelleHus Ha MpoBeAEeHUEe MeXAYyHapoAHOro
MHOTOLEHTPOBOIO K/IMHUYECKOTO WCCNeA0BaHMA NEeKapCTBEHHOrO npenapata 4a8 MeaMUMHCKOro
NPMMEHEHWA, 33 BblAayy pPa3peleHns Ha MpPoBeAEHUE MeXAYHApOAHOrO0 MHOTOLEHTPOBOMO
KAMHWMYECKOrO WCCNefoBaHUA /IeKapcTBEHHOrO npenapaTta Ana MeAMUMHCKOTO MPUMEHEeHMs, 3a
npoBeAeHWe 3TUYECKOW 3SKCMEePTM3bl, 3KCNEpTU3bl AOKYMEHTOB Ha JIeKApCTBEHHbIM npenapaTt Aans
No/yYyeHuUa paspelleHMs Ha NpoBeAeHWEe MOCTPErMCTPALUMOHHOIO KAMHWYECKOTO WCCNeL0BaHuA
NeKapcTBEHHOrO Npenaparta 414 MegUUMHCKOro NPUMEHEHMA, 33 BblAady pa3pelleHna Ha npoBeaeHne
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MCCNEeA0BaHUA IEKAPCTBEHHOrO Npenapata 414 MeauuMHCKOro
NPUMEHEHUS;

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

3) NPOTOKO/ KAMHUYECKOro WCCAeA0BaHWUA JIEKAPCTBEHHOro npenapata Anda MeAMLMHCKOro
NPUMEHEHUS;

4) 6powwtopy uccnegosaTens;
5) MHPOPMALIMOHHDIM IMCTOK NaLMeHTa;

6) cBeaeHunAa 06 onbiTe pa6OTbI MCC/'IEAOBE]TEI'IEVI Nno COOTBETCTBYHOWMM CneunmanbHOCTAM U UX
onbiTe pa6OTbI no nposeaeHUt0 KIMHN4YeCKnX MCCHEAOBaHMVI;

7) cBegeHMA 0O MEAMUMHCKMX OpraHM3aumax, B KOTOPbIX Mpeanonaraetca nposeaeHne
KJIMHMYECKOro UCCiefoBaHUA IeKapcTBEHHOro npenapaTa Ana MeAUUMHCKOro npumeHeHunsa (noaHoe u
COKpalleHHOe HaWMEHOBaHMA, OpraHM3aUMOHHO-NpaBoBaa GopMa, MeCTO HaxOXAeHUA U MecTo
OCYLWEeCTBNEHUA AeATENbHOCTU, TenedoH, Tenedake, aapec 3N1eKTPOHHOMN NOYUTbl KaaoW MeaANLMHCKON
opraHusaumm);

8) ceeaeHnAa O npegnosiaraembiX  CPOKax nposeaeHnA  KAMHUYeCKoro  umccnenoBaHuA
NNeKapCTBEHHOrO nNpenapaTta An1a MmegunumHCKOro npumeHeHua,

9) KON O0roesopa obnasaTenbHOro CTpaxoBaHWMA, 3aK/HOYEHHOINo B COOTBETCTBUU C TUMOBbIMMU
npasuiamum 0bA3aTenbHOro CTpaXoBaHWMA, C YKa3aHunem npe,a,eanoVI YNCNEHHOCTN NAUUNEHTOB,
ydyacTBylOWmnNX B KJAUHUYECKOM UCCNeafoBaHUMN NeKapCTBEHHOrNro npenapata Ana MeguuunHCKoro


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7F0D7D6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A5586D3F0742E6F753C08A240159765DB357A97C790C7C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688EFA5526F300742E6F753C08A240159765DB357A8797C0E7530398D7760A4C15A709C546931F8B52EL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E2A259693C0742E6F753C08A240159765DB357A97C7B0F7E6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE1AA526C380742E6F753C08A240159765DB357A97C790D766F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE1AA526C380742E6F753C08A240159765DB357A97C790D766F3C986638A9C3466E9B4D7533FA5DB427L

NPUMEHEHUS;
10) nHdpopmaumio 0 cocTaBe eKapCTBEHHOro Npenaparta 414 MeAMLMHCKOro NpUMeHeHUs;

11) AOKYMEHT, COCTaB/IeHHbII NPOU3BOAUTENEM NEKAPCTBEHHOrO Nnpenaparta A8 MeAuLMHCKOro
NPUMEHEHNA U COZepXallMi MOoKasaTeNn (XapaKTePUCTUKKU), a TaKKe CBEAEHUA O NeKapCTBEHHOM
npenapate AnNA MeAMUMHCKOrO MNPUMEHEHUs, Npou3BeAeHHOM A4 NpPoBeAeHUA KAMHUYECKUX
nccneaoBaHUm;

12) ceepeHuA 0 gate NpeaoCcTaBAEHUA U PETUCTPALMOHHOM HOMEpPE NNLLEH3UM HA NPOM3BOACTBO
NIeKapCTBEHHbIX CPeacTB B C/ay4vae, ec/in NPOM3BOACTBO NeKapPCTBEHHOro npenapaTa OCyLLecTBAAeTCA B
Poccuiickolt ®depepaumu, UM cBeAeHUA O JaTe NpefoCTaBNeHUs U PernmcTpauMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBMM NPOU3BOAMTENA JIEKAPCTBEHHOrO MpenapaTa TpeboBaHMAM npasua
Hag/eXKallelr NPoM3BOACTBEHHOM MPAKTUKM, NPeAOCTaBAEHHOrO YNOJHOMOYEHHbIM OPraHOM CTPaHbI
npounssoauTena eKkapcTBEHHOro npenaparTa.

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

2.1. B cnyyae HenpeacraBaeHUA C 3aABlEHMEM O Bblgaye paspeleHMsa Ha nposBegeHue
KIMHWNYECKOr0 WUCCNeaoBaHMA  NEeKapCTBEHHOro npenapata  Aaa  MegUUMHCKOro  NpUMeHeHuA
OOKYMEHTOB (CBeAeHMit), noATBEpKAAIOWMX YNNATy rocyAapCTBEHHOM NOWAMHBI U YKa3aHHbIX B MyHKTe
2 yacTM 2 HacToAWeW CTaTbM, a TaKXKe BblgaBaemblx (NpenocTaBaAsemblX) YMNOJHOMOYEHHbIMM
desepanbHbIMM OpraHaMm UCMONHUTENBHOW BNACTU AOKYMEHTOB (CBeAeHUI), YKa3aHHbIX B MyHKTe 12
4YacTM 2 HacToAWEN CTaTbW, YMNOJHOMOYEHHbIM deaepanbHbli OpraH WCNONHUTENbHOM BAACTU
3anpalmBaeT yKasaHHble JOKYMEHTbI (CBeAeHUs) B NOPAAKE MEXBEAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aMmoencTemA.

(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

3. B cpoK, He npesblWatoWwmii NATM pabounx gHen co AHA NPUHATUA YKa3aHHOTo B NyHKTe 1 yactu
2 HaCTOSALLEN CTaTbM 3aABIEHUS U HEOOXOAUMbBIX AOKYMEHTOB, YNOJHOMOYEHHbIM deaepanbHblil opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) NpoBOAMT NPOBEPKY NOMHOTbI U AOCTOBEPHOCTU CBEAEHUI, COAEPKALUMXCA B NPEACcTaBAEHHbIX
3aABUTENEM AOKYMEHTaX;

2) NPUHUMAET peLleHne 0 NPOBEAEHUM SKCNEPTU3bI JOKYMEHTOB 414 NOJYYeHUs paspeLleHuns Ha
npoBeAeHMe  KAMHUYECKOrO WCCNeAOBaHMA  JIEKAapPCTBEHHOrO Npenapata  gas  MeguLMHCKOro
NPUMEHEHMA U 3TUYECKOM IKCNEPTM3bl AN 06 OTKase B MPOBEAEHUM YKA3aHHbIX 3KCNepPTUs;

3) yBesomMAsieT B 3/1EKTPOHHOW dopme MAM Ha BymarKHOM HocuTesne 3afBUTENs O MPUHATOM
pelweHnn 1Mbo B cayyYae NPUHATUA peleHns 06 OTKase TaKkKe C yKasaHMeM NPUYMH TaKoro 0TKasa;

4) noAaroTaBnBaeT M HaMNpPaB/IAET B 3KCNEPTHOEe y4ypexXaeHne U COBET MO 3TUKe 3adaHue Ha
nposeaeHUe COOTBETCTBYHOLLMX SKCNEPTU3.

4. B cnyyae BbIIBNEHWUA HENOJHOTbI U (MAK) HeAOCTOBEPHOCTU MHPOPMaLMK, CoaeprKalleinca B
npeacTaBNeHHbIX 3aABMTE/IeM AO0KYMEHTaX, YNOAHOMOYEHHbIN deaepasbHbli opraH UCNOHUTENbHOM
BJ1AaCTW HanpaBe/AeT 3aABUTENI0 3anpoc 06 YyTOYHEHMM yKa3aHHON nHopMaumn. JaHHbIA 3aNpoc MOXKET
6bITb NepeAaH YNoAHOMOYEHHOMY MPEeACTaBMTENO 3aABUTENA /IMYHO NO4, PAChMCKY, HamnpasaeH no
noyTe 3aKasHbIM NMMCbMOM WM NepegaH B 3N1€KTPOHHON GpopmMe No TENEKOMMYHUKALMOHHbIM KaHanam
cBA3W. B cnyvae HanpaBneHWMA AaHHOTO 3anpoca Mo MoYTe 3aKasHbiM MUCbMOM OH CUYMTaeTCA
NONyYeHHbIM MO UCTEYEHUU LIEeCTU AHEl C AaTbl HanpaBJAEHMA 3aKa3HOro NuMcbMa. 3asBuTenb 06a3aH
npeacTaBUTb OTBET Ha 3anpoc YMNOJHOMOYEHHOro deaepanbHOro opraHa WCMOAHWUTENbHOW BAacTU B
CPOK, He MpeBbIWaoWwmnin 4eBaHocTa pabounx aHel co gHA ero noaydeHus. CPoK, yKasaHHbIM B 4acTu 3
HacToALlleN CTaTbK, NPUOCTAHABAMBAETCA CO AHA HaMNpPaB/ieHUA 3aABMTE/IO 3anpoca YNOJAHOMOYEHHOMO
denepanbHOro opraHa UCNONHUTENIbHOM BNACTM A0 AHA MOAYYEHMA UM COOTBETCTBYIOLLEro OTBETA U He
YUMTBIBAETCA NPW  WUCYUCAEHUM CPOKA NPUHATMA  YNOSHOMOYEHHbIM deaepanbHbiM  OpPraHoOM
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WCMNONIHUTENIbHOW  BA1ACTU peweHnAa O npoBeageHUMnN 3SKCNepTusbl [JOKYMEHTOB ANnA Noay4vyeHuAa
pa3pewieHnA Ha nposeaeHmne KAUHUYECKOro wUccneapoBaHMA NeKapCTBEHHOro npenapata  AnAa
MeanLUUMHCKOro npumeHeHunA.

5. OcHOBaHWeM A/1a 0TKasa B NPOBeAEHUN IKCNEPTU3bl AOKYMEHTOB A1 NOJYYEHUA pa3peLleHnn
Ha npoBeAeHWEe KAWHMYECKOrO WCCNefoBaHMA JIEKAapCTBEHHOro npenapaTta Ans  MeauUMHCKOro
NPMMEHEHNS U ITUYECKOWN IKCMEPTM3bl ABAAETCA NpeAcTaB/eHMe [AOKYMEHTOB, MNpeaycMOTPEHHbIX
YyacTblo 2 HacToAlWen cTaTbl, B HEMOAHOM obbeme, HenpeacTaBAeHMEe 3aABUTE/IEM B YCTaHOBJIEHHbIN
CPOK OTBETa Ha YyKasaHHbIA B 4acTW 4 HACTOALLEN CTaTbM 3anpoc ynosHOMO4YeHHoro ¢eaepanbHOro
opraHa WCMONHUTENbHOW BAAcTU MO0 OTCYTCTBME B MPEACTABAEHHbIX AOKYMEHTAX MCYEpPMbIBAKOLLErO
nepeyHs HeobxoaMMon MHPopMaLUUU AN MHOOPMALUKM, KOTOpPas AO0/KHA ObiTb OTpParkeHa B HUX, a
TaKxe oTcyTcTBMe MHbopmauuuM, noartsepxKaarolwen ¢akT ynnatbl rocyaapCTBEHHOM MOW/IMHbLI 33
NpoBefEeHME 3TUYECKOM 3KCMEPTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha JIeKAPCTBEHHbIM npenapat Aans
Nnosly4eHuMA paspeLleHns Ha NPoBeAEHNE KINHNUYECKOIO UCCNeA0BaHMA IEKAPCTBEHHOMO Npenapara ans
MeAULMHCKOro NPUMEHEHMA, 33 BblAady pa3pelleHMa Ha NpoBeAeHWe KAMHMYECKOro mMcciefoBaHuA
JIeKapCTBEHHOrO NpenapaTa 414 MeANUUHCKOro NPMMEHEHUS, 3a NPOoBeAEHNE SKCNEPTU3bl AOKYMEHTOB
Ha NEeKapCTBEHHbIM npenapat AAa MNOAYyYEHUA paspelleHus Ha MNpoBeAeHMEe MeXKAyHapoaHOoro
MHOTOLEHTPOBOIO KJ/MHUYECKOro WCCNefoBaHMA NeKapCTBEHHOro npenapaTta Ana MeguuMHCKOro
NPUMeHeHMA, 3a Bblgayy pPaspeLleHrMA Ha MNpPOoOBEeAEHWE MENKAYHAPOAHOr0 MHOFOLEHTPOBOMO
K/IMHWUYECKOTO MCC/eloBaHMA JIeKapCTBEHHOro npenapaTta Aas MeaAULMHCKOro MPUMEHeHus, 3a
npoBeseHME 3TUYECKOM 3KCMEepPTU3bl, SKCMEPTU3bl AOKYMEHTOB HA JIEKAPCTBEHHbIM npenapat Aans
MoJIyYEeHUA paspelleHna Ha MpoBeAeHME MOCTPErucTPaUuNoOHHOTO KJAMHUMYECKOrO WUCC/edoBaHUs
JIeKapCTBEHHOTO NpenapaTta ANA MegULMHCKOIO NPpMMEHEHUs, 3a BblAady paspeLleHna Ha NpoBegeHme
NMOCTPErncTPaLMoOHHOIO KJANHMYECKOFO MCCNEeLO0BAHMA NNEKAPCTBEHHONO npenapaTa 4Ana MeguLMHCKOro
NPUMEHEHMUA.

6. [llposegeHWe 3KcNepTU3bl AOKYMEHTOB [AAA MOJyYeHUA paspelleHna Ha nposeneHue
KIMHNYECKOrOo WCCNea0BaHMA JIeKAPCTBEHHOrO npenapata Ana MegUUMHCKOTo MNPUMMEHEHUA U
3TMYECKOM 3KCNepTU3bl, COCTaBAEHME KOMUCCUEN 3KCMEPTOB M COBETOM MO 3TMKE 3aK/OYEHUMN O
BO3MOHOCTM UM HEBO3MOXKHOCTU NPOBEAEHMA TAaKOrO KJIMHMYECKOro UCCNeaoBaHUA U Hanpas/ieHue
3TUX 3aKNHOYEHUIM B YNOJHOMOYEHHbIN deaepanbHbli OpraH UCMOIHUTEIbHOM BAACTU OCYLLECTBAAIOTCA
B CPOK, He MpeBbIWAOWMIA TPUALATU pabounx AHer Co AHA MONYYEHUS SKCMEPTHLIM yYperRaeHUeEM
3afaHMA  YNOJHOMOYEHHOro @¢enepanbHOro OpraHa WCNOAHUTENbHOM BAAcCTU C  MPUIOKEHUEM
OOKYMEHTOB, YKasaHHbIX B NyHKTax 3, 4, 10 n 11 yactm 2 HactoAwen cTaTbM, U COBETOM MO 3TUKE
3afaHMA  YNOJHOMOYEHHOro d@¢eaepanbHOro OpraHa WCNOAHUTENbHOM BAAcTU C  MPUAONKEHUEM
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 M 9 yacTh 2 HacToALWEen CTaTbMm.

7. B cpoK, He npeBbiWwatowmii NATM pabounx gHen co AHA NONYYEHUS 3aKIOYEHWNI, YKA3aHHbIX B
YyacTM 6 HACTOALLEN CTaTbW, YNOJHOMOYEHHbIN deaepasnbHbIi OpraH UCNOIHUTEIbHOW BACTU:

1) ocywecTBiAeT OLEHKY MOCTYMMBLUMX 3aKAOYEHUA ONA onpefeneHus WX COOTBETCTBUA
3aZlaHMAM Ha NPOBeAEHNE COOTBETCTBYIOLLMX SKCNEpPTH3;

2) NPUHUMAET pelleHMe O BbiJaye paspelleHna Ha NPOBeAEHWE KAMHMYECKOro McciefoBaHMA
NleKapcTBEHHOro npenapaTta Ana MeguUMHCKOro NPUMEHEHUA MaM 06 OTKase B Bblgaye yKasaHHOro
paspelleHms;

3) BblAadeT pa3pelieHne Ha nposegeHne KAUMHUYECKOTro wnccaeanoBaHnA NeKapCTtBeHHOro
npenapata gnaa MeguumHCKoro npumMeHeHuA wWan pewleHue 06 oTKkasze B Bblga4ye YKa3aHHOro
pa3peweHnA C ykadaHnem npnvnH oTkasa.

8. OcHoBaHMeMm Ana OTKasa B Bblgade pa3pewieHna Ha npoBegeHne KaAInHM4eCckoro nccnegoBaHuAa
NNEKAPCTBEHHOrNo npenaparta 414 MegUuUMHCKOro npumMmeHeHuAa ABNAETCA Ha/nmdne 3aKIlioYeEHUA
KOMUCCUUN SKCMNEPTOB NN 3aKNHOYEHNA COBETA MO 3TUKE O HEBO3MOXHOCTU NpoBedeHNA KIMHUNYECKOro
nccnegoBaHMA  NEKaApPCTBEHHOrNo npenaparta Ana MeaguunHCKoOro npumeHeHuAa no  pe3ynbratam
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NpoBeAeHHbIX 3KCNePTU3, MPeAyCMOTPEHHbIX YacTblo 6 HacToALEN CTaTby.

9. PeweHne 06 oTKase B NPOBEAEHUN SKCNEPTU3bI AOKYMEHTOB AN NOAYyYEHUA pa3peLleHnn Ha
npoBefleHUe  KAMHUYECKOrO WCCNe0BaHUA  /NIeKapCTBEHHOro npenapata  Ans  MeAULMHCKOro
NPUMEHEHNA U 3TUYECKOM 3KCMepTM3bl M B Bblgaye paspelleHns Ha npoBedeHMe KAMHUUYECKOro
nccneloBaHUA IEKapPCTBEHHOTO NpenapaTta A8 MeAULMHCKOro NPUMEHEHUs MOXKeT bbiTb 063KanoBaHo
B NopsAAKe, yCTaHOB/IEHHOM 3aKOHOZaTeNbCTBOM Poccuiickon deaepauuiu.

Cratba 39.1. 9TMyecKana aKcnepTUsa
(eBepeHa degepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3TnyecKan 9KCNepTn3a npoBoanTCA COBETOM MO 3TUKE, CO34aHHbIM B NopAaKe, YCTAHOB/IEHHOM
YNO/THOMOYEHHbIM d)e,qepaanblm OopraHom NCNONHUTENbHOM B/1aCTH, B LeNnAxX Bblgavyn 3aKA04eHUA 06
3TUYeCKoM 060CHOBAHHOCTN BO3MOMKHOCTU nposeaeHnA KIMHNYECKOro nccnegoBaHnAa Ne€KapCTBeEHHOIo
npenaparta ana meamymnHCKoro npumeHeHuA.

2. DKcnepTamy coBeTa MO 3TWKe MOryT 6blTb NpeacTaBUTENU MEAMUMHCKMX OpraHM3auui,
Hay4HbIX OpraHu3auun, obpas3oBaTefibHbIX OpraHM3auuii  BbiCLWIEro o06pa3oBaHMA, a TaKkKe
npeacTasuTenn o0bOLWECTBEHHbIX OpPraHM3aumii, PeMrMosHbIX OpraHuWsauMii M CpeacTB MacCcoBOW
MHbopMauun. [laHHble 3SKcrepTbl He [OMKHbI HaxoguTbCA B KaKoW-Mbo 3aBMCMMOCTM  OT
pa3paboTUMKOB JIEKAPCTBEHHbIX MpPenapaToB WM APYrux /ML, 3auUHTEPEeCcOBaHHbIX B pe3y/bTaTax
3TUYECKOW 3KCNepPTU3bl.

3. OnnaTta ycayr 3KCNepTOB COBETa MO 3TMKE OCYLLEeCTBAAETCA Ha OCHOBaHWWM [0rosopa,
3aK/II0YEHHOTO Meay YNoJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENbHOM BAACTU, KOTOPbIM
CO34aH COBET MO 3TUKE, M 3SKCMEepTOM COBeTa MO 3TWKe, 3a CYeT OHAMKETHbIX aCCUrHOBaHMNM,
NpeaycMOTPEHHBIX YNoAHOMOYeHHOMY dedepasibHOMYy OpraHy MCMOJHUMTENbHOW BAACTU, KOTOPbIM
CO34aH COBET Mo 3TUKe, B dedepasbHOM 6loAsKeTe Ha COOTBETCTBYIOWMI rog Ha obecneyeHue ero
AeATeNbHOCTM, B pa3mepax, yCTaHOB/AeHHbIX MpasuTenbcTBom Poccuiickoin degepauum.

4. DKcnepTbl coBeTa MO 3TMKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoin Pepepaumn.

5. CoctaB coBeTa Mo 3TMKe, No/IoXKeHne 06 3TOM coBeTe, MOPAAOK ero geAtenbHocTH, TpebosaHuA
K KBannduKaumm n onbiTy paboTbl MO SKCMEPTHOW OLEHKE Hay4yHbIX, MEAMLMHCKMX N ITUYECKUX
aCMeKToB KJAMHWMYECKUX UCCNEeA0BaHUIN NIeKapCTBEHHbIX MPenapatos AN MeAMUMHCKOro NpuMeHeHus,
npeabaBAfemMble K 3KCnepram coBeTa MO 3TUKe, MOPSAAOK OpraHusaumMmM v npoBeaeHuA STUYECKOoW
3KCnepTM3bl, Gopma 3aKNO4EeHUA COBETA MO 3TUKE YCTaHaB/AIMBAIOTCA YNOJAHOMOYEHHbIM deaepasibHbimM
OpraHoOM WCMONHUTENbHOM BAacTU. Yucno npeacTasuTeneil MeAUUMHCKUX OpraHM3auuii He MOoKeT
NpeBbIlLaTh NOJIOBUHY OT 0BLLEro YMcna SKCNepPTOB COBETa NO 3TUKE.

6. MHdopmauma o cocTaBe coBeTa MO 3TMKe, NIaHax ero paboTbl U TEKylen AeATenbHOCTU
pasmewiaetca Ha oduUMaNbHOM caliTe YNoJHOMOYEHHOro ¢eaepanbHOro opraHa MCNOAHUTENbHOMN
B/1acTU B ceTn "UHTepHeT" B yCTaHOBJIEHHOM MM MNOPAAKE.

Cratba 40. NMpoBeaeHMe KAMHUYECKOrO0 WUCCNeAOBaHUA JIeKapCTBEHHOro npenaparta AnA
MeguUnHCKOro npumeHeHusa

1. PykoBoauTeNb MeAULMHCKOW OpraHM3aumMm, KoTopaa MpoBOAUT KAMHUYECKOoe uccneaosBaHue
NleKapCTBEHHOro npenapata A4aa  MeOMUMHCKOrO MNPUMEHEHMs, HasHayaeT ucciegoBaTtens,
OTBETCTBEHHOrO 3a MpPOBeAeHWe TaKoro MUCCNefoBaHWA U MMEloWero JsedyebHyo cneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY WUCC/e0BaHUIO /IeKapCTBEHHOro npenapaTa, Cco
cTaxkeM paboTbl MO NpPorpaMmam KAMHUYECKUX UCCNe0BaHUIN IeKapCTBEHHbIX NPenapaTtoB He MeHee
yem TpU roga M NO ero NpPeasioXeHWo HasHayaeT couccnedoBaTeneil M3 uucna Bpadven 3Tow
MeANLUNHCKON opraHM3aumm.
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(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. WccneposaTtenb OCyLLECTBAAET BbI6OP MaLMEHTOB, KOTOPble N0 MEeAULMHCKUM MNOKasaHUAM
MOTyT 6bITb NPUBAEYEHbI K YY4acTUIO B KAMHUYECKOM MCC/ef0BaHMM JIeKapCcTBEHHOro npenaparta Aans
MEANLIMHCKOrO NPUMEHeHUA.

3. MWccneposatenb M couccnenoBateniM  AO0/KHbI  OblTb  O3HAKOM/IEHbl C  pe3y/ibTaTamm
OOKAMHUYECKOTO  MCCNedoBaHWA — IeKapCTBEHHOro  cpeacTBa, coAepskalmuca B bpouope
nccnenoBartensa, NPOEKTOM MNPOTOKONA KAMHUYECKOro McCneaoBaHWA NeKapCcTBEHHOro npenapaTta Ana
MeANLUMNHCKOTO NPUMeHeHus, pa3paboTaHHbIM Pa3paboTUMKOM leKapCTBEHHOro npenapaTta Uan UHbIM
IOPUAMYECKMM NULOM, MNPUBAEKAaEeMbIM K OpraHuM3auuu MpoBefeHUs KAMHUYECKOro uccnegoBaHus
NleKapCTBEHHOro npenaparta An8 MeAULMHCKOro MpUMEHEHUs, W ApYyrMmMu maTepuanamm TaKoro
nccnenoBaHus.

3.1. PykoBOANTENb MEANLMHCKON OpraHn3aLmMm B CPOK, He NPEeBbILIAOWMI Tpex pabounx gHew co
OHA Hayana npoBefeHMA KANHMYECKOTO UCCIeL0BaHNA NEKAPCTBEHHOIO NpenapaTa 414 MeauLMHCKOro
npumeHeHusa, coobuiaet o6 3TOM B YNONHOMOYEHHbIN defepanbHblit OpraH UCNOAHUTENbHON BAACTH,
Bbl4aBLUNI pa3peLleHne Ha NpoBeaeHMe TaKoro nccnenoBaHns, No yCTaHOBAEHHOM UM dopme.
(yacTb 3.1 BBeaeHa desepanbHbiM 3akoHOM 0T 29.11.2010 N 313-d3)

4. OpraHusauuu, OCyLLecTBAAIOWME OPraHM3aumio NPOBeAEHUA KAMHUYECKOTO UCCNefoBaHuA
NleKapcTBEHHOrO npenapata Aada MeAMUMHCKOro MNMPUMEHEHMA M YyKasaHHble B 4YacTu 3 cTatbu 38
HacToawero ®PeaepanbHOro 3aKOHAa, B CAy4yae HEOBXOAMMOCTM BHECEHUA WM3MEHEHWWA B MPOTOKON
KAMHMYECKOro UCCea0BaHUA IeKapcTBEHHOIO Npenaparta gna MeauMLMHCKOro NPpUMeHeHUs coobuatot
06 3TOM B YNO/JIHOMOYEHHbIN PesepanbHblii OpraH UCNONHUTENbHOM BNACTK, BblAABLIWK paspelleHme
Ha NpoBeAeHMe TaKoro UCCNeA0BaHusA, Mo YCTaHOBAEHHOM nm dopme.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. ®dopma cooblleHNA O BHECEHUU WM3MEHEHMI B MPOTOKOA KAMHUYECKOro MccnenoBaHuA
NleKapcTBEHHOro npenapaTta A48 MeAMUMHCKOrO MPMMEHEHMA [O0/KHA COAep)KaTb cheayolme
cBeAeHuA:

1) HaMmeHoBaHMe, MAEHTUDMKALMOHHbBIA HOMEP 1 AaTa NPOTOKO/a KANMHUYECKOrO UCCeA0BaHus;
2) AaTa BHECEHUA U3MEHEHWIA B MPOTOKO KAIMHUYECKOTO UCCAeA0BaHUsA;
3) HaMMeHOBaHME N MECTO HaXOXKAEHWNA 3aABUTENS;

4) HauMeHOBaHMWe opraHM3auuMu, NPUBJAEYEHHOW pPa3spaboTUMKOM NEeKAapCTBEHHOrO npenapaTta K
OpraHM3aumm NpoBeaeHNA KIMHUYECKOTo nccneaoBaHua (Npy Haamumm);

5) HanmeHOBaHNA U MeCTa HaXoXaeHunAa meauumnHCKUX OpFaHM3aLLMﬁ, B KOTOPbIX MPOBOAUTCA
KAnMHN4YecKoe nccnenosaHume,

6) pata BblAa4YM paspelleHMs Ha NPoBeAEeHME KAMHUYECKOro UCCiefoBaHMA M HOMep 3TOro
paspelleHuns;

7) U3MeHeHWA, BHOCMMbIE B MPOTOKOA KAMHUYECKOTO NCCAea0BaHUA.
(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B CpOK, He npesbilaowmii TpuaLaTM paboumx gHen co AHA NOAYYeHUs YKa3aHHOro B Yactun 4
HacTosILEeN CTaTbM COOOLLEHUA, YMNOJHOMOYEHHbIA deaepanbHbli OpraH WMCNOAHUTENIbHOW BNACTU
paccmaTpuBaeT 3T0 COO0bLeHNe B YCTAHOBAEHHOM MM MOPAAKE U MPUHUMAET pelleHue O BHEeCEHUM
M3MEHEHU B NPOTOKON KIMHUYECKOTo MCCAeaoBaHMA NeKapCcTBEHHOro npenapaTa A8 MeAMLMHCKOro
npumeHeHMa MAM 06 OTKase BO BHECEHMM TaKUX M3MeHeHW. MMpu paccMOTpeHMM cooblueHusa o
HEeobXoAMMOCTU BHECEHUS U3MEHEHMI B MPOTOKOJ/ KJAMHWYECKOro WMCCNeAoBaHWUA NeKapCTBEHHOrO
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npenapata ANA MEAMUMHCKOTO NPUMEHEeHMA B Lenax OUeHKM OBOCHOBAHHOCTM npeasiaraembix
M3MEHEHUIA 1 onpeaeneHna CTeNeHM PUCKa ANA NALMEHTOB, MPMHUMAIOWMX Y4acTMe B KAMHUYECKUX
NcCcNeaoBaHUAX, YNOAHOMOYEHHbIM  dedepanbHbiM  OPraHOM  WUCMOIHUTENbHOW  BAAcTM  MOTYT
NpPWBAEKaTbCA SKCNEepTbl COBETA MO 3TUKE.

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

6. KnnHuyeckoe wuccnegoBaHMe NEKapCTBEHHOro npenapaTta Aaa MeguuMHCKOro NpUMEeHeHusA
MOMeT ObITb MPUOCTAHOB/IEHO WM MPEKPALWEeHo, eciiM B MpoLecce ero npoBeaeHUs ObHapyKeHa
ONacHOCTb ANA XMU3HW, 3[40pPOBbA NauUMeHTOB. B cnyyae BO3HMKHOBEHMA OMACHOCTU ANA KU3HMU,
340pOBbA MNaLMeHTa, Y4acTBYIOWEro B KAMHUYECKOM UCCAeA0BaHMM NeKapcTBEHHOro npenapaTta Ans
MeANUNHCKOTO NpUMEHeHMA, nccnegosatenn obasaHbl NpoMHbopMmnpoBaTb 06 3TOM pyKoBoauTens
MeANUMHCKON OpraHMsauuuM U OopraHM3auMio, MNOJAY4YMBLUYIO paspellieHre  YnoJIHOMOYEHHOro
denepanbHOro opraHa WCNOAHUTENbHOW BAacTM Ha OpPraHM3aumio MPOBeAEeHUs  KAUHUYECKOro
nUccnedoBaHWA  NIeKapCTBEHHOro  npenapaTa. PeweHne O  MPUOCTaHOBAEHUU  KAMHUYECKOTO
nccnenoBaHWA  NIeKapCTBEHHOro  npenapaTa 408  MeAMUMHCKOro  NPUMEHEHUA  NPUHUMAoT
pyKoBOAUTENb MeAMUMHCKOW opraHusauuu W (MAM) opraHusauusa, Moay4YMBlUaA paspelleHue
YNO/JIHOMOYEHHOTO deaepanbHOro opraHa WMCNONHUTENbHOW BAACTM Ha OpraHM3auMio nposBedeHuA
KIMHUYECKOTo MUCCeA0BaHNA 1eKapCTBEHHOro npenaparta A1a MeANLUHCKOro NPUMEHEHUA, pelleHne o
NPeKPaeHNM TaKoro WUCCAeLOBaHUA  MPUHUMAET  YNOJHOMOYEHHbIM  deaepanbHbld  OpraH
WCMOJIHUTE/IbBHOM B/IaCTM Ha OCHOBaHMWM coobuweHns B NUCbMEHHOM dopme pyKoBoAUTENS
MEAULMHCKOM OpraHusaumMm WAM  OpraHu3aums, noayumBllas paspelleHne YNoJHOMOYEHHOro
depepanbHOro opraHa WCMNOJIHUTENbHOW BAacTM Ha OPraHM3aumio MPOBEAEHUSA  KAUHUYECKOro
nccnefoBaHUA NeKapCTBEHHOro nNpenapaTa Ans MeAuLUHCKOro MPUMeEHEHUs.

7. B cpoOK, He npeBbllaloWwnii NATM paboumnx AHen co AHA 3aBEpLUEHMA, NPUOCTAHOBAEHMA UM
NPEeKPaWEHNA  KAMHUYECKOTO UCCNef0BaHUA  NIEKAPCTBEHHOINO nNpenapata  gas  MeavuMHCKOro
npumeHeHua, coobleHne 06 3TOM HaNpPaBASETCs OPraHM3aUMAMM, YKA3aHHbIMKM B 4acTu 3 cTaTbn 38
HacTosAwero PeaepanbHOro 3aKOHa, B YNOJHOMOYEHHbIM denepasnbHbli OpraH UCNOJAHUTENbHOW BAACTU
Nno yCTaHOBNEHHON UM dopme.

8. dJopN\a C006LLI,EHVIF| O 3aBepuweHunn, nNpnocTtaHoBiAEHUN WIN NpeKpaweHUnn KANHUYeCKoro
nccnengoBaHMA NeKapCTBEHHONO nNpenapaTta 4na meanumMHCKOro npuMmeHeHnAa JoNXKHa cogepKatb:

1) nHbopmaLmio 0 MeAULMHCKOW opraHM3aumMm Uan MeauUMHCKUX opraHM3aumax, NposoanBLINX
JaHHOe uccieaoBaHue;

2) onucaHne AaHHOro NcCief0BaHUSA;

3) maHHble uccnepoBaTensa (bamuavsa, UMA, OTYECTBO, MeCTO PaboTbl, 3aHMMAeMasn LOJ/TIKHOCTb,
CNeumanbHOCTb, CTak paboTbl MO  MporpamMmaM  KAMHUYECKUMX MWCCNEeAO0BaHWI  NIeKAaPCTBEHHbIX
npenapaTtoB, NepeyYeHb KAMHUYECKMX WCCAeLOBaHWIA NeKapCTBEHHbIX MpenapaToB, B KOTOPbLIX OH
NpMHMMan ydactve (nepuoabl y4acTmaA) B KaUecTBe UCCNea0BaTeNa UK couccienoBaTens);

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [AaHHOrO wWccnefoBaHMA (3aBeplueHue, MNPUOCTAHOB/EHWE WAM NpPEKpalieHue
[JAaHHOro NCCea0BaHUA C YKa3aHUEM UX NPUUYUH U BAUAHUA Ha OLEHKY ero pe3y/ibTaTos, 061y OLEHKY
pUYCKa U OXXMAAEMOW MOAb3bl OT MPUMEHEHUS UCCIeyemoro JIeKapCTBEHHOTO MpenapaTta, a TaKkKe
npegnonaraemble gasbHellwmne gencTens).

8.1. MNpu BbifBNEHMM denepasnbHbIM OPraHOM WCMONHUTENbHOW BAACTM, OCYLLECTBAAIOLLMM
OYHKLMM MO KOHTPO/IIO U Hagsopy B chepe 34paBOOXPAHEHMUS, HapyLWEHUI MpaBua HaajexKalen
KAMHWMYECKOW NPaKTUKKU NPU NPOBEAEHUN KAMHMYECKOro MCCAeAoBaHMA NeKapCTBEHHOrO npenapata,
BAUAIOWMX HA MOAHOTY M (MAM) AOCTOBEPHOCTb AAHHOMO KAMHMYECKOro UCCNeAO0BaHWMA, YKa3aHHbIM
denepanbHbIii OpraH UCNOAHUTENLHON BAACTU NPUOCTaHaBAMBaET NPoBeAeHMEe AAHHOTO KAUHUYECKOro
nccneaoBaHMA M BbIHOCUT MeAUUMHCKOW OpraHusaumm, B KOTOPOM NPOBOAMTCA AAHHOE K/AMHUYEecKoe
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nccnenoBaHue, npegnucaHMe o6  yCTpPaHEHWM BbIIBAEHHbIX HapyweHun. [lpu  HeycTpaHeHuu
MeAMLMHCKON OpraHu3aumeint BbIIBEHHbIX HapylWeHW B YCTAHOB/IEHHbLIM B MpeAnMcaHUKM CPOK
YKa3aHHbI denepanbHblii OpraH WMCNONHUTENbHOM BNAcTM MNPUHMMAET pelleHMe O NpeKpalleHnu
npoBeaeHNs KINHMYECKOro UCC/1e0BaHMA 1eKapCTBEHHOro Npenapata W HanpasnaeT B pegepanbHbii
OpraH WCMONHUTENbHON BAacTW, OCywWecTBaAwWmMA GyHKUMM No  BbipaboTke W peanunsauum
rocyAapCTBEHHOM MOJIMTUKM U HOPMATUBHO-NPABOBOMY PEry/MpoBaHuto B chepe 34paBOOXpPaHEHMUS,
3aK/Il04EeHME O BbIABAEHUM NPU NPOBEAEHUM AAHHOTO K/IMHWUYECKOro UCCe0BaHMA HapyLLeHW npaBun
Hagnexallel KAMHUYECKOM MPaKTUKM Ans MNPUHATUS  pelleHnMa o6 oTmeHe paspelleHuss Ha
OpraHM3auuio NPoBeAeHUA AAaHHOIMO0 KAMHMYECKOro WCCNedoBaHMA C AaTbl MPUHATUA PeLLleHus o
NPMUOCTAHOBAEHUM NPOBEAEHUS KIMHMYECKOro UCCeA0BaHMA IEKapPCTBEHHOIO npenapara.

(yacTb 8.1 B pea. PeaepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YnonHomoueHHbli denepanbHbii OpraH WCNONHUTENbHOW BAacTM onybanKoBbIBaeT W
pasmellaeT Ha cBoem oduuManbHom calTe B ceTu "MHTepHeT" coobleHrMe O 3aBeplueHuM,
NPUOCTAHOBNEHUU WU MNPEKPaLLEHUN KAMHUYECKOTO UCCNEeL0BaHWA IEKapCTBEHHOMO npenapaTa Ans
MEeAMLMHCKOrO MPUMEHEHUS B CPOK, HE MPEBbIWAOWMNIN NATU Pabounx AHeW co AHA ero NosyyeHus, B
YCTaHOB/IEHHOM MM NOpPAAKeE.

10. YnonHomoueHHbIh dpeaepanbHbli OpraH WUCNOMHUTENbHOM BNACTM OCYLLECTBAAET BeAeHue
peecTpa uccnegosaTenen, NPOBOAAWMX  WAW  MNPOBOAMBLUMX  KJAMHUYECKME  UCCNefoBaHuA
JIEKapCTBEHHbIX NPenapaToB ANa MeAULMHCKOro NPUMEHEHUS, B COOTBETCTBMU C YTBEPHKAEHHBIMU UM
npasuaamm U pasmeLlaeT ero Ha ceoem oduumanbHOM cante B ceTu "MHTepHeT" B yCTaHOBAEHHOM UM
nopsake. YKasaHHbI peectp CoAepXuUT WMHOOPMALMIO, NPeasyCMOTPEHHYI MNyHKTOM 3 4actu 8
HaACTOALLEN CTaTbu.

11. OtyeT O pe3ynbTatax KAMHMYECKOrNO MCCNEeA0BaHMA NEKAPCTBEHHOro npenapata AnaAa
MeANUMHCKOro NPMMEHEHNA COCTaBAAETCA OpraHM3aUmnen, ykasaHHOM B 4acTu 3 cTaTbM 38 HacToALEro
depepanbHOro 3akoHa, Ha OCHOBaHWMWM 3aKAOYEHUN MEAULMHCKUX OpraHW3auuii, NPoBOAMBLUMX 3TO
nccnenoBaHue, U NPeacTaBaaeTca B YNOJHOMOYEHHbIN deaepasnbHbIi opraH UCMONAHUTENIbHOM BNACTH,
BblAABLUMI pa3peLleHMe Ha NpPoBeAeHME 3TOr0 UCCNe0BaHUA, B CPOK, HE NPEBbILAOLWLNI TPEX MecsaLeB
CO [AHA ero 3aBepweHua, NPUOCTAHOBAEHMA WAW NPeKpalleHna, B nopAagKe, YCTAHOBJIEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTEIbHOM BNACTU.

12. HapyweHue npaBu/ Hagaexalweh KAMHUYECKOW MpPaKkTUKK, danbcudukauma pesynbTaToB
K/IMHNUYECKOTO MCCNeL0BaHUA IEKAPCTBEHHOIO NpenapaTta Ans MeaAUUUMHCKOTO NMPUMEHEHMA BAEKYT 3a
06011 OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOZaTENIbCTBOM Poccuiickon desepaumim.

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

13. Mpu npoBeaeHUM KAUMHUYECKOTO WCCNeAOoBaHMA JIeKapCTBEHHOro npenapata AgnA
MeANUNHCKOTO NMPUMEHEHUA A0NYCKaeTca 3abop y nauMeHToB BMosiormyeckmx matepunanos (o6pasupbl
OMONOTMYECKUX  HKUOKOCTEN, TKAHEMN, CEeKPETOB W MNPOAYKTOB KM3HEAEeATENIbHOCTM 4YesloBeEKa,
$OU3MONOTMYECKUX U MATONOTMYECKUX BbIAENEHUI, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHW3MOB,
6MONCUHBIA MaTepuan) ana UX usydeHus B Poccuitckoit Pepgepaumm n (Mnu) 3a npegenamu
Poccuiickoin Pepepaumnn.

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

14. Nopagok BBo3a B Poccuiickyto Peaepaumio 1 BbiBo3a 3a npeaenbl Poccuitckonn degepaumnm
6MOIOrMYECKMX  MATEePUanoB, MNOJIYYEHHbIX NPU  NPOBEAEHUWN  KIMHWYECKOro  ucciefoBaHuA
NIeKapCTBEHHOro npenapata Aaa MegUUMHCKOro MNpUMEeHeHMUA, ycTaHasausaeTtca [1paBUTeNbCTBOM
Poccuitckoin depepaumn.

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

Cratba 41. [loroBop O NpoBeAeHUU KANHUYECKOro UccaefoBaHUA NEeKAapCTBEHHOro npenapara
ANA MeAULMHCKOTO NPUMEHEeHUA
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1. KAnHWuyeckoe uccnegoBaHWe NEKapCTBEHHOro npenapaTta A48 MeAULMHCKOro MNpUMEHeHMUs
NpPoBOAMTCA B COOTBETCTBUN C AOrOBOPOM O NPOBEAEHUMN KANHUYECKOro NCCNeA0BaHNA NeKapCTBEHHOMO
npenapata A4 MeAMUMHCKOro NPUMEHEHMA, 3aKNYaeMbiM MeXay opraHusaumein, noayyusLlen
paspellieHme YnoJHOMOYEeHHOro ¢eaepanbHOro opraHa WMCMONHMTENbHON BAacTM Ha OpraHM3aumio
npoBeAeHMA TaKoro UCCNedoBaHMA, U MeAMUMHCKOW OopraHu3aumeit, OCyLLecTBAALWEeNn nposeaeHue
TaKoro uccnegosaHusa.

2. [oroBop O MpoBeAeHWUM KAMHMYECKOrO WCCAeoBaHWUA JIeKapCTBEHHOro npenaparta A4aA
MeAMLMHCKOro MPUMEHEHUSA OO/IKEH COAepPrKaTb:

1) yCcnosuAa n CPpoKM nposegeHNA AaHHOIo nccnenoBaHuA,

2) onpepeneHne obuieit CTOMMOCTM NPOrPaMmmbl AAHHOTO UCCAEAO0BaHMA C yKasaHUEM CYMMbI,
npeaHasHavaoLlenca 414 BbinaaT uccneosarteniam, CoMccies0oBaTeNaM;

3) onpeaeneHne Gopmbl  NPeACTaBAEHUSs  pe3ynbTaTOB  AaHHOIO  UccleaoBaHUA B
YNO/NHOMOYEHHbIN deaepasibHbliA OpraH UCMOJIHUTEIbHOM BAACTH.

Cratba 42. ®duHaHcoBoe obecneyeHMe KAMHUUECKOTO WCCNeAO0BaHUA JIEKapPCTBEHHOro
npenapara a4na MmeauLUHCKOro npumeHeHus

duHaHcoBoe obecneyeHne KAMHUYECKOTO nccnegoBaHMA NEeKapCTBEHHOrNo npenaparta  AanAa
MeaNUNHCKOIo NnpuMmeHeHNA OCYLLEeCTB/IAETCA 3a CHET.

1) cpeacTts denepanbHoOro broaxeTa;

2) cpeAcTB opraHM3auuii, MOAYUYMBLUMX PaspelleHMe Ha OpraHusauuio nposBeaeHus AaHHOro
nccneaoBaHuA, B COOTBETCTBMM C YCIOBMSAMM A0roBOPa O ero NpoBeaeHnu;

3) MHbIX He 3anpelLleHHbIX 3aKoHOoAaTeNbCTBOM Poccuinickolt deaepalmm MCTOUHMKOB.

Cratba 43. MpaBa NauneHTOB, y4acTBYIOWMUX B KAMHUYECKOM UCCAeA0BaHUMU J1IeKapCTBEHHOro
npenapara g/a MeaULUHCKOro NnpuMeHeHusa

1. YyacTMe nauMeHTOB B K/JIMHMYECKOM MCCAes0BaHUM NeKapCTBEHHOrNo npenapata AnAa
MeaNLNHCKOIo NpuMeHeHNA ABIAETCA AO6pOBOJ’IbeIM.

2. MauMeHT MAM ero 3aKOHHbIN NpeacTaBUTENb [O0/KEH 6biTb MHPOPMUMPOBAH B MUCbMEHHOM
dopme:

1) o neKkapcTBeHHOM npenapate A8 MEAMLMHCKOrO NMPUMEHEHMA M CYLLHOCTU KAMHUYECKOro
NccNefoBaHMA 3TOMO NEKAPCTBEHHOrO Npenapara;

2) 0 6e30MacHOCTU JIEKAPCTBEHHOTO NpenapaTta A1 MeAULMHCKOrO MPUMEHEHMUS, ero OXuUaaemon
3G PEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALUNEHTA;

3) 06 YCNnoBUAX y4acTtnAa nayneHTa B KIMHNYEeCKOM UCCneoBaHNM NeKapCTBEHHOIO nNpenapaTta AnAa
MeaNLMHCKOIo NpuMeHeHnA,;

4) O uennm uan uenax n npoaoXKUTeNbHOCTU KAWMHUYECKOro uUccnegoBaHMA NEKApPCTBEHHOTO
npenaparta ana meanumnHCKoro npunmeHeHua,

5) o AeicTBuAX nauMeHTa B caydae HenpeaBuAeHHbIX 3OPEKTOB BAMAHMA /IEKAPCTBEHHOrO
npenapara g1 MeAULMHCKOTO MPUMEHEHMS Ha COCTOAIHUE ero 34,0POBbS;

6) 06 ycnosBmax obAsaTenbHOro CTpaxoBaHWA XU3HUN, 300P0BbA NaUNEHTA,



7) O TrapaHTnAax I-(OHd)M,D,eHLI,MaﬂbHOCTM y4actnAa nauneHtTa B K/JIMHUYECKOM UccnenoBaHuUn
1eKapCTBEHHOrO npenaparta Ana megnumHCKOoro npnmeHeHuaA.

3. lobpoBosibHOE cornacue naumeHTa Ha ydacTme B KANHUYECKOM UCCNeA0BaHNN NeKapCTBEHHOTMO
npenapata An8 MEAULMHCKOrO NPUMEHEHUA MOATBEP)KAAETCA ero MOAMUCbI0 UAM MOAMNUCLIO ero
3aKOHHOrO npeacTasuTens Ha HGOPMaLIMOHHOM INCTKE NaLumeHTa.

4. TlauMeHT WM ero 3aKOHHbIM npeacTaBUTENb MMEEeT MPaBO OTKa3aTbCA OT yyactua B
KNMHUYECKOM UCC/Ie0BaHUWN NIEKAaPCTBEHHOMO npenapaTta Aas MeauLMHCKOro npumMeHeHns Ha nboi
CTagMn NpoBeAEHNs TAKOTro UCC/Ie0BaHuUS.

5. MpoBegeHMe KANHUYECKOro WUCC/efOBaHUS NIEKAapPCTBEHHOrO npenapata Al1a MeauUMHCKOro
NPUMEHEHNA C yYaCTUEM B KauyecTBe MaLMeHTOB AeTen A0MNYyCKaeTca TO/IbKO C COrnacua B MMCbMEHHOM
dopme unx poautenen, ycbiHoBUTENEN. [eTU MOryT pacCMaTpMBaATbCA B KayecTBe MNOTEHUMaNbHbIX
NauuMeHToOB TaKoOro WccienoBaHWA, TOJIbKO €C/n ero nposedeHWe HeobxoaMmo ANa YKpenseHus
3[0pOBbA AeTert unn nNpoduaakTMKM MHOEKUMOHHbIX 3aboneBaHMn B AETCKOM Bo3pacTe Jnbo ecnu
Lenblo TaKOro UCCNeaoBaHUA ABASETCA MOJIyYeHME AaHHbIX O Hauaydlleld A03MPOBKE JIEKaPCTBEHHOIO
npenapata 4aa neyeHus geten. B aTux cnyyasx Takomy WcciefoBaHWMIO AOMXKHO NpeslecTBoBaTb
K/IMHUYECKOe Wcc/legoBaHne JIeKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MPUMEHEHMA Ha
COBEPLUEHHO/IETHUX TParKAAHAX, 3@ MCKAIOYEHMEM CNy4YaeB, €CAN UCCAeayeMblii IeKAapPCTBEHHbIM
npenapat Aaa MeAMUMHCKOrO MNPUMEHEHUS NpeAHa3sHAYeH WCKIUYUTENbHO 417 MCMO/1b30BaHUsA
HECOBEpPLUEHHONIETHUMU FPaXKaAaHaMMU.

(8 pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;=| nposegeHne KAMHUYECKOTo UCCNengoBaHUMA NEKAPCTBEHHOIO Mnpenapata AnA
MeaNUNHCKOIro npuMmeHeHnA C yd4actuem B Ka4yecCTBe NaumneHTOoB:

1) peTeii-cMpoT M geTeld, OcTaBLIMXCA 6e3 noneyeHna pogutenei;

2) eHWMH B nepuos 6epemMeHHOCTM, MEeHWWH B Mepuod rpyaHOro BCKapMAMBaHMA, 3a
WCK/IOYEHNEM Cay4YaeB, eciv MPOBOAMTCA KAMHUYECKOE WUCCAeA0BaHWe NeKapCTBEHHOro npenapara,
npeAHa3sHauYeHHOro A/1A YKa3aHHbIX KEeHLWH, MNPU YCA0BMM HEOBXOAMMOCTM noaydyeHna nHdopmaumnm
TO/IbKO BO Bpems MNPOBeAeHUA COOTBETCTBYIOLWLMX KJAMHUYECKUX WCCNEAO0BAHUM WM MPUHATMA BCex
HeoBXOAMMbIX MEP MO MCK/IOUYEHUIO PUCKA HaHECeHWA Bpeda KeHWuHe B nepuod 6epemeHHOCTH,
eHLMHE B Nepnoa, rpyAHOro BCKapMANBaHUSA, Nao4y Unm pebeHky;

3) BOEHHOC/NYKALIMX, 33 MWCK/IIOYEHMEM C/lyYaeB MPOBELEHUSA KJAMHUYECKOTO MUCCNefoBaHuA
JIeKApCTBEHHOrO npenapaTa, CheuuanbHO pPa3paboTaHHOro AN1A NPUMEHEHMA B YCNOBMAX BOEHHbIX
OENCTBUIM, 4YpesBblYalHbIX CUTyaUUi, NPOPUNAKTUKM U NedYeHus 3aboneBaHuit WM NoparKeHuw,
MO/MlydeHHbIX B  pe3y/ibTaTe  BO3AEUCTBUSA  HEONAronpuATHbIX  XMMUYECKMX,  BUONOTMYECKUX,
paAMauMoHHbIX $akTopoB. KAMHWYECKoe McciefoBaHME TaKOro JIEKAapCTBEHHOrO MpenapaTa MOMKeT
npoBOAMTBCA C  Yy4aCTMEM B  KAyecTBe MNALMEHTOB  BOEHHOCAYMKAWMX, 33  WUCK/AOYEHWEM
BOEHHOC/YKALLMX, NPOXOAALLMX BOEHHYL CAy»by no npusbiBy, € cobnogeHnem TpeboBaHuUiA,
YCTAHOB/IEHHbIX HacToAWwMM PeaepanbHbiM 3aKOHOM B OTHOLLEHUW FPaXKAaHCKUX nL;

4) coTpyAHMKOB NPaBOOXPAHUTE/IbHbBIX OPraHoB;

5) nuu, oTbbIBalOWMX HaKa3zaHWe B MecTax JMLieHus cBobobl, a TaKKe Aul, HaxoAAwmxca nog,
CTparkei B cnefAcTBEHHbIX M30NATOPaX.

7. [onyckaeTcAa npoBegeHUe KAMHMYECKOro MuccnefoBaHWA JIeKapCTBEHHOro npenaparta 4na
MeaNUNHCKOIro npumeHeHuna, npeaHasHa4eHHOro Ana ne4yeHna NnCuxXxmyeckmnx 3a6OJ'IEBaHMl71, C y4yactnem
B KayectBe naumneHTtoB auL C NCUXUYECKMMU 3a60!'IeBaHMF|MVI, NMPU3HAHHbIX He,EI,EECI'IOCO6HbIMVI B
nopAaagKke, yCtraHOBN1€HHOM 3aKOHO4ATe/IbCTBOM Poccuiickoi dbep,epau,mm. KnnHuyeckoe uccnegosaHue
NNEKAPCTBEHHOrO Npenaparta B 3TOM C/aiy4ae nposBoauUTCA Npn HaIM4YNKM cornacua B NUCbMEHHOM cboplv\e
3aKOHHbIX I'Ipep,CTaBMTeﬂem YKa3aHHbIX 1nL,.
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CratbA 44. 06sA3aTe/IbHOEe CTPAXOBaHME XMU3HW, 340pPOBbA MNALMEHTA, Y4YacTBYHWOLLEro B
KJAMHMYECKOM UCCeA0BaHMM JIeKAapCTBEHHOro Npenapara 418 MeAULUHCKOro NpuMeHeHus
(B peq. PepgepanbHOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auma, MOAYYMBLUAA pa3pelieHne Ha OpraHMsaumilo npoBeaeHUA KANHUYECKOro
nccneaoBaHUA IeKapCTBEHHOrO npenapata 444 MeAMUMHCKOTo npumeHeHus, obsas3aHa B KayecTse
CTpaxoBaTesnAa CTPaxoBaTb PUCK MPUUYMHEHUA Bpeda XW3HM, 340POBbI0 NaUMeHTa B pesynbTaTte
NpoBeAeHNUA  KAMHWMYECKOrO MWCCNeAO0BaHMA  NEeKapCTBEHHOrO npenapata  Ans  MeAMUMHCKOro
NPMMEHEHMA 32 CBOM CYET MyTeM 3aK/1toYeHUs AoroBopa 06A3aTeNbHOro CTPaxoBaHms.

2. O6bekTom 065a3aTeNbHOro CTpaxoBaHUA ABNAETCA MMYLLI,ECTBEHHbIl\;I nHTEPEC nNnaumneHTa,
CBA3aHHbIN C NPUYNHEHNEM BpELQA €ro XU3HN UK 300PO0BbIO B PeE3YyNIbTAaTE NpoBeaeHNA KAMHNYECKOro
ncecnengoBaHMA NeKapCTBEHHONO nNpenaparta Ana meanumMHCKOro npuMeHeHuA.

3. CTpaxoBbIm C/ly4aem Mo A0roBopy 0b6A3aTe/IbHOro CTPAaXx0BaHMA ABAAETCA CMEPTb NauyeHTa uan
YXyALeHWe ero 340p0BbA, B TOM YMC/ie BAeKyllee 3a cob0i yCTaHOBAEHWE UHBANIMAHOCTM, NPU HAUYMK
NPUYNHHO-CNEACTBEHHOM CBA3M MeXA4y HacTynjieHnMem 3Toro cobbiTMa M yyacTMem nauueHTa B
KJMHUYECKOM UCCef0BaHNM IeKapCTBEHHOTO npenapara.

4. TpeboBaHMA O BO3MELLEHUN Bpeaa, MPUUMHEHHOTO KM3HW WAM 300POBbI0 MaLMEHTa,
NPeabaBAAIOTCA B TEYEHMEe CPOKOB  WMCKOBOM  AA@BHOCTM,  YCTAHOB/IEHHbIX  FPaKAaHCKUM
3aKOHOAATe/IbCTBOM.

5. Paamep CTanOBOVI BbIMAaTbl NO A0TOBOpPY obAsaTenbHoro CTpaxoBaHMA COCTaBNAET:

1) B C/ly4ae CMepPTU nauneHTa Asa MUIJIMOHA py6neﬁ Ha KaxXaoro naumneHTta, y4actBOBaBLUEIO B
KTMHNYECKOM UCCnegoBaHNUMN NeKApPCTBEHHOIO nNpenapara,

2) Npy yxyALWeHUM 340P0BbA NaLMeHTa:

a) nosneKkwem 3a coboi yCTaHOBNEHWE MHBAZIMAHOCTU | rpynmnbl, OANH MUAJIMOH NATLCOT ThICAY
pybnein Ha KaKgoro naumMeHTa, Y4acTBOBAaBLUErO B KAMHWMYECKOM MCCNef0BaHUWU JIEKapCTBEHHOTO
npenaparta;

6) nosneKkwem 3a coboli ycTaHOBAEHWUE MHBAaAMZHOCTW Il rpynnbl, oAMH MWAAMOH py6nel Ha
KaXk4o0ro naumeHTa, y4acTBOBaBLLEro B KNMHNYECKOM UCCAeA0BaHNM IeKapCTBEHHOro Npenapara;

B) noB/ieKwem 3a coboli ycTaHoBNeHWe MHBanuaHoctu |l rpynnbl, NATLCOT Thicay pybnel Ha
KayK4O0ro nauueHTa, y4acTBOBaBLLEro B KJAMHNUYECKOM UCCAeA0BaHNM IeKapCTBEHHOMO Npenapara;

r) He noBneKwem 3a coboli ycTaHOBAEHMA UHBAIMAHOCTH, He Boslee Yem TPUCTa TbicAY pybnieit Ha
KaXkOoro nauMeHTa, y4aCTBOBABLUErO B K/AMHWYECKOM WCCAEAOBaHUWM JIEKapCTBEHHOTO Mpenaparta,
MCXO4A W3 HOPMATWMBOB, OTPAXKAMOLWLMX XapaKTep W CTerneHb MOBPEXAEHUS 340POBbA, a TaKkKe
$AKTUYECKM MNOHECEHHbIX MNALMEHTOM PacXOLOB, BbI3BaHHbIX MOBPEXAEHMEM 340POBbsA, Ha
MeMLMHCKYIO MOMOLLb, TPUobpeTeHne NeKapCTBEHHbIX MPENapaTos.

(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 obasatenbHoro CTpaxXoBaHMA He MOXKeT 6bITb mMmeHee, 4em CPOK npoBeaeHunA
KTMHNYECKOro nccnegoBaHnAa N1eKapCTtBeHHOro npenaparta.

8. Ycnosua A0orosopa obAsaTenibHOro CTpaxoBaHMA, B TOM 4YuUCne CTpaxoBbie Tapl/ld)bl no
O6F|3aTEJ'IbHOMy CTpaxoBaHUIO, NepedvyeHb HEO6XOAVIMbIX AOKYMEHTOB AON1A OCyuwleCTBNEHUA CTanOBOﬁ
BbiNaTtbl, NOPAAOK YCTAaHOBJIEHUA CTpaxoBatenem UHOUBUAOYANbHOIO MAEHTMd)VIKaLI,I/IOHHOI'O KOoA4a
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nauueHTa, NopAaaoK MHGOPMMPOBAHUA CTPaxoBaTe/IeM CTPAXOBLLMKA O NPUBAEYEHHbIX K KIMHUYECKOMY
MCCNea0BaHUIO NEKapCTBEHHOrO npenapaTta Ana MeAMUMHCKOrO MPUMEHEHMA MaumMeHTax, nopsaaok
ynnaTbl CTPaxoBol Npemuu, NopAAOK peannsaumm onpeaeneHHblx HactToawmnm GeaepanbHbIM 3aKOHOM
n apyrmmn depepanbHbIMU 3aKOHaMKM MpaB M 0b6A3aHHOCTEN CTOPOH MO AO0roBopy 06s3aTenbHOro
CTPaxoBaHMA, a TaKKe HOPMATUBbI, OTPakaloWme XapaKTep W CTeneHb MOBPEeXKAeHWa 340POBbA,
YCTaHaB/MBAOTCA TUMOBbIMM NPaBMUAaMU 0643aTeIbHOIO CTPAXOBaHMUS.

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

9. B cnyyae npuMyYMHEHUS BPpeaa *KU3HM NauMeHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCeA0BaHNK
JIeKapCTBEHHOrO npenaparta, BblirogonpuobpeTaTenaMm no [oroBopy 06aA3aTeNbHOro CTpaxoBaHUs
ABNAIOTCA rpak4aHe, MUMelolMe MpPaBO Ha BO3MELLEHWE Bpeda B C/y4ae CMepTM Kopmuibla B
COOTBETCTBUM C rPa*KAaHCKMM 3aKOHOAATENIbCTBOM, MPW OTCYTCTBUM TAaKUX FparkaaH - poauTenu, cynpyr,
OeTM yMmeplero naumeHTa, Yy4yacTBOBAaBLUErO B K/JAMHMYECKOM WCCAEAO0BAHUM  JIEKAPCTBEHHOIO
npenapata, B C/ly4ae CMepPTUM NaUMEHTa, Y4acTBOBAaBLUErO B K/JAMHUYECKOM WCCAeA0BaHUU
JIEKapCTBEHHOrO npenapata M He UMEBLLUEro CaMOCTOATENbHOIO A0X0A4a, - FpaXkAaHe, Ha MKOMBEHUU
KOTOPbIX OH HaxoAu/acA, B OTHOLWEHMW BO3MELLEHMA pPacxodoB Ha norpebeHnMe NaUMEHT],
YYaCTBOBABLLEro B KAMHMYECKOM MCCNea0BaHMM IEKAPCTBEHHOrO Npenapara, - MU0, NOHecWee Takue
pacxoApl.

10. CrpaxoBaa BbinJaTa B CYET BO3MEWEHMA Bpeda, MNPUYMHEHHOTO KU3HM NaALUEHTa,
Y4acTBOBABLIErO B KJMHUYECKOM MCCNEeA0BAHMM NEKAPCTBEHHOrO Npenapara, pacnpesensaerca mexay
BblrogonpuobpeTaTeNaMmn NPONOPLUOHANBHO NX KOIMYECTBY B PABHbIX SONSAX.

11. Mpwn HaCTynAeHMW CTPAxOBOrO C/iy4as MNaUMEHT, Y4yacTBOBaBLIMA B  KJAMHUYECKOM
NUCCNeloBaHNUM  JIEKAPCTBEHHOrO  MNpenapaTta,  Bbirogonpuobpetatens  BnpaBe  NpeabABUTb
HEenocpeACcTBEHHO CTPaxXOBLUUKY TpeboBaHWE O BO3MELLEHUM NPUYMHEHHOTO Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNIAETCA CTPAXOBLIMKOM B TeYeHMe TpMAuaTM AHEeW co AHA NpeacTaBleHus HeobxoAMMbIX
OOKYyMeHTOB. lauMeHT, y4acTBOBABLUMA B KAMHUYECKOM MCC/eA0BaHUKU JIEKAPCTBEHHOIO npenapaTa,
WU BbirogonpuobpeTaTenb 06583aH COOBLWNTL CTPAXOBLLMKY ANA OCYLLECTBAEHUA CTPaXOBOW BbiNAaThl
WHOVUBUAYANbHbIA  MAEHTUPUMKAUMOHHBIM  KOA  NauMeHTa, YCTAHOBJ/IEHHbIM  CTpaxoBaTe/liemM B
COOTBETCTBUM C TUNOBLIMW NpPaBUAaMmn 0653aTe/IbHOro CTPaXxoBaHMS.

12. [lo nonHoro onpegeneHua pasmepa MNOANENKALLErO BO3MELLEHWIO Bpega CTPaXOBLMK MO
3aBNEHUI0 MaLMeHTa, YYacTBOBABLIErO B KAMHWYECKOM MCCNEA0BaHMM /IeKapCTBEHHOrO npenapara,
AWM 3asBJEHUI0  Bbirogonpuobpertatens BhnpaBe OCYWECTBMTb 4YacTb CTPaxoBOM  BbIMAaThl,
COOTBETCTBYIOLLYIO GaKTUUYECKM OnpeaeneHHoM YacTu NPUYMHEHHOIO Bpeaa.

13. CrpaxoBas BbiNjiaTa B COOTBETCTBMM C AOroBOPOM 06fA3aTenbHOro  CTpaxoBaHMA
OCYLLECTBNAETCA HE3ABMCMMO OT BbINAAT, MPUUUTAIOLLMXCA MO APYTMM BUAAM CTPAXOBAHUA.

14. He AONyCKaeTcA Yy4dyactnme naunmeHta B nNpoBegeHUn KANMHUYECKOro wuccnegoBaHuA
NNeKapCTBEHHOrIO Npenapata Npu OoTCyTCTBMUM A0roBOpPa obA3aTenbHOro CTpaxoBaHUA.

15. KoHTponb 3a MCMONHEHMEM OpraHu3auuer, NoNyyuBlUEN pa3pelleHne Ha OpraHu3aumio
npoBefeHNAs KAMHWYECKOTO UCCNed0BaHMA  JIeKAapCTBEHHOro npenapata  Afda  MeaULMHCKOro
NPUMEHEHMA, YCTAaHOBAEHHOW HacToAlleln cTaTtbel 06A3aHHOCTM No 06M3aTeNlbHOMY CTPaxoBaHUIO
KWM3HW, 300pOBbA NaUMeHTa, yyacTsytowero (y4acTBOBaBLIEro) B K/AMHUYECKOM WCCNeLOoBaHUM
JIEKapCTBEHHOTO  MpenapaTta,  OCYLLeCTBASETCA  YMNOJIHOMOYEHHbIM  defepasnbHbiM  OpPraHoMm
WCNONIHUTENIbHOM BAACTX, BbIJABLIMM paspelleHne Ha NpoBefeHVEe K/AMHUYECKUX UCCieaoBaHuMi
JIeKapCTBEHHbIX NPenapaToB A/1A MeAULMHCKOrO NPUMEHEHMUA.

Fnasa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

Cratba 45. MponsBoACTBO IEKAPCTBEHHbIX CpeacTB
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1. Mpoun3BOACTBO J/IEKAPCTBEHHbIX CPEACTB AOJI)KHO COOTBETCTBOBATb TpeboBaHMAM npaBun
Hagnexalleh npPou3BOACTBEHHOM MNPAKTUKKU, YTBEPXKAEHHbLIM YNOJAHOMOYEHHbIM deaepanbHbim
OpraHOM McNoAHUTENbHON BnacTn. OcobeHHOCTN nepexoda NPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHbIX
CPeACTB K UX NPOM3BOACTBY B COOTBETCTBUM C TPEOOBAHUAMM NpaBuUa Hag/eXKallel NPomM3BOACTBEHHOM
NpakTUKKU ycTaHaBamsatotca [pasutenbctBom Poccuiickon dPepepaumn. Bblgaya 3ak/ao4eHMA o
COOTBETCTBMM MNPOU3BOAMTENS NIeKAPCTBEHHbIX cpeacTB TpeboBaHMAM MpaBUA  Hagnexallen
NPOM3BOACTBEHHON MPAKTUKM OCYLLECTBAAETCA MO pe3ynbTaTaM WMHCNEeKTUPOBAHUA npousBoauTenei
NIEKAPCTBEHHbIX CpPeAcTB B MopsAKe, YycTaHoBseHHoMm [lpaBuTenbctBom Poccuitckon Pegepaumu.
Pasmep nnatbl 3a Bblgavy 3aK/AHOYEHMA O COOTBETCTBUMM MNPOU3BOAUTENA JIEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM MPaBUA Hag/exKallei NPoM3BOACTBEHHOM MPAKTUKKU ycTaHasamMBaeTca paBUTENbCTBOM
Poccuitckoit depepaumun. MNMopagok opraHM3auumM U NpoBeAeHUA WHCNEKTUPOBAHWUS MPOM3BOAMTENEN
JIEKapCTBEHHbIX CPEACTB HA COOTBETCTBME TpeboBaHMAM MpaBWM/ Hag/exKallei NpousBOACTBEHHOM
NPaKTUKK ycTaHaBamBaeTca MpaButensctsom Poccuiickon deaepaumm.

(8 pea. ®epepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, oT 22.10.2014 N 313-d3, or 22.12.2014 N 429-
®3)

2. [MMpou3BOACTBO NEKAPCTBEHHbIX cpeacTB B Poccuiickon depepaumm  ocylecTBaseTca
NpPou3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, MMEOLWNUMWN INLEH3NIO Ha NPOU3BOACTBO NEKAPCTBEHHbIX
cpencte. MoatBeprKAeHME COOTBETCTBMA AMLEH3MATA NpaBMAaM HagfexKalwein npouM3BOACTBEHHOM
NMPaKTUKN OCYLLECTBAAETCA B paMKax JIMLLEH3MOHHOFO KOHTPO/IA B COOTBETCTBMU C 3aKOHOAATE/IbCTBOM
Poccuiickoit Pepepaumm ¢ y4eTom 0CoObeHHOCTEN, YKa3aHHbIX B 4acTn 1 HacToALEen cTaTbu.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93)

3. Tpoun3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA C cobnogeHunem TpeboBaHUN
NMPOMbIWNEHHOTO  pPernameHTa,  KOTOPbIM  YTBEPXKOAETCA  pyKoBoguTesnem  NPou3BOAMTENs
NIeKapCTBEHHbIX CPEACTB M BKAOYaeT B ceba nepeyeHb UCNO/b3yemMbix dapmaLeBTUYEeCKUX cybcTaHLmiA
M BCMOMOraTe/IbHbIX BELLECTB C YKa3zaHMEeM KONMYeCTBa KaKAoro U3 HUX, AaHHble 06 Mcnosblyemom
obopyaoBaHUKM, ONUCaHME TEeXHONOrMYEecKoro mnpouecca U MeTOA0B KOHTPOAA Ha Bcex 3Tanax
NpPon3BOACTBA NEKAPCTBEHHbIX CPEACTB.

4. MNMpn NPon3BOACTBE /JIEKAPCTBEHHbIX CPEACTB UCMONb3YIOTCA dapMaLeBTUYECKME CyBCTaHUMN,
CBEAEHMA O KOTOPbIX COAEpP’KaTcA B TOCYAAPCTBEHHOM peEecTpe JIeKapCTBEHHbIX CpeacTs, 3a
UcKNtlouyeHnem GapmaLeBTUYECKUX CyBCTaHUMIA, NPOM3BOAMMBIX AN MNPOBEAEHUA KAUHUYECKUX
nccnefoBaHuit U gna skcnopTa. K npoueccy nponsBoacTea dapmaueBTUYECcKoM cybcTaHUMKM OTHOCATCS
nobble  CTaguu  TEXHONIOTMYECKOro  npouecca, MNo3BOJIAOWME  MOAYYUTb TFOTOBbIA  MPOAYKT,
COOTBETCTBYIOWMNI TpeboBaHMAM $apMaKonelHOM cTaTbM, B TOM uucie GepMeHTaums, 3KCTpaKLuma,
OYMCTKa, BblaeseHre, NepekpucTaniv3aumsa, BbicyluMBaHue, namenbyeHue. B cnyyae HeobxoaumocTu
MCNO/Ib30BaHUA 3TW/IOBOFO CMMPTA, B TOM uncie papmMaueBTUYECKOM CybCTaHUMKM CnupTa 3TUI0BOTO
(3TaHONa), nNpu nNpPoOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe Jeicteyowero u (1)
BCMOMOraTe/IbHOrO BELLECTBA, @ TaKXKe B UHbIX TEXHOJIOTMYECKUX LLeNAX AOJIKHA ObiTb MCMONb30BaHa
ToNbKO papmaueBTMYecKan CcybcTaHUMa 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. MNepeyeHb NEKapCTBEHHbIX MNPENapaTtoB AN MEAUUMHCKOro MNPUMEHEHUA, B OTHOLLIEHWUU
KOTOPbIX YCTaHaB/AMBalOTCA TpeboBaHMA K 06bemy Tapbl, YyNakoBKE W KOMMIEKTHOCTU, NepeyeHb
NIEKAPCTBEHHbIX NpenapaToB Ana  BETEPUHAPHOTO  MPUMEHEHMA, B  OTHOLWEHUM  KOTOPbIX
yCTaHaBnMBalTcA TpeboBaHWsA K 0b6beMy Tapbl, a Takxe TpeboBaHMA K 06beMy Tapbl, ynaKoBKe WU
KOMMNJIEKTHOCTU NIEKAPCTBEHHbIX NpenapaToB AN MeAULMHCKOro npumeHeHus, TpeboBaHna K obbemy
Tapbl  JIEKAPCTBEHHbIX npenapatos  AnA BETEPUHAPHOrO npUMeHeHUs onpeaenatoTca
COOTBETCTBYIOLWMMM  YNOJHOMOYEHHbIMU  desepanbHbIMU  OpraHamMM  UCMONAHUTENIbHOM BAcTU B
nopsake, yctaHoBneHHom lNpasuTtenbctsom Poccuinckoit ®epepaumm.

(yactb 4.1 B pea. GepepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3auuMu, OCyLEeCcTBAALWME MPOU3BOACTBO (apmaLeBTUYECKOW cybCcTaHuMM cnupTa
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3TUN0BOroO (3TaHosa) ANA NPOM3BOACTBA CMMPTOCOAEPMKALLMX JIEKAPCTBEHHbIX Mpenapatos, 06sA3aHbl
OCYLLECTBAATL YYET B NOPAAKE, YCTAHOBAEHHOM cTaTbAMM 8 1 14 PepepanbHOro 3akoHa oT 22 HoAbpA
1995 roga N 171-®3 "O rocyaapcTBeHHOM peryanpoBaHnmM nponssoactsa U 0bopoTa aTUA0BONO CNUPTa,
a/IKOrONbHOM U CNMPTOCOAEp)Kalleld NpoayKuMM M 06 OrpaHuYeHun noTtpebneHus (pacnutus)
afIkoronbHoM npoaykuumn'. NMponssoacTBo papmaLeBTUYECKOW CyOCTaHLMM CNUPTA 3TUAOBOTO (3TaHo1a)
JONYCKaeTca TO/IbKO OpraHusaumein, OCyLLecTBAAIOWEN NPOU3BOACTBO PEKTUPUKOBAHHOTO 3TMAOBOTO
cnupTa W3 MULLEBOTO CbipbA HA OCHOBAHMWU JINLEH3MM HA NPOM3BOACTBO 3TWIOBOIO CAMpTa ANA
npomssoacTsa ¢GapmaueBTUYECKOW CybCcTaHUMM CnMpTa 3TUIOBOTO (3TaHoONa) B COOTBETCTBUWM C
TpeboBaHMaAMK PenepanbHOro 3akoHa OT 22 Hoabpa 1995 roga N 171-®3 "O rocygapcTBeHHOM
peryanMposaHnMM NpomsBoACTBA UM 060OpOTa 3TMNOBOFO CAMPTA, aNKOFO/IbHOM M CAMPTOCOAEPMKALLEN
npoaykuMM M 06 orpaHMYeHUU noTpebneHns (pacnuTma) ankorosbHOW npoaykumn", meTogom
pa3BefeHnn BOAOW OYMLLEHHOM TaKOro 3TUI0BOFO CNMPTa, NPOU3BEAEHHOIO AAaHHOW OpraHM3aumel no
MEeCTY OCyLLEeCTBAEHMA MPOM3BOACTBA papMaL,eBTUYECKOM cybCTaHL MM CIMpTa 3TUA0BOTO (3TaHONA).
(yacTb 4.2 BBegeHa PeaepanbHbiM 3akoHoM oT 03.07.2016 N 261-93; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. UHamBuayanbHble NpegnpuHUMaTesIn U puanNYeckue Nnua, OCyLLECTBASAIOWME 3aKyMKy U
ncnosib3oBaHMe papmaLeBTUUYECKON cybCTaHUMM cnMpTa 3TUIOBOrO (3TaHO/a), a TaKXe NpoM3BOACTBO,
usrotosneHne u (nam) ob6opoT (3a UCKNOYEHMEM PO3HUYHOW MPOAAXKM) CNMPTOCOAEpPMKalunX
JIeKapCTBEHHbIX NpenapaTtoB, 06A3aHbl OCYWECTBAATb MX Y4YeT W [AeKNapupoBaHMe B NopsAgKe,
YCTaHOBNEHHOM cTaTbsamu 8 u 14 depepanbHOro 3akKoHa oT 22 Hosbps 1995 roga N 171-93 "O
rocyapCTBEHHOM pPeryJMpoBaHUM MNPOM3BOACTBA M 060OpOTa STU/IOBOrO CMWUPTA, aJKOrOJIbHOW U
cnupTocodepskallleid  NpoAyKuMu U o6  orpaHuyeHurM notpebneHnsa (pacnuTns) anKorosibHoM
npoayKkuum".

(yacTb 4.3 BBeaeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-13)

4.4. Tlpn nNpou3BOACTBE JIEKAPCTBEHHbLIX MpPenapaTtoB A4AA BETEPUHAPHOrO0 MNPUMEHEHMA
OONYCKaeTcs WCMNOJib30BaHWE NPOU3BEAEHHbIX ANA peanusauum dapmaueBTUYEeCcKUX cybcTaHuui,
BK/IIOYEHHbIX B FOCYAAPCTBEHHbIN PEECTp SIEKAPCTBEHHbIX CPEeACTB YNOJIHOMOYEHHbIM deaepanbHbim
OpPraHOM  WUCMONHWUTE/NIbHOM  BAACTW, OCYLECTBAAIOWMM BeAEHME TrOoCyAapCTBEHHOrO peecTpa
NIeKapCTBEHHbIX CPeaCcTB ANA MeAUUMHCKOro NPUMMEHEHMUA.

(yacTb 4.4 BBeaeHa deaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca NPonU3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BK/IOYEHHbIX B FOCYAapPCTBEHHbIM PeecTp SIeKapCTBEHHbIX CPeacTs,
33 MCK/IOYEHMEM J/IeKapCTBEHHbIX CpPeacTs, MPOM3BOAUMBIX A/ MPOBEAEHUs  KANMHUYECKUX
nccnegoBaHUM U ANs SKCNOPTa;

2) banbCMPULMpPOBaAHHBIX NEKAPCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTs 6e3 NLEH3MM Ha MPOU3BOACTBO IEKAPCTBEHHbIX CPEACTB;

4) NEeKapCTBEHHbLIX CpeacTtB C HapyweHuem npasuai opraHmn3auuMm npomsBoactBa M KOHTPOAA
KayecCTBa 1IeKapPCTBEHHbIX CPeACTB;

5) ytpatun cuny. - PegepanbHbiii 3aKoH oT 27.12.2019 N 481-93;

6) cnvpTocoAep:KaWmMX NEeKapCTBEHHbIX MpernapaToB Mo MeCTy OCYLLeCcTBAeHMS NPOWM3BOACTBA
dapmauesTnyeckoit cybcTaHuMM cnuMpTa 3TWAOBOrO (3TaHona) M (MAM) NO MecTy OCylecTBieHun
NpoM3BOACTBA 3TU/I0BOrO CNMNPTAa;

(n. 6 BBeaeH depepanbHbIM 3aKOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMYeCcKOM cybcTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnupTocoaeprKalimx
JIeKAPCTBEHHbIX MPEnapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM 060pyAo0BaHUM O MNPOM3BOACTBA
3TUNOBOrO CNMpPTa, YKa3aHHOM B NyHKTe 1.1 ctaTbu 14.1 deaepanbHOro 3akoHa ot 22 Hosbpa 1995 roaa
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N 171-®3 "O rocyaapcTBEHHOM peryinMpoBaHMM npomsBoacTBa M obopoTa 3TWMNOBOrO CNMPTa,
a/IKOrONIbHOM U CNMPTOCOAEp)KalLeld NpoayKUuMM M 06 OrpaHuyYyeHun notpebneHus (pacnutus)
anIKoro/ibHOM NpoayKumn'.

(n. 7 BBepeH depepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

6. Mpu BBOAE /NEKAPCTBEHHbIX CPEACTB B rpaXAaHCKUIA 060POT YMNOJIHOMOYEHHOE NULO
Npou3BOAUTENS NEKAPCTBEHHbIX CPE/CTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBMA IEKAPCTBEHHbIX
cpeacTs TpeboBaHMAM, YCTAHOB/IEHHbIM MPU UX FOCYAAPCTBEHHOM perucrpauuu, U rapaHTUpyeT, yTo
NleKapcTBeHHble CcpeacTBa MNpou3BedeHbl B COOTBETCTBUMM C TpeboBaHUAMM MpaBuA Haasexallen
NPoOun3BOACTBEHHOM MNPaKTUKN.

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

7. YNO/IHOMOYEHHbIM NLOM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPEACTB ABASETCA ero pPaboTHUK,
aTTeCTOBAHHbIV B YCTAHOBAEHHOM YNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJHUTENBLHOW BNACTU
nopsaKke u UMeLWMA CTaxK paboTbl HE MeHee Yem NATb /1eT B 061acTU NPOU3BOACTBA M (MKM) KOHTpOAA
KauyecTBa JIeKApPCTBEHHbIX CPeACTB, Bbicllee 06pasoBaHWE COOTBETCTBEHHO MO OAHOW U3
cneumpanbHocTet M (MAK) oaHOMY U3  HanpaBfieHMA NOAroTOBKM: 6uonorus, 6uoTexHonorus,
BETEPUHApUA, BETEPUHAPHO-CAHMUTAPHAA IJKCMepTM3a, K/MHMYEcKaa MeauuuHa, paauaumoHHas,
XMMMU4Yeckaa U buonormyeckas 3awmTa, dapmauua, oyHAAMEHTasibHAs MeauUMHA, XUMMMUYEecKan
TEXHOJIOTUA, XUMUS.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o7 02.08.2019 N 297-03)

8. MpounsBoanTENN NEeKapCcTBEHHbIX CPeAcTB (3a MCKAoYeHnem dapmaLLeBTUUYECKON cybcTaHLmuK
CNMpTa 3TUNOBOrO (3TaHO/1a) MOTYT OCYLLECTBAATL MPOAAXKY IeKaPCTBEHHbIX CPeACTB UM NepenasaTb UX
B YCTaHOB/IEHHOM 3aKoHOAaTebcTBOM Poccuiickoit deaepaunm nopsaake:

(B pea. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) APYTrMM NPon3BOANTENAM NEKAPCTBEHHbIX CPEACTB AN1A MPOU3BOACTBA 1IEKAPCTBEHHbLIX CPEACTB,
2) opraHusaumam ONTOBOW TOProB/in NeKapCTBEHHbIMU CPpeOCTBAMMU,

3) anTeyHbIM OpraHU3auuAM, BETEPMHAPHbLIM anTeYHbIM OpPraHM3aumMaM, WHAMBUAYASbHbIM
npeanpUHUMATENS M, UMEIOLWUM INLEH3NIO Ha GapMaLeBTUYECKYIO AeATeNbHOCTb UM INLEH3UIO Ha
MEANUMHCKYIO AeATeNbHOCTb;

4) Hay4YHO-MCCNEeA0BaTE/IbCKMM OpraHmn3aumMam 418 Hay4yHOo-MUcciea0BaTesIbCcKol paboThl;
5) MeaAMLMHCKUM OpraHU3aLmam U BeTepUHapHbIM OpraHu3aumam;

6) opraHusauMam W MHAMBUAYANbHBIM NPEeANPUHUMATENAM, OCYLLECTBAAIOWMM pPasBeaeHME,
BbipalllMBaHME W COAEPNKAHUE IKMBOTHbIX (3a WCKAOYEHMEM MpoJarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMiA UK UX Nepegadn).

(n. 6 B pea. epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. MpousBoautenu ¢apmaLeBTUYECKON CcybCTaHUMKM chivpTa 3TUMAOBOTO (3TaHosa) 06s3aHbI
OCYLLEeCTB/IATL peanunsaunto (nepegady B yCTaHOB/IEHHOM 3aKOHOAaTebcTBOM Poccuiickoli depepauum
nopagke) ¢dapmaueBTUYECKOW  CyOCTAHUMM  CNMpPTA  3TWIOBOrO  (3TaHosMa) Npou3BOAMTENSM
JNIeKapCTBEHHbIX  CPeAcTB  ANA  MNPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeAcCTB,  MPOU3BOAUTENAM
(M3roToBUTENAM) MEAULIMHCKUX U3AENUI ANA NPOU3BOACTBA U U3rOTOBEHUA MEAULMHCKUX U3aenuii B
eMKOCTAX 06bemom He 6onee 1 nntpa u (Mnun) He meHee 1000 NUTPOB, a OPraHM3aUMAM, YKAa3aHHbIM B
NyHKTax 3 - 5 yacTu 8 HacToALWe cTaTby, B Tape o6beMom He b6onee 1 nuTpa.

(yacTb 9 BBeageHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-93, 01 22.12.2020 N 444-03)

10. Peanusauma (nepegadya B YyCTaHOBAEHHOM 3aKoHOAaTenbcTBOM Poccuitickoinn degepaumu
nopagke) dapmaueBTUYECKOW CcybCcTaHUMKM cnMpTa 3TMAOBOrO (3TaHONa) OpraHM3auusm OMTOBOM
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TOProBAW NEKAPCTBEHHbIMW CPeACTBaMM He A0oNycKaeTcA.
(yacTb 10 BBEAEHa DenepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

11. NepeBo3KK papmaLLeBTUUYECKON CyBCTaHLMM CNMPTA 3TUAOBOrO (3TaHONA) OCYLLECTBAAOTCA C
cobntopeHnem TpeboBaHMN, YCTAHOBAEHHbIX ab3auem 4eTBepTbiM MyHKTa 3 cTaTbk 9 PepepanbHOro
3aKoHa OT 22 HoAbpa 1995 roga N 171-®3 "O rocyfapcTBEHHOM PeEryinMpoBaHUM MPOU3BOACTBA U
obopoTa 3TWUNOBOrO CNMPTa, aJIkOroJIbHOM W CNUPTOCOAEPIKaller MNPoAyKUMM U 00 OorpaHuyYeHumn
notpebneHuns (pacnuTuaA) ankorosibHOM NpoayKumm".

(yacTb 11 BBEeAeHa PeaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

Cratba 46. MapKMpoBKa NeKapCTBEHHbIX CPeACTB

1. HEKapCTBEHHbIe npenapartbl, 3a UCKJAKOYEHUEM NEKAPCTBEHHbBIX NMPENapPaToB, U3rOTOB/IEHHDbIX
anTe4yHbiMn OpraHn3aunamun, BETEPUHAPHbIMU aANTEYHbIMU OpPraHuU3aumnamum, UHAOUBUAYA/IbHbIMU
npegnpuHnmarenamm, uwmerwwmmmn nULEH3UKO Ha d)apN\au,eBqueCKyro AeATENDbHOCTb, AOO0J1XKHbI
nocTtynaTtb B 06pau.|,eHV|e, ecnun:

1) Ha uX nNepBMYHOMN YMAKOBKE (3@ MWCKNIOYEHMEM MEPBUYHOM YMAKOBKU NEKAPCTBEHHbIX
pacTUTENbHbIX NPEnapaToB) XOPOLO YMTaeMbIM LWPUPTOM Ha PYCCKOM f3bIKE YKa3aHbl HaMMeHoBaHMe
NIEKapCTBEHHOTO MpenapaTta (MexayHapoAHOe HemnaTeHTOBaHHOE, WAM  TPYNMNUMPOBOYHOE, WK
XMMUWYECKOe, UM TOProBoe HauMeHOBaHUE), HOMep cepuu, gaTta Bbinycka (419 UMMYHOBMONOTNYECKNX
JIEKapCTBEHHbIX NPEenapaToB), CPOK FOAHOCTU, AO3MPOBKA WM KOHLEHTpauus, o6bem, aKTUBHOCTb B
eauMHNLAX AEeNCTBUA UM KONMYECTBO 4,03;

(B peq,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-d3)

2) Ha Mx BTOPUYHOM (NOTPEBUTENLCKON) YNaKOBKE XOPOLUO YUTaeMbiM LWPUGTOM Ha PYCCKOM
A3blKe YKa3aHbl HAUMEHOBAHWE JIEKAPCTBEHHOIO npenapaTta (MeXayHapoAHoe HenaTeHTOBaHHOE, UK
rpynnuMpoBOYHOE, WU XMMUYECKOE W TOProBOE€ HaMMEHOBaHMWA), HaMMeHOBaHMe NpPou3BOAUTENA
JIeKapCTBEHHOrO NpenapaTta, HOMep cepuu, Aata BbinycKa (418 MMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX
npenapatoB), HOMEpP PErvcTPauUMOHHOro YAOCTOBEPEHUA, CPOK TOAHOCTM, CMOco6 NpUMeHeHus,
[03UPOBKA MAN KOHUEHTpauusi, 06bem, aKTUBHOCTb B eAMHULAX AENACTBMA MO0 KO/AMYEecTBO A03 B
YyNaKoBKe, ieKapcTBeHHasa Gopma, yCN0oBUA OTNYCKa, YC/IOBUA XpaHEHUs, NnpeaynpeauTesbHble Haamnucu.
(8 pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2. ®apmaueBTUYECKME CYDCTaHUMM AO/MKHbI MOCTyNaTb B ObpalleHue, eciv Ha UX MepBUYHOMN
YNaKOBKE  XOPOWO YWTAaeMbiM  LWPUGTOM HA  PYCCKOM  f3blKE  YKasaHbl  HaMMeHOBaHMWe
dbapmaueBTUYEeCcKon cybCcTaHUMKM (MeXKAyHapoAHOEe HenaTeHTOBAaHHOE, WM TPYNMNUPOBOYHOE, WAU
XMMMWYECKOE UM TOProBoe HaMMEHOBaHWSA), HaMMeHOBaHWe npousBoguTeNs dapmaLeBTUYECKOM
cybCcTaHUMM, HOMep cepuy U AaTa M3rOTOB/IEHWUS, KOJIMYECTBO B YMAaKOBKE W eAMHULblI U3MEpPEeHUs
KO/IMYECTBa, CPOK FOAHOCTU U YCIOBUA XPAHEHWS.

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

3. JlekapcTBeHHble cpeacTBa B KayecTBe CbIBOPOTOK AOJ/IXHbl MOCTynaTb B o6anJ,eHV|e C
YKa3aHneMmM XMBOTHOIO, U3 KPOBU, N1a3Mbl KPOBU, OPraHOB U TKaHel KOTOPOro OH" Noay4yeHbl.

4. Ha BTOpUYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY N€KapCTBEHHbIX CPeACTB, MNOYYEHHbIX U3 KPOBU,
naasmbl KPOBM, OPraHOB U TKaHEN YenoBeKa, AOKHA HAaHOCUMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatnta C M NOBEpPXHOCTHbIV aHTUIEeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBUYHYIO YNaKOBKY M BTOPUYHYIO (MOTpebuTenbcKyio) ynakoBKy paanodapmaueBTUYecKmX
NIeKapCTBEHHbIX CPeACTB AO/IKEH HAHOCUTLCA 3HAK PAAMALLMOHHON ONACcCHOCTY.

6. Ha BTOpMYHYO (NOTpPeBbUTENbCKYIO) YNaKOBKY FOMeonaTUYecKUX NIeKapCTBEHHbIX NpenapaTos
[JO0/IKHa HAHOCUTbCA Hagnuck: "TomeonaTuyecknin'.
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7. Ha BTOpuYHytO (NOTpebuTeNbCKylo) YMNAaKOBKY J1IEKAPCTBEHHbIX PaACTUTE/bHLIX MpenapaToB
[0/1KHa HAHOCKTbCA Hagnuck: "MpoayKums npowna pagmaumnoHHbIN KOHTPOAb" .

8. Ha nepBUYHYIO yNaKoBKY (€CnK A1a 3TOro CYLLEeCcTBYET TEXHUYECKasA BO3MOXKHOCTb) M BTOPUYHYIO
(noTpebuTenbCcKyo) YNaKoBKY JIEKAPCTBEHHbIX MNPEnapaTtoB, NpeAHasHAYeHHbIX A1 KAMHUYECKUX
nccnenoBaHUM, A0NKHA HAHOCUTBLCA HaANKUCh: "N KAMHUYECKUX nccnenoBaHunin".

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

9. YnaKoBKa /IEKAPCTBEHHbIX CPEACTB, MNpPeAHAa3HaUYeHHbIX WCKAOUMTENIbHO A/1A 3KCMNopTa,
MapKUpyeTcs B COOTBETCTBUM C TPEBOBAHUSAMM CTPaHbI-MMNOpPTEpa.

10. Ha TpaHCnopTHyto Tapy, KOTOpas He npeAHasHayeHa Asaa notpebutenei M B KOTOpyto
NOMELLLEHO JiIeKapcTBEHHOE CPeACTBO, AO/KHA HAHOCUTLCA MHPOPMaLMs O HaMMeHOBaHWK, cepuu
NIeKapCcTBEHHOrO CPeACTBa, [AaTe BbiMyCKa, KOAMYECTBE BTOPUYHbLIX (NOTPEBUTENbCKMX) YNaKoBOK
NleKapCcTBEHHOIO CpeacTBa, NMPOM3BOAUTENE IEKAPCTBEHHOMO CPEACTBa C YKa3aHMEM HaMMeHOBaHUA U
MECTOHaXOXAeHNA MPOM3BOAUTENA NEKAPCTBEHHOrO cpeacTsa (aapec, B TOM 4yucae cTpaHa u (nam)
MeCTO NPOM3BOLCTBA IEKAPCTBEHHONO CPEACTBA), @ TAKKe O CPOKe ro4HOCTM IeKapCTBEHHOTO CpeacTsa
M 06 YyCNOBMAX €ro XpaHeHMs W NepeBO3KW, Heobxoaumble npeaynpesuTenbHble HaZnUCKM U
MaHUMYNATOPHbIE 3HAKM.

11. Ha nepBUYHYIO YNaKOBKY U BTOPUYHYIO (MOTPebUTeNbCKY0) YNaKOBKY eKapCTBEHHbIX CPeacTB
ONs BETEPMHAPHOIo NPUMEHEHMA A0NKHA HAHOCUTLCA Haanuch: "[na BeTepuHapHOro npumeHeHus".

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHOrO nNpenapaTta HaHOCUTCS
LUTPMXOBOM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®EAEPALIMIO U BbIBO3 NIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOM GEAEPALNMU
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNMopAaoK BBO3a /IEKAPCTBEHHbIX cpeacTB B Poccuiickyio Pepepaumio M BbiBO3a
NleKapCcTBeHHbIX cpeacTB U3 Poccuiickoii Pegepauumn
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. BBO3 /NleKapCTBEHHbIX CcpeactB B Poccuiickyio depepaumio OCyWeCTBAAETCA B MOPAAKeE,
ycTaHoBneHHOM [lpaBuTenbcTBoM  Poccuidickoit  ®depepauun, B COOTBETCTBUM C  TaMOXKEHHbIM
3aKOHOAATEeNbCTBOM TaMOXEHHOro coto3a B pamkax EBpA33C (ganee - TaMoOMKeHHbIA coto3) U (1aun)
3aKoHogaTenbcTBOM Poccuiickoit Peaepaummn o TaMoKEHHOM gene.

(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. Beo3umble B Poccuiickyto depepaumio IEKapCTBEHHbIE CPeAcTBa AOJIXKHblI COAEp)KaTbCA B
rocy4apcTBEHHOM peecTpe JIeKapCTBEHHbIX CPeaCTB.
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 27.12.2019 N 462-03)

3. HonyckaeTtca BBO3 B Poccuiickyto depepaumio KOHKPETHOM NapTMM 3aperMcTprpoBaHHbIX U
(MnKn)  HesaperncTpMpoBaHHbLIX JIEKAPCTBEHHbIX CPEACTB, MNPEeAHA3HAYeHHbIX A4/a  TMpoBeAeHus
KAVHWUYECKUX UCCNef0BaHWUIA JIEKapCTBEHHbIX MPenapaTtoB, MPOBEAEHWUA 3KCMepTM3bl JIeKapCTBEHHbIX
CPeAcTB A/1A OCYLLECTBNIEHUA TOCYLAapCTBEHHOM PEerncTpauuy NeKapcTBEHHbIX MPenapaToB WAM AAf
OKa3aHUsA MeSUUMHCKOM MOMOLLM MO KMU3HEHHbIM MOKA3aHMAM KOHKPETHOrO MauMeHTa Ha OCHOBaHUK
paspelleHuns, Bbl4AHHOTO YNOJHOMOYEHHbIM ¢enepasbHbiIM OPraHOM MWCMNONHUTENbHOM BAACTU MO
3aB/IEHUAM /1ML, YKa3aHHbIX B cTaTbe 48 HacTosAwero desepanbHOro 3aKoHa. PaccmoTpeHue Takoro
3aAB/IeHNA W TMpPUHATAE peleHWs O Bblgaye paspeleHuss Ha BBO3 KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (MIM) HE3aPErnCTPMUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NpeaHa3HaYeHHbIX AnA
NpoBeAeHNA KAUHUYECKMX WCCNeA0BaHMIA /IeKapCTBEHHbIX MpenapaTtoB, NPOBEAEHUA 3KcnepTusbl
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NeKapCTBEHHbIX CPeaCcTB ANA OCYWECTBNEHMA TOCYAapCTBEHHOW perucTpauun  NeKkapcTBEHHbIX
npenapaTtoB WAM ONA OKa3aHMA MeAUUMHCKOW MOMOLWM NO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauuneHTa AMM60 06 OTKase B BblAaye YKa3aHHOro paspeLleHna Npon3BoaaTCca B CPOK, He NPeBbILLatoLLMiA
nAaTM pabounx gHei. NnaTa 3a BblAavy YKa3saHHOIO paspeLlleHns He B3MMaeTca.

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

KoHcynbTaHTIAKOC: NpumeyaHue.
C01.01.2024 4. 3.1 cT. 47 yTpaumsaet cuny ($3 o1 27.12.2019 N 475-03).

3.1. JonycKaeTca BBO3 B Poccuiickyto Pepepaumio KOHKPETHOM MapTUM HE3APErUCTPUPOBAHHbIX
JNIEKAPCTBEHHbIX MPEnapaToB, COAEepPXKaLlLMX HAPKOTUYECKME CpeacTBa MM NCUXOTPOMHbIE BELLECTBa, B
nopaake, ycraHosieHHom [paButenbctBom Poccuitickon Pepepaumun, A8 OKasaHUA MeAMLUUHCKOM
NOMOLM MO *KU3HEHHbIM NMOKa3aHMAM KOHKPETHOIO MauMeHTa WUAM Fpynnbl NAUUMEHTOB B CAy4ae, ecnu
MMeeTcA pelleHne BpayebHOM KOMUCCUMM MEeOMUMHCKOM OpraHusaumm o HedahdeKTUBHOCTU UK
HEBO3MOXHOCTU MPUMEHEHUA Y KOHKPETHOro MauMeHTa MHbIX 3aPermcTpuMpoBaHHbIX NEKapPCTBEHHbIX
npenapaToB, B TOM UYUC/IE COAEPKALLUX Apyrne AeNCTByloWMe BelwecTsa, U 0 HeobxoaMMoCTM BBO3a
onpeaeneHHOro  He3aperMcTpMpPoOBaAHHOTO  JIEKAPCTBEHHOrO  npenapaTa C  YKasaHWMEM  ero
MENKAYHAPOAHOr0 HEMaTeHTOBAHHOIO (MAM XUMUYECKOTo, WAM TPYNMNUPOBOYHOIr0) HaMMeEHOBAHMUS,
dopmbl  BbiNycka M KosudectBa. [lepeyeHb 3aboneBaHWt UM COCTOAHMMA U COOTBETCTBYIOLLUX
NIeKApPCTBEHHbIX MpPenapaToB, COAEepXallMX HAPKOTUYECKMe cpeacTBa M MCUXOTPOMHbIE BeLLECTBA, B
Lenax OCyWecTB/IeHUA MX BBO3a B COOTBETCTBMWU C TPeBOBAHMAMM HACTOALLEN 4YacTM yTBep:KAaeTca
YNOJHOMOYEHHbIM denepanbHbIM OpPraHOM UCMOJHUTENIbHOW BAACTU.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto denepaumio MOXKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBa, KAuyeCTBO KOTOPbIX
NnoaTBEPXKAEHO  CepTUOUKATOM  NPOU3BOAMTENS  NIEKAPCTBEHHbIX CPEeACTB,  YAOCTOBEPAOLWMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM dapmakonelHbix ctatel aMbo B caydae
NUX OTCYTCTBUA HOpMaTMBHOVI AOOKYMeHTaUunUn Nam HOpmMmaTuBHOIO AOKYMEHTa.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaeTca BBo3 B Poccuiickyto Pegepaumio panbcudmLMpoBaHHbIX IEKAPCTBEHHbIX CPeACTs,
HeL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhaAKTHbIX 1EKAPCTBEHHbIX CPEACTB.
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. danbcnPUuUMpPOBaAHHbIE NEKAPCTBEHHbIE CPeACTBA, HEeA0OPOKAYeCTBEHHbIE JIEKAPCTBEHHbIE
CpeAcTBa nog/exar U3bATUIO U NoCAeaAyIoWEeMY YHUUTOXKEHUIO UM BbIBO3Y U3 Poccuiickoit deaepaumuy,
KOHTpadaKTHble NIEeKAaPCTBEHHbIE CPEACTBA - U3BATUIO U NOC/AEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
mnn  BbiBO3 M3  Poccuiickot  depepaumn  danbCUPUUMPOBAHHBIX  IEKAPCTBEHHbIX  CPEACTB,
He0OPOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB, KOHTpPadaKTHbIX  /JIEKAPCTBEHHbIX  CPeacTB
OCYLLECTBNAETCA 3@ CYET /iMUa, OCYLLeCTBMBLUETO WX BBO3. [lOpPAAOK YHUUTOMKEHUS U3BATBIX
danbcnPpUUMPOBaAHHBIX JIEKAPCTBEHHbIX CPeACTB, Hefo0bpPOKAYeCTBEHHbIX JIEKAPCTBEHHbIX CPeAacTs,
KOHTpadaKTHbIX IEKaPCTBEHHbIX CPEACTB ycTaHaBAnBaeTcs MNpasutenbctBom Poccuiickoli deaepaumn.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

7. Jlwua, ocywectsaawwme BBo3 B Poccuiickyto  deaepauunio  dpanbcuULMPOBAHHbIX
NeKapCTBEHHbIX  CPeACTB, HeAOobpOKAYeCTBEHHbIX NE€KAPCTBEHHbIX CPeACTB,  KOHTpadaKTHbIX
NeKapCcTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOAATE/IbCTBOM
TaMOKeHHOro Coto3a U (Mn) 3aKoHoAaTeNbcTBOM Poccuiickon Pesepaupnn o TaMOXKEHHOM gene.

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

8. BbIBO3 NeKapCTBEHHbIX CpeacTB n3 Poccuiickon ®egepaunm ocyuecteaseTca 6e3 npumeHeHUA
OrPaHWYEHUI, YCTAHOB/IEHHbIX TAMOMKEHHbIM 33aKOHOLATE/IbCTBOM TaMOMKEHHOro coks3a u  (uau)
3aKoHoZaTeNIbcTBOM Poccuiickoii depepaumm O rocyaapCTBEHHOM PEry/iMpoBaHMM BHELUHETOProBoW
AesATeIbHOCTY.
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(8 pen. PenepanbHbix 3akoHOoB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-
d3)

9. BBoA, B rpa*kgaHCKUiM ob60poT /IeKapCTBEHHbIX NPEnapaTtoB Aas MeAMUUHCKOTro NPUMEHeHus,
BBE3EeHHbIX B Poccuitckyto Peaepaumto, ocyllecTsaserca ¢ cobniogeHmem tpeboBaHuM, YCTaHOBAEHHbIX
cTaTbelt 52.1 HacToswero ®eaepanbHOro 3akoHa.

(yacTb 9 BBeaeHa PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

Cratba 48. HOpuauyeckme nuvua, KOTOpPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeAacTB B
Poccuitckyo Pegepauumio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

JleKkapcTBeHHble cpeacTBa B Poccuiickyio eaepaumio MoryT BBO3UTh:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) npousBoAMTENM NeEKapCTBEHHbIX CpeacTB AnA  Ueneit cobCTBeHHOro MpoM3BOACTBA
NleKapCcTBEHHbIX CPeaCTs;

2) WHOCTpaHHble pPa3paboTUMKM JIEKAPCTBEHHBLIX CPEACTB M MHOCTPaHHble MPOU3BOAMTENN
NeKapCTBEHHbIX CPEACTB MW APYrve IopUanMYecKme MLa No NopyveHmnto pa3paboTumKa NeKapcTBEHHOrOo
cpeacTsa 414 NPoBeAeHMA KANMHUYECKMX UCCNef0BaHMI IeKapCTBEHHOro rnpenaparta, OCyLIeCcTB/IeHMs
rocyfapCTBEHHON  perncTpauum JIeKapCTBEHHOro npenapata, BKAOYeHUA  dapmMaLeBTUYECKoM
cybCTaHUMM B FrOCYAapPCTBEHHbIA PEecTp NIEKapCTBEHHbIX CPEACTB, KOHTPO/IA KayecTBa JIeKapCTBEHHbIX
CPeACTB NPU HaMUYNKN PaspeLlleHns YNoHOMOYEHHOro ¢eepanbHOro opraHa UCMONHUTENBHOMN BAacTu
Ha BBO3 KOHKPETHOM NapTUM IEKaPCTBEHHbIX CPEeACTB;

3) opraH13auumn ONTOBOM TOProBAN 1EKAPCTBEHHBIMU CPeaCcTBaMM;

4) Hay4yHO-UcCCnedoBaTeNbCKME OpraHusaumn, obpasoBaTenbHble OpraHM3auuM  BbICLIETrO
06pa3oBaHUA, MPOM3BOAUTENIM JIEKAPCTBEHHbIX CPEeACTB A/ pa3paboTKu, uccnenoBaHWin, KOHTPOAS
6e3onacHocTK, KayecTBa, 3GGEKTUBHOCTM JIEKAPCTBEHHbIX CPEACTB MNPM  HaAMUYMM  pPaspelleHus
YNOJIHOMOYEHHOTO pelepanbHOro opraHa UCMOIHUTEIbHOM B1acTy;

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

5) MmeanumMHCKMe opraHM3aumm, UHble yKasaHHble B NyHKTax 1 - 4 HacTosAWen CTaTby OpraHn3aumnm
ONA OKasaHWA MegMLMHCKOM MOMOLWM MO XU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa npw
HaMuMKM paspeLleHnn YNoAHOMOYEHHOrO ¢deaepanbHOro opraHa WCMOJIHUTENbHOM BAAcTM Ha BBO3
KOHKPETHOM NapTWM /IeKapCTBEHHOro NpenapaTa, BblAAaHHOrO B YCTaHOB/JEHHOM nopagKke B ¢dopme
3N1EeKTPOHHOIO AOKYMEHTa, NOANNCAHHOIO YCUAEHHOW KBaMOULMPOBAHHOM 3/1eKTPOHHOM NOAMMUCHIO;
(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (3 o1 27.12.2019 N 475-93).

6) rocyaapCTBeHHbIe YHUTapHble NPeanpUaTUSa, MMYLLECTBO KOTOPbIX HaxoauTca B deaepasibHOM
cobcTBeHHOCTM, onpegensembie [paBuTenbctBom Poccuitickoli depepaummn, B 4YacTM BBO3a B
Poccuiickyto  ®depgepaumio  He3apernMcTpMpoBaHHbLIX  JIEKAPCTBEHHbIX MPENapaToB, COAEprKalimxX
HAapKOTMYECKNE CPeacTBa WU MCUXOTPOMHbIE BELLECTBA, A1 OKasaHMA MeAMUMHCKOM MOMOLM Mo
*KM3HEHHbIM MOKAa3aHUAM KOHKPETHOTo MauMeHTa AN rpynnbl NALMEHTOB B COOTBETCTBMM C YacTbio 3.1
cTaTbu 47 HacToAwero denepanbHOro 3aKoHa.

(n. 6 BBeaeH dPepepanbHbim 3aKoHOM 0T 27.12.2019 N 475-03)

Cratba 49. [lokymeHTbI, NpeacTaBasemMble B TaAMOXKeHHble opraHbl Poccuiickoii ®egepaumnm npm
BBO3e /IeKapPCTBEHHbIX cpeacTB B Poccuiickyio Peaepauumio


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EFA55E683A0742E6F753C08A240159765DB357A97C710E7C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AEEA4596D3C0742E6F753C08A240159765DB357A97D780F7E6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7F0B796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A15B6A3E0742E6F753C08A240159765DB357A97C7F0B796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E6A15B623F0742E6F753C08A240159765DB357A97C790C796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EFA55E683A0742E6F753C08A240159765DB357A97C710E7A6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EFA55E683A0742E6F753C08A240159765DB357A97C710E7B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689EFA75F6C380742E6F753C08A240159765DB357A97D7109786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE2A75D69380742E6F753C08A240159765DB357A97C790D776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E7A25C6A390742E6F753C08A240159765DB357A97C79057C6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A25C6D3A0742E6F753C08A240159765DB357A97C79047B6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688EFAB5B6B390742E6F753C08A240159765DB357A97C790D786F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E3A25C6D3A0742E6F753C08A240159765DB357A97C79087A6F3C986638A9C3466E9B4D7533FA5DB427L

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

1. Mpu BBO3e NEKAPCTBEHHbIX CpeacTB B Poccuitckyto degepaumio B TaMOXKEHHble OpraHbl
Poccuiickoli  ®depepaumm Hapsgy C  OOKYMEHTaMW, NpeacTaB/ieHUMEe KOTOPbIX NpeaycMOTPEHO
TaMOXEHHbIM 3aKOHOAATe/IbcTBOM TaMOXEHHOTo cot3a W (Mnau) 3akoHozaTenbcTBOM Poccuiickoi
denepaunn o TaMOXKEHHOM Aene, NPeAcTaBAATCA Caeaytolme JOKYMEHTbI:

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

1) ceptudumKaT npomssBoaUTENs JIEKapCTBEHHOTO CPeACTBa, Y/A0CTOBEPANLWMIA COOTBETCTBUE
BBO3MMOIO J/IeKapCTBEHHOro cpeAcTBa TpeboBaHMAM dapmaKoneiHo ctaTbM AMBO B ciayyae ee
OTCYTCTBUA HOPMAaTUBHOW AOKYMEHTaLMN UNU HOPMATUBHOTO AOKYMEHTa;

2) pa3peweHne ynosiHOMOYEHHOro d)e,u,epaanoro OpraHa WUCNO/IHUTENbHON BAAacCTM Ha BBO3
KOHerTHOﬁ napTn nNeKapCrBeHHOro cpeacresa B C/aiydaAax, YCTAHOBJIEHHbLIX 4aCTbiOo 3 cratbn 47
HaCTOALWEro CDep,epaanoro 3aKOHa.

2. JOKYMeHTbl, yKasaHHble B NyHKTax 1 M 2 4yactM 1 HacToswen cTaTbM, NpeacTaBAAlOTCA B
TaMOMKeHHble opraHbl Poccuiickon ®epepaumm Npu NpubbLITUM NEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depepaumio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 sneKapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnNA AUYHOro
WUCMNONb30BAaHUA M UHbIX HEKOMMEpPYECKUX Lesiel, a TaKXKe AAA UCNO/Nb30BaHUA HA TeppuTOopUM
MeAYHApPOAHOro MeAULMHCKOro Kaacrepa
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-D3)

1. JleKapcTBeHHble npenapaTtbl MoryT 6biTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacTosawero PeaepanbHoOro
3aKOHa, ec/in OHU NpeaHasHayeHbl ANA:

(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) AnYHOro Mcnonb3oBaHMA GU3NYECKUMM AULAMM, NPUBbIBLIMMKM B Poccuitickyto deaepaumio.
Mpn 3Tom BBO3 B Poccuiickyio ®deaepaumio  IeKapCTBEHHbIX MPEenapaTos, COAeprKaliux
cunbHogencTeylowmne w (MAK) AQOBUTbIE BELLECTBA, BK/IOYEHHbIE COOTBETCTBEHHO B  CMMUCOK
CUNbHOLENCTBYIOLLMX BELLECTB A1A Lefiell yroNnoBHOro 3akoHogaTenbcTBa Poccuiickon degepauunm u B
CNUCOK AJO0BMUTbIX BELWECTB O/1A Lenel YronoBHOro 3akoHogaTenbcTBa Poccuiickoit degepauumu,
yTBep)aeHHble MNpaButenbctBom Poccuiickolt ®eaepaumm, ocyWwecTBAAETCA NPU HaJIMYUU JOKYMEHTOB
(3aBepeHHbIX KONWiA JOKYMEHTOB WM 3aBEPEHHbBIX BbINMUCOK U3 HMX), NOATBEP}KAAOLMX HAa3HaYeHMe
dU3MYECKOMY /MUY YKa3aHHbIX JN1€KapCTBEHHbIX NpenapaToB (3a WCKAOYEHUEM JIeKapPCTBEHHbIX
npenapaToB, 3aperucTpupoBaHHbix B Poccuiicko ®Pepepaumm u  oTnyckaemblix B Poccuiickoit
depepaunmn 6e3 peuenta Ha NEKAPCTBEHHbIM npenapaT). [oaTBep:Kaatowmne [OKYMEHTbI  (MX
3aBepEeHHbIe KOMUKU MW 3aBEPEHHDIE BbIMUCKU U3 HUX) AOIKHbBI COAEPKATb CBEAEHMA O HAMMEHOBAHUMU
M KONMYecTBE HA3HAYEHHOro JeKapCTBEHHOro npenapata. B cayyae, ecan nopTeepraatowme
OOKYMEHTbI (MX 3aBEpPEHHbIE KOMUU UM 3aBEPEHHbIE BbIMUCKM U3 HWUX) COCTaBEeHbl HA MHOCTPAHHOM
A3bIKE, K HUM NpUaaraeTcs HOTapMasibHO 3aBEPEHHbIV NepPeBos Ha PYCCKUM A3bIK;
(n. 1 8 pea. PepgepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wvcnonb3oBaHMA pPabOTHUKaMM  AUMNAOMATMYECKOro Koprmyca WAM  NpeacTtaButenamu
MeXAyHapoaHbIX OpraHn3aLuii, akkpeaMToBaHHbIX B Poccuiickoli ®eaepaunu;

3) NevyeHMs NaccaX)kMpoB WM YNEHOB 3KMUMaXKe TPAHCMOPTHbIX CPEeACTB, MoesfHbix bpurag w
BOAMTEIeN TPAHCMNOPTHbIX CPeacTs, NpubbIBLWKX B Poccuiickyio Peaepauuio;
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

4) neyeHus YYacTHUKOB MEXAYHaPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUI U YYACTHUKOB
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MeXAyHapoaHbIX 3KCneanLUiA;

5) JNeyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cajax, UMpPKax, OKeaHapuymax,
aenbPuHapmax, NeYeHUa AMKUX MKUBOTHbIX, MOCTOSHHO WM BPEMEHHO Hacenalwmx TeppUTOpUID
Poccuiickoit degepaumnm, HaxoAsWMXCA B COCTOSSHUM €CTeCTBEHHOM CBOOOAbI M MPUHAANEXKaLMX K
BMAAM, 3aHeceHHbIM B KpacHylo KHUry Poccuiickon deaepaumm u (Mamn) KpacHble KHUMM cybbeKkToB
Poccuiickoit ®epepaumn, a TaKKe KUBOTHbIX, BBO3UMbIX B Poccuitckyto Pepepaumio gna ydyactusa B
CMOPTUBHbIX U 3PE/INLLHBIX MEPONPUATUAX;

(8 pea. PegepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, ot 02.08.2019 N 297-3)

6) MCNONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIro MeaMUNHCKOro Knactepa.
(n. 6 BBegeH ®eaepanbHbiM 3aKoHOM oT 29.06.2015 N 160-d3)

2. B cnyyasx, npegycMOTPEHHbIX YacTbio 1 HacToslen cTaTbM, AOMNYCKAeTca BBO3 B POCCUMICKYO
depepaunto NeKapCcTBEHHbIX NPenapaTos, He 3aperncTpmpoBaHHbIX B Poccuiickoin ®epepaymn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. lekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble AN T'yMaHUMTapHOW NoMoLM (coaenctamsa) nnm
MOMOLLM MpPW 4YpesBbl4alHbIX CUTyaumsax, BBo3ATcA B Poccuitickyto Pepepaunio B  NoOpALKe,
ycraHoBneHHom [paButenbctBom Poccuitickon ®Pepepaumn. 3anpeltaetca BBO3 B Poccuitckyro
depepaunio HE3aPErnMCTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  MPEnapaTtoB, NpeAHa3Ha4yeHHbIX  AnsA
ryMaHUTapHOM NoOMOLLM (COAENCTBMA) AN NOMOLLM NPU YPE3BbIYaHbIX CUTYaLMAX.

(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 51. CoTpyaHuuectBO  ¢deAepanbHOrO  OpraHa  WUCMONHUTENbHOM  BAacTy,
YNOJIHOMOYEHHOro B 061acTM TaMOXXEHHOTro Aena, U APYrux YNoNHOMOYEHHbIX ¢enepanbHbIX
OPraHoB UCMOJIHUTEIbHOW B/1acTU

1. YnonHomoueHHble deaepanbHble OpraHbl WCMOJIHUTENLHOW BAACTM NpPenoCTaBAAOT B
pacnopsaxeHue deaepasbHOro oOpraHa WCMOAHUTENbHOM BAACTU, YMNOJHOMOYEHHOTO B 06/acTu
TAaMOKEHHOro fena, rocyAapCTBEHHbIN peecTp NIeKApCTBEHHbIX CPeAcTB, a Takxe MHOopmauuio o
BblAAHHbIX pa3pelleHnAX Ha BBO3 KOHKPETHOW NapTUM JIeKapCTBEHHbIX CPeACTB B  CAydvasx,
YCTAaHOBNEHHbIX YacTbto 3 cTaTtbu 47 HacToAwero PenepanbHOro 3aKoHa.

2. ®epepanbHbId OpraH UCNOAHUTENbHOM BAACTU, YNOJHOMOYEHHbI B 061aCTM TaMOXKEHHOTO
Aena, UHPOPMMPYET YKasaHHble B YacTU 1 HacToALLEel CTaTbM YNOJIHOMOYEHHbIE desepasibHble OpraHbl
WCNONIHUTENbHOM BAACTM O BBO3€ JIEKAPCTBEHHbIX cpeact8 B Poccuitckyio Pepepauumio U BbiBO3e
NleKapcTBEHHbIX cpeacTs u3 Poccuiickoinn ®enepauumn no popme M B NopsaaKe, KOTOPble YCTaHOB/IEHbI
Mpasutenbctsom Poccuiickon ®egepauymn.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-$3)

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CraTtba 52. OcywectBneHue papmaL,eBTUHECKON AeATeNbHOCTU

1. ®dapmaueBTMYECKan OEATENbHOCTb OCYLLECTBAAETCA OpraHM3auMamMu ONTOBOM TOProBAM
NEeKapcTBEHHbIMM  CpeacTBaMK,  anTeYHbIMW  OPraHM3auMAaMW,  BETEPUHAPHbIMM  anTeYHbIMM
OopraHuM3auMamKy,  UHAMBMAYANbHbIMA  MNPEeANPUHMMATENAMKM,  UMEWMMW  AULEH3UIO  Ha
bapMaueBTUYECKYIO AEATe/IbHOCTb, MEOUUMHCKMMWU  OPraHM3aumammu, UMEWMMN JINLEH3UIO Ha
dbapmaueBTUYECKYIO AesATeNbHOCTb, U WX 060cobAeHHbIMU noAapasaeneHusMmn (ambynatopuamu,
denbawepckumm n  denbalepcKko-akyLEepCKUMM  MYHKTaMK, LeHTpaMKn (oTaeneHusmu) obuuen
BpayebHol (cemeiHOl) MPaKTUKKU), PACMNONONKEHHBIMU B CEbCKMX HACENEeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BETEPUHAPHLIMU OPraHU3aUUAMM, UMEIOLLMMWN TULLEH3UIO Ha
$bapMaueBTUYECKYIO AEATENIbHOCTb.

(B pen,. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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KoHcynbTaHTlAOC: NprMeYaHme.

06 ycnosuax gonycka B 2021 rogy K ocyliecTBieHU0 GapMaLLeBTUYECKON AeATeNbHOCTU auy, 6es
cepTudmKaTta crneumanmcta M (Man) no cneumanbHOCTAM, He NPeayCMOTPEHHbIM cepTUdUKATOM
cneunanucta, cm. MNMpukas MuHsgpasa Poccmm o1 08.02.2021 N 58H.

2. ®usmyeckme aMUa MOTYyT OCYLLECTBAATb (apMauLeBTUYECKYID AeATEeNbHOCTb MNPU HanMuum
BbICLLEro MAK cpeaHero papmaueBTMYeckoro obpasoBaHua U cepTuduKaTa cneunanmncra, BobiCLLEro nam
cpepHero BeTepuHapHoro o6pasoBaHuA M cepTUdMKaTa CNeumanncTa, a TakkKe BbICLLIEro UAN CpeaHero
MeaUUMHCKOro obpasoBaHusA, cepTudUKaTa cneunanncta m A0NoJIHUTENbHOroO npodecCcMoHaNbHOro
06pa3oBaHUA B YAaCTU PO3HMUYHOM TOPrOB/AN IEKAPCTBEHHbIMW NpenapaTamm Npu yCcaoBum Mx paboTbl B
060cob61eHHbIX NoApa3aAeneHNAX MeaANLMHCKMX OPraHM3aLni, YKa3aHHbIX B 4acTn 1 HacToAwwen cTaTbi.
(yacTb 2 B peq,. depepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTIAKOC: NpumeyaHue.

JlekapcTBeHHble NpenapaTbl 414 MeAUUNHCKOro NPUMEHEHNA, BBEAEHHbIE B FPpaXKAaHCKMIM 060pOoT A0
29.11.2019, nognexkaT XpaHeHUIO, NepeBO3Ke, OTNYCKY, peanusaunu, nepegaye, npUMeHEHUo a0
ncTeyeHma cpoka ux rogHoctn (P3 ot 28.11.2018 N 449-93).

Cratba 52.1. BBoA, B rpaXkAaHCKuii 060poT NeKapCcTBEHHbIX NpPenapaToB A8 MeAULMHCKOro
npUMeHeHusn
(eBepeHa degepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepen BBOAOM B rpaxkAaHCKMM 060POT KaxKA0oW CEPUM UAW KaXKAOM NapTUM NPOU3BEAEHHOrO B
Poccuiickolt  depepaumu  NleKapcTBEHHOro npenapata  ANA  MeOUUMHCKOTO  NPUMEHeHus, 3a
WCK/IOYEHNEM  MMMYHOBMOMIOTMYECKMX  NIEKAPCTBEHHbLIX  NpPenapaToB, MPOU3BOAUTENb  TaKOro
NeKapcTBEHHOro npenapaTa npeacTaBader B deaepanbHblii  OpraH  WCMOJHUTENbHOM  BAAcTy,
OCYLLECTBAAOWMIA  OYHKUMM MO KOHTPOAKO WM HaAa3opy B coepe 34paBOOXPAHEHMUA, LOKYMEHT
Npo13BOAUTENSA NEKAPCTBEHHOIO CPEACTBA, NOATBEPKAAIOWMIA KauecTBO NEKAPCTBEHHOMO NpenapaTa, U
noATBepXAeHWe YNOJAHOMOYEHHOTO /Mua NPOU3BOAMTENA NeKapCTBEHHbIX CPeACTB COOTBETCTBMSA
NleKapcTBEHHOTro NpenapaTa TpeboBaHNAM, YyCTaHOB/IEHHbIM MPY Ero rocy4apcTBEHHOM perncTpaumu.

2. MNepepn, BBOAOM B rparK4aHCKMA 0BOPOT KaxKaoW Cepum MAM KarKaon napTMM BBO3MMOIO B
Poccuiickyto  ®epepauuio  JIeKapCTBEHHOro npenapaTta  Ajsa  MeOULMHCKOrO MNpUMEHEeHWs, 33
UCK/IIOYEHNEM MMMYHODMOIOTUYECKUX JIEKAPCTBEHHBIX MPENApaToB, OpPraHW3auus, OCYLLEeCTBAAOLLAA
BBO3 JIeKAapCTBEHHOro npenapata B Poccuiickyto ®enepaumio, npeactasnseT B dpesepasbHblii opraH
WUCNOJIHUTENbHON  BAIAaCTW, OCYLECTBAAOWMIA  YHKLMM NO KOHTPOAKO W Hag3opy B cohepe
34paBOOXPaHeEHUs,, CcepTUUKAT MPOU3BOAMTENA JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEpPAOWMA
COOTBETCTBME BBO3MMOTO /IEKAPCTBEHHOro npenaparta TpeboBaHMAmM dapmaKonenHoi cTaTbl, a B
ciyyae oTcyTCcTBMA  dapmMakonenHoW cTaTbM TpeboBaHMAM HOPMATMBHOW  AOKYMEHTauuu, W
noATBepXAeHe NpeacTaBUTENs OpraHM3aumMn, OCYLLECTBAAIOWEN BBO3 JI€KApCTBEHHOro npenapaTa B
Poccuiickylo ®egepaumio M YNOAHOMOYEHHOW WHOCTPAHHbIM NPOU3BOAMTENEM JIEKAPCTBEHHbIX
CPeAcTB, COOTBETCTBMA BBO3MMOTO JIEKapCTBEHHOMO Npenaparta TpeboBaHUAM, YCTaHOBAEHHbIM NPU ero
rocyAapCTBEHHOM perncTpaumm.

3. MopsafoK NpeacTaBaAeHNa B COOTBETCTBUM C YacTaMu 1 M 2 HacToAWel CTaTbl LOKYMEHTOB U
CBEAEHUI O NEeKapCTBEHHbIX Mpenapatax, BBOAMMbIX B Tpa)OaHCKMi 06OpOT, ycTaHaB/MBaEeTCA
MpasutenbcTBom Poccuiickoii ®eaepaumn.

4. B OTHOWEHWW NepBbIX TPEX CEPUA WM NapTUIN NIEeKapCTBEHHOrO nperapaTa, BhepBble
npousseaeHHoro B Poccuiickoit deaepaummn nam Bnepsble BBO3MMOro B Poccuiickyio deaepauuio, B
denepanbHbIii OpraH UCMOHUTEIbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAK M Hag3opy B


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E0A45B6F3B0742E6F753C08A240159645DEB5BA97E670D797A6AC920B62CL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE5A05B623D0742E6F753C08A240159765DB357A97C790C776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E6A15B623F0742E6F753C08A240159765DB357A97C790E766F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E6A15B623F0742E6F753C08A240159765DB357A97C790C776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E1AA5A6E3A0742E6F753C08A240159765DB350AD772D5C3A3165C92073A4C45A729B48B62AL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688E0A25A6E300742E6F753C08A240159765DB357A97C790F7F6F3C986638A9C3466E9B4D7533FA5DB427L

chepe 34paBOOXPAHEHUSs, AOMOJHUTENbHO NPEACTaBAAETCS MPOTOKOA MCMbITaHUA O COOTBETCTBMM
CepUM WAM MAPTUM NEeKapCTBEHHOro Mpenapata A4 MeAMUMHCKOro MNPUMEHEHMs MNoKasaTenam
KayecTBa, nNpeaycMOTPEHHbIM HOPMAaTUBHOM [OKyMeHTauuel (manee - MNPOTOKOA WCMbITaHWUi),
NPOBOAMMBIX aKKPeAMUTOBaHHbIMW B COOTBETCTBMM C 3aKOHOZaTe/bcTBOM Poccuiickon degepaunm ob
aKKpeaMTauMnm B HALMOHANbHOM CUCTEME aKKpeguTaumm degepanbHbiMU  TOCYAAPCTBEHHbLIMM
6I04KETHBIMU YUpEXAEHUAMM, NOABEAOMCTBEHHbIMU desepasibHOMY OpraHy MCNOAHUTEIbHON BAACTH,
ocyuiecteasAowemy GyHKUUM NO BbipaboTKe M peanmsaumm rocyaapcTBeHHOM NOANTUKM U HOPMATUBHO-
NpaBoOBOMY perynMpoBaHuio B chepe 34paBOOXpPaHeHUs, U peaepanbHOMY OpraHy MCNOAHUTENbHOM
BN1ACTU, ocyllecTBaAOWEeMY GYHKUUM MO KOHTPOAK M Hag3opy B chepe 34paBooxpaHeHus. MNMopagok
Bblga4M YKa3aHHbIMM denepanbHbIMU TOCYAAPCTBEHHLIMU BHOOMKETHBIMU YUPEXOEHUAMM [AHHOTO
NPOTOKO/MA M pasmep NNaTbl 33 ero Bblgayy ycTaHasausatoTcs [lpasutenbctBom Poccuiickoit
depepaunu.

5. ExXerogHo He nosgHee 1 ¢peBpansa Npons3BoAUTENN NIEKAPCTBEHHbIX CPeACTB MW OpraHM3aLmu,
OCYLLECTBAAIOWLME BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyio degepaumio, npeacraBasioT B
denepanbHbIii OpraH UCNOIHUTENbHOW BAACTU, OCYLLECTBAAIOWMI GYHKLMM MO KOHTPOAIO M Hag3opy B
cdepe 34paBOOXPaAHEHUS, NPOTOKON UCMbITAaHWI NOCTYNUBLLEFO B TEYEHME rOAa B rPaKkAaHCKuUii 060poT
NeKapcTBEHHOTO MpenapaTta KOHKPETHOro npousBoauTenn (Ha O4HYy CEepuio Kaxgoro TOProBoro
HaMMeHOBaHMA C YY4EeTOM JIeKapCTBEHHOW GOPMbl U A03MPOBKK), NMPOBOAMMbIX aKKPEAUTOBAaHHbIMU B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickon dPegepauum 06 aKkpeautTaumMm B HAUMOHA/bHOM
cucTeme akKpeauTauumn ncnbitaTeNbHbiMM NabopaTopuamu (LeHTpamm).

6. MMpoussoauTenn NeKapcTBEHHbIX CPeACTB MWW  OpraHM3aumu, OCYLLECTBAAOWIME BBO3
NlekapcTBeHHbIX npenapaTtos B Poccuiickyto Pesepaumio, He meHee Yem 3a OAMH rof A0 NAaHUPyeMbIX
MPMOCTAHOBNAEHMS WAW MPEKpalLeHNa MPOU3BOACTBA JIEKAPCTBEHHbIX MpernapaTtos WAM MX BBO3a B
Poccuitckylo degepaumio ysegomnaoT 06 3tom deadepanbHbii OpraH MCMOAHWUTENbHOW BAacTy,
OCYLLECTBAAOWMIN GYHKLMM MO KOHTPOIO U Haa30py B chepe 3apaBooxpaHeHus n deaepanbHblit opraH
MCMNONHUTENbHOM  BNACTW, OCYLLECTBAAIOWMA  GYHKUMM MO JULEH3NPOBAHUIO MNPOU3BOACTBA
NeKapCTBEHHbIX CPeAaCTB.

7. BBoA, B rpakgaHCKMiM 060OPOT Kaxaol cepum UAM KaxKaoh napTum MMMYHOBMONOrMYecKoro
JleKapCcTBEHHOro Npenapara, NpounsseaeHHOro B Poccuiickoit ®eaepaumm Man BBO3MMOTO B POCCUINCKYIO
denepaunio, OCyLLECTBAAETCA Ha OCHOBAHMM paspelleHus, BblAaHHOro deaepasnbHbIM OpraHoM
WCNOJIHUTENbHOM  BNACTW, OCYLLECTBAAOWMM (PYHKLUMM NO KOHTPOAO W Hag3opy B cohepe
3[paBOOXPaAHEHNA, Ha OCHOBAHWWU BblAaHHOrO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU  BIOAMKETHBIMU
yypexaeHnamu, ykasaHHbIMU B 4acCTu 4 H3CTOF|LLI,€VI CTaTbM, 3aKAKO4YeHNUA O COOTBETCTBUU CeEPUN NN
napTMM MMMYHOBUONIOIMYECKOTO NEeKapCTBEHHOMO npenaparta TpeboBaHMAM, YCTaHOBAEHHbIM NPU ero
rocy4apcTBeHHOM pernctpaumu. Mopsaaok Bbligaduu paspelleHnn Ha BBOS, B rpaykaaHCKMIA 060poT cepum
UAN  NapTUM  MMMYHOBUONOTMYECKOro JNIEKAapCTBEHHOTO Mpenapata, a TaKXKe MopsdoK  Bblgauu
YKa3aHHOro 3aK/lo4YeHMa M pasMep naathl 3a ero Bblgadyy YycTaHaBauBatoTca [paBUTENbCTBOM
Poccuitckoin Pepepaumn.

8. 3a HenpeacTaBneHWe UAW HECBOEBPEMEHHOe MpeacTaBNeHMe LOKYMEHTOB W CBEeAEeHWN,
npeaycMoTpeHHbIX YacTamn 1, 2, 4, 5 1 6 HacToALLEN CTaTbM, MPOU3BOAUTENN IEKAPCTBEHHDbIX CPEACTB U
OpraHuM3aummM, OCYLLECTBAAIOLLME BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuiickyio depepaunto, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickoi depepaumu.

9. MNpeAcTaBneHNE AOKYMEHTOB W CBEAEHMI, NPedyCMOTPEHHbIX Yactamu 1, 2 n 4 HacTosAwekn
CTaTbW, W MOJyYeHME NPeAyCMOTPEHHOIO YacTblo 7 HacCTOALeN CTaTbM paspelleHns Ha BBOS,
MMMYHOBMOIOTMYECKOTO NeKapCTBEHHOIO Mpenapata B rpParKAaHCKMI obopoT He TpebyloTca B
OTHOWIEHMM JIEKApPCTBEHHbIX MNpenapaTtoB, MpeAHa3HAYeHHbIX A  NPOBEAEHUA  KAMHUYECKUX
NCcCNefoBaHWUI NIEKAPCTBEHHbIX NPenapaToB, NPOBEAEHUA IKCMepTU3bl NEKAPCTBEHHbIX CPEACTB A4S
OCYLLECTB/IEHUS TOCYAAPCTBEHHON PErncTpaumMm NeKapCcTBEHHbIX MPenapaTos, a TaKXKe B OTHOLUEHWUU
He3aperucTpupoBaHHbIX IEKAPCTBEHHbIX NPenapaTos, NpeAHa3HaYeHHbIX A/ OKa3aHWUA MeULMHCKOM
MOMOLLUM MO YKMU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa Wau rpynnbl NauyeHToB, BBO3UMbIX B
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Poccuiickyto Pepepaunio B cooTBeTcTBMM € Yactamum 3 u 3.1 ctatbn 47 HacTtoawero PenepasbHOro
3aKoHa.
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHUM B rparkgaHCKOM 0bopoTe cepum UAM NapTUKM NeKapCTBEHHOro npenaparta,
OOKYMEHTbl M CBEAEHUA O KOTOPbIX, NPeayCMOTPeHHble Yactamu 1, 2 n 4 HacToAlel cTaTbM, He
npeacrtasseHbl B defepasbHblit OpraH WCMNOJIHUTENbHOM BAAcTU, OCYLLECTBAAWMI GYHKUMM NOo
KOHTPOJ/IIO N Haa30py B chepe 34paBOOXpaHeHUsA, AMbo cepum MAM NApPTUM MMMYHOBMONOrMYECKOTO
JIEKapCTBEHHOrO Mpenapata, He WMEIoWMX paspelleHMa Ha BBOA B rpaxAaHCKMiA  obopor,
npeaycMOTPEHHOro 4YacTblo 7 HacToAwel cTaTbM, deaepanbHbli OpraH WCNOJAHUTENbHOW BNACTH,
OCYLLECTBAAOWMA GYHKUMM MO KOHTPOMKO U Hapsopy B cdepe 34paBOOXPaAHEHUs, B MNOPSAKe,
ycTaHoBneHHoM [MpaButenbctBom Poccuiickolt Pepepaumn, NPUHUMaET pPeELeEHWE O MpPeKpalLeHUn
rpakaaHcKoro obopoTa TakMX cepum UAM NapTUM A0 NPEeACTAaBAEHUSA YKa3aHHbIX OOKYMEHTOB M
cBefeHNn 1Mbo NoNyYeHUa YKa3aHHOIo paspeLueHus.

Cratba 53. MpopgarKa, nepepava NeKAPCTBEHHbIX CPeACcTB OpraHU3auMAMU ONTOBOI TOProBaAu
NIeKapCTBEHHbIMMU CpeACTBaMMU

1. OpraHusaummn onToBOM TOProB/IM SIEKAPCTBEHHbIMM CPEACTBAMM MOTYT OCYLLECTBAATb NPOLANKY
NIeKapCTBEHHbIX CPeACTB WAW nepefaBaTb MX B YCTaHOBJEHHOM 3aKOHOAATENbCTBOM Poccuiickomn
depepaunn nopsaake (3a UckoveHnem GpapmaueBTUYECKOn cybCcTaHUMKM cnupTa 3STUI0BOro (3TaHoNa):
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmAamM ONTOBOMN TOProBAN NEKaPCTBEHHbIMU CPeACTBAMMU;

2) NPOM3BOAMTENIAM JIEKAaPCTBEHHbIX CPEACTB A1 Lesiei NPOM3BOACTBa JIeKapCTBEHHbIX CPECTB;
3) anTeyHbIM OpraHM3aumam M BETEPUHAPHbIM anTeyYHbIM OpraHM3aLuam;

4) Hay4yHO-MCCNeA0BaTE/IbCKMM OpraHn3aUmMam A1a Hay4yHO-UCCiea0BaTeIbCKoM paboTbl;

5) wuHgMBMAyanbHbIM NpPeAnpUHUMATENSM, UMEWMM NULEH3UIO Ha dapmaLeBTUYECKYHO
0eATeNbHOCTb WU JINLEH3UIO HA MEAULIMHCKYIO AeATeNbHOCTb;

6) MegMUMHCKMM oOpraHvM3aumMam, B TOM 4YMC/le CO34aHHbIM W 3apPerncTpMpoBaHHbIM B
COOTBETCTBUM C 3aKOHOA4aTe/IbCTBOM MHOCTPAHHOTO rocyAapcTBa - YneHa OpraHMsaumm sSKOHOMUYECKOTo
COTPYAHMYECTBA M PasBUTMA  MHOCTPAHHbIM  OPUMAMYECKMM  AuuaMm,  UHAWBUAYANbHbIM
npeanpuHMMaTeNam, ABAAIOLWMMCA Y4aCTHUKaMK NPOEeKTa B cOOTBeTCTBUM ¢ PeaepanbHbiM 3akoHOM "O
MEXAYHApPOAHOM MeAULMHCKOM KAacTepe M BHECEHUW M3MEHEHMI B OTAENbHble 3aKOHOAAaTe/bHble
aKTbl Poccuiickon Pegepaumnn”,  BeTEPUHAPHBIM OpraHU3aLmam;

(8 pea. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauMam M MHAMBUAYaNbHbIM NpPeAnpPUHUMATENAM, OCYLLECTBAAIOLWMM passeaeHue,
BblpallMBaHME M COAEP)KaHME MMBOTHbIX (33 WCKAOYEHMEM MPOAaXKM UM  dapmaLeBTUYECKUX
cybCcTaHUMiA UK UX Nepegadn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHv3auMu ONTOBOW TOPrOBAM JIEKAPCTBEHHbIMM CPEACTBAaMM He BMpaBe OCYLECTBAATb
npoZaxy (nepefayy B YCTAaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuitickoit ®depepaunm nopsaake)
dbapmaueBTUYECKOM cybCTaHL MK CNnpTa 3TUAOBOTO (3TaHoNa).

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna ONTOBOI TOProB/AU IEKAPCTBEHHLIMM CPEACTBAMMU

OnToBas TOprossAa  N1eKapCTBeHHbIMU cpeaocrsamum ocyuiecTsnaeTca nponssoanTenamm
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NeKapcTBEHHbIX CPeACTB M OpraHM3auMAmMM ONTOBOW TOPrOBAM /IeKApPCTBEHHbIMM CpPeacTBaMKM MO
npasuaam Hagnexallen AMCTPUBLIOTOPCKOM MPAKTUKM U NMpaBuaam HagaexKale NPakTUKN XpaHeHus
N NepeBO3KW /NIeKapCTBEHHbIX NPEenapaToB, YTBEP*KAEHHbIM COOTBETCTBYIOLMMM YNOAHOMOYEHHbIMU
depepanbHbIMM OpraHamMmn UCMOJIHUTENIbHOM B1acTU.

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

CraTba 55. MopAgoK pO3HUUYHOM TOProBAM eKapCTBEHHbIMM NpenapaTtamm

1. Po3HMYHasA TOProBnA NEKapCTBEHHbIMM TMpenapatamu B KOAMYECTBaX, HeobXoAMMbIX ANA
BbINOJIHEHUA BpayebHbiX (Penbalepckux) HasHaYeHWn WM Ha3HadeHui cneumannctos B obsactu
BETEPUHAPUM,  OCYLLECTBASAETCA  anTeYHbIMWM  OpraHM3auMAMM, BETEPUHAPHBIMKU  anNTEeYHbIMU
OpraHv3aumMaAMK,  UHAMBUAYANbHLIMWM  NPEANPUHUMATENAMM,  UMEKWUMU  JIMLEH3UID  Ha
bapMaLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKMMWU  OPraHM3auMaAMM, UMEWUMU NNLEH3UIO HA
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMW noapasaeneHuaMn (ambynatopmamm,
denbpliepckummn 1 penballepcKo-aKyLEePCKUMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuei
BpauyebHol (cemeltHOM) MpPaKTUKK), PACNONOKEHHbIMU B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHU3auum, U BETEPUHAPHLIMU OPraHM3aUMAMMU, UMEIOLWMMUN JNLEH3UIO Ha
bapmaueBTUYECKYIO AeATeNbHOCTb. PaspelleHa pPO3HWYHAA TOProBAA TOJIbKO J1IEKAPCTBEHHbIMMU
npenapaTtamu, 3aperncTpmpoBaHHbiMKM B Poccuiickoit Pegepaunmn UAM U3roTOBAEHHBIMW anTeYHbIMM
opraHM3aumamm, BETEPUHAPHbLIMM anTe4YHbIMM opraHMsaumamm, WHAMBUAYANbHBIMU
NpeAnpUHUMATEN MU, UMEILMMU NIMLEH3UI0 Ha (apMaleBTUYECKYlo aOeATeNbHOCTb. Po3HMuyHan
TOProOBAS JIEKAPCTBEHHbIMM MNpenapaTaMy OCYLLECTBAAETCA MO MPaBWIaM Hag/eallel anTeyHoM
NPaKTUKK, YTBEPKAEHHbIM YNOJTHOMOYEHHbIM deaepasnbHbIM OPraHoM UCMOHUTENIbHOW BAACTU.

(B pen,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-93)

1.1. PO3HWYHas TOProBAA JIeKapCTBEHHbIMU MpenapaTtamu AN MeAULMHCKOro nNpumeHeHus (3a
WCK/IOYEHNEM N1IEKAPCTBEHHbIX NPEnapaToB, OTMYCKAeMblX MO PeLLenTy Ha JIeKapCTBEHHbIW npenapar,
HAaPKOTMYECKNX NEKAPCTBEHHbIX NMPEenapaTtoB U MCMXOTPOMHbLIX JIEKAPCTBEHHbIX MPENnapaToB, a TaKXke
cnupTocoAepKallMx NeKapCTBEHHbIX NpenapaToB C¢ 06beMHOl Aonel 3TUAOBOFO CnupTa CBbiwe 25
NPOLEHTOB) MOMET OCYLLEeCTBAATLCA aNTeYHbIMW OpPraHM3auMAMKU  AUCTAHUMOHHBIM  crnocobom.
PO3HMYHYIO  TOProB/al0  NEKAapCTBEHHbIMM  NpenapatamyM  ANA  MeAMUMHCKOTO  NMpUMeHeHMA
ANCTaHUMOHHBIM CNOCOBOM MOTYT OCYLLECTBAATL anTeYHble OpPraHu3aLMu, UMeloLMe JINLEH3UI0 Ha
bapmaueBTUUECKylO OeATeNIbHOCTb M COOTBETCTBYIOWee paspeweHne deaepanbHOro opraHa
WCNONHUTENbHOM BNACTW, oOcywecTBaAlowWwero ¢GyHKUMM NO  KOHTPOMO M Hagsopy B cohepe
34paBooxpaHeHua. [lopAAOK BblAauM paspelleHrMA  Ha  OCyLLeCcTBAEeHWEe PO3HWYHOW TOProBau
NeKapcTBEHHbIMM MpenapaTtaMmy AMUCTaHLMOHHbIM cnocobom, TpeboBaHUA K anTeYHbIM OpraHU3auuam,
KOTOpble MOFYT OCYLIEeCTB/ATb TaKyl TOProB/lo, U MOPAAOK ee OCYLLeCTB/IeHWA, a TaKXKe Mpasuia
[OCTaBKM NEKapCTBEHHbIX MpenapaToB rpakAaHam ycTaHasauBatoTca [MpaButenbctBom Poccuiickoi
denepauyn. MHbopmaumsa 06 onnavyeHHbIX (OTMYLLEHHbIX) W MOJYYEHHbIX JIEKAPCTBEHHbIX MpenapaTax
BHOCUTCA B CUCTEMY MOHUTOPUHIA OBUXKEHUA JIEeKaPCTBEHHbLIX MNpenapatos 414 MeguuunHCKoro
NpUMeHeHMA B NopaaKe, NPesyCMOTPEHHOM YacTbio 7 cTaTbm 67 HacToAwero PegepasibHOro 3aKOHa.
(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM 0T 03.04.2020 N 105-3)

2. Bupgbl anTeuyHbix opraHM3auMii M NpaBuaa OTNYCKa JIEKAPCTBEHHbIX MpenapatoB And
MEANUMNHCKOTO NMPUMEHEHUA anTeYHbIMW OpPraHM3auusamMun, MHAMBUAYANbHbIMU NpeanpuHUMaTensamu,
UMEIOWMMM  IMLEH3NIO  Ha (apMaLeBTMUECKYlD AOeATENbHOCTb, a TaKKe MpaBuaa OTnycKa
NeKapCcTBEHHbIX MNPenapaTtoB AN MEeAWUUMHCKOTO MPUMEHEHUA MEAMUMHCKMMU OpraHM3aumamu,
UMEIOWMMM  ANLEH3UI0  Ha  dapMaueBTUYECKYlD  AeATeNbHOCTb, W UX  060Cc0o6aeHHbIMU
noapasgeneHnamu (ambéynatopmamu, denballepckumm U $penballepcko-akyWepckKUMmN MNyHKTamMu,
LeHTpaMmn (oTaeneHuamn) obuien BpayebHoM (cemelHOM) NPaKTUKKU), PACMOIOKEHHBIMU B CE/IbCKUX
HaceNeHHbIX MNyHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHWsauumu, YTBEPXKAaloTCs
YNOAHOMOYEHHbIM dheaepanbHbIM OPraHOM UCNOHUTEIbHOM BAACTU.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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3. MNpaBunna oTNycKka HapPKOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BELLECTB, 3apPErMcTPUPOBAHHbIX B
KaQuyecTBe JIeKApPCTBEHHbIX MPENApaToB, NEKAPCTBEHHbIX MNPEenapaToB, COAEP)KALLMX HapKOTUYEeCcKue
CpencTBa M MNCUMXOTPOMHbIE BeLLeCTBa, YTBEPXKAANTCA YMNOJHOMOYEHHbIM defepanbHbIM OpraHoOMm
WCNOJIHUTENbHOW BNACTM MO COrNacoBaHuio ¢ ¢denepanbHbIM OPraHOM MWCMNONHUTENbHOM BNACTH,
YNOJHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl ANA BETEPUMHAPHOrO MPUMEHEHUsA noaaexkaT  OTNYCKY
BETEPUHAPHbIMM anTeYyHbIMKU OpPraHM3auUnAMKU, BETEPUHAPHLIMKU OPraHM3aUUAaAMKU, UHANBUAYANbHBIMM
npeanpuHUMaTEN MU, WMEIOWMMU  ANLEH3MI0 Ha dapmaueBTUYecKylo JeaTenbHocTb. OTnyck
NIeKapCTBEHHbIX MpenapaToB A4 BeTepUHApPHOro MPUMEHEHMA OCYLLECTBAAETCA B COOTBETCTBUU C
npaBuMnamu Hagnexalel anTeyHon NPaKTUKM IeKapCTBEHHbIX MpenapaToB AnAa BeTepuHapHOro
NPUMeHeHUA, YTBEPKAEHHbIMU YNOJHOMOYEHHbIM deaepanbHbiM OpraHOM UCNONHUTENbHOM BAACTK.

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

5. lMepeyeHb MeAMUMHCKUX OpraHM3auuii, UMeLWmMx UMUEH3MIO Ha dapmaueBTUYECKYLO
OeATeNbHOCTb, U UX 060CcobNeHHbIX noapasaeneHuii (ambynaTopuii, denbaluepcknx u denbalepcko-
aKyLIepCKUX MYHKTOB, LUeHTpoB (oTaeneHuid) obuield BpayebHOM (cemelHOW) MNPaAKTUKK),
Pacrno/IoXKeHHbIX B CE/IbCKUX HACeNIEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusaumuu, a
TaK)Ke NnepeyeHb IeKapCTBEHHbIX NPEnapaToB, NPoAaska KOTOPbIX MOMKET OCYLLECTBAATLCA YKa3aHHbIMU
opraHusaumMamm UM ux o06ocobneHHbIMM  nogpasfenNeHusAMM,  YCTaHABAMBAKOTCA  OpraHamu
WCMOJIHUTE/IbHOM BAacTu cybbekToB Poccuiickoit Peagepaunu.

(8 pea. PengepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-®3)

6. AnTeuyHble OpraHuWsauMW, WHAMBMAYANbHbIE MpPeAnpPUHUMATENU, UMEIOLWME NINLEH3UID Ha
bapmaueBTUYECKYIO  AeATeNbHOCTb, 06a3aHbl  obecneunMBaTb YTBEPXKAEHHbIN  [1paBUTENBCTBOM
Poccuiickoit ®epepaumm n popmmnpyemolit B YCTAaHOBIEHHOM MM NOPALKE MUHUMA/IbHbIN aCCOPTUMEHT
JIeKapPCTBEHHbIX NPenapaToB, HEOOXOAMMbIX ANA OKA3aHWUA MEANLMHCKON MOMOLLM.

(yacTb 6 B peq. depepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauMu, WHAMBMAYA/bHbIE MpPeAnpPUHUMATENM, UMEOWME NULEH3UID Ha
dbapMaLLeBTMUECKYIO AeATe/NbHOCTb, Hapsdy C JIeKAapPCTBEHHbIMM Npenapatamyv  MMET NpaBo
npuobpetratb U npoAaBaTb, B TOM 4WUC/le AUCTAHUMOHHLIM CNocoboM, MeaUUMHCKME U3genus,
Ae3nHbMUMpyoWMe cpeacTBa, NpegmeTbl U CPeACTBA JIMMHOM TUTMEHbl, NOCYAY A1 MeAMUMHCKUX
uenen, npegmeTbl U CpeacTBa, NpefHasHayeHHble AnA yxoza 3a 60/1bHbIMW, HOBOPOXKAEHHLIMU U
OETbMM, He JOCTUILLMMM BO3PacTa TPEX JIeT, O4KOBYHO ONTUKY W CpeacTBa yX04a 33 HEN, MMHepPasbHble
BOAbl, NPOAYKTbI sie4yebHOro, AETCKOro U AMETUYECKOro NUTaHMA, BUMONOrMYeckM aKkTMBHble 406aBKy,
napdomepHble U KOCMETUYECKME CPeaCcTBa, MeAULMHCKME U CAaHUTApPHO-NPOCBETUTE/IbHbIE MeYaTHble
W3gaHusA, NnpegHasHayeHHble 418 nponaraHabl 340P0BOro 06pasa *KU3HM.

(B pea. PepepanbHbix 3aKOHOB OT 27.07.2010 N 192-d3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N 105-
®3)

8. [eaTenbHOCTb anTeyHbIX opraHMsaumii BoopyrkeHHbix Cun Poccuiickoit ®epepaumm, ppyrux
BOWMCK, BOMHCKMX GOPMMPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHOAaTenbcTBoM Poccuiickon depepaunm
NpPesycMOTPEHO MPOXOXKAEHWE BOEHHOM CAyKObl uAM denepanbHONW FOCyAaPCTBEHHOM CAYXKObl,
CBA3AHHOW C MPaBOOXPAHUTENbHON AEeATEeNbHOCTbIO, pernameHTUpyeTca Hactoawmm denepanbHbim
3aKOHOM M YTBEP!KAEHHbIMM COOTBETCTBYIOWMMU defepanbHbIMM OpraHaMm UCMOJHUTENbHON BNACTU
nosnoxeHnamu. KoHTposb 3a cobnofeHMeM YKasaHHbIMM anTeYHbIMU OPraHU3aLMAMMU NOONKEHWM
HacToAwero ®enepanbHOro 3aKOHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU desepanbHbIMU OpraHamu
NCNOJIHUTENbHOM BNACTU.

(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

9. Ytpatun cuay ¢ 1 aHBapna 2021 roga. - PegepanbHbiii 3akoH oT 03.04.2020 N 105-d3.

Cratba 56. U3rotosneHue 1 OTNYCK IeKapCTBEHHbIX NpenapaTtos
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1. U3rotoBneHne feKapCTBEHHbIX MpPenapaTos anTeyYHbIMU OpraHU3auuaMK, BeTepUHaPHbIMU
anTeyHbIMW OPraHU3aLMAMU, UHAMBUAYANbHBIMA MPEANnPUHUMATENAMMN, UMEIOLLMMM NULEH3UIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, OCYLLECTBAAETCA MO pPeLenTaM Ha JIieKapcTBEeHHble npenaparbl, no
TpeboBaHMAM MeAULIMHCKUX OpraHu3aLmii, BEeTepUHapPHbIX OpraHM3aLUuiA B COOTBETCTBUM C NpaBUaamMu
M3roTOB/IEHUS W OTNYCKa JIeKapCTBEHHbIX MNpenapaTtoB, YTBEPXKAEHHbIMU  YMNOJIHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENbHOM BNACTK.

2. Mpu M3roTOBAEHUM NEKAPCTBEHHbIX NPENapaToB anTeYHbIMM OPraHM3aLnaMmM, BEeTePUHAPHbIMU
anTeyHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMU NPeAnpPUHMMATENAMUN, UMEIOLWMMM NULEH3NI0 Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, MCNONb3ylTCA dapmMaueBTMiYeckMe cybcTaHUMKM, BKAKOYEHHble
COOTBETCTBEHHO B rOCYAapCTBEHHbI peecTp NeKapCcTBEeHHbIX CPeacTB ANA MeAULMHCKOro NpuMeHeHus
M rOCyJapCTBEHHbI peecTp /NIeKapCTBEHHbIX CPeAacTB ANA  BeTEePUHAPHOro NPUMeHeHuAa B
YyCTaHOB/MIEHHOM  nopagke. He  pgonyckaeTca  M3roToB/JeHME — anTeYHbIMU  OpraHU3auusamMMU,
BETEPUHAPHbIMM anTeYyHbIMKU OpPraHM3aunAMKU, UHANBUAYANbHLIMU NPEANPUHUMATENAMU, UMEIOLLIMMM
NIMLLEH3MI0 Ha GpapMaLeBTUUYECKYIO AeATeNbHOCTb, IeKapCTBEHHbIX NpenapaTos, 3aperMcTpMpPoBaHHbIX B
Poccuitckoit depgepaumn.

3. MapKupoBKa /leKapCTBEHHbIX MNPenapaTtoB, M3rOTOB/EHHbIX anTeYHbIMW OpraHU3aUUAaMMU,
BETEPUHAPHbLIMM anTeYHbIMU OPraHU3aUUAMKN, UHANBUAYAAbHLIMU NPEANPUHUMATENAMMU, UMEIOLLIVMMM
NMUEH3NI0 Ha GapMaLEeBTUYECKYIO [AeATe/bHOCTb, U 0dOopMIEHME TaKMX MpenapaTtosB A0/XHbl
COOTBETCTBOBATb NPaBu/iaM, yKa3aHHbIM B 4acTK 1 HacToALEN cTaTby.

4. AnTeyHble OpraHuM3auuKn, BeTepuMHapHble anTeyHble OpraHu3auuM, WHAMBUAYabHbIE
npeanpuHMmaTeny, UmelolmMe  AMUeH3UIo  Ha  GapmaleBTUYECKY  AeATeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobaoAeHWe NPaBUa U3roTOBAEHUA U OTMNYCKa JIeKapCTBEHHbIX Npenapatos B
COOTBETCTBUU C 3aKOoHOAATENLCTBOM Poccuiickoit deaepaumu.

Cratba 57. 3anpeweHue npogaxu anbcuPULMPOBAHHDLIX JIEKAPCTBEHHBIX CPEACTB,
He[06pPOKaUYeCTBEHHbIX JIEKAPCTBEHHbIX CPeACTB, KOHTPAhaKTHbIX NEKAPCTBEHHDbIX CPEACTB

Mpoaarka banbCUPUUMPOBAHHBIX  JIEKAPCTBEHHbIX CpeAcTs, Hef06pOKaYeCTBEHHbIX
NleKapCTBEHHbIX CPeACTB, KOHTPAdaKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratbsa 58. XpaHeHue neKapCcTBEHHbIX CPeacTs

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBASETCA NPOU3BOAUTENSAMU JIEKAPCTBEHHBbIX
CPeacTs, OpraHU3auuMsAMM  OMNTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeYyHbIMU
opraHMsaumMamm, BETEPUHAPHbIMU anTeyHbIMm opraHMsaumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENS MU, UMEIOLLMMM INLEH3MIO Ha PpapMaL,eBTUYECKYIO AeATENbHOCTb UM NNLEH3UIO Ha
MEANUMHCKYIO OeATeNbHOCTb, MeAULMHCKUMU OpraHu3auMamMM, BETePUHAPHbIMU OpraHM3auMAaMU U
WHBIMM  OpPraHM3auMsaAMK, OCYLLECTBAAIOWMMM O0bOpalleHne JIeKAaPCTBEHHbIX CpeacTs. XpaHeHue
NIeKapCTBEHHbIX CPeACTB A/1A BETEePUMHAPHOro MPUMEHEHUS OpraHu3auMAaMM UM UMHAUBUAYA/bHBIMU
npegnpuHUMaTeNaMnM B CAy4YasX, €CAM OHM MCMOAb3YIOTCA WCKAOYMTENbHO MNpU  pasBeseHuw,
BbIPALLMBAHMM, COAEPKAHUN N EYEHNN KUBOTHbIX, MOXKET OCYLLECTBAATLCA 6e3 NonydyeHusa AULEeH3UM
Ha GapmMaLEeBTMYECKYIO AeATEeNbHOCTb.

(8 pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpasuna XpaHeHunA NeKapCTBEHHDbIX cpeacte yTBEPXKOAIOTCA COOTBETCTBYHOLWMM
YNO/THOMOYEHHbIM d)ep,epaanblm OopraHom NCNOJIHUTENbHOM BNACTM.

3. XpaHeHMe HapKOTMYECKUX JIeKapCTBEHHbIX CPeAcTB, MCUXOTPOMHbIX NEKAPCTBEHHbIX CPeACTB,
paaModapmaLeBTUUYECKMX  NIEKAPCTBEHHbIX  CPeACcTB  OCYWEeCTBASEeTCA B COOTBETCTBUM €
3aKoHoAaTenbCcTBOM Poccuiickoit degepauymm.
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CratbAa 58.1. MpeameTHO-KOIMUECTBEHHbIW YyUYeT JIeKapCTBEHHbIX CPeACTB A1 MeAULMUHCKOro
npumeHeHus
(sBepeHa depepanbHbiM 3aKOHOM OT 25.12.2012 N 262-93)

1. lMepeyeHb NEKapPCTBEHHbIX CPeACTB AAA MEeAULMHCKOrO MNPUMEHEHMA, nognexawmx
npeamMeTHO-KO/IMYECTBEHHOMY Y4YeTy, YTBEp)KAaeTcaA YNo/JHOMOYEHHbIM deaepasibHbiM OpraHoOm
MCNONHUTENbHOM BNACTU.

2. MopAaoK BKAOUYEHUA NEKAapPCTBEHHbIX CPEACTB ANA MEeAULMHCKOrO NPUMEHEHUs B nepevyeHb
NIeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro NPUMeHeHUA, NoANeXallmx NpeameTHO-KoIMYecTBeHHOMY
yyeTy, YyCTaHaB/iMBaeTCA YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCNONHUTENbHOM BAAcTU No
cornacoBaHuio ¢ deaepanbHbiM OPraHOM WCNONHUTENbHOM BAACTW, YMNOAHOMOYEHHbIM B Ccoepe
BHYTPEHHMX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. NpegMeTHO-KONMYECTBEHHbIN YYeT eKapCTBEHHbIX CPeacTB ANA MeAMUMHCKOro NpumMeHeHus
BeAyT MPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHM3auMmM OMTOBON TOProBAW JEKAPCTBEHHbIMMU
CpeAcTBamM, anTeyHble opraHu3aumMm, UHAMBMAYaANbHbIE NPeanpPUHUMATENN, UMEeoLME NNLEH3NIO Ha
bapmaLeBTUYECKY0 AeATeNbHOCTb UM JIMLEH3NI0 Ha MeOMUMHCKYIO AeATeNbHOCTb, U MeauUMHCKKe
opraHusauuu, ocylectsaalowmMe obpalleHne NeKapCTBEHHbIX CPeacTB  ANA  MeAMLMHCKOro
NPUMEHEHMA, NyTEM PerncTpaumm Nbbix CBA3AHHbLIX C UX obpalleHVem onepauumii, Npu KOTOPbIX
N3MEHSETCA UX KOMIMYECTBO U (MNM) COCTOAHME, B CMeLmanbHbIX XypHanax yyeta onepaumnii, CBA3aHHbIX
C obpalweHMem NeKapCTBEHHbIX CPeACTB ANA MeAMUMHCKOro NpuMMeHeHus (ganee - cneuuasnbHble
KYypHanbl).

4. MpaBuna perucTpauumn onepawmii, cBasaHHbIX C obpalleHMem SeKapCTBEHHbIX CpeacTs Ann
MeANLUMNHCKOTO MPUMEHEHMSA, BKAKOYEHHbIX B NepedyeHb /IeKapCTBEHHbIX CPeacTs ANa MeAULMHCKOro
NPUMeHeHUA, NoaNeXxallmMx NpeaMeTHO-KOAMYeCTBEHHOMY yUYeTy, B CneumabHbIX XypHanax 1 npasuna
BeAEHMA W XpaHeHMA CneumanbHbIX KYPHAN0B YTBEPKAATCA YNONHOMOYEHHbIM deaepanbHbIM
OpPraHoOM UCNONHUTENIbHOW BNACTU.

5. KoHTponb 3a cobaogeHvem npasua perucTpaumm onepaumii, cBAsaHHbIX € obpalleHnem
NNeKapCTBeHHbIX Cpencts ana meguunHCKOro npumeHeHuA, BK/IKOYEHHbIX B NMepeyeHb JIeKapCTBEHHbIX
cpencts gna MeguumMHCKOro npumeHeHuAa, nognexawux npeametHo-Konn4yeCctBeHHOMY Yy4eTy, B
CneuManbHbIX KypHanax, a TakxKe 3a cobaogeHuem npaBuA BeAEHUA WM XPaHEHUA CcheumanbHbIX
YKYPHaA0OB BO3/1araeTca Ha YNoJHOMOYEHHble ¢peaepasibHble OpraHbl UCMONHUTENbHOW BAACTU U OpraHbl
NCNONIHUTENbHON BnacT cybbektoB Poccuiickon ®Pepepaumn, ocylecTBAAOWME ANLEH3NPOBAHMUE
NPoOu3BOACTBA JIEKAPCTBEHHbIX CpeacTs, GapmaLeBTUYECKON AOeATeNbHOCTM U MeaULMHCKOM
OeATeNIbHOCTU, U OCYLLECTBAAETCA B paMKaXx IMLEH3UOHHOTO KOHTPOA.

Fnasa 11. YHUYTOXKEHME NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHWA U NOPAAOK YHUUTOXKEHUA NeKapCTBEHHbIX CPeACTB

1. HepobpoKayecTBeHHble NEKAPCTBEHHble CPeacTBa, $GanbCUPUULMPOBAHHbIE NIEKAPCTBEHHbIE
CpeacTBa noasexkaT W3bATUI0O U3 06palleHMa W YHUUTOMKEHWID B MNopAAKe, YCTaHOB/EHHOM
Mpasutenbcteom Poccuiickoit ®eaepauyn. OCHOBaHWEM AN YHUUTOXKEHUA NEKAPCTBEHHbIX CPEeACTB
ABNAETCA  pelleHMe  BAagenbua  /IeKapCTBEHHbIX  CPeACTB,  pelleHMe  COOTBETCTBYHOLWLEro
YNOAHOMOYEHHOTO deaepasnbHOro opraHa UCNONHUTENbHOM BAACTU MK pelleHune cyaa.

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

2. KoHTpadaKTHble NeKapCTBEHHbIE CPEACTBa NOANEHKAT U3BATUIO U3 0BPALLEHMA N YHUUTOMKEHWNIO
no peweHnto cyaa. MopsaaoK YHUUTOXKEHMA KOHTPadaKTHbIX JIeKapCTBEHHbIX CPeACTB yCTaHaBAMBaeTcA
Mpasutensctsom Poccuitckot deagepaumn.

(B pen,. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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3. Pacxogpl, CBfi3aHHble C YHWYTOXKEHMEM KOHTPAadaKTHbIX JIEKAPCTBEHHbIX CPeacTs,
HeA06pPOKAYECTBEHHbIX /IEKAPCTBEHHbIX CPeacTs, ¢anbCUPUUMPOBAHHbLIX IEKAPCTBEHHbIX CPeAcTs,
BO3MELLAIOTCA UX BAAAENbLEM.

4. Bnageneu, NeKapCTBEHHbIX CPEACTB AOSIKEH NPeACcTaBUTb B YNOJHOMOYEHHbIN desepanbHbin
OpraH UCNOJHUTENbHOW BNACTU AOKYMEHT WM 33aBEPEHHYIO B YCTAHOBNEHHOM MOPSAAKE €ro Konuto,
noaTeepKaatome GakT YHUUTOKEHMA NEKAPCTBEHHbIX CPEACTB.

5. CooTBeTCTBYIOLWMIA YNOJHOMOYEHHbIN deaepanbHbli  OpraH  UCMONHUTENIbHON  BAacTy,
NPUHABLWINIA peweHne 06 YHUUTOXKEHWW IeKapCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPO/b 3a WX
YHUUTOXKEHNEM.

6. YHWUTOXKEHWE JIeKAPCTBEHHbIX CPEeACTB MPOWM3BOAMTCA OPraHM3auMsa MK, WMEIOLMMMU
COOTBETCTBYHOLLYIO IMLEH3MIO, Ha CeuuanbHO 060pyA0BaHHbIX MIOLAAKAX, NOJIMIOHAX U B CeunanbHo
060pya0BaHHbIX NOMeLLEHUAX ¢ cobatoaeHnem TpeboBaHUii B 061acTM OXpaHbl OKPYXKatoLLel cpeabl B
COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickol deaepaumu.

7. HapkoTuuyeckuMe neKapCTBEHHble CPeACTBa, MCUXOTPOMHbIE JIEKAPCTBEHHbIE CPeACTBa,
pagModapmaueBTMUECKME  NeKapCTBEHHble  CPeACTBa  YHUUTOMKAKOTCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit ®epepauymm.

Fnasa 12. TOCYAAPCTBEHHOE PEIY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUHCKOIO NPUMEHEHUA

Cratba 60. locypgapcTBeHHOe peryaMpoBaHME LEeH Ha JIeKapCTBeHHble npenapatbl AaA
MeAULUHCKOro NpUMeHeHUs

1. TocypapcTBEHHOE peryiMpoBaHME LieH Ha JIeKapCTBEHHble npenapaTbl 414 MeAWMLMHCKOro
NPMMEHEHWA OCYLLECTBAAETCA NOCPEACTBOM:
(8 pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepaeHua Mpasutenbctsom Poccuinckon Pepepaummn nepeyHs KU3HEHHO HeobXoaUMbIX U
Ba*KHEMLUMX NeKAapPCTBEHHbIX MPenapaToB, KOTOpbli GOpMMpPYeTCA U He pexke OAHOro pas3a B roj,
nepecmaTpuBaeTcA B YCTAHOBJIEHHOM MM MOPAAKE HAa OCHOBE KOMMJIEKCHON OLLEHKM JIeKapCTBEHHbIX
npenapaToB, BK/AOYAA aHaAM3 CBEAEHUN O CPABHUTENbHOW KAMHUYECKON 3dpPeKkTUBHOCTM W
6€30MacHOCTM  /JIEKAapPCTBEHHOrO CPeACcTBa, OLEHKY 3SKOHOMWYECKUX MOCNeACTBUA  NPUMEHEHUA
NIeKapCTBEHHOIO CPeaCTBa U U3yvyeHUe AO0NOSHUTENbHbLIX MNOCNEACTBUIA NPUMEHEHUA NEKAaPCTBEHHOTO
CpeacTBa;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-d3)

2) yTBEPXKAEHMA METOAMKWM pacdeTa MpeaeNibHblX OTMYCKHbIX LeH npoussBoguTenei Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNepevyeHb MMU3HEHHO HEOOXOAMMbBIX W  BaXKHEMLIMX
JIeKapCTBEHHbIX MPenapaTos, a TaKXKe BHeAPEHMA MexaHM3MOoB GOPMMPOBAHUA CUCTEMBI pedepeHTHbIX
LeH;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOW perucTpaumm npedenbHbIX OTMYCKHbIX LEH nNpousBoauTenelt  Ha
JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHKU3HEHHO HeobXOAMMBIX W BarKHEMLKNX
JIeKapCTBEHHbIX NPENapaTos;

(B pen. PegepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

4) BeAeHNA TOCyaAapCTBEHHOIO peecTpa npegenbHbIX OTNYCKHbIX UEH I'IpOI/I3BOAVIT€erl‘;1 Ha
NNeKapCTBEHHbIE MNpenapaTtbl, BKAKYEHHbIE B Nepe4vyeHb MXWU3HEHHO HeO6XO,CI,MMbIX N BarKHEMLWNX
NNEKaPCTBEHHbIX MPENapPaTos,
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5) yTBepXKAeHUA MEeTOOMKM YCTaHOBNEHMUA OpraHamu WCMOJIHUTENbHOM BAacTU cybbekToB
Poccuiickoit depepaunmn npedenbHbIX PasMepoB ONTOBbIX HaAbaBOK M MpedenbHbIX pPa3smepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM LUEeHaMm, YCTaHOB/AEHHbIM NPOM3BOAUTENAMM
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAIOYEHHbIe B MepeyeHb KU3HEHHO
HeoBX0AMMbIX U BarKHEWLIMX IeKapCTBEHHbIX MPenapaTos;

6) ycTaHOBNEHMSA Mpeae/bHblX Pa3mMepoB ONTOBbIX HaAbaBOK M nNpeaefibHbIX Pa3mMepos
PO3HUYHbIX HaAbaBOK K (aKTMUYECKMM OTMYCKHbIM LEHaMm, YCTaHOB/EHHbIM NPOWU3BOAUTENAMM
NleKapcTBEHHbIX MPEenapaToB, Ha JieKapcTBEHHble NpenapaTbl, BKAOYEHHblE B NEpeyYeHb MKU3HEHHO
HeobX0ANMbIX M BarKHEWLLIMX IeKapCTBEHHbIX NPenapaTos;

7) yTBEpPXKAEHMA NOPAAKA BblAayYM NpennuMcaHuii opraHam WCMONHUTENbHOW BNAcTU CyObeKToB
Poccuitckolt degepaunm o NnpMBeAEeHNM B COOTBETCTBME C 3aKOHOAaTeNbCTBOM Poccuiickon Pepepaunm
peweHnit o6 ycTaHOBNEHUM MpPefesbHbIX Pa3sMEPOB ONTOBbIX HAaAOaBOK M MpeaesibHbIX PasMepoB
PO3HUYHbIX HaAbaBOK K GAKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/IEHHbIM MPOU3BOAUTENAMM
JIEKapCTBEHHbIX MPEnapaToB, Ha NEKAPCTBEHHblE MNPenapaTbl, BKAIOYEHHblE B MEpeyYeHb KU3HEHHO
HEOOXOAMMbBIX W BaKHEMLIMX J/IEKAapCTBEHHbIX MPENApPaToB, €CAM OHW MNPUHATbI C HapyLIEHUEM
3aKoHoZaTesibcTBa Poccuitickoit Peaepaunu, B nopsaaKke, yctaHoBaeHHoOM [paButenbctBom Poccuinckom
depepauuny;

8) HanpasieHus ynosHOMOYeHHbIM denepasibHbIM OPraHOM WCMOJIHUTENbHOW BNACTM OpraHam
WCNONIHUTENbHOW BAacTM cyb6bekToB Poccuiickoit depepauuu npegnucaHMini o nNpuBeAEHUN B
COOTBETCTBME C 3aKOHoZaTenbCTBOM  Poccuiickoit  ®Pepepaumm  NPUHATBIX € HapylweHWem
3aKoHogaTenbcTBa Poccuitickoit depepaunmm pelieHnin o6 yCTaHOBAEHUM MpefesnbHbIX pPasmepos
ONTOBbIX HaAOAaBOK W MpefesibHblX PAasMepPoB PO3HMYHbLIX Hag0aBOK K LEeHamM Ha JIeKapCTBEHHble
npenapaTtbl, BK/IOYEHHblE B MEpPeYeHb MKU3HEHHO HEOOXOAMMbBIX W BAXKHEWWMX NEeKapCTBEHHbIX
npenaparos;

9) ocywectBneHusa defepanbHOrO rocyaapcTBeHHOro Hagsopa B cdepe obpalleHus
NNEKAPCTBEHHbIX CPEACTB W PErMOHaNIbHOIO TOCYAAapPCTBEHHOTO KOHTPOAS 33 NPMMEHEHMEM LEH Ha
NIEKapCTBEHHbIE  MpenapaTtbl  COOTBETCTBEHHO  YMNOJHOMOYEHHbIMKM  defepanbHbIMU  OpraHamm
WCNONHUTENbHOM BNACTU U OpraHamMu WUCMNOJHUTENbHOM Bnactu cybbekToB Poccuitckon depepauuu
COTNIaCHO UX KOMMETEHLMM B NOPAAKe, ycTaHoBAeHHOM MpaBuTensctBom Poccuiickolt depepaumy;

(n. 9 B pea. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) npumeHeHUs nNpPeaycMOTPEHHbIX 3aKkoHoAaTenbcTBOM Poccuiickoit  ®degepaumm  mep
OTBETCTBEHHOCTM 3a HapyleHue nopAgKa UeHOoobpa3oBaHMA Ha JIeKapCTBEHHble npenapaTbl,
BK/IIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOAMMbIX U BaXKHEMLINX IEKAPCTBEHHbIX NPENapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBuax ypesBbl4aliHOW cUTyalmu U (Mn) NpU BO3SHUKHOBEHUM Yrpo3bl pacnpocTpaHeHun
3aboneBaHus, NpeacTaBAAIOLWLIErO ONACHOCTb ANA OKPYKAKLWMX, a TaKKe B Cayyae, ec/iv B TeyeHue
TpMAaUaTU KaneHAapHbIX gHeW nocne npuHATUA lMpasutenbctBom Poccuiickoin depepaumnm peweHuma o
npoBeAeHNN MOHUTOPUHIA PO3HUYHbLIX LLEH Ha JIeKApPCTBEHHble nNpenapaTbl, He BK/KYEHHble B
nepeyeHb KU3HEHHO HEeOobXOAMMbIX WM BaXKHEWLIMX JIEKAPCTBEHHbIX MpPenapaToB, Ha TeppUTOpPUAX
cybbekToB Poccuiickon degepaumm BbiABNEH POCT PO3HMYHbLIX LLEH Ha YKasaHHble JIEKapCTBEHHbIE
npenapatbl Ha TPUAUATb NpoueHTOB M 6onee, MMpasBuTenbctBo Poccuiickon deaepauum Bhnpase
YCTAHOBMUTb Npeae/ibHble OTMYCKHbIE LieHbl MPOMU3BOAMTE e HA YKa3aHHbIe IeKapCTBEHHble Npenaparsl,
npegenbHble pasmepbl ONTOBbIX HaabaBOK W npegesibHble pasmepbl PO3HMYHbLIX HagbaBOK K
daKTUYECKMM OTMYCKHbIM LEeHam npou3BoguTesiell Ha YKas3aHHble JIeKapCTBEHHble npenaparhbl.
MepeyeHb /NIEKApPCTBEHHbIX MPENapaToB, He BKJ/OYEHHbIX B MNepeyYeHb KU3HEHHO HeobXxoaumbIX U
Ba)KHEWMLUMX NIeKAPCTBEHHbIX MpenapatoB, M MNOPALOK ero GOpMUPOBAHUS  ONpesenstoTcs
MpasuTtenbctBom Poccuiickoit ®eaepaumu.

(yacTb 2 BBeaeHa PeaepanbHbiM 3aKkoHOM OT 26.03.2020 N 67-03)
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3. B TeyeHue AeBAHOCTA KaNeHAAPHbIX AHEN CO AHA yTBepXAeHUA MMpaBuTenbcTBom Poccuinckom
dPepepaunn nepeyHa, ykasaHHONO B YaCcTW 2 HACTOALLEN CTAaTbM, HE AOMYCKAlOTCA peannsauma U oTnycK
BK/IIOYEHHbIX B HErO JIEKApCTBEHHbIX MPENapaToB NO LEeHaMm, NPEeBbIWAOWNM NpeaenbHble OTNYCKHbIe
LEeHbl NPOU3BOAUTENEN HA YKa3aHHble JIEKAPCTBEHHbIE MpenapaTtbl, NpeaefibHble pasMmepbl ONTOBbIX
HagbaBoOK W npefenbHble pasmepbl PO3HUYHBIX HaAbaBOK K (aKTUUYECKMM OTMYCKHbIM LieHam
npoussoauTenei Ha yKasaHHble JIeKapCTBEHHble MpenapaTbl C Y4eTOM Hanora Ha Ao06aBneHHyto
CTOMMOCTb.

(yacTtb 3 BBeaeHa PegepanbHbiM 3aKoHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NnpuMeyaHme.
3apernctpupoBaHHble o 07.06.2019 npeaenbHble OTNYCKHblIe LEHbl Noasiexat o06s3aTenbHoM
nepeperncrpauum 8 2019 - 2020 rogax B cooTBeTcTBMM €O CT. 2 3 07 06.06.2019 N 134-03.

Cratba 61. NocyaapcTBeHHaa perucTpauua U nepeperucTtpauma npegesbHbiX OTNYCKHbIX LEH
npousBoguTeneil Ha IeKapcTBEHHbIe NpenapaTtbl, BK/OUYEHHbIe B NepeyeHb YXU3HEeHHO Heo6Xoa4umbIx
M BaXKHeMLWnX NeKapcTBeHHbIX NpenapaToB

(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

1. NMpeaenvHasa OTNYCKHasA LeHa NPOWM3BOAMTENA HA JIEKAPCTBEHHbIN MPenapaT, BKAKYEHHbIA B
nepeyeHb KU3HEHHO HEOBXOAMMbBIX W  BaKHEWLWMX JIEKAPCTBEHHbIX MPEnapatos, MNOANEKUT
rocyAapCTBeHHOW perncTpaumm B nopaake, yctaHosneHHom lMpaeutenbctBom Poccuiickoit deaepaumn,
Ha OCHOBAHMM NPEeACTaBAEHHOIO B YNOJIHOMOYEHHbIN denepanbHblii OpraH UCNOAHUTENbHOW BAACTU
3aAB/IeHNA geprKaTena uav BAagenbla PerncTpaLmMoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOMO NpenapaTa
(ynonHomoueHHOro nm nnua).

2. 3apeructpupoBaHHaa npeaenbHas OTMNYCKHaA LUeHa MPOM3BOAUTENA Ha J1€KapCTBEHHbI
npenapaTt, BKAOYEHHbIM B MepeyeHb KU3HEHHO HeoBXOAUMBIX W BaKHEMLIMX NeKapCTBEHHbIX
npenapaToB, MOXeT bbITb MepeperncTpupoBaHa B CTOPOHY yBEMYEHUA OOUH Pa3 B KaJleHAAaPHOM roay
Ha OCHOBAHWM NPeACTaBAEHHOIO B YNO/JIHOMOYEHHbIV peaepasibHbIA OpraH UCMOJIHUTE/IbHOM BAACTU A0
1 OKTAGPSA KaXKAOro roga 3asBfeHUA AepKaTena Wau BAagenbla PerucTpaumMoHHOro yaoCToBepeHus
JleKapCcTBEHHOro npenapara (YNnoJHOMOYEHHOTo UM MLa).

3. 3aperucTtpupoBaHHas npenesbHas OTNYCKHAA LieHa NpPOM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIM B MNepeyYeHb KU3HEHHO HEeOobXOAMMbIX U BasKHEMLMX NeKapCTBEHHbIX
npenapaToB, MOXeT HbITb NepeperncTprpoBaHa B CTOPOHY CHUMKEHWUA Ha OCHOBaHWW NpeacTaBAEeHHOro
B YNO/JIHOMOYEHHbIN deaepanbHblii OpraH WCNONHUMTENbHOW BNACTM 3aABAEHMA Aep)KaTens uau
BAageNbla PerncTpaumoHHOrO yAoCTOBEPEHMA J/IeKapCTBEHHOro npenapaTa (YNno/IHOMOYEHHOro UM
nua).

4, [lep:kaTenb WauM Bnagenel, pPerucTpauMoHHOro yAoCTOBEPEHMA JEKAapCTBEHHOro npenaparta
(ynonHomoueHHoe MM MLO) 06f3aH NpeacTaBUTb B YNONHOMOYEHHbIM deaepanbHbli  opraH
NCMNONHUTENbHOW BIACTW 3aAB/IEHNE O NepeperncTpaLmm 3aperncTpUpoBaHHON NpeaeibHOM OTNYCKHOM
LeHbl MPOM3BOAMUTENA HA JIEKApCTBEHHbIA NpenapaT, BK/YEHHbIM B MNepeyeHb MU3HEHHO
HeoBX0AUMbIX U BasKHEMLLNX IeKapPCTBEHHbIX MPEnapaTos, B CTOPOHY CHUMNKEHMWA B CIEAYIOLLMX CyYanX:

1) CHW)XeHMe UueHbl B MHOCTPAHHOM Ba/lOTe Ha JIEKAPCTBEHHbLIM MpenapaT B CTpaHe
npousBoguTens v (Mav) B CTpaHax, B KOTOPbIX IEKAPCTBEHHbIV NpenapaT 3aperncTpmMpoBaH 1 (uau) B
KOTOpble NOCTaBAAETCA MPOU3BOAUTENEM;

2) CHUMXeHMEe UeH Ha pedepeHTHble JleKapCcTBeHHbIe MpenapaTbl B COOTBETCTBMM C MyHKTOM 1
HacToAlWwen 4YacT (4NA COOTBETCTBYIOWMX BOCMPOM3BEAEHHbIX, 6uoaHanoroebix (6MoONOA06HbLIX)
NleKapcTBEHHbIX NpenapaTos);

3) npesbileHe NpeaenbHOM OTNYCKHOM LieHbl Ha NepBblii BOCNPOU3BeAeHHbI, 6M0aHaNoroBbIn
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(6ronoao6HbIN) NekapCTBEHHbIN NpenapaTt MHOCTPAHHOrO NPOW3BOACTBA Haj NpeaenbHON OTMYCKHOM
LeHoM npousBoaUTENA Ha BTOPOM  BOCMPOM3BEAEHHbIN, 6uoaHanorosblin  (6MoONOA06HbLIN)
JIeKApCTBEHHbIM  NpenapaT, pPacCcyMTaHHOMW B  COOTBETCTBUM C  METOAMKOMN, YTBEPKAEHHOW
Mpasutensctsom Poccuiickoin Pepepaumu;

4) npeBbllWeHMe NpeaenbHOW OTNYCKHOM LieHbl Ha NepBbiii BOCNPOWU3BEAEHHbIN, 6UOaHaN0OroBbINi
(6Monoao6HbIN) NeKapCTBEHHbIM NpenapaT NpPoOM3BOAMUTENA rocydapcTBa - 4neHa Espasuiickoro
3KOHOMWYECKOro Cok3a Hag npefenbHol OTNYCKHOM  LIEHOW NpoM3BOAMTENA Ha  BTOPOM
BOCMpPOM3BEAEHHbIN, 6MOaHanoroBblin (6MONOAOCOHLIN) NIEKAapPCTBEHHbLIM Npenapat npousBoAUTENA
rocyaapctea - uneHa EBPasMACKOro 3KOHOMMYECKOTO COt03a, PaCcCYMTaHHOM B COOTBETCTBUM C
METOANKOM, yTBEPKAEHHON MpaButenncTBom Poccuiickon deaepaumm.

5. Tlopsagok nepeperncTpaumMvM  3aperucTpupoBaHHbIX  MpedenbHbiX  OTMYCKHbIX  LeH
Nnpouv3BogMUTENIeN Ha IeKAPCTBEHHbIE NPENapaTbl, BKAOYEHHbIE B NEPEYEHb KU3HEHHO HEOBXOAUMBIX U
BaKHEMLMX NIeKapCTBEHHbIX MPEnapaTtoB, B CAy4Yasax, NPeayCMOTPEHHbIX YacTamMM 2 - 4 HacTosLien
cTaTby, ycTaHaBAuBaeTcs MpasutenbcTBom Poccuiickoit depepaumu.

6. DKOHOMMYECKUI aHaNN3 NpPeaesibHOM OTMYCKHOM LeHbl NMPOU3BOAUTENSA Ha JIEKAPCTBEHHbIN
npenapart, BK/OYEHHbI B MepeyYeHb XU3HEHHO HeOoOXOAMMbIX W Ba*KHEWWIUX J1IeKapCTBEHHbIX
npenapaTtos, MpWM ee TOoCyAapCTBEHHOW PerucTpauum uauM nepepernctpaumm  ocylwecTBaserca
desiepanbHbIM  OPraHOM WUCNONHUTENIbHON B/acTM, OCYLLECTBAAWMM GYHKUMU MO  MNPUHATUIO
HOPMaTUBHbIX MPaBOBbIX aKTOB W KOHTPOAK 3a cobslogeHMeM 3akoHodaTenbCTBa B cdepe
rocyaapcTBeHHOro peryanpoBaHua LeH (Tapudos) Ha ToBapbl (ycayru).

7. PacyeT npeaenbHbIX OTMYCKHbIX LLEH, YKa3aHHbIX B YacTaAx 1 M 2 HacTosel cTaTbM, NpU UX
rocyapCTBEHHON PerucTpauumn Uam nepeperncrTpaLMm OCyLLeCTBAAETCA B COOTBETCTBUM C METOLMKOM,
yTBEpPXKAEHHOM MpaButenscteom Poccuiickon ®eagepaummn n yunTbiBatoLWEen B TOM YMCAE:

1) cobniopeHune 6anaHca MHTepecoB NoTpebuTenein NekapcTBeHHbIX NpenapaTos, BKAKYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbIX M BarKHEWLW WX JIeKapCTBEHHbIX Mpenapatos, W npoussoamuTeneit
NIEeKapCTBEHHbIX MPEenapaToB, BK/OYEHHbIX B MepeyeHb MU3HEHHO HeobXOAMMbIX W BarKHEWWuX
NleKapCcTBEHHbIX NpenapaTos;

2) daKTUYeCKyro OTNYCKHYIO LeHy Ha JieKapcTBeHHble npenapaTbl B Poccuiickon Pepepaumm, ueHy
BBO3a JIEKAPCTBEHHbIX npenapaToB B Poccuiickyio Pepsepaumio, a TaKKe LEHbl HAa aHANOTMYHble
JleKapcTBEHHbIe NpenapaTsl, Haxoaalmecs B obpaleHum B Poccuiickoin epepaunu;

3) 3aTpaTtbl Npou3BoAUTENA JNEKAPCTBEHHOrNO npenapata Ha Npoun3BoaCTBO U peanansauuto
NeKapCTBEHHOTIO nNpenaparta,

4) ueHy Ha NeKkapcTBeHHbI NpPenapart, ero LeHy B CTpaHe NPOM3BOAMUTENSA U B CTPAHAX, B KOTOPbIX
NeKapCTBEHHbIN Npenapar 3aperncTpMpoBaH U (Man) B KOTOPbIe NOCTaBAAETCA MPOU3BOAUTENEM.

8. He pgonyckatoTcs peanusaumsa 1 OTNYCK JIeKaPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepevyeHb
KU3HEHHO HeobXOAMMbIX U BaKHEMNLIMX NIEKAapPCTBEHHbIX NPenapaToB, HA KOTOpble NMPOU3BOAUTENAMM
JIEKAapCTBEHHbIX MPEenapaToB He 3aperucTpupoBaHa npenesibHas OTNYCKHAsA LeHa, peanvsauus
NPOV3BOSUTENAMM IEKAPCTBEHHbIX NPEMNAPaTOB MO LEeHaM, NPEBbIWAOWMM 3aPErMCTPUPOBAHHbIE UK
nepeperMcTpupoBaHHbie NpeaesibHble OTMYCKHbIE LieHbl Ha JIEKAPCTBEHHbIE NpenapaTtbl C Y4ETOM Haslora
Ha f06aB/IeHHYI0 CTOMMOCTb.

9. OcobeHHOCTM  rocyAapCTBEHHOTO  PEeryinMpoBaHMA  MpeAesibHblX  OTMAYCKHbIX  LeH
npousBoguTeNei Ha eKapcTBEHHbIE NPenapaThl, BKAOYEHHbIE B NEepeYeHb KU3HEHHO HE0HX0AMMBbIX U
BaKHEMLIMX /IeKapCTBEHHbIX NPEenapaToB, B 3aBUCMMOCTM OT 3KOHOMMUYECKUX M (MAKM) coumanbHbIX
KpuTepuee (M3MeHeHWe YCIO0BWUIA, NopsAdKa M CTOMMOCTM NPOU3BOACTBA JIEKAPCTBEHHbIX MPEenapaTos,
MCMNoNb30BaHWEe HOBbIX GOpPM, MeToAoB M CnocoboB rocyaapCTBEHHOrO Pery/MpoBaHMA LEH Ha
NeKkapcTBeHHble npenapaTtbl, B TOM 4YMC/le Ha OCHOBE MexaHM3ma pedepeHTHOro ueHoobpasosaHMs,
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M3MEHEHUA MOopsAAKa OKAa3aHWA MeAMUMHCKOW MOMOLWM, W WHble WM3MEHEHMUs) yCTaHaBAMBAOTCA
Mpasutenbctsom Poccuiickoin Pepepauymn.

Cratba 62. locypapcTBEHHbIW peecTp npeaenbHbIX OTMAYCKHbLIX UeH npou3BoguTtenei Ha
NleKapcTBeHHble npenapaTbl, BKAIOUYEHHble B MepeyeHb XU3HEHHO HeobXoAMMbIX U BarkKHeMLuX
NleKapCcTBeHHbIX NpenapaTos

1. 3apeructpMpoBaHHble WAWM MNEepPeperucTpupoBaHHble npeaesbHble  OTMNYCKHble  LEeHbI
npoussoauTeNnei Ha NeKapCcTBeHHbIe NpenapaTbl, BKAOYEHHbIE B MEPeYeHb }KU3HEHHO HEOBX0AMMbIX U
Ba)KHEWLLMX JIeKapPCTBEHHbIX MNpenapaTtoB, noAneskaT BK/AYEHUID B rOCYAapCTBEHHbIA peecTp
npefenbHblX OTNYCKHbIX LEH Npou3BoAUTeNell Ha NeKapCTBeHHble npenapatbl, BK/AKOYEHHble B
nepevyeHb KM3HEHHO HEOBXOAMMbIX U BaXKHEMNLLUX NeKapCTBEHHbIX NpenapaTos.

(8 pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

2. FocypapcTBeHHbIN peecTp NpeaesibHbIX OTMYCKHbIX LWEH NPOM3BOAMTENEN HA JIEKAPCTBEHHbIE
npenapatbl, BKAOYEHHblE B MEpPeYEHb MKM3HEHHO HEOOXOAMMbIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaToBs, cOAepPXUT B cebe cneaytowyto nHGopmaumio:

1) HaumeHOBaHWMe [Aep)KaTens WAM  BAagenbla  PErucTpalMoHHOro  yA0CTOBEPEHMSA
JIEKapCTBEHHOIO MpenapaTta, HAaMMEHOBAHWE MPOU3BOAUTENA JIEKAPCTBEHHOrO MNpenapaTa, CBEAEHUs O
peructpauum gepxkatens WAM  BAafesbla  PEerucTpauuMoHHOrOo  YAOCTOBEPEHMUS  JIEKAPCTBEHHOMO
npenaparta, CBeeHNA 0 PerncTpauum NpPousBOAMTENA NEKAPCTBEHHOMO NpenapaTa a8 MeaUUUHCKOro
NPUMEHEeHMA B KayecTBe HasioroniaTesbliMKka B CTpaHe perncrpauumn (ans poCCUCKUX OpUAMYECKUX
ML, - MAEHTUPUKALMOHHBIN HoMep HanoronnatenbwmKka (MHH), ans MHOCTPaHHBIX LOPUAUYECKUX UL, -
CTpaHa perucTpaumm, HaMMeHOBaHWE PEerncTPUPYIOWEro opraHa, PerncTpauuoHHbIA HOMeEpP, KOA
HasoroniaTenbluMKa B CTpaHe perncTpauum (MHKoprnopauuu) MAM ero aHanor), MecTo HaxoXAeHuA
NPOM3BOACTBEHHDbIX MI0WAA0K, YH4ACTBYIOWMX B MPOLECCE NPOM3BOACTBA JIEKAPCTBEHHOTO Npenapara, ¢
yKa3aHWeM CTaZumum npoLuecca NponsBoACTBa;

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

2) HaMMeHOBaHWE NEeKaPCTBEHHOrO npenapata (MeXayHapoAHOe HenaTeHTOBaHHOe, WAU
rpynnuMpoBOYHOE, AN XMMUYECKOEe M TOProBoe HaMMeHOBaHMWA);
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep PEerucTPaLMOHHOrO YA0CTOBEPEHNA IEKAaPCTBEHHOMO Npenapara;

4) nekapcTBeHHas Gopma C yKasaHWeM L03MPOBKM JIEKapCTBEHHOIO NpenapaTta MU ero KoanyecTea
BO BTOPMYHOW (MOTPEebUTENbCKOM) YNaKOBKe, a TAKKe KOMIMIEKTHOCTb;
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npegenbHas OTNYCKHanA LLeHa Ha IeKapCTBEHHbIM nNpenapart B pybasx;
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) faTa M Homep NpKKasa ynoJHOMOYeHHoOro ¢eaepanbHOro opraHa UCNONHUTENbHOW BAACTU O
roCygapcTBEHHOM  perncTpauym  Wan  nepeperucTpaumm  npefenbHoM  OTMAYCKHOM  LeHbl  Ha
JIeKapCTBEHHbIA MpenapaTt, BK/AKOYEHHbIA B MepeyeHb KU3HEHHO HeOobXOAMMBIX M  BarKHEMLWUX
JIeKapCTBEHHbIX NPenapaTos;

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-d3)

6.1) paTta BCTYN/eHWA B CUY NPUKasa YNOJIHOMOYEHHOTO dpesepasbHOro opraHa UCMOIHUTENbHOW
BNAaCTM O T[OCYAAPCTBEHHOM perncTpauym uAn nepepernctpauunm npenenbHo OTMNYCKHOW LeHbI
NpPou3BOAUTENA Ha NEKAPCTBEHHbIA NpPenapaTt, BKAKOYEHHbIA B NEpeYeHb KU3HEHHO HEODXOAMMbIX U
BAYKHEWLLMX SIeKapCTBEHHbIX NPenapaTtos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHoM OT 06.06.2019 N 134-d3)
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7) WTPUXOBOWN KOoZ, HAHECEHHbIN Ha BTOPWUYHYIO (NOTPEOUTENBCKYO) YNAaKOBKY /I€KAapPCTBEHHOIO
npenapara;
(n. 7 BBepeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) Koa, neKapcTBeHHOro npenapata No aHaTOMO-TepPaneBTUYECKO-XMMUYECKOW KaaccuduKaLumm,
pekomeHA0BaHHOW BceMunpHOM opraHu3aumet 34paBoOXpaHeHMs.
(n. 8 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

3. TocynapcTBeHHas peructpaums WAW nepepernucTpauma npeaenbHbIX OTNYCKHbIX LIeH Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B NepevyeHb MU3HEHHO HeOobXOAMMbBIX W  BaXKHEMLKX
NIeKapCTBEHHbIX NpenapaTtoB, BeAeHWe [OoCyAapCTBEHHOro peecTpa npeaenbHbIX OTMYCKHbIX LeH
npoussoauTeneit Ha NeKapcTBeHHble Npenapathbl, BKAOYEHHbIE B NepeyeHb XU3HEHHO HeobXxoauMbIX U1
Ba)KHEMIIMX  NeKapCTBEHHbIX MNpPenapatoB, OCYLIECTBAAIOTCA B NOPAAKe, YCTaHOBAEHHOM
MpaBuTenbctBom Poccuiickoii deaepaumn.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-$3)

CratbAa 63. YcTaHOBNEeHMEe OpraHamu WCNOJIHUTENbHOM BAacTU Ccy6beKkToB PoccuiicKoi
depepaummn npeaenbHbIX pPasmepoB ONTOBbIX HAA6aBOK M NpepenbHbIX pPasmepoB PO3HUUHbIX
HaA6aBoOK K GaKTUUECKMM OTNYCKHbIM LEeHaM, YCTAaHOBJIEHHbIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX
npenaparoB, Ha JIeKapCTBeHHble NpenapaTtbl, BKAOYEHHbIe B NepeyeHb XU3HEHHO Heobxoaumbix 1
Ba’KHeMLWMnX NeKapCcTBEHHbIX NpenapaTos
(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHWUTeNbHOM BnacTM cybbekToB Poccuinckon dPepepaunm ycTaHaB/UMBAIOT
npegesibHble pa3smepbl ONTOBbIX HaAbGaBOK M nNpefenbHble pasmepbl PO3HMYHBLIX HagbaBoOK K
daKTUYeCKMM OTNYCKHbIM LeHam (6e3 yyeTa Hanora Ha A06aBNEeHHYH CTOMMOCTb), YCTaHOB/AEHHbIM
Npou3BOAUTENSAMM JIEKAPCTBEHHbLIX MPEnapaTtoB, Ha JIeKapCTBEHHble MNpenapaTbl, BK/IOYEHHblE B
nepeyeHb KU3HEHHO HEOBXOAMMbBIX W BaXKHEWLIMX NEeKapCTBEHHbIX MNpPenapaTtoB, B COOTBETCTBUM C
YTBEPKAEHHON B MopaaKe, ycTaHoBAeHHOM [MpaBuTenbCcTBOM Poccuiickolt depepaumnmn, MeToamKoM
YCTQHOB/IEHUSA OpraHamMu WCMNOJIHUTENIbHOW BnacTu cybbekToB Poccuiickon deaepauumn npenenbHbIX
pasmepoB ONTOBbIX HaAbaBOK W MNpeaefibHbIX PasMEPOB PO3HUYHbIX HaAbaBOK K GaKTUYECKUM
OTMNYCKHbIM  LIEHaM, YCTaHOB/IEHHbIM  NPOM3BOAMTENAMU  JIEKAPCTBEHHbIX MNpenapaTtoB, Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XU3HEHHO HeobXOAMMbBIX W BarKHEMLKNX
JIeKapCTBEHHbIX MpenapaToB. [pPOeKTbl pelleHU A OpraHoB WCMNOJIHUTENbHOW BAacTM CyHbeKkToB
Poccuitickoii Pepepaummn 06 ycTaHOBAEHUU M (MAKN) M3MEHEHUW NpPeaesibHbIX Pa3sMepoB ONTOBbIX
HafbaBOK M MNpefenbHblX PasMepoB PO3HUYHBLIX HagbaBOK K (PaKTUYECKMM OTNYCKHbIM LeHaMm,
YCTaHOB/IEHHbIM MPOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPEnapaTtoB, Ha JIeKapCTBEHHble MpenapaThbl,
BK/IIOYEHHbIE B MepeyeHb YKU3HEHHO HEeobXOoAMMbIX WM BaXKHEWLWWX NeKapCTBEHHbIX MPEenapartos,
nogsiexaT COracoBaHUIO C YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONHUTENIbHOW BAACTH,
OCYLLECTBAAWMM  GYHKUMM NO  MNPUHATUIO HOPMATMBHbIX MPABOBbIX aKTOB W KOHTPOAIO 3a
cobnogeHMeM 3aKoHOAATeNbCTBA B cdepe rocyAapCTBEHHOIO pPeryanmpoBaHua UeH (Tapudos) Ha
ToBapbl (ycnyru), B nopsaake, yctaHoBneHHom MNpaBuTenbctBom Poccuiickoli deaepaumu.

(B pen,. PegepanbHbix 3aKoHOB 0T 13.07.2015 N 241-93, o1 27.12.2019 N 475-93)

2. OpraHusaumMy ONTOBOW TOPrOB/IM JIEKAPCTBEHHBIMU CPEACTBAaMM, anTeyHble OpraHu3aumm,
WUHAMBUAYANbHbIE NpPeanpUHMMATENM, UMEKWMe NNLEH3NI0 Ha GapmMaLLeBTUYECKYIO AEeATENbHOCTb,
MeAMLUMHCKME OpraHM3auuu, MMmeloWme AULEH3MI0 Ha ¢apmaueBTUUYECKY0 AeATeNbHOCTb, M WX
060co6/1eHHble NoapasaeneHus (ambynatopuu, dpenbaliepckme U Gpenballepcko-akywepckne nyHKTbI,
LeHTpbl (oTaeneHus) obuieri BpayebHoOM (cemerHON) NPaAKTUKK), PACMNONOXKEHHblE B CEe/IbCKUX
HaceNeHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3aLMu, OCYLECTBAAIT Peannsaumio
NIeKapCTBEHHbIX MPEenapaToB, BK/OYEHHbIX B MepeyeHb KU3HEHHO HeobXOAMMbIX W BarKHEWWuX
NeKapcTBeHHbIX NpenapaTtoB, MO LeHaM, KoTopble (GOPMMUPYIOTCA B COOTBETCTBUM C MOPAAKOM,
yCTaHOB/IeHHbIM MMpaBuTenbcTBom Poccuiickon Peaepaumm, M ypoBeHb KOTOpbIX (6e3 yyeTa Hasora Ha
[06aBNEHHYI0O CTOMMOCTb) He [O/IKeH MpeBbllwaTb CymmMy (GaKTUYECKOM OTMYCKHOM  LeHbI,
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YCTaHOB/IEHHOWM npousBoauTenem JIeKapCTBEHHOIO npenapara, He npesblLLatoLWwen
3aperncTpUpPoBaHHOM UM NepeperncTpUpoBaHHOM NpeaenbHOM OTNYCKHOW LieHbl Npou3BoanTens (Ha
OaTy peanunsauumn IeKapCcTBEHHOro npenapaTta npov3BoaUTesneM), U pasmepa OMNTOBOM HanabaBKM M
(unn) pasmepa pPO3HUYHON HaAbOaBKW, He NPEBbLIWAMOWMX COOTBETCTBEHHO pasmepa npeaenbHoM
ONTOBOW HaabaBKu W (MnKU) pasmepa nNpenesbHOW PO3HMYHOW HaabaBKM, YCTAHOBNEHHbIX B CyObeKTe
Poccuiickoin Peagepaunn.

(yacTtb 2 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl MUCMNONHUTENbHON BNacTM cybbekToB Poccuitckonn depepaunm pasmeLlatoT B CETU
"NHTepHeT" NHPOPMaLMIO O 3aPerncTPUPOBAHHbIX NPeaebHbIX OTMYCKHbIX LieHax npousBoauTenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobXOAMMBIX U BarKHEULWKNX
JIeKapCTBEHHbIX NpenapatoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuitickoli Pepepaunn npepenbHbIX
pa3mepax onToBbIX HaAbaBOK U (MNKN) NpeaeNbHbIX pasmepax PO3HUYHbIX HaAbaBOK K YCTaHOBEHHbIM
NpPou3BOAUTENSAMM NIEKAPCTBEHHbIX MNpenapaToB GaKTUYECKMM OTMYCKHbIM LEeHaM Ha /IeKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNEpPeYeHb HKU3HEHHO HEeOobXOAMMBIX W BaXKHEWULWMX J1eKApPCTBEHHbIX
NpenapaToB, a TaK}XKe 0 CYMME 3aperncTpMpoBaHHbIX NPeAe/bHbIX OTMYCKHbIX LEeH Npou3BoguTenei Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/OYEHHble B MNepeyeHb KU3HEHHO HeobXOAMMbIX M BarKHEMLWUX
JIEKapCTBEHHbIX MPenapaToB, YCTAHOBAEHHbIX B cybbeKkTe Poccuitickolt depepaumm npenenbHbIX
pa3sMepoB OMNTOBbIX HagbaBOK W MNpedesibHbiX Pa3mMepoB PO3HMYHbLIX HaabaBOK W Hanora Ha
006aB/eHHY0 cToMMOCTb. MIHpopmauma, npeaycmMoTpeHHas HacToAWEen YacTbio, A0KHA HaxoamuTbCA
TaKe B anTe4YHbIX OpraHn3aLUmnax B AOCTYNHOM AN BCEX 3aUHTEPECOBAHHbIX UL, popme 1 0OHOBAATLCA
Nno Mepe ee pasMeLLEHUA OpraHamMm UCNOAHUTENbHON Bnactu cybbekTtoB Poccuiickon ®Pepepaumm B
cetn "UHTepHeT".

(yacTb 3 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PesepanbHblin 3aKoH 0T 27.12.2019 N 475-03.

Fnasa 13. MOHUTOPUHI 3PPEKTUBHOCTU U BESONACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOA4ALWMXCA B OBPALLEHUU
B POCCUMCKOI ®EAEPALIUMU
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaa3op
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. lekapcTBEHHbIE NpenapaTbl, Haxoaalwmeca B obpalieHnn B Poccuiickoin ®Pepepaumm, nognexar
MOHUTOPUHTY ad)d)eKTVIBHOCTVI M 6esonacHoctTn B uenax BblABNEHUA BO3MOXHbIX HeratTuBHbIX
I'IOCI'IQ,EI,CTBVIVI X NnpumeHeHuAa, MH,CI,VIBVIp,yaanOVI HenepeHoOCMMOCTU, npegynpexaeHna megunumnHCKux
paboTHMKOB, chneuMannctoB B 061actu BeTepuMHapuu, NaLMEHTOB WUAU BNALENbLEB KUBOTHbIX U UX
3alWKNTbl OT NTPUMEHEHWNA TaKMNX /IEKAPCTBEHHbLIX NPenapaTos.

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

2. dapmMaKoHag30p OCYLLEeCTBAAETCA COOTBETCTBYIOLMM YNOAHOMOYEHHbIM  desepanbHbiM
OpPraHOM MCMONHUTENIbHOM BAACTM B YCTAaHOBAEHHOM MM MOPAAKE NyTem aHanu3a npegocTaBAsemoi
cybbekTamn  06palleHMs  IeKapCTBEHHbIX CPeACTB  MHOOPMaLMM O NOBOYHbIX  AeNCTBUAX,
HexkenaTesIbHbIX PeaKLMAX, Cepbe3HbIX HeXenaTe/bHbIX peaKkuuax, HenpeaBuaeHHbIX HexXenaTelbHbIX
peakumax Npu MPUMEHEHMU eKapPCTBEHHbIX MNpenapaTos, 06 WHAMBUAYANbHON HeENepeHOCUMOCTH,
oTcyTCTBMM 3DDEKTUBHOCTU SIEKAPCTBEHHbIX NPENapaToB, a TakKe 06 MHbIX GakTax U 06CToATeNbCTBAX,
NPeacTaBAAIOWMX YrPo3y KM3HWM WMAM 340POBbIO 4YenoBeKa AMbO KMUBOTHOFO MNpPU MNPUMEHEHUU
NeKapcTBEHHbIX MPEnapaToB M BbiABAEHHbIX Ha BCeX 3Tanax 06palleHna NeKapCcTBEHHbIX NPenapaTos B
Poccuiickolt depepaumm n opyrux rocyaapcreax.

3. Cy6'bEKTbI O6paLLl,eHMFI NeKapCTBEHHbIX CPeACTB B NopAaKe, YyCTaHOB/IEHHOM YNO/IHOMOYEHHbIM
d)ep,epaanblM opraHom NCNONHUTENbHOWN BNacTu, 06A3aHbI COO6LL|,aTb B yﬂOﬂHOMOHEHHbIﬁ
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denepanbHbli OpraH UCNONHWUTENbHOM BNAcTM O MOOOYHbLIX AEWUCTBUAX, HEMKesaTesibHbIX peakuumax,
Cepbe3HbIX HeMXKenaTeNbHbIX peakumnsax, HenpeaBUAeHHbIX HeXKenaTebHbIX peakumax npu npumeHeHuu
JIeKapCTBEHHbIX MpenapaTtos, 06 WHAMBMAYA/IbHON HEnepeHOCUMMOCTWU, OTCYTCTBMU 3PPEKTUBHOCTU
JNIEKAPCTBEHHbIX MPenapaToB, a TakKe 06 MHbIX ¢aKTax M 0b6CToATENbCTBAX, NPEACTaBAAOWMX YIPO3y
KU3HU UKW 300POBbI0 YesioBeKa MO0 KMBOTHOMO MPU MPUMEHEHMM NIEKAPCTBEHHbIX MpPenapaTtoB U
BbIAB/IEHHbIX Ha BCex 3Tanax obpalleHWs NeKapcTBEHHbIX npenapaTtoB B Poccuiickoinnt ®epepauum u
APYrnX rocyaapcraax.

4. JepxaTenu uan Bnagenblpl PErvcTPaLMOHHbIX YA0CTOBEPEHMI NEKAPCTBEHHbIX NpenapaTos,
lopugmyeckme iMua, Ha WMMA  KOTOPbIX BbldaHbl pa3pelleHna Ha npoBedeHUe  KAMHUYECKUX
nccnenosaHnin B Poccuiickoit ®eaepaumm, AM60O YNOAHOMOYEHHbIE UMW ApPYyrUe lopuamMyeckue nvua B
pamkax obecneyeHua 6e30NaCHOCTM JIeKAPCTBEHHbIX MpenapaToB B NOPAAKe, YCTaHOBAEHHOM
COOTBETCTBYHOLMM YNOAHOMOYEHHbIM ¢deaepanbHbIM OPraHOM WCMOAHUTENbHOM BnacTn, o06A3aHbl
OCYLLECTBAATL Npuem, yyeT, 06paboTKy, aHaAn3 U XpaHeHWe MOCTyNalWmMX B UX agpec OT cybbeKToB
06palleHMA NeKapcTBEeHHbIX CpeacTB M OpraHoOB roCcyAapCTBEHHOM BNAacTM COOb6LIEHMIA O NOBOYHbIX
OEUCTBUAX, He)KenaTeNbHblX  peakuusX, Cepbe3HbiX HesKenaTesbHblX UM HenpeaBUAeHHbIX
He)kenaTe/bHbIX pPeakuuax Mnpu MNPUMEHEHUN NeKapCTBEHHbIX npenapatoB, 06 0cobeHHOCTAX UX
B3aMMOAENCTBUA C APYrMMW NeKapCTBEHHbIMUM MpenapaTamun, UHAMBUAYANbHOW HEnepeHoCUMOCTH, a
TakKe 06 MHbIX daKTax U 0B6CTOATENLCTBAX, NPEACTABNAAOLWMX YIPO3Y KU3HM UM 300POBbLIO Ye/oBeKa
NMBO }KMBOTHOIO UK BAUAIOWMNX HA U3MEHEHWE OTHOLLEHMWS OXMAAEMOW NOJ/b3bl K BO3MOXHOMY PUCKY
NPMMEHEHUA IEKAPCTBEHHbIX NPenapaTos.

5. Mpu BbIABNEHUN UHOOPMALUM O CEPLE3HbLIX HEMXKENATesbHbIX PeakuMaX U HenpeasuaeHHbIX
HeXKenaTesbHbIX pPeakuuax Mpu MPUMEHEHUM NeKapCTBEHHbIX npenapaTtoB, o6 ocobeHHOCTAX WX
B3aMMOLENCTBUA C APYTMMU NEKAPCTBEHHbIMM NpenapaTamn, UHANBUAYANbHOM HenepeHoCUMOCTH, a
TaKKe 06 MHbIX PaKTax U 06CTOATENBCTBAX, BAUAIOLWMUX HA U3MEHEHUE OTHOLIEHWNA OXNAAEMOW MOJb3bl
K BO3MOXHOMY PUCKY MNPUMEHEHUA JIEKAPCTBEHHbIX MpenapaTos, AepXaTenn WauM BAALENbLbI
PEruCTPaLMOHHBIX YA0CTOBEPEHUI NEKAPCTBEHHbIX NPENAPATOB, IOPUAMYECKME ANLA, HA MMA KOTOPbIX
BblAaHbl paspeLlleHna Ha npoBeAeHne KAMHUYECKUX uccnenoBaHuii B Poccuiickon ®epepaumn, nmbo
YNO/IHOMOYEHHbIE UMUK ApYyrve opuguyeckme avua obasaHbl MPUHATbL Mepbl, HanpasieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  MOCAEACTBMI  NPUMEHEHMS  TaKUX  JIEKAPCTBEHHbIX  MPenapaTos,
npeaynpexaeHne NpuuMHeHUs Bpeaa XU3HN U 300P0OBbIO YeN0BEKA MO0 KMBOTHOTO, 3aLWMUTY UX OT
NPUMEHEHMA TaKUX NEKAPCTBEHHbIX NPENAPATOB, HA AONO/HUTENbHbIN COOP AaHHbIX 06 3pPeKTUBHOCTM
1 6e30MacHOCTM TaKMX IEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobLlEHME UK COKPbITUE MHDOPMALMM, MPEAYCMOTPEHHOM YacTbio 3 HAacTOALWEN CTaTby,
AepyKaTennm WaAu  BRafesiblUbl  PEruCTPALMOHHBIX  YAOCTOBEPEHUIN JIEKAPCTBEHHbLIX MPEnapaTos,
lopugMyeckme iMua, Ha WMMA  KOTOPbIX BblAaHbl paspeleHns Ha NpoBeAeHUE  KIMHUYECKUX
nccnefoBaHuii B Poccuinckoit ®egepaumm, iMb60 ynosHOMOYEHHbIE MU ApYyrve lopuanyeckme nmua, a
TaKXe LO/MKHOCTHbIE /IMLA, KOTOPLIM 3Ta MHPOPMaUUa cTana U3BECTHA MO poay MX NpPodeccuoHaIbHOM
[eATeNIbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickoit Penepauum.

7. Npw nony4yeHUM ynosHOMOYEHHbIM deaepasibHbiM OpraHoM UCMOHUTEIbHOM BNACTU B paMKax
OCYLWLEeCTBNEHMA UM papMaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBUM JIeKapCTBEHHOrO npenapata
YCTaHOB/IEHHbIM TpeboBaHWAM WAM NPU MNOAYYEHUN MHOPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
addeKTMBHOCTM U 0 6e30NacHOCTV IeKapPCTBEHHOro NpenapaTta AaHHbIM O JIeKapCTBEHHOM npenaparTe,
COAEPMKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHUI0 (B TOM YMCe BbISBAEHHbIX B XO4€E OCYLLECTB/eHNA
dbapmaKoHaa3opa KOHTPO/IbHO-HAA30PHbIMW OpraHaMyM MHOCTPaHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTENbHOM BAACTU B YCTAaHOBAEHHOM MM NOPAAKE paccmaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMA TAKOrO 1EKAPCTBEHHOrO Npenapara.

CratbAa 65. NpuocraHoBneHUe NPUMEHEHUA NeKapCTBEHHOro npenapara
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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1. Mpun nonyyeHUn MHPoOPMaLIMN O HeXenaTesbHbIX Peakumax Npu NPUMEHEHUN NeKapPCTBEHHOTO
npenapaTta, He YKas3aHHbIX B MHCTPYKLUMK MO MPUMEHEHUID NeKapCTBEHHOro npenapaTta, CepbesHbIX
HexKenaTeNbHbIX peakumsax, 06 0COBEHHOCTAX ero B3aMMOAENCTBMA C APYrMMU JIeKapCTBEHHbIMMU
npenapaTtamu, KOTOpble MOTYT NPEeACTaBAATb YIPO3Y KU3HU UAM 340POBbI0 YeNoBeEKA MO0 KUBOTHOTO,
a TaKXe 0 HeCoOTBETCTBUM AaHHbIX 06 3 deKTMBHOCTM M 0 Be30MacHOCTM IeKapCTBEHHOIO npenapaTa
LJaHHbIM O NeKapCTBEHHOM rpenaparte, CoAepXKalMMCA B UHCTPYKUMM MO €ero NPMMEHEHUIo, B TOM
ynucne oT YMNOJHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX FrocyAapcTs, 0bMeH KOTOpPOM OCyLlecTBAAETCA B
COOTBETCTBUUN C cornawleHnaAMmmnM mexkay ynosHoOMoOYeHHbIM d)ep,epaanblM OopraHom MUCNOJIHUTENIbHOM
B/1IACTU M YNOJIHOMOYEHHBIMW OPraHaMm WMHOCTPAHHbIX FOCY[APCTB, YNOJHOMOYEHHbIN deaepasnbHbIi
OpraH UCNOJIHUTENbHOM BACTU pacCMaTPUBAET BOMPOC O BO3MOXHOCTU NPUOCTAaHOB/IEHUS 0OpaLLeHns
TaKOro JIeKapCTBEHHOro npenapata B MNopsiake, YCTaHOB/JEHHOM YMOJIHOMOYEHHbIM deaepanbHbIM
OpraHOM MCMOHUTEIbHOM BNaCTM.

2. MNpK HeUcnonHeHUU MAU HeHagNexallem WCMOAHEHUWU aepyKaTensamu WauM Bnagenbuamu
PEerucTpaumnoHHbIX YAOCTOBEPEHUA NEKAapPCTBEHHbIX MpPenapaToB, PUANYECKUMU ANLAMKM, Ha UMA
KOTOPbIX BblAaHbl pa3pelleHnsa Ha NpoBeAeHne KIMHMYECKUX nccneaosaHnii B Poccuitickon degepaumm,
WMAN  YNOJIHOMOYEHHBIMU UMK  APYITMMU  IOPUAMYECKUMM ANLAMU  06A3aHHOCTEN, YCTaHOBAEHHbIX
yactTamu 3 n 4 ctatbu 64 HacTtoAwero PegepanbHOro 3akoHa, AMBO B caydaax npeacTasieHuMs
COOTBETCTBYHOLMM YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM MCNONHUTENIbHOW BAACTU 3aK/OYEHUA O
HeAOCTOBEPHOCTU Pe3yNbTaTOB  KJAMHUYECKOrO WCCAeAOoBaHMA JIEKAapCTBEHHOro npenapata  Ans
MEAULMHCKOrO MNPUMEHEHMA, KOTOPOE OCHOBAaHO Ha pe3y/ibTaTax MPOBEpPKM  MeAMLUMHCKOM
opraHv3aumMy, nNPOBOAMBLUEN YKa3aHHOE K/AMHMYECKOEe MWCCNefoBaHMe C HapyleHUMem MnpaBu
HaZ/exKallen KAMHUYECKOW MPaKTUKK, U NPUBEJIO K MOJIYYEHMIO HELOCTOBEPHbIX pe3yabTaToB, MO0 B
CNly4ae HeBbINOJIHEHUA MpeanucaHusa, BbIAAHHOTO YMOJHOMOYEHHbIM deaepasbHbiM  OpraHoOm
NCMNOJIHUTENbHOM BIACTU MO UTOTAaM OCYLLECTBNIEHUS BbIBOPOYHOTO KOHTPOS KauecTBa IEKAaPCTBEHHOTO
npenapara, YNo/JIHOMOYEHHbIN ¢deaepanbHbli OpraH UCMOJHUTENIbHON B/AacTU B YCTAaHOBAEHHOM MM
nopagKe paccmaTpMBaeT BONPOC O MPMOCTAHOBIEHMM NPUMEHEHWA TaKOTo JIeKapCTBEHHOIO Npenapara.

3. YnonHOMOYeHHbIM ¢depepanbHblii OpraH MCNOAHUTENbHON BNACTU NpU MNPeacTaBAEHUM emy
CBEAEHUI O HECOOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpasBun
Hag/nexallen NpPoOWU3BOACTBEHHOW MPAKTUKM M (MAM) O HapYWEHUW AULEH3UOHHbIX TpeboBaHUM,
KoTopble 6blM BbiABAEHbI B X04e MPOBEAEHUSA MHCMEKTMPOBAHMA MNPOM3BOAMUTENA NEKAPCTBEHHbIX
CPeACTB WAM OCYLECTBNIEHUA /INLLEH3MOHHOTO KOHTpoaa B chepe MNPOM3BOACTBA JIEKAPCTBEHHbIX
CPeacTs U NpPMBEAW MAM MOTYT MPUBECTM K NPOM3BOACTBY /IEKAPCTBEHHbLIX NpenapaTtoB AAaA
MEAMLMHCKOrO NPUMEHEHWA, NPUYNMHMUBLUMX UAWU CMOCOBHbIX MPUYMHUTL BPEL KM3HU UAWN 340POBbIO
rpaskaaH, PacCMaTpMBaET BOMPOC O MPUOCTAHOBNEHMM NPUMEHEHUA JIEKAPCTBEHHbIX MpernapaToB As
MEANUNHCKOTO NPUMEHEHMA B YCTAaHOBNEHHOM MM NOPAAKE B CNEAYIOLLUX CTYYasX:

1) coctae u (MAKM) TeXHONOMMA NPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta Aas MeAuUMHCKOro
npMMeHeHua (C onucaHuem CTaauii MPOM3BOACTBA) OT/IMYAIOTCA OT 3afAB/IEHHbIX B PErmcTpaLmoHHOM
0ocbe;

2)  NeKkapCTBEHHbIM  npenapaT A4Aa  MEeAUUMHCKOTO  NPUMEHEHWA  MpousBedeH  Ha
NPOW3BOACTBEHHOM NNOLWAAKE, HE YKa3aHHOM B PerncTpaLMoHHOM AOCbE;

3) y npousBoaMTEeNs NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT [AOKYMEHTbI, MNOATBEprKAaloLime
COOTBETCTBME KayecTBa /IeKapCTBEHHOro npenaparta Ans MeAMUMHCKOrO NPUMEHEHWUs, BBOAMMOro B
rparkaaHckuii 06opoT, TpeboBaHUAM, yCTaHOB/IEHHbIM MPUY €ro rocy4apCcTBEHHON perncTpaumm;

4) npousBoAMTENEM JIEKAPCTBEHHbIX CPeACTB B  COrMNacoBaHHbIA C  COOTBETCTBYHOLMM
YNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM WUCMOIHUTENbHOM BNACTU CPOK He YCTpaHeHbl HapylleHus
TpeboBaHUI NpaBWU HaA/exallleld NPOMU3BOACTBEHHON MPAKTUKU U (MNK) ANMLEH3UOHHBIX TPeboBaHWiA,
KoTopble 6blAn BbiABAEHblI B X04e MNPOBEAEHUA WHCNEKTUPOBAHWUA MNPOU3BOAUTENA JIeKaPCTBEHHbIX
CPeACTB WM OCYLLECTBNEHMA JIMLEH3MOHHOTO KOHTpoAsA B chepe NPOM3BOACTBA JIEKAaPCTBEHHbIX
CpeacTB U NpUBENN WAM  MOTYyT NPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB ANs
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MeAMLMHCKOrO NPUMEHEHWA, NPUUNHUBLUMX WA CMOCOBHbIX MPUYMHUTL BPEA KU3HU MAN 340POBbIO
rpaskaaH.
(yacTb 3 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

4. YNOoAHOMOYEHHbIN denepanbHblil OpraH WCNOJAHUTENbHOW BAACTU MPU HANUYMM Y HErO
CBELEHWA O HEeCOOTBETCTBMM MPOU3BOAUTENSA JIEKAPCTBEHHbLIX CPeACTB TpeboBaHMAM NpaBuA
HaZ/iexKallei MPOM3BOACTBEHHOW MPAKTUKM U (MIM) O HapPyLUEeHUW JIMLEH3UOHHbIX TpeboBaHUIA,
KoTopble 6blAN BbiABAEHbI B XOA4Ee MPOBEAEHUA WHCNEKTMPOBAHWUA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeACTB WM OCYLLECTBAEHUA JIMLEH3MOHHOIO KOHTPONA B chepe MNPOM3BOACTBA JIEKAPCTBEHHbIX
CPeacTB U NpUBEAN WAM  MOTYT TMNPUBECTUM K MNPOWU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB ANs
BETEPUHAPHOIO NMPUMEHEHUA, NMPUUNHUBLLNX UAWN CMOCODOHDLIX MPUUUHUTDL BPEL, KMU3HU UAU 340POBbIO
YKMBOTHbIX, PAacCMaTPMBAET BOMPOC O MPUOCTAHOBAEHUMU Peanu3aunmn U NPUMeHEHUA NEeKapPCTBEHHbIX
npenapaToB ANs BETEPUHAPHOIO NPUMEHEHUA B YCTaHOBNEHHOM MM NOPALKE B CNEAYIOLLMX CyYasX:

1) coctaB u (MAKM) TEXHONOrMA NPOU3BOACTBA JIEKAPCTBEHHOrO npenaparta A8 BeTepuMHapHOro
npumMmeHeHusa (C onucaHWem cTaguili NPOU3BOACTBA) OTANYAIOTCA OT 3aAB/IEHHbLIX B PErmMCTPaLUOHHOM
[0CbE;

2) NneKkapcTBEHHbI npenapaT AiA  BETEPUHAPHOrO  MNPUMEHEHMA  Npou3BedeH  Ha
NPOM3BOACTBEHHOM MNOLLAAKE, HE YKa3aHHOMN B PerMcTpaLMoOHHOM A0CbE;

3) y npousBoaMTENA NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpXAatolime
COOTBETCTBME KAyecTBa JIEKAPCTBEHHOro npenaparta Al BETEPUMHAPHOro NPUMEHEHWA, BBOAMMOIO B
rparkaaHckuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPU Ero rocyAapcTBEHHOM perncTpaumy;

4) npousBOAUTENEM JIEKAPCTBEHHbIX CPeACTB B  COMMAaCoOBaHHbIA C COOTBETCTBYHOLMUM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM MCMOHUTE/IbHOM BNACTU CPOK He YCTPaHeHbl HapylueHus
TpeboBaHMI NpaBWUA HagNEMKaLLEN NPOM3BOACTBEHHOM NPAKTUKU U (MNK) NNLEH3UOHHbIX TpeboBaHWN,
KoTopble OblAN BbiABAEHbI B XOA4Ee MPOBEAEHUA WHCMEKTUPOBAHWUA MPOU3BOAUTENA NEKAPCTBEHHbIX
CPeacTB WAWM OCYLLECTBAEHUA NULEH3MOHHOFO KOHTpPons B cdepe MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTe U MNpuMBEAW WM MOTYT NPUBECTM K MNPOU3BOACTBY JEKAPCTBEHHbIX MNpPenapaTtoB Ans
BETEPMHAPHOIrO NPUMEHEHUA, NPUYUHUBLUNX UAU CMOCOBHBIX MPUYMHUTDL Bpes, XKMU3HU AN 340POBbIO
HUNBOTHDbIX.

(yacTb 4 BBeaeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-03)

KoHcynbTaHTMAOC: NpyMeYaHme.
C 01.01.2023 cT. 65 gononHAeTcA Y. 5, 6 (P3 0T 27.12.2019 N 475-93).

CraTba 66. MHPopmauua o pesynbTatax GpapmaKkoHap30pa
(8 pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNonHoMoueHHbIn  deaepanbHbli  OpraH  UCMNOMHUTENIbHOM  BIAaCTW,  OCYLLECTBAAIOLMMI
dapmaKoHaa30p, NO ero pesy/bTaTam pasmellaeT Ha cBOeM oduuManbHOM caitTe B ceTn "UHTepHeT"
MHPOPMaLMIO O:

1) BblAB/IEHNN HOBbLIX NOATBEPXKAEHHbLIX AdHHbLIX O No6OoYHbIX AEﬁCTBMﬂX, HeXenartesibHbIX
PeaKUUnAX, CEPbE3HbIX HEMeNaTe/ibHbIX peakuunAax, HenpeaBuUAeHHbIX HeXXelaTe/ibHbIX peakunax npu
npUMeHEHUN NeKapCTBEHHOIO Npenapara, B TOM 4ncne BANAKWKMX Ha OTHOWEHUE ommp,aemoﬁ nonb3bl
K BO3SMOXHOMY PUCKY NPUMEHEHUNA OaHHOIO EKAPCTBEHHOIO Npenapara;

2) NPUHATbLIX peleHnAX O BHeCEHUN N3MEHEeHUN B UHCTPYKLMIO NO NPUMEHEHWNIO IEKAaPCTBEHHOTO
npenaparta, 0 NPUOCTAaHOBNEHUN NPUMEHEHNA NEKAPCTBEHHOIO Npenaparta, 06 U3bATUM U3 O6paLLI,EHMFI
NNeKapCTBEHHOrO Npenaparta nan o BO306HOBNEHUU NPUMEHEHNA NeKapPCTBEHHOIO Npenaparta.
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Fnasa 14. UH®OPMALMNA O IEKAPCTBEHHDbIX MPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
ana MEAUUMUHCKOIo NPUMEHEHUA
(B pea. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHPopmauma O NeKapCTBEHHbIX npenapartax. CUCTeMa MOHUTOPUHIA ABUXKEHUA
JIeKapCTBEHHbIX NpenapaToB 419 MeAULUHCKOro NPpUMeHeHuA
(B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHdopmaums o nekapCTBEHHbIX NpenapaTtax, OTNyCKaemblX MO PeLenTy Ha /SIeKapCTBEHHbIN
npenapar, A0/KHa COAEPXaTbCA TONbKO B CMeLManvM3MpoBaHHbIX M34aHUAX, NpeaHasHaYeHHbIX Ans
MeANUMNHCKUX, dapMaLeBTUUYECKMX paboTHMKOB, cneuunanmcTos B ob6actu BeTepuHapun. MHbopmaums
O /IeKapCTBEHHbIX NpenapaTax Ana cneuvannctoB B 06n1acTM obpalleHMAa NeKapcTBEHHbIX CpeacTts
MOMeT coAepsKaTbcA B MOHOrpaduax, CnpaBoYHUKAX, Hay4HbIX CTaTbAX, B AOKNafax Ha KoHrpeccax,
KOHObepeHUMsAX, CMMNO3MYyMax, HayyHblX COBETax, a TaKXe B WHCTPYKUMAX N0 NPUMEHEHUIo
NleKapCcTBEHHbIX NpenapaTos.

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

2. MHdopmauma o NeKapcTBeHHbIX npenapaTtax, OTnycKaemblx 6e3 peuenta Ha NeKapCTBEHHbI
npenapaTt, MOET COAEep)KaTbCA B MyOAMKAUMAX M OOBABAEHUAX CPeAcTB MaccoBOM WHPopmauuu,
cneunannsnpoBaHHbIX U 06LLI,VIX nevyaTHbIX U3A0aHUNAX, UHCTPYKUUNAX MO NPUMEHEHUNID NeKapCTBEHHbIX
NpenapaToB, UHbIX U34aHUAX CYOBEKTOB 06paLLEHMA IEKAPCTBEHHbIX CPeacTB. PeknamHble maTepuansl
O NEeKapCTBEHHOM MpenapaTte, OTnyckaemom 6e3 peuenTa Ha JIeKapCTBEHHbIA Npenapar, AOJKHbI
COOTBETCTBOBATb MHCTPYKLUMU MO NPUMEHEHMIO IEKAaPCTBEHHOTO NpenaparTa.

3. JlonyckaeTcs MCMnonb30BaHWe o6bIX MaTepuanbHbIX HOCUTEsIe, MO3BOAIOWMNX XPaAHWUTD,
nepegasaTb U UCNOJIb30BaTb MHMOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHus.

4. [na ueneit MAEHTUOMKAUMM YNAKOBOK JIEKAPCTBEHHbIX MpenapaToB An8 MeAUUMHCKOro
NPMMEHEHNA MPOU3BOAUTENN NIEKAPCTBEHHbIX CPeACTB B NoOpAAKe, YCTAaHOBAEHHOM [1paBUTeNbCTBOM
Poccuitckolt deaepaumm, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLWEHWW NeKAPCTBEHHbIX NpenapaTos
AN MeAUUMHCKOTo NPUMEHEHUS, AN KOTOPbIX He NpeaycMoTpeHa BTOpUYHasA YNaKoBKa) U BTOPUYHYIO
(noTpebutenbcKyo) ynakoBKY NeKapCTBEHHbIX NPenapaToB A8 MeAULMHCKOro NpUMEHEHUA CpeacTsa
MAEHTUOMKALMN, 33 MCKIOYEHMEM JIEKAPCTBEHHbIX MNPEenapaTtoB A48 MeAMUMHCKOrO NpUMEHEHMUS,
NPoOu3BOAUMBIX 41A NPOBEAEHUA KANHUYECKUX UCCNea0BaHMIA, SKCMOPTA, NEKAPCTBEHHbIX NpenapaTos
ONA MEeOULUMHCKOIO NMPUMMEHEHMA, YKa3aHHbIX B 4YacTAx 5 u 8 ctatbm 13 HactoAwero PepepanbHoOro
3aKOHa, paaModapmMaLLEBTUYECKMX NIEKAPCTBEHHbIX MPEnapaToB, MUABOK MEAMUMHCKUX W ra3oB
MeANLMUHCKUX.

(yacTb 4 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3 (pea. 27.12.2019))

5. XapaKTepucTuKM cpeactBa MAeHTUIMKaLMKM, MNOPALOK ero HaHeceHua U TpeboBaHus K
CTPYKTYpe n dopmaty MHPopmMaLmn, KOTOPYH COAEPHKUT CPeACTBO MAeHTUdMKAUUKM, OnpesenatoTca
Mpasutenbctsom Poccuiickon ®egepaymn.

(yacTb 5 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

6. [lopAadoK co3gaHuA, pPasBUTUA, BBOAA B 3KCMAyaTauuio, 3KCnayatauMuM M BbiBOAA U3
3KCN/yaTauum CUCTEMbI MOHWMTOPMHIA ABUMKEHMA NEeKAapPCTBEHHbIX MpenapaTtoB A4 MegUUMHCKOro
NPMMEHEHWA, MOPALOK MpeaocTaBnAeHus uHopMaUMKM, codeprKallerca B CUCTEME MOHWUTOPMHrA
ABVXKEHUA NIeKapCTBEHHbIX NPEenapaToB 419 MeAULMHCKOrO NPUMEHEHUA, U MOPALOK B3aMMOAENCTBUSA
YKa3aHHOW CUCTEMbl C  MHbIMW  TFOCYAAPCTBEHHLIMM  MHOOPMALMOHHBLIMA  CUCTEMAMU U
MHPOPMALMOHHBIMU  CUCTEMAMW  IOPUANYECKMX UL, W UHAMBUAYANbHbLIX NpeanpuHMmaTtenei,
yKasaHHbIX B yYactax 7 u 10 HacTosAwel cTaTbW, ycTaHaeauBatotcAa [paBuTenbctBom Poccuiickoi
denepauyn. OnepaTopamy CUCTEMbI MOHWUTOPUHIA ABWMKEHWA JIeKapCTBEHHbIX MpenapaToB /s
MeAMLMHCKOrO MpUMEHeHUs ABaatTca denepanbHbli OpraH WCNOJNIHUTENIbHOW BAactu U (uaum)
OpraHun3aumsa, ynonHomoueHHble Mpasutensctsom Poccuiickol depepaumm.
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(yacTb 6 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpunanyeckme nmua N MHANMBUAYabHbIE NPEANPUHMMATENMN, OCYLLECTBAAIOLME NPON3BOACTBO,
XpaHeHne, BBO3 B Poccuickyto ®Pepepaumto, OTMNYCK, peanmMsaumio, nepegady, nNpuMMeHeHWe u
YHUUTOXKEHNE NeKapPCTBEHHbIX NPenapaToB 418 MeAMLUUHCKOro NpMMeHeHus, obecnevymBaloT B NopsaaKe
M B COCTaBe, KOTOpble YycTaHOBAeHbl [lpaButensctBom Poccuitckon Pepepaumm c ydyeTom BMAA
OCYLLEeCTBNIAEMON UMM AeATesIbHOCTH, BHeceHne WMHGOPMaLMM O NEeKAPCTBEHHbIX npenapaTtax Ans
MEAUUMHCKOTO MPUMEHEHMA B CUCTEMY MOHWUTOPMHIA ABUMKEHUA JIEKAPCTBEHHbLIX MNpenapaTtos Ans
MeANUMHCKOro NpMMeHeHUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKoHOM oT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble npenapaTtbl A8 MeAWUUHCKOrO MNpUMEHEeHUsi, npegHasHayeHHble A
obecneyeHuns nuu, 60/bHbIX remoduaneint, MyKOBMCLMA030M, TMNOPU3aPHbIM HAHU3MOM, 60NE3HbLO
lowe, 310KayecTBEHHbIMU HOBOOOPa3oBaHMAMU NUMIOMAHON, KPOBETBOPHOM W POACTBEHHbLIX UM
TKaHeWl, pacCesHHbIM CKJepo30M, /ML, Nocne TPaHCNAaHTaUMM OpraHoB U (MaM) TKaHew,
npoussegeHHble A0 31 pekabpsa 2019 roga, a TaKXKe WHble J/IEKAapCTBEHHble npenapaTbl Aas
MeAULMHCKOTo NnpumeHeHuna, npomnssegeHHble go 1 nona 2020 roga, noanexaT XpaHeHUIO, NepeBo3Ke,
OTMYCKy, peanusaumu, nepesayde, NpuMeHeHnto 6e3 HaHeceHus cpeacTB MAEHTUDMKALMN 40 UCTeYeHUA
CcpoKka ux rogHoctu. MpasuTtenbcTBo Poccuitickot Peagepaumm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B
rpa*kaAaHCKMM 060POT NEKAPCTBEHHBIX NPENaAPATOB A1 MEANLMHCKOrO NPUMEHEHUA, MPOU3BEAEHHbIX B
nepuog, ¢ 1 mona 2020 roga no 1 oktabpsa 2020 roga. B uensx BBOAa B rpaxAaHCKU obopoT
JNIeKapCTBeHHbIe nNpenapaTtbl A8 MeAMUMHCKOrO MPUMEHEHMA, 33 WMCKAYEHMEM JIEKAPCTBEHHbIX
npenapaTtos, NpeAHasHayeHHbIXx Ana obecnedyeHua nuu, 60abHbIX remoduanen, MyKOBUCLUAO30M,
rmnodusapHbIM HaHM3MOM, bonesHblo lole, 310KaYecTBEHHbIMWM HOBOOOPa3oBaHUAMKN AMMPOUIHOMN,
KPOBETBOPHOM M POACTBEHHbLIX MM TKAHEW, PACCeAHHbIM CKNEPO30M, /UL, MOCAe TPaHCNAAHTALUK
opraHoB U (UnK) TKaHel, NpousBeaeHHble 3a nNpegenammn Tepputopumn Poccuiickon Pepepaunn o 1
oKTA6pAa 2020 roga, moryT 6bITb BBE3eHbI B Poccuiickyto deaepaumio oo 1 aHeapa 2021 roga B nopaakKe,
ycTaHoBneHHoM MpaButenbcTeom Poccuiickon deaepaunm, 6e3 HaHeceHUs CpeacTs NaeHTUGUKaUUK.

(8 pea. PepepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, ot 13.07.2020 N 206-D3)

8. OpraHusauma WHPOPMALMOHHOIO B3AMMOLENCTBUA CUCTEMbI MOHUTOPMHIA  ABUMKEHMUA
JIeKAPCTBEHHbIX MpenapaToB Aaa MEeSULUMHCKOTO MPUMEHEHMA C  WMHLIMW  FOCYAapPCTBEHHbIMM
MHPOPMALMOHHBIMK  cUCTEMaMK  obecrneymBaeTca B TOM YMCAE MOCPEACTBOM WMHPPACTPYKTYpPSI,
obecneunsatowen MHGOPMALNOHHO-TEXHOIOTMYECKOE B3aMMOLENCTBME WMHPOPMALMOHHBIX CUCTEM,
MCMO/Ib3YeMbIX A8 NPefOoCTaBNEHUA TOCYAAPCTBEHHbIX M MYHUUMMANbHBIX YCAYT U WUCTMOJIHEHUSA
rocy4apCTBEHHbIX U MYHULMNANbHbBIX GYHKUWUI B 3NEKTPOHHON popme.

(yacTb 8 BBeaeHa PenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. O6wepocTynHaa WHbOpMALMA, coLep:Kaadaca B CUCTEME MOHUTOPUHIA  OBUNKEHUA
JIeKapCTBEHHbIX MPEenapaToB ANA MEAMUMHCKOTO MPUMEHEHMUA, pasmellaeTcd B MHPOPMaLMOHHO-
TeNIEKOMMYHUKAUMOHHOU ceTu "MHTepHeT" (B TOM uucne B popmMe OTKPbITbIX AaHHbIX) B MOPAAKE,
ycTaHoB/eHHOM MpaBuTenbcTteom Poccuiickoit deaepaumu.

(yacTb 9 BBeAaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. NpownsBoguTeENN NeKapcTBEHHbIX CPEACTB NOAyYatOT COAEP KALLYIOCA B CUCTEME MOHUTOPUHTa
OBUXKEHMA NIEKapCTBEHHbIX NPEnapaTtoB AAA MeAULMHCKOrO NpMMeHeHUA MHPOpMaLUMIo O Cepusax U
NapTUAX NEeKapCTBEHHbIX NPenapaTos, NPOU3BOANUMbIX UMW U HAXOAALWMXCA B rpaxKaaHCKom obopoTe B
Poccuitckoit Pepepaunn, 6e3so3mesgHo.

(yactb 10 BBeaeHa PegepanbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

11.3a npon3soAacTBoO UM NPOAAXKY JIEKAPCTBEHHbIX NpenapaTtoB Ana megnumnHCKoro npumeHeHunA
6e3 HaHeceHuA cpencrte I/I,EI,EHTMd)I/IKaLI,MM, C HapyweHnem yCTaHOBNEHHOINo nopAagKa Mx HaHecCeHuA, a
TaKXe 3a HecBoeBpemMeHHOE BHeCeHMEe OaHHbIX B CUCTEMY MOHUTOPUHIA OBUMEHUA NEKAPCTBEHHDbIX
npenapatos And MeaguumumHCKoOro npumeHeHmAa wanm BHeCeEHME B Hee HeAOCTOBEPHbIX AdaHHbIX
ropuagnyveckme nnua U nHamsuagyanbHble npegnpuHUMaTeEIM, YKa3aHHble B 4acCTAX 4 n7 HaCTOHU.LeVI
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CTaTbW, HECYT OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKOHOoAaTenbcTBOM Poccuiickoit dPeaepaumn.
(yacTb 11 BBeAeHa GeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

12. MpasutenbctBo Poccuitickoit Pepepaunmn BnpaBe YCTaHOBUTb OCOBEHHOCTM BHeApeHWUA
CUCTEMbI MOHUTOPMHIA ABUMEHWUS NEKAPCTBEHHbIX MPEenapaTtoB AN MeAMLMHCKOro NpUMEHeHMUs,
BK/IIOYAA CPOKM €ee BHeApeHWs, B OTHOLWIEHWW JNIEKApPCTBEHHbIX MNPEnapaToB Aas MeLMULMHCKOro
NPUMEHEHNA, BK/IOYEHHbIX B MNepeyeHb XKU3HEHHO HEOOXOAMMbBIX M BaXKHEWLWMX NEeKAPCTBEHHbIX
npenapaToB, /EKAPCTBEHHbIX MPENapaToB, MpeAHa3Ha4YeHHbIX AnAa obecneyeHna nuy, O60ONbHbIX
remoopuanen, MyKoBuCUMZO030M, TMNOPU3aPHbBIM HAHU3MOM, 60ne3Hbio [owe, 3/10KaYeCTBEHHbIMM
HOBOOOPa30BaHNAMWU NMMPONAHON, KPOBETBOPHOM M  POACTBEHHbLIX MM TKaHeW, pacCeAaHHbIM
CKNepo30M, /ML, Nocae TPAHCMNAAHTaLMM OPraHoB M (MAKM) TKAHEM, MHbIX NEeKAapPCTBEHHbIX NPenapaTos
ONA MeANLMHCKOTO NPUMEHEHUA.

(yacTb 12 BBEAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

FnaBa 14.1. OFTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWN, OCYLLLEECTBNAIOLLUE AEATE/NIBHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa degepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusa, HaNaraemble NpPU OCYLLEeCTBNEHUUN p[eATeNnbHOCTU B cdepe
obpaleHus neKapcTBeHHbIX CPeACTB

1. OpraHusaumu, 3aHumatloulmecs pas3paboTKoi, npoussoacTBOM W (MaKM) peanusaumen
NIeKapCTBEHHbIX MPenapaTos AaA MeAMLMHCKOro NpMmeHeHus, opraHusaumm, obnagatowme npasamm
Ha WCMNO/b30BaHWE TOProBOr0 HaMMEHOBAHMA JIEKapCTBEHHOro npenapata 414 MeAMUMHCKOro
NPUMEHeHNA, OpraHM3aLmm ONTOBOM TOProB/IN NEKAPCTBEHHbLIMM CPeACTBaMMU, anTeyHble opraHn3auum
(Mx npeactaBmTenn, UHble GU3NYECKME M IOPUANYECKME N1LE, OCYLLECTBAAIOLLME CBOKO AEATENbHOCTb OT
MMEHM 3TUX OPraHn3auunii) B OTHOLIEHUU MEANUMHCKMX PabOTHUKOB M pyKoBoAUTENEl MeaNUMHCKUX
opraHu3sauuii He Bnpase:

1) BpyyaTb NOAAPKM, BbINAAUNBATb AEHEMXHbIE CPEACTBA (33 UCKNOYEHMEM BO3HArpaykAeHWn no
AOroBopam nNpu NPOBEAEHUWN KAMHUYECKMX UCCNeAOBaHWM NEKapCTBEHHbIX NpenapaToB  Ans
MEAMLMHCKOrO MPUMEHEHMUA, BO3HArparKAeHW, CBA3AHHbLIX C OCYLLECTBAEHUMEM MEANUMHCKUM
pPaboTHMKOM NeaarorMyeckoi 1 (Mam) HayyHon AeATeNbHOCTK), B TOM YMC/Ie ONaunBaTh pasB/iedyeHus,
OTAbIX, NPOE34 K MeCTy OTAbIXa, a TaKXKe NPUBAEKATb K y4acTUIO B Pa3B/ieKaTe/IbHbIX MepPonpUATUSAX,
NPOBOAVMBIX 33 CHET CBOMX CPEACTB;

2) 3akaoyaTb CcorfalleHnsa O Ha3HaYeHWW UKW PeKoOMEeHZAUMKM NauMeHTamM JIeKapCTBEHHbIX
npenapaTtoB A4 MeAWMLMHCKOrO MNPUMEHEHMA (33 WCK/IOYEHWMEM [OroBOPOB O MPOBEAEHUU
KMHUYECKUX UCCe0BaHUI IeKapCTBEHHbIX MPenapaTos 419 MeANUMHCKOTo NPUMEHEHNA);

3) npesoctaBnATb 06pa3ubl SIeKAPCTBEHHbIX NPenapaToB ANA MEeAMLMHCKOro MpUMeHeHuUs B
Lenax BPyYEHMS MNaumeHTam (3a WMCKNOYEHMEM C/ly4yaeB, CBA3AHHbLIX C MPOBEAEHMEM KAUHUYECKUX
nccnefoBaHWiA 1EKaPCTBEHHbIX NPenapaToB A8 MeAULMHCKOrO NPUMEHEHNA);

4) npefocCTaBNATb HEAOCTOBEPHYD W (MAKW) HENnoNHyl MHOOPMALMIO O NEKAPCTBEHHbIX
npenapartax 414 MeAMLMUHCKOro MPUMEHEHUS;

5) nocewatb UX B pa6oqee Bpema Ha pa6oqu MecCTaX, 3a UCKNKDYeEHNnEM Caiy4aeB, CBA3aHHbIX C
nposeaeHnemM  KANHUYECKUX MCC}'Ie,EI,OBaHVIﬁ NEKapCTBEHHbLIX nNpenapatoB 4a4 MeAUUNHCKOrro
npnmeHeHunA, ¢ ydactmem B nopAagke, yCtaHOBJIEHHOM pyKoBOOUTENEM MEAMLLMHCKOVI opraHunsauuu, B
C06paHMﬂX MeONULLUHCKNX paGOTHl/IKOB M UHbIX MEPONPUATUAX, HAMPABJ/IEHHbIX Ha NOBbIWEHNE WX
I'IpOd)ECCMOHaJ'IbHOI'O YPOBHA UM Ha NnpenocraBieHue MHd)OpMaLI,VIM, CBA3AHHOM C ocyuwecrtsaieHmnem
MOHUTOPUHIa 6esonacHoCTH NEKAPCTBEHHbIX NPENapaTos,
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6) NOB6Y»KAaTb K BbIMMUCbIBAHUIO IEKAPCTBEHHBIX NMPENapaToB AN MeAULMHCKOIO NMPUMEHEHMUA Ha
61aHKax, codeprKawmx MHGOPMaLMIO PEKNaMHOIO XapaKTepa, a TaK:Ke Ha peuenTypHbiXx 6aaHKax, Ha
KOTOPbIX 3apaHee HameyaTaHO HaMMeHOBaHME /NEeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro
NPUMEHEHNA.

2. OpraHu3aumm, yKasaHHble B ab3aue nepsBom Yactv 1 HacToAlen cTaTbM, U UX NpPeacTaBUTeNN B
OTHOLWEHUM bapmaLeBTUYECKMX PAaDOTHMKOB M pYKOBOAUTENEM anTeYHbIX OpraHM3aLMii He BNpaBse:

1) Bpy4aTb NOZapPKK, BbINJIa4YMBaTb AEHEKHbIE CPEACTBA, B TOM YMC/Ie OMAaYMBaATb Pa3B/ievYeHms,
OTAbIX, Mpoe3n K MeCTy OTAblXa, W NpWBAEKaTb K Yy4acTUO B pPa3B/eKaTeNbHbIX MEepPOonpUATUSX,
NPOBOAMMBIX 33 CHET CBOUX CPEACTB;

2) npeaocTaBnATb 06pasLpbl SIEKAPCTBEHHbIX NPENnapaToB AN MEeAMUMHCKOTO NPUMEHEHUa ans
BPY4YEHUA HaceneHuIo;

3) 3aknwuaTb COrnalleHus o MPeasioXKEeHUM HaceNneHuo onpeaeneHHbIX JIeKapCTBEHHbIX
npenapaTtos A1A MeAULMHCKOro NPUMEHEHUS;

4) npeaocTaBNATb HEAOCTOBEPHYD U (MAKN) HEMnoAHYH UHPOPMALMIO O JIeKapCTBEHHbIX
npenapaTtax 418 MeAMLMHCKOro NMPUMEHEHUA, B TOM YUC/Ie MMEIOLMX OAMHAKOBOE MeKAyHapoaHoe
HenaTeHTOBaHHOE HauMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K OpraHusauMmM M NPOBEAEHUI0 HAYYHbIX MEPONPUATUIA, MHDbIX
MeponpuUATUA, HanpaBAeHHbIX Ha MNOBbllWeHNe nPodecCUOHANbHOIO YPOBHA MEAULMHCKUX
pPaboTHUKOB MM Ha NpepocTaBieHMe UHPOPMALUU, CBA3AHHOM C OCYLLECTB/IEHUEM MOHUTOPUHrA
6e30nNacHOCTM IeKapCTBEHHbIX NPenapaTos

1. Mpu NnpoBeaeHMN HayUYHbIX MEPONPUATUM, NHBIX MEPONPUATUIA, HaNpPaBAEHHbIX HAa NOBbIWEHME
NPo¢dEeCcCMOHaNbHOTO YPOBHA MEAMUMHCKUX PabOTHMKOB WAW Ha NpPefocTaBieHMe CBA3aHHOW C
OCYLLECTB/IEHMEM  MOHWUTOPWMHra  6E30MacHOCTM  JIEKAapCTBEHHbIX  NpenapatoB  MHbopmaumuy,
OpraHM3yeMbIX OpraHuM3auMsamM, yKa3aHHbIMM B ab3aue nepBom 4vactu 1 crtatbu 67.1 Hactoawero
depnepanbHOro 3aKoHa, MX MpeacTaBUTeNaMU U (MAK) PUHAHCUMPYEeMbIX 3a CYET CPeacTB 3TUX
OpraHusaumMin u uX npeacTaBuTenei, 3anpewaeTca MPenATCTBOBATb Y4acTUIO B YKa3aHHbIX
MEepPONPUATUSAX MHbIX OPraHU3aLMi, KOTOPble NPOU3BOAAT MM PEaNIU3YOT NeKAPCTBEHHbIE NpenapaThbl
AN MeAMUMHCKOTO MPUMEHEHUS CO CXOXMM MeXaHM3MoM dapmaKoaornyeckoro aencreus, aAnbo
€034aBaTb AMCKPUMMMHAUMOHHbIE YCNAOBUA [AA OAHWUX YYAaCTHMKOB MO CPAaBHEHUID C ApPYrumu
YYaCTHUKaMM1, @ UMEHHO:

1) npeaocTaBAATb PA3INYHOE KONMYECTBO BPEMEHU ANA BbICTYMNIEHWUI YH4aCTHUKOB, pasinyHble No
pasmepy 3aHMMaeMol NaoWwaam MecTa A48 AEMOHCTPaUMK 06pasLLoB NeKapCTBEHHbIX NpenapaToB ANA
MEAMLMHCKOrO MPUMEHEHUS WAM  PEKNaMHbIX MAaTEPUANOB O JiIeKapCTBEHHbIX Mpenapatax Aans
MEeAMLMHCKOro NPUMEHEHMA Ha 3KCMO3NLMAX, CTEHAAX, 38 UCKNIOYEHMEM CYYaEB, eC/IM TaKUe yCI0BUA
3aKpenneHbl B COrNAaLWEeHUAX 3TUX OpraHM3auui, Ux npeacrasuTesnie o GUHAHCUPOBAHMM YKA3aHHbIX
MepOonpUATUIA U 06YCNOBAEHBI PA3IMYHBIMM 3aTPaTaMM YYaCTHMKOB HA UX OpraHM3aLMIo;

2) ycTaHaB/AMBaTb pa3smep B3HOCA ANS YYAaCTHMKOB MEPONPUATMI, yKasaHHbIX B ab3aue nepsom
HacToALLEeN YacTW, MPEBbLILAOLMIA CYMMY 3aTPAT HA OPraHM3aLMI0 YKa3aHHbIX MEPONPUATUIA U BeAYLLUIA
K He0B6OCHOBAaHHOMY OFPaHUYEHMIO YMC/IA UX YYACTHUKOB.

2. OpraHu3aumn, yKasaHHble B ab3ale nepBom Yactm 1 ctatbu 67.1 HacToswero desepanbHoro
3aKOHa, UX NPeACTaBUTENN, OCYLLECTBAAIOLLINE OpraHM3aumio U (Mam) GUHaHCUPOBAHWE MEPONPUATUNA,
YKa3aHHbIX B YacTh 1 HacToALEelN cTaTbM, 06A3aHbI 06ecneynBaTb JOCTyN K MHGOPMaL MM O AaTe, MecTe U
BPEMEHN MPOBEAEHUA YKA3aHHbIX MEPOMNPUATUI, NAAHaX, MNPOrpamMmax MPOBEAEHUA YKa3aHHbIX
MEPONPUATUI N TEMAX, NIAHUPYEMbIX ANA PACCMOTPEHMUA, COCTABE UX YYAaCTHUKOB MYTEM Pa3MELLEHMA
COOTBETCTBYHOLLEN MHOOPMALMM HA CBOMX ODULMANbHBIX CaiiTax B ceTn "UHTepHeT" He nosaHee AByX



mecaues A0 Ha4vana npoBeaeHnA YKa3daHHbIX MEpOI'IpMFlTVIVI.

3. NHpopmauma o npoBeaeHUN MepPOoNnpPUATUIA, YKa3aHHbIX B 4acTU 1 HAcToAWEeN CTaTbW, B CPOK,
YCTQHOB/IEHHbIN YacTblo 2 HACTOALWLEM CcTaTbM, AO/KHA ObiTb HanpasneHa B ¢denepasbHbI OpraH
WUCMOJIHUTE/IbHOM  BAAaCTW, OCyLecTBAAOWMA  GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3[paBOOXPaHEHMA, A1A NOCAEAYIOLEro pPasMeLLeHna ee Ha opuLMaibHOM caliTe 3TOro opraHa B CeTu
"MHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLWIEHUE 3AKOHOATE/IbCTBA
POCCUIACKOMN ®EAEPALIMM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEOA, NPUMUHEHHOIO 340POBbLIO FrPAXKAH
BCNEACTBUE MPUMEHEHNA NEKAPCTBEHHbIX NMPEMNAPATOB

CtaTba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHopgatenbcrBa Poccuiickoit depepauun npm
obpalLeHUn NeKapCTBEHHbIX CPeaCcTB

1. HapyweHue 3akoHogaTenbctBa Poccuiickont degepaumm npu obpalleHUM NeKapCTBEHHbIX
cpeacTte BnedyeT 3a coboli OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuickol
depepauun.

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

2. 3a HenpeacTaBNeHWE WKW HeECBOEBPEMEHHOoe MnpeAacTaBaeHue WHpopmaumm U (Mau)
JOKYMeHTOoB nMbo  npeacTaBAeHWE  HeAoCTOBEPHbIX  MHpopmauum U (MAK)  OOKYMEHTOB,
NpPeaycMoOTPEHHbIX HacToAwmum ®PeaepanbHbiM  3aKOHOM, Cyb6beKTbl 0bOpaLLeHUs NeKapCTBEHHbIX
CpPeacTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM € 3aKOHOAATENbCTBOM Poccuitckoin Pepepaumm.

(yacTb 2 BBeaeHa PenepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BosmelwieHue Bpeaa, NPUYNHEHHOTO 340pPOBbLIO rpaxAaadH BCcieacTtene NnpmMmeHeHua
NeKapCTBEHHbIX Npenapartos

1. NponssBoguTenb seKapCTBEHHOro npenaparta 06a3aH BO3MECTUTb Bpea, I'IpVIHMHE‘HHbIVI
340pOBbLIO rpa*KaaH Bcneancrtene npuMmeHeHMA NeKapCTBEHHOIO nNpenaparta, eC/iM A0Ka3aHO, YTO:

1) nexkapcTBEHHbIN NpenapaTt NPUMEHSICA MO Ha3HAYeHWIO B COOTBETCTBUU C WHCTPYKUMEN no
MPUMEHEHWIO NIeKapCTBEHHOTrO MpenapaTa U NPUYMHON Bpena ABM/ICA BBOJ, B FpaKAaHCKUi obopoT
HeA06pOKaYeCcTBEHHOTO IEKAPCTBEHHOrO NpPenapara;

2) Bpen, 340POBbIO MPUYMHEH BCAeACTBME HEeAOCTOBepHOW MHOOpMaLMM, coaeprKalieics B
MHCTPYKUMM N0  MNPUMEHEHUI0  JIEKapCTBEHHOro  npenapaTta, W34aHHOM  npousBoguTenem
NleKapcTBEHHOTro npenapara.

2. B cnyyae, ecnn Bped 340p0OBbIO FPpaXkaaH NPUYMHEH BCAeACTBME NPUMEHEHNA IeKapCTBEHHOTO
npenapara, NpulleAWero B HErOAHOCTb B pe3y/ibTaTe HapyleHMA NPaBua XPaHEeHWA NeKapCTBEHHbIX
CpeacTs, NpaBMA ONTOBOM TOProB/M JIEKAPCTBEHHbIMU NpenapaTamu, NPaBua OTMNYCKa IeKapCTBEHHbIX
npenapatos, MNpasBu/i W3roTOBAEHMA W OTMYCKa /ieKapCTBEHHbIX NpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNACTCA COOTBETCTBEHHO OpraHM3auuelt ONTOBOM TOProB/AWM JIEKaPCTBEHHbIMU CpPeacTBamM,
anTeyHoW opraHusaumein, UHAMBUAYANbHbIM MpeanpUHUMaTENEM, WUMEOWUMN  IULEH3NIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb UAU NINLEH3UIO Ha MEeAMUMHCKYI0 OeATe/lbHOCTb, MeAULMHCKOMN
OopraHusaumein, MMelowen nNnULeHsuto Ha GapmMaLeBTUUYECKYIO AeATeNbHOCTb (ee 060C06aeHHbIM
nogpasgeneHvem (ambynatopueit, benbalepcknm U GpenbalepcKo-akyWepcKMM MyHKTamMmM1, LEeHTPOM
(oToeneHunem) obuwent BpayebHol (cemeltHOM) NPaKTUKKM), PACMONOMKEHHbBIM B CE/IbCKOM HaceneHHOM
NYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHvM3aums), AONyCTUBLUMMW NPOAANKY WM OTMYCK TaKoro
JleKapCTBEHHOro npenapara.

(B pen,. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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3. BosmeuweHue Bpeaa, MNPUYMHEHHOrO 340POBbID rParKAaH BCAeACTBME NPUMEHEHUs
JIeKapCTBEHHbIX MPenapaTtoB WUAM COBEepLUEeHUs NPOTUBOMPABHbLIX AENCTBUIM cybbeKkTamn obpalleHusa
JIeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B COOTBETCTBUMM C 3aKOHOAATE/NbCTBOM PoccuiicKoi
depepaunn.

nasa 16. 3BAK/TIOMUTE/IbHBIE MOJIOXKEHNA

Ctatba 70. O NnpuU3HaHUKM YTPATUBLLMMM CUY OTAE/IbHbIX 3aKOHOAATE/IbHbIX AaKTOB (N0JI0XKeHUiA
3aKOHoAaTebHbIX aKToB) Poccuiickoit ®epepauyum

MpW3HaTb yTPATUBLIMMM CUNY:

1) ®epepanbHbIi 3aKoH oT 22 nioHsA 1998 roaa N 86-93 "O nekapcTBeHHbIX cpeacTsax” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaunm, 1998, N 26, cT. 3006);

2) depepanbHbIi 3aK0H OT 2 AHBapa 2000 roga N 5-d3 "O BHeCEHUU U3MEHEHUA U AOMNONHEHUI B
depnepanbHbin 3aKoH "O nekapcTBeHHbIx cpeacteax”" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoi
depepaunu, 2000, N 2, cT. 126);

3) ctaTtblo 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeCEHMU U3MEHEHUI U
OOMNOJIHEHUIM B HEKOTopble 3aKoHoZaTesbHble aKTbl Poccuiickoit depepauumn B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O AMUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-$3 "O BHeCEHUU U3MEHEHUI U
OONONHEHUI B HEKOTOPbIE 3aKOHOZATeNbHble aKTbl Poccuiickon Pepepaunn, NpU3HaAHUKU YTPATUBLLMMMU
CWUNY OTAENbHbIX 3aKOoHOAaTesbHbIXx aKToB Poccuitckor ®depepaumn, NpenocTaBNeHUM OTAENbHbIX
rapaHTUi COTpyLHMKaM OPraHOB BHYTPEHHWUX A€/, OPraHOB MO KOHTPOAO 33 060POTOM HaPKOTUYECKMX
CPencTB U NMCUMXOTPOMHbLIX BELLeCTB M ynpasgHAemblx ¢pefepasibHblX OpraHOB HaJIOrOBOM MOAMUMKU B
CBA3M C OCYLLECTB/NIEHMEM MEpP MO COBEPLUEHCTBOBAHMUIO rocyAapcTBeHHOro ynpasaeHusa" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaunu, 2003, N 27, c1. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-$3 "O BHeceHUU U3MEHEHMUIA
B 3aKOHoOAaTesbHble aKTbl Poccuiickoi Pepepaumm M NPU3HAHUM YTPATUBLLUMMMU CUNY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3U € NpuHATMEM PepepasnbHblX 3aKoHoB "O
BHECEHUU M3MEHEHUI U AononHeHwun B PepepanbHblil 3akoH "O6 06WMX NPUHLMNAX OpraHU3auuu
3aKOHOAATe/IbHbIX (NPeacTaBUTENbHBIX) M UCMOJHWUTE/IbHBIX OPFraHOB  FOCYAAPCTBEHHOW BAACTM
cybbektoB Poccuiickon ®depgepaumn” un "O6 obWMX NpPUHUMNAX OpraHM3auuMM  MECTHOro
camoynpasneHua B Poccuiickoit depepaunn” (CobpaHue 3akoHomaTenbcTBa Poccuitckolt deaepauumy,
2004, N 35, cT. 3607);

6) cTaTbio 28 deaepanbHoro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBegeHUM B AeUCTBUE
yacTn veTBepToi [parKaaHcKoro Kogekca Poccuiickon depepaummn” (CobpaHue 3akoHoaaTeNbCcTBa
Poccuitckoit depepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero ®PepepanbHOro 3akoHa

1. Hactosawumit PepepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. ﬂeKapCTBEHHbIe cpeacrtea, 3aperncTtpupoBaHHble 00 AHA BCTYynJIeEHMA B CUY HaACToAWEero
(Dep,epaanoro 3adKOHa, NoanexaT BK/IIDYEHUIO B TOCYyAaPCTBEHHbIE PEeECTPbl NEKAPCTBEHHDBIX CpeacTs C
BHECEHMEM YKa3aHHbIX B 4acCTh 1 cratbu 33 HacToAwero CDep,epaanoro 3adKOHa CBGAEHMD’I 06 3Tnx
NEKapPCTBEHHbLIX CpeacrBax 6es npoxoxgeHna BHOBb npoueaypbl FOCY,EI,apCTBEHHOﬁ perncrpaumnn
NNEeKapCTBEHHbIX NMPenapaTos.
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3. l'ocypapcTBeHHan PerucTpaums 1eKapcTBEHHbIX NPenapaToB, 33 UCKAOYEHMEM JIEKAPCTBEHHbIX
npenapaTtoB AA8 MeAMUMHCKOTO NPUMEHEHUA, NPeACTaBAEHHbIX Ha YKa3aHHY0 peructpaumio 4o AHA
BCTYyMN/IeHNA B cuAy HacToswero ®eaepanbHOro 3aKoHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLUM
denepanbHbIM 3aKOHOM Ha OCHOBAHWWM AOKYMEHTOB M AaHHbIX, MPeACTaBAEHHbIX A0 AHA BCTYN/AeHUA B
cuny Hactoswero PeaepanbHOro 3akoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

3.1. TlocypapctBeHHasa perncrpauma NIeKapCTBEHHbIX NpenapaTtoB Ana  MegUUUMHCKOro
npMMeHeHWAa, MpeacTaBAeHHbIX Ha rOCYAapCTBEHHYIO perucTpauuio A0 AHA BCTyNAeHuAa B Cuay
HacToawero ®PefepanbHOro 3aKOHa, M rOCYyAapCTBEHHAA perncTpauma NekapCcTBEHHbIX NpenapaTos AnA
MeANUMHCKOro MNpUMEeHeHuA, NpeacTaBAeHHbIX Ha 3KCNepTU3y NeKapCTBeHHbIX Cpeacts A0 AHA
BCTYNNEHMA B CUNY HacToAwero PenepanbHOro 3aKOHA B LENAX MUX Noc/ienyloLleld rocyaapcTBeHHOM
perucrpauum, OCyLLeCTBAAKOTCA Ha OCHOBAaHUW [OKYMEHTOB W [AaHHbIX, MpeAcTaBAEeHHbIX A0 AHA
BCTYNNEHMA B cMAy HacTosawero ®enepanbHOro 3aKoHa, a TaKKe 3aABJEHMA O FOCYyAapCTBEHHOWM
perucTpauum NeKapcTBEHHOro npenapaTta, MpeacTaBAEHHOro MNpPou3BOAUTENEM NeKapCTBEHHbIX
npenapaToB WaW YNOJAHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwMm PeaepanbHbIM 3aKOHOM B
YNO/HOMOYEHHbIN denepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocyAapCcTBEHHOM MOWAWHbI, NPesyCMOTPEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit
depepaunn o Hasnorax 1 cbopax.

(yacTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTsBepXAeHWe rocyaapCTBEHHOM pPerncrpaumMm NeKapcTBEeHHbIX MpenapaTtoB  AaA
MeANLMHCKOIO NPUMEHEHMA, NPeACTaBAEHHbIX 414 NOATBEPKAEHUA rOCYAapPCTBEHHON perncTpaLmmn oo
OHA BCTyn/AeHMAa B cuay Hactosawero ®PeaepanbHOro 3akoHa, M MOATBEPKAEHWE TFOCY[APCTBEHHOM
perucTpauum neKapcTBeHHbIX MNpenapaToB ANA MEeAUUMHCKOrO NPUMEHEHWA, NPeACTaBAEHHbIX Ha
9KCMNepTU3y SIeKapCTBEHHbIX CPeACTB A0 AHA BCTyNAeHUA B cuay Hactoawero PenepasbHOro 3akoHa B
uenax mnocneayollero MOATBEPKAEHUA WX TFOCYAAPCTBEHHOM perncrpauuun, OCyWwecTBAAKTCA Ha
OCHOBaHMW [OKYMEHTOB M [aHHbIX, MNPeACTaBAEHHbIX A0 AHA BCTYN/JEHMA B CUJly HacTOALLEro
PepnepanbHOro 3aKOHA, a TaKXKe 33aAB/JeHMA O MNOATBEPXKAEHUM TOCYy[apCTBEHHOM perncrpaumnm
JIeKapCTBEHHOrO npenapaTa, NPeACcTaBN€HHOro NPOU3BOAUTENEM JIEKAPCTBEHHbIX MpenapaTtoB Wau
YNONHOMOYEHHbIM MM /JMLOM B COOTBETCTBMM € HactoAwum PepepanbHbiM  3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl roCy4apCTBEHHOM MOLWAMHBI, MPesyCMOTPEHHOM 3aKOHOAaTeNbCTBOM PoccuicKkom
depepaunn o Hanorax n cbopax.

(yacTb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. TpuHATME peweHMA O BHECEHUM W3MEHEHUA B [OOKYMEHTbl, coZep:Kalwmecs B
pPerucTpaLMoHHOM [A0Cbe Ha 3aperucTpuMpOBaHHbIA N1IEKApPCTBEHHbIM MpenapaT AAA MeAMLMHCKOro
NPUMeEHeHNA U MpeacTaB/leHHble 00 AHA BCTYM/AeHWA B cuay HactoAwero PeaepanbHOro 3aKoHa, U
NPUHATME PELUEHMA O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAEpPrKALLEECcA B PErmcTpaLMoOHHOM A0Cbe
Ha  3aPEerucTPUpPOBaHHbLIM  NEKAPCTBEHHbIN  MNpenapat A8  MeAMUMHCKOro  NpUMEHeHUA U
npeacTaBNeHHble Ha 3KCNepTU3Y JIEKaPCTBEHHbIX CPeaCcTB A0 AHA BCTYNAEHUA B CUAY HaCTOALLEro
depnepasibHOroO 3aKOHA, OCYLLECTBAAIOTCA HAa OCHOBAaHUW AOKYMEHTOB M AJHHbIX, NPeACTaBAEeHHbIX 40
OHA BCTynneHWA B cuay HactoAwero PepepanbHOro 3aKOHA, a TaKKe 3aAB/IEHUA O BHECEHUMU
M3MEHEHUA B [AOKYMEHTbl, COAeprKallMeca B pPErucrpauyMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
JIeKapCTBEHHbIM MpenapaT Ana MeLMUMHCKOro NpPUMEHEHWs, NpeacTaBfEHHOrO MPOM3BOAMTENEM
NIeKapCTBEHHbIX NpenapaToB WAM YNOJHOMOYEHHbIM MM /IMLUOM B COOTBETCTBMM C HACTOALIUM
PepnepasibHbIM 3aKOHOM B YNOJIHOMOYEHHbIN PpeaepanbHbIii OpraH UCNOAHUTENbHOM BAacTh Ao 1 mapTa
2011 ropma, 6e3 TpeboBaHMA  ynaaTbl  FOCYAAPCTBEHHOW  MOLWJMHLI,  NPeAyCMOTPEHHOM
3aKoHoAaTenbcTBOM Poccuitickoit depepaumm o Hanorax u cbopax.

(yacTb 3.3 B pea. PepepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgauva pa3peLueHm7| Ha nposeaeHne KANHUYECKUX MCC}'Ie,CI,OBaHVIﬁ NEeKapCTBEHHbIX
npenapatos gi1a4 MmeanumnHCKOro npumeHeHunAa no 3aaBaeHnam, nogaHHbIM 0O OHA BCTYNJIEHUA B CUY


consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B3168AE0A05863380742E6F753C08A240159765DB357A97C790B7A6F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31688EFA5526F300742E6F753C08A240159765DB353AC7B78062A352C9C2F6DA6DD447785486B33BF2BL
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E7A25D63310742E6F753C08A240159765DB357A97C7B0D796F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E7A25D63310742E6F753C08A240159765DB357A97C7B0D776F3C986638A9C3466E9B4D7533FA5DB427L
consultantplus://offline/ref=1DA1DCAE849B65B0CB25FE12F925B31689E7A25D63310742E6F753C08A240159765DB357A97C7B0C7E6F3C986638A9C3466E9B4D7533FA5DB427L

HacTosawero ®eaepanbHOro 3aKkoHa, a TakXe No 3aABAeHMAM, NOAAHHbIM Noc/ae AHA BCTYN/IEHUA B CUAY
HacTosawero ®enepanbHOro 3akoHa Ha OCHOBAHWUM 3KCNEPTM3, MPOBEAEHHbIX A0 AHA BCTYN/IEHUA B CUNY
HacTosawero ®PenepanbHOro 3akoHa, OCYLLECTBAAETCS B COOTBETCTBMM C HactoAwmm PepepanbHbim
3aKOHOM Ha OCHOBAHMWU OOKYMEHTOB U AAHHbIX, NPEeACTaBAEHHbIX UM NONYYEHHbIX A0 AHA BCTYN/IEHUA
B cuy HactoAwero PenepanbHOro 3aKOHa, a TakXKe Ha OCHOBAHMM KOMWUKU NpeaBapuUTeIbHOro A0rosopa
06A3aTeNbHOr0  CTPaxOBaHWA  KMU3HKW, 340POBbS MNALMEHTOB, YYacTBYIOWMX B  KAMHUYECKOM
nccnenoBaHMM NEKAPCTBEHHOTO npenapata 448 MeAUUMHCKOrO NMPUMMEHEHUA, AW KOMUKU A0roBopa
06A3aTeNbHOr0  CTPaxOBaHWA  MU3HKW, 340POBbS MNALMEHTOB, YYacTBYKOWMX B  KJAMHUYECKOM
nccneaoBaHMM IEKAPCTBEHHOrO npenaparta 419 MeAULMHCKOTO npumeHeHus, anbo npeacraBaeHHOM
Konuu goroBopa 0653aTeNbHOro CTPaxoBaHWUA, 3aK/IFOYEHHOTO B COOTBETCTBUM C TUMOBLIMW NPaBUIamMm
06A3aTeNbHOrO CTPAXOBaHWUSA, C YyKasaHMeM npeaesibHOW YMUCNEHHOCTM MaUMEHTOB, Y4YacTBYIOLWMX B
KNMHUYECKOM WCCeA0BaHUN JIeKapCTBEHHOro npenapata gas MeaMUMHCKOro npumeHeHus, 6es
TpeboBaHMA ynaaTbl rocyaapCcTBEHHOW MOLWWIMHbBI, NPeAyCMOTPEHHON 3aKoHOA4ATENbCTBOM Poccuiickomn
depepaunn o Hanorax u cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpMpoBaHHble B WMHOCTPAHHOW BajloTe A0 AHA BCTYM/IEHMA B CUAY HACTOALLEro
depepanbHOro 3aKoHa MpefesibHble  OTMNYCKHble LeHbl MHOCTPaHHbIX MNPOU3BOAUTENEN  Ha
JNIeKapCcTBEHHbIe NpenapaTtbl, BK/AIOYEHHble B NepedyeHb MM3HEHHO HeOobXOAMMbBIX U BarKHEWLUnX
JIEKAPCTBEHHbIX NPEnapaTos, NoAJ/iexKaT nepecyeTty B pydm no Kypcy LleHTpanbHoro 6aHKka Poccuitckom
depepaunn Ha aaTy, yctaHoB/eHHyto MpaButenbcTtBom Poccuinckoit ®epepauum, 6e3 npeacraBaeHus
3aAB/I€HMA O MepecyeTe LieHbl C BHECEHMEM COOTBETCTBYIOWMX U3MEHEHUI B rOCYAapCTBEHHbIN peecTp
npefesibHbiX OTNYCKHbIX LEH Mpou3BOAUTENEl Ha JIeKapCTBEHHble MpenapaTbl, BK/OYEHHble B
nepevyeHb XN3HEHHO HGO6XO,£I,VIMbIX M BaXKHeMLWmnx NeKapCTBEHHbIX NpenapaTos.

(yacTb 3.5 BBeseHa desepanbHbiM 3akoHoM 0T 11.10.2010 N 271-d3)

3.6. 3aperncTtpmMpoBaHHble 40 AHA BCTYN/JEeHMA B CUAy Hactoawero PenepanbHOro 3akoHa
npegenbHble OTNYCKHble LEeHbl POCCUMCKUX MNPOU3BOAUTENEN HA JIeKapCTBEHHble MpenaparThbl,
BK/IIOYEHHblE B MepeyeHb XM3HEHHO HEeOobXOAMMBbIX W BaXKHEWLWWMX NeKapCTBEHHbIX MPEnapaTos,
nogsnexar uHaekcaumm ¢ 1 Hoabpa 2010 roga mcxoAa M3 MPOTrHO3UPYEMOrO YPOBHA MHOAALMM,
ycTaHoBneHHoro ®egepanbHbiM 3aKoHOM OT 2 aeKkabpsa 2009 roga N 308-d3 "O degepanbHom
6toaxkeTe Ha 2010 roa v Ha nnhaHoBbIn nepuoa 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa deaepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. NMocne 1 mapta 2011 roga He gonyckatoTca NPon3BOACTBO U BBO3 B Poccuiickyto ®egepaumio
JIeKapCTBEHHbIX NPenapaToB B yNaKOBKaxX C MapKMPOBKOM, KOTopas bblna HaHeceHa 40 AHA BCTYN/IEeHMA
B cuay HactoAwero deaepasibHOrO 3aKOHa. 10 UCTEYEHUM YKA3aHHOIO CPOKa AaHHble NEeKapCTBEHHbIE
npenapaTtbl MOTYT OTMNYCKaTbCA, PEasIM30BbIBATLCA, NepesaBaTbCA M MPUMEHATbLCA A0 UCTEYEHMA UX
CpPOKa roaHoCTy.

(B pen,. PegepanbHbix 3aKkoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-93)

4. Co pgHA BCTyn/eHWa B cuny Hactoawero PenepanvHoro 3akoHa u no 30 anpens 2011 ropa
BK/IOUMTENIBHO  AOMYCKAaeTcA MPOBEAEHME 3IKCNEPTU3bl NIEKAPCTBEHHbIX CPEACTB  3KCnepTamu
3KCNEePTHOTO Y4YperKaeHuMAa A0 MNPOXOXKAEeHMA UMMM  aTTecTauMnm B MNoOpAAKe, YCTAaHOB/AEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTENIbHOM BAACTU.

5. Co gHA BCTynneHus B cuny Hactoswero dPeaepanbHoro 3akoHa 1 no 31 aekabps 2013 roaa
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexon K Npou3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C
npaBMaamMmM OpraHM3aLmMm NPOn3BOALCTBA M KOHTPOJIA KaYecTBa JIEKAPCTBEHHbIX CPEACTB, YKa3aHHbIMMU B
yactm 1 crtatbm 45 HactoAwero dPepepanbHOro 3akoHa, B NonHom obbeme. Cpoku nepexona
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMMU
TpeboBaHMAMM AaHHbIX MPaBW/, BKAOYAS CPOKWU aTTecTauuu YNOJHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 crtatbm 45 HactoAwero PepepanbHOro 3akoHa, YCTaHaBAMBAKTCA [1paBUTENbCTBOM
Poccuitckoit Pepepaumn.
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6. /IMueH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblAaHHble Ao 1 aHBapa 2014 ropga,
pevicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKa MX AEUCTBMA NPU YCAOBUM COOTBETCTBUSA
ZMLUEH3MaTa NpaBMaaM OpPraHM3auMm NPOM3BOACTBA U KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX CPeAacTs,
YKa3aHHbIM B Yacth 1 ctatbk 45 HacToAwero PenepansHOro 3akoHa.

7. ®opmnpoBaHMe rocyAapCTBEHHOIO 334aHMA Ha NpoBeAeHMe 3KCNepPTU3bl NIeKAPCTBEHHbIX
cpencte denepanbHOMY roCcyaapCTBEHHOMY OIOAKETHOMY YUYPEKAEHUIO MO NPOBEAEHUIO SKCMEPTU3bI
JIeKapCTBEHHbIX cpeacTs M dMHaHCOBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBAAIOTCA B
nopsake, ycraHosneHHom ®dPepepanbHbiIM 3aKoHOM oOT 12 sAHBaps 1996 roga N 7-#3 "O
HEKOMMEPYECKMX OpraHmn3aumax".

(yacTb 7 BBeaeHa PenepanbHbiM 3aKkoHOM oT 29.11.2010 N 313-93)

Mpe3ngeHt
Poccuitckoit degepaumm
O.MEOBELEB

MockBa, Kpemnb

12 anpena 2010 roga

N 61-®3
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